202090573 Al

(19) EBpa3unckoe @) 202090573 13 Al
naTeHTHOEe
Be4OMCTBO
(120 OMUCAHUE U30BPETEHUA K EBPABUMCKOM 3ASIBKE
(43) Aara ny6nukauum sasiskm (51) Int. Cl. A61K 9/26 (2006.01)
2020.09.07 AG61K 31/454 (2006.01)
AG61P 35/00 (2006.01)
(22) Aara nonauu sasBku
2018.09.26
(54) COCTABBI HUPATIAPUBA
(31) 62/563,535 (72) Waobperatens:
(32) 2017.09.26 Makrypk Caiimon, Hapasin ITagma,
(33) US Paitninu Anexcangap (US)
(86) PCT/US2018/052979 (74) Tencrasmens:
(87) WO 2019/067634 2019.04.04 H"“;‘OBa ML (RU)
(71) 3assurens: o
TECAPO, HHK. (US)
(57) Hacrosmee wn3obperenre OTHOCHTCA K  (apMalEBTHYECKHAM TabNETHPOBAHHBIM KOMIIO3HITHSM,

COZIepXKalllUM COEAMHEHHE HHUpanapud B KayecTBE AaKTUBHOIO (apMalleBTHYECKOTO HWHIPEINEHTA,
HOAXOISIIIAM AJIsI TIEPOPAIEHOTO BBEAEHHS, @ TAKXKE K CII0c00aM nX MOTydeHHs. B HacToseM JoKyMeHTe
TaKKe OMHMCAHBI TAOIETHPOBaHHBIC KOMIIO3UIIMM, COAEpIKallue HHUpanapuO, MOoNydeHHbIE crocobamy,
OIMMMCAHHBIMHU B HACTOAIIEM HOOKYMCHTEC, U TCPAICBTUYCCKHUEC MPUMCHCHUSA TaKUX Ta6J'IeTl/IpOBaHHI)IX
KOMITO3ULMH SISl JIEUEHUS] Pa3IMUHbIX PACCTPONUCTB U COCTOSIHUM.

CYXAAl CMECb
HWPAMNAPWBA TO3UITATA
MOHOIMOPAT + —_— CMELWUBAHUE
PA3BABUTENN
TPAHYNWP. XWOKOCTb BINAXHAA
CBA3YIOUWIEE OYMLLEHHAA | | FPAHYNALUMA +
BOOA BIAXKHOE.
NPOCEMBAHUE
CYLUKA
CYXOE
NPOCEUBAHUE
FPAHYINbI
BHELUHAA ®A3A: A) NOCNEQYIOWEE
OWMOKCKA KPEMHWA % CMELUMBAHUE
BHELUHAA ®A3A: B) OKOHYATENbLHOE
CTEAPAT MArHWA ——  CMELUMBAHUE
FOTOBAA K
NPECCOBAHMIO
CMECb

U3roTOBNEHVE
TABJIETOK
TABNETKW BE3
NOKPbITUA

IV €L5060C0C



COCTABBI HUPAITAPUBA

HEPEKPECTHAS CCBUIKA HA POJACTBEHHBIE 3ASABKHU
[0001] Hacrosimas 3asBka HCOpaliMBaeT NPUOPUTET HA OCHOBAHUU IMPEIBAPUTEIBHOMN
3asiBku Ha maTeHT CIIIA Ne 62/563,535, momanHoti 26 centsiopst 2017 roaa, moaHOE coaepKaHue

KOTOpOfI BKJIFOYCHO B HACTOALICC OIMMCAHHUC.

KPATKOE OIIMCAHHUE U30BPETEHUA
[0002] Hupanapu® mnpencraBnser coOoil mepopanbHO AKTUBHBIA CHIIBHOAEHCTBYIOLIHI
uHrnourop nonu(AJIP-pudosa)-nomumepassl, wim PARP. Hupanapu® u ero papmauesrudecku
IpUeMJIeMbIe COJIM OIHMCAHbI B MeXIyHapoaHoi nyonukamn W02007/113596 u eBponeiickom
narenre EP2007733 B1; mexnaynaponHoit nyonukammu W02008/084261 u marente CIIIA Ne
8,071,623; u B MmexxayHapoaHoi nmyomukauun W02009/087381 u matente CIIIA Ne 8,436,185,
CrniocoObl mony4yenusi Hupamnapuba u ero papmMareBTUYECKH MPUEMIIEMBIX COJICH OMUCAHbBI B
MesKIyHapoaHbIX nmyonukanusix W02014/088983 u W02014/088984. CriocoOrl ieueHus paka
IpyH TNOMOLIM Hupamapuba M ero (apMaueBTUYeCKH MpPUEMIIEMbIX COJeH ONUCAHbI B
MpenBapUTeNbHbIX MaTeHTHbIX 3asiBkax CIIIA 62/356,461 u 62/402,427, a Takxke B
MeskayHapoaHoit nyomukaun W02018/005818. CopeprkaHue KaXIoro U3 BbIIIEYTOMSIHYThIX

AOKYMEHTOB BKJIFOYCHO B HACTOAILIECC ONMUCAHUH MMOCPEACTBOM CCBUIKHU BO BCEM UX MOJHOTE.

[0003] PARP - 310 cemeiicTBO O€NKOB, y4YaCTBYIOIIMX BO MHOTHX (PYHKLHSX KJIETKH,
Bmodass  penapauuto  JIHK, okcmpeccuro reHOB, KOHTPOJb  KJIETOYHOTO — LIMKIA,
BHYTPUKJIETOYHBIN MEPEHOC 1 SHEepreTudeckuii oomeH. benku PARP urparoT kirodeByro poJb B
BOCCTAaHOBJICHUH OJHOLIENIOYEYHBIX Pa3pbIBOB MyTE€M 3KCLU3HUOHHON pemnapaliy OCHOBAHUI.
HNuruburopsl PARP nposiBIsitOT akKTUBHOCTh B Ka4eCTBE MOHOTEPANHMH MPOTUB OMYyXOJeH ¢
cymectytomumu nepexramu penapanuu JJHK, Takumu kak BRCA1 u BRCA2, u B kadecTse
KOMOWHHUPOBAHHON Tepanuu MpHU BBEIEHHH COBMECTHO C MPOTHUBOOIYXOJEBBIMU areHTaMH,

KOTOpBIE BbI3bIBAIOT NospexaeHus JIHK.

[0004] HecmoTpst Ha HEKOTOpBIE TOCTHKEHHS B JICUSHUH PaKa SIMUHUKOB, Y OOJIBIIMHCTBA
NAllMeHTOB B KOHEYHOM WTOre BO3HHKAET pEHHIUB, W TMOCIEAYIOLINE OTBEThl HAa
JOTIOJIHUTEJIbHOE JIEUEHHE YacTO MMEIOT OrPaHUYEHHYIO MPOAOJLKUTENIbHOCTh. JKEHIUHBI C
repMuHaTuBHbIMU MyTauussMu reHoB BRCA1 unu BRCA2 uMeroT NOBBILIEHHBIH PHCK
Pa3BHUTHSI CEPO3HOrO paka SIMYHUKOB BBICOKOH ctemeHu 3jokadectBeHHocTH (HGSOC), n ux

OIyXOJIH, MO-BHAUMOMY, OCOOCHHO YyBCTBHUTENbHBI K JiedeHnt0 nHruonropom PARP. Kpome



TOro, ONMyOJIMKOBaHHBIE B HAYYHOW JIUTEpAType NaHHBIE YKA3BIBAIOT HA TO, YTO MALUEHTHI C
matuHouyBeTBUuTeNbHBIM HGSOC, y kotopbix HeT repmuHaTuBHBIX MyTauuii BRCA1 unu

BRCA2, Tax:xe MOTYT MOJIYyYHUTh KIMHUYECKYIO MOJIb3Y OT JiedeHus1 uHruouropom PARP.

[0005] ITo ouenkam, ot 5% no 10% KeHIIHNH, Yy KOTOPbIX JUArHOCTUPOBAH PaK MOJIOYHOM
xene3bl, mi 6onee 15000 >KeHITUH B roji, UMEIOT repMuHaTHBHbIE MyTal reHoB BRCA1 nnn
BRCA2. PasButue paka y 3THX JKEHIIMH CBSI3aHO C AWCQYHKIMEH KIOYEBOrO IyTH
BoccraHosieHus: JIHK, n3BeCTHOro kak roMosorndyHas peKkoMOMHanus. X0Tsl pakoBble KIETKU
MOTYT MOAAEP>KUBATh KU3HECIIOCOOHOCTb, HECMOTPSl Ha HApYLIEHHE IYyTH TOMOJOTHYHON
pPEKOMOMHALIY, HO IIPU 3TOM OHM CTAHOBSITCSI OCOOEHHO YSI3BUMBIMH Il XMMUOTEPAINH, €CIIU
HapyllaeTcsl ajbTepHAaTUBHbIM NyTh BoccTaHoBieHus [IHK. D10 sABneHue H3BECTHO Kak
CHHTETUYECKas JIETAJbHOCTD - CUTYaLysl, KOTa MoTeps JEI0OOro OJHOTO MyTH BOCCTAHOBJICHUSI
COBMECTHUMA C >KM3HECIOCOOHOCTBIO KIIETOK, HO OJHOBPEMEHHas MoTrepss OOOMX myTeit
NPUBOAUT K ruOesn pakoBbIX KJeTOK. [Tockonbky nHruOuTopsl PARP O10KHPYIOT penapanuto
JHK, nns paxoBbix kietok ¢ myramuedn BRCA wunrnOuposanme PARP npusogur x
CHUHTETHYECKOH eTanbHOCTH. I10 3TOM mpuynHEe y NaLMEeHTOB C FT€PMUHATUBHBIMU MyTaLUsIMU

renoB BRCA Ha0Omonaercs: 3aMeTHOE KITIMHHYECKOE YJIyUIIeHHE TIOCIe JISUeHUs] HHTHOUTOPOM

PARP.

[0006] HeoxxunanHo ObLIO OOHApPY:KEHO, YTO TBEPAbIE IO3UPOBAHHBIE JIEKAPCTBEHHBIE
(OpMBI COTJIAaCHO HACTOSIIEMY H300pPETeHHIO OOJIAAIOT >KEJIaeMbIMH CBOHCTBAMH U TIPU
XpaHEHUU JEMOHCTPHUPYIOT MPEBOCXOAHbIE MPOGUWIN CTa0WIbHOCTH 3(dexkTuBHOCTH U
pacmamaemoctu. TakuMm 0Opa3oM, Takue JTO3UPOBAHHBIE JIEKAPCTBEHHBbIE (JOPMBI MOTYT OBITH
TIOJIE3HBI ISl IPUMEHEHUS IS JieueHus: CyOBbEeKTOB, MMEIOIUX Takue 3a00JeBaHusl, Kak pak. B
HEKOTOPBIX BApUAHTaX peaNM3alMi HACTOSINEro W300pEeTeHHs TBepIble JO3UPOBAHHBIE
JeKapCTBeHHbIE  ()OPMBI,  ONMUCAHHBIE B  HACTOSIIEM  JIOKyMEHTe, O0eCleunuBaroT
TEXHOJIOTHYHOCTh M3TOTOBJIEHUSI TaOJIETOK, BKIIIOYAsh CHIDKEHUE JIUMIKOCTH AaKTHBHOTO

(bapMaeBTHYECKOrO HHIPEIUEHTa B TIPOLIECCE MPOU3BOACTBA.

[0007] CoOTBEeTCTBEHHO, B OJHOM acCIeKTe HaCToslee HW300peTeHHe OTHOCHTCA K
KOMITO3UIINH, coaepxamei 3(QQeKTHBHOE KOJMYECTBO HUpamapuda UIsi WHTHOMPOBAHUS
nonn( Al®-pubdosza)-nomumepassl (PARP) npu BBeneHun cyOBeKTy, HYKIAKOLMIEMYCSI B 3TOM,
IPU 3TOM yKa3aHHasl KOMITO3ULMS TPEACTaBIsieT co00H (papMaleBTUYECKYI0 KOMIO3HIIHIO,

NPUTOTOBJICHHYIO B BUJE TaOJIETKH.



[0008] OnuH acmeKkT HACTOSIEro HM300pEeTeHUss OTHOCUTCS K KOMITO3UIMU (HAIpuMep,

(bapmanieBTHUECKOIN KOMITO3ULIHH B (hopMe TabJIETKH ), COmepKaIei:

s¢dexTuBHOE KONMMYeCTBO HHUpamapuda ans uHruoOuposanus nonu(AJlP-pudosa)-
noiumepassl (PARP) npu BBeneHnu cyObekTy, HY XKIAIOIIEMYCsI B 3TOM,
IPU 3TOM yKa3aHHas TaOJIeTKa XapaKTEepU3YeTCs MO MEHbIIEH Mepe OJHUM M3
CJIEAYIOIINX MPU3HAKOB!
(a) ykazanHas Tabnerka conmep:kut meHee nmpumepHo 0,2 mac. % ar000ro OTAENIBHOrO
NPOAYyKTa Aerpagaluy Hupanapuoa;
(b) ykazanHas Tabnerka conmep:kut meHee nmpumepHo 0,2 mac. % ar000ro OTAENIBHOrO
NPOAYKTA Ierpajauny Hupanapuda rmnocjie XpaHeHus! B TeYeHUe PUMEpHO 1 Mecsia
npu temneparype npuMepHo 40 °C ¥ OTHOCUTENBHON BIAXKHOCTU NpHUMEpHO 75%
(oTH. BIL); M
(c) yxazanHas Tabnerka comep:kut MeHee mpumepHo 0,2 mac. % JrOO0ro OTAEIBHOTO
NPOAYKTA AeTpajaliiii Hupanapuba rmocie XpaHeH!s: B TeUeHHEe IIPHUMEPHO 2 MECSILIeB
npu temneparype npuMepHo 40 °C ¥ OTHOCUTENBHON BJIAXKHOCTU NpUMEpHO 75%
(OTH. BIL).
[0009] B BapuaHTax peanu3alyiy HACTOSIIETO U300PETEeHUs YKa3aHHAas Ta0jeTKa CONePKUT
meHee npumepHo 0,2 mac. % arOOro OTHEIBPHOrO MPOAYKTA Aerpamauuu Hupamnapuda. B
BAPHMAHTAX pEAJM3aLUN HACTOSALIETO M300pPETeHUs] YKa3aHHAs TalJeTKa COINEPXKHUT MeHee
npumepro 0,2 mac. % r000ro OTAETBPHOrO MPOAYKTA AeTpajallii HIpanapuda mociie XpaHeHUs
B TeueHHe MpuMmepHo | Mecsma npu Temneparype npumepHo 40 °C u oTHOCUTENTBHOU
BJIQKHOCTH npuMepHO 75% (oTH. Bj.). B BapmaHTax peaju3alyy HACTOSIIEr0 M300peTeHUs
yKa3aHHas Tadjierka comepkuT MeHee npumepHo 0,2 mac. % 1r000ro OTAETBPHOrO MPOAYKTA
Aerpagalyu HUpanapuda 1mocie XpaHeHus! B TeUeHHe MPUMEPHO 2 MeCSLeB IPU TeMIIepaType

npuMepHO 40 °C 1 OTHOCUTETPHON BJIAXKHOCTH MPUMePHO 75% (OTH. BIL.).

[0010] B HekoTOphIX BapWaHTaX peaju3ali HACTOSIIEro W300peTeHUs yKa3aHHAsI
TabieTka conep:kuT MeHee mpumepHo 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07
Mmac. %, 0,06 mac. %, 0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %, 0,005
mac. % wmmm 0,001 mac. % mr0OOro OTHENPHOrO MPOAYKTAa Aerpamanuu Hupamapuda. B
HEKOTOPBIX BapUAHTAX peaju3allii HACTOSIIero N300peTeHus yKa3aHHast TaOJIeTKa COMEPKUT
MeHee npumepHo 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06 mac. %,
0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. % wnnm 0,001 mac.

% mro00ro OTAENbHOrO MPOAYKTA Jerpajallii HUpamapuOa IOCie XPaHEHWs B TEUeHHE



npuMmepHo 1 Mecsaua npu Temnepatrype npumepHo 40 °C U OTHOCHUTENBbHOH BIIaKHOCTU
npumMepHo 75% (OTH. BN.). B HEKOTOPBIX BapHaHTAax peANN3aALMH HACTOSIIEro M300peTeHHUs
yKkaszanHas TabneTka copepxut MeHee npumepHo 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac.
%, 0,07 mac. %, 0,06 mac. %, 0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %,
0,005 mac. % wmu 0,001 mac. % m000ro OTAENBHOTO MPONYKTA Nerpadalii Hupamnapuda mocie
XpaHEeHHUs B TeUeHUE IPUMEPHO 2 MecsLeB Ipu TeMieparype npuMepHo 40 °C 1 OTHOCUTENBHOM

BJIQKHOCTH NpuMepHO 75% (OTH. BIL.).

[0011] KonuuecTtBeHHOE  ompeaesneHue NOpUMECe WAM  NPOAYKTOB  AErpajalivi,
00pa30BaBLIMXCS B pe3yJbTaTeé XUMHYECKUX H3MEHEHHWH AaKTHBHOIO BELIECTBA BO BpeMs
NPOM3BOJICTBA W/MJIM XPAaHEHUs JIEKAPCTBEHHOIO MPOAYKTa TIOA BO3JEHCTBHEM CBETA,
TEMIIepaTypPbl, BJIATH UM B PE3YJIbTaTE PEAKLIUHU CO BCIIOMOTaTeIbHbIM BELIECTBOM, IIPOBOIAT C
UCIIOJIb30BAHUEM JTOCTYIHBIX METOZOB M 00OPYJOBaHUSI, H3BECTHBIX CIEIMATNCTAM B JAHHON
obmactu. TumuuHble METOABI BKIIOYAIOT XpOoMAarorpapuuecKkhe MeTOAbl, Takue Kak
BbICOKOO(h(pexkTnBHAsE JkuAKOcTHas xpomatorpadus (BOXKX) (manmpumep, XupasibHas
xpomatorpadusi, noHOOOMeHHass xpomarorpadus, uoH-napHas/apduHHas Xpomarorpadus,
xpomarorpadust ¢ oOpameHHOW (ha30ii M IKCKIO3MOHHAs Xpomarorpadusi); razoBas
xpomarorpadust (I'X) u Tonkocnoitnas xpomarorpadpus (TCX). Hampumep, momxopsimum
METOIOM MOXKeT OBITh BaJMAUPOBAHHBIA MPHUTOAHBIA JJII OLEHKH CTAa0WJIBHOCTH METON
obpamenHo-pa3oBoii rpaguentHoii BOXKX ¢ V®-neTekTupoBaHUEM U C HCIOJb30BAHUEM
MeTona BHeImHero crannmapra. Macc-cnektpomerpuro (MC) MOKHO HCIONB30BaTh OTAEJIBHO
WIA COBMECTHO ¢ Xpomartorpapuieckumu meronamu (Hampumep, BOXX-MC wmu I'X-MC).
Tax:ke MOXKHO IPUMEHSITh CIIEKTpooTOMEpH IO (Harmpumep, criektpodoromepuro Y ®/Buanmas
4acThb criekTpa). [IpuBeneHne ypoBHeH conepkaHus MPUMECEH B JIGKAPCTBEHHOM IIpernapare u
UX KOHTPOJb OCYLIECTBISIFOT B COOTBETCTBHHM ¢ TpeOoBaHusiMu mnpuHOMoB Q3B

Me:xnyHaponHoro coeta o cornacosanuto (ICH).

[0012] JIpyroii acmekT HaCTOSIIEro M300pEeTeHHs] OTHOCUTCS K KOMIIO3HMLHMK (HAmpuMmep,

(apmaneBTHUECKON KOMIO3ULKH B (hopMe TabJIETKH ), COAepKaIIei:

s¢dexTuBHOE KONMUYeCTBO HHUpamapuda ans uHruoOuposanus nonu(A1P-pudosa)-
noinmepassl (PARP) npu BBeneHnu cyOBbeKkTy, HY KIAIOIIEMYCsI B 3TOM,
e YKa3aHHas TabJeTKa XapakTepu3yeTcsi O MEHbIICH Mepe OHUM U3 CIIENYIOIIEro:
(a) maccolt mo meHbleit mepe mpumepHo 200, 300, 400, 500, 600, 700, 800, 900,
1000, 1100 unu 1200 wmr;



(b) TommuHOM Mo MeHbIIEH Mepe mpuMepHO 4,0 MM; U
(C) TOMKOCTBIO MeHee pUMepHO 2%;
rae ykasaHHoe 3¢ (eKTHBHOE KOJMYECTBO HHUparmapuda COCTaBisgeT OoT nmpuMepHo 50 1o
npumepHo 350 Mr B pacuere Ha CBOOOHOE OCHOBAHHUE HUpanapuoa.
[0013] B BapmanTax peanmzanii HACTOSINEro M300pETEHHs] Macca YKa3aHHOHW TaOJeTKH
cocTasJisieT Mo Menbuier mepe npumepHo 200, 300, 400, 500, 600, 700, 800, 900, 1000, 1100
win 1200 mr. B BapraHTax peanusaliy HACTOSIIEro n300peTeHus Macca yKa3aHHON Ta0JIeTKu

cocTasJsieT no MeHbluend Mepe npumepHo 200, 500 uiu 800 mr.

[0014] B BapuaHTax peanuzaniy HACTOSIIIEro U300pETEeHNs TOIIUHA YKa3aHHOW TaOJIeTKH

COCTAaBJISIET 1O MEHbILIEH Mepe mpuMepHO 4,0 MM.

[0015] B BapuaHTax peanu3anny HaCTOALIErO N300PETEHUs IOMKOCTD YKa3aHHOM TaONeTKu

COCTaBJIsIET MeHee MpuMepHO 2%.

[0016] B HeKkOTOpBIX BapHaHTax peaju3alld{d HACTOSIEr0 H300pPETeHUs YyKa3aHHOE
3¢ (}HeKTUBHOE KOJMYECTBO HUpanapuda COCTaBIsIeT OT MPUMEPHO 75 Mr 10 mpuMepHO 125 mr B
pacyere Ha CBOOOJHOE OCHOBaHME HHpamapuba. B HEKOTOpBIX BapHUaHTAX peaTU3aLUH
HACTOALIEr0 H300peTeHus: ykaszaHHOe 3((EKTHBHOE KOJUYECTBO HUpamnapuda COCTaBISET
npumepro S50 mr, npumepro 100 mr wim npumepro 150 Mr B pacueTe Ha CBOOOAHOE OCHOBAHHE
Hupanapuba. B HEKOTOpPbIX BapuaHTaX pealn3alUU HACTOSIIEr0o H300pPETeHUs YKa3aHHOE
s¢pexTuBHOE KOTMUECTBO HUpanapuda cocTassier nmpumepHo 100 Mr B pacdere Ha CBOOOHOE
OCHOBaHME HuUpanapuda. B HEKOTOpPBIX BapHaHTAaX peajH3allyd HACTOSIIEro H300peTeHUs
yKa3aHHBIA  HUpamapud COAEpPKUT CBOOOJHOE OCHOBAaHHME HUpamapudba WIH  €ro
(apMaleBTHUECKH TPUEMIIEMYIO COJIb. B HEKOTOpPBIX BapHaHTAaX peajH3alud yKa3aHHas
(apmanieBTHUECKU TIpUeMJIeMasi COJib Hupamnapuda nmpeacrapiisieT codoi Hupanapuda TO3MIIAT.
B HeKkoTOpBIX BapuaHTAax peajH3alMd HACTOSINEro H300pEeTeHHs] Macca HETTO YKa3aHHOH
TabJIETKU COCTABJISIET MO MEHbIIEH Mepe npuMepHo 200 mr, Mo MeHblIeld Mepe npumepHo 210
MT, [0 MeHblIeH Mepe npumepHo 220 Mr, no MeHbLeld mepe npumMepHo 230 Mr, o MeHbIIEH
Mepe npumepHO 240 mr, Mo MeHbUIel Mepe npuMepHO 250 Mr, O MEHbIIEH Mepe MPUMEPHO
260 mr, no MeHblIel Mepe npuMepHO 270 Mr, 10 MeHbLIelH Mepe NpUuMepHO 280 Mr, MO MEHbIIEH
Mepe npumepHo 290 mr, npumepHo 300 mr, no MeHbIel Mepe npuMepHo 310 Mr, Mo MeHbLIEH
Mepe npumepHO 320 mr, mo MeHbUIel mepe npuMepHo 330 MI, O MEHbIIEH Mepe MPUMEPHO

340 mr, no MeHbLIel Mepe NpUMepHO 350 Mr, O MeHbLIel Mepe NpUMepHO 360 Mr, O MEHbIIEH



Mepe npumepHO 370 mr, Mo MeHbUIer mepe npuMepHO 380 MI, O MEHbIIEH Mepe MPUMEPHO
390 mr, no MeHbLnel mepe npuMepHO 400 Mr, Mo MeHbLIel Mepe NpuMepHO 410 Mr, Mo MeHbIIEeH
Mepe npumepHO 420 mr, Mo MeHbuIen Mepe npuMepHo 430 Mr, IO MEHbIIEH Mepe MPUMEPHO
440 mr, no MeHbLIelH Mepe NpuMepHO 450 Mr, M0 MeHbLIEH Mepe NpUMepHO 460 Mr, IO MEHbLIEH
Mepe npumepHO 470 mr, Mo MeHbuIen Mepe npuMepHo 480 Mr, MO MEHbIIEH Mepe MPUMEPHO
490 mr mnm no menpuenn Mepe npumepHo 500 mr. B HEKOTOPBIX BapuaHTax peanu3aluu
HACTOSAIIEro U300peTeHHs] Macca HETTO YKa3aHHOM TaOJeTKU COCTABISET IO MEHbLIeH Mepe
npumepHo 300 mr. B BapranTax peannsaniy HaCTOSIIEro H300pEeTeHUsI Macca HETTO YKa3aHHON
TabneTku coctasiseT oT npuMepHo 300 mr no npumepHo 450 mr. B BapuanTax peanuzauuu
HACTOSIIEr0 N300pETeHUsI Macca HETTO YKa3aHHOH TabJeTku cocTaBisieT OT npuMepHo 300 mr
1o npumepHo 350 mr, ot npumepHo 350 mr go npumepHo 400 mr unm ot npumepHo 400 mr o
npumepHo 450 Mr. B BapraHTax peanusaiyy HaCTOSIIEro H300PETeH s Macca HETTO YKa3aHHON
TabneTku coctasisier oT npumepHo 300 mr no npumepHo 350 mr. B BapumanTax peanuzanyu
HACTOSIIEr0 N300PETeHUsI Macca HETTO YKa3aHHOH TaOJIeTKH COCTaBISET OT MPUMEpHO 350 mr
no npumepHo 400 mr. B BapmaHTax peanmsalyu HACTOSIIEr0 HM300pETEHHs] Macca HETTO

yKa3aHHOM TabJIeTKu cocTaBsieT OT npumepHo 400 Mr 10 mpumepHO 450 mr.

[0017] B HeKkoTOphIX BapuUaHTaX peaju3alMi HACTOSIIEro H300peTEeHHs YKa3aHHOEe
3¢ (}eKTUBHOE KOJIMYECTBO HUpanaprOa COCTABISIET OT MPUMEPHO 175 Mr 10 npuMepHo 225 Mr
B pacuere Ha CBOOOIHOE OCHOBaHME HuUpamapuba. B HEKOTOpBIX BapHaHTaX peasH3aliu
HACTOALIEr0 u300peTeHus: ykasaHHOe 3((EeKTHBHOE KOJUYECTBO HUpamnapuda COCTaBISET
npumepHo 150 mr, npumepHo 200 mMr uimm npumepHo 250 Mr B pacueTe Ha CBOOOJHOE OCHOBAHHE
HUpanapuba. B HEKOTOpPBIX BapuaHTaX peaIU3alUU HACTOSINEr0o HM300pPETeHUs YKa3aHHOE
a¢pexTuBHOE KOTMUECTBO HUpanapuda cocTassier nmpumepHo 200 Mr B pacdeTe Ha CBOOOHOE
OCHOBaHME Hupanapuda. B HEKOTOpPBIX BapuUaHTAaX peajH3allyd HACTOSIIEr0o HU300peTeHUs
yYKa3aHHBIA  HUpamapud COAEPKUT CBOOOJHOE OCHOBAaHHME HHUpamapudba WIH  ero
(dapMaleBTHUECKH TPUEMIIEMYIO COJIb. B HEKOTOpPBIX BapHaHTAaX peajH3alud yKa3aHHAs
(hapmanieBTHUECKU TIpUeMJIeMasi COJib Hupamnapuda nmpeacrapiisieT codoi Hupanapuda TO3MIIAT.
B HekoTOpBIX BapuaHTax peajH3alMd HACTOSINEro H300pEeTeHHs] Macca HETTO YKa3aHHOH
TabJIETKH COCTABIISIET MO MEHbIIEH Mepe npumepHo S00 mr, Mo MeHblIeld Mepe npumepHo 510
MT, [0 MeHbLIeH Mepe npumepHO 520 mr, no MeHbLed Mepe npumMepHo 530 Mr, o MeHbIIEH
Mepe npumepHO 540 mr, Mo MeHbUIed mepe npuMepHO 550 Mr, O MEHbIIEH Mepe MPUMEPHO
560 mr, o MeHbLIeH Mepe npuMepHO 570 Mr, Mo MeHbLIeH Mepe npuMepHO 580 Mr, o MeHbLIeH

Mepe npumepHO 590 mr, mo meHbuen mepe npuMepHo 600 Mr, MO MEHbIIEH Mepe NPUMEPHO



610 mr, no MeHbLIEN Mepe NPUMepHO 620 Mr, O MeHbLIEH Mepe NPUMEpPHO 630 Mr, O MEHbIIEH
Mepe npumepHO 640 mr, Mo MeHbUIen Mepe npuMepHO 650 Mr, O MEHbIIEH Mepe MPUMEPHO
660 Mmr, o MeHbLIEeN Mepe NPUMEpPHO 670 Mr, 0 MeHbLIEH Mepe MPUMeEpPHO 680 Mr, IO MEHbIIEH
Mepe npumepHo 690 mr, mo meHbuien mepe npuMepHo 700 Mr, O MEHbLIEH Mepe MPUMEPHO
710 mr, o MeHbLIEeN Mepe NPUMepHO 720 Mr, 10 MeHbLIEeH Mepe NPUMepHO 730 Mr, IO MEHbILIEH
Mepe npumepHO 740 mr, mo MeHbUIen Mepe npuMepHO 750 Mr, MO MEHbIIEH Mepe MPUMEPHO
760 mr, o MeHbLIEeN Mepe NPUMepHO 770 Mr, 10 MeHbLIel Mepe MpUMepHO 780 Mr, IO MEHbLIEH
Mepe npumepHo 790 Mr unm no MeHseluel mepe npuMepHo 800 mr. B HEKOTOpBIX BapuaHTax
peanu3aluy HACTOSILIEro M300peTeHHs Macca HETTO YKa3aHHON TaOJeTKU COCTaBJSIET IO
MeHblIel Mepe npumepHo 600 Mr. B BapuaHTax peann3anuy HacToOsAIIEro M300peTeHus: Macca
HETTO YKa3aHHOH TabJIeTKU COCTaBIIsIET OT mpuMepHo 600 Mr o npumepHo 750 mr. B BapuanTax
peann3alul HACTOAIIEr0 HM300pEeTeHHs] Macca HETTO YKa3aHHOM TalOJeTKH COCTaBisIeT OT
npumepHo 600 mr 1o npumepHo 650 mr, ot mpumepHo 650 mr 1o npumepHo 700 Mr uam or
npumepHo 700 mr no npumepHo 750 mr. B BapmaHTax peanuzaliii HACTOSINETrO W300peTeHus
Macca HeTTO YKa3aHHOM TabJeTKH COCTaBisieT OT npuMepHo 600 mMr no npumepso 650 mr. B
BapUAHTAX peajM3alMi HACTOSILIero M300peTeHHss Macca HETTO YKa3aHHOW TabieTku
COCTaBJIsIET OT NpuMepHO 650 Mr g0 npumepHo 700 mr. B BapuaHTax peanusalnuy HaCTOSLIETO
n300peTeHus] Macca HETTO YKa3aHHOW Ta0JIETKU COCTABIIsIET OT mpuMepHO 700 Mr 10 MPUMEPHO

750 mr.

[0018] B HekoTOphIX BapuUaHTaX pealu3alli HACTOSINEro H300peTEeHUs YKa3aHHOEe
3¢ (}eKTUBHOE KOJIMYECTBO HUpANaprOa COCTABISIET OT MPUMEPHO 275 Mr 10 MPUMEPHO 325 Mr
B pacuere Ha CBOOOIHOE OCHOBaHME HupamapuOa. B HEKOTOpBIX BapHaHTaX peasH3aliu
HACTOAIIEro u300peTeHus: yka3aHHOe 3((EeKTHBHOE KOJUYECTBO HUpamnapuda COCTaBISET
npumMepHo 250 mr, npumepHo 300 mr uim npumepHo 350 Mr B pacueTe Ha CBOOOJHOE OCHOBAHHE
HUpanapuba. B HEKOTOphIX BapHaHTaX pealn3alUdd HACTOSIIErOo H300pPETeHUs YKa3aHHOE
s¢pexTuBHOE KOTMUECTBO HUpanapuda cocTasisier nmpumepHo 300 Mr B pacdeTe Ha CBOOOHOE
OCHOBaHME HHUpanapuda. B HEKOTOpBIX BapHUaHTAaX peajH3allyd HACTOSIIEr0o HU300peTeHUs
yKa3aHHBIH  HUpamapud COAEpPKUT CBOOOJHOE OCHOBAaHHME HHUpamapudba WIH  ero
(apMalieBTHUECKH TPUEMIIEMYIO COJIb. B HEKOTOpPBIX BapHaHTax peajH3alud yKa3aHHas
(apmanieBTHUECKU TIpUeMJIeMasi COJIb HUpamnapuda nmpeacrapiisieT codoi Hupanapuda TO3MIIAT.
B HekoTOpBIX BapuaHTAax peajH3allMd HACTOSINEro H300pEeTeHHs] Macca HETTO YKa3aHHOH
TabJIETKU COCTABIISIET MO MEHbIIeH Mepe npumepHo 800 mr, mo MeHblel Mepe npumepHo 810

MT, [0 MeHblIeH Mepe npumepHo 820 mr, no MeHbLIeH mepe npuMepHo 830 Mr, MO MeHbIIEH



Mepe npumepHO 840 mr, mo mMeHbLIen Mepe npuMepHO 850 MI, MO MEHbIIEH Mepe MPUMEPHO
860 mr, o MeHbLIeH Mepe npuMepHO 870 Mr, Mo MeHbLIeH Mepe npuMepHO 880 Mr, MO MeHbLIEH
Mepe npumepHO 890 mr, mo meHbuien mepe npuMepHo 900 Mr, O MEHbIIEH Mepe MPUMEPHO
910 mr, no MeHbLIEl Mepe NpUuMepHO 920 Mr, 1o MeHbLIel Mepe NpuMepHO 930 Mr, Mo MeHbLIEH
Mepe npumepHO 940 mr, mo mMeHbUIen Mepe NpuMepHO 950 Mr, MO MEHbIIEH Mepe MPUMEPHO
960 mr, o MeHbLIel Mepe NpuMepHO 970 Mr, o MeHbLIel Mepe MpUuMepHO 980 Mr, O MEeHbLIEH
Mepe npuMepHo 990 mr, no menpet Mepe npuMepHo 1000 Mr, Mo MeHbIIEH Mepe MPUMEPHO
1010 mr, no menbmen mepe npumepHo 1020 mr, no menseiiein Mepe npumepno 1030 mr, o
MeHbLIen mepe npumepHo 1040 mr, mo MeHben mepe npuMmepHo 1050 mr, mo MeHbLIen Mepe
npuMepHo 1060 mr, no Menbiuel Mepe npumepHo 1070 mr, no menbiuel mepe npumepHo 1080
MT, IO MeHblIel Mepe npuMepHo 1090 mr, no Menbel Mepe npumepHo 1100 mr, no mMeHbIuen
Mepe npumepHo 1110 mr, no menbiueii mepe npuMmepHo 1120 Mr, o MeHbLIeH Mepe MPUMEPHO
1130 mr, no menbiueli Mepe npuMepHo 1140 mr, no menewel Mepe npumepHo 1150 mr, no
MeHblIeld Mepe npumepHo 1160 mr, no menslueli Mepe npuMepHo 1170 mr, no MeHbLIel Mepe
npumepHO 1180 mr, no menbent Mepe npumepHO 1190 Mr unu no MeHeleld Mepe NPUMEPHO
1200 mr. B HEKOTOpBIX BapHaHTaX peajM3alUU HACTOSLIETO M300pPETeHHsT Macca HETTO
yKa3aHHOW TaOJeTKH COCTAaBJIsET MO MeHblied Mepe mpumepno 1000 mr. B BapuanTax
peanu3aly HACTOSINEr0 H300peTeHHs] Macca HETTO YKAa3aHHOW TabJeTKH COCTaBiseT OT
npumepro 1000 mr no npumepHo 1150 mr. B BapranTax peanuszanuu HaCTOSIIEro H300peTeHUs
Macca HETTO YKa3aHHOW Ta0neTku coctasiyisieT oT npuMmepHo 1000 mr no mpumepno 1050 wr,
unu ot npumepHo 1050 mr no npumepno 1100 mr, unu ot npumepro 1100 Mr no npumepHO
1150 mr. B BapuaHTax peanusanuy HaCTOSIIIErO N300PETEHUsS] MacCca HETTO yKa3aHHOU TabJIeTKH
cocrasJsieT oT npumepHo 1000 mr go npumepHo 1050 mr. B BapuaHTax peanusanuy HaCTOSILIETO
n300peTeHNs Macca HETTO YKa3aHHOM Ta0JIeTKU COCTaBiseT OT npuMepHo 1050 Mr 1o mpuMepHO
1100 mr. B BapuaHTax peanusanny HaCTOSIIIEro H300PETEHUsI Macca HETTO yKa3aHHO! TabJeTKH

cocrasJsieT oT npuMepHo 1100 mr no npumepro 1150 mr.

[0019] B HeKOTOpBIX BapHaHTaX peaJH3alMyd HACTOALIEr0 H300pPETeHHs TOJIHUHA
yYKa3aHHOW Ta0JIETKH COCTaBJsieT Mo MeHbineid mepe 4,0 MM, mo MeHbineil mepe 4,1 M, 1o
MeHblIeN Mepe 4,2 MM, IO MeHbIIER Mepe 4,3 MM, O MeHbIIel Mepe 4,4, MM, 110 MEHBLIEH Mepe
4,5 MM, 0 MeHbLIeH Mepe 4,6 MM, IO MeHbLIEH Mepe 4,7 MM, IO MeHbLIEH Mepe 4,8 MM, 1O
MeHblel mepe 4,9 MM, o MeHbIeil mepe 5,0 MM, O MeHbLIEel Mepe 5,1 MM, IO MEHBLIEH Mepe
5,2 MM, O MeHbLIEH Mepe 5,3 MM, MO MEHbIIEH Mepe 5,4 MM, IO MEHbIIEH Mepe 5,5 MM, Mo

MEHbIIEN Mepe 5,6 MM, IO MEHbILIER Mepe 5,7 MM, IO MEHbLIEN Mepe 5,8 MM, 110 MEHBLIEH Mepe



5,9 MM, o MeHbLIeH Mepe 6,0 MM, MO MeHbIIEH Mepe 6,1 MM, O MeHbIIeH Mepe 6,2 MM, MO
MEHbIIEN Mepe 6,3 MM, IO MEHbIIER Mepe 6,4 MM, 11O MEHbIIEHN Mepe 6,5 MM, [0 MEHBLIEH Mepe
6,6 MM, IO MeHbLIENH Mepe 6,7 MM, IO MeHbLIeH Mepe 6,8 MM, MO MeHbLIEH Mepe 6,9 MM, No
MeHblen mepe 7,0 MM, IO MeHbIIer Mmepe 7,1 MM, O MeHbLIel Mepe 7,2 MM, 110 MEHBLIEH Mepe
7,3 MM, O MeHbLIENH Mepe 7,4 MM, IO MeHbLIEH Mepe 7,5 MM, MO MeHbLIed Mepe 7,6 MM, MO
MeHbIIEN Mepe 7,7 MM, IO MEHbILER Mepe 7,8 MM, 110 MeHbLIEN Mepe 7,9 MM, 10 MEHBLIENH Mepe
8,0 MM, 110 MeHbIIER Mepe 8,5 MM, IO MeHbLIel mepe 9,0 MM, o MeHbLIEH Mepe 9,5 MM WiH 1o

MeHbLIen Mepe 10 Mm.

[0020] B HekoTOpBIX BapHaHTaxX peaju3aluy HACTOSINEro H300peTeHUs JIOMKOCTb
yKa3aHHOH TabyeTku cocTaBisieT MeHee 2%, menee 1,9%, menee 1,8%, menee 1,7%, menee 1,6%,
meHee 1,5%, menee 1,4%, menee 1,3%, menee 1,2%, menee 1,1%, menee 1,0%, menee 0,9%,
MeHee 0,8%, meHee 0,7%, menee 0,6%, menee 0,5%, menee 0,4%, menee 0,3%, menee 0,2% unu

meHee 0,1%.

[0021] B HekOoTOpBIX BapmMaHTaxX pealu3alUHi HACTOSIIEro HM300pEeTeHHs YKa3aHHbIH
HUpanapud comepkuT CBOOOAHOE OCHOBaHHE HHpamapuba WM ero (apmaueBTHYEeCKU
NPUEMJIEMYIO COJIb. B HEKOTOpBIX BapHaHTaX peaju3alMH yKa3aHHas (papManeBTHYeCKU

npuemMiIeMasi CoJib Hupanapubda mpeacTasisier co0oi Hupanapuda TO3HIAT.

[0022] JIpyroii acmekT HACTOAIIEro U300pPETEHHsS] OTHOCUTCS K KOMIIO3HMLHMK (HAMPUMED,

(bapMaLeBTHUECKONW KOMITO3UIIUH B (hopMe TaOJIeTKH), ConeprKaiieit

(a) apdexTuBHOE KOMUYECTBO HHpanapuba s uHruOupoBanus mnoyu(AJ[D-
pubo3a)-nommmepassl (PARP) npu BBeneHUU CyOBEKTY, HYKIAKOLIEMYCSI B 3TOM,
u
(b) nuokcun kpemHus,
rae ykasaHHoe 3(QeKTHBHOE KOJMUYECTBO HHpamapuda COCTaBisseT OT mpuMmepHo 50 1o
npumMepHo 350 Mr B pacueTe Ha CBOOOTHOE OCHOBAHHE HUpanapuoa.
[0023] B HekoTOphIX BapuUaHTaX peaNu3alii HACTOSINEro HW300peTEeHUs YKa3aHHOEe
3¢ (eKTHBHOE KOIMYECTBO HUpanapruda COCTaBIsIET OT MPUMEPHO 75 Mr 10 nmpuMepHo 125 mr B
pacyere Ha CBOOOJHOE OCHOBaHHME HHpamapuOa. B HEKOTOPBIX BapuaHTax peanu3aLiu
HACTOSIIEr0 HM300peTeHHst yka3zaHHOe 3(PQeKTHBHOE KOJMYECTBO HHUpamapuda COCTaBiIseT
npumepro S50 mr, npumepro 100 mr nim npumepHo 150 Mr B pacueTe Ha CBOOOTHOE OCHOBAHHE
Hupanapuba. B HEKOTOpPHIX BapHaHTaxX pealn3alUd HACTOSINEro H300pPETeHHs YKa3aHHOE

s¢pexTuBHOE KOTMUECTBO HEpanapuda coctasisier nmpumepHo 100 Mr B pacdere Ha CBOOOHOE
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OCHOBaHME Hupanapuda. B HEKOTOpPBIX BapHaHTAaxX peajH3ally HACTOSIIEro HM300peTeHus
ykazaHHoe 3((PeKTHBHOE KOIMYECTBO HHUpamapuda COCTaBIIsIET OT mpumMepHo 175 mr go
npuMepHO 225 MTr B pacueTe Ha CBOOOJHOE OCHOBaHHWE Hupamapubda. B HEKOTOPBIX BapHaHTax
pearn3alii HACTOSIIEero u3o0pereHus: ykasaHHOe 3(P(PEeKTHBHOE KOJIMYECTBO HHUpamapuda
cocrasisier npumepHo 150 wmr, mpumepno 200 mr wim npumepHo 250 Mr B pacyere Ha
cBOOOJHOE OCHOBaHME Hupamapuba. B HEKOTOpBIX BapHaHTax peajn3alydd HACTOSIIErO
n300peTeHus ykazaHHoe 3(pPpeKTHBHOE KOTMUECTBO HUpanapubda coctasiseT npumepHo 200 Mr
B pacuere Ha CBOOOIHOE OCHOBaHME HupamapuOa. B HeEKOTOpBIX BapHaHTax peanu3aliu
HACTOSIIIEro U300peTeHus: ykazaHHoe 3(p(eKTUBHOE KOJNNYECTBO HUpamapuda COCTABISET OT
npuMepHo 275 Mr o npuMmepHo 325 Mr B pacueTe Ha CBOOOAHOE OCHOBaHUE Hupamapuba. B
HEKOTOPBIX BapHaHTAaX pealu3allld HACTOSIIEro u300peTeHHsl yka3aHHOe 3((GeKTUBHOE
KOJIMUECTBO Hupamnapuda cocrasiseT npuMepHo 250 mr, mpumepro 300 Mr uimm npumepHo 350
MI' B pacueTe Ha cBOOOIHOE OCHOBaHME HHpanapuOa. B HEKOTOpPBIX BapuaHTax peasu3aluu
HACTOSIILEr0 HM300peTeHust yka3zaHHOe 3(deKTHBHOE KOJUYECTBO HUpamapuda COCTaBiIseT
npumepro 300 Mr B pacueTe Ha CBOOOAHOE OCHOBaHME HUpanapuda. B HEKOTOpPBIX BapHaHTax
peanu3aliu HACTOSLIEr0 H300peTeHHs] YKa3aHHBIM HUpamnapud COmepKUT CBOOOIHOE
OCHOBaHME HHpamapuda Wi ero (¢papMaleBTHYECKH MPUEMJIEMYIO COJib. B HEKOTOpBIX
BAPMAHTAX peaju3aluu yKa3aHHas (papMaleBTUYECKH MpuUemyieMasl CoJib Hupamapuda

npencTasisier co0oit Hupanapuda TO3HIIAT.

[0024] B npyrom acnekre Hacrosimee n300peTeHHe OTHOCUTCS K KOMIIO3ULIUU (Hampumep,
(apMareBTHUECKOW KOMIIO3HWIIMK, NPUTOTOBJICHHON B (¢opMme TalneTku), coaepkaien
HUpanapud B KOJUUeCTBEe OT mpuMepHO SO Mr no mpumepHo 350 Mr B pacuere Ha CBOOOIHOE
OCHOBaHME HHpamnapuda, rie yka3aHHas TaOJeTKa COAEPKUT BHYTPUTPAHYJSIPHYIO a3y u
BHETPaHYJISIpHYIO a3y u rae:
(a) mo MeHblIeH Mepe OAMH KOMIIOHEHT YKAa3aHHOH BHYTPHUTPAHYJISIPHOH (a3bl
npencTaBisieT co0oil pa3daBUTENb, CBA3YHIOLIEE, PA3PBIXJLIOLIEE BEIIECTBO,
CKOJIb35IIIee BEIECTBO UJIM CMA3bIBAIOLIEE BEIECTBO; W/UIIN
(b) mo MeHbIIEH Mepe ONWH KOMITOHEHT YKa3aHHOW BHETPaHYJSIPHOH (a3l
IpPEeCTAaBIsieT COOOH Pa3phIXJLIOLIEe BELIECTBO, CKOJB3AIIEE BELIECTBO MM

CMa3bIBArOIIE€ BCIIECTBO.

[0025] JIpyroii acmekT HaCTOSAIEro M300pEeTeHHs] OTHOCUTCS K KOMIIO3HMLHMH (HAaMpuMep,

(dapmaneBTHUECKON KOMIO3ULIKH B (hopMe TabJIETKH ), COepKaIIei:
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s¢dexTuBHOE KONMMYecTBO HHUpamapuda mans uHruomposanus nonu(A1P-pudosa)-
noiumepassl (PARP) npu BBeneHnu cyObekTy, HY KIAIOIIEMYCsI B 3TOM,
rae yKasaHHas Ta0leTka JIOTOJIHUTENBbHO COACPKUT BHYTPHUTPAHYJSpHYIO (asy u
BHETPaHYJISIpHYIO a3y, u
yKa3aHHas TabJieTKa XapaKTepU3yeTCsl O MEHbIIEH Mepe OAHUM U3 CIEAYIOIIETO:
(a) KOMMYECTBO KOMITIOHEHTOB, NPUMEHSEMbIX U1 TOJNyYeHHUs YKa3aHHOU
BHYTPUTPAHYJISIPHOM (a3bl, cocTaBisieT OT npuMepHo 50% no npumepHo 98% ot
Macchbl YKa3aHHOW TaOJeTUPOBAHHON KOMIIO3ULINH; U
(b) kOnMUECTBO KOMIIOHEHTOB, NPUMEHSEMbIX JJIsI TOJNyYeHHUs YKa3aHHOU
BHETPaHyJIIpHOHN (a3pl, coctaBnser oT npumepHo 2% no mpumepHo 50% ot
Macchl YKa3aHHOH TabJIeTUPOBAHHON KOMIIO3ULMH.
[0026] B HeKOTOpBIX BapHMaHTaxX peaju3aluU HACTOSLIEr0 H300pPETeHHs YKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, NMPUMEHSEMBIX sl MOJIyYEHUs YKAa3aHHOW BHYTPUIPaHYJIIPHOU
daspl, cocraBiuter or npumepHo 50% nmo mnpumepHo 98% OT Maccel yKa3aHHOH
TaOJeTUPOBAHHONH KOMIIO3MLMH. B  HEKOTOpBIX BapuaHTaX pealn3alyd HACTOSLIErO
N300peTeHNs yKa3aHHOE KOJIMUECTBO KOMITOHEHTOB, IPHUMEHSIEMbIX JUIsl OTYyYeHHsT YKa3aHHON
BHYTPUTPAHYJISIpHOH (hasbl, cocraBisieT oT nmpumepHo 85% no mpumepHo 98% oT Macchl
yKa3aHHOW TaOJIeTHPOBAHHON KOMITO3UIIMU. B HEKOTOPBIX BapUaHTaX peai3alii HACTOSIIErO
u300peTeHUs] KOJNMYECTBO KOMIIOHEHTOB, TNPUMEHSEMbIX Ui T[OJYYeHHs YKa3aHHOU
BHYTPUTPAHYJISIpHOH (hasbl, cocraBisier oT nmpumepHo 90% no mpumepHo 98% oT Macchl
yKa3aHHOW TaOJNeTHPOBAHHOW KOMIO3MLMH  (HAMpUMEp, KOJHYECTBO KOMIIOHEHTOB,
MPUMEHSIEMBIX JUTSI TOJTyYeHUsI YKa3aHHOW BHYTPUTPAHYJISIPHOM (pa3bl, COCTABIISIET IO MEHBIICH
Mepe npumepHo 90%, mpumepno 91%, mpumepHo 92%, mpumepHo 93%, nmpumepHo 94%,
npuMmepHo 95%, mpumepHo 96% wunu npumepHo 97%, WM KOJUYECTBO KOMIIOHEHTOB,
NPUMEHSIEMBIX ISl TIOJYYEeHUSI YKa3aHHOW BHYTPUTPAHYJIIPHOHN (Pas3bl, COCTABISET MPUMEPHO
90%, npumepno 91%, npumepHo 92%, mpumepHo 93%, mpumepHo 94%, nmpumepHo 95%,
npumMepHo 96% wnm npumepHo 97%). B HEKOTOpPBIX BapUaHTaX peaNM3aldl HACTOSIIErO
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IPUMEHSIEMBbIX /ISl TIOTyUEHHs YKa3aHHON
BHYTPUTPAHYJISIPHOHN (pa3pl, COCTaBisAET OT nMpuUMepHO 92,5% no mpumepHo 97,5% oOT Macchl
yKa3aHHOW TaOJeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3aliy HAaCTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IPUMEHSEMBbIX /ISl TIOJTyUEHHs YKa3aHHON
BHYTPUTPAHYJISIPHOM (pa3bl, COCTABIIET MPUMEPHO 95% OT Macchl yKkazaHHON TabJIeTHPOBAHHON

KOMITO3UITHH.
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[0027] B HeKkoTOphIX BapuUaHTaX peaju3alid HACTOSINEro HW300peTEeHUs YKa3aHHOEe
KOJINYECTBO KOMITOHEHTOB, MPUMEHSIEMbIX IUIs TTOJyYEHHs YKa3aHHOH BHETPaHYJSIPHOH (a3bl,
cocraiisieT OT npuMmepHo 2% no mpumepHo 50% OT Macchl yKa3aHHOW TaOJIeTHPOBAHHOU
KOMITIO3ULIMH. B HEKOTOPBIX BapuaHTaX peaNn3aldd HACTOSIIEro H300peTeHHs YKa3aHHOE
KOJINYECTBO KOMIIOHEHTOB, PUMEHSEMBbIX IUIs TTOJyYEHHs YKa3aHHOH BHETPaHYJSIPHON (asbl,
cocraBiisieT OT npuMmepHo 2% no mpumepHo 15% oT macchl yka3aHHOW TaOJIeTHPOBAHHOU
KOMITIO3ULIMH. B HEKOTOpBIX BapHaHTax peaju3allM HACTOALIET0 H300pETEeHHs KOJHYECTBO
KOMITOHEHTOB, ITPUMEHSIEMbIX JJIS TOJYUYEHUs] YKA3aHHOW BHETrpaHyJsIpHOH (hasbl, COCTaBIsIET
ot npumepHo 2% no npumepHo 10% OT Macchl yka3aHHOW TaOJIETHPOBAHHON KOMITO3HIIMU
(HarpuMep, KOJHMYECTBO KOMIIOHEHTOB, NPUMEHAEMBbIX MU IOJNYyYeHHs YKa3aHHOU
BHETPaHYJISIPHON (ha3bl, cocTasisieT He Oonee mpumepHo 9%, mpumepHo 8%, mpumepHo 7%,
npumepHo 6%, mnpumepHo 5%, mnpumepHo 4% wnu npumepHo 3%, WM KOJHYECTBO
KOMITOHEHTOB, IPUMEHSEMBbIX JUIsl TIOJIyUeHHsI YKa3aHHON BHETrpPaHyJSIPHOH (pasbl, COCTABISAET
npumMepHo 2%, npumepHo 3%, npumepHo 4% unu npumepHo 5%). B HekoTOpBIX BapuaHTax
peanu3aly HACTOSIIETr0 M300peTeHNs YKa3aHHOE KOJIMYECTBO KOMIIOHEHTOB, NPUMEHSIEMbIX
IUIS TIONy4eHHs] YKA3aHHOW BHErpaHyJIpHOW (hasbl, COCTaBisieT OT mnpumepHo 2,5% 1o
npuMepHO 7,5% OT MacChl yKa3aHHOM TaOJETHPOBAHHOM KOMITO3UIIMU. B HEKOTOPBIX BapraHTax
pean3ai HACTOSLIEr0 M300PETeHHs YKa3aHHOE KOJHYECTBO KOMIIOHEHTOB, MPUMEHSIEMbIX
IV TIOJIYYeHHs] YKa3aHHOW BHETPaHYJSIPHOH (hasbl, COCTABJSIET NMPUMEPHO 5% OT MaccChl

yKa3aHHOW TaOJIeTHPOBAHHON KOMITO3ULIHH.

[0028] B HexoTOpBIX BapuaHTAX peaN3alll HACTOSINEro H300peTeHust Jodas U3
KOMITO3ULIUH, OMHUCAaHHBIX B HACTOSINEM JOKYMEHTE, COIEpPXKHT NepBbli pa3daButenb. B
HEKOTOPBIX BapHaHTaX peaNM3ali HACTOSALIEr0 H300peTeHHst Jirobas W3 KOMIIO3MIUH,
OIHCAHHBIX B HACTOALIEM IOKYMEHTE, COIEPKUT BTOPOH pa3daBuTeb. B HEKOTOPBIX BapraHTax
peanm3au HACTOSINEro M300peTeHus: Jirodast U3 KOMIO3WLWH, OMHUCAHHBIX B HACTOSLIEM
JOKYMEHTE, COAEpPKUT CMa3blBalolllee BEIIeCTBO. B HEKOTOpBIX BapUaHTax pealu3aluu
HACTOSIIIEro u300peTeHust Jrodasi M3 KOMITO3WLHH, ONMHCAHHBIX B HACTOSALIEM IJOKYMEHTE,

COZIEPIKUT CBSI3YyIOLIee.

[0029] Jlpyroii acmekT HaCTOSIIEro M300pEeTeHHs] OTHOCUTCS K KOMIIO3HMLHMH (HAMpUMeEp,
dapmarieBTHUECKOW KOMITO3WLMK, TPUTOTOBJICHHOW B BHIE TaONETKH), COAepKalien
HUpanapuda To3uinaTa MOHOTHAPAT B KOJMMUecTBe OT npuMepHO 100 mMr no nmpumepHo 550 mr,
IpU 3TOM yKa3aHHasl KOMITO3ULMS TPEACTaBIsieT co00H (papManeBTUYECKYI0 KOMIO3HIIHIO,

NPUTOTOBJICHHYKD B  BHUJAE TaOJeTKH, coAepkalieldl BHYTPUTPAHYJsApHYHO ¢asy u
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BHETPaHyJsIpHYIO (asy. B BapmaHTax peanuzanuy HACTOSIIEr0 HM300pEeTEHHs yKa3aHHAs
KOMITO3UIIUST COZNEPKUT HUpamnapuda TO3WJIATa MOHOTHUAPAT B KOJHMYECTBE, COCTABISIOIIEM

npumepHo 40-50 % ot Macchl yka3aHHOH TabJIeTHPOBAHHONW KOMITO3ULIIH.

[0030] B BapuaHTax peananzanuy HaCTOSIIEro N300PETEHNs yKa3aHHAsl BHYTPUT PAHYJISIPHAS
¢aza conep:xut pazdaBuTesb (HapUMep, MEPBBINA pa30aBUTEINb) B KOJIUYECTBE, COCTABJISIOIIEM
npumepHo 7,5-15%, npumepnHo 8-14% wunu npumepHo 9-11% ot Macchl yka3aHHOMU
TaONETUPOBAHHOW KOMNO3MLMK. B BapmaHTax peanu3alil HACTOSIIErO0 H300peTeHus
yKa3aHHas BHYTpPUTpaHyJsipHas asza COAepKUT BTOPOH pa30aBUTENb B KOJUYECTBE,
cocrapisouemM npumMepHo 25-40%, mpumepHo 30-40% wunu mpumepHo 30-35% oT maccel
yKa3aHHOW Ta0NeTUPOBAaHHOM KoMIO3MLMU. B BapmaHtax peanusaly HACTOSIIErO
n300peTeHns] yKa3aHHas BHYTPUTPaHyJsipHas (ha3a CONEPIKUT CBs3YIOIIee B KOJIUYECTBE,
cocTaBisionieM npumepHoO 1-3% OT Macchl yka3aHHOW TaOJNeTHPOBaHHOW KOMIoO3uLuH. B
BapUAHTAX peAIN3alMd HACTOSINEro W300pEeTEeHHsl yKa3aHHAs BHYTPHUIpaHyJsipHas ¢asa
COZIEPKUT Pa3pBIXJISIIOLIEE BELIECTBO B KOJIMUYECTBE, cocTaBisiomeM npumepHo 0,1-1,5% wnu
npumepro 0,5%-1,5% oT macchl yka3aHHOH TaOneTHpOBAaHHOW KOMIO3ULMH. B BapmaHTax
peanu3anuy HACTOSINEro H300peTeHusl yKa3aHHas BHYTPHUIpaHyJsIpHas (asa comepKur
CKOJIb3sIIIIee BEIIECTBO, a1COPOEHT mii aOCOPOSHT B KOJMUECTBE, COCTABIISIOLIEM IPUMEPHO 1-
5% wmnu npumepHo 2-4% OT Macchl YKa3aHHOH TaOJeTMPOBAHHOW KOMIO3UIMK. B BapuaHTax
peanu3alu HACTOSLIEr0 HW300pPETeHUsl yKa3aHHAas BHYTpUIpaHyJsipHas (asa COmepKur
CMas3bIBalolllee BEIIeCTBO B KOJMYECTBe, cocTaBisiromeMm npumepHo 0,1-2% ot maccel
YKa3aHHOW Ta0JEeTUPOBAHHOM KOMIO3MLMU. B BapumaHTax peanu3alii HACTOSIIETrO
n300peTeHus] yKa3aHHAash BHETrpaHyJsipHas (pasa COAEPIKUT pPa3pPhIXISIONIEe BEIIECTBO B
KOJINYECTBE, COCTaBisitomieM npumepHo 0,1-2% OT Maccel yka3aHHOW TaONeTHPOBAHHOU
KOMITO3UIIMH. B BapHaHTax peann3aluy HaCTOSIIEro N300PETeHUs YKa3aHHAsl BHETPAHYJIApHAS
daza COmEPKUT CKOJIB3SIIEE BEIIeCTBO WJIM ancopOeHT uiaum abCopOeHT B KOJUYECTBE,
coctasysirouieM npuMepHo 0,1-2% OT Maccel yka3aHHOH TaOneTHPOBAHHOW KOMIIO3WIUH. B
BAPHUAHTAX PeajM3aliy HACTOSIIEro H300peTeHNs yKa3aHHasi BHErpaHyJsipHas (aza COOepIKHUT
CMasbIBalolllee BEIIECTBO B KOJMYECTBe, cocTaBisirouieM npumepHo 0,1-2% ot maccel

yKa3aHHOW TaOJIeTHPOBAHHON KOMITO3ULIHH.

[0031] B HacTosieM MOKyMeHTe APYroil acheKT HACTOSIIEro M300pEeTeHHs] OTHOCUTCS K
KOMTIO3UINH (Harpumep, papMarieBTHIeCKOW KOMITO3UILIMH, IIPUTOTOBJIEHHOW B BUJIE TAOJIETKN),

co;:[epncamel‘/'l CJIEAYHOINE KOMIIOHEHTBI B MACCOBOM INNPOUCHTHOM OTHOILICHWN:
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(a) BO BHYTPHUIpaHYJSIPHOH YaCTH:
(1) npumepHo 40-50% Hupanapubda TO3MIATA MOHOTUAPATA,
(1) mnpumepHo 8-14% nepsoro pazdaBuTens,;
(111) mpumepHo 30-40% BTOpOTO pazdaBUTEN,
(iv) mpumepHo 1-3% cBszyro1IETO;
(v) mnpumepHo 0,1-2% pa3pbIXJISIOIIEro BEIEeCTBa;
(vi) mpumepHO 2-4% CKONB3SINErO BELIECTBA MM aACOPOEHTA WM
abcopOeHTa; u
(vil) mpumepHo 0,1-2% cMa3bIBarOLIErO BELIECTBA,
(b) BO BHerpaHysIpHOMN YacTu:
(1) mnpumepHo 0,1-2% pa3phIXJIAIOIIErO BEIIECTBA;
(i) npumepHo 0,1-2% CKOJB3SIIEr0 BeINECTBA WM anCcOpOeHTa HIIH
abcopbeHrTa; u
(ii1)) mpumepno 0,1-2% cMa3bIBAIOIIETO BEIECTBA.
[0032] B nactosiiem mokyMeHTe Opyrof acmlekT HACTOSIIEro M300pEeTEeHHst OTHOCHTCS K

KOMITO3HLINH, conepmameﬁ CJIE€AYHOINE KOMIIOHCHTBI B MaCCOBOM IMPOUEHTHOM OTHOLUCHUMU!

(a) BO BHYTPHUTpaHYJISIPHOH YaCTH:
(1) 40-50% mupamapuba TO3UIaTa MOHOTHIPATA,
(i) 9-11% mepBoro pa3daBuTes;
(ii1) 30-40% BTOpOTO pa3zdaBUTEIIS;
(iv) 1-3% ces3yrowiero;
(v) 0,1-2% pa3phIXJISIOLIETO BELIECTBA,
(vi) 2-4% ckomb3sIIIero BelecTBa Uik ancopoeHTa uimm adcopbenra; u
(vii) 0,1-2% cma3bIBarOIIEro BEIIECTRA,

(b) BO BHETpaHyJSIPHOH YacTH:
(1)  0,1-2% pa3peIXJISAIOLIETO BELIECTBA,
(11) 0,1-2% cxonp3sIIero BelecTBa Wik afcopOeHTa uin abcopOeHTa; u
(1i1) 0,1-2% cma3bIBAKOIIErO BEIIECTBA.

[0033] B Hacrosimem HOKyMEHTE IPYroil acleKT HAaCTOSLIero M300pEeTEeHUs] OTHOCUTCS K

KOMITO3UILIUH, COAepIKalell CIeayoie KOMIIOHEHTh B MACCOBOM MPOLIEHTHOM OTHOLICHUU!
(a) BO BHYTPHUIpaHYJISIPHOH YaCTH:
1) npumepHo 40-50% Hupamapuda To3unaTa MOHOTHIPATA,

(11) npumepHo 9-40% paszbaBurens;
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(111) npumepHo 1-3% cBs3yro1Lero;
(1v) npumepHo 0,1-2% pa3prIXJIsIIOIIEro BEeLeCTBa,
v) npuMepHO 2-4% CKONB3SAILIEr0 BELIECTBA WM aJCOpPOEHTa WIIH

abcopOenTa; u

(vi) npumepHo 0,1-2% cMa3biBarolero BeLeCTBa;

(b) BO BHErpaHyJsIpHON YacTH:

1) npuMepHo 0,1-2% pa3prIXJISIIOIIEro BELEeCTBa,

(11) npumepHo 0,1-2% cKomB3sIIero BelmecTsa Wi aacopOeHTa uin
abcopOeHTa; u

(111) npumepHo 0,1-2% cMma3bIBarOIIEro BEIIeCTBa.

[0034] B HekOTOpbIX BapHaHTax peaju3alud HACTOSALIETO H300pPETeHHs YKa3aHHOE

CMa3bIBarOIEC BEUICCTBO MPEACTABIIACT coboti cTe€apat MarHus.

[0035] B HekOTOphIX BapHMaHTax peaju3alry HACTOSALIEr0 H300pPETeHUs YKa3aHHOE

Pa3phIXJIIOLIEee BELIECTBO MPEACTABIISIET COO0H KPOCIIOBUIOH.

[0036] B HekOTOphIX BapHaHTaxX peaju3alUU HACTOSALIEr0 H300pPETeHUs YKa3aHHOE
CKOJIb3SIIIIEe BEIECTBO IPENCTABISIET COOOH AMOKCHJ KPEMHUs, HeOOs3aTelIbHO YKa3aHHOE
CKOJIb3SIIIIEe BELIECTBO MPEACTaBJsieT COOOW ME30MOPHUCTBIM TUOKCHUI KPEMHHUS C MOpaMu
CpeIHEro pa3Mepa, KpoMe TOro, HeoOsI3aTEIbHO YKa3aHHbBIN ME30TIOPUCTBIN AMOKCH]T KPEMHUS

C opamu cpenHero padmepa couepxkut Syloid FP-244.

[0037] JIpyroii acrekT HACTOSIIEro U300pPETEHHs] OTHOCUTCS K KOMIIO3HMLIMK (HAMPUMED,

(apmareBTHUECKONH KOMITO3UIIUH B (hopMe TaOJIeTKH), CoaeprKamieit

(a) apdexTuBHOE KOMUYECTBO HHpanapuda s uHruOupoBanus mnoyu(AJ[D-
pubosa)-nomumepassl (PARP) npu BBeieHUU CyOBEKTY, HY KIAIOIIEMYCSI B 3TOM;

(b) mepBbIii pazbaBuTenh, BLIOPAHHBIA W3 MOHOTHUApPATA JIAKTO3bL, OE3BOIHOMU
JIAKTO3bI, MAHHUTA U ABYXOCHOBHOTO (pocarta KaabIius,

(c) creapar maruus,;

(d) BTOpOIi pa3baBuUTENb, BBHIOPAHHBIM M3 MHUKPOKPUCTAUTMYECKON LIEJUTIOJIO3BI,
KpaxMasa, MOJIMITHIEHOKCUAA U THAPOKCUIpormiMeTinesutoiao3sl (ITIMLY);
u

(e) ces3yromiee, BhIOpaHHOe u3 moBuaoHa (PVP), THIpOKCUNPONMIIIEIUTFOIO3bI

(T'TILY) u ruppokcunponmiMeTuaesrono3b! (I TIML).
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[0038] B HeKoTOpBIX BapHaHTaxX peasu3aliil HACTOSALIEr0 H300PETEHHs] YKa3aHHBIHN
pa3baBuTeNnb mpencTaBiusieTr coOOH JAaKTO3y, MaHHHUT, IBYXOCHOBHBIH (ocdar kambuus,
MUKPOKPUCTAJUIUYECKYIO LIEJUTFOJIO3Y, Kpaxmal, MOJIUATUIIEHOKCU WIn
rugpokcunpommmMermineuionody  (ITIMLI). B HekoTOpbIX  BapuaHTax peau3anuu
HACTOSIIEro M300pEeTeHHs] YKa3aHHas JIAKTO3a sABISETCS Oe3BOIHONW, MOHOTHAPATHOM,
KPUCTAIJIMYECKON WM BBICYLIEHHON pachbuleHHeM. B HEKOTOpbIX BapuaHTax pealu3aluu
HACTOSIIEro M300peTeHMs] YKa3aHHBbIH MAHHUT SIBJISETCSl BBICYLIEHHBIM PACIbUICHHEM WJIN
KPHUCTAJUIMYEeCKUM. B HEKOTOPBIX BapHaHTaxX peajn3alliyl YKa3aHHbIA NepBbIi pa30aBUTEND
npeAcTaBisieT coO00M MOHOTUAPAT JIAKTO3bl. B HEKOTOPBIX BapHaHTaX pean3aliii HACTOSIIEro
n300peTeHNs] yKa3aHHBI MOHOTHAPAT JIAKTO3bl SBISETCA CHELMAIM3UPOBAHHBIM (AHII. -
engineered) (HanmpuMep, BBICYIIEHHBIM PACIbUIEHHEM) MM HE CIEeLMAIU3UPOBAHHBIM (aHIJI. —
non-engineered) (HampuMep, B MOpoInke). B HEKOTOPBIX BapHaHTax peau3alliil yKa3aHHbIH
nepBblii pa3OaBUTENb MPEACTABIAET COOONW MaHHHMT. B HEKOTOpPBIX BapuaHTaxX pean3aluu
HACTOSIIEr0 HM300pEeTeHHs YKa3aHHBII MaHHHT SIBIISIETCS BBICYIIEHHBIM PACHBUICHHEM HIIH
KPUCTAJUITNYECKUM. B HEKOTOPBIX BApHAaHTaX pean3aliii HACTOSLIEro N300peTeHNs yKa3aHHbIN
nepBbIii pa3daBUTENb MPEACTaBIseT cOOOH ABYXOCHOBHBIN (hocdar kampiusi. B HEKOTOpBIX
BAPMAHTAX pealu3ali HACTOSLIEro W300peTeHHs] YKa3aHHbI BTOpPOH pa30aBUTEND
NpeAcTaBIsieT CcoOOH MHKPOKPHCTAIMYECKYIO LEJUTIOJIO3y. B HEKOTOphIX BapHaHTax
peanu3aiuyi HACTOSIIEro N300pETEHHUs YKa3aHHbBIA BTOPOU pa30aBUTENb MPENCTaBIsieT cOOOM
KpaxMaJi, MOJUITWICHOKCH WK rupokcunponmimermwinenionody (I'TIMLL). B nekoTopsix
BAPHUAHTAX PeaM3alUU HACTOSALIETO N300PETEHNUS YKa3aHHOE CBA3YIOLIEe MPEICTABISIET COO0H
nosuaoH (PVP). B HEKOTOpBIX BapHaHTaX peain3allii HACTOSLIETO M300PETeHHs YKa3aHHOE
CBsI3yIOLIee peAcTaBisier coboit ruapokcunpommiesnutono3y (I'TIL). B HekoTopbIx BapraHTax
peanm3ali  HACTOSIIEro H300pETeHHsT YKa3aHHOE CBS3YKOINee NPEACTaBsieT CcoOoi
rugpokcunpormimMeTwineuionody  (ITIMII). B HekoTOpbIX  BapuaHTax peau3aiuu
HACTOSIIIEr0 N300peTeHNUs YKa3aHHAs KOMIIO3HUIUS JOMIOJHUTEIBbHO CONEPIKUT Pa3phIXIIIONIee
BEIIECTBO. B HEKOTOPBIX BapHaHTaX peANM3alMHM HACTOSINEro H300pEeTEeHHUs] YKa3aHHOE
Pa3PBIXJSIIONIEE BELIECTBO TPEACTaBIsIeT COOOH KPOCHMOBHUAOH WM KpockapMmenody. B
HEKOTOPBIX BapUAHTAX PEANN3aLUN HACTOALIET0 M300pETeHHs yKa3aHHAs KPOCKapMeIuio3a
NpEeACTaBsieT COOOM KpPOCKapMelulo3y HaTpus. B HEKOTOphIX BapHaHTax peaf3aluu
HACTOSIIIEr0 M300PETEeHHs Pa3phIXJIIOIIee BEIECTBO MPEACTABISET COOOM KpOCTOBUIOH. B
HEKOTOPBIX BAapUAHTAX peAIN3alU{ HACTOSIIEr0 H300peTeHHsI yKa3aHHAas KOMITO3HULUS

AOMOJIHUTECIIBHO COACPKUT BCIIOMOTaTCJIbHOE BEIIECTBO HA OCHOBE ME3OTIOPUCTOr0 AUMOKCHUAA
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KPEMHUSI C TIopaMu OOJIBIIOrO pa3Mepa B KauecTBe abcopbeHTa min agcopOerTa. B HeKOTOpbIX
BapUAHTAaX peaU3alii HACTOSILIEro M300pETeHNs] YKa3aHHOE BCIIOMOTaTebHOE BEIECTBO HA
OCHOBE ME30IMOPHCTOr0 AMOKCHIA KPEMHHS ¢ MOpaMu OOJBLIOrO pa3Mepa morjomaeT soay. B
HEKOTOPBIX BapHUaHTax pear3allii HACTOALICTO I/I306peTeHI/IH YKa3daHHasd KOMIIO3ULIUA
JOMOJHUTENIBHO COAEPIKUT BCIIOMOTATENIbHOE BEIIECTBO HA OCHOBE ME30MOPUCTOrO TUOKCHAA
KPEMHHUSI C TOpaMH CPEIHEro pa3Mepa B Ka4yeCTBE CKOJB3SIIEr0 BEIIEeCTBA. B HEKOTOPBIX
BAapHUAHTAX pealn3aliil HACTOSIEro H300pETeHHs] YKa3aHHBbIM ME30MOPHUCTbIN JAUOKCHUN

KPEMHUS C TIOpaMu cpenHero pazmepa copepxut Syloid FP-244.

[0039] B HekoTOphIX BapuaHTaxX peaqu3ali HACTOSIIEro H300pEeTeHUs yKa3aHHAs
KOMITO3ULIUST JTOTIOJIHUTENIBHO CONEP)KUT JUOKCHUA KpeMHHs. B HeKOTOpbIX BapHaHTax
peanu3anyy yKa3aHHbII TUOKCU KPEMHHUSI IPUCYTCTBYET B KOJIMYECTBE OT mpumMepHo 0,1 mac.
% o npumepHo 10 mac. %. B HEKOTOPBIX BapuaHTax peau3aliy YKa3aHHbIH JUOKCH]T KPEMHUS
NPUCYTCTBYET B KoiuuecTse oT npumepHo 0,1 mac. % no mpumepHo 5 mac. %. B HekoTOpbIx
BApPUAHTAX pean3alMy YKa3aHHbIH AUOKCUA KPEMHUS MIPUCYTCTBYET B KOJMUYECTBE NMPUMEPHO
0,1 mac. %, npumepno 0,2 mac. %, npumepHo 0,3 mac. %, npumepHo 0,4 mac. %, npumepHo 0,5
mac. %, npumepHo 0,6 mac. %, npumepso 0,7 mac. %, mpumepHo 0,8 mac. %, npumepno 0,9 mac.
%, npumepHo 1 mac. %, npumepHo 1,5 mac. %, npumepso 2 mac. %, npumepHo 2,5 mac. %,
npumepHo 3 mac. %, npumepHo 3,5 mac. %, npumepHo 4 mac. %, npumepHo 4,5 mac. % wnu

npuMmepHo 5 mac. %o.

[0040] B HekoTOpbIX BapMaHTaxX peaju3ald HACTOSINEro H300peTeHUs yKa3aHHAsI
KOMITO3UIIUS IOTIOJTHUTEIBHO COEPKUT BHYTPHUIPAHYJSIPHYIO (pasy. B HEKOTOpBIX BapwaHTax
peanu3aliu HACTOSLIEr0 H300pETeHUs YyKa3aHHAas BHYTPHUrpaHyJsipHas (asa COmepKut
IVOKCU KPEeMHHUS. B HEKOTOPBIX BapHAHTAX peai3allii HACTOSLIETO H300pETEHHsI YKa3aHHBIH
IVOKCUZ KPEMHUSI B YKAa3aHHOH BHYTPUTPAHYJSIPHOU (haze MPUCYTCTBYET B KOJHYECTBE OT
npumepHo 0,1 mac. % no mpumepHo 10 mac. %. B HekoTOpbIX BapHaHTax peaiu3aluu
HACTOSIIIEr0 M300peTeHMs] YKa3aHHBbIA JUOKCU/ KPEMHHUS B YKAa3aHHOH BHYTPUTPAHYJAPHOU
¢dasze mpucyrcTByerT B KonmuecTBe oT mpumepHo 0,1 mac. % no mpumepHo 5 mac. %. B
HEKOTOPBIX BapuUaHTax pealu3allid YKa3aHHbIM JUOKCHJA KpPEeMHHs B  YyKa3aHHOMU
BHYTPUTPAHYJISIPHOH (haze mpUCyTCTBYeT B KonndecTse npumepHo 0,1 mac. %, npumepHo 0,2
Mmac. %, npumepHo 0,3 mac. %, npumepHo 0,4 mac. %, npumepHo 0,5 mac. %, npumepHo 0,6 mac.
%, npumepno 0,7 mac. %, npumepHo 0,8 mac. %, npumepHo 0,9 mac. %, npumepHo 1 mac. %,
npumepHo 1,5 mac. %, npumepHo 2 mac. %, npumepHo 2,5 mac. %, npumepHo 3 mac. %,

npumepHo 3,5 mac. %, npumepHo 4 mac. %, npuMmepHo 4,5 mac. % unu npumepHo 5 mac. %.
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[0041] B HekoTOppIX BapWaHTaxX peaju3ali HACTOSIIEro H300pEeTeHUs YyKa3aHHAs
BHYTPUTpaHyJIsipHas (pa3a He COMEPIKUT cTeapaT MarHus. B HEKOTOPBIX BapHaHTaX peain3aliu
HACTOAILIETO W300pETeHMs] YKa3aHHAs BHYTPUTpPaHyJisipHash ¢asa CONEp:KUT Hupamapuo,
MOHOTHAPAT JIAKTO3bl, MHUKPOKPUCTAJUIMYECKYIO LEJUIFOJIO3Y, KPOCIIOBUIOH U TNOBHAOH. B
HEKOTOPBIX BapUAHTAX PeATN3aLlH HACTOSIIETr0 H300peTeHNs YKa3aHHAsl BHYTPUIPAHYJISIpHAS
daza comepxur Hupanapud, MOHOTHUAPAT JIAKTO3bl, MHUKPOKPHUCTAJUIMYECKYIO LEJIIONIO3Y,
Kpockapmesuio3y u ruapokcunpormmwiiesuitoosdy (I'TIL). B HekoTopsIx BapuaHTax peain3anuu
HACTOALIET0 M300pETeHMsI yKa3aHHAs BHYTPUTpPaHyJisipHas ¢asa COOEp:KUT Hupamapuo,
MOHOTHAPAT  JIAKTO3bl,  MHUKPOKPHCTAJUIMYECKYIO  LEJUIFOJIO3y,  KpPOCKapMeuody U
ruapokcunpornuwiMermwiuenmonody (I'TIMI]). B HekoTOpeIX BapHaHTax peaju3aluu
HACTOSIIIEr0 M300peTeHMs YKa3aHHAsh BHyTpPUTpaHyssipHas (aza ComepKUT Hupanapuo,
MOHOTHAPAT JIAKTO3bl, MMKPOKPUCTAJUIMYECKYIO ILIEJUIIOJIO3Y, KPOCIOBUIOH, IOBHUAOH U
BCIIOMOTATEJIbHOE BEIECTBO HA OCHOBE ME30MOPUCTOrO JUOKCHIA KPEMHMs C IIOpaMHu
OonbIoro pasmepa B kauecTBe abcopOenTa umu abcopOeHTa/ancopOeHTa ITd BCITOMOTaTeIbHO®
BEIIIECTBO HAa OCHOBE ME3OMOPUCTOrO AMOKCHAA KPEMHHUS C IOpPaMHU CPEHEro pasMepa B
KAa4eCTBE CKOJB3ALIEr0 BELIeCTBA. B HEKOTOPBIX BapUAHTAX peaTU3alH HACTOSIIEro
n300peTeHus] yKa3aHHAas BHYTpHUIpaHyJisipHas (asa comep:KUT Hupanapud, MOHOTHAPAT
JIAKTO3bI, MUKPOKPHCTATMYECKYIO LEJUTIONI03Y, KPOCIIOBUIOH, TIOBUAOH U BCIIOMOTATEIbHOE
BEIIIECTBO Ha OCHOBE ME30MOPUCTOrO TUOKCHIA KPEMHHUs C MOpaMu OOJBIIOrO pasmepa B
KauecTBe azcopOeHTa wiu abcopOeHTa. B HEKOTOPBIX BapUaHTaX peajU3alldd HACTOSIIErO
u300peTeHusl yKa3aHHas BHYTpHUIpaHyJisipHas (asa comepKUT Hupamapud, MOHOTHAPAT
JIAKTO3bI, MUKPOKPHCTALTMYECKYIO IEJUTIOJIO3Y, KPOCIIOBUIOH, TIOBUAOH U BCIIOMOTATEIbHOE
BEIIIECTBO HAa OCHOBE ME3OMOPUCTOrO JAMOKCHAA KPEMHHUS C MOPAaMHU CPEIHEro pasmepa B

Ka4ue€CTBC CKOJIb3ALICIO BCIICCTBA.

[0042] B HekoTOphIX BapWaHTaX peaju3ali HACTOSINEro W300peTeHUs yKa3aHHasI
BHYTpPUTpaHyJisipHasi (pa3a CONEPIKHUT cTeapaT MarHus. B HEKOTOpPBIX BapHaHTaX peasu3aiuu
HACTOAIIET0 H300pEeTeHMs] yKa3aHHAs BHYTPUTPAHYJsipHash ¢a3a COAEP:KUT Hupamapuo,
MUKPOKPHUCTAJUTMUECKYI0 LEJUTFOJIO3Y, JBYXOCHOBHBIH (QochaT KanpLus, KpPOCIIOBHJIOH,
MOBUJIOH M CTeapaT MarHusi. B HEKOTOPBIX BapHaHTaX peai3allii HACTOSIIEr0 U300peTeHus
yKa3aHHas BHYTpUTpaHyJsipHass (a3a CONEpKUT HUpamapud, MHUKPOKPUCTATUTHIECKYIO
LIEJUTIOJIO3Y, MAHHUT, KPOCKapMeIuto3y, ruapokcunpommwiuesutoio3y (I'TIL) u creapat MarHus.
B HekoTOpRIX  BapumaHTaxX  peajM3alMd  HACTOSAMIETO  W300peTeHusT  yKa3aHHas

BHYTPUIpaHyJsipHast (aza COAepKUT HUpanapud, MHUKPOKPHUCTAIMYECKYIO LEJUTF0JIO3Y,
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MaHHUT, KPOCKapMeIuio3y, ruapokcurnporuametmineuionody (I'TIMLI) u creapar maruusi. B
HEKOTOPBIX BapHAHTAX PeaI3allK HACTOSIIEro N300peTeHNs YKa3aHHAsI BHYTPUTPAHYJISIPHAS
daza comepxuT HUpanapud, MHUKPOKPUCTAIUIMYECKYIO LEJUTIOJIO03Y, MAaHHUT, KPOCIIOBHJIOH,
MOBUJIOH M CTeapaT MarHusi. B HEKOTOPBIX BapHaHTaX peaiM3alliy HACTOSIIEro U300peTeHus
yKa3aHHas BHYTPUTpaHyJisipHass (asa CONEpKUT HHUpanapud, MOHOTHUAPAT JIAKTO3BI,
MHUKPOKPUCTAUIMYECKYIO LEJUIIOJIO3Y, KPOCIOBUIOH M MOBUAOH. B HEKOTOPBIX BapuaHTax
pealM3allii HACTOSIIEr0 M300peTeHUsT YyKa3aHHAas BHYTPHUTpaHyJsipHas ¢asza CONEpIKUT
HUpanapud, MOHOTHIPAT JIAKTO3bl, MUKPOKPHUCTAIUIMYECKYIO LENI0N03Y, KPOCKapMEIIo3y U

rugpokcunponmiiesuioaosy (I'TILT).

[0043] B HEKOTOpBIX BapHaHTaX peaju3alMd HACTOSILIEro H300peTeHHs yKa3aHHasI
KOMIIO3ULIUST JTOTIOJIHUTENIHO CONEPKUT BHErpaHy sIpHyr (¢aszy. B HEKOTOpbIX BapuaHTax
peanu3aly HacTosAIero M300peTeHHs yka3aHHas BHErpaHyssipHas (asa COmepikuT creapar
MarHusi. B HEKOTOpBIX BapHaHTaxX peaju3aldd HACTOSIIEero H300peTeHHs yKa3aHHas
BHETpaHyJisipHast (pa3a COAEp)KUT KPOCHOBUAOH. B HEKOTOPBIX BapHUaHTAX peaH3aliu

HACTOSIILEr0 M300peTeH sl yKa3aHHAasi BHErpaHyJsIpHast a3a COOepIKUT KPOCKAPMEILIO3Yy.

[0044] B HekoTOphIX BapWaHTaxX peaju3alMd HACTOSINEro H300peTeHUs yKa3aHHasI
BHETpaHyJisipHast (pasa COmepKUT AMOKCUA KPEeMHHsS. B HEKOTOpPBIX BapHaHTaX peaH3aliu
HACTOSIIET0 M300peTeHNs YKAa3aHHbIN TUOKCUI KPEMHUSI B YKa3aHHON BHETPaHYJSIPHOH (aze
IPUCYTCTBYET B KonudecTBe oT npumepHo 0,1 mac. % no npumepno 10 mac. %. B HekoTOphIX
BAPHUAHTAX PeATM3aLMH HACTOSIIEr0 H300pETeHUsI YKa3aHHbIA JUOKCUI KPEMHUS B YKA3aHHOU
BHETPaHYJIIPHOH (hase MpUCYTCTBYET B KosimdecTBe OT mpuMepHo 0,1 mac. % n0 mpumepHo 5
Mac. %. B HEKOTOpBIX BapHaHTaX peayM3alii HACTOSILIErO N300pEeTEeHUs] YKa3aHHBIN TUOKCUTT
KPEMHUS B YKa3aHHOM BHETPAHYJSIPHOH (pa3e mpUCyTCTBYET B KoJmuecTBe OT npuMepHo 0,1 mac.
% 1o npumepHo 2,5 Mac. %. B HEKOTOPBIX BapHaHTaX peaM3alMKi HACTOSIIETO H300peTeHus
YKa3aHHBINA TUOKCH] KDEMHHSI B YKa3aHHOW BHETPAHYJISIPHOM (ha3e MPUCYTCTBYET B KOJHUUECTBE
npumepHo 0,1 mac. %, npumepno 0,2 mac. %, npumepno 0,3 mac. %, npumepno 0,4 mac. %,

npumepHo 0,5 mac. %, npumepHo 0,6 mac. %, npumepso 0,7 mac. %, npumepso 0,8 mac. %

2 2

npumepHo 0,9 mac. %, npumepno 1 mac. %, npumepHo 1,5 mac. %, npumepHo 2 mac. %

2

npuMmepHo 2,5 mac. %, npumepHo 3 mac. %, npumepHo 3,5 mac. %, npumepHo 4 mac. %

2

npumepHo 4,5 mac. % unu npumepHo 5 mac. %.

[0045] B HekoTOphIX BapuaHTaxX peajH3allMd HACTOsee H300pETeHHE OTHOCUTCS K

KOMTIO3UIINH, KOTOpasi MPeACTaBisieT cOO0i TabIeTKy, ConepsKamyro 0o U3 cocTaBoB 1-42.
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[0046] B HEKOTOPBIX BapuaHTaxX peanu3alyy HACTOSIIErO H300peTeHNUs Ta0IeTKa CONEPIKUT

0001 U3 cocTaBoB 1-6.

[0047] B HEeKOTOpBIX BapHuaHTax peann3alyy HACTOSIIErO H300peTeHNUs Ta0IeTKA CONEPIKUT

Jr00oI w3 coctaBos 7-18.

[0048] B HeKkOTOpBIX BapuaHTax peann3aliy HACTOSIIErO H300peTeHNs Ta0IeTKa CONEPIKUT

Jr0boi u3 coctasos 19-30.

[0049] B HekoTOpBIX BapuaHTax peajtn3aliy HACTOSIIEr0 H300peTeHNUs Ta0IeTKa CONEPIKUT

JIr000I 13 cocTtaBoB 31-42.

[0050] B HekOTOpBIX BapuaHTaX peajlu3aldd HACTOSLIEr0 H300pETeHHs BpeMs
pacnazaeMocTH yKa3aHHOH TaOleTKu cocTaBisieT oT npumepHo 30 cekyHn a0 npumepHO 300
CeKyHJI. B HEKOTOPBIX BapHaHTaX pean3aliy HACTOSLIEero H300peTeHUs BpeMsl paciajaeMOCTH
yKa3aHHOW TabneTku cocraBisier or mpumepHo 30 cekyna no mpumepHo 200 cexynn B
HEKOTOPbIX BAPHAHTAX peaNM3alM{ HACTOSIIEro H300peTeHuss BpeMsl pacmagaeMOCTH
yKa3aHHOW TabneTku cocraBisier or mpumepHo 30 cekyHa no mpumepHo 150 cexynn. B
HEKOTOPbIX BAPHAHTAX peaJM3alld{ HACTOSIIEro H300peTeHHss BpeMsl pacnagaeMOCTH
yKa3zaHHOW TabneTku cocraBisier npuMepHo 30 cekyna, nmpumepHo 40 cekyHa, mpumepHo 50
cexkyHp, npumepHo 60 cexyHn, npumepHo 70 cexkyHza, npumepHo 80 cekyHn, npumepHo 90
cexyHz, npumepHo 100 cexyHn, npumepHo 110 cekynn, npumepHo 120 cexynn, npumepso 130
cexyHz, npumepHo 140 cexyHn, npumepHo 150 cekyHn, npumepHo 160 cexynn, npumepno 170
cexyHz, npumepHo 180 cexyHn, npumepHo 190 cekynn, npumepHo 200 cexyHz, npumepHo 210
cexyH7, npumepHo 220 cexkyHn, npumepHo 230 cekyHn, npumepHo 240 cexyHz, npumepHO 250
cexyH7, npumepHo 260 cexyHn, npumepHo 270 cekyHn, npumepHO 280 cexyHz, npumepHO 290

cexyH7 wim npuMepHo 300 cexyHa.

[0051] B HekoTOphIX BapWaHTaxX peaju3ali HACTOSINEro W300peTeHUs yKa3aHHasI
komnosuius cogepxkur MeHee 10 mac.% Boxbl. B HEKOTOpBIX BapuaHTax peaiu3aluu
HACTOSIIIEro M300peTeHusl yKa3aHHas KOMITO3ULHs copep kut MeHee 10 mac. % Bonbl mocie
XpaHeHus B TeueHne 1 mecsua npu temneparype 40°C u 75% OTHOCHUTENTBHOH BIAXKHOCTH (OTH.
BJI.). B HEKOTOPBIX BapUaHTaX peaTM3alMi HACTOALIETO H300PETEHHs YKa3aHHAS KOMITO3HULIUS
conepxuT MeHee 10 mac. % BoAbI OCie XpaHeHUsI B TedeHue 2 MecsLeB pu Temnepatype 40°C

1 75% OTHOCUTENIbHOU BJIAXKHOCTH (OTH. BIL).

[0052] B HekoTOppIX BapWaHTaxX peaju3ald HACTOSIIEro W300peTeHUs yKa3aHHAs

KOMIIO3UIUA AOMMOJIHUTCIIBHO COOCPIKUT clion TMMOKPBITUA. B HEKOTOPBIX BaApHUAHTAX p€ain3alliu
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HACTOSIIIEr0 M300peTEeHHs] YKA3aHHBIA CJION TOKPBITHS CONEPKUT TOJMBUHIJIOBBINA CITHPT,
IVOKCUA THUTAaHA, MOJMSTHIICHIJIMKONb W/WIN TajdbK. B BapmaHTax peann3aliy HACTOSLIETO
n300pETEeHNs] YKa3aHHBIM CIIOH MOKPBITHS MOXKET IMPUCYTCTBOBATh B KOJIMYECTBE OT MPUMEPHO

0,1% no npumepHo 5% NO Macce KOMIO3ULIUH.

[00S3] B npyrom acmekrte HacTosiee M300peTeHHe OTHOCUTCS K CIIOCO0aM IOyYeHUS
KOMMO3UIMH (Hanpumep, (apMaleBTHUECKUX KOMIIO3HIIHMMA, MPUTOTOBJICHHBIX B (opme
TabneTok). B BapmaHTax peanuzanM HACTOSILErO H300peTeHusl Crocod, ONMHCAHHBIA B
HACTOALIEM MOKYMEHTE, MOXXHO MPUMEHSATH s NOJY4YEeHHs] KOMIO3WULIMHK, ONWCAHHOW B
HACTOALIEM JOKyMeHTe (Hampumep, JOOONW U3 KOMIIO3UIUN TaOJeTKH, ONHCAHHBIX B

HACTOSALIEM JTIOKYMEHTE).

[0054] OnuH acmeKT HaCTOSIEro JOKYMEHTa OTHOCHUTCS K CIOCO0y MOJy4eHUs
KOMIIO3ULIUH (Harmpumep, hapMaLeBTHUECKON KOMITO3ULUH, PUTOTOBIEHHOM B BHE TaOJIETKH),
colep:aiieil Hupanapud, TMPU TMOMOINM BJIAKHOM TPaHYJSLUHU, TO€ YyKa3aHHBIA Crnocod

BKJIFOYACT:

(a) mony4yeHne BHYTPUTPAHYJISIPHOM (hasbl, BKIIFOYAIOIIEE
1) oObemuHeHHe Hupanapuda, MOHOTHIPATA JAKTO3bl U MHUKPOKPHUCTAJUINYECKOM
LEJUTIOJIO3bI ¢ TIOJYYeHHEM KOMITO3UIMH, COAeprKaueil HupamapuOd, MOHOTHAPAT
JIAKTO3bI U MUKPOKPHCTAJTHYECKYIO LIEJUTFOJIO3Y; U
i) BJIa)XKHOE TpaHYJUPOBAHHE YKA3aHHOW KOMITO3HUIIMH, CONEpKalell Hupamnapuo,
MOHOTHJIPAT JIAKTO3bI © MUKPOKPUCTAJUTMIECKYIO LIEJUTIOJIO3Y, C MOyY€HUEM TPAHYJI;
(b) mony4eHue BHerpaHySIPHOH (a3bl, BKITOYAOIIEE
111) oObeTMHEHNE YKa3aHHBIX IPAHYJ M0 MEHbIIEH Mepe ¢ OMHUM (papMarleBTUIECKH
NPUEMJIEMBIM BCIIOMOTaTEIIbHBIM BEIIECTBOM C MOJYYEHHEM CMECH; U
(c) mony4yeHue TaOJETKH MyTEM MPECCOBAHMS CMECH, TTOJYYCHHOHW Ha CTAIMH iii).
[00S5] B HEKOTOpBIX BapuaHTAX peAIU3alUd HACTOSIIEr0 H300PETEHHs] BJIAXKHOE
rpaHyJIMPOBaHUE HA CTAAMU 1i) JOMOJHHUTENBHO BKJIIOYaeT n00aBJIeHHE CBs3yoIero. B
HEKOTOPBIX BAapUAHTAX peajiM3allil HACTOSINEro HM300peTeHHsI YKa3aHHOE CBs3YIOLIee
NPEACTaBIsIET COOON KUAKOE CBs3yromee. B HEKOTOPBIX BapHaHTax pean3aldi HACTOSIIETO
n300peTeHns yKa3aHHOE JKUIKOE CBSI3YIOIIee MPeCTaBisieT cOO0H pacTBOPEHHBIN MOBUIOH. B
HEKOTOPBIX BAPHAHTAX PEAN3aLMU HACTOSINEro N300pETeHNsT YKa3aHHOE JKUIKOE CBS3YIOIIEe
NpeACTaBisieT COOOM PacTBOPEHHBIH Kpaxmall, PaCTBOPEHHYIO T'HIPOKCHUIPONMMIILEIUTIONO03Y

(T'TILY), pacTBOpeHHyI  ruapokcunpommwiMerwiueioaosy (ITIML]) wnmu  skugkuid
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nonmsTiieHruKonb (I1310). B HEKOTOPBIX BapHaHTax peajn3alyy HACTOSALIETO W300peTeHus
YKa3aHHOE JKUJIKOE CBSI3YIOIee MPEACTABIsIET COOOH pacIuiaBIeHHOe CBsi3yrolee. B HeKoTophIx
BAPUAHTAX peaNN3alliil HACTOSINEro HM300peTeHHs YKa3aHHOE DACIUIABICHHOE CBS3YIOIIEe
npencrasisier codolt ruapoduabHbINA oM TUIEHIIHKOb (I1317), momokcamep, ruapododHyO
JKUPHYIO KHUCIJIOTY, JKUPHBIM CIUPT, BOCK, THAPOTEHU3HMPOBAHHOE PACTUTENBHOE MACIO WU
raunepun. B HEKOTOphIX BapuaHTax peaju3alluid HACTOSIEro H300peTeHHs YKa3aHHOE
CBSI3yIOIEe NMPEACTaBIsieT coOOi cyxoe cBs3yrolnee. B HEKOTOPHIX BapHaHTax peanu3aluu
HACTOSIIEr0  M300peTeHMsT  YKa3aHHOE CyXxOe  CBs3yIollee  MpPEeACTaBIsieT  coOoM
ruapokcunpornwineuitonaody (I'TIL). B HekoTOphIX BapHaHTax peanu3alMd HACTOSIIEro
n300peTeHust yKa3aHHOE cyxoe CBA3yIOLIEE NPECTABIISIET coboi
ruapokcunpornuwiMermwinenmonosy (ITIMI]). B  HekoTOopeIX BapHaHTax peaju3aluu
HACTOSIIEr0 U300PETeHUsT YKa3aHHOE CyXO0e CBsI3yIolee npeacrasisier codoii mosuaoH (PVP)
WIN KpaxMmajl. B HEKOTOpbIX BapHaHTaX peaJn3alMy HACTOSILIEr0 HM300pEeTeHMs BIIAKHOE
IPaHyJHPOBAHNE HA CTAIMH 11) IOTOJHUTEIBHO BKIIOYAET MOKPOE pOCenBaHne. B HEKOTOpBIX
BAPHUAHTAX peajM3alMy HACTOSIIIEro M300peTeHus BJIaXKHOE TPAHYJUPOBAHHE HA CTAaIWU ii)

AOMOJIHUTEIbHO BKIIFOYACT CYHIKY U CyXO€ NPOCCUBAHUE.

[0056] Jlpyroli acmekT HACTOSIIEro H300peTeHHs] OTHOCHUTCS K Crocoly MONydYeHHs
comepxaiieii Hupamapud KoMnosuuuu (Hampumep, (papMaLeBTHYECKOH KOMITO3UIHH,
NPUTOTOBJICHHOH B BUE TAOJIETKH), IPU OMOII Y BJIArOAKTUBU3HPOBAHHOW CYXOU IPaHYJISIIIUH,

i€ YKA3aHHBIA CIIOCO0 BKJIFOYAET:

(a) mony4yeHre BHYTPUTPAHYJISIPHOU (Da3bl, BKITFOYAKOIIEE
1) oObenuHeHHe Hupamnapuda, MOHOTHIPATA JAKTO3bl U MHUKPOKPHUCTAJUINYECKOM
LEJUTIOJIO3BI ¢ TIOJYYeHHEM KOMITO3UIMH, COAeprKameil HupamapuOd, MOHOTHAPAT
JAKTO3bI U MUKPOKPHCTAJTHYECKYIO LIEJUTFOJIO3Y; U
i1) rpaHyJIMpOBaHHUE YKa3aHHON KOMITO3HIINH, COZleprKallell Hupanapud, MOHOTHIPAT
JAKTO3bI U MUKPOKPHCTATMUECKYIO LIEJUTFOJIO3Y, C TOJIYYEHHUEM IPaHYJI,
(b) mony4enue BHerpaHYISIPHOH (ha3bl, BKITIOYAIOIIEE
1i1) oObeqMHEHNE YKa3aHHBIX IPAHYJ M0 MEHbIIEH Mepe ¢ OMHUM (papMarleBTUIECKH
NPUEMIIEMBIM BCIIOMOTaTEIIbHBIM BEIIECTBOM C MOJYYEHHEM CMECH; U
(c) mony4yeHune TaOJETKH MyTEM MPECCOBAHMS CMECH, TTOJYYEHHOHW Ha CTaAMH 1ii).
[0057] B HekoTOphIX BapHaHTaX peaii3aluy HACTOSIIIEro H300peTeHUsl YKa3aHHAs CTalus
OOBEIMHEHNs 1) JOMOJIHUTENBHO BKJIKOYAET aACOPOCHT, Hampumep, Me30TOPHUCTHINA

KOJUIOMAHBIN TUOKCHUI KPEMHUS FITH Ipyroit ancopOeHT. B HEKOTOpBIX BapHaHTax peann3aluu
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HACTOSAIIETO W300peTEeHUs TpaHyJMPOBAHHE HA CTaAUU 11) JOMOJHUTENbHO BKJIIOYAET
nobaByieHHE CBSI3YIOLIEro. B HEKOTOPBIX BapHaHTaxX pealu3aliil HACTOSALIEr0 M300pETeHHs
YKa3aHHOE CBSI3YIOINEe NPEACTaBisieT COOOH JKMIOKOE CBs3yIollee. B HEKOTOPBIX BapuUaHTax
peanu3any HAaCTOSLIEro M300pPETeHUsl YKa3aHHOE JKUAKOE CBSI3YIOLIee IMPENCTABISAET COOOH
pacTBOpPEHHBIN TOBHUAOH. B HEKOTOPBIX BapHaHTaX peajH3alMy HACTOSIIEro H300peTeHHs
YKa3aHHOE JKUJKOE CBA3YIOlIee TIpencTaBsieT coOOH BOMy, PacTBOPEHHBIM Kpaxmall,
PacTBOPEHHYIO TUIPOKCHUITPOTIIILEIUTIONO3Y (T'TILY), PacCTBOPEHHYIO
ruapokcunpornuwiMerminenonody (I'TIML)) wnm >xuakuiit nomustuinenrnukons (II9I0). B
HEKOTOPBIX BAapUAHTAaX peaJIU3alliid HACTOSILIEr0 H300peTeHHs] yKa3aHHas KOMITIO3HUIUS
JOTIOJIHUTENIbHO COZEPKUT CyXOe CBsi3yrollee. B HEKOTOpBIX BapHaHTaxX pealu3aliud B
YKa3aHHYI0 KOMIIO3HMLIMIO, COIEPIKAIYI0O CyXOe CBs3yIoIlee, T00aBsAOT BOAY. B HEKOTOpBIX
BapUAHTAX peajM3aliK HACTOSIEro H300peTeHHss TpaHyJUPOBAHUE HA CTaguM i)
JOTIOJIHUTEIBHO BKJIIOYAET CYLIKY M CyXO€ MPOocernBaHne. B HEKOTOPBIX BapUaHTax pealn3aliu
HacTosAIero n300peTeHusi AOOAaBISIIOT CKONb3sINEe BEIIEeCTBO. B HEKOTOPBIX BapHaHTax
peann3aly HaCTOSIIEro H300PETeHNs YKa3aHHOE CKOJIb3AIIee BEIEeCTBO MPEACTaBIseT COO0M
AMOKCH]] KpeMHHUs. B HEKOTOPBIX BapHaHTax peayn3alyy HACTOSIIETO H300PETeHUs YKa3aHHOEe
CKOJIb3sIIIIee BEIECTBO TPENCTABIIAET COOOW IHUOKCHI KpPEMHHs, TPEXOCHOBHbIN (ocdar
KaJIbIIHs1, CHJIMKAT KAJIbLHSI, LEeJUTFOJIO3Y, CHITUKAT MarHusi, TPUCHIIMKAT MarHus, KpaxmaJl, TaJIbK

WU UX CMECH.

[00S8] JIpyrodi acmekT HACTOSIIEro H300peTeHHs] OTHOCUTCS K CIoco0y MONydYeHHs
comepxaiieii Hupamapud KoMmosuuuu (Hampumep, (apMaLeBTHYECKOH KOMITO3ULHH,
NPUTOTOBJIEHHOHN B BHJE TaOJETKH), TIPU MOMOIIN CYXOW IPaHYJSILHH, TI€ YKA3aHHBIA CIIOCO0

BKJIFOYACT:

(a) mony4yeHne BHYTPUTPAHYJISIPHOM (ha3bl, BKIFOYAOLIEE

1) oObenuHeHWe HupamapuOa, pa3OaBuTess, BBHIOPAHHOTO U3 MaHHUTA W
IBYXOCHOBHOTO (pocaTa KaibLusi, MUKPOKPUCTATMYECKON LIEJUTFOJIO3bl B CTeapara
MarHus, ¢ TOJyYeHHEeM KOMIIO3WIIMM, CONepkaleil Hupamapud, pa3daBUTEND,
BBIOpAaHHBIH M3 ~ MAaHHUTA W JABYXOCHOBHOro  ¢ocdara  KambIws,
MHKPOKPHCTATHIUECKON LEJITFOJIO3b] U CTeapaTa MarHus; U

1) cyxoe TpaHyJHpOBaHHE YKAa3aHHOH KOMIIO3HMLMH, CcoOAepKamell Hupamnapuo,
pa3OaBuTeNb, BBIOPAHHBIH W3 MaHHUTa M JBYXOCHOBHOTrO ¢ocdara Kampius,
MHKPOKPHCTATHUECKON LEJUTFOJIO3bI U CTe€apaTa MarHus, C MOJy4YeHHEM TPaHyI,

(b) mony4enne BHeTpaHYISIPHOH (ha3bl, BKIIIOUAIOIIEE



24

111) oObeTMHEHNE YKa3aHHBIX IPAHYJ 10 MEHbIIEH Mepe ¢ OMHUM (papMarieBTUIECKH
NPUEMIIEMBIM BCIIOMOTaTEIbHBIM BEIIECTBOM C MOJYYEHHEM CMECH; U
(c) mony4eHne TabNeTKU MyTEM ITPECCOBAHUS CMECH, TIOJYYEHHON Ha CTAAMH 1il).

[0059] B HekoTOphIX BapMaHTaxX peaqu3ald HACTOSIIEro H300pEeTeHUs YKa3aHHAs
KOMITO3ULIUST JIOTIOJIHUTENIBHO COZEPKUT CyXO€ CBsA3ylollee. B  HEKOTOphIX BapHaHTax
peanu3ayy B yKa3aHHYK KOMITO3ULIMIO, COIEPIKAIIYIO CYXO€e CBs3YIolIee, 100aBsAoT Bony. B
HEKOTOPBIX BapHAHTaX peaJIn3alliy HACTOSINEro H300peTeHHus oObeqUHEHHE Hupanapuoda,
pa3baBuTens, BBHIOPAHHOTO W3 MaHHUTa U JBYXOCHOBHOro ¢ocdara  kampius,
MUKPOKPHUCTAJUIMYECKON LEJUII0JI03bl M CTeapaTa MarHus, € NOJY4YeHHEeM KOMIIO3UIUH,
conepskaiieil HupanapuO, pa3daBuTesb, BEIOPAaHHBIM U3 MAaHHHUTA U JIBYXOCHOBHOTO (hocdara
KaJIbIMs, MUKPOKPHCTAJUINYECKOH LIEJUTIOJIO3bI U CTeapaTa MarHus Ha CTaJUH 1) IOTIOJHUTENBHO
BKJIIOYAET CMEIIMBAaHHME YKA3aHHOTrO Hupamapuda, pazOaBuress, BHIOPAHHOTO M3 MaHHUTA U
ABYXOCHOBHOTO (pochaTa KabLHst, MUKPOKPHCTAJUINYECKON LEJUTFOJIO3BI U CTeapaTa Maruus. B
HEKOTOPBIX BapHAHTAX PeaM3alUH CyXOe IPaHyJMPOBAHUE HAa CTAIUM 11) BKIFOYAET yAapHOE
YIJIOTHEHUE W M3MeJbYeHHe. B HEKOTOPBIX BapHaHTaX peayn3ally HACTOSIIEro N300peTeH s
TOJIIIMHA JIEHTHI COCTaBsieT OT npuMepHOo 0,1 MM 10 npuMepHO 2 MM. B HEKOTOPBIX BapuaHTax
pean3au HACTOSIIEro H300peTeH s yKa3aHHasi KOMIIO3ULMS Ha CTAAHHU 1) TOTOJHUTEIBHO
COIEPKHUT OUOKCUI KpeMHHs. B HEKOTOPBIX BapHaHTaX peau3allii HACTOSLIETrO U300peTeHus
yKa3aHHOE MO MEHbIIeH Mepe OnHO (papMaLeBTUYECKU MPHEMJIEMOE BCIIOMOTATEIbHOE
BEIIECTBO JUIsI OOBEOUHEHMs] TPaHysl IO MeHbIIeH Mepe ¢ OmHMM (papMaLeBTUYECKU
MPUEMJIEMBIM BCTIOMOTATEIbHBIM BEIECTBOM C TIOJyYEHUEM CMECH Ha CTAJIHH 111) PEACTABIISET
co0Ol OMOKCHUZ KpeMHHUsl. B HEKOTOpPBbIX BapHaHTaX peau3ald HACTOSIIEro M300peTeHUs
yKa3aHHOE MO0 MEHbIIeH Mepe ONHO (papMaLeBTUYECKH MPHEMIIEMOE BCIIOMOTATEIbHOE
BEIIECTBO JUIsI OOBEOUHEHMs] TPaHysl IO MEHbIIeH Mepe ¢ OAHMM (papMaLeBTUYECKU
MPUEMJIEMBbIM BCTIOMOTaTEIbHBIM BEIECTBOM C TIOJyYEHUEM CMECH Ha CTAJIHH 111) MPEACTABIISET
coboli creapaT MarHus. B HEKOTOpBIX BapHaHTaX peANNU3ALUN HACTOSINEro H300peTeHUs
00BEIMHEHNE YKA3aHHBIX TPAHYJI C TI0 MEHbLIEH Mepe OOHUM (PapMaLeBTHUECKH PUEMIIEMbIM
BCIIOMOTATEJIbHBIM BEIIECTBOM C TMOJIYYeHUEM CMECH Ha CTaJuH iii) BKJIKYAEeT CMEIIUBAHUE
YKa3aHHBIX TPaHyJl C 1O MeHbIIeldl Mepe OmHUM (apMaLEBTHUECKH MPUEMIIEMBIM
BCIIOMOTATENIbHBIM ~ BEIECTBOM. B HEKOTOPBIX BapUAHTAX peATN3alUl  HACTOSIIEro

n300peTeHNs yKa3aHHasi KOMIIO3UIMS Ha CTa/INH 1) TIPEACTABISIET COOOH CMeCh.

[0060] B HekoTOphIX BapuUaHTaX peaju3alli HACTOSINEro HW300peTeHUs YKa3aHHOEe

KOJIUYCCTBO KOMIIOHEHTOB, MPUMECHSACMBIX IJis MOJYyYCHUA YKaSaHHOfI BHYTpHI‘paHympHOﬁ
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¢aspr, cocraBusier ot npumepHo 50% no mpumepHo 98% OT Maccel  yKa3aHHOU
TaOJNIETUPOBAHHOW KOMITO3MIMHU. B HEKOTOPBIX BapHaHTaX peANN3alud  HACTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IIPUMEHSEMBbIX /ISl TIOyUEHHs YKa3aHHON
BHYTPUTPAHYJISIPHOH (asbl, cocraBisier oT npumepHo 85% no mpumepno 98% or macchl
yKa3aHHOW TaOJeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3aliy HACTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IPUMEHSEMBbIX /ISl TIONyUeHHs YKa3aHHON
BHYTPUTPAHYJISIPHOH (hasbl, cocraBisier oT npumepHo 90% no npumepHo 98% oT Macchl
yKa3aHHOW TaOJeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3aluy HaCTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IIPUMEHSEMBbIX /ISl TIONyUeHHs YKa3aHHON
BHYTPUTPAHYJISIPHON (a3el, cocTasiseT oT npuMmepHo 92,5% no nmpumepHo 97,5% ot maccel
YKa3aHHOW TaONeTHPOBAHHON KOMITO3MLIMU. B HEKOTOPBIX BapHaHTaxX peai3aliuyl HACTOSIIIETO
N300peTeHNs YKa3aHHOE KOJIMUECTBO KOMITOHEHTOB, MPHUMEHSIEMbIX JUIS OTYyYeHHs] YKa3aHHON
BHYTPHUTPAHYJSIPHOH (ha3bl, COCTABISIET NPUMEPHO 95% OT Macchl yka3aHHOW TabJIeTHPOBAHHON

KOMITO3HULIUH.

[0061] B HEKOTOpBIX BapHaHTax peaju3alldyd HACTOSIIEr0 H300pPETeHUs YKa3aHHOE
KOJINYECTBO KOMIIOHEHTOB, MPUMEHSIEMbIX ISl TTOJyYEHHs] YKa3aHHON BHETPaHYJISIPHOH (asbl,
cocraBisieT OT npumepHo 2% o mpumepHo 50% OT Macchl yKa3aHHOW TaOJeTHPOBAHHOMU
KOMIIO3ULIMK. B HEKOTOPBIX BapuaHTAX peajn3alUdd HACTOSILIEro H300peTeHHs YKa3aHHOE
KOJINYECTBO KOMIIOHEHTOB, MMPUMEHSIEMbIX IS TTOJyYEHHs YKa3aHHOH BHETPaHYJISIPHOH (asbl,
cocTaBiisieT OT npuMmepHo 2% no mpumepHO 15% OT Macchl yka3aHHOW TaOJeTHPOBAHHOU
KOMITIO3ULIMK. B HEKOTOPBIX BapuaHTaX peajn3alldd HACTOSIIEro H300peTEeHHs! YKa3aHHOE
KOJINYECTBO KOMIIOHEHTOB, MMPUMEHSIEMbIX IS TTOJIyYEHHs YKa3aHHOH BHETPaHYJISIPHOH (asbl,
cocraBiisieT OT npumepHo 2% no mpumepHo 10% OT Macchl yka3aHHOW TaOJeTHPOBAHHOU
KOMITIO3ULIMH. B HEKOTOPBIX BapuaHTaX pean3alUi HACTOSIIEro H300pEeTeHHs! YKa3aHHOE
KOJINYECTBO KOMIIOHEHTOB, MMPUMEHSIEMbIX IUIS TTOJIyYEHHs YKa3aHHOH BHETPaHYJISIPHOH (asbl,
cocTaBiisieT OT mpuMepHO 2,5% o mpumepHO 7,5% OT MacChl YKa3aHHOW TaOJeTHpPOBAHHOU
KOMITO3ULIMH. B HEKOTOpBIX BapuaHTaX peajn3alidi HACTOSIIEro H300peTeHHs YKa3aHHOE
KOJINYECTBO KOMIIOHEHTOB, MMPUMEHSIEMBbIX IS TTOJTyYEHHs YKa3aHHOH BHETPaHYJSIPHOH (asbl,
COCTaBJISIET MPUMEPHO 5% OT MacChl YKa3aHHOW TaOJIeTHPOBAHHOW KOMIO3UIIMH. B HEKOTOPBIX
BAPHUAHTAX PeAM3alNU HACTOSALIETO N300PETEHNS HACHITHAS TUIOTHOCTh YKa3aHHBIX MPAHYJ 0
YIJIOTHEHHUsI COCTaBseT oT npuMepHo 0,2 1o npumepHo 0,7 r/cM’. B HEKOTOPBIX BapUaHTax
peanm3aly HACTOSINEro H300peTeHHs] HACBIMHAS IUIOTHOCTh YKa3aHHBIX TPaHyJ MOCHe

YIJIOTHEHHsI COCTABIsET OT npuMepHo 0,3 1o mpumepHo 0,9 r/cm’.
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[0062] OnuMH acnekT HAcTOSIIEro JMJOKYMEHTa OTHOCHTCS K Croco0y MOJy4deHHs
KOMTIO3ULINH (Harpumep, papMareBTHIeCKOd KOMITO3ULIHH, IIPUTOTOBJIEHHOM B BUJE TAOJIETKN),

comepskalleil Hupanapuo, BKIFOYAOIIEMY:

(a) mony4eHne BHYTPUTPAHYJISIPHON (a3bl, BKIFOYAOLIEE
1) oObenuHeHne HHUpamapuba M MO MEHbIIEH Mepe OXHOro (apMareBTUYECKH
NPUEMJIEMOTO  BCIIOMOTaTEJIbHOIO  BELIECTBA C IOJY4YEHHEM KOMIIO3HULINY,
cozeprkaliel Hupanapud 1 o MeHbIIe Mepe OHO (apMaleBTHYECKU PUEMIIEMOE
BCIIOMOTaTeJIbHOE BELIECTBO; U
1) TpaHyJIHMpOBaHHE YKa3aHHOM KOMITO3MIIMM, COAep:Kallell Hupamapud U 110
MeHblIIel Mepe OIHO (papMalleBTUYECKU ITPUEMIIEMOE BCIIOMOTaTeIbHOE BEIECTBO, C
NOJIyYeHUEM I'PaHyJI,
(b) monyueHune BHErpaHYIAPHOU (ha3bl, BKIFOYAKOLIEE
1i1) oOpeIMHEeHNe YKa3aHHBIX IPaHyJI [0 MEHbIIEH Mepe ¢ OHUM (papMaleBTHYEeCKH
NPUEMJIEMBIM BCIIOMOTaTEIbHBIM BELECTBOM C MOJyYEHUEM CMECH; U
(¢) mony4eHue TabNETKU MyTEM MPECCOBAHUS CMECH, TIOJIYYEHHOW Ha CTaJIMH iii);
r7e ykasaHHas TabJieTka XapakTepu3yeTcs [0 MEHbIIEH Mepe OTHUM U3 CIEAYIOIIETO:
(1) KOJIMYECTBO  KOMIIOHEHTOB, TNPHUMEHSIEMBbIX Ui TOJNYYeHHs  yKa3aHHOH
BHYTPUTPAHYJISIPHOH (a3bl, cocTarisgeT ot npuMmepHo 50% no mpumepHo 98% OT macchl
yKa3aHHOU TaOJIEeTHPOBAHHON KOMITO3ULINHU; U
(2) KOJTMUYECTBO KOMIIOHEHTOB, MMPUMEHSIEMbBIX JUISI TOJTyYSHHsI YKA3aHHOW BHETPAHYJIIPHON
¢aspl, cocraBasier oT mnpumepHo 2% g0 mnpumepHo 50% OT Macchl yKa3aHHOH
Ta0JIeTUPOBAHHON KOMIIO3HIIHH.
[0063] B HekoTOphIX BapuaHTaX pealu3ali HACTOSIIEro HW300peTEeHUs YKa3aHHOEe
KOJINYECTBO KOMIIOHEHTOB, MPUMEHSEMbIX JUISI MOJYYEHHUS YKA3aHHOW BHYTPUTPAHYJAPHOU
¢aspr, cocraBusier ot npumepHo 50% no mpumepHo 98% OT Maccel  yKa3aHHOU
TaOJIETUPOBAHHOW KOMITO3MIMHM. B HEKOTOPBIX BapHAaHTAX peTN3alUud  HACTOSIIETrO
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IIPUMEHSIEMBbIX /ISl TIOJTyUEHHs YKa3aHHOU
BHYTPUTPAHYJSIpHOH (hasel, cocraBisieT oT nmpumMepHo 85% no mpumepno 98% ot macchl
yKa3aHHOW TaOJIeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaX peajn3aliy HAaCTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IPUMEHSIEMBbIX /ISl TIOJTyUEHHs YKa3aHHON
BHYTPUTPAHYJSIpHOH (hasel, cocraBisier oT nmpumepHo 90% no mpumepHo 98% oT Macchl
yKa3aHHOW TaOJEeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaX peaH3alii HACTOSIIEro

I/1306peTeHI/I$I YKa3aHHO€ KOJIUYCCTBO KOMIIOHCHTOB, IPUMEHACMbIX AJIsd MMOJTYYCHUSA YKaSaHHOﬁ
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BHYTPUTPAHYJISIPHOH (a3pl, cocTaBiseT oT npuMepHO 92,5% no mpumepHo 97,5% oT Maccel
yKa3aHHOW TaOJIeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX pean3alii HACTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IIPUMEHSEMBbIX /ISl TIOyUEHHs YKa3aHHON
BHYTPUTPAHYJISIPHOM (pa3bl, COCTABIAECT NPUMEPHO 95% OT Macchl ykazaHHON TabJeTHPOBAHHON

KOMITIO3UITHH.

[0064] B HekoTOphIX BapuaHTaX peaju3alii HACTOSINEro HW300peTeHHs YKa3aHHOEe
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX ISl IOJYYeHUs] YKa3aHHON BHErpaHyJSIpHOU (a3bl,
cocraBiisier OT npuMmepHo 2% no mpumepHo 50% OT Macchl yKa3aHHOW TaOJIeTHPOBAHHOU
KOMMO3UINH. B HEKOTOpBIX BapHaHTAaX peai3allyd HACTOSIIEro H300peTeHHsl YKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX JJISl MOJYYeHUs] YKa3aHHON BHErpaHyJIIpHOU (a3bl,
cocTaByisieT OT mpumepHo 2% no mpumepHo 15% OT mMacchl yka3aHHOW TaOJNEeTHMPOBAHHOW
KOMIIO3ULIMH. B HEKOTOpBIX BapuUaHTAX peaju3aldd HACTOSILIEro H300peTeHHs YKa3aHHOe
KOJINYECTBO KOMIIOHEHTOB, MPUMEHSIEMBIX JJIsl TOJyYEHHsI YKa3aHHOM BHETPaHYJISIPHOH (asbl,
cocTaByisieT oT npumepHo 2% no mpumepHo 10% OT mMacchl yka3aHHOW TaOJeTHPOBAHHOW
KOMIIO3ULIMH. B HEKOTOpBIX BapuUaHTAX peaNu3alUu HACTOSILIEro H300peTeHHs YKa3aHHOE
KOJINYECTBO KOMIIOHEHTOB, MPUMEHSIEMbIX IS TTOJyYEHHs YKa3aHHON BHETPaHYJISIPHOH (asbl,
COCTaBJISIET OT mpuMepHO 2,5% o mpuMepHO 7,5% OT Macchl YKa3aHHOW TaOJeTHPOBAHHOMU
KOMIO3UIIMH. B HEKOTOPBIX BapHAHTAX peaIu3alUU HACTOSINEr0o H300peTEeHUs YKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX JJIsl MOJyYeHUs YKa3aHHOW BHETPaHYJISIpHOH (asbl,

COCTaBJISIET MPUMEPHO 5 % OT MacChl YKa3aHHOU TaOJETHPOBAHHOW KOMITO3UIUH.

[0065] B HekoTOpBIX BapHWaHTaX peajM3alii HACTOSIIEr0 H300peTeHHsl YKAa3aHHOE IO
MeHbIIER Mepe OHO (hapMaleBTHYECKHU MPHEMIIEMOE BCIIOMOTaTENIbHOE BEIECTBO HA CTAIMH 1)
NpEeACTaBasieT COOOH MHMKPOKPHUCTAUIMYECKYIO LEJUT0JIo3y. B HEKOTOphIX BapHaHTax
peanu3aluy HACTOSIIEro H300pETeHus! YKa3aHHOE MO MEHbIIEH Mepe OHO (apMaleBTHYECKH
NpUeMJIEeMOe BCIIOMOIaTeNIbHOE BELIECTBO HA CTAIMU 1) MPEACTaBlisieT OO0 MOHOrHIpaT
JaKTO3bI, OE3BOAHYIO JIAKTO3Y, MAHHUT WJIHM JIBYXOCHOBHBINA (hocdar xanbuusa. B HEKOTOPBIX
BapUAHTAX peAJN3allMi HACTOSILIEr0 H300pETeHUs] YKa3aHHOE IO MeEHbLIeH Mepe OIHO
(hapManeBTHYECKH PUEMJIEMOE BCIIOMOTaTeIbHOE BEIIECTBO HA CTAIUH 1) MPEACTABIISIET COOOMU
cTeapar MarHusi. B HEKOTOPBIX BapHaHTaX pean3al[ii HACTOSIIErO H300PETEH s YKa3aHHOE 110
MeHbIIel Mepe OHO (hapMalleBTHYECKU MPHUEMIIEMOE BCIIOMOTaTEIbHOE BEIECTBO HA CTAIMH 1)

NPEACTaBIsIET COOON AMOKCUA KPEMHHSL.
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[0066] B HekoTOphIX BapuaHTax peam3aliyd HACTOSIIEro M300PETEeHUsl rPpaHyIUPOBAHUE
HA CTaguM 11) TPEeACTaBisAeT COOOHW BIAXKHOE TpaHyJIUpOBaHHE. B HEKOTOpPBHIX BapHaHTax
peanu3any HaCTOSIIEero N300pETeHNsl BIaKHOE IPaHYJIMPOBAHUE JOTOJIHUTEIBHO BKIIOUAET
nobaByieHUE CBS3YIOLIEro. B HEKOTOPBIX BapHaHTaxX peasu3aliil HACTOALIEr0 H300peTeHHs
yKa3aHHOE CBS3YIOINEe NPEACTaBisieT COOON JKMIAKOE CBsA3yIolnee. B HEKOTOPHIX BapuaHTax
peanu3aniy HaCcTOSALIEr0 M300pETeHUsl YKa3aHHOE JKUAKOE CBSI3YIOLIee INMPENCTaBIsAET COOON
pacTBOpPEHHBIN MOBHUAOH. B HEKOTOPBIX BapHaHTaX peajH3alMy HACTOSIIEr0 H300peTeHHs
YKa3aHHOE JKUJIKOE CBA3YIOLIee MPeACTaBisieT cOO0H pacTBOPEHHBIN KpaxMall, paCTBOPEHHYIO
ruapokcunpormwineuonaosy  (I'TIL[), pacTBOpeHHYIO T'HAPOKCHUIIPONHIMETHIILENIIONO3Y
(IT'TIMLI) wnu sxunkuii monudTIiieHN KOs (II217). B HekoTOphIX BapHaHTax peaiu3alnuu
HACTOSIIEro N300PETeHNs YKa3aHHOE XXKUIKOE CBA3YIOLIee MPENCTABISIET COOOM pacIlIaBIeHHOe
cBsi3yloiiee. B HEKOTOpBIX BapuaHTaxX peaJn3alMd HACTOSINEro HM300peTeHMs YKa3aHHOe
pacIIaBieHHOE CBSI3YIOLIEe MPEACTaBIsIeT Co00 ruapOPUIbHBIN MONU3ITUICHMKONDb (I191),
HOJIOKCaMep, TUAPOGOOHYIO KUPHYIO KUCIOTY, JKUPHBIH CITUPT, BOCK, THAPOT€HU3UPOBAHHOE
pacTUTENbHOE MAcjiO WIH TIHLepua. B HEKOTOpbIX BapHaHTax peajlu3aldd HaCTOSLIETO
n300peTeHus] yKa3aHHOE CBSI3YIOLIee MPEACTaBIsIeT COOOM CyXoe CBssymoliee. B HEKOTOpbIX
BAPHUAHTAX PeajM3alMy HACTOSIIEro H300pEeTEeH s YKa3aHHOE CYyX0e CBSI3YIOIIee MPeCTaBIIsieT
coboit ruapokcunponuine o3y (I'TIL). B HekoTOphIX BapuaHTaX peau3aliy HACTOSIIErO
u300peTeHus yKa3aHHOE Cyxoe CBSI3YIOLIEE MpenCTaBJISIET coboii
rugpokcunpornwimMerwineuionody  (ITIMII). B HekoTOpbIX  BapuaHTax peau3aiuu
HACTOSIIETO M300peTeHUsT YKa3aHHOe CyXOe CBs3yIollee mpeacrassier codoit mosunoH (PVP)

WM Kpaxmal

[0067] B HEKOTOpBIX BapHaHTAX peaIu3alrdd HACTOSIIEr0 H300PETEHHs] BJIAXKHOE
rPaHyJIMPOBAHUE HA CTAIMH 11) JOTIOJHUTEIBHO BKIIOUAET MOKPOE MpocenBaHue. B HEKOTOpbIX
BAPHUAHTAX PEAJHM3alMU HACTOSILIEro M300pEeTEeHUs BJIAXKHOE TPAHYJUPOBAHHE HA CTAaIUU 11)
JOTIOJIHUTEIIbHO BKIIIOYAET CYIIKY U CyX0e IpocerBaHne. B HeKOTOphIX BapuaHTax peain3alnuu
HACTOSAIIEro N300peTeHNns CyIIKa BKJII0YaeT J0OABJIEHIE CKOJIb3SIIIETO BeMecTBa. B HEKOTOPBIX
BaPHUAHTAX pPeai3alii HACTOSAIIET0 N300 pETeHNs IPaHyJIMPOBAHNE HA CTAIUH 11) IPEACTABIAET
coboii cyxoe rpaHynupoBaHue. B HEKOTOPBIX BapuaHTax peayn3aliy HaCTOSIIEro H300peTeHus
YKa3aHHOE CyXO€ TIpaHyJUpOBaHUE BKIKYAET YAApHOE YIUIOTHEHHE U u3MesbueHue. B
HEKOTOPBIX BApPHAHTAaX pEAM3aLlH HACTOSLIET0 M300PETEeHHs YKa3aHHOE IO MEHbIIeH Mepe
OnHO (papMaLeBTUIECKU IIPHEMIIEMOE BCIIOMOTATEIbHOE BEIECTBO Il OObEANHEHUS TPAHYJI C

10 MeHbIIei MEpE OAHUM (I)apMaLIeBTI/ILIeCKI/I MPUEMIIEMbBIM BCIIOMOTAaTECJIbHBIM BCIICCTBOM C
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MOJIyY€HUEM CMECH Ha CTaIuu 1i1) TPEACTaBisieT cOoOOM AMOKCHUI KpeMHHs. B HekoTopbix
BAPUAHTAX pEAJIM3alUU HACTOSIIEr0 H300pEeTEeHUs] YKa3aHHOE IO MEHbBLIEH Mepe OIHO
bapmMareBTHUECKH MPHEMIIEMOE BCIIOMOTATENIbHOE BELIECTBO Ui OOBEAMHEHHUs] I'PaHyl IO
MEHBIIIeH Mepe C OOHUM (papMaLeBTUYECKH MPHEMJIEMBbIM BCIIOMOTATEIbHBIM BEIIECTBOM C

NOJIy4eHHEM CMECH Ha CTauH 111) IpeACTaBisieT OO0 cTeapaT MarHus.

[0068] Hacrosimee wu3o0peTeHne Takke OTHOCUTCS K crocobam JjieueHusi cyObekra

KOMITO3UIIUAMH (Haan/IMep, KOMITO3UITHUAMU Ta6ner01<), ONMHUCAHHBIMHU B HACTOAIIEM JOKYMCHTE.

[0069] OnuH acmekT Tak:ke OTHOCUTCS K CIIOCO0Y JIeYeHHs! paka, BKIIFOYAIOIEMY BBEICHHE
CyOBeKTy, HyXnaromemycs B 3TOM, 3()QPeKTHBHOrO KOJIHUeCTBa JIOOOH W3 KOMITO3MLIUN
TabJIETOK, ONMCAHHBIX B HACTOSIIEM AOKyMEHTe. B HEKOTOpBIX BapHaHTaX peaNnu3aluu
HACTOSIIEro N300PeTeHNsT YKa3aHHBIH pak BBIOPAH U3 TPYIIIBI, COCTOSIIEH U3 paka SUYHUKOB,
paka MOJIOYHOM >KeJe3bl, paKa IIeHKNU MaTKH, PaKa SHAOMETPHs], pPaKa NPeACTaTeNbHOM JKeJe3bl,
paka sAM4Ka, paKa MOoAXKeIyAOYHON jKeJe3bl, paKka MUILEBOAA, paKka FOJIOBBI U LIEH, paKa sKeIyAKa,
paka MOUYEBOI0 My3bIpsl, paKa JEerkoro, paka KOCTe, paka TOJICTON KUILIKH, paKka IPsIMON KUILIKH,
paka IIUTOBUIHOHN >KE€Je3bl, Paka TOJIOBHOIO MO3ra M LEHTPAJIbHOW HEPBHOW CHUCTEMBI,
rIHo0aCTOMBL,  HEWpPOOJaCTOMBI,  HEWPOIHIOKPUHHOTO  paka, pabAOMAHOrO  paka,
KepPaTOAaKaHTOMBI, SMHUIEPMOUAHOIO paka, CEMHHOMBI, MEJIaHOMBI, CAPKOMBI, paka MOUYEBOIO
Ny3bIps, paKa MEYeHH, paKa MOYKHU, MHUEJIOMBI, JUM(POMBbI U UX KOMOMHAIMi. B HEKOTOpbIX
BAPHUAHTAX peaM3all HACTOALIEr0 W300peTeHUs] yKa3aHHBIH pak BbIOPAH M3 TPYIIIIHL,
COCTOSILIEH U3 paka STMYHUKOB, paka (ajuionueBoi TpyObl, MEPBUYHOTO paKa OPIOLTUHBI H UX

KOMOWHALUHA.

BKUIFOUEHHUE ITPU NIOMOIIIN CCBLJIKH
[0070] Bce nyOnukanuuy, NaTeHThl W TATEHTHBIE 3asiBKH, YIOMSHYTBIE B HACTOSLIEM
OMNMCAaHUH, BKJIIOUYEHBI B JAHHOE ONHUCAaHKE MOCPENCTBOM CCBIJIKHA BO BCEH CBOEH MOJTHOTE B TOU
Ke Mepe, Kak ecyii Obl Kakaast OTJeNbHAs MyOJNUKaLus, MATeHT WIN NMAaTeHTHAs 3asBKa ObLIH

KOHKPETHO U MHAUBHUAYAJbHO YKAa3aHbI KaK BKJIFOUCHHBIC B KAYECTBE CChIJIKHU.

KPATKOE OIUCAHUE N'PPAOUYECKUX MATEPHAJIOB
[0071] [TpusHaku HacTOsIIIEro N300peTeHHsI TOAPOOHO U3NIOKEHBI B IPHUJIaraeMoi opmyie
nuzobperenus. Jlydinee NMOHMMaHWE TPHU3HAKOB M MPEHMYINECTB HACTOSINErO H300peTeHus
MO3KHO TIOJIYYUTh MPU MOMOIIH CIEAYIOMEro MOAPOOHOTO OMUCAHUS, B KOTOPOM MPUBEACHBI
WUTIOCTPATUBHBIE BAPUAHTHI PeaTU3alii H300PETeHUs, B KOTOPBIX HUCTIOB3YIOTCS MPUHIUIIBI

HACTOSIIIETrO N300PETeHMsI, U MPHIaraeMbIX QUryp.
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[0072] Ha ®wur. 1 npexncrasieHa cxemMa WITFOCTPATUBHOTO CHOCO0a MONyUeHHs TaOJIeTKH

HUpanapuda Mpyu NOMOIIH BJIAYKHOH MPaHYJISLHH.

[0073] Ha ®wur. 2 npexncrasieHa cxemMa WITIOCTPATUBHOTO CHOCO0a MONyueHHs! TabJIeTKH

Hupamapubda Mmpu MOMOIIH BJIaroaKTHBU3UPOBAHHOHN cyxol rpanyssinuu (MADG).

[0074] Ha ®wur. 3 npexncrasieHa cxemMa WITIOCTPATUBHOTO CHOCO0a MONyUeHHs! TaOJIeTKH

HUpanapuda mpyu NOMOIIH CyXOW IPaHyJISILUH.

[0075] Ha ®wur. 4 npencraBnen wumocTpatuBHbl rpaduk  Kamnmana-Meiiepa
BBDKMBAaeMOCTH 0e3 mporpeccupoBaHusi 3a0onieBanus B koropte gBRCAmut Ha OCHOBE OLIEHKU

IRC (nmonymsiuusa ITT, N = 203).

[0076] Ha ®wur. 4 nmpencraBneH wunocTpatuBHbli —rpaduk  Kamnmana-Meiiepa
BBDKHMBAEMOCTH Oe3 mporpeccupoBaHus 3adoneBanusi B koropre He-gBRCAmut Ha ocHOBe

ouenku IRC (momyssiuus ITT, N = 350).

[0077] Ha ®wur. 6 npeacraBiieHbl JaHHBIE [0 CTAOMIBHOCTH [T WULTFOCTPATUBHOTO COCTABA,
NPEACTABICHHOrO B Buje TabneTku Hupamnapuba 100 mr, mpu XpaHEHUH MpH Temreparype 25

°C / otHOCHTENBbHOM BiakHOCTH 60% (OTH.BIL).

[0078] Ha ®wur. 7 npencrasiieHbl JaHHBIE 1O CTAOMIBHOCTH JIJIs1 HIUTFOCTPATHBHOTO COCTABA,
NPEACTABICHHOTO B Buae TadieTku Hupamnapuda 100 mr, nmpu XxpaHeHuu npu Temneparype 40

°C / OTHOCUTENBHOM BJIaXXKHOCTU 75%.

[0079] Ha ®wur. 8 npencrasiieHbl JaHHbBIE 1O CTAOMIIBHOCTH JIJIs1 HILTFOCTPATUBHOTO COCTABA,

NPEACTABICHHOTO B BUe TaOneTku Hupamnapuda 100 mr, mpu XpaHEHUH MPH Temreparype 25

°C / otHOCUTENBHOM BiaxxHOoCcTH 60%.

[0080] Ha ®wur. 9 npencrasiieHbl JaHHBIE 1O CTAOMIIBHOCTH JIJIS1 HIUTFOCTPATUBHOTO COCTABA,

NPEACTABICHHOrO B Buje TadneTku Hupanapuda 100 mr, mpu xpaHeHuu npu Temreparype 40

°C / oTHOCUTENBHOM BiaxxHOCTU 75%.

NOAPOBHOE OINTUCAHUE U30BPETEHUA
[0081] Paznuunbie (apmaneBTHYECKUe MPONYKTHI B (GopMe TaOIEeTOK YMaKOBAHBI IS
MEPOPATLHOTO BBEACHHUSI M TIPEAHA3HAYEHBI JIJIsl BICBOOOKIEHUS (hapMalleBTHUECKH aKTHBHOU
KOMIIO3UIIMH B OpraHu3Me denoBeka. DapmaneBTuyeckue TaONETKH Ui MEPOPATbLHOTO

BBCIACHUA 0OBIYHO COACPKAT OMPEACIICHHOE KOJIUICCTBO OIIHOM HJIH Oouee q)apMaLIeBTI/ILIeCKI/I
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AKTUBHBIX KOMHOSI/ILII/II\/'I COBMECTHO C OJHHMM HIJIN Oonee HUHCPTHBIMU BCIIOMOTaTCJIbHBIMU

BCIICCTBAMU.

[0082] B HeKOTOpBIX BapHaHTax peaNn3ald HACTOSALIETO H300PETEHHs OIMCAHHBIE B
HACTOSIIEM JIOKYMEHTe (apMarneBTudeckue TaONeTKu MJsi TEePOpPabHOrO IPUMEHEHHUs
MO3BOJISIFOT  YJIYYIIUTh TEXHOJOTMYHOCTh TAONETKH IyTeM CHIKEHHs JIMIKOCTH/aare3uu
aKTUBHOTO (papMaLeBTUUECKOrO HHIPEJUEHTAa B NPOLECCe H3rOTOBIEHHS. B HEKOoTOpbIX
BAPUAHTAX peAJIM3allui HACTOSALIET0 M300pETeHHs OCYINECTBJICHUS >KeJlaeMble CBOICTBa
OMUCAaHHBIX B HACTOALIEM AOKyMEHTe (papMaleBTUYECKHX TaOJIeTOK AJIsi IepOpasibHOrO
BBEICHUS YJIYYIIEHbl, & UMEHHO T€ CBOICTBA, KOTOPbIE CBA3aHBI C TEKyYECTBbIO, MPEAEIOM
NPOYHOCTH Ha Pas3phiB, TBEPAOCTBIO, PACMAZAOM M CBSI3bIBAHMEM BHYTPHUIPAHYJSIPHBIX HU
BHETPAHYJISIPHBIX MaTePHAJOB. B HEKOTOPBIX BapHaHTaX peaM3aliy HACTOSIIEro H300peTeHNs
OIMCAHHBIE B HACTOSAIIEM JOKyMEHTe (apMalleBTUYECKHE TAONETKH Uil IMepOpasbHOrO
BBEJICHHs IPUIAIOT JKeJaTeIbHbIe CBOWCTBA, yJIy4IIaroIue oOpa3oBaHue TabIeTOK, KOHEUHON
CMECH KOTOPYIO HCHOJNb3YyeT MAJisl TNPEeCcCOBAHUs B TaOJNeTKH. B HEKOTOpbIX BapHaHTax
peanu3alKu  HACTOSIIEero HW300peTeHus yka3aHHble (apmaneBTudeckue TaONeTKH ISt
NePOPANbLHOTO BBEJICHHS MOJYYAIOT U3 TPAHYJI € JKeTaeMbIM IPaHyJIOMETPUUECKUM Pa3MEPOM C
obecrieyeHreM XOpOIUeH TEeKy4eCTH, CBA3bIBAHUS TaOJIETKH M JKeNaTeNbHbIX Npoduien
pacnagaemMoctu TabneTku. B HEKOTOpBIX BapuaHTaX peayn3alidd HACTOSILIEr0 M300peTeHHsI
yKa3aHHbIE (papMalieBTHYECKHE TaOJIETKH JIJIs IEPOPATbHOTO BBEACHHUSI UMEIOT paclpeeieHue
KOMIIOHEHTOB BHYTPHUIPAHYJISIPHOH (ha3bl M KOMIIOHEHTOB BHETPAHYJSIPHOH (hasbl, KOTOPOE

olecrieynBaeT JKeaTebHble MPOQUIH PACTIAIAEMOCTH.

[0083] Kommnosunmy TableTok, OMUCAHHbIE B HACTOSIIEM JOKYMEHTE, TaKKe MOXKHO
MPUMEHATD JJIs1 0OeCreYeHusl YIy4IIeHHbIX CIIOCOOO0B JieueHus paka. Hampumep, KOMIO3umuu
Ta0JIeTOK, OINMUCAaHHBIE B HACTOSIIEM JOKYMEHTE, MOIYT TPUBOAWTH K ITOHMKEHHOU
usmenuuBoctn @®K-mapamerpoB 1O CpaBHEHHIO € ApyruMH  (papManeBTUYECKUMU

JO3MPOBAHHBIMU JIEKAPCTBEHHBIMU (hPOPMAMHU.

Onpenejgenus

[0084] Tepmun « AUC» OTHOCUTCS K TUTOIIAIH TIOJ] KPUBOM BpeMst/KOHIIEHTPAIIHS B TIa3Me
KpoBU mocie BBeneHus papmanesrudeckoil kKoMno3uuuud. AUCo.wfinity 000O3HAYaeT ruIomanb

NIOJ1 KPUBOM 3aBUCMOCTH KOHLIEHTPALMH B 1J1a3Me oT BpeMeHu ot 0 no 6eckoneunoct; AUCo.
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t 0003HayaeT iomaab I1oa KpI/IBOﬁ 3aBUCHUMOCTHU KOHLCHTpPAUKU B ILIA3ME OT BPEMECHU OT

BpemeHu 0 10 BpeMeHH t.

[0085] «CBs3yrOLI1e» UCTIONb3YIOTCS IS CKPEIUIEHHUs KOMIIOHEHTOB B KOMIIO3ULMH, TAKOH
Kak TaONeTHpPOBaHHAsT KOMIO3MLMS. B HEKOTOPBIX BapuaHTaX pealn3aldd HACTOSIIEro
n300peTeHNs] CBS3YIOLINE HCIONB3YIOT AN 0Opa3oBaHusl rpaHysl. Ilpumepsl MOIXOmsIux
CBA3YIOLIMX BKJIIOYAIOT, HO HE OTPAHMYMBAIOTCS MMH, CIEAYIOLUE. TUCAaXapujpl, TAKHE KaK
caxaposa M JIaKTO3a, [OJUCAXapuabl U UX TMPOU3BOAHBIE, TaKHe€ KaK KpaxMmalbl,
MUKPOKPUCTAJUIUYECKYIO LeJUTFOJIO3Y, METHJILIEIITIOJIO3Y, STUILEIUIIONO3Y,
THPOKCUNIPONMIMETHIILEIIIION03Y, THAPOKCUTIPONUILIEIUIION03Y, CaXapHble CIHUPTHI, Takue
KaK KCWJINT, COPOMT WM MAaJbTUT, >KEJAaTWUH, MOJMBUHWINHPPOIUAOH (TIONUBUAOH WIU
MOBMIOH), MOJIMATUIICHIJIUKOIb, OJUBUHWIOBBIM CIIUPT U MOJUMETAKPUIATEL. B HEKOTOpPHIX
BapUAHTAX PeANN3aLM1 HACTOSIIEro N300PETeHNs YKa3aHHOE CBS3YIOLIee MPEACTaBIsieT COOO0i
JKUZKOE CBS3YIOIEe WM CBs3ylollee B Buae pacTsopa. lIpumepsl >KUAKHUX CBS3YHOLIMX
BKJIFOUAIOT, HO HE OIPaHUYMBAIOTCS HMH, BOAY, SKEJNaTHH, LEJUIIOJIO03Yy, MPOU3BOAHbBIE
LEJUTIOJIO3b], TTOBUJOH, KpPaxMaJ, caxapo3y M MOJMITHIEHIVIUKOIb. B HEKOTOPBIX BapuaHTax
peanu3alyy HACTOSILEro H300peTeHHs YKa3aHHbIE JKeNaTHH, LEeJUTF0JIO3a, IPOH3BOAHBIC
LEJUTIOJIO3BI, TOBHJIOH, KpaxMaJl, Caxapo3a WJIH MOJTHI THIICHTJIMKOIb MOTYT ObITh PACTBOPEHBI.
Hanpumep, oHu MOryT ObITb pacTBOpEHBI B BOAE. B HEKOTOPBIX BapUaHTaX peaTu3aluu
HACTOSIIETO U300peTEeHNs YKa3aHHOE JKUIKOE CBSI3YIOLIee mpencrassier codoit mosuaoH (PVP).
B HekoTOphIX BapHaHTax pealn3alli HACTOSALIEr0 H300PETEeHHs] YKAa3aHHOE CBS3YIOLIee
npeacraBisier co0oil cyxoe cps3ywoomee. [IpuMepsl MOAXOISIIEr0 CYXOro CBS3YIOIIEro
BKJIFOYAIOT, HO  HE  OrpaHMYHUBAIOTCA  HMMH,  LEJUII0JI03y,  MEeTHILEIUII0JIO3Y,
TUIPOKCUMPOMIIILEIUIION03Y, TMOBHUIOH, IMOJUATHICHIVIMKOAb. B  HeKoTOpbIX BapuaHTax
peanu3alu HACTOSINEro M300pEeTeHHsI YKa3aHHOE CyXOe CBs3YIOIIee MpPEICTaBIsieT COOOU
ruapokcunpommine/uioiaody (I'TIL). B HekoTOphIX BapHaHTaX peaju3alid HACTOSIIEro
n300peTeHNs yKa3aHHOE KHUJIKOE CBSA3YIOIIEee MPEICTABISET COOOH PaCcIUIaBIEHHOE CBSI3YIOLIEE,
pacmaBIeHHYIO JKUAKOCTb HCIONB3YIOT B KadecTBe cBssyrolero. lIpu wucnonb3oBaHuu
pAacCIUIaBJIEHHBIX CBSI3YIOIIUX MOXKET HE ObITh HEOOXOOUMOCTH B HCIIOJIb30BAHUH BOJIHBIX HJIH
opraHudeckux pactsoputeneil. COOTBETCTBEHHO, CTa/Is CYIIKH MOKET He MOTpedoBaThCs, YTO
cokpamnaer odriee Bpemsi 00paboTKH U CHUXKAET CTOMMOCTh. KpoMme Toro, mpy MOMOIIH 3TOTrO
HEBOZHOTO CrIoco0a rpaHyJSIIMA MOKHO 00pa0aThiBaTh YyBCTBUTENBHBIE K BOJE MaTepHAIIbI.

PacruraBneHHble CBS3YIOIIHE MOTYT BKIFOYATh rHApodmibHble nonustuiaeHrukonu (I190) u
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NOJIOKCAMEPBI, a TakXke THuApopOOHbIE JKUPHBIE KHUCIIOTHI, JXHUPHBIE CIHPTBHL, BOCKH,

TMAPOr€HU3UPOBAHHBIC PACTUTEIIbHBIC MacCjia U MNTHULICPUABL.

[0086] TepMUH «KOHLIEHTPALMA B IJIa3M€ KPOBU» OTHOCUTCS K KOHLIEHTPALMU COCTMHEHU,

ONMHMCAHHBIX B HACTOAIIEM NOKYMEHTE, B IUIa3M€ KPOBU CY6’beKTa.

[0087] Tepmun «OMOSKBUBANIEHTHBII 0003HAYaE€T OTCYTCTBHE 3HAYUTEIBHON PA3HULIBI B
CKOPOCTH M CTENEeHH, C KOTOPbIMM AKTUBHBIH HHTPEJUEHT WM AKTUBHBIA ()parMeHT B
(bapMaleBTUUECKUX OSKBHBAJEHTAX WIM (apMaleBTUUECKUX albTEPHATUBAX CTAHOBSTCS
JOCTYIIHBIMU B MECTE IEUCTBUsI JIEKAPCTBEHHOI'O CPEACTBA MPU BBEIECHUU B TOU K€ MOJISIPHOU
7103€ B AHAJOTMYHBIX YCJIOBUSX B HaAJEXKallUM oOpa3oM paspaboraHHOM HccienoBanuu. Ha
NPAKTHKE 1BA MPOAYKTA CYUTAIOTCS OMO3KBUBAJIEHTHBIMH, eciii 90% NOBEpUTENbHBII HHTEPBAJ

Cmax, AUC un, HeoOs3arenbHO, Tmax Haxoautces B nuana3one ot 80,00% mo 125,00%.

[0088] Hcnonb3yeMblil B HACTOSILIEM AOKYMEHTE TEPMHMH «HACBIMHAS IUIOTHOCTh [0
YIJIOTHEHUS)» OTHOCHUTCS K OTHOIIEHMIO MAacChl HEYIUIOTHEHHOro o0pasiia MOpoIKa K ero
o0beMy, BKIIOHas BKJIaA oOBeMa MyCTOT MeEXAy 4YacTHuamu. HacbImHas IJIOTHOCTH 10
YIUIOTHEHUs] YKa3blBa€T HA MAacCy MOPOLIKOBOIO MaTepuasia, KOTOPOH MOKHO 3arloJIHUTh
enuHuLy obbema. Hampumep, rpaHysibl, conepskamuecs: B (papMaleBTHUECKOW KOMITO3ULIHH,

MOT'YT UMETh HACHITHYIO TIOTHOCTb JI0 YIJIOTHEHHUs GONbIIYIO UM paBHYIo 0,5 T/cM’.

[0089] TepmuH «Cmax» OTHOCUTCS K MAKCUMAJbHOW KOHLIEHTPALIUU HUpamnapuda B KPOBU

nocJie BBeeHus! (papMareBTHIECKON KOMITO3UIIHH.

[0090] TepmMuH «paxk» BKJIOYAET KaK COJMJHBIE ONYXOJM, TaK U TIE€MaTOJOTHYECKUe
3JI0Ka4eCTBEHHbIE HOBOOOpa3oBaHus. Pak BKIIIOYAeT, HO HE OTPAHUYHMBAETCS UMH, CIIEAYIOLIHE:
paK SUYHUKOB, pPaK MOJIOYHOH JKeJe3bl, paK INeHKH MAaTKH, pPaK >SHIOMETPUS, pPaK
NPEACTATEIbHOM JKEJIE3bl, PaK SIMUKa, PaK MOKEITYAOYHOH JKeJe3bl, PaK MUIIEBO/IA, PAK T'OJIOBBI
U IIeH, PAK JKEJIyAKa, paK MOYEBOTO My3bIPsI, PaK JIETKOTo (HanmpuMmep, anernokapunaoma, HMPJI
u MPJI), pak xoctu (HarmpuMmep, 0CTE0CapKOMa), paK TOJICTOW KHUIIKH, paK MPsSMOM KHUIIKH, PaK
IIIUTOBHIHOM JKE€JIE3bl, paK TOJIOBHOT'O MO3Ta M LIEHTPAJIbHON HEPBHOH CUCTEMBI, IITHO0JIACTOMA,
HelipoOnacToMa, HEHPOIHAOKPHHHBIN pak, pabIOMIHBIN paK, KEPaTOAKAHTOMA, STTHAECPMOUIHAS
KapLUHOMA, CEMHHOMA, MEJIAHOMA, CapKoMa (HaIpumep, JINIIOCAPKOMa), PaK MOYEBOTO Iy3bIPs,
pak meuyeHH (HampuMep, renaToLEeIUIIONIIpHAs KapLUUHOMA), paK MOYKU (HarpuMep, MOYeqHO-
KJIETOYHAasl KapUMHOMA), MHEJNOWAHble paccTpodctBa (Hampumep, OMIJL  XMJL,
MUEJIOJUCTIACTUYECKHI  CHHAPOM U TIPOMHEJNOLMTAPHBIN  JIeHKo3) W JUMGOHUIHBIE

paccTpoiicTBa (HampuMep, JIEWKO3, MHOKECTBEHHAsT MUEJIOMa, JTMM(pOoMa MaHTHHHBIX KJIETOK,
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OJIJI, XJUJI, B-knerounas numdoma, T-knerounas numdoma, mmMmpoma XOIKKUHA,

HEXOKKIHCKAs JIuM(poMa, BOJIOCATOKIIETOUHASI TUM(POMA).

[0091] TepMUH «KOMITO3HMLHST», KaK B BBIPAKEHUU «(apMaleBTUUECKasT KOMITO3ULIHS,
npeaHa3HaueH aJ1si 0003HaUEHHSI JIEKAPCTBEHHOTO MPOAYKTA, COAEPIKAIEr0 HUpanapusd Uit ero
(dapMaleBTUUECKH TMpPHEMJIEMbIE COJIM, CJIOKHbIE 3(UPBI, COJbBATHL,  MOJUMOP(BI,
CTEPeOn30OMepbl WM HMX CMEeCH U APYroi (Apyrue) WHEpTHBIH (MHEPTHBIE) WHIPEIUEHT
(uHrpeaunentel) (¢dapMaLeBTUUECKH TNPUEMIIEMbIE BCIIOMOTATEeNbHbIE BeIleCcTBa). Takue
(dapMalieBTHUECKHE KOMITO3UIIMM B HEKOTOPBIX BapHAHTAX peau3alli  HACTOSIIEro
u300peTeHus1 MOTyT ObITh CHHOHMMAaMH TEPMHUHOB «COCTaB» U «JO3MPOBAHHAS JIEKAPCTBEHHAS
bopmay. DapmarieBTHUECKIE KOMIIO3HLIUU COTJIACHO HACTOSIIEMY H300PETEHHIO BKIIIOYAIOT, HO
HE OTrPAHMYMBAIOTCS MMM, TPAHyJbl, TaONETKH (OOHOCIOWHbIE TAOJNETKH, MHOTOCIIOWHbIE
TabNeTku, MUHHU-TaONeTKH, OuOanre3uBHble TAONETKM, KAIJIEThl, MaTpPU4YHbIe TaOJETKH,
tabnerka B TaOyieTke, MyKOaAre3WBHble TaOyieTkw, TabmeTku ¢ MOAU(PUIUPOBAHHBIM
BBICBOOOXKICHUEM, TAOJIETKH, PACHAalOUINecss B MOJOCTH PTa, TAOIETKH C MyJbCHPYIOIIUM
BbICBOOOJKIICHHEM, Ta0JIETKH C YCTAHOBJIEHHBIM BpPEMEHEM BbICBOOOXEHUs (TabjeTku ¢
OTCPOYEHHBIM BBICBOOOKACHHEM, TAOJIETKU C KOHTPOJIUPYEMBIM BHICBOOOKIEHUEM, TAOJIETKH C
MPOJIOHTMPOBAHHBIM BBICBOOOKIEHHEM U TaOJNETKH C 3aMeIJIEHHbIM BBICBOOOKICHHEM),
KaICyJibl (TBEpAblE ¥ MSTKHE WJIM HATIOJHEHHBIE KUIKOCTBIO MSATKUE KEJATHHOBBIE KAIICYJIbI),
nWOIH, (OpPMOBaHHBIE TACTHJIKH, Callle, IOPOIIKHM, MHKPOKAICYJIbl, MHHH-TaOJETKH,
TaONETKH B Karcyjlax M MHUKPOChEephl, MaTpUUYHblE KOMIIO3MIMH W TOMy momoOHoe. B
HEKOTOPBIX BapHAHTAX PeaTU3al[ii HACTOSIIErO U300peTeHus (DapMaleBTHIECKAsT KOMITO3HIIHS
OTHOCHUTCSI K TaOieTkaM. B HEKOTOpBIX BapHaHTaxX peajM3alMyd HACTOSIIEr0 HM300pETeHMUs
bapmarieBTHUECKas] KOMIIO3HUIIHSI OXBAThIBAET OOIYIO CMECh KOMITO3HIIU, TPEIOCTABIEHHBIX B
HACTOSIIIIEM JOKYMEHTe, TMepen mepepaboTKON C MOJyYeHHEM KOHEYHOW HO3MPOBaHHOM
JekapcTBeHHON (opMbl. B HEKOTOpPBIX BapHaHTaX peajM3alMyd HACTOSIIEr0 H300peTEHHs
bapmarieBTHYECKasi KOMITO3UIMSI OXBATHIBAET MPOMEKYTOUHYIO CMECh WIIH KOMITO3UIIHIO,
COZEPIKAIIYI0 HUpanapuO B COCTaBE C OMHUM Wi OOJiee BCIIOMOTATENIbHBIMU BEIECTBAMHE IS

KOMHOSI/ILII/II\/'I, KaK OIMUCaHO B HACTOAIIEM JOKYMECHTE.

[0092] «HemennenHnoe BBICBOOOXKIEHHE» OTHOCUTCS K JIEKAPCTBEHHOW (opme, KOoTopas
BBICBOOOJKJIAET AKTUBHBIH areHT MO CYIIECTBY HEMEMJIEHHO TOCJe MPUBEACHHS B KOHTAKT C
JKETyTOYHBIMH COKaMU U O0eCleYuBaeT MO CYIIECTBY IIOJIHOE pPACTBOPEHHE B TEUYECHHE
npuMmepHo 1 waca. KommoHeHThl ¢ HememneHHbIM BbicBOOOkIeHneMm (IR) Takke moryt

Ha3bIBATHCA KOMIIOHEHTAMH C MTHOBECHHBIM BbICBO60}KI[eHI/IeM.
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[0093] «Dso» o3nauaet, yto y 50% dYacTHUI] 3HAUYEHUS] HAXOMSATCSA HIDKE OIPEAEIIEHHOTO
n3Mepenus, a y 50% gactull 3HaueHne HaXOATCS BbILIE ONpesieIeHHOro u3mepenus. Dso MoskeT
UCTIONB30BATHCS ISl OTMUCAHUS PA3INYHBIX MapaMeTpoB (00bEM, IIIHHA, KOJNYECTBO, TUIOMAIb
u T. 1.). Ilpu ucnonp3oBanuu B HacTosmeM JokyMeHTe Dso 03HauaeT 0ObEeMHO-B3BELICHHBIN
MeIMaHHbIN IUaMeTp, HalpUMep, U3MEPEHHBIH METOZOM JIa3€PHOTr0/CBETOBOTO PACCESHUS WU
€r0 3KBUBAJIEHTOM, ITpu 3ToM 50% dacTui o oopeMy UMEIOT MEeHbIIN auaMeTp, a S0% vactun
no obbemy uMeroT Oonbmmii guamerp. OObeMHO-B3BeLIeHHBIH Dso Takke OTHOCUTCS K
IIPOLICHTHOMY COJEP KaHUI0 MACChl YaCTHULbI IIPU ONpeneseHHoM pasmepe. Hampumep, Dso 500
HM O3Hauaert, 4yTo 50% gacTui no Mmacce umMeroT nuamerp Mmenee 500 M, a 50% vactui o macce
umeroT nuametp Oosee S00 HM. Pasmep 4acTHIl MOXHO H3MEPUTb OOBIMHBIMH METOAAMH
U3MEpEeHUsl pa3Mepa YacTULl, XOPOLIO M3BECTHBIMU CHEeLMAIUCTaM B JaHHOH oOmactu. Takue
METObl BKJIIOYAIOT, HANPUMEpP, MOTOYHOE (PPAKIMOHUPOBAHME B CEIUMEHTALIMOHHOM IOJE,
(POTOHHO-KOPPENSALMOHHYIO CIIEKTPOCKOIHNIO, paccesHue cBera (Hampumep, ¢ Microtrac UPA
150), nazepnyro qudpaxiuo 1 HeHTpUpyrupoBaHie Ha TapenbyaTor nenTpudyre. s nenei,
CBSI3aHHBIX C KOMITO3HLIMSIMU, COCTABAMH U CIIOCOOAMU, OITMCAHHBIMH B HACTOSIIEM JOKYMEHTE,
3¢ (GeKTUBHBIN pa3Mep 4YacTULl MPEncTaBiseT co00i OOBEeMHBIN MEIMAHHBIA JUAMETP,
ONpeneNsieMblii MPH TOMOIIM MHCTPYMEHTOB M METOAOB JIa3€PHOTO/CBETOBOTO PACCESHHS,
Hanpumep, Horiba LA-910 wnu Horiba LA-950. Ananoruuno, «Dgo» mpencraBiseT coOoi
00BEMHO-B3BEIIEHHBIH AuamMeTp, rae 90% vactur mo o0beMy UMEIOT MEHBIIHI AUAMETP, B TO
Bpemst kak 10% mo obvemy umerot Gomnbinuii tuamerp, a «Dio» mpexncrasisier co6oi 00beMHO-
B3BELIEHHBIN auametp, rae 10% vactun no o6beMy HMEIOT MEHBIIHNI JTHAMETp, B TO BPEMsT Kak
90% mo obbeMy uMeroT OonbLnid quametp. MHorna monesHo npusectu 3HadeHue Dso mocie
00paboTKH yJIBTPA3BYKOM B Te€UeHHE | MUHYTBI HUJIH MEHEE NP MOIIHOCTU MpuMepHO 40 BaTT
npu KOMHATHOH Temnepartype (temneparypa ot 15 °C o 30 °C). IIpu Takoi HU3KOH MOIITHOCTH
¥ 32 TAKOH KOPOTKHUI MEPUOJ MOKHO Pa3pYyLINTh OYEHb PHIXJIBIE arperaThl, KOTOPblE OOBIMHO HE

OKa3bIBAIOT OTPHULIATENILHOTO BIMSHUS Ha 3((PEKTUBHOCTh KOMITO3UIMHU Y CYOBEKTA i1 ViVo.

[0094] «Pa3baBurenuy yBETMYUBAIOT OCHOBHYKO MAacCy KOMIIO3WIIMH JJISi TOTO, YTOOBI
O0JIErYuTh CKAaTHE, MITH CO3IAI0T TOCTATOYHYIO OCHOBHYIO MacCy JUIsi OMHOPOAHOH CMecH IUist
Ta0JIeTUPOBAHHBIX COCTABOB. B HacCTOSIIEM IOKYMEHTe TEePMHUH «pa30aBUTENb» SIBIISETCS
CHHOHUMOM TEPMHUHA «HAIMOJHUTENb». Takue COEAMHEHHUS BKJIFOYAIOT, HANpPHUMEpP, JIAKTO3Y,
TaKyl0  Kak  MOHOTHApPAT  JIAKTO3bI,  KpaxMmaJl, = MaHHUT, COpPOWUT,  HEKCTPO3Y,
MUKPOKPHUCTAJUTMIECKYIO IEJUTF0JI03Y, TaKyr Kak Avicel®; nByxocHOBHbIN (pochar kambLus,

nukanbiuiipocdar murunpar; Tpukaibuuiigocdar, gocdar kampius; OS3BOAHYIO JIAKTO3Y,
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BBICYLICHHYIO DPACHBbUICHUEM JAKTO3y, MNPEKEIaTUHU3UPOBAHHBIA KPaxMall, MPEeCCOBAHHBIN
caxap, Takoi kak Di-Pac® (Amstar); MaHHHUT, T'HAPOKCHIIPONUIMETHILEILIONO3Y,
T'UAPOKCUNIPONMIMETHIILIEIUIION03a AaleTaT creapar, pa30aBUTENM HAa OCHOBE Caxapo3bl,
CaxapHYyIo Myapy; OTHOOCHOBHBIN CYJIb(aT KaJbIUsl MOHOTHAPAT, IUTUAPAT CYIb(aTa KaIbIHs;
TPUTHAPAT JIAKTATa KaJIbIHs, IEKCTPAThI; THAPOJN30BAHHBIE CYXHE BEIIECTBA 3J1aKOB, aMUJIO3Y;
HOPOIIKOOOPA3HYIO LEJUTIOJI03Y, KapOOHAT KaJbLIKs, [IULMH, KAOJHH, MAHHUT, XJIOPU HATPUS,
HNHO3MUT, 6eHTOHI/IT U TOMY HOI[O6HO€. Tak>xke MOXKHO IMPUMCHSTDb KOM6I/IHaI_II/II/I OAHOTI'O HJIn
Oonee pasOaBureneil. B HEKOTOpbIX BapuaHTaX pealu3all yKa3aHHBIA pa30aBUTENb
npencTasisier coO0W MOHOTHAPAT JIAKTO3bl. B HEKOTOPBIX BapuaHTaX peaiu3alyy yKa3aHHBIA
pasz0aBuTenb npencTasisieT coOol 0e3BOAHYIO JAKTO3y. B HEKOTOPBIX BapHaHTaX peannu3aliu
yKa3aHHBIA pa30aBUTeNb MPEACTaBIsAeT COOOH MAaHHUT. B HEKOTOpPBIX BapHaHTaX peann3aliu
HACTOSIIEr0 M300pEeTeHUs] yKa3aHHBbIA pa30aBUTEb TPEACTaBjsieT COOOM ABYXOCHOBHBIN
docdar kanpuusa. B HEKOTOPBIX BapuaHTaxX peajn3aliy HACTOSIIEro N300peTeHNs YKa3aHHbIN
paz0aBuTeNnb NPEncTaBisieT COOOW MHKPOKPHUCTAJUIMYECKYIO LEJUIF0JIO3y. B HEKOTOpbIX
BAPHMAHTAX PeaJM3allii HACTOSIIEero W300peTeHusl OMH WK Oojiee pa3daBUTENEH BIHUSIOT HA
JIOMKOCTh yKa3aHHOM KOMIIO3UIIMH. B HEKOTOPBIX BapuaHTaX peaju3aldy HACTOSIIETO
n300peTeHns OOWMH WU Ooyiee pasOaBHTENell OKa3bIBAIOT CIOCOOCTBYIOT IJIACTUYHOCTHU
YKa3aHHOW KOMIIO3UIMU. B HEKOTOPBIX BapHaHTaX peajH3alldd HACTOSIIEro H300peTeHHs
yKa3aHHBIN MEPBbIA pa30aBUTENb MPUMEHSIOT JUISI PETYJUPOBAHMS JIOMKOCTH KOMITO3HUIIMH, &
BTOpPOH paz0aBUTENh NPUMEHSIOT MUl PEeryJUpOBAaHUS IUIACTUYHOCTH KOMIIO3ULUH. B
HEKOTOPBIX BAPHAHTAX PEATU3ALIH HACTOSIIETO H300PETEeHHsI YKa3aHHBIH MepPBhIi pa30aBHUTEb
npencTaBisieT coOOl MOHOTHAPAT JIAKTO3bI, OE3BOAHYIO JIAKTO3Y, MAHHHUT HMJIH IBYXOCHOBHBIH
docdar kanbius. B HEKOTOPBIX BapHaHTaX peaju3aliy HACTOSIIEr0 U300peTeHUsT YKa3aHHbIN
BTOpPOiIl pa30aBUTEb MPEACTABJISET COOONW MHKPOKPHCTAIMYECKYIO LEJUT0JIO3Y, Kpaxmal,

MOJIUATUJIEHOKCU/T UJTH TUAPOKCUNponmiMeTiiie o3y (I TIML).

[0095] «Pa3ppIxusroniee BEECTBOY PACIIUPSAETC U PACTBOPSIETCS BO BIAKHOM COCTOSIHUM,
BbI3BIBASl Pa3pyLICHUE TBEPAOW O3UPOBAHHOHN JIEKAPCTBEHHOW (OpMBI WM TaONETKH,
HAIpuMep, B MUINEBAPUTEIBHOM TPAKTE, C BBHICBOOOKIEHHEM AKTUBHBIX HHIPEAHEHTOB IUIS
abcopbumu. Pa3phIxisiromue BelnecTBa TapaHTHPYIOT, YTO, Korga TabieTka HaXOAWTCS B
KOHTAKTe C BOJAOMH, OHa OBICTPO pacmanaercs Ha Oojiee Melkue (pparMeHThl, 4YTO CIIOCOOCTBYET
pacTBOpPEHHIO. B HEKOTOPBIX BapHaHTAaxX peAM3aLH HACTOSINEro M300pPETeHUsl YKa3aHHOE

Pa3PBIXJSIIOLIEe BELIECTBO MPEACTABIAET COOO0IH KPOCTIOBUIOH HITH KPOCKAPMEIIO3Yy.
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[0096] Hcnonp3yemble B HACTOSILIEM IOKYMEHTE TEPMHHBI «3(p(eKTHBHOE KOIUUECTBOY
WIN «TepareBTUUECKU 3(PPEKTUBHOE KOJIUYECTBO» OTHOCATCS K JOCTATOUHOMY KOJHUYECTBY
BBOJIUMOT'O HHpanapuda, KOTOpoe, KaK OXKUIAETCs, JOJDKHO B HEKOTOPOHM CTENEHH OCIadHTh
OJIMH MK OOJiee CUMITTOMOB 3a00JI€BaHNSI MJTH COCTOSIHUS, TOJyIeXKatero jgedennto. Hampumep,
pe3yJbTaTOM BBEACHUS HUparnapuOa, OMHUCAHHOTO B HACTOSIIEM IOKYMEHTE, SBISETCS
YMEHbLICHUE WWIN OcjalleHne NPU3HAKOB, CUMITOMOB WM NpUYHH paka. Hampumep,
«3(p(eKTUBHOE KOJNWYECTBO» MJIi TEPaNEeBTUYECKOTO MPUMEHEHHs INPEACTaBiIsAeT COOO0M
KOJINYECTBO HUpamnapuba, BKIIOUasi COCTaB, ONMUCAHHBIN B HACTOALIEM AOKYMEHTE, TpeOyeMoe
I oOecreyeHnsl YMEHbLIEHHUsT WM OCJIa0NIeHHs] CUMITOMOB 3a00seBaHusl 0e3 upe3MepHbIX
nobouHbix 3¢dexToB. TepmuH «repaneBTHdeckn 3(P(PEeKTUBHOE KOJIUYECTBO» BKIIIOYAET,
Harmpumep, mnpodpuaakTudeckn dddexkTuBHOoe KomuuecTBO. CreayeT MOHUMATh, YTO
«3pPEKTHBHOE KOIMYECTBOY MU «TepaneBTUIECKH 3P PEeKTHBHOE KOINYECTBO» B PA3IHYHBIX
BapUAHTAX pPeAJU3alMH HACTOSIIEro M300pEeTEeHHs BapbUPyeTCsl OT CyObeKkTa K CyOBeKTy H
MOXET 3aBUCETh OT U3MEHEHHH MeTa0O0M3Ma BBOIMMOIO COEIMHEHUs, BO3PACTa, MacChl Tela,
o01ero cocTostHus CyObeKTa, COCTOSIHHSA, MOUIEKAINETO JICYEHHIO, TSXKECTH 3TOTO COCTOSTHUS

" PEIICHUA Bpava, Ha3HAYArIIEro JCUCHUE.

[0097] TepMuHBl «yCUIMBAaTB» WIH «YCUJIEHHE» OTHOCSTCS K YBEJIWYEHUIO WJIU
MPOJIOHTMPOBAHUIO AKTUBHOCTHU WJIM TPOAOUKUTEIBHOCTH JkejlaeMoro 3ddekra Hupanapuda
WIN K YMEHBbLICHHIO JIFOOOH HeOIaronpusaTHOW CUMIITOMATUKH, KOTOPAsI SIBJISIETCS CIIEICTBHEM
BBEJICHUS] TEPANeBTHUECKOr0 areHta. TakuMm oOpa3oM, B OTHOIIEHWHW ycuieHus 3¢dexrta
HUpanapuda, OMMCAHHOTO B HACTOSIIIEM JOKYMEHTE, TePMHH «YCUJICHHE» OTHOCUTCS K
CHOCOOHOCTH YCWJIMBATh WJIHM TPOIJIeBaTh, MO 3((PEKTUBHOCTH WIH MPOAOIKUTEIBHOCTH,
OEeMCTBUE IPYIUX TEPANeBTHUYECKUX areHTOB, KOTOpPblE NPUMEHSIOT B KOMOWHAIMH C
HUpanapuOOM, Kak OMUCAHO B HACTOSIIEM TOKyMeHTe. Mcronp3yeMoe B HACTOSIIEM JOKYMEHTE
BbIpAKEHUE «ycuiuBarmomee 3(P(PEeKTHBHOCTh KOJIUYECTBO» OTHOCHUTCA K KOJIHUYECTBY
HUpanapuda WM JPYroro TepaneBTHYECKOrO areHTa, KOTOPOe SIBJISIETCS] AOCTATOYHBIM IS
ycuneHus 3¢ exTa APyroro TEPaneBTUIECKOro areHTa Uik Hupanapuda B JKeIaeMON CUCTEME.
IIpy mpuMeHEHNH y MaluueHTa, KonMu4ecTBa, 3P QeKTHBHBIE A 3TOr0 NMPUMEHEHUs, OyayT
3aBHCETh OT TSDKECTH W Te4YeHUs 3a00JeBaHMs, pacCTPOWCTBA WJIHM  COCTOSIHUS,
NPEAIIECTBYIOIIEeH Teparuy, COCTOSHHS 370POBbsl MAalMEHTa U PEaKIMU Ha JIGKAPCTBEHHBIC

CpEACTBA, a4 TAKKE OT MHCHUA JICHALIECTO Bpada.

[0098] TepmMHuH «BCTOMOTaTENBHOE BELIECTBO» O3HAYAET (HapMaKOJIOTUIECKH HEAKTHBHBIN

KOMIIOHCHT, TAKOM Kak paS6aBI/ITe.]'Ib, CMa3bIBAOIIEC BCIICCTBO, MNOBCPXHOCTHO-aKTHUBHOC
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BEIIIECTBO, HOCUTEJb UITH TOMY ITOJI00HOE. BermoMoraTenbHbIe BeLecTBa, KOTOPbIE TOJIE3HBI TPU
NPUTOTOBIIEHUN (papMalleBTHUECKOH KOMITO3UIUH, OOBIMHO O€30macHbl, HETOKCHYHBI H
npuemMiIeMsl st (papMalieBTUYECKOro NpuMeHeHus: y yoaeil. Ccbluika Ha BCIIOMOTATENbHOE
BEIIECTBO BKJIIOYAET KAaK OJHO TaKO€ BCIIOMOIaTENIbHOE BELIECTBO, TaK M 0oJjiee OIHOTO.
CoBmecTHO 00paboTaHHBIE BCIIOMOTaTENbHbIE BEIIECTBA TAKXKE BXOAAT B OOBEM HACTOSIIETO

n300peTeHus.

[0099] «HanonHsomuye areHTb» WIH «HANOJHUTENIN» BKJIKOYAOT TAKUE COEIUHEHUs, KaK
JIAKTO3a, MOHOTHJPAT JIAKTO3bI, KapOOHAT KasbLus, GochaT KaJiblys, ABYXOCHOBHBIN (ocdar
KaJbl¥s, Cylb(aT KajmblMsl, MUKPOKPUCTAJUIMYECKAs LEJUIF0JIO03a, LEJUII0J03a B IOPOIIKE,
JEKCTPO3a, JEKCTPaThl, JEKCTPaH, KpaxMaJbl, MPEKEIaTUHU3UPOBAHHBIA KpaxMal, caxaposa,

KCHJIUT, JIJAKTUT, MaHHUT, COp6I/IT, XJIOpUA HATpUs, MOJIUITUIICHTTIUKOJIb U TOMY HOJIO6HO€.

[00100] «JIomkocTey» (amrn. friability) oOo3HadaeT crmOCOOHOCTH APOOUTHCS, TO €CTh
CIOCOOHOCTh TBEPAOrO BEIIECTBA M3MENbYAThCS 10 Oojiee MENKHX KyCO4YKOB. JIOMKOCTH B
OTHOLICHUH OTIPEIENICHHBIX TBEPABIX JO3UPOBAHHBIX JIEKAPCTBEHHBIX (POPM MOXKHO OLIEHHBATH
cornacHo: 1) Eponeiickoit @apmaxonee: European Pharmacopoeia (Ph. Eur.): Supplement 6.6
(onybnukoBaHo B uroHe 2009, Berynuiio B cuuty B staBape 2010), Friability of Uncoated Tablets
(ccbutka 01/2010:20907); 2) Anonckoit @apmakonee: Japanese Pharmacopoeia (JP): The JP
General Information 26. Tect Ha nomkocth Tabnerok (Tablet Friability Test) B Tom Buze, B
KaKoM OH onyOnmkoBaH B nsaTHanuatoMm u3nanun JP (JP Fifteenth Edition (March 31, 2006, The
Ministry of Health, Labour and Welfare Ministerial Notification No. 285), odwurmanbHo
oOHOBjieH B Oroyuietensx, onyOnukoBaHHbix MHLW 5 Hos0pss 2008 roma mo ampecy
http://www.std. pmda.go.jp/jpPUB/Data/ENG/jpdata/H201105 jp15_errata.pdf; WU 3)
®apmakorniee CIIIA: 523 United States Pharmacopeia (USP): <1216> Tablet Friability,
BiuroueHHbl B USP 32, 1 mas 2009. Kaxnas u3 BbILIEYNOMSHYTBIX CCbUIOK BKJIIOYEHA B
HACTOSIIMN JOKYMEHT TMOCPEACTBOM CChUIKH. JIOMKOCTh TaK:K€ MOMKHO OINPEnessiTh IO

OOHOBJIEHHBIM BEPCUAM NMPUBEACHHBIX BBIIIC CCBUIOK, €CJIM OHU JOCTYITHBI.

[00101] Mcnonw3yemblil B HACTOAILEM  JOKYMEHTE  TE€PMHUH «TPaHyJISILUSY
(«rpaHyIMpOBaHUE») OTHOCUTCS K TIPOLIECCY CBSI3bIBAHUS YaCTHLl CYXOH IOPOIIKOBOH
KOMITO3ULIMH TTIOCPEACTBOM arJIOMEpalfy ¢ MOJy4eHHeM Oojiee KPYITHBIX YacCTHILI, W3BECTHBIX
KaK TPaHyJibl, 9TO TO3BOJSIET MONy4YaTh (papMaleBTUYECKYIO JO3MPOBAHHYIO JIEKAPCTBEHHYIO
dopmy, Takyro kak Tabnerku. ['paHysiumMio dHamie BCEro AENAT Ha ABa TUMA: BIAXKHAS

TPaHyJSALUS, A1 KOTOPOH TpedyeTcs )KUIKOCTh B POLIECCE, M CyXasl MPaHyJSIIHs, KOTOpast He
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TpeOyeT >XKUIKOCTH. [l BNaXHOH TIpaHYIALMU HCIONB3YIOT TPAHYJUPYIOIIYIO >KHIKOCTb
(cBsi3yrolee BEIIECTBO/PACTBOPUTENb) Ui OOJIETYEHHUsT arjoMepanuy myTeM OOpa3oBaHUs
BJIAKHOW MacChl 3a CYET AATEe3ur, B TO BPEMs KaK IJIisA CYXOﬁ rpanyJsAuu HUCIOJIb3YETCsA
MEXaHUYEeCKOe CKaThe, TaKoe KaK YAapHOe VIUIOTHEHHWE, WM YIUIOTHEHHE, TaKoe Kak
YIJIOTHEHUE MpPU TIOMOIIM POJHMKOBOrO Tpecca, misi obnerdeHus arjomepauuu. Ilpu
VIUIOTHEHUM B BAJKax JIEHTBl MOJIy4arOT IYT€M IMPONYCKAHUS YKAa3aHHOH CMECH MEXAY
pOJIMKaMH POJIMKOBOTO Mpecca. JlaBjieHne pOJMKOB U PacCTOsSHUE 3a30pa (yCTaHABIMBAEMOE
MCKAY AByMA pO.]'II/IKaMI/I) SIBJIAFOTCS KITKOYEBbIMU IMMapaMETPaMi, KOTOPBIC BIIUAIOT HA TOJIIHUHY
neHThl. TonuHa JEeHThI BaykHa NPU HACTPOMKE KOHEYHOIO pa3Mepa 4acTUL] IIPU FPAHYJISLUY,
TaK KaK 5TO MOBIUsieT Ha 3(P(HEKTUBHOCTb M3MENbYEHUs JIEHT. TOJIIMHY JIEHTHI MOXKHO
U3MEepSITh ITAHICHUMPKYJIEM Ha MPOTSDKEHUH Beero npouecca. OQHUM U3 METOAOB H3MEPEHUS
TOJILUHBI SIBJISETCS MOJy4EeHUE MPSIMOYTOJIbHOTO 00pasLa JIEHThI pa3MepoM 0 KpaiiHeil Mepe
1 mrotim (2,54 cm), Ha cTaauu mpolecca YIJIOTHEeHHs. Pa3meps! (AIMHA, MUPHUHA U TOJIIHHA)
U3MEPSIFOTCS C MOMOLIBIO IITAHTEHIMPKYJIS UM APYTOro YCTPOHCTBA I TOUHOTO U3MEPEHUS
C TOYHOCTBIO 7O OAHOW JECATOW WJIM COTOW AroliMa. JIpyruM mapameTpoM, KOTOPBIH MOXKHO
U3MEpUTh, SIBJIAETCS IUIOTHOCTb JIGHTBI, KOTOpas PACCUUTBIBAETCS IyTEM JEJIEHUs MacChl

o0pasua JeHThI, Ha MPUONU3UTENbHBINH 00beM (rHa X mupruHa X TOJIIUHA).

[00102] Tepmun «BHYTpUTpaHyJsipHas (a3a» OTHOCUTCS K BHYTPUTPAHYJSIpHOW (hase
Ta0JIETKH, KOTOpPasi COIAEPKUT TPaHYJIbl, KOTOpPbIE MPUIOTOBJIEHBI U TAOJETHPOBAHUS, U
CONIEP’KUT KOMIIOHEHTBHI WJIM BCIIOMOTATeNIbHbIE BELIECTBA B KOMITO3ULIMU 11O OOpa3OBaHUs
rpanys. TepMuH «BHerpanyssipHas (pasa» OTHOCHTCS K BHETpaHYJSIpHOHN (aze TabIeTKu u
COZIEPKUT BCIIOMOTATEIbHbIE BELIECTBA UJTH KOMITOHEHTBI, KOTOPbIE JOOABIISIIOT K KOMITO3HIIHU

nocye 0Opa3oBaHuUs IPaHyJl U Nepes] MPECCOBAHUEM C MOJTyUYeHHEM TaOJIeTKH.

[00103] «Cma3zouHble BeIIeCcTBA» M «CKOJB3SIIUE BEIIEeCTBA» MPENCTABISIOT COOOM
COCAUHEHNA, KOTOPBIE NMPEAOTBPAIIAOT, YMEHBIIAOT WUJIN I/IHFI/I6I/IPYIOT AATE3UKI0 UJIK TPEHUE
MarepuasoB. BHe CBSI3U C KakOW-THOO TEOpHUEH, CKOJB3SIIUE BELIECTBA MPENOTBPALIAIOT,
YMEHBILIAIOT WJIM HMHIHOUPYIOT aAre3ur0 IOPOLIKOB B CMecH. Hampumep, OHH MOTYT
npeaoTspalarb, yMCHbIIATH WA I/IHFI/I6I/IpOBaTb BHYTPUYACTUYIHOC TPEHUC HIIM MOTYT
NpeAoTBpallaTh, YMEHbIIATh WJIM HMHIHOHPOBATH 3JIEKTPOCTATUYECKUH 3apsii MOpPOLIKA.
CMmazouHble BCIIECTBA MOTIyT MNpPEAOTBpalllaTh, YMCEHBIIATH HIIM MNPCIATCTBOBATH AATC3UU
MOpoIKa K MOBEPXHOCTAM, C KOTOPbIMU OH KOHTAKTHUPYCT. Xors CKOJIB3AIIMUE BCLICCTBA U
CMa3bIBAIOIIME BELIECTBA MOTYT MPENCTaBISATh COOOH JF0OOE COEOMHEHHE, KOTOpOoe

obecrieunBaeT KEJITAEMYTO (I)YHKLII/II-O, THUIMUYHBIC CMAa3bIBAOIIHNE BEIICCTBA M CKOJB3AIINEC
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BELLECTBA BKJIIOYAIOT, HAIPUMED, CTEAPUHOBYIO KMCJIOTY, CT€apaT MarHusi, FTUAPOKCUI KaJIbLu,
TalbK, cTeapmwipymapar HATpus, YIJIEBOAOPOA, TAKOM Kak MHHEpPAJbHOE MAcio, WIH
THPOTE€HU3UPOBAHHOE PACTUTEIBLHOE MACJO, TAKOE KaK FMAPOT€HU3UPOBAHHOE COEBOE MACJIO
(Sterotex®), BrICIINE YKUPHBIE KUCIIOTHI U UX COJIH LIEJIOYHBIX  IEJIOYHO3EMETbHBIX METAJLIOB,
TAKUX KaK aJIOMUHUM, KanbLiMi, MarHuii, LIUHK, CTEAPUHOBYIO KHCIJOTY, CTeapaThbl HaTpHs,
ITMLEPUH, TajbK, BOCKH, Stearowet®, OOpHYHO KHUCIOTy, O€H30aT HAaTpHs, aleTaT HaTpus,
XJIOpUA ~ HATpus,  JIEHIWH,  NONMMATHIeHrMKonb  (Hampumep, PEG-4000)  wunm
METOKCUIIOJMATHUIICHTTINKONb, Takoil kak Carbowax™, onear Hatpus, OeH30aT HaTpws,
TIULEepUIOereHaT, MOJUATUICHIJIMKOIb, JIAYPHIICYIb(pAT MarHus WM HATPUs, KOJUIOUAHBINA
auoKcua KpeMHus, Takoi kak Syloid™, Cab-O-Sil®, kpaxmai, Takoi kKak KyKypy3HbIH Kpaxmad,
CHJINKOHOBOE MAcJIO, NMOBEPXHOCTHO-aKTHBHOE BEILIECTBO U TOMY MonoOHoe. B HekoTopbIx
BapHAHTaX PeaJN3alii HACTOSILIEr0 H300pETEHNUs CKOb3SIIIEe BELIECTBO NPEACTABIAET COOOIT
AMOKCH] KpeMHHUs. B HEKOTOPBIX BapHaHTax peajr3alyy HACTOSIETrO H300PETeHUs YKa3aHHOE
CKOJBb3fIIEe BELIeCTBO IIPEACTaBIsIET COOOH BCIIOMOraTeNbHOE BEINECTBO HA OCHOBE

ME30IMOPHUCTOrO TMOKCUIA KPEMHHMS C IOPAMHU CPETHETO pasMepa.

[0001] Hcnonp3yemble B HACTOSINEM JOKYMEHTE B3aUMO3aMEHSEMO, TEPMUHBI
«ManueHT» HJIN ((CY6"beKT)) OTHOCATCA K J]}060My OopraHu3my, KOTOpOMY B COOTBETCTBUH C
HacCTOAIUM I/1306peTeHI/IeM BBOJAT COCAUMHECHUEC HUJIINM COCIUHCHHA, OIIMCAHHBIC B HACTOALICM
AOKYMEHTEC, HAlIpUMEDP, B SKCIICPUMEHTAJIbHBIX, THATHOCTHYCCKUX, HpO(bI/IJIaKTI/ILIeCKI/IX I/I/I/IJ'II/I
TCPANICBTUICCKUX LEIAX. O6BI‘{HI>IG CY6"beKTbI BKJIFOUAKOT >KUBOTHBIX. TepMI/IH GKUBOTHOE»
OTHOCHUTCA K .]'II-O6OMy MPEACTABUTECIIIO JKUBOTHOT'O MHUpa. B HEKOTOPBIX BapUaHTax pe€alu3aluu
HaCTOAIIECTO I/1306peTeHI/I$I TEPMHH <GKUBOTHOE» OTHOCHUTCA K UYCJIIOBCKY Ha .]'II-O6OI>1 craguu
pa3BUTHA. B HEKOTOPBIX BapUaHTax pe€ajJlu3dalliid HaCTOALICTO I/1306peTeHI/I$I TCPMUH
«KHUBOTHOE» OTHOCHTCSl K JKUBOTHOMY, HE SIBIISIIOIIEMYCS YE€JIOBEKOM, Ha JIOOOH craguu
pa3BUTHA. B HEKOTOpBHIX BapHaHTaX PeATU3aLMH HACTOSIIEro M300pETeHHs JKUBOTHOE, He
SIBJISIIOLIEECS] YEJIOBEKOM, TPEACTABIIeT COOOH MIIEKOMUTAKoIee (HampuMep, TPhI3YH, MBbIIIb,
KpbICa, KPOJHK, 00e3bsiHa, coOaka, KOIIKA, OBLA, KPYMHBIA pOraThlii CKOT, MpUMAT W/WIH
CBUHBSI). B HEKOTOpBIX BapHWaHTaX peau3alUyd HACTOSINEro H300pPETeHUs >KUBOTHBIC
BKJIFOYAKOT, HO HE OIrpaHUYHBArOTCA MUMHU, MIICKONMUTAKOMINX, TITUL, peHTPIJIPIfI, 3€MHOBOIHBIX,
pbIO, HACEKOMBIX W/MIM duepBe. B HEKOTOPBIX BapHaHTax peaTu3alMd HACTOSLIETO
I/1306peTeHI/I$I JKUBOTHOE MOXKET MNPEACTABIIATH C060ﬁ TPAHCTCHHOC JKUBOTHOC, TCHHO-
MOIU(UIIMPOBAHHOE KMBOTHOE W/WIM KJIOH. B BapwaHTax peanu3alii HaCTOSIIEro

I/1306peTeHI/I$I JKUBOTHBIC MPEACTABIIAOT coboit MIICKOIMMUTAOINX, TAKUX KAaK MbIIIN, KPbICHI,
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KPOJIMKH, IPUMATHI H JIFOJM;, HACEKOMbIE; YePBHU, U T.I. B HEKOTOPBIX BapHaHTaX peau3aliu
HACTOSAIIETO M300peTeHust CyOBEeKT MPencTaBisieT COOOM HeoBeka. B HEKOTOPBIX BapHaHTax
pealM3allii  HACTOSILIETO HM300peTeHHs CyOBEKT MOXKeT CTpajgaTh 3abojieBaHHEM,
PacCTPOMCTBOM W/MIIM COCTOSIHHEM (HAINPUMEp, paKy) W/HUIM MOXKET ObITh IMOIABEPKEH HM.
Hcnonb3yemblii B HACTOSILIIEM TOKYMEHTE TEPMHUH KIOMYJISILUS MALMEHTOBY M «IIOMYJISIHS

CY6’beKTOB» OTHOCHUTCS K MHOKECTBY MMAIITUCHTOB HUJIN CY6"beKTOB.

[00104] Tepmun «papMakogMHAMHKA» OTHOCHTCS K (paKkTOpaM, KOTOPbIE OMPEAEIISIOT

OMONOrnYecKuii OTBET, HAOJI01aeMblif OTHOCUTEIbHO KOHLIEHTPALIMH JIEKAPCTBEHHOTO CPECTBA.

[00105] Tepmun «dpapMakOKMHETHKA» OTHOCUTCA K (hakTopaMm, KOTOpPbIE ONPENEISIOT

AOCTHUIKCHUE U NMOAACPKaHUEC COOTBeTCTBy}OIHeﬁ KOHIECHTpAaHU JICKAPCTBECHHOI'O CPEIACTBA.

[00106] TepmuHbI «BIArOaKTUBU3HPOBaHHAs cyxas rpanysnus» (MADG, anrn. «moisture-
activated dry granulation») mim «BiakHasi TpaHyJISILUSD OTHOCHTCS K TIPOLIECCY T'PAHYJIIHH, B
KOTOPOM HCIIOJIb3YeTCs JKUAKOCTb, Takas KaK BOAA, JUIA AKTHBALMHU CBS3YIOLIErO |
MHULMMPOBAHMS arjioMepanyuy. DTOT IMPOLECC BKIOYAET BJIAXKHYIO arJIOMEPALHI0 YacTHIl
MOPOLIKA, YTO obyieryaercs: 100aBIeHHEM HEKOTOPOrO KOJIMYECTBA JKUAKOCTH, TAKOH KaK BOAA,
U MOTJIOIIEHUE WM pacripesiesieHne Biaari. AncopOLus WK pacrpenesieHne Biaru BKII0YaeT
no0aBjieHHE BJIArOMOTJIOIAOIIEr0 MaTepuaja Wi ancopOeHTa wuiam abcopOeHTa mocie
arjioMepanuu Uit OOJerdeHus! TMOTJIOMIeHUsT M30bITOUHOW Bjard. IIpuMepbl MOIXOASIIUX
BJIATrOTIOTJIOINAKOIINX MaTepUaIoB WM ancopOeHTa wim aOcopOeHTa BKIKOYAOT, HO HE
OrpaHUYMBAOTCA HWMHU, MUKPOKPUCTAJUIMYCCKYHO LEJUIFOJIO3Y WM JUOKCHIA KPEMHUA. B
HEKOTOPbIX BapUaHTaX peajn3allliil HACTOSIIEro M300peTeHHs yKa3aHHbIE aaCOpOeHT WIH
abcopOeHT mpencraBisier cOOOW BCIIOMOTATENIbHOE BEINECTBO HA OCHOBE ME3OMOPHUCTOrO
AUOKCHUIAa KPEMHUA C MMOpaMHu 6OJ'II:>LHOFO pa3Mepa, 6eHTOHI/IT, TaJbK, MUKPOKPUCTAJLIIUYICCKYHO
LeJUTIOJIO3Y, JAPEBECHBIH Yroyib, KOJUIOMIHBIA JMOKCHI KpPEMHHs, KapOOHAT MarHus WJIu

HOI[O6HI:>I€ BCIIOMOTaTCJIBHBIC BCIIECTBA.

[00107] «[OTOBBIN K MPUMEHEHHUIO» OTHOCUTCS K (papMaleBTHUECKHUM KOMIO3HLIUSM HJIIH
MEIUIUHCKIM TPOAYKTaM, KOTOPbIE MOXKHO NPUMEHATb 0€3 HEeOOXOIMMOCTH JajbHEHIIero
U3MEHEeHUs], MOAN(HUKAIINY WIIM ONTUMH3ALNN YKa3aHHBIX KOMITO3ULIUH WIH MPOAYKTA Mepen

BBEJICHUEM, HAIIPUMED, IyTeM pa30aBlIeHHs], BOCCTAHOBJICHHUS, CTEPUIIM3ALMU U T. [I.

[00108] TepmuHBI «JIEHTa» U «TOJIIMHA JIEHTBD) YIOTPEOISIOTCS B KOHTEKCTE THIIA CYXOM
TPaHyJISIUU, B KOTOPOM UCIOJIBb3YETCs YIUIOTHEHNE MPOKATKON WJIM YIJIOTHEHHE MTPU MOMOLIU

POJIMKOBOro Impecca. B HEKOTOpPBIX BapHaHTaxX peaJn3alvd YIUIOTHEHUs MNPOKATKOW WU
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YIUIOTHEHHMsI IPY IOMOLIU POJIUKOBOIO MPecca NOPOILIOK MOAAETC CAMOTEKOM HIIM € TOMOLIBIO
LIHEKa 4epe3 [Ba POJIMKA, BPALIAKOLIUXCS B MPOTHUBOIOJIOKHBIX HAIpPABJICHUSX, MPU 3TOM
YaCTULbI HU3MEHSIOT CBOE€ OTHOCHUTENBHOE pPACIIONIOKEHUE 107 AABJICHUEM YILUIOTHEHUS,
NPUKJIAAbIBAEMOTO POJIMKAMH, TaKUM 00pa3oM MPOUCXOAUT YIUIOTHEHHE IOJyYE€HHOTO
MaTtepuana. Marepua, noJy4eHHbIN YIIJIOTHEHHEM IPOKATKOW WM YIUIOTHEHUEM IPU TOMOLIU
POJIMKOBOTO Tpecca, HA3bIBAETCS <«JIEHTOM», NPU STOM CHCTEMa IOfa4du oOecrevnBaeTr
PaBHOMEPHBIN M HENPEPBIBHBIN MOTOK MaTepuana s (GOpMUPOBAHUS «JIEHTBD» C JKEIaeMON
«TONIIMHON NeHTb». TONIMHY JEHTHI MOXHO M3MEPHUTh JIOOBIM M3 THUIIUYHBIX METOJOB,

UCTIONB3YEMBIX B JAHHOH 00JacTu.

[00109] «CraOunbHblit» WIH «CTaOWJIBHOCTBY B OTHOIIEHUH PACIPENETICHUS YaCTHIl IO
pasMepaM O3Ha4daeT, 4TO pacIpeleeHHe 4acTHll MO pasMepam, Hampumep, Dso win Doo,
CyIleCTBeHHO He wusMensiercst (Oomee 50%) mocne ompeneneHuss HA4YaJbHOTO BPEMEHH
(Hampumep, mocyie N3MeNbUYeHHsI N niepuosa oteepskaenus (ot 1 o 3 Henens)). Hampumep,
cTa0bWibHbIE YacTULBI HHUpamapuba, ONMUCAHHBIE B HACTOSINEM JOKYMEHTE, B TBEpHOM
JIO3UPOBAHHON JIEKAPCTBEHHOH (opMe [UIs TMepopalbHOrO IMpHMEHEeHus He OyayT
JIEMOHCTPHUPOBATh yBeamdeHus 3¢ GekTuBHOTO pasmepa yactuil bosee yem Ha 50% B TeueHue 3,
6, 9, 12, 24 unu 36 MecsiueB XpaHeHUs npu KomMHaTHOU Temnepatype (ot 15°C mo 25°C).
«CTabWibHBIN» WK «CTAOWJIBHOCTHY B OTHOIIEHHWM JErpagallid HUpamapuda O3HA4aeT, 4YTo
KOJIMYECTBO MPUMECEH WK MPOAYKTOB Jerpatallii CYIIeCTBEHHO He u3MeHsieTcs (Oonee 50%)
TIOCJIe OTMPEENICHHs] HA4YaIbHOTO BpeMEHHU. B HEKOTOPBIX BapHaHTaX pealn3aldy HACTOSIIEro
n300peTeHus JIeKapCTBeHHbIE (JOPMBI, ONMCAHHBIE B HACTOSIIEM AOKYMEHTE, He OyAyT daBaThb
npuMecei, 00pa30BaBIINXCS B Pe3yJIbTaTe Jerpajaluu Hupamnapubda, B Teuenue 3, 6, 9, 12, 24
i 36 MecsIeB XpaHeHus Tpu KoMHaTHOH Temneparype (ot 15 °C no 25 °C) npu oTnenpHbIX
ypoBHsx Oonee mpumepHo 0,1 mac. % 1NO CpaBHEHHIO C YPOBHAMH NpUMeCEH B Ha4aJbHBIN

MOMCHT BPEMCHU.

[00110] TepmuH «XpaHeHHWE» B OTHOLICHUM KOMIO3UIMK, B TOM 4YHCJIE€ B TBEPAOM
JO3UPOBAHHOW JIEKAPCTBEHHOH (popMe, O3HAUAeT XPAaHEHHE B YIAKOBKE JIOOOW CHUCTEMBbI WU
THUIA, TPEIHA3HAYEHHON 1151 (PapMaLeBTHYECKOTO MPUMEHEHUS - B U3JIENINHU, KOTOPOE CONEPIKUT
WIM NpPeJHA3HA4YeHO JUIsl COJAEPKaHUs JIEKAPCTBEHHOIO CPEACTBA M HAXOAUTCS WM MOXKET
HaXOJUTbCSl B HENOCPEACTBEHHOM KOHTaKTe C HUM. B ompeneneHHbIX YCJIOBMSIX XPaHEHHs
KOHTEWHep JOJUKeH ofecreunBaTh YKa3aHHOH JIO3UPOBAHHOH JIEKAPCTBEHHOW (opme
aIeKBATHYIO 3aIIUTY OT (pakTOpPOB (HAIPUMED, TEMIIEPATYPBL, CBETA), KOTOPbIE MOTYT BBI3BATH

yXYALUICHNE Ka4eCTBa 3TOH J03UPOBAHHOH JIEKAPCTBEHHOH (POPMBI B TEUEHHUE CPOKA TOIHOCTH.
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XpaHeHHe MOXKHO OCYINECTBIATh B OjucTepe (HampuMep, MHOTOJO30BOM KOHTEHHEpE,
COCTOSIILIEM M3 JIBYX CJIOEB, OJHOMY H3 KOTOPBIX Hpuaaiu GOopMy Ui pa3MeIeHHs OTAETbHbIX
n03), OyTeUTKe (HampuMep, B KOHTeiiHepe ¢ Oojiee WJIM MEHee BBIPAKEHHBIM TOPJIBIIIKOM U
OOBIYHO TJIOCKUM JHOM), OJJHOI030BOM KOHTelHepe (HarpuMep, B KOHTEHHepe I eTUHHIHBIX
7103 TBEPIBIX, MOJYTBEPABIX MM KUAKHX IMPErnapaTroB), KOHTYPHOH yNakoBKe (Hampumep, B
MHOT'OZIO30BOM KOHTEHHEpE, COCTOALIEM U3 JIBYX CJIOEB, OOBIMHO CHAOXKEHHOM mepdoparuet,
NPUTOTHOM ISl COIEp KaHUsI OJHOKPATHBIX O3 TBEPIBIX I MOJYTBEPIABIX MPENnaparoB),
MeLIouKe (HarmpuMep, B KOHTelHepe, 00Opa30BaHHOM MOBEPXHOCTSIMU U3 THOKOrO MaTepHala, C
IUTOCKUM JHOM WJIH 0€3 Hero, 3aKPbITOM CHHU3Y U IO O0KaM; BEPXHsIsl YaCTh MOKET OBITh 3aKpbITa
NyTeM IUIABJICHHs MaTepuajia, B 3aBUCHMOCTH OT MPEAINOJaraeMoro MPUMEHEHHs) WIH B

OTKPBITOH YallKe.

[00111] Tepmun «CyOBEKT» UCTIONB3YETCs U1 OOO3HAUEHHS JKUBOTHOTO, NMPEAIIOUTHTEIBHO
MJIEKOIIMTAIOIIEr0, BKIIOYAs YeJIOBeKa M MIIEKOIMTAIOINEro, He IPEeACTABIAIINEro coOoil
YyeJoBeKa. TepMHHBI «IALMEHT» U «CyOBeKT» MOryT ObITh HCHOJBb30BAaHBI  Kak

B3aMO3aMCHACMBIC.

[00112] MHcnonp3yemblii B HACTOSIEM JOKYMEHTE TEpMHUH «TabJieTKa» OTHOCHTCS K
JO3MPOBAHHON JIEKAPCTBEHHOW (opMe, B KOTOPOH YaCTHUIIbI JIEKAPCTBEHHOTO BEINECTBA WJIU
(bapMaeBTHUECKOTO areHTa, TAKOro Kak HUpanapud, U ONPeNeseHHBbIX BCIOMOTATEIbHBIX
BEIECTB, TAKMX KaK JIIOOOW M3 BCIOMOTATEJbHBIX BEINECTB, OMHCAHHBIX B HACTOSIIEM
JOKYMEHTE, COBMECTHO IMPECCYIOT, YIUIOTHSIOT WM SKCTPYAUPYIOT. MOXKHO M3rOTOBUTH
TabJIETKU pa3inyHbIX (HOPM, BKIIKOYAs] KPYIJIble WM YIUIMHEHHbBIE, TAKUE KAaK CIUTFOIIEHHBIE
OBOHJIHbIE MJIM LWJIMHApUYeCKHe (HOopMbl. B HEKOTOPBIX BapHaHTaX peaiM3alli HACTOSIIErO
n300peTeHNs] YKAa3aHHYI0 TaOJEeTKy HM3TOTABIMBAIOT MPSMBIM IMPECCOBAHUEM IPH IMTOMOIIU
NOAXOMALINX INTAaMIOB Wi (GopM. B HEKOTOPHIX BapuaHTaX peaM3ali HACTOSIIEro
n300peTeHNs YKa3aHHYIO TaOJIETKY H3TOTABIUBAIOT JJUTHEM IOJT JABJICHUEM WIIH PECCOBAHUEM
C UCHOJB30BAHUEM TOAXOMAMMX TNpecc-QopM, YCTAHOBIEHHBIX HAa KOMIPECCHOHHOM
ycTpoiicTBe. B HEKOTOpBIX BapuaHTaxX peaju3alliyd HACTOAIIErOo H300pEeTeHMs YKa3aHHYIO
TabJIETKY MOJY4ar0T MyTEM IPaHYJBSILUH, TAKOH KaK, HO HE OrPAaHMYUBASICh STHM, TPAHYJISILIHS B
MICEBJIOOKIPKEHHOM CJI0€ WJIM TPAaHyJISILUs C BBICOKUM YCHWJIMEM CIBUIa WIHM YIJIOTHEHHE NPU
MOMOILIM POJIMKOBOIO Mpecca ¢ MOCIEAYIOLUIMM IPECCOBAaHUEM. B HEKOTOPBIX BapHaHTax
peanu3aluy HAaCTOSILIETO H300PeTeHUs YKa3aHHYI0 TaONETKy IONy4aroT MyTeM JSKCTPY3HH
nacThbl B OPMY WIIHM SKCTpyAATa IJIsl JabHEHIIEro pa3pe3aHust Ha KyCKd. B npyrom BapuaHTe

pean3ay HaCTOsIIEero n300peTeHnst TabieTka MpeaCcTaBisieT COOOH TBEPAYIO TabJIeTKYy.
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[00113] «TepaneBTudecku >p(PeKTUBHOE KOMMUECTBO» WK «3()()EeKTHBHOE KOJUYECTBOM
NpEeACTaBIsieT COOOH KOMMYECTBO (hapMaLeBTHUECKOTO areHTa, Tpedyemoe Al TOCTHIKEHHUS
dapmakonornyeckoro s¢dexra. Tepmun «repaneBTudecku 3S(PexkTUBHOE KOITHUECTBO»
BKJIFOYAET, Hampumep, mnpodunmaktuuecku 3pQexkTuBHOE KOMMIecTBO. «IPPEeKTUBHOE
KOJINYECTBO» HHUpanapuda MnpencTaBisieT cOOOH KOJNUYECTBO, HEOOXOAMMOE JUISl TOCTHXKEHUS
xkemaeMoro  (hapmakosormueckoro s¢pdekra WIM TepaneBTHYECKOro yiydileHus 0e3
Ype3MepHbIX MOOOYHBIX 3P dexkToB. DPQPeKkTHBHOE KONUYECTBO HHUpanapuda BbIOUpaeT
CHELMATNCT B JaHHOW OOJNACTH B 3aBHCHMOCTH OT KOHKPETHOTO MAaIeHTa W 3a00JIeBaHMUSL.
Crnenyer moHuMath, 4To «3(p(PEeKTUBHOE KOIUYECTBO» HIIM «TepaneBTUYeCKU 3¢ (eKTHBHOE
KOJIMYECTBO» MOKET BAPbUPOBATHCS OT CYOBEKTa K CYOBEKTY M MOKET 3aBHCETh OT H3MEHEHUH
metabos3mMa Hupamnapuda, BO3pacTa, MacChl Telia, OOLIEro COCTOSIHUS CyOBeKTa, COCTOSHUS,
MOJJIEXKALIETO JISYEHHUIO, TSXKECTH HTOI'0 COCTOSIHUSA U PELIEHUs Bpaya, Ha3HAYarOIIero JIeueHue.
Hcnonb3yeMmblii B HACTOSIIIEM JOKYMEHTE TEPMUH «OOJIerYeHne Wi YMEHbIIEHHE CHMIITOMOB
OIPEAENIeHHOrO 3a00JI€BaHMs, PACCTPONCTBA HII COCTOSIHHS ITyTEM BBEIEHUSI ONPEAEIEHHOr0
COeMHEeHUs WIH (PapMalleBTHYECKOH KOMITO3UIIMINY OTHOCHTCS K JIIOOOMY CHIDKEHHIO TSKECTH,
3aepKKe Haydaja, 3aMeJIEHHIO MPOTrPEeCCUPOBAHMS WM COKPALIEHHIO MPOJOJLKUTEIbHOCTH
3a00ieBaHusI, TOCTOSTHHOMY WJIH BpEMEHHOMY, JUIUTEIbHOMY HJIM KPAaTKOBPEMEHHOMY, KOTOPOE

COOTHOCHTCA WX CBA3aHO C BBEACHHUEM YKA3aHHOI0 COCAUHCHUSA UJIIN KOMITIO3HUIIUH.

[00114] TepMHuH «tmax» OTHOCHUTCS K BPEMEHM B uacax, korzna aocturaercss Cmax Mocie

BBEACHUS (hapMaLeBTHYECKON KOMITO3UIUH.

[00115] TepMuHBI «JI€UUTBHY WU ICYEHUE», MCIOJb3yEMble B JAHHOM JIOKYMEHTE,
BKJTIOUAIOT O0JIerdeHue, YMEeHbIIEHUE WK ocliablieHne 3a00JIeBaHuUs HITH COCTOSTHUS, HATIPUMeED,
paka, CHMITOMOB, TMPENOTBPALIEHHE JOMOJHHUTEbHBIX CHMIITOMOB, VJIy4II€HHE WU
MPEeNOTBpPAIllEeHHEe OCHOBHBIX MeTAa0OJUYEeCKUX TMPUYHUH CHUMITOMOB, HWHTHOUPOBAaHUE
YKa3aHHOTO 3a00JIeBaHUS WJIM COCTOSIHHS, HANpHUMep, OCTAaHOBKA PAa3BUTHS YKAa3aHHOTO
3a00JIeBaHMSI UJTH COCTOSIHUS, OCJIabJIeHHe YKa3aHHOTO 3a00JIeBaHUS UJTH COCTOSTHUSI, PETPECCHSI
YKa3aHHOTO 3a00JIeBaHUS WM COCTOSIHUS, OOJIerdeHHe COCTOSIHUSI, BBI3BAHHOTO YKa3aHHBIM
3a00JIeBaHIEM HITH COCTOSTHUEM, U MPEeKpalleHue CUMIITOMOB YKa3aHHOTO 3a00JIEBAHUS UJTH

COCTOSTHUS TIPOPUITAKTHYECKH W/ UJTH TePATIeBTUUECKH.

[00116] [pyrue oOBEKTHI, MPU3HAKU U MIPEUMYIIECTBA CTIOCOOOB M KOMITO3ULIMHA, ONTMCAHHBIX
B HACTOALIEM AOKYMEHTE, CTaHyT OYEBHUAHBIMH W3 CIEAYIOIIEro MOAPOOHOTO OMUCAHMSL

OnHako crnenyer MOHMMATh, YTO MOAPOOHOE ONMHUCAHHE W KOHKPETHBIE NMPUMEPHI MPUBEIEHBI
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TOJIBKO B Ka4d€CTBC HWIUIKOCTpALlUH, XOTA B HHUX U MPUBOAATCA ONPECACJICHHBLIC BapUAHTHI

peam3aliil HACTOALIECTO I/1306peTeHI/I$I.

JEKAPCTBEHHBIE ®OPMbI HUPAIIAPUBA

[00117] ABTOpHI HacTOALIEr0 H300PETEHHs NPUIHAIOT HEOOXOIUMOCTh OOeCTIeUeHHsI
YJIYYLUIEHHBIX JO3MPOBAHHBIX JIEKAPCTBEHHBbIX (popM Hupamapuba, uUMeRmuxX Tpedyemble
npoduu Ae3NHTErpalyy, (apMakOKUHETUYECKHE XapAKTEPUCTUKN, CBOMCTBA TEKYUYECTH U/UJIH
XOpOLIYK CTa0MJIBHOCTh NpH XpaHeHWU. Kpome Toro, takue yiydlleHHbIE JO3UPOBAHHBIE
JeKapCTBeHHbIe (POPMBI MOTYT OBbITh MOJIE3HBI B CriocoOax JjieueHus (Harmpumep, B crocodax

JICUEHUS paKa).

[00118] Hacrosimuee wu300peTeHHe OTHOCUTCS K  CIOCOOY — MOJMY4YEHHs]  TBEPIOM
(apMaleBTHUECKOW KOMIO3HLMU IJIi MEPOpPajbHOrO BBEAEHUS, COAEprKalleld HHIHOUTOP
nonu( Al®-pubdoza)-nonmumepasbl (PARP)-1 u -2, u ee mpuUMEHEHHUIO Al MPEAOTBpPALICHUS
u/vnu nedenus 3abonesanuil. HacTtosiiee n3o0peTeHrne OTHOCUTCS K TBEPIBIM JO3UPOBAHHBIM
JIEKapCTBEHHBIM (OopMaM, COnIeprKalluM Hupamnapud U ero (papMaleBTHUECKH MpHEeMIIeMbIe
conu (Hampumep, HHupamapuba TO3WJaTa MOHOTHIPAT), HUMEIOIIUM  JKeJaTeNIbHbIe
(bapMaKOKMHETHYECKHE XapPAKTEPUCTUKU, TMPOSBISIFOIIUM, HAmpuMmep, OJaronpusiTHbIC

CBOWCTBA MPH XPaHEHUH U OJIArONPHSITHbIE CBOWCTBA PACIIaJaeMOCTH.
[00119] Hupanapub nmeer caenyrImyo CTPYKTYpY:

O NH,

=N : :NH

[00120] Hupamapu® sBiseTCS MNEPOPATBHO JOCTYIHBIM CEJIEKTUBHBIM HHTHOHTOPOM
nonn( Al®-pubdosza)-nommepassl (PARP) 1 u 2. Xumuueckoe Ha3BaHHE HUpanapuda To3miara
MoHoruzapata cieayroiee: 2-{4-[(3S)-nmunepuaun-3-wn|pennn }-2H-nanazon 7-kapbokcaMun

4-metnndensoncynbponara ruapat (1:1:1); OH UMeeT CIenyIYI0 XUMUYECKYIO CTPYKTYPY:
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[00121] Owmmnmpuyeckass MosekyssipHas Qopmyna Hupamapuda CisH3oN4OsS, a ero
MoJieKkyJsipHass Macca coctasisier 510,61, JlekapcTBeHHOE BelIecTBO HHpamapuda To3uiara
MOHOTHJPAT MPEACTaBIAET COOOH HErMIPOCKOMNYHOE KPUCTAJUINUECKOE TBEPIOE BEIECTBO OT
Genoro no OenoBaroro usera. PactBopumocth Hupamapuba He 3aBucutr ot pH Hmwxke pKa,
paBHOrO 9,95, TpU 3TOM PACTBOPUMOCTb CBOOOJHOIO OCHOBaHHUSI B Boje cocrasisier ot 0,7

mr/mi o 1,1 Mr/mi Bo BceM pusnonormyeckom auanaszone pH.

[00122] Hupanmapu®  sBnsieTcs  CeNeKTUBHbIM  HHruOuTOopoM  monu(AJ1dD-pubosa)-
nosumepasbl (PARP) 1 u 2, koTopblii u30upaTenbHO yOMBAeT OMyXOJeBble KJIETKH in Vitro U B
MOJIeNIIX KCeHOTpaHCIUlaHnTaTta Mblu. Marnbuposanne PARP mpuBOIUT K HEMmONMpaBUMbIM
paspeiBaM nBoWHON wenu (DSB), HCHOAB30BAaHUIO TMOABEPIKEHHOIO OIIMOKAM MyTH
BoccraHoBienus: JIHK, pesyibrupyromei HeCTaOMJIBHOCTH T€HOMa M, B KOHEYHOM HTOTe,
rudemu kynetok. Kpome Toro, PARP, mnomaBmuii B TreHeTUYECKHME OYard B pe3yJibTaTe

IIoJaBJICHUA aBTOPARI/IJ'II/IpOBaHI/ISI, MOJKET CIIOCOOCTBOBATH OUTOTOKCUYHOCTH.

00123 Hupanapu6, Toprosoe nanmenosanne ZEJULA®, mokasan st HOAAEp KaHUS WIH
[ parap p p

>
JICYEHUST B3POCJIBbIX MAIMEHTOB C PELIUIMBUPYIOLIAM 3TUTEIHATBHBIM PAKOM SIMYHUKA, PAKOM
MATOYHOU TPyObI MJTH MEPBUYHBIM PAKOM OPIOLITHHBI TIOCTIE TIOJTHOTO WJIH YACTUYHOTO OTBETA HA
XUMHUOTepanuio Ha ocHoBe miatuHbl. Kaxnas kancyna ZEJULA conepskut 100 mr Hupamapuba
(B BUze To3myaTa MOHOTUApaTa). TBepIbie KarcCyJibl MOTYT UMETh OeJblii KOPIyC ¢ YepHOU
Haamuchto «100 Mr» U QuoseToBbIi KOMMA4YOK ¢ Oenol Haamuchlo «Hupamapuby. Tekyimas

pexomenayemast no3a ZEJULA B kauecTBe MOHOTEpANMK COCTABIISIET TPU KarcyJiel no 100 wmr,

NPUHUMAaEeMble IEPOPAILHO OJIUH pa3 B A€Hb, YTO SKBUBAJIEHTHO 001Iel cyTouHOH 103e 300 Mr.

[00124] Hacrosiimee n3obpeTeHe OTHOCUTCS K KOMITO3ULIUU AJISI IEPOPAIbHOTO BBEACHUS,
comepskameil Hupamapud wid ero (papManeBTUYECKH MpUEMIIEMble COJH. B HEKOTOpBIX
BapHaHTaX peajn3aliy HACTOSIIEro U300pEeTeHUsT YKa3aHHAsT KOMITO3ULIUS JIJIsl IEPOPATTbHOTO

BBEACHUS CONEPKUT OT npuMepHo 20 mac. % no npumepHo 80 mac. % Hupanapuda 1Ist TeHeHUs



47

paccTpoiCTBa MM COCTOSIHUS, TAKOTO KaK pak; U (papManeBTUYECKU MPUEMIIEMbI HOCUTEIb,
rIe YKa3aHHbIH HUpamapud pacrpeneneH No BceMy (apMaleBTHYECKH NPUEMIIEMOMY
HOCUTEN0. B HEKOTOpBIX BapHaHTax peaju3aldy HACTOALIEr0 M300pETeHHs YKa3aHHas
KOMIIO3ULMS JIJIs1 IEpOPaibHOrO BBEIEHUS COEPKUT OT mpuMepHo 20 Mac. % 1o npumMepHo 60
mac. % Hupamapuba Ui JIEUEHHS PACCTPONCTBA HIIM COCTOSIHHS, TakOro Kak pak; H
dapmalieBTUUECKH TNPUEMIIEMBIi HOCHTENb, I7I€ YKa3aHHBIH HHUpamapuO pacmpeneneH ¢
CYILECTBEHHON OJHOPOAHOCTBIO IO BCEMY (hapMalleBTHUECKH MPUEMIEMOMY HOCUTENM0. B
HEKOTOPBIX BapHaHTaX peaJM3aliy HACTOSINEro M300peTeHUs yKa3aHHas KOMIIO3MLIUA IS
NEpPOPAIbHOIO BBEAEHUS COAEPKUT OT mpumepHo 35 mac. % no mpumepHo 55 mac. %
HUpanapuda 1is JIe4ueHHs pacCTPONCTBA MM COCTOSIHUS, TAKOTO KaK pak; U (papmManeBTH4eCKU
NpUEeMJIeMbIi HOCUTEJb, T[€ VKa3aHHbIH HUpamapud pacrpeneneH ¢ CyIIeCTBEHHOH

OZHOPOAHOCTBIO 110 BCeMy (hapMaleBTHUECKU IPHEMIIEMOMY HOCUTEITIO.

[00125] B BapuaHTax peanu3alii HACTOSINErO M300PETEHMS YKa3aHHAS KOMIO3HMLIUS JJIsI

HepOpaJIbHOTO BBEICHHS MIPEACTABISAET COOO TabIeTKy.

[00126] B HekOoTOpbIX BapHaHTaX peaIU3aLMU HACTOSLIEr0 H300PETeHUs YKa3aHHOE

PacCTPOMCTBO MITH COCTOSIHHE MPEACTABISIET COOOM paK, HAPUMEp, PaK SIMUHUKOB.

[00127] B HekOTOpBIX BapUaHTAX peaju3aldd HACTOSIIEr0 H300pEeTeHHs] Hupanapuod
npeAcTaBisieT coOol (papmauneBTHUECKM TPUEMIIEMYIO COJb HHUpamapuba. B HekoTopbIx
BapUaHTaX peaju3aliy yKa3aHHas (apManeBTUYECKH mpueMiiemMas Cojb HHUpanapuda

npencTasisier codoit Hupanapuda ToO3UJIaTa MOHOTHAPAT.

[00128] B HekoTOpbIX BapuUaHTaX peaTU3alUH HACTOSINEr0 H300pEeTeHUs yKa3aHHAs
(apmarieBTHUECKAasT KOMIO3HMLUS CONEPKUT OT mpuMmepHo 10 mr no mpumepno 2000 wmr
HUpanapuba TO3WIaTa MOHOTHIpaTa. B HEKOTOPHIX BapHaHTaX peajH3alMd HACTOSIIEro
n300peTeHus yka3aHHas (papmaneBTHYECKass KOMITO3UIHS COAEPIKUT OT mpumepHOo 10 mr mo
npumepro 1000 mr Hupanapuda To3uIaTa MOHOTHIPATa. B HEKOTOPBIX BapHaHTaX peain3aliu
HACTOSIIIETr0 M300peTeHNs yKa3aHHas (papManeBTH4YeCKas KOMITIO3ULHSI COOEPIKHUT OT PUMEPHO
10 Mr mo mpumepHo 525 Mmr Hupamapuba TO3HWJIaTa MOHOTHIpaTa. B HEKOTOpPBIX BapuaHTax
pean3ay HaCcTOSIIEer0 H300peTeHUs yKa3aHHast (papMalieBTUIeCKast KOMIIO3HLIUS CONEPIKUT
OT npuMepHO 425 Mr 10 npuMepHo 525 Mr Hupanapuda To3ujIaTa MOHOTUApaTa. B HEKOTOphIX
BAPHUAHTAX PeajM3aliy HACTOSILIETrO H300peTeH sl YKa3aHHas (papMarieBTUIecKast KOMITO3ULIUS
comepxut ot npuMepHo 50 mr mgo nmpumepHo 300 mMr Hupamapuba To3ujata MOHoruapara. B

HEKOTOPBIX BapUaHTax p€ajn3alii HACTOALICTO I/1306peTeHI/I$I YKa3aHHasd (I)apMaLIeBTI/ILIeCKaﬂ
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KOMITO3ULIUST CONEPKUT OT mpuMmepHO S0 Mr mo mpumepHO 525 Mr Hupamapuda To3mIiaTa
MoHoruzapata. Hampumep, ykazaHHast dapMarieBTHUECKast KOMIIO3ULUSI MOXKET COAEPKaTh OT
npumepro 100 mr no mpumepHo 200 Mr Hupamapuba To3miaTa MOHoruzapara. Hampuwmep,
yKa3zaHHas (apMaleBTHUeCKas KOMIIO3HMLUS MOXKET COAepKaTb OT NpuMepHO 125 mr no

npumMepro 1750 mr Hupanapuba To3usIaTa MOHOTHAPATA.

[00129] VYka3aHHasi COCTaB MOXKET COIEpPKaThb OOUH WM OoJiee KOMIIOHEHTOB, BKJIIOYAs
Hupamapud. Yka3aHHbIE KOMIIOHEHTbI MOXXHO OOBENHHSTH C TMOJIyYeHHEM TPaHyJ, KOTOpbIE

3aTeM MPECCYIOT ¢ MONy4eHHeM TabJIeTOK.

[00130] Hupanapu® MoXxeT NpUCYTCTBOBaTh B YKA3aHHOW JIEKAPCTBEHHOW (opMme B BUAE
(dapmaueBTHueckn mpuemiemor comu. Hampumep, ykasaHHBIH =~ HHpamapu®  MOXKET

NpeACTaByIsITh COO0I HUpanapuba To3uIaTa MOHOTUAPAT.

[00131] MnmocTpaTUBHBIE COCTaBbl BKJIIOYAKOT COCTaBbI, ONHCAHHBIE B HACTOALLEM

JIOKYMEHTE.

[00132] B oxgHOM BapmaHTe peanu3aly HACTOSLIEr0 N300pEeTeHNs MILTFOCTPATUBHBIN COCTaB
Hupanapuba compepxut 478,0 Mr Hupanapuba To3unaara MoHoruapara, 203,5 Mr MOHOTHApaTa
JakTo3bl, 203,5 Mr MUKpPOKpUCTaUIMUEeCKON Lesutoyo3bl, 40,0 mMr kpocrnoBunona u 20,0 mr
TIOBHIOHA JJIsl BHYTPHUIPAHYJISIpHOM (a3br; 1 40,0 Mr KpOoCOBHIOHA, 5,0 MI' IMOKCHAA KPEMHUS
u 10,0 mMr creapara MarHusi AJisi BHETPaHYJSIpHOW (a3pl. B omHOM BapuaHTe peann3aluu
HACTOAIIET0 M300pETEeHUs] WILUIFOCTPATUBHBIA CcOcTaB Hupamapuba comepxutr 47,8 mac. %
Hupanapuba To3mnara MmoHoruzapara, 20,4 mac. % wmonoruapara saktosel, 20,4 mac. %
MUKPOKPUCTAIMYECKON 1esro03bl, 4,0 Mac. % kpocnoBuaoHa u 2,0 mac. % moBUmoOHA st
BHYTpUTpaHyJisipHO# (aser; u 4,0 mac. % kpocnoBunoHa, 0,5 mac. % muokcuna kpemuus u 1,0

mac. % creapara MarHus Ui BHETPaHYJISIPHOH (a3blL.

[00133] B opHOM BapuaHTe peaju3alU{ HACTOSINEro H300pETeHUS WILTFOCTPATHBHBIN
coctaB Hupamapuba copepxxut 478,0 mr Hupamapuba To3mjata MoHoruapara, 1935 wmr
MOHOrUApaTa JakTto3b, 1935 Mr Mukpokpucrammdeckon nemmonossl, 40,0 wmr
Kpockapmesuto3bl U 40,0 Mr rUAPOKCHUITPONIIILEIIIIONIO3bI Il BHYTPUTPAHYJISAPHOH (assl, u
40,0 mr xpockapMmero3el HaTpus, 5,0 mr auokcuaa kpemuus u 10,0 mr creapara Marnus ajis
BHETpaHyJIsipHOH (asel. B ogHOM BapwaHTe peanu3aluil HACTOSIIEro H300peTeHus
WIIFOCTPATHBHBIN CcocTaB Hupamapudba comepxutr 47,8 mac. % Hupamapuba TO3MIaTa
MoHoruzpata, 19,4 mac. % monHoruapara naktosbl, 19,4 mac. % MHKPOKpPUCTAIIMYECKON

ueumonosel, 4,0 mac. % kpockapmesmiodsl 1 4,0 mac. % TUAPOKCUITPOMMILEIUIIOIO3bI IS
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BHyTpUrpanyJsipoit ¢assr; u 4,0 mac. % kpockapmemo3bl Hatpus, 0,5 mac. % auokcuaa

kpemuus u 1,0 mac. % creapara Marausi Jisi BHETPaHyJSIPHOH (a3bl.

[00134] B opHOM BapuaHTe peaju3alUd HACTOSILIEr0 H300PETEeHUs]  WILIFOCTPATHBHBIN
coctaB HHpamapuOa copepxxut 478,0 mr Hupamapuba To3mujata MoHoruapara, 178,5 wmr
MOHOTUAPATA JAKTO3bL, 178,5 MI MUKPOKPUCTAININYECKON Le/uton03bl, 40,0 Mr KpOCIIOBUIOHA
u 25,0 Mr nuoKcHuIa KpeMHHUsI AJisl BHYTpUTpaHyispHor ¢assl, u 40,0 mr kpocnosuaona, 10,0
Mr auokcuna kpemuusi u 10,0 Mr creapata MarHusi AJisi BHETpaHyJSIpHOHU ¢asbl. B ogHOM
BApPUAHTE peaNM3alMd HACTOSINEro H300peTeHHs WUIFOCTPATHBHBIM COCTaB HHpamnapuda
conep:xxut 47,8 mac. % Hupanapuda To3unara MoHoruaparta, 17,9 mac. % MoHOTHIpaTa JIAKTO3bI,
17,9 mac. % Mukpoxpuctauudeckon nemmonossl, 4,0 mac. % kpocnosunoHa, 4,0 mac. %
noBHAOHA U 2,5 mac. % OUOKCHIA KPEeMHHsI Uil BHYTpUrpaHyJsipHO# ¢asbr, u 4,0 mac. %
kpocrioBuaona, 1,0 mac. % pmokcunma kpemHust u 1,0 mac. % creapara MarHus s

BHETPAHYJIIPHOH (a3l

[00135] B onmHOM BapuaHTe pealu3alMd HACTOSILIEr0 HM300PETeHMs  WILUTIOCTPATHBHBIN
coctaB Hupamapuba comepxxut 478,0 mr Hupamapuba To3miara monoruapara, 201,0 wmr
MUKPOKpUCTAUNYeCKOl neutoso3bl, 201,0 Mr aByxocHoBHOro ¢ochara kanbuwms, 40,0 mr
KkpocrnoBuaoHa, 20,0 Mr nmoBuaoHa U 5,0 Mr cTeapata MarHus Uil BHYTPUTPAHYJSIPHOU (a3bl;, U
40,0 mr kpocnoBuaoHa, 5,0 mr auokcuaa kpemHuss u 10,0 mr creapara MarHusi AJis
BHETpaHyJIsipHOH (asel. B OZHOM BapwaHTe pealu3alud HACTOSINEro H300peTeHus
WIIFOCTPATHBHBIN COCTaB Hupamapuba coxepxutr 47,8 mac. % Hupamapuba TO3MIaTA
MoHoruzpata, 20,1 mac. % Mukpokpucramumdeckoi nemtonossl, 20,1 Mac. % IByXOCHOBHOTO
docdara kanbiys, 4,0 mac. % kpocnosunona, 2,0 mac. % nosunona u 0,5 mac. % creapara
MarHusi AJisl BHYTpPUrpanyJsipHoit ¢aser, u 4,0 mac. % xpocnoBuaoHa, 0,5 mac. % auokcuaa

kpemuus u 1,0 mac. % creapara MarHusi JJisl BHETPaHYJSIPHOH (a3bl.

[00136] B opHOM BapuaHTe peaju3alUd HACTOSILIEr0 H300PETEeHUs] WILTFOCTPATHBHBIN
coctaB HHpamapuba comepxxut 478,0 mr Hupamapuba To3mnara MmoHoruapara, 201,0 wmr
MUKPOKPUCTAIINYECKON Lenrono3sl, 201,0 Mmr manaurta, 40,0 Mr KpockapMesio3bl HaTpus,
20,0 MT THAPOKCHUITPOTIMIILIEIUTIONO3bI B 5,0 M cCTeapaTa MarHus AJisl BHY TPUTPAHYJIIPHOH (as3bl;
1 40,0 Mr kpockapMesno3sl Hatpus, 5,0 Mr inokcuaa kpemuus u 10,0 Mr creapara Maraust 1Jist
BHETpaHyJIsipHOH (asel. B ogHOM BapwaHTe peanu3aludl HACTOSIIEro H300peTeHus
WIIFOCTPATHBHBIN cocTaB Hupamapudba coxepxutr 47,8 mac. % Hupamapuba TO3MIaTa

moHoruapata, 20,1 mac.% mukpokpuctammueckon nemmonossl, 20,1 mac.% mannuta, 4,0
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Mac.% KpockapMesuio3bl HaTpus, 2,0 Mac.% runpoxkcunponuinesuionossl 1 0,5 mac.% creapara
MarHusi JJisl BHyTpUrpaHyssipHon ¢aser, u 4,0 mac.% kpockapmemiossl Hatpus, 0,5 mac.%

nnokcuna kpemuus u 1,0 mac.% creaparta MarHusi 1Jisi BHETPaHYJISIPHOU (hasbl.

[00137] B onmHOM BapuaHTe peaiH3alMd HACTOSIIETO W300PETEHHS  WILIFOCTPATHBHBIN
coctaB Hupamapuda copepxxut 478,0 mr Hupamapuba To3ujara MmoHoruzapara, 201,0 mr
MUKPOKpUCTAIIMYECKON nesutono3bl, 201,0 mr mannura, 40,0 mr kpocnosuaona, 20,0 mr
noBuAOHa 1 5,0 MI cTeapaTa MarHus AJisl BHyTpUrpaHysipHOH ¢asel; 1 40,0 Mr KpOCTIOBUIOHA,
5,0 mr nuokcuna xkpemaust u 10,0 Mr creapara Marausi Jisl BHErpaHyJsipHoH ¢asbl. B ogHOM
BAPUAHTE peaNM3alMd HACTOSINEro H300peTeHHs WUIFOCTPATHBHBIM cOCTaB HHpamapuda
comepxutr 47,8 wmac. % Hupamapuba TOo3mymata MoHormaparta, 20,1  wmac.%
MUKpOKpUcTaJuIndeckoi 1emmono3el, 20,1 mac.% manuuta, 4,0 Mac.% kpocnoBumona, 2,0
mac.% nosunoHa u 0,5 Mac.% creapara MarHus Ui BHyTpUrpanyJsipHoit ¢assr, u 4,0 mac.%
kpocrioBuaoHa, 0,5 mac.% pgumokcunma kpemHuss u 1,0 mac.% creapara MarHus s

BHETPAHYJIIPHOH (a3l

Tabnemuposannpie Komnouyuu, cooepicamiue HUpanapuod
[00138] B HacrosiimieM JOKYMEHTE OIHMCAHbl WJUIOCTPATHBHBIE TaOJIETUPOBAHHBIE

KOMITO3UIIHUH, BKIIHOYAA UJLIHOCTPATUBHBIC BCIIOMOTaTCJIbHBIC BEIICCTBA.

[00139] BapuaHThl peanu3aliy HACTOSINETO H300pPETeHHs] OTHOCSTCS K TaOJIETUPOBAHHOM
KOMITO3ULIUH, coneprkameii Hupamapu® B KonudecTBe, 3((HEKTUBHOM Uil MHIMOUPOBAHHS
nonu( A1®-pubdoza)-nonmumepassl (PARP) npu BBeneHnn cyOBEKTY, HYKAAOIIEMYCS B 3TOM,
rJe yKasaHHas Ta0JieTKa COAEPIKUT BHYTPUTPAHYJSIPHYIO (asy ¥ BHErpaHyJsipHyO (asy, u B
KOTOpOH: (a) MO MeHbIIeH Mepe OAMH KOMIIOHEHT YKa3aHHOW BHYTPUIPAHYJSIPHOH (a3bl
npexncTaBisier coboil pasOaBUTENb, CBA3YIOINEE, PA3PBIXJIIONIEE BEINECTBO, CKOJB3SIIEe
BEIIECTBO WJIM CMasblBarolnee BemecTBo, w/win (b) mo MeHbLIedl Mepe OAWH KOMIIOHEHT
YKa3aHHOW BHErpaHyJsIpHOW (a3el mpencraeisier cOOOH  pasphIXJSIIOLIEE  BEIIECTBO,

CKOJIb3A1IC€ BCIIECCTBO MJIM CMAa3bIBAIOIICE BEICCTBO.

[00140] [pyroii acmekT HACTOSIIEr0 W300pETEeHUs] OTHOCATCS K TaOJIeTUPOBAHHOM
KOMITO3ULIH, coneprkameii Hupamapu® B KonudecTBe, 3((EKTUBHOM IUIi MHIHOMPOBAHHS
nonn( Al®-pubdoza)-nomumepassl (PARP) npu BBeneHnn cyObeKkTy, HYKAAOIEMYCS B 3TOM,

NPU 3TOM yKa3aHHasi TabJieTKa CONEPKUT BHYTPUTPAHYIJIPHYIO a3y U BHETPAHYJIPHYIO (asy.

[00141] B HekoTOpBIX BapHaHTaX HACTOALIETO M300pETeHHs TaOJETHPOBAHHAS KOMITO3ULIHSI

COIEPKHUT Huparmapud B KoaudecTBe OT mpumepHo S0 no mpumepHo 350 Mr B pacuere Ha
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cBOOOHOE OCHOBaHME HHUpamapuba, B HEKOTOpPHIX BapuaHTaX HACTOALIETO H300pETeHHUs
Ta0JIeTUPOBAHHAST KOMITO3ULIMSI CONEPIKUT HUparapuda To3uIaTa MOHOTHIPAT B KOJIUYECTBE OT
npuMmepHo 100 go mpumepno 550 mr. B BapuaHTax peanusaiiiii HACTOSIIErO HU300peTeHUs
Ta0JIeTUPOBAHHAS KOMIIO3HIIHSI COAEPKUT HUpamapruda TO3WJIaTa MOHOTHAPAT B KOJIHYECTBE,

cocrasJsitoieM npumMepHo 40-50 % oT Macchl yKa3aHHOM TaOJIETHPOBAHHON KOMITO3ULIUU.

[00142] B BapmaHTax peanm3anmy HACTOSIIErO N300PETEHNs YKa3aHHAsl BHYTPUT PAHYJISIpHAS
¢aza conepxxut pazdaBuresb (HapuMep, MEPBBINA pa3daBUTEINb) B KOJIUYECTBE, COCTABJISIOIIEM
npumepHo 7,5-15%, mnpumepno 8-14% wnmu npumepHo 9-11% ot maccel yka3zaHHOMU
TaONETUPOBAHHOM KOMNO3ULMU. B BapmaHTax peanu3alyl HACTOSIIErO0 H300peTeHus
yKa3aHHas BHYTpUTpaHyJisipHas (asa CONEpXKUT BTOPOH pa30aBUTENb B KOJIUYECTBE,
cocTaBisrolieM npumepHo 25-40%, npumepno 30-40% wnu npumepHo 30-35% ot maccel
YKa3aHHOW TaONeTHpPOBAHHOW KOMIIO3MIIMU. B BapuaHTax peaju3alluyd  HACTOSLIETO
n300peTeHns1 yKa3aHHas BHYTPUTPaHyJsipHas (hasa CONEPIKUT CBs3YIOINee B KOJIMYECTBE,
coCTaBjsiroeM npumepHO 1-3% OT Macchl yka3aHHOW TaOJNeTHPOBaHHOW KOMIO3uLuH. B
BapUAHTAX peAIN3alMd HACTOSINEro H300pEeTeHHsl yKa3aHHAs BHYTPHUIpaHyJsipHas ¢asa
COZIEPKUT Pa3phIXJISIIOLIEE BELIECTBO B KOJIMUYECTBE, cocTaBisomeM npuMmepHo 0,1-1,5% wnu
npumeprao 0,5%-1,5% oT macchl yka3aHHOH TaOneTUpOBaHHOW KOMIO3MLMH. B BapmaHTax
peanu3alu HACTOSLIEro H300pEeTeHUsl yKa3aHHAas BHYTPHUrpaHyJsipHas (asa ComepKur
CKOJIb3SIIIIee BEIIECTBO, aICOPOEHT mik aOCOPOSHT B KOJMUECTBE, COCTABIISIOLIEM PUMEPHO 1-
5% wmnu npumepHo 2-4% OT Macchl YKa3aHHOH TaOJeTHPOBAHHOW KOMMO3UIMK. B BapuaHTax
peanu3alu HACTOSLIEr0 HW300pPETeHUsl yKa3aHHAas BHYTPHUIpaHyJsipHas (asa COmepIKur
CMas3bIBalolllee BEIIeCTBO B KOJIMYECTBe, cocTaBisiromieM npumepHo 0,1-2% ot maccel
YKa3aHHOW Ta0JEeTUPOBAHHOM KOMNO3MLMU. B BapumaHTax peanu3alii HACTOSIIETrO
n300peTeHNs] yKa3aHHAash BHETrpaHyJsipHas (pasa COAEPIKUT pPa3pPhIXISIONIEe BEIIECTBO B
KOJINYECTBE, CocTaBisitonmieM npumepHo 0,1-2% OT Maccel yka3aHHOW TaONeTHPOBAHHOU
KOMITO3ULIMH. B BapHaHTax peann3aluy HaCTOSIIEro N300PETeHUs YKa3aHHAsl BHETPAHYJIpHAS
daza COmEPKUT CKOJIb3SIIEe BEINEeCTBO WJIM ancopOeHT uiaum abCoOpOeHT B KOJUYECTBE,
coctasysiroieM npuMepHo 0,1-2% OT Maccel yka3aHHOH TaOneTHMPOBaHHOW KOMMO3WLUH. B
BapPHUAHTAX PeajM3aliy HACTOSIIEro H300peTeH s yKa3aHHasi BHErPaHyJsipHas (aza COOepIKHUT
CMasblBalolllee BEIIECTBO B KOJIMYECTBe, cocTaBisirouieM npumepHo 0,1-2% ot maccel

yKa3aHHOU TaOJIEeTHPOBAHHON KOMITO3ULIHH.

[00143] OnuH acmeKT HACTOSIIEro U300peTeHUs OTHOCHTCS K  TaOJIeTUPOBAHHOM

KOMTIO3UIINH, conepskamieit: (a) 3ppexkTuBHOe KOMMYeCTBO HUpamapuda st HHIHOUPOBAHUS
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nonn(Al®-pubdoza)-nomumepassl (PARP) npu BBeneHun cyObeKkTy, HYKIAKOMIEMYCSl B 3TOM;
(b) mepswiii pazdaBuTesb, BHIOPAHHBIN M3 MOHOTHUAPATA JIAKTO3bI, O€3BOIHON JIAKTO3bI, MAHHUTA
U IBYXOCHOBHOTO (hocdarta KanpLyst;, ¢) cTeapaT MarHus, d) Bropoli pa3daBuTeb, BEIOpaHHBINA
u3 MUKPOKPHUCTAJUTNIECKOH LIEJUTIOJIO3B, Kpaxmasna, MOJIMS TUJIEHOKCHIA u
rugpokcunpommMeTinesuioio3sl (I TIML); u e) cs3yroiuee, BeiOpanHoe u3 nosuaoHa (PVP),

rugpokcunpomiesuioao3sl (I'TIL) u ruapokcunponuiMeruiesuiroo3sl (I TIMLI).

[00144] B nHacrosimem AOKYMEHTE OPYIOH acleKT HACTOALIEro M300peTEeHUs] OTHOCUTCS K
TaOJNIETUPOBAHHOW KOMIIO3HMILIMH, COAEpKalleld CJIEAyIoLIMe KOMIIOHEHTbl B MacCOBOM

MPOLUCHTHOM OTHOIICHUU!

(a) BO BHYTPHUIpaHYJISIPHOH YacTH:

1) npumepHo 40-50% Hupanapuba TO3MNIATA MOHOTHIPATA;

(i1) npumepHo 8-14% nepBoro pazOaBuTens;

(ii1) npumepHo 30-40% BTOporo pazdaBurens;

(iv) npuMmepHo 1-3% cBs3yro1IEero;

v) npuMepHO 0,1-2% pa3prIXJIAIOLIETO BELIECTBA,

(vi) npuMepHO 2-4% CKOJB3SIIIEro BellecTBa WM aacopOeHTa WU

abcopOeHTa; u
(vii) npumepHo 0,1-2% cMa3bIBaroLero BeLecTBa;
(b) BO BHErpaHyJSIpHOH YacTH:
1) npumepHo 0,1-2% pa3prIXJISIIOIIEro BEeIeCTBa,
(i1) npumepHo 0,1-2% CKOJB3SIIIero BelmecTBa Wi acopOeHTa UK
abcopOenTa; u
(1i1) npumepHo 0,1-2% cMa3bIBaroLIero BerecTsa.
[00145] B Hacrosimem AOKYMEHTE OPYTOi acleKT HACTOSALIEro M300pEeTEeHUs] OTHOCUTCS K
TaOJIETUPOBAHHOW KOMIIO3HMILMH, COAEP)KALIed CJIEQYIOLUINe KOMIIOHEHTBI B MacCOBOM

MPOLUECHTHOM OTHOIICHUU!

(a) BO BHYTPHUIpaHYJISIPHOH YaCTH:

1) npumMepHo 40-50% Hupamapuda To3unaTa MOHOTHIPATA,
(11) npumepHo 9-11% nepsoro pazdasuTes;

(111) npumepHo 30-40% BTOpOro pazdaBUTENS;

(1v) npumepHo 1-3% cBs3yro1Lero;

(v) npumepHo 0,1-2% pa3phIXJISIOLIEro BEIIECTBA,
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(vi) npuMepHO 2-4% CKONB3SAIIEr0 BELIECTBA WM aJCOpOEHTa WM
abcopOenTa; u

(vii) npumepHo 0,1-2% cMa3biBarolero BeLeCTBa;

(b) BO BHETpaHyJISIpHON YacTH:

1) npumepHo 0,1-2% pa3prIXJISIIOIIEro BEeIEeCTBa,

(11) npumepHo 0,1-2% cKomB3sIIero BemecTsa Wi aacopOeHTa Uiu
abcopOeHTa; u

(111) npumepHo 0,1-2% cMa3bIBarOLIEro BELIECTBA.

[00146] [Ipyroii acriekT HacTOSIIEro N300PETEHHs] OTHOCUTCS] K KOMIIO3HUIINH, COAep Kalien

CICAYHOIUE KOMIIOHCHTHI B MACCOBOM MPOLUECHTHOM OTHOLIICHUHN.

(a) BO BHYTPHUIpaHYJSIPHOH YacTH:

1) npumepHo 40-50% Hupanapuba TO3MNIATA MOHOTHIPATA;

(i1) npumepHo 9-40% pazbaBuTens;

(ii1) npuMmepHo 1-3% cBs3yro1ero;

@iv) npuMepHo 0,1-2% pa3prIXJISAIOLIErO BELIEeCTBa,

v) npuMepHO 2-4% CKOJNIB3SILIEr0 BELIECTBA WMJIM aaCcOpOeHTa WM

abcopOeHTa; u

(vi) npumepHo 0,1-2% cMa3bIBarOIero BELIeCTBa;

(b) BO BHErpaHyJSIpHOM YacTH:

1) npumepHo 0,1-2% pa3phIXJISIIOIIEro BEeIeCTBa,

(i1) npumepHo 0,1-2% CKOJB3SIIIero BemecTBa WK aacopOeHTa UitH
abcopOenTa; u

(1i1) npumepHo 0,1-2% cMasbiBarolero BerecTsa.

[00147] B HeKOTOpbIX BapUaHTAX peANM3AMH HACTOSINEr0 HW300pETEeHUsl YKa3aHHOEe

CMa3bIBAOIICC BEIIECCTBO NPEACTABIIACT coboit cT€apar MarHus.

[00148] B HekoTOpPBIX BapHaHTaX peaTU3al[MH HACTOSALIET0 H300PETEHHs YKa3aHHBIHI
pa3baBuTeNnb mpencTaBiusier coOOH JaKTO3y, MaHHHUT, IBYXOCHOBHBIH (ocdar kambLus,
MHUKPOKPUCTAIIINYECKYIO L[EJUTI0JIO3Y, Kpaxmad, OIS TUIIEHOKCH WA
rugpokcunpormmmMeTmineuionody  (ITIMII). B HekoTOpbIX  BapuaHTaxX peau3aiuu
HACTOSIIEro M300peTeHMs] YKa3aHHasl JIaKTO3a sBISETCS OEe3BONHONW, MOHOTHAPATHOM,
KPUCTAJIMYECKON WJIM BBICYLIEHHOW PAaCHbUICEHHEM. B HEKOTOpBIX BapHaHTax peanu3aluu
HACTOSIIEr0 M300PETEeHHsI YKa3aHHBbIH MAHHUT SIBJISIETCSl BBICYLIEHHBIM PACIBbUICHHEM WJIH

KPUCTAJNIMYCCKUM.
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[00149] B HekoTOpBIX BapHaHTaxX peaJM3alMM YKa3aHHBIA IEpBbI  pa3z0aBHUTENb
npeAcTaBisieT COOOH MOHOTUAPAT JIAKTO3bl. B HEKOTOPBIX BapHaHTaX peaTu3aliii HACTOSIIErO
n300peTeHNs] yKa3aHHBII MOHOTHAPAT JIAKTO3bI SBJISETCS CHENHMAIH3UPOBAHHBIM (HAIPUMED,
BBICYIIEHHBIM PACMbUIEHHEM MOHOTHAPAT JIAKTO3bl). B HEKOTOPBIX BapuaHTax pean3aluu
HACTOSIIIEro  M300peTeHMs]  yKa3aHHbIH ~ MOHOTHApAT  JIAKTO3bl  SIBJISETCS  HE
CTHeLUATN3UPOBAHHBIM (HAIPUMeEpP, MOHOTHIPAT JIAKTO3BI B MOPOIIKe). B HEKOTOPBIX BapraHTax
peanu3aly HACTOSINEro M300peTeHMs] YKa3aHHBII MOHOTMAPAT JIAKTO3bl MM SIBIISETCS
KPHUCTAJUIMYEeCKUM. B HEKOTOPBIX BapHaHTaxX peajn3alliyl YKa3aHHbIA NepBbIi pa30aBUTEND
npeAcTaBisieT coO0M MaHHUT. B HEKOTOPBIX BapUaHTaxX pealn3alii HACTOALIEr0 N300peTeHus
YKa3aHHbIH MaHHWUT SIBJISIETCSI BBICYIIEHHBIM PAaClbUICHUEM MWW KpUCTAUIMYeCKuM. B
HEKOTOPBIX BAPUAHTAX Peai3alii HACTOSIIEr0 N300pETeHNUs YKa3aHHbII epBbIil pa30aBUTEIb

npencTaBisier co00i IBYXOCHOBHBIH (ocdar KaabLius.

[00150] B HekOTOpbIX BapUaHTAX peaJU3alUH HACTOSIIEr0 H300peTeHUs BTOPOl
paz0aBuTeNb TPENCTaBIsieT COOOW MHKPOKPHUCTAJUIMYECKYIO LEJUIF0JIO3y. B HEKOTOpbIX
BAPHMAHTAX peajM3alli HACTOSIIEero U300peTeHus: BTOPOi pa3daBUTENb MPENCTABISAET COOOM

KpaxMaJi, MOJUITHIEHOKCUA WM THApOKCUnponmMerminesuioosy (I'TIMLY).

[00151] B HekoTOpbIX BapHaHTaX peajH3alMKU HACTOSILEr0 HM300pETeHUsl MepPBbIi
pa3baBuTENb MpencTaBjsieT coOOH JIaKTO3y, a BTOpOH pa3OaBHUTENb MPEACTABISET COOOMU
MHUKPOKPHUCTAJUIMYECKYIO IIEJUTIOJI03y. B HEKOTOpbIX BapHaHTax peaju3ali HAaCTOSIIEro
U300peTeHns] MEPBbIA pa30aBUTE b MPEACTABIsIET COOOW JIAKTO3y, a BTOpPOH pa3daBUTENb
npenacTasisier co0oii kpaxMail. B HEKOTOPBIX BapHaHTaX pear3alni HACTOSIIEro H300peTeH s
NEPBbIN pa30aBUTENb MPENCTABIISIET COOOM JIAKTO3Y, a BTOPOU pa3zdaBUTE b PENCTaBIIsIET COOOMH
NOJMATUIICHOKCHA. B HEKOTOpPBIX BapuaHTax peajr3aldi HACTOSIIEro H300pEeTeHUs MepBbIil
pa3baBUTENb MPEACTABIISIET COOOI IAKTO3Y, a BTOPO# pazdaBurtesb npeactasisier codboii [ TIMII,
B HekOTOphIX BapuaHTaxX pealu3alii HACTOSIIEr0 U300peTeHUs MepBblii pa3baBUTENDb
npencTaBiasieT CoOOM J1akTo3y, a BTOpPOW pa30aBUTENb MpeAcTaBiseT coOoii MaHHHUT. B
HEKOTOPbIX BAapUAHTAX peajM3alid HACTOSLIEro H300peTeHHsl TMepBblii  pa3daBUTENb
NpeCTaBisieT coOON JIAKTO3y, a BTOPOW pa3OaBUTENb MPEACTaBiseT COOOi IBYXOCHOBHBIN

docdar kanbLus.

[00152] B HekoTOpBIX BapHaHTax peAJTH3ALHMHA HACTOSILEr0 H300pETEeHUsT TMepPBbIi
pa3baBuTEND MPEACTaBIsAET COO0I MOHOTHIPAT JIAKTO3bI, a BTOPOH pa30aBUTENb MPENCTABISAET

€000 MUKPOKPUCTAJUTMIECKYIO LEJITI0JIO3Y. B HEKOTOPBIX BapHaHTaX pean3alii HACTOSIIErO
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n300peTeHns: MepBbld pa30aBUTENb MPEACTABNIsIeT COOONW MOHOTHAPAT JIAKTO3bI, a BTOPOU
pazbaBuTeNb MpencTaBisieT co0oil Kpaxmai. B HEeKOTOpBIX BapHaHTAaX peai3aliy HACTOSLIErO
n3o0peTeHns: MepBbld pa30aBUTENb MPEACTABIIET COOONW MOHOTHAPAT JIAKTO3bI, a BTOPOU
paz0aBuTENb MPENCTABISIET COOON MONMITUICHOKCHA. B HEKOTOPBIX BapHaHTaX pealnu3aliu
HACTOSIIETO M300peTeHus epBbIii pa3daBUTENb MPEACTABIISIET COOOH MOHOTHUIPAT JIAKTO3BI, &
BTOpOH pasbaBurenp mnpenctasisier coboit I'TIMII. B HekoTOprIX BapuaHTax peanu3aluu
HACTOSLIETO U300peTeHNs MepPBbIil pa3daBUTENb MPEACTABIISIET COOOH MOHOTHUIPAT JIAKTO3BI, &
BTOPO#l pa30aBuTeNb MpeAcTaBisieT cOO0OM MaHHMT. B HEKOTOpBIX BapuaHTaxX peau3alyu
HACTOSLIETO U300peTeHNs MepPBbIil pa3daBUTENb MPEACTABIISIET COOOH MOHOTHUIPAT JIAKTO3BI, &

BTOPOH paz0aBUTENb MPeNCTaBiIsAeT COO0I IBYXOCHOBHBIN (QochaT KaJbIIHsL.

[00153] B HekoTOpBIX BapUaHTaX peaNu3alMUd HACTOSIIEr0 W300PETeHUs] IepBbIH
pa3baBUTENb MPENCTABISET COOOH MAHHUT, @ BTOPOH pa30aBUTEb MPEACTABISIET COOOM IAaKTO3Y
(HampuMep, MOHOTHIpPAT JIAKTO3bl). B HEKOTOPBIX BapHaHTaxX peaNU3alMy HACTOSINEro
nu300peTeHus] MepBblil pa30aBUTENb MPEACTABISET COOOW MAHHHUT, a BTOpOH pa30aBHTENb
IpeACTaBIsieT COOOH MMKPOKPHCTAUIMYECKYIO LEJUII0JIo3y. B HEKOTOphIX BapHaHTax
peanu3ai HACTOSIIEero U300pEeTeHus: NMePBblii pa30aBUTEb MPEACTABIAET COOONW MaHHHT, a
BTOpOH pa30aBHUTENb MPEACTABIAET COOOHM Kpaxmal. B HEKOTOpBIX BapUaHTAX peah3aluu
HACTOSALIET0 H300pEeTeHMsl MepBbIid pa30aBUTENb MPENCTaBJsieT COOOH MaHHHWT, a BTOPOU
pa3baBuTeNb TpeAcTaBiIsieT COOOH MONMATHICHOKCHA. B HEKOTOPBIX BapHaHTAaX peau3alluu
HACTOSAIIET0 H300pEeTeHMsl MepBblid pa3daBUTENb MpPENCTaBjsieT COOOH MaHHHWT, a BTOPOU
pazbaButenpb npexacrasisier codoit I[TIMLI. B HeKOTOPBIX BapuaHTaxX peajr3alMd HACTOSLIETO
U300peTeHnsl MepBblid pa3OaBUTENb MPEACTABIsSET COOOH MaHHUT, a BTOPOW pa3daBUTEINb

NpeACTaBisieT COOON ABYXOCHOBHBIH (ochaT Kanbuus.

[00154] B HekOoTOpBIX BapHaHTaxX peAJTH3ALMU HACTOSILEr0 H300PETEHUs MeEepPBbIi
pa3baBuTENb MpPEACTABIsiET COOOW ABYXOCHOBHBIA (hocar kanplms, a BTOPOH pa3daBHUTENb
NpeAcCTaBisieT COOOH MAaHHUT. B HEKOTOPBIX BapHaHTAX pean3aldy HACTOALIETO H300pETeHUs
nepBblii  pa3daBHUTEIh MPENCTaBIsieT COOOW JBYXOCHOBHBIM (ocdaT Kaiblus, a BTOPOU
pa3baBUTENDb MPEACTABISET COOOH JTaKTO3y (HampUMep, MOHOTHIPAT JIAKTO3bl). B HEKOTOPBIX
BApPHUAHTAX PeaM3ally HACTOALIETO N300pETeHUsl epBhlid pa30aBUTENb MPEACTABISIET COOOH
IBYXOCHOBHBIM  ¢ocar kampuus, a BTOpOH pa30aBUTENb MPENCTaBIsAET  COOOM
MHUKPOKPHCTAJUTMUECKYIO LEJUTI0JI03y. B HEKOTOphIX BapHaHTaxX peasu3allii HACTOSIIErO
n300peTeHns MepBhIid pa30aBHUTEb MPENCTABIsIeT COOO ABYXOCHOBHBIN (ocdar kambius, a

BTOPOH pa3daBHUTENb MPEACTABIAET COOOM Kpaxmal. B HEKOTOPBIX BapHaHTaX pean3aluu



56

HACTOSIIIEr0 M300peTeHNsI IePBbIi pa30aBUTENb MPENCTABIAET COOOH ABYXOCHOBHBINH (ocdar
KaJblMs, a BTOPOH pa3daBUTENb NpencTaBisieT COOOH IONMATUIIEHOKCHA. B HEKOTOpBIX
BApPUAHTAX PeaM3ally HACTOALIEr0 N300peTeHnsl NepBbli pa30aBUTENb MPEACTABISIET COOOH

IBYXOCHOBHBIN (pocdart kajbLs, a BTOpoi pasdasurens npeacrasisier codoii ITIMII,

[00155] B HekoTOpBIX BapHaHTax peaJM3alMUd HACTOSIIEr0 M300pETeHUs MepPBbIi
pa3baBuTENb MPEACTaBIISIET COOOH MUKPOKPUCTAIUTHYECKYIO LIEJUTIOJIO3Y, & BTOPOH pa3daBUTENb
npencTaBisier coOOi JIakTo3y (HampuMep, MOHOTHUAPAT JAKTO3bI). B HEKOTOPBIX BapHaHTax
peal3allid  HACTOSIIIETO HW300peTeHusi TepBblii  pa3daBUTENb TMpEeACTaByisieT coOow
MHUKPOKPUCTAJIMYECKYIO LIEJUTION03Y, a BTOPOil pa3baBuTeNb MpeacTaBiseT coOOH MaHHUT. B
HEKOTOPbIX BApUAHTAX peajM3alud HACTOSALIEro HM300peTeHHsl TMepBblli  pa3daBUTENb
npencTaBisier  coO0OM  MHUKPOKPHUCTAJUIMYECKYHO —IIEJUIIOJIO3y, a BTOpPOW  pa3daBUTENb
npencTaBisieT co00i KpaxMail. B HEKOTOPBIX BapuaHTax peaan3aluy HACTOSIIEr0 H300peTeHUs
nepBblil pa30aBUTENb MPEACTaBIsieT COOOH MHUKPOKPHCTAJUIMYECKYIO LEJUIF0JIO3Y, a BTOPOM
paz0aBuTeNb MPENCTABISIET COOON MONMATUIEHOKCHA. B HEKOTOPBIX BapHaHTaX peatn3aliu
HACTOSAIIEro N300peTeHNs epBbIil pa30aBUTENb MPENCTABISIET COO0H MUKPOKPUCTAUTYECKYIO
LEJUTI0NIO3Y, a BTOPOil paszbasurens mpencrasisier codoi ITIMII B HekoTophIX BapuaHTax
peanu3alii  HACTOSIIIETO M300peTeHus] TepBblii  pa30aBUTENb MPEACTaBNsIeT COOOMU
MHUKPOKPHUCTAUNIMYECKYIO  LIEJUTFOJIO3y, a BTOpPOM pa30aBuTeNb MpeACTaBisieT CoOOM

IBYXOCHOBHBIH (pocat KaabLms.

[00156] B HekOoTOpBIX BapHaHTaxX peaJH3ALHMU HACTOSILEr0 HM300PETeHUsT MepPBbI
pa3baBuTeNb TpEACTaBNIseT cOOOM Kpaxmaj, a BTOpOH pa3daBUTENb MPEACTABISET COOOU
MaHHUT. B HEKOTOPBIX BapHaHTAX peaU3alUU HACTOSIIEr0 H300PETEHHsI MIEPBbI pa30aBUTEb
MpenCTaBisieT cCoOOM KpaxMall, a BTOPO pa3daBUTE b IPEACTABIISIET COOOM JIAaKTO3Y (HAIIPUMED,
MOHOTHIpAT JIAKTO3bl). B HEKOTOpBIX BapuaHTax peaju3alli HACTOSLIEro H300peTeHHUs
nepBblii pa30aBUTENb MpEACTaBisieT COOOH Kpaxmaj, a BTOpod pa3OaBUTENb MPENCTABISIET
co00H MUKPOKPUCTAJUTMIECKYIO LEJUTI0JIO3Y. B HEKOTOPBIX BapHaHTaX peai3alii HACTOSIIErO
n300peTeHns: TepBbIl pa3daBUTEN> TpPENCTaBisieT cOOOH Kpaxmal, a BTOPOM pa30aBUTENb
NpenCTaBisieT coOOi MOMMATHIICHOKCHI. B HEKOTOpBIX BapuaHTaX peajn3aliyd HACTOSIIEro
n3o0peTeHns: TepBbIl pa3daBUTENb TPENCTaBisieT cOOOH Kpaxmal, a BTOPOM pa30aBUTENb
npencrasisier coboii [TIMLI. B HeKOTOpBIX BapUaHTaX peaM3aliy HACTOSIIErO N300peTeHus
nepBblii pa30aBHUTENb MpEACTaBisieT COOOH Kpaxmaj, a BTOpoW pa3OaBUTENb MPENCTABISIET

co0oli IBYXOCHOBHBIH (ochaT KabIus.
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[00157] B HekoTOpBIX BapHaHTax peaJTH3aLMHA HACTOSINErO M300PETEHUs MeEePBbI
pa3baBuTENb MPEACTABIsAET COOOH MOJMATHIIEHOKCHA, & BTOPOH pa30aBHUTENb MPENCTABISET
co0oli MaHHUT. B HEKOTOpBIX BapHaHTAaX peajU3aLMH HACTOALIETO H300PETEHHs MepPBBbINA
pa3baBuTeNb MPENCTABISAET COOOH MOJMATHIIEHOKCHUA, & BTOPOH pa30aBUTENb MPENCTABISAET
coboii nakTo3y (Hampumep, MOHOTHAPAT JAKTO3bl). B HEKOTOPHIX BapHaHTAax peau3alyiu
HACTOSAIIEro M300peTeHusl MepBblii pa30aBUTENb NPENCTABISIET COOOW MOMUSTHIICHOKCHI, a
BTOPOI pa30aBUTENb MPEACTABIISIET COOO0N MUKPOKPUCTAITMUECKYIO LEJUTI0NI03y. B HEKOTOpBIX
BApPUAHTAX peajn3aliy HACTOALIET0 N300peTeHUsl NepBblii pa30aBUTENb NMPEACTABIsIET COOON
NOJMATUIICHOKCUA, a BTOpOil pas30OaBuTenb mHpeacTaBisier coboil kpaxmain. B HEKOTOpbIX
BapUAHTAX PeaNN3alMy HACTOSINEro 300peTeHHs NepBblil pa30aBUTEb MPEACTaBIsAeT COOOH
NOJMATUIICHOKCUA, a BTOpOH pasbaButens mnpexacrtasisier coboir ITIMLI[. B HekoTophix
BapUAHTAX PeaJn3alMy HACTOSINEro n300peTeHHs NepBblil pa30aBUTEb MpeACTaBisieT COOOH
MOJIMATUJIEHOKCH, a BTOPOW pa3daBHTENb MpencTaBiseT coOOi JBYXOCHOBHBIN (ocdar

KaJIbIIUA.

[00158] B HekOTOpbIX BapHaHTaX peajM3alMKU HACTOSILEr0 HM300pETeHUsl MepPBbIi
pazbaButenb npencrasisiet codoii [ TIMLI, a Bropoii pazbaBuresb npeAcTaBisieT CoO0 MAaHHUT.
B HeKkoTOpBIX BapHaHTaX pealu3alud HACTOSIEro H300peTeHus MepBbIi pa3OaBUTENb
npencrasisier codori [TIML, a BTopoit pazbaBuTesib MpeAcTaBiseT coOO0i TakTo3y (Harpumep,
MOHOTHAPAT JIAKTO3bI). B HEKOTOpPBIX BapHAHTAX pealH3allH HACTOSIIEr0 H300pETeHHUs
nepBbIii pasdaBuTens npencrasisieT codoit I TIMLL, a Bropoii pa30aBuTeNb NMPEACTABISET COOOH
MHUKPOKPHUCTAJUIMYECKYIO IIEJUTIOJI03y. B HEKOTOpbIX BapHaHTax peaju3alid HAaCTOSIIEro
u3o0pereHust mepBblii pa3dasurTenb mpenctasisier cobor ITIMLI, a Bropoit pa3baButenb
NpPEACTABIsieT COOOH MOMMATHIICHOKCH. B HEKOTOPBIX BapuaHTaX peaju3aliy HACTOSIIEro
u300peTeHus] TepBblii pa3OaBUTENb MpeACTaBisieT cOOOW Kpaxmal M BTOPOH pazbaBHTEINb
npenacTasisier co0oii kpaxMasl. B HEKOTOPBIX BapuaHTaX peaar3alni HACTOSIIEro H300peTeH s
nepBbIi pasdaBuTens npencrasisieT codoi I TIMLL, a Bropoii pa30aBUTeNb MPEACTABISET COOOH

IBYXOCHOBHBIN (pocat KaabLms.

[00159] B HekoTOpbIX BapUaHTAX peANM3AMH HACTOSINEr0 HW300pETEeHHsl YKa3aHHOEe
cBsizyrolee mpexacrapisier coboii moumoH (PVP). B HekoTophIX BapHWaHTaxX peaiu3aiuu
HaCTOSALIETr0 n300peTeHust yKa3zaHHOe CBs3yIOLIEE MIpeCTaBIIsIET coboii
ruapokcunpomineuonaody (I'TIL). B HekoToprIX BapuaHTax pealu3aliyl HACTOSIIErO

n300peTEeHNs] YKa3aHHOE CBS3YIOLIee MPENCTaBIsAeT COO0H THAPOKCHIIPOMIIMETHIILEIUTIONO3Y

(TTIMLL).
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[00160] B HekOTOpBIX BapUaHTAX peEATM3AIUH HACTOSINEr0 HW300pETEeHHsl YKa3aHHOEe
Pa3pBIXJSIIONIEe BELIECTBO TPEACTaBIsAeT COOOH KPOCHMOBHUAOH WM Kpockapmenody. B
HEKOTOPBIX BAapHAHTaX pPEAJTU3aLUU HACTOALIET0 H300PETEHHs YKa3aHHOE PasphIXJIIOIIee
BEIIECTBO TIPEACTaBiIsAeT CO0OM KpPOCHOBHAOH. B HEKOTOPBIX BapuaHTaX peau3aluu
HACTOSIIIEro M300PETEeHHs] YKa3aHHOE CKOJb3SINee BEIEeCTBO IPEACTABISAET COOOH AMOKCUN
KpeMHUsi. B HEKOTOpBIX BapHaHTaX peajn3aliil HACTOSINEro H300pETeHHs] YKa3aHHOE
CKOJIB3SIIIEE BEINEeCTBO IMPENCTAaBJsIeT COOOW ME3OMOPHUCTBI AMOKCUI KPEMHUSI C IOpaMu
cpenHero pa3Mepa. B HeKOTOpbIX BapHaHTaxX peau3allii HaCTOSIIEr0 H300pEeTeHUsT YKa3aHHbIN

Me30TOPHUCTBIN THOKCHUI KPEMHHUSI ¢ TTIOpaMH cperHero pasmepa copepkut Syloid FP-244.

[00161] B HekOTOpBIX BapHaHTaX peaju3alMd HACTOSILEro H300peTeHHs yKa3aHHasI
KOMITO3ULMS TOTIOJHUTENBHO COAEPKUT Pa3phIXJISAIOLIee BEIeCTBO. B HEKOTOPBIX BapuaHTax
peanu3aly HACTOSIEro M300peTeHHs YKa3aHHOE PasphIXJIIOINee BEIECTBO MPENCTABISIET
co00ll KPOCTIOBHAOH WIM KPOCKAPMEIIo3y. B HEKOTOpBIX BapHaHTaxX peasn3aliy HaCTOSIIErO
n300peTeHns] yKa3aHHas KPOCKapMeJulo3a IMpeAcTaBisieT coOOH KpockapMmeyuiosy Harpus. B
HEKOTOPBIX BApUAHTAX peaJIU3alUU HACTOSIIEr0 H300peTeHHs] yKa3aHHAas KOMIO3HUIIUS
JOTIOJIHUTENIBHO COAEPKUT BCIIOMOIaTeNIbHOE BELIECTBO HA OCHOBE ME30MOPUCTOrO JUOKCHUIIA
KPEMHUSI ¢ TopamMu OOJIBIIOrO pasMepa B KadecTBe aacopOeHTa. B HEKOTOpBIX BapuaHTax
peanu3aii HACTOSINEro M300peTeHUs] YKa3aHHOE BCIOMOTaTeNIbHOE BEINEeCTBO HAa OCHOBE
ME3OMOPUCTOrO IHOKCHAA KPEMHHsI C TOopaMu OONBLIOrO pa3Mmepa MOMIOMAeT Boay. B
HEKOTOPBIX BapHAaHTaX peaM3aliyd HACTOSIIEr0 H300peTEeHUsT yKa3aHHAs KOMITO3UILIUS
JOTOJIHUTENIBHO COAEPKUT BCIIOMOIAaTENIbHOE BELIECTBO HA OCHOBE ME30MOPUCTOrO JUOKCHUIA
KPEMHHsI C MOPAaMH CpPEOHEro pasMepa B KadeCTBE CKOJB3SIIErO BEIEeCTBA. B HEKOTOPBIX
BapUAHTAX peaTH3ali HACTOSIIErO W300pETeHHs] YKa3aHHBIH Me30MOPUCThIN IUOKCH]
KpeMHUsI ¢ Topamu cpemnHero pasmepa coxepxkut Syloid FP-244. B HekoTOpbIX BapuaHTax
peanu3alui HACTOSIIEro W300peTeHUs] yKa3aHHAs KOMITO3ULUS JOTMOJHUTEIBHO CONEPIKUT
JOTOJHUTEIPHOE BCIIOMOTATEIbHOE BEIIECTBO B KA4eCTBE aJCOPOEHTA, TaKOoe KaKk OCHTOHUT,
TaJIbK, MUKPOKPHUCTAJIMYECKAs! LIEJUTI0JI03a, IPEBECHBIN YIOJib, KOJJIOMAHBIN JUOKCU KPEMHHUS,

KapOOHAT MarHus WK MONOOHbBIE BCTIOMOTaTEIbHBIE BEIIECTBRA.

[00162] B HekoTOpBIX BapUaHTaX peaTu3ali HACTOSIIEr0 H300pEeTeHUs YyKa3aHHAs
KOMITO3UIMST JAOTIOJHUTENBHO CONEPKUT JHOKCUA KpeMHHs. B HEKOTOphIX BapHaHTax
peanu3aluy yKa3aHHbIN JUOKCUI KPEMHUS MPUCYTCTBYET B KOJU4ecTBe OT mpumepHo 0,1 mac.
% no npumepHo 10 mac. %. B HEKOTOpBIX BapHaHTaxX peau3alii YKa3aHHbIA TUOKCH]T KPEMHUS

IIPUCYTCTBYET B konndecTse oT npumepHo 0,1 mac. % go npumepHo 5 mac. %. B HexkoTophIx
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BapHaHTaxX pealn3allii yKa3aHHbINH JUOKCHJ KPEMHHUsI IPUCYTCTBYET B KOJUYECTBE MPUMEPHO
0,1 mac. %, npumepno 0,2 mac. %, npumepno 0,3 mac. %, npumepno 0,4 mac. %, mpumepHo 0,5
Mmac. %, npumepHo 0,6 mac. %, npumepHo 0,7 mac. %, npumepHo 0,8 mac. %, npumepHo 0,9 mac.
%, npumepHo 1 mac. %, npumepHo 1,5 mac. %, npumepHo 2 mac. %, npumepHo 2,5 mac. %,
npuMmepHo 3 mac. %, npumepHo 3,5 Mac. %, npumepHo 4 mac. %, npumepHo 4,5 mac. % unu

npuMepHo 5 mac. %o.

[00163] B HexkoTOpbIX BapuUaHTaX peaTu3alUd HACTOSIIEro H300pPEeTeHUs yKa3aHHas
KOMIIO3ULMST COAEPKUT CBSI3YIOIIee BEINeCTBO, Mpeacrapisitomiee codoit nmosunon (PVP). B
HEKOTOPBIX BapHaHTaX peaM3alldyd HACTOSAIIEro H300peTeHUs: yKa3aHHAs KOMITO3ULIUS
JOTIOJHUTEIPHO COAEPIKUT Pa3phIXJISIOLIee BEIIECTBO. B HEKOTOPBIX BapHaHTaX pean3aluu
HACTOSIIIEr0 M300pETEeHMsI Pa3phIXJIIOIIEe BEIIeCTBO MPENCTaBIsieT cOO0i KpocmoBuaOH. B
HEKOTOPbIX BAapUAHTAX pPEAIN3aLMH HACTOSIIEr0 H300peTeHUs Ppa3pbIXJIOIIee BEIECTBO
npexcTasisier coboil kpockapMero3y (Hampumep, KpoCKapMeiuto3y Harpus). B HEeKOTopbIx
BAPHUAHTAX peaU3alii HACTOSILIEro M300pPETeHUs] YKa3aHHAsh KOMIIO3HLHUS OMOJHUTENBHO
COIEPKUT AMOKCHUJ KpeMHUs. B HEKOTOPBIX BapuaHTax peaqu3aliuy KOMIIO3HUIUS HEe CONEPIKUT
creapar MarHusi. B HEKOTOPBIX BapHAaHTAX PeaTU3alMK HACTOSINErO H300pEeTEHHsI KOMITO3ULIUS

AOMOJIHUTECIIBHO COACPIKUT CTCApaT MarHus.

[00164] B HekOTOpPBHIX BapHaHTaX pPeATU3ALUH HACTOSALIETO H300PETEHHs] KOMITO3HULIHSI
COZIEPIKUT CBSI3YIOIIEe BEIECTBO, MPEACTABIIsIIONIee cOO0H ruapokcunponuinenonosy (I'TILT).
B HekoTOpBIX BapHaHTAaX peaM3alUi HACTOSINEro H300peTeHHs] yKa3aHHAs KOMIIO3HIUS
JOTOJHUTEIBHO COMEPKUT Pa3phIXJISIONIEe BELUIECTBO. B HEKOTOPBHIX BapHAHTAX peaTU3aALUH
HACTOSIILEr0 M300pETEeHHs Pa3phIXJIIOINee BEIIECTBO MPEACTABISET COOOM KpOCMOBUIOH. B
HEKOTOPBIX BapHaHTAaX peajM3alMi HACTOSIIEr0 H300pPETeHHs Pa3phIXISIONIEe BEIECTBO
NpeACTaBisieT co0OH KpOocKapMesuio3y (Hampumep, KpOCKapMelio3y HaTpusi). B HeKkoTopbIx
BAPHUAHTAX peaM3alUi HACTOSINEro M300pPETeHUs] YKa3aHHAs KOMIIO3HMLHUS JIOTIOJIHUTENBHO
COIEPKHUT AUOKCUA KPEMHHSL. B HEKOTOPBIX BapHaHTaX pean3aliiii KOMIIO3HLIUS HE CONEPIKHUT
creapar MarHus. B HEKOTOPBIX BapHaHTaX PeaTM3alMH HACTOSINErO H300PETEHHsI KOMITO3ULIUS

AOMOJIHUTECIIBHO COACPIKUT CTCApaT MarHus.

[00165] B HexkoTOpHIX BapHaHTax peaTU3aLUH HACTOSALIETO H300PETEHHs] KOMITO3ULIHSI
COZEPIKUT CBA3YIOIIEE BEIIECTBO, NMPEACTABIISAIONIee COOOH THAPOKCUIIPOITMIMETUIILIEIIIIONO3Y
(ITIMLI). B HekoTOpbIX BapuaHTaX peaM3ali HACTOSINEro H300peTeHHs YKa3aHHas

KOMIIO3ULUA JOMOJHUTECIBbHO COACPIKUT PA3PhIXJIAOIICC BECIICCTBO. B HEKOTOPbIX BapHUaHTax
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peanu3aluy HACTOSILEro H300peTeHUs] pPa3phIXJSIIOIee BELIECTBO IMPEACTABISIET COOOM
KPOCTIOBHIOH. B HEKOTOPBIX BapHaHTaX pean3aliiii HACTOSIIIEro H300peTeH s Pa3pbIXJISIOIIee
BEIIECTBO TpeNCTaBisieT cobol KpockapMmesuiody (Hampumep, KpocKapMmeiuio3y HaTpus). B
HEKOTOPBIX BapHUaHTax pear3allii HACTOALICTO I/I306peTeHI/IH YKa3daHHasd KOMIIO3ULIUA
AOMOJIHUTEJIBHO COACPKUT MOUOKCUA KPEMHUA. B HEKOTOPBIX BapUaHTax pecan3alun
KOMIO3ULUA HE COACPIKUT CTCapaT MarHus. B HEKOTOPLIX BaApUAHTAX pC€ain3alluil HACTOALICTO

I/1306peTeHI/I$I KOMITIO3ULUA AOMOJIHUTECIIBHO COACPIKUT CTEApPAT MAarHus.

[00166] B HexkoTOpBIX BapuUaHTaX pealu3alld HACTOSIIEr0 H300pPETeHUs YKa3aHHAs
KOMITO3UILUS IOTIOJTHUTEIBHO COZEPKUT BHYTPUIPAHYJISAPHYIO (asy. B HekoTOphIX BapuaHTax
peanu3aly HACTOSINEro H300peTeHus] yKasaHHas BHYTPHUIpaHyJsipHas (asa comepur
IOMOKCH] KPEMHUs. B HEKOTOPBIX BapHaHTaxX peain3aluy HaCTOSIIero H300peTeHNs YKa3aHHbIH
AMOKCHJ KPEMHHsI B YKa3aHHOW BHYTPHUIPAHYJAPHOH (pase mpUCYTCTBYeT B KOJIUYECTBE OT
npumepno 0,1 mac. % no mpumepHo 10 mac. %. B HekoTOpBIX BapHaHTax peaju3aliu
HACTOSIIEr0 M300pETeHMsI YKa3aHHBIH JAUOKCHUA KPEMHHsS B YKa3aHHOW BHYTPHUIPAHYJSIPHON
¢ase mpucyrctByer B konmmuectse oT npumepHo 0,1 mac. % no mpumepHo 5 mac. %. B
HEKOTOpPBIX BapHaHTaX peajlu3alliid yKa3aHHbIM JUOKCHUI KpPEeMHHMs B  YKa3aHHOMU
BHYTPUTPAHYJISIPHOH (haze MpUCYTCTBYeT B KonnvecTBe npumepHo 0,1 mac. %, npumepHo 0,2
mac. %, npumepHo 0,3 mac. %, npumepso 0,4 mac. %, mpumepHo 0,5 mac. %, npumepno 0,6 mac.
%, npumepno 0,7 mac. %, npumepHo 0,8 mac. %, mpumepHo 0,9 mac. %, npumepno 1 mac. %,
npumepHo 1,5 mac. %, npumepHo 2 mac. %, npumepHo 2,5 mac. %, npumepHo 3 mac. %,

npumepHo 3,5 mac. %, npumepHo 4 mac. %, npumepHo 4,5 mac. % unu npumepHo S5 mac. %.

[00167] B HekoTOpbIX BapuUaHTaX peaU3alMH HACTOSINEr0 H300peTeHUs yKa3aHHAs
BHYTPUTpaHYJIsipHas (asa He COAEPIKHUT CTeapaT MarHusi. B HEKOTOPBIX BapHaHTaX peaiu3aliiu
HACTOSAIIEr0 W300pEeTeHMsl yKa3aHHAs BHYTPUTPAHYJsipHash ¢a3a COAEPKUT Hupamapuo,
MOHOTHAPAT JIAKTO3bI, MHUKPOKPUCTAJUIMYECKYIO LEJUIFOJIO3Y, KPOCIIOBUIOH U TMOBHAOH. B
HEKOTOPBIX BAPUAHTAX PEeATH3aLH HACTOSIIETrO H300pETEeHNs YKA3aHHAs BHYTPHUIPAHYJISIpHAS
¢dasa comepxkur Hupanapud, MOHOTHUAPAT JIAKTO3bl, MHKPOKPUCTAJUIMYECKYIO LEJIIIOJIO3Y,
KpocKapMmesuto3y u ruppokcunponmiietonosy (I'TIL[). B HekoTopbIX BapHaHTax peain3anuu
HACTOAIIETO HM300pEeTeHMs] yKa3aHHAs BHYTPUTPAHYJsipHash ¢a3a CONEp:KUT Hupamapuo,
MOHOTHAPAT  JIAKTO3bl, = MHUKPOKPHUCTAUIMYECKYIO  LEJUTFOJIO3y,  KPOCKapMeluioly U
ruapokcunpomwMerminenronody  (I'TIML]). B HeKoTOpeIX BapHaHTaxX pean3aluu
HACTOSAIIETO M300peTeHMs] yKa3aHHAs BHYTPUTPAHYJsIpHash ¢a3a CONEp:KUT Hupamapuo,

MOHOIrMApPAT JIAKTO3bl, MHUKPOKPUCTAIUIMYCCKYIO MLECJUIFOJ03Yy, KPOCIIOBHUAOH, IMOBHAOH U
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BCIIOMOT'aTeJIbHOE BEIIECTBO HAa OCHOBE ME3OMOPHCTOrO IHOKCHAA KPEMHHS C MOpaMu
OospIIOro pasMepa B KadecTBe ancopOeHTa win abcopOeHTa WiIH BCIIOMOTAaTeIbHOE BEIIeCTBO
Ha OCHOBE ME3OMOPUCTOrO IHOKCHIA KPEMHHs C MOpPaMH CPEIHEero pasMepa B KadyecTBe
CKOJNIB3SIIIIETO BEIIEeCTBA. B HEKOTOPHIX BapHaHTaX peaju3aldd HACTOSIIEr0 H300peTeHuUs
yKa3aHHas BHYTPUTpaHyJisipHass (asa CONEpKUT HHUpanapud, MOHOTHUAPAT JIAKTO3BI,
MHUKPOKPUCTAJIMYECKYIO LIEJUTF0JIO3Y, KPOCIOBUIOH, MOBUIOH U BCIIOMOTaTeIbHOE BEIIECTBO
Ha OCHOBE ME3OMOPUCTOrO IHOKCHIAA KPEMHHUSI C TMOpaMH OONBIIOr0 pasMepa B KadecTBe
ancopOenTa win adbcopOeHTa. B HEKOTOPBIX BapHaHTaxX peaiu3aliy HACTOSIIEro H300peTeHus
yKa3aHHas BHYTPUTpaHyJisipHass (a3a COAEpKUT HHUpanapud, MOHOTHUAPAT JIAKTO3BI,
MHKPOKPUCTAJNIMYECKYIO LEJUTF0JIO3Y, KPOCIOBUIOH, MOBUIOH U BCIIOMOTaTeIbHOE BEIIECTBO
Ha OCHOBE ME30MOPUCTOrO IHOKCUIA KPEMHHs C MOPaMH CPEIHEero pasMepa B KadecTBe

CKOJIb3AICTO BCIICCTBA.

[00168] B HekOoTOpBIX BapHaHTaX peajM3alMd HACTOSIEr0 H300peTeHHs yKa3aHHasI
BHYTpUTpaHyJisipHasi (paza COmep KUT cTeapaT MarHusl. B HEKOTOPBIX BapUaHTAX pean3aliu
HACTOSIIEr0 HM300peTeHMs YKa3aHHAs BHYTPUTpaHyJsipHas (aza ComepKUT Hupanapuo,
MUKPOKPHUCTAJUTHUECKYIO LEJUTIOJIO3Y, JBYXOCHOBHBIH (ochaT KanbLusi, KpPOCIOBHUJIOH,
MOBUAOH M CTCapaT MarHus. B HEKOTOPBIX BApUAHTaX pe€aiu3allliid HACTOALICTO I/I306peTeHI/I$I
yKa3aHHas BHYTpHUrpaHyJisipHas (asa COmEp:KUT Hupanapud, MHUKPOKPHCTALTHUECKYIO
LEJUTIOJIO3Y, MAHHUT, KPOCKapMeIuio3y, ruapokcunpommwinesutoao3y (I'TIL[) u creapat marHus.
B HekoTOpBIX  BapuaHTaxX  peajM3alMd  HACTOSLIEr0  W300peTeHHsT  yKa3aHHas
BHYTpUTpaHyJisipHasi (aza CONEPKUT HHUpanapud, MUKPOKPUCTAIUIMYECKYIO LEJUII0JIO3Y,
MaHHUT, KPOCKapMeIu1o3y, ruapokcurnpormuametiiineuitoiody (I'TIML]) u creapat marnusi. B
HEKOTOPBIX BAPUAHTAX PeasU3alMK HACTOSIIEro N300pETeH s YKa3aHHAs BHYTPUTPAHYJISIPHAS
¢daza comepuT HUpanapud, MHUKPOKPUCTAIUTMYECKYIO LEJUTFOJIO03Y, MAaHHUT, KPOCIIOBHJIOH,

MOBUAOH U CTCAPAT MarHus.

[00169] B HekoTOpbIX BapHaHTaX peaTU3alMH HACTOSINEr0 H300pEeTeHUs yKa3aHHAs
KOMTIO3UIHST JTOMOJHUTENIbHO COIEPKUT BHETPaHyJsIpHYIO (asy. B HEKOTOpBhIX BapHaHTax
peanm3ay HACTOSIIEro M300peTeHHs yKa3aHHas BHErpaHyJsipHas (asa COOEepKUT cTeapar
MarHus. B HEKOTOpPBIX BapHaHTaX peaM3aluyd HACTOSIIEr0 H300peTeHUs YyKa3aHHas
BHErpaHyJisipHasi (¢)a3a CONEPKUT KPOCIOBUAOH. B HEKOTOPBIX BapHWaHTaX peau3aluu

HACTOSIIIEro N300peTeHNs yKa3aHHAast BHETPaHyJIsIpHast pasa COOepKUT KPOCKaAPMEIUIO3Yy.



62

[00170] B HexkoTOpBIX BapHUaHTaX peaTU3alMH HACTOSIIEro H300pEeTeHUs yKa3aHHAs
BHETpaHyJIsipHas (pasa COmepKUT AMOKCHUA KPEMHHS. B HEKOTOpPBHIX BapHaHTax pean3aluu
HACTOSALIETO M300peTeHNs YKA3aHHbBIN TUOKCUI KPEMHHUSI B YKa3aHHOH BHETPaHYJSIPHOH (aze
IIPUCYTCTBYET B KonudecTse oT npumMepHo 0,1 mac. % no npumepno 10 mac. %. B HekoTOpBIX
BApPUAHTAX PeaM3alMy HACTOSIIEr0 U300peTeHNsl YKa3aHHBIA JHOKCUI KPEMHUS B YKA3aHHOU
BHETPaHYJIIPHOH (hase mpUCYTCTBYET B KonndecTse OT npuMepHo 0,1 mac. % no mpumepHo 5
Mac. %. B HEKOTOpBIX BapHaHTaxX peajn3alii HACTOSIIEro N300peTeHus YKa3aHHbBIN AUOKCUT
KPEMHUS B YKa3aHHOM BHETPaHYJSIPHOM (pa3e mpucyTCTBYET B KOJH4uecTBe OT npuMepHo 0,1 mac.
% 1o npumepHo 2,5 Mac. %. B HEKOTOPBIX BapHaHTaX peajn3alii HACTOSLIETO U300peTeHuUs
yKa3aHHBIN TUOKCH] KDEMHHSI B YKa3aHHOW BHETPAaHYJISIPHOM (pa3e MPUCYTCTBYET B KOJMUECTBE
npumepro 0,1 mac. %, npumepno 0,2 mac. %, npumepHo 0,3 mac. %, npumepHo 0,4 mac. %,
npumepHo 0,5 mac. %, npumepno 0,6 mac. %, npumepHo 0,7 mac. %, npumepHo 0,8 mac. %,
npumepro 0,9 mac. %, npumepHo 1 mac. %, npumepno 1,5 mac. %, npumepHo 2 mac. %,
npumepHo 2,5 mac. %, npumepHo 3 mac. %, npumepHo 3,5 mac. %, npumepHo 4 Mmac. %,

npuMepHo 4,5 mac. % unn npumepHo 5 mac. %o.

[00171] B HekoTOpbIX BapuaHTaX peajU3aLUU YKa3aHHBIA HUpanapud MPUCYTCTBYET B
KonuuecTe mpuMepHo 5-90 mac. %. B HekoTOphIX BapHaHTax peaqu3aluy YKa3aHHBIN
HUpanapud MPHUCYTCTBYET B KoundecTBe mpuMmepHO 5-80 mac. %. B HekOTOpbIX BapuaHTax
peanu3ay yKa3aHHbIA HUpanapud MPUCYTCTBYET B KoJuuecTBe mpumepHo 5-70 mac. %. B
HEKOTOPBIX BapHUAHTAaX peajU3aldU YKAa3aHHBI HUpAamapud MPHCYTCTBYET B KOJIHYECTBE
npumMepHo 5-60 mac. %. B HEKOTOpBIX BapuaHTaX pealu3alUd YKa3aHHBIH HUpamapud
MPUCYTCTBYET B KojaudecTBe nmpumepHo 5-50 mac. %. B HeKOTOpbIX BapHaHTax peaiu3aluu
yYKa3aHHbIA HHUpanapud MPUCYTCTBYET B KOjuuecTBe mpumepHo 5-40 mac. %. B HeKOTOpBIX
BAPHUAHTAX peajM3ally YKa3aHHBbIA HUpanapud MPUCYTCTBYET B KOJIMYECTBE MPUMEPHO 5-30
mac. %. B HEKOTOpBIX BapHaHTax peaNM3alHd YyKa3aHHBIH HHUpamapud MPHUCYTCTBYET B
konuuecTBe mnpuMepHo 5-20 mac. %. B HekoTOphIX BapuaHTax peaju3aluy YKa3aHHBIN
HUpanapud MPHUCYTCTBYET B KoJnW4ecTBe mpuMepHO 5-10 mac. %. B HekoTOpbIX BapmaHTax
peanu3anyy YKa3aHHbIH HUpanapud MpUCyTCTBYET B KonudecTBe npuMmepHo 10-90 mac. %. B
HEKOTOPBIX BapHAHTAaX peaJIU3aldd YKa3aHHBI HUpAamapuO MPHCYTCTBYET B KOJIHYECTBE
npumepro 10-80 mac. %. B HekoTOpbIX BapuaHTax peajM3alMy YKa3aHHBIH HHUpamapud
IIPUCYTCTBYET B kojuuecTBe nmpumepHo 10-70 mac. %. B HeKOTOpBIX BapuaHTax pealu3aluu
yKa3aHHBbIA HUpamapud MpHCyTCTBYeT B KojmuecTBe npuMmepHoO 10-60 mac. %. B HexoTOphIX

BApHUAHTAX pean3alliyl YKa3aHHbIN HUpanapud MpUCYTCTBYET B KonmudecTse nmpumepHo 10-50
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mac. %. B HEKOTOpBIX BapHaHTax peann3alMM YyKa3aHHBIH HHUpamapud IPUCYTCTBYET B
konuuectse npumepHo 10-40 mac. %. B HekOTOpBIX BapHaHTax peanu3aliM YKa3aHHBIN
HUpanapud npucyTcTBYyeT B Konmudectse npuMepHo 10-30 mac. %. B HekoTOpbIX BapmaHTax
peanu3anyy yKa3aHHbII HUpanapuO MpUCyTCTBYET B KonudecTBe npuMepHo 10-20 mac. %. B
HEKOTOPBIX BapHUaHTax peaju3aliy YKa3aHHbI HUpamapuO MPHCYTCTBYET B KOJIMYECTBE
npumepHo 20-90 mac. %. B HekoTOpbIX BapmaHTax peaaM3alMy YKa3aHHbIM HHpamapud
IPUCYTCTBYET B KoauuecTse mpumepHo 20-80 mac. %. B HEKOTOpBIX BapuaHTax peain3aluu
yKa3aHHbIA HUpanapud MpHCYTCTBYET B KojuuecTBe npumepHo 20-70 mac. %. B HexoTOphIX
BApPUAHTaX pealn3alluyl YKa3aHHbIN HUpanapud MpUCyTCTBYET B KOJU4decTBe nmpumepHo 20-60
mac. %. B HEKOTOpBIX BapuaHTax pealu3ali YKa3aHHbI HUpamapud HPUCYTCTBYET B
xonudectse npumepHo 20-50 mac. %. B HeKOTOpBIX BapHaHTax peanu3aliil YKa3aHHbIA
HHUpanapud NpUCYTCTByeT B KojmuecTBe mpumepHo 20-40 mac. %. B HEKOTOpBIX BapHaHTax
peanu3any yKa3aHHbII HUpanapuO MpUCYTCTBYeT B KoiudecTBe mpumepHo 20-30 mac. %. B
HEKOTOPbIX BAapUAHTAX pEATH3ALMHU YKa3aHHBI HUpAmapud NPUCYTCTBYET B KOJIHYECTBE
npumepHo 30-90 mac. %. B HeKOTOpBIX BapuaHTax peaju3alyy yKa3aHHBIH Hupanapuo
MPUCYTCTBYET B KojmuecTBe mpumepHo 30-80 mac. %. B HEKOTOpBIX BapuaHTax peain3alnuu
yKa3aHHbIA HUpanapud MPUCYTCTBYeT B KoymdecTBe nmpumepHo 30-70 mac. %. B HekoTOpbIX
BAPHMAHTAX peaM3alluy YKa3aHHbIH HUpanapud MpUCYTCTBYET B KOIHYeCTBe mpumepHO 30-60
Mac. %. B HEKOTOpBIX BapHaHTaxX peaNM3alHd YyKa3aHHbIH HHUpamapud MPHUCYTCTBYET B
konuuecTBe npumepHo 30-50 mac. %. B HekoTOpBIX BapHaHTax peanu3ally YKa3aHHBIN
HUpanapud MpPUCYTCTBYeT B KonudecTBe npuMepHO 30-40 mac. %. B HeKOTOpbIX BapwaHTax
peanu3ayy YKa3aHHbIH HUpanapud MpUCyTCTBYET B KoyundecTBe npuMepHo 40-90 mac. %. B
HEKOTOPBIX BapHaHTAX peaIU3alUU YKAa3aHHBI HUpAamapud MPHCYTCTBYET B KOJIHYECTBE
npumepro 40-80 mac. %. B HekoTOpbIX BapuaHTax peajM3alMy YKA3aHHBIH HHUpamapud
IpUCYTCTBYET B KojuuecTse nmpumepHo 40-70 mac. %. B HeKOTOpBIX BapuaHTax peaiu3alnuu
yKa3aHHbIA HUpanapud MpUCYTCTBYeT B KonmdecTBe nmpumepHo 40-60 mac. %. B HekoTOpBIX
BApPHUAHTAX pean3alliyl YKa3aHHbIH HUpanapud MpUCYTCTBYET B KoimudecTse mpumepHo 40-50
mac. %. B HEKOTOpBIX BapHaHTax peaNn3alMHd YyKa3aHHBIH HHUpamapud MPHUCYTCTBYET B
KOJIMUECTBE MpUMepPHO 5 mac. %, mpumepHo 6 mac. %, npuMmepHo 7 mac. %, npuMepHo 8 Mac.
%, npumepHo 9 mac. %, npumepHo 10 mac. %, npumepHo 11 mac. %, npumepro 12 mac. %,
npumepHo 13 mac. %, npumepHo 14 mac. %, npumepHo 15 mac. %, npumepHo 16 mac. %,
npumepHo 17 mac. %, npumepHo 18 mac. %, npumepHo 19 mac. %, npumepHo 20 mac. %,

npumepHo 21 mac. %, npumepHo 22 mac. %, npumepHo 23 mac. %, npumepHo 24 mac. %,
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npuMmepHo 25 mac. %, npumepHo 26 mac. %, npumepHo 27 mac. %, npumepHo 28 mac. %,
npumepHo 29 mac. %, npumepHo 30 mac. %, npumepHo 31 mac. %, npumepHo 32 mac. %,
npumepHo 33 mac. %, npumepHo 34 mac. %, npumepHo 35 mac. %, npumepHo 36 mac. %,
npumepHo 37 mac. %, npumepHo 38 mac. %, npumepHo 39 mac. %, npumepHo 40 mac. %,
npumepHo 41 mac. %, npumepHo 42 mac. %, npumepHo 43 mac. %, npumepHo 44 mac. %,
npuMmepHo 45 mac. %, npumepHo 46 mac. %, npumepHo 47 mac. %, npumepHo 48 mac. %,
npuMmepHo 49 mac. %, npumepHo 50 mac. %, npumepHo 51 mac. %, nmpumepHo 52 mac. %,
npuMmepHo 53 mac. %, npumepHo 54 mac. %, npumepHo 55 mac. %, mpumepHo 56 mac. %,
npumepHo 57 mac. %, npumepHo 58 mac. %, npumepHo 59 mac. %, npumepHo 60 mac. %,
npumepHo 61 mac. %, npumepHo 62 mac. %, npumepHo 63 Mmac. %, mpumepHo 64 mac. %,
npuMepHo 65 mac. %, npumepHo 66 mac. %, npumepHo 67 Mmac. %, mpumepHo 68 mac. %,
npumMepHo 69 mac. %, npumepHo 70 mac. %, npumepHo 71 mac. %, mpumepHo 72 mac. %,
npumepHo 73 mac. %, npumepHo 74 mac. %, npumepHo 75 mac. %, mpumepHo 76 mac. %,
npumepHo 77 mac. %, npumepHo 78 mac. %, npumepHo 79 mac. %, mpumepHo 80 mac. %,
npumepHo 81 mac. %, npumepHo 82 mac. %, npumepHo 83 mac. %, mpumepHo 84 mac. %,
npumepHo 85 mac. %, npumepHo 86 mac. %, npumepHo 87 mac. %, mpumepHo 88 mac. %,
npuMmepHo 89 mac. % wunu npumepHo 90 mac. %. B HEKOTOpBIX BapuaHTaxX pealnu3aluu
HACTOSIIEro M300peTeHHs] YKa3aHHbIM Hupamnapud mnpeacrasisier coboil (apmaueBTHYeCKH
NpUEMJIEMYI0 COJb Hupamapuba. B HEKOTOpBIX BapHaHTaX peajn3aliyd HAaCTOSIIErO

n300peTeHNs yKa3aHHbINA HUpanapud npencrasisier codoi Hupanapuda TO3UIaTa MOHOTUIPAT.

[00172] B HekOTOpBIX BapHaHTaX PeaU3alUK HACTOSIIErO U300PETeHUs YKa3aHHBINM BTOPOM
pa3baBuTeNb (HarpUMep, MUKPOKPUCTAIUTNYECKAs LEJUTI0NI03a, KPaXMaJl, MOJMSTHICHOKCH]T 1
ruapokcunpommwiMerwineniroioda (I'TIMLL)) mpucyTcTByer B KOJNUYECTBE MpUMEpHO S5-90
Mmac.%. B HEKOTOpPBIX BapuaHTaX peajM3alMyd HACTOSLIEr0 M300pETEHHs YKa3aHHBI BTOPOU
pa3baBuTenpb (HarpuUMep, MUKPOKPUCTAIUTNYECKAs LEJUTF0NI03a, KPaXMaJl, MOJHSTHICHOKCH 1
ruapokcunpommwMerwinenroioda (I'TIMLL)) mpucyTcTByer B KoMu4ecTBe mpumepHO S5-80
mac.%. B HEKOTOpPBIX BapHaHTaX peajM3alMyd HACTOSLIEr0 M300pETEeHUs! YKa3aHHBI BTOPOU
pa3baBuTenb (HarpuMep, MUKPOKPUCTAIUTMYECKAs LEJUTI0NI03a, KPpaXMall, MOJHSTHICHOKCH 1
ruapokcunpomMerwinenroioda (I'TIMLL)) mpucyTcTByer B KomudecTBe mpumepHO S5-70
mac.%. B HEKOTOpPBIX BapuaHTaX peajM3allyd HACTOALIEr0 M300pETEHHs YKa3aHHBII BTOPOU
pa3baBuTenpb (HarpuMep, MUKPOKPUCTAIUTNYECKAs LEJUTI0NI03a, KPaXMall, MOJMSTUICHOKCHT 1
ruapokcunpomMerminenroioda (I'TIMLL)) mpucyTcTByer B KOMUYECTBE MpUMEpPHO S5-60

mac.%. B HEKOTOpPBIX BapuaHTaX peajM3aliy HACTOALIEr0 M300pETEHHs YKa3aHHBII BTOPOU
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pazOasuTens (HampuMep, MUKPOKPUCTAJUIHMYECKAs LEeJUTF0JI03a, Kpaxmall, MOJHITIIEHOKCH] U
ruapokcunpormmMmermwinenroioda (I'TIMLL)) mpucyTcTByer B KoIudecTBe mpuMepHO 5-50
mac.%. B HEKOTOpPBIX BapuaHTaX peajM3ally HACTOSALIEr0 M300pETEHHs YKa3aHHBIN BTOPOU
paz0asuTens (HampuMep, MUKPOKPUCTAJUIHMYECKAs LEeJUIF0JI03a, Kpaxmall, NOJUITIIEHOKCH] U
ruapokcunpormmwiMerminenroioda (I'TIMLL)) mpucyTcTByer B KomudecTBe mpumepHO 5-40
Mmac.%. B HEKOTOpPHIX BapuaHTaX peajM3allMyd HACTOALIEr0 M300peTEeHHs YKa3aHHBIN BTOPOU
pazbaBuTenb (HampuMep, MUKPOKPUCTAJUIMYECKAs LEeJUIF0JI03a, Kpaxmall, NOJUITHIEHOKCH] U
ruapokcunponuiMermwinenonoda (I'TIMLL)) mpucyrcTByer B konudecTBe mpumepHo 5-30
Mmac.%. B HEKOTOpPHIX BapmaHTaxX peajM3allly HACTOALIEr0 M300peTEeHHs YKa3aHHBII BTOPOH
pazbaBuTeNnb (HampuMep, MUKPOKPUCTAJIMYECKAs LeJUTF0JI03a, KpaxMall, NOJUITHIEHOKCH] U
ruapokcunponuiMermwiuenonoda (I'TIMLL)) npucyrcTByer B konudecTBe mnpumepHo 5-20
Mac.%. B HEKOTOpBIX BapMaHTaxX peajn3aliy HACTOSIIEro M300peTeHUs yKa3aHHBIA BTOPOH
paszbaBuTenb (HampuMep, MUKPOKPUCTAIIIMYECKAsl LEJUIF0JI03a, KPaxMall, OJUITHICHOKCH U
ruapokcunponuwiMermiuenmonoda (I'TIMLL)) npucyrcrByer B konudecTBe mnpumepHo 5-10
Mac.%. B HEKOTOpBIX BapMaHTaxX peajn3aliy HACTOSINEro M300peTeHHs yKa3aHHBIH BTOPOH
pazOaBuTensb (HampuMep, MUKPOKPUCTAILIHYECKAs LeJUTI0I03a, Kpaxmall, MOJUITHICHOKCH] 1
ruapokcunpommwiMerwinenioioda (I'TIMLI)) npucyrcrByer B konudectse mpumepHo 10-90
mac. %. B HEKOTOpBIX BapHaHTAaX peajM3allMyd HACTOSINEro M300peTeHHs! YKa3aHHBIH BTOPOU
pazOaBurensb (HanmpuMep, MUKPOKPUCTAILIMYECKAs LeJUTI0I03a, Kpaxmall, MOJUITHIEHOKCH] U
ruapokcunpommwiMerwinenroioda (I'TIMLI)) npucyrcrByer B konudectse mpumepHo 10-80
Mac. %. B HEKOTOpPBIX BapHaHTAaX peajM3alMyd HACTOSINEro M300peTeHHs! YKa3aHHBIH BTOPOU
paz0aBurens (HampuMep, MUKPOKPUCTAJUIMYECKas LeJUTI0JI03a, KPaxmall, MOJHITIIEHOKCH]] U
ruapokcunpomwiMerwineniroioda (I'TIMLL)) npucyrcrByer B konudectse mpumepHo 10-70
mac. %. B HEKOTOpPBIX BapHaHTAaX peajM3alMyd HACTOSINEro M300peTeHHs! YKa3aHHBIH BTOPOU
pasz0aBuTens (HanpuMep, MUKPOKPUCTAJUIHYECKAas LeJUTI0JI03a, KPaxMall, MOJHITIIEHOKCH] U
ruapokcunpomwiMerwinenoioda (I'TIMLL)) npucyrcrByer B konudectBe mpumepHo 10-60
Mac. %. B HEKOTOpPBHIX BapHaHTAaX peajM3allMy HACTOSINEro M300peTeHHs! YKa3aHHBIH BTOPOU
paz0aBuTens (HanmpuMep, MUKPOKPUCTAJUIMYECKAs LEeJUII0JI03a, KPaxmall, NOJHITIIEHOKCH]] U
ruapokcunpomMerminenoioda (I'TIMLL)) npucyrcrByer B konumdectse mpumepHo 10-50
Mmac. %. B HEKOTOpBIX BapHaHTAaX peajM3alMy HACTOSINEro M300pEeTeHHs YKa3aHHBIH BTOPOU
paz0aBuTens (HanmpuMep, MUKPOKPUCTAJUIMYECKAs LEeJUTF0JI03a, Kpaxmall, MOJHITIIEHOKCH] U
ruapokcunpomMerwinenoioda (I'TIMLL)) npucyrcrByer B konudectse nmpumepHo 10-40

mac. %. B HEKOTOpPBHIX BapHaHTAaX peajM3alMy HACTOSINEro M300peTeHHs YKa3aHHBIH BTOPOU
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pazOasuTens (HampuMep, MUKPOKPUCTAJUIHMYECKAs LEeJUTF0JI03a, Kpaxmall, MOJHITIIEHOKCH] U
ruapokcunpomMerwinenoioda (I'TIMLL)) npucyrcrByer B konudectse mpumepHo 10-30
Mmac. %. B HEKOTOpBIX BapHaHTAax peaju3aliy HACTOSINEro M300peTeHHs! YKa3aHHBIH BTOPOU
paz0asuTens (HampuMep, MUKPOKPUCTAJUIHMYECKAs LEeJUIF0JI03a, Kpaxmall, NOJUITIIEHOKCH] U
ruapokcunpormuwMermwinenroitoda (I'TIMLL)) npucyrcrByer B konudectse mpumepHo 10-20
mac. %. B HEKOTOpBIX BapHaHTaxX peaJn3alUl HACTOSIIEro M300peTeHHs YKa3aHHBIN
pazbaBuTenb (HanmpuUMep, MUKPOKPHUCTAIMYECKas LEJUIF0JI03a, Kpaxmal, MOJU3TUIEHOKCU
wii ruapokcunponmMerniaienmono3a (I'TIMLL)), npucyTcTByer B KOJHUYECTBE MPUMEPHO S
Mmac. %, npumepHo 6 mac. %, npuMmepHo 7 Mac. %, npumepHo 8 mac. %, nmpumepHo 9 Mac. %,

npumepHo 10 mac. %, npumepHo 11 mac. %, npumepHo 12 mac. %, nmpumepno 13 mac. %,

2

npumepHo 14 mac. %, npumepHo 15 mac. %, npumepHo 16 mac. %, nmpumepno 17 mac. %,
npumepHo 18 mac. %, npumepno 19 mac. %, npumepHo 20 mac. %, mpumepHo 21 mac. %,
npumMepHo 22 mac. %, npuMmepHo 23 mac. %, npumepHo 24 mac. %, mpumepHo 25 mac. %,
npumMepHo 26 mac. %, npumepHo 27 mac. %, npumepHo 28 mac. %, mpumepHo 29 mac. %,
npumepHo 30 mac. %, npumepHo 31 mac. %, npumepHo 32 mac. %, mpumepHo 33 mac. %,
npumepHo 34 mac. %, npumepHo 35 mac. %, npumepHo 36 mac. %, mpumepHo 37 mac. %,

npumepHo 38 mac. %, npumepHo 39 mac. %, npumepHo 40 mac. %, npumepHo 41 mac. %,

2 2 2

npuMmepHO 42 mac. %, npumepHo 43 mac. %, npumepHo 44 mac. %, npumepHo 45 mac. %,

2 > 2

npuMmepHo 46 mac. %, npumepHo 47 mac. %, npumepHo 48 mac. %, mpumepHo 49 mac. %,

2 2 2

npumepHo 50 mac. %, npumepno 51 mac. %, npumepHo 52 mac. %, mpumepHo 53 mac. %,

2 > 2

npuMmepHo 54 mac. %, npumepHo 55 mac. %, npumepHo 56 mac. %, mpumepHo 57 mac. %,

2 2 2

npuMmepHo 58 mac. %, npumepHo 59 mac. %, npumepHo 60 mac. %, mpumepHo 61 mac. %,

2 2 2

npuMmepHo 62 mac. %, npumepHo 63 mac. %, npumepHo 64 mac. %, mpumepHo 65 mac. %,

2 > 2

npuMepHo 66 mac. %, npumepHo 67 mac. %, npumepHo 68 mac. %, mpumepHo 69 mac. %,

2 2 2

npumepHo 70 mac. %, npumepHo 71 mac. %, npumepHo 72 mac. %, mpumepHo 73 mac. %,

2 2 2

2 2

npuMmepHo 74 mac. %, npumepHo 75 mac. %, npumepHo 76 mac. %, npumepHo 77 mac. %,

2

npuMmepHo 78 mac. %, npumepHo 79 mac. %, npumepHo 80 mac. %, mpumepHo 81 mac. %,

npuMmepHo 82 mac. %, npumepHo 83 mac. %, npumepHo 84 mac. %, mpumepHo 85 mac. %,

2 2 2

npumepHo 86 Mac. %, npumepHo 87 mac. %, npumepHo 88 mac. %, npumepHo 89 mac. % unu

npumepHo 90 mac. %.

[00173] B HekOTOpbIX BapuaHTax peadu3aluy YKa3aHHasg MUKPOKPUCTAJUIMYECKasi
LEJUTI0JIO3a MPUCYTCTBYET B KoJimdecTBe mpumepHo 5-90 mac. %. B HEKOTOpBIX BapuaHTax

peamn3alii yKa3aHHasAs MUKPOKPUCTAJIMYCCKAasA LEJUIH0JIO3a TPUCYTCTBYET B KOJIMYECCTBE
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npumepHo 5-80 wmac. %. B HeKkoTOpbIX BapuaHTax pealu3aldd  yKa3aHHas
MUKPOKPUCTAJIMUECKAs LEJUIF0JI03a MPUCYTCTBYET B KoJnmuecTBe nmpumepHo 5-70 mac. %. B
HEKOTOPBIX BApHUAHTaxX peaJu3aldd YKa3aHHAas MHUKPOKPUCTAJUIMYECKAsl — LIEJIJIF0JI03a
IIPUCYTCTBYET B KOJM4ecTBe NmpuMepHO 5-60 mac. %. B HEKOTOpBIX BapHaHTax pealn3aluu
yKa3aHHAasd MUKPOKPUCTAJUIMYECKAsl LIEJUIF0JI03a NMPUCYTCTBYET B KOJIMYECTBE MPUMEPHO 5-50
mac. %. B HEKOTOpBIX BapHaHTaxX pealn3aluy YKa3aHHAsh MUKPOKPUCTAUINYECKas LIEJUTH0JI032a
IPUCYTCTBYET B KojaudecTBe npuMepHO 5-40 mac. %. B HEKOTOpBIX BapHaHTax pealn3aluu
yKa3aHHas MUKPOKPUCTAJUIMYECKAsi LIEJUIF0JI03a MPUCYTCTBYET B KOJIMYECTBE MPUMEPHO 5-30
mac. %. B HEKOTOpBIX BapHaHTaxX peajn3aluy YKa3aHHAsh MUKPOKPUCTAUINYECKAs LEJUTH0JI032a
NPUCYTCTBYET B KOJW4ecTBe NMpuMepHO 5-20 mac. %. B HEKOTOpBIX BapuaHTax peajus3aliu
yKa3aHHasi MUKPOKPUCTAJINYECKasl LEJUIF0JI03a MPUCYTCTBYET B KOJIMYECTBE NMpuMmepHO 5-10
mac. %. B HEKOTOPBIX BapHaHTaX pealn3ally yKa3aHHAas MUKPOKPHCTAIMYECKas LIeJUII0JI03a
NPUCYTCTBYET B KonudecTBe npumepHo 10-90 mac. %. B HeKOTOpBIX BapHaHTax peanusaluu
yKa3aHHasi MUKPOKPHUCTAJUINYECKas LEeJIII0JI03a IPUCYTCTBYET B Konu4uecTse npumepHo 10-80
mac. %o. B HEKOTOPBIX BapHaHTaX pealn3ally yKa3aHHAas MUKPOKPHCTAJUIMYECKas LeJUIF0JI03a
MPUCYTCTBYET B KojmuecTBe mpumepHo 10-70 mac. %. B HeKOTOpBIX BapuaHTax peain3alnuu
yKa3aHHas MUKPOKPUCTAJUIMYECKAs LEJUII0JI03a PUCYTCTBYET B KONU4decTBe npumepHo 10-60
Mmac. %. B HEeKOTOpBIX BapHaHTax pealn3aluy YKa3aHHAsh MUKPOKPHUCTAJUINYECKas LeJUTI0JI103a
MPUCYTCTBYET B KojmuecTBe mpumepHo 10-50 mac. %. B HeKOTOpBIX BapuaHTax peanu3alnuu
yKa3aHHas MUKPOKPUCTAJUIMYECKAs LIEJUTI0JI03a IPUCYTCTBYET B KonudecTse npumepHo 10-40
Mmac. %. B HEKOTOpBIX BapHaHTaxX pealn3aluy YKa3aHHAsh MUKPOKPUCTAJUINYECKas L0032
MpUCYTCTBYET B KojmuecTse nmpumepHo 10-30 mac. %. B HekoTOpBhIX BapuaHTax peaiu3alnuu
yKa3aHHas MUKPOKPUCTAJUIMYECKAs LIEJUTI0JI03a IPUCYTCTBYET B Konu4decTse npumepHo 10-20
Mmac. %. B HEKOTOpBIX BapHaHTaxX pealnu3aluy YKa3aHHAsh MUKPOKPUCTAJUINYECKas L0032
IIPUCYTCTBYET B KOJIMYECTBE NMpUMEPHO 5 Mac. %, npumepHo 6 mac. %, npumepHo 7 mac. %,
npuMmepHo 8 mac. %, npumepHo 9 mac. %, npumepHo 10 mac. %, npumepHo 11 mac. %,
npumepHo 12 mac. %, npumepro 13 mac. %, npumepHo 14 mac. %, nmpumepHo 15 mac. %,
npumepHo 16 mac. %, npumepHo 17 mac. %, npumepHo 18 mac. %, mpumepHo 19 mac. %,
npumepHo 20 mac. %, npumepHo 21 mac. %, npumepHo 22 mac. %, npumepHo 23 mac. %,
npuMmepHo 24 mac. %, npumepHo 25 Mac. %, npumepHo 26 mac. %, npumepHo 27 mac. %,
npumepHo 28 mac. %, npumepHo 29 mac. %, npumepHo 30 mac. %, nmpumepHo 31 mac. %,
npumepHo 32 mac. %, npumepHo 33 mac. %, npumepHo 34 mac. %, npumepHo 35 mac. %,

npumepHo 36 mac. %, npumepHo 37 mac. %, npumepHo 38 mac. %, mpumepHo 39 mac. %,
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npumepHo 40 mac. %, npumepHo 41 mac. %, npumepHo 42 mac. %, npumepHo 43 mac. %,

npuMmepHo 44 mac. %, npumepHo 45 mac. %, npumepHo 46 mac. %, npumepHo 47 mac. %,
npumepHo 48 mac. %, npumepHo 49 mac. %, npumepHo 50 mac. %, mpumepHo 51 mac. %,
npuMmepHo 52 mac. %, npumepHo 53 mac. %, npumepHo 54 mac. %, mpumepHo 55 mac. %,
npuMmepHo 56 mac. %, npumepHo 57 mac. %, npumepHo 58 mac. %, mpumepHo 59 mac. %,
npuMmepHo 60 mac. %, npumepHo 61 mac. %, npumepHo 62 mac. %, npumepHo 63 mac. %,
npuMmepHo 64 mac. %, npumepHo 65 Mac. %, npumepHo 66 mac. %, nmpumepHo 67 mac. %,
npuMmepHo 68 mac. %, npumepHo 69 mac. %, npumepHo 70 mac. %, npumepHo 71 mac. %,
npuMmepHo 72 mac. %, npumepHo 73 mac. %, npumepHo 74 mac. %, npumepHo 75 mac. %,
npumepHo 76 mac. %, npumepHo 77 mac. %, npumepHo 78 mac. %, mpumepHo 79 mac. %,
npumepHo 80 mac. %, npumepHo 81 mac. %, npumepHo 82 mac. %, mpumepHo 83 mac. %,
npumMepHo 84 mac. %, npumepHo 85 mac. %, npumepHo 86 Mmac. %, mpumepHo 87 mac. %,

npumepHo 88 mac. %, npumepHo 89 mac. % umu npumepHo 90 mac. %.

[00174] B HEKOTOpBIX BapHAHTAX PEeATU3ALNH HACTOSIIETO H300pETEeHNsI YKa3aHHbIH MePBbIH
paz0aBuTeNb, TAaKOH KaK MOHOTHIPAT JIAKTO3bI, O€3BOHAS JIAKTO3a, MAHHUT U JABYXOCHOBHBIN
docdar xampiys, IPUCYTCTBYET B KOIHYeCTBE MpuMepHO 5-90 mac.%. B HeKoTOphIX BaprHaHTax
peanu3ali  HACTOSINEro H300peTeHHsl YyKa3aHHBbIA TMepBbId pa30aBUTENb, TaKOW Kak
MOHOTHAPAT JIAKTO3bl, OE3BOAHAS JIAKTO3a, MAHHUT M JIBYXOCHOBHBIA (ocdar Kambius,
MPUCYTCTBYeT B KoJuuecTBe NpuMmepHO 5-80 mac.%. B HeKOTOpBhIX BapuaHTax peaiu3alnuu
HACTOSIIIEro N300pEeTeHUs yKa3aHHbBIN MEePBbIi pa30aBUTENb, TAKOW KAK MOHOTHUIPAT JIAKTO3bI,
0e3BOIHAS JTAKTO3a, MAHHUT U JIBYXOCHOBHBIN (pocdaT KambIHsl, MPUCYTCTBYET B KOJTHYECTBE
npumMepHo 5-70 mac.%. B HEKOTOpBIX BapHaHTax peaM3alii HACTOSIIEro H300peTeHus
yYKa3aHHbBIN MEPBBIA pa30aBUTEIb, TAKOW KaK MOHOTUAPAT JIAKTO3bI, 0€3BOIHAS JIAKTO3a, MAHHUT
U JIByXOCHOBHBIN (hocdaT KajblHs, NIPUCYTCTBYET B KOJIHYeCTBE mpuMepHO 5-60 mac.%. B
HEKOTOPBIX BAPHAHTAX PEATU3AL[H HACTOSIIIETO H300PETEHHsI YKa3aHHbIHN MepBbIl pa30aBuUTEb,
TAKOM KaK MOHOTHIpPAT JIAKTO3bI, O€3BOMHAS JIAKTO3a, MAHHHUT W IBYXOCHOBHBIN (Qocdar
KaJbLUs, MPUCYTCTBYEeT B KonudecTBe npumepHo 5-50 mac.%. B HekoTOpeIX BapuaHTax
peanm3ali  HACTOSIIEro H300peTeHHs] YKa3aHHBbIA TepBbI pa30aBUTENb, TaKOW Kak
MOHOTHAPAT JIAKTO3bl, OE3BOAHASI JIAKTO3a, MAHHUT M JIBYXOCHOBHBIH (ocdar kampius,
MPUCYTCTBYET B KojuuecTBe mpumepHO 5-40 mac.%. B HEKOTOpBIX BapuUaHTax peann3aluu
HACTOSIIIEro N300pEeTeHUs yKa3aHHbBIN MEePBbIil pa30aBUTENb, TAKOW KaK MOHOTHUAPAT JAKTO3bI,
0e3BOIHAS JTAKTO3a, MAHHUT U JIBYXOCHOBHBIN (pocdaT KajmbIHsl, MPUCYTCTBYET B KOJIHYECTBE

npumMepHo 5-30 mac.%. B HEKOTOpBIX BapHaHTax pealn3alid HACTOSINEro H300peTeHus
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yKa3aHHbBIN MEPBBINA pa30aBUTEIb, TAKOW KAK MOHOTUAPAT JIAKTO3bI, O€3BOHAS JIAKTO3a, MAHHUT
U JIByXOCHOBHBIN (pocdaT Kanmblms, IPUCYTCTBYET B KoJH4yecTBe mpumepHo 5-20 mac.%. B
HEKOTOPBIX BAPHAHTAX PEATU3aL[H HACTOSIIIETO H300PETEHHsI YKa3aHHbIHN NepBbIl pa30aBuTEb,
TAKOM KaK MOHOTHIpPAT JIAKTO3bI, O€3BOMHAS JIAKTO3a, MAHHUT W IBYXOCHOBHBIN Qocdar
KaJbLUs, MPUCYTCTBYET B Koiamdectse npumepHo 5-10 mac.%. B HekOoTOpeIX BapuaHTax
peanu3alM HACTOSINEro M300peTeHMs] YyKa3aHHBbI TepBbId pa30aBUTENb, TaKOW Kak
MOHOTHAPAT JAKTO3bl, OE3BOAHAs JIAKTO3a, MAHHUT M JBYXOCHOBHBIH (ocdar kampius,
IPUCYTCTBYET B KoauuecTse npumepHo 10-90 mac.%. B HeKOTOpBIX BapHaHTax pealn3aluu
HACTOSIIIEro N300peTeHUs yKa3aHHbIN MepBbIil pa30aBUTENb, TAKOW KaK MOHOTUAPAT JIAKTO3bI,
0e3BOIHAS JJAKTO3a, MAHHUT U JIBYXOCHOBHBIN (pocdaT KajubIysl, IPUCYTCTBYET B KOJIUYECTBE
npumepHo 10-80 mac.%. B HeKOTOpbIX BapMaHTax pealn3alMy HACTOSIIEr0 H300peTeHus
yKa3aHHbIN NEPBbIi pa30aBUTEITb, TAKOH KaK MOHOTHIPAT JIAKTO3bI, 0€3BOHAS JTAKTO3a, MAHHUT
U JIByXOCHOBHBIN (ocdar Kaiblys, IPUCYTCTBYET B KojmuecTBe npumepHo 10-70 mac.%. B
HEKOTOPBIX BapUAHTAX Pea3allii HACTOSIIEr0 H300peTeHNs! YKa3aHHbII MepBbIil pa30aBHUTENb,
TaKOW KaK MOHOTHAPAT JIAKTO3bI, O€3BOAHAs JIAKTO3a, MAHHUT W JIBYXOCHOBHBIH (ocdar
KaJIbLUs, TPUCYTCTBYET B KosnudectBe mnpumepHo 10-60 mac.%. B HekoTOpbIX BapuaHTax
peanu3ali HACTOSINEro HM300peTeHHsl YyKa3aHHBbIA TMepBbld pa30aBUTENb, TaKOW Kak
MOHOTHAPAT JIAKTO3bl, OE3BOAHAS JIAKTO3a, MAHHUT M JBYXOCHOBHBIA (ocdar Kambius,
MPUCYTCTBYeT B KoauuecTBe npumepHo 10-50 mac.%. B HekoTOpbIX BapHaHTax peaiu3aluu
HACTOSIIIEro N300pEeTeHUs yKa3aHHbIN MEepBbIil pa30aBUTENb, TAKOW KAK MOHOTHUAPAT JIAKTO3bI,
0e3BOIHAS JTAKTO3a, MAHHUT U JIBYXOCHOBHBIN (pocdaT KambIHsl, MPUCYTCTBYET B KOJTHYECTBE
npumepro 10-40 mac.%. B HEKOTOpBIX BapHaHTaX peajM3alMU HACTOSILIETO H300pEeTeHHUs
yYKa3aHHbIN MEPBBIA pa30aBUTEIb, TAKOW KaK MOHOTUAPAT JIAKTO3bI, 0€3BOIHAS JIAKTO3a, MAHHUT
U JBYXOCHOBHBIN (hocdar KanbLusi, TPUCYTCTBYET B KonndecTe mpumepHo 10-30 mac.%. B
HEKOTOPBIX BAPHAHTAX PEATU3AL[H HACTOSIIIETO H300PETEeH sl YKa3aHHbIN MepBbIl pa30aBUTEb,
TAKOM KaK MOHOTHIpPAT JIAKTO3bI, O€3BO/HAS JIAKTO3a, MAHHHUT W IBYXOCHOBHBIN Qocdar
KaJbLUsl, MPUCYTCTBYEeT B KosnudecTBe npumepHo 10-20 mac.%. B HekoTOpbIX BapuaHTax
peanm3al  HACTOSINEro H300peTeHHs] YKa3aHHBbIA TepBbIH pa30aBUTENb, TaKOW Kak
MOHOTHAPAT JIAKTO3bl, OE3BOAHASI JIAKTO3a, MAHHUT M JIBYXOCHOBHBIA (ocdar Kampius,
MIPUCYTCTBYET B KOJIMYECTBE NMpPUMEPHO 5 Mac. %, npumepHo 6 mac. %, npumepHo 7 mac. %,
npuMmepHo 8 mac. %, npumepHo 9 mac. %, npumepHo 10 mac. %, npumepHo 11 mac. %,
npumepHo 12 mac. %, npumepHo 13 mac. %, npumepHo 14 mac. %, npumepHo 15 mac. %,

npumepHo 16 mac. %, npumepHo 17 mac. %, npumepHo 18 mac. %, mpumepHo 19 mac. %,
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npumepHo 20 mac. %, npumepHo 21 mac. %, npumepHo 22 mac. %, npumepHo 23 mac. %,
npuMmepHo 24 mac. %, npumepHo 25 mMac. %, npumepHo 26 mac. %, npumepHo 27 mac. %,
npumepHo 28 mac. %, npumepHo 29 mac. %, npumepHo 30 mac. %, npumepHo 31 mac. %,
npumepHo 32 mac. %, npumepHo 33 mac. %, npumepHo 34 mac. %, npumepHo 35 mac. %,
npumepHo 36 mac. %, npumepHo 37 mac. %, npumepHo 38 mac. %, nmpumepHo 39 mac. %,
npumepHo 40 mac. %, npumepHo 41 mac. %, npumepHo 42 mac. %, npumepHo 43 mac. %,
npuMmepHo 44 mac. %, npumepHo 45 mac. %, npumepHo 46 mac. %, npumepHo 47 mac. %,
npumepHo 48 mac. %, npumepHo 49 mac. %, npumepHo 50 mac. %, npumepHo 51 mac. %,
npuMmepHoO 52 mac. %, npumepHo 53 mac. %, npumepHo 54 mac. %, mpumepHo 55 mac. %,
npumMepHo 56 mac. %, npumepHo 57 mac. %, npumepHo 58 mac. %, mpumepHo 59 mac. %,
npumMepHo 60 mac. %, npumepHo 61 mac. %, npumepHo 62 Mmac. %, mpumepHo 63 mac. %,
npuMepHo 64 mac. %, npuMmepHo 65 mac. %, npumepHo 66 Mac. %, mpumepHo 67 mac. %,
npumMepHo 68 mac. %, npumepHo 69 mac. %, npumepHo 70 mac. %, mpumepHo 71 mac. %,
npumepHo 72 mac. %, npumepHo 73 mac. %, npumepHo 74 mac. %, mpumepHo 75 mac. %,
npumepHo 76 mac. %, npumepHo 77 mac. %, npumepHo 78 mac. %, mpumepHo 79 mac. %,
npumepHo 80 mac. %, npumepHo 81 mac. %, npumepHo 82 mac. %, mpumepHo 83 mac. %,
npuMmepHO 84 mac. %, npumepHo 85 mac. %, npumepHo 86 mac. %, mpumepHo 87 mac. %,

npumepHo 88 mac. %, npumepHo 89 mac. % wnu npumepHo 90 mac. %.

[00175] B HekoTOpPBIX BapHaHTaX peaTU3alUH HACTOSLIEr0 H300PETEHHs YKa3aHHBIHI
pa3baBuTEeNb, TAKOH KakK  JIAKTO3a, MAaHHHT, JBYXOCHOBHbIH ¢ocdar  kambuus,
MHUKPOKPUCTAIINYECKAs LIEJUTI0JI032, Kpaxmaii, MOJTMATUIIEHOKCH]] WIH
ruapokcunpommwiMerwinenoioda (I'TIMLL), mpucyTcTByeT B KOJIH4YECTBE MPUMEpPHO S5-90
mac.%. B HEKOTOpBIX BapuaHTax peaM3alli HACTOSIIEro M300pPETeHUs YKa3aHHAs JIAKTO3a
SABJIIETCSI OE3BOHON, MOHOTUAPATHOMN, KPUCTAJUIMYECKON WM BBICYIIEHHOH pacrbuieHHeM. B
HEKOTOPBIX BapUAHTAX PEAM3aLHUU HACTOSLIETO M300pETEeHUs] YKa3aHHBIH MAHHUT SIBIISIETCS
BBICYLICHHBIM PACHbUICHUEM WM KPUCTAIMYECKUM. B HEKOTOpPBIX BapHaHTax peanusaluu
HACTOSAIEr0 UW300peTeHMs] YKa3aHHbI pa30aBUTENb, TaKOH Kak JIaKTO3a, MAHHHT,
IBYXOCHOBHBIM  (Qocdar  kampuus, MHKPOKPHCTAUIMUECKAs  LEJUT0JIO3a,  Kpaxmal,
NOJMSTHIIGHOKCHT, WM ruzapokcunponmiMermiienono3a (ITIML), mnpucyrcrByer B
kojudyecTBe mnpumepHo S5-80 mac.%. B HeKoTOphIX BapwaHTax pealu3allid HACTOSIIETO
n300peTeHNs] YKa3aHHbIN pa30aBUTENb, TAKOH KaK JIAKTO3a, MAHHUT, JIBYXOCHOBHBIN (hocdar
KaIblUsl, MUKPOKPUCTAJUIMYECKAsl  LEJUIF0JI03a,  KpaxMaj,  MNOJMSTHIEHOKCHI WU

ruapokcunpomMerminenoioda (I'TIMLL), mpucyTcTByeT B KOJIM4YecTBe NpUMeEpHO S5-70
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mac.%. B HEKOTOpPBIX BapHaHTaxX peaju3aluyd HACTOSALIEr0 HW300pPETeHUs] YKa3aHHBINA
pa3baBuTeNb, TAKOM KakK JIAKTO3a, MAaHHHUT, JBYXOCHOBHbIH ¢ocdar  kampuus,
MUKPOKPHCTAJUINYECKAS LEJUIFOJI03a, Kpaxmaill, MOJINDTHUIIEHOKCHUTL WIN
ruapokcunpormmMermwinenoinoda (I'TIMLL), mpucyTcTByeT B KOJIMYECTBE MPUMEPHO S5-60
mac.%. B HEKOTOpBIX BapHaHTaxX peaju3alUyd HACTOALIEr0 HW300pPETeHUs YKa3aHHBINA
pa3baBuTeNnb, TAaKOM Kak  JIAKTO3a, MAaHHHUT, JBYXOCHOBHbIH ¢ocdar  kambpuus,
MUKPOKPHUCTAJUINYECKAs LEJUIFOJI03a, Kpaxmail, MIOJINITUIIEHOKCHU]L WIN
ruapokcunpornuwiMmermiuenonoda (I'TIMLL), nmpucyrcTByer B KOJIM4YecTBe NPUMEpPHO S5-50
mac.%. B HeEKOTOpBIX BapHaHTaxX peaju3allud HACTOALIEr0 H300pEeTeHUsl YKa3aHHBIN
pa3baBuTeNb, TAaKOM Kak JIAKTO3a, MAaHHWUT, JBYXOCHOBHbI ¢ocdar  kanbuus,
MUKPOKPHUCTAIUIAYECKAS LEJTI0JI03a, Kpaxmaill, NOJIU3THIIEHOKCHUL WIN
ruapokcunponuwiMermiuenmonoda (I'TIMLI), nmpucyrcTByer B Koiu4uecTBe NpUMEpHO 5-40
mMac.%. B HEKOTOphIX BapuaHTaxX pealu3alMyd HACTOSIIEro W300peTeHus] yKa3aHHBIN
pasOaBuTenb, TakOH Kak JIAKTO3a, MAHHWT, JABYXOCHOBHBIH  ¢ocdar  KaibLws,
MUKPOKPHUCTAJIAYECKAsT LEJIF0JI03a, Kpaxmali, NOJIU3THIIEHOKCHU]L 001
ruapokcunpommwiMerwinentoioda (I'TIMLI), mpucyTcTByeT B Koju4yecTBe mnpuMepHO S5-30
mac.%. B HEKOTOpBIX BapHaHTaX peaju3alMUd HACTOSALIEr0 H300pPETeHUs] YKa3aHHBIN
pa3baBuTeNb, TAKOH KakK  JIAKTO3a, MAaHHWUT, JBYXOCHOBHbIH ¢ocdar  kambuus,
MUKPOKPHUCTAJUINYECKAS LEJUTF0JI03a, Kpaxmail, MOJIN3TUIICHOKCUT WIN
ruapokcunpommwiMerwinenoioda (I'TIMLL), nmpucyTcTByeT B KOJIM4YeCTBE NPUMEpHO S5-20
Mac.%. B HEKOTOpBIX BapHaHTaX peaju3alMKd HACTOSALIEr0 HW300pPETeHUs] YKa3aHHBIN
pa3baBuTeNb, TAKOH Kak  JIAKTO3a, MAaHHHT, JBYXOCHOBHbIH ¢ocdar  kambuus,
MUKPOKPHCTAJUINYECKAS LEJUTF0JI03a, Kpaxmail, MOJIN3TUIICHOKCUT 10051
ruapokcunpomwiMerwinenoioda (I'TIMLL), nmpucyrcTByer B KojuyecTBe mnpuMepHO S5-10
Mac.%. B HEKOTOpPBIX BapHaHTaX peaju3alUUd HACTOSALIEr0 HW300pPETeHUs] YKa3aHHBINA
pa3baBuTeNb, TAKOH KakK  JIAKTO3a, MAaHHHT, JBYXOCHOBHbIH ¢ocdar  kambuus,
MUKPOKPHCTAJUINYIECKAS LEJUTF0JI03a, Kpaxmail, MOJIN3TUIIEHOKCUT WA
ruapokcunpomMerwinenroioda (I'TIMLL), mpucyrcTByer B KonudecTBe nmpumepHo 10-90
mMac.%. B HEKOTOpPBIX BapHaHTaxX peaju3aldyd HACTOSALIEr0 HW300pETeHUs] YKa3aHHBINA
pa3baBuTeNb, TAKOH KakK JIAKTO3a, MAaHHHUT, JBYXOCHOBHbIH ¢ocdar  kambuus,
MUKPOKPHCTAJUINIECKAS LEJUTF0JI03a, Kpaxmail, MOJIN3THUIIEHOKCUTL WIN
ruapokcunpomMerminenroioda (I'TIMLL), mpucyrcTByer B konudecTBe nmpumepHo 10-80

Mac.%. B HeKOoTOphIX BapHaHTaX pealu3aliHi HACTOSAIIErO W300peTeHUs] yKa3aHHBIN
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pa3baBuTeNb, TAKOH KakK JIAKTO3a, MAaHHHUT, [JBYXOCHOBHbIH ¢ocdar  kampuus,
MHUKPOKPUCTAIIINYECKAs LEJUTI0JI03a, Kpaxmaii, MOJIUATUIIEHOKCHU 30051
runpokcunpormmwMermwinenoioda (I'TIMLL), npucyrcTByer B konudecTse nmpumepHo 10-70
mac.%. B HEKOTOpPBIX BapHaHTaxX peaju3allluyd HACTOALIEr0 H300pPETeHUs] YKa3aHHBINA
pa3baBuTeNb, TAKOM KakK  JIAKTO3a, MAaHHWUT, JBYXOCHOBHbIH ¢ocdar  kambuus,
MUKPOKPUCTAIINYECKAsT LEJUTI0JI03a, Kpaxmaii, MOJINATUIIEHOKCU 130051
ruapokcunporuiMmerminenonoda (I'TIMLL), npucyrcTByer B konudecTse nmpumepHo 10-60
mac.%. B HeKOTOpBIX BapHaHTax peaju3alluyd HACTOALIEr0 H300pEeTeHUsl YKa3aHHBIN
pa3baBuTeNnb, TAaKOM Kak  JIAKTO3a, MAaHHWUT, JBYXOCHOBHbIH ¢ocdar  kanbuus,
MUKPOKPUCTAIIINYECKAsT LEJUTI0JI03a, Kpaxmaii, MOJU3TUIIEHOKCHU]L 150051
ruapokcunponuiMmermwiuenmonoda (I'TIMLL), npucyrcTByer B konudecTse npumepHo 10-50
mac.%. B HEKOTOphIX BapuaHTax peaju3alMyd HACTOSIEr0 W300peTeHus] yKa3aHHBIN
pasOaBuTenb, TakOH Kak  JIAKTO3a, MAHHWT, JBYXOCHOBHBIH ¢ochar  KaibLws,
MUKPOKPHUCTAIIIIMYECKAsT LEJUTI0JI03a, Kpaxmail, MOJU3TUIIEHOKCU]L 150051
ruapokcunponmiMerninenmonosa (I'TIMLI), npucyrcrByer B koiaudectBe npumepHo 10-40
Mac.%. B HEKOTOpBIX BapuaHTaxXx pealu3alMyd HACTOSIIEr0 HW300peTeHus] yKa3aHHBIN
pa3baBuTeNb, TAKOH Kak  JIAKTO3a, MAaHHWT, JBYXOCHOBHbIH ¢ocdar  kambuus,
MUKPOKPUCTAIINYECKAs LEJUTI0NI032, Kpaxmaii, MOJIU3TUIIEHOKCH]T Wi
ruapokcunpommwiMerwinenroioda (I'TIMLI), npucyrcTByer B konumdecTBe mpumepHo 10-30
mac.%. B HEKOTOpPBIX BapHaHTaX peajM3alMUd HACTOSALIEr0 HW300pPETeHUs] YKa3aHHBINA
pa3baBuTeNb, TAKOH KakK  JIAKTO3a, MAaHHHUT, JBYXOCHOBHbIH ¢ocdar  kambuus,
MUKPOKPUCTAIINYECKAs LIEJUTI0JI032, Kpaxmaii, MOJIUATUIICHOKCHU Wi
ruapokcunpommwiMerwinenroioda (I'TIMLL), npucyrcTByer B konumdecTBe mpumepHo 10-20
mac.%. B HEKOTOpBIX BapHaHTaxX peaju3alUKd HACTOSALIEr0 HW300PETeHUs] YKa3aHHBINA
pa3baBuTeNb, TAKOH KakK  JIAKTO3a, MAaHHHT, JBYXOCHOBHbIH ¢ocdar  kambuus,
MHUKPOKPUCTAIINYECKAs LEJUTI0JI032, Kpaxmaini, MOJINATUIICHOKCU 90051
rugpokcunpomrmmMeTuineuionosa (I TIMLL), mpucyTcTByeT B KoIH4uecTBe MpUuMepHO S Mac. %o,
npuMepHo 6 mac. %, npumMepHo 7 Mac. %, npumepHo 8 Mac. %, npumepHo 9 mac. %o, MpUMEpPHO
10 mac. %, npumepno 11 mac. %, npumepHo 12 mac. %, npumepso 13 mac. %, npumepHo 14
Mmac. %, npumepHo 15 mac. %, npumepHo 16 mac. %, npumepno 17 mac. %, npumepHo 18 mac.
%, mpumepHo 19 mac. %, npumepno 20 mac. %, npumepno 21 mac. %, npumepro 22 mac. %,
npuMmepHo 23 mac. %, npumepHo 24 mac. %, npumepHo 25 mac. %, npumepHo 26 mac. %,

npumepHo 27 mac. %, npumepHo 28 mac. %, npumepHo 29 mac. %, npumepHo 30 mac. %,
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npumepHo 31 mac. %, npumepHo 32 mac. %, npumepHo 33 mac. %, npumepHo 34 mac. %,
npumepHo 35 mac. %, npumepHo 36 mac. %, npumepHo 37 mac. %, npumepHo 38 mac. %,
npumepHo 39 mac. %, npumepHo 40 mac. %, npumepHo 41 mac. %, npumepHo 42 mac. %,
npumepHo 43 mac. %, npumepHo 44 mac. %, npumepHo 45 mac. %, npumepHo 46 mac. %,
npumepHo 47 mac. %, npumepHo 48 mac. %, npumepHo 49 mac. %, npumepHo 50 mac. %,
npumepHo 51 mac. %, npumepHo 52 mac. %, npumepHo 53 mac. %, npumepHo 54 mac. %,
npuMmepHo 55 mac. %, npumepHo 56 mac. %, npumepHo 57 mac. %, npumepHo 58 mac. %,
npuMmepHo 59 mac. %, npumepHo 60 mac. %, npumepHo 61 mac. %, npumepHo 62 mac. %,
npuMepHoO 63 mac. %, npumepHo 64 mac. %, npumepHo 65 mac. %, nmpumepHo 66 mac. %,
npumMepHo 67 mac. %, npuMmepHo 68 mac. %, npumepHo 69 Mmac. %, mpumepHo 70 mac. %,
npumepHo 71 mac. %, npumepHo 72 mac. %, npumepHo 73 mac. %, mpumepHo 74 mac. %,
npumepHo 75 mac. %, npumepHo 76 mac. %, npumepHo 77 mac. %, mpumepHo 78 mac. %,
npumepHo 79 mac. %, npumepHo 80 mac. %, npumepHo 81 mac. %, mpumepHo 82 mac. %,
npumepHo 83 mac. %, npumepHo 84 mac. %, npumepHo 85 mac. %, mpumepHo 86 mac. %,

npumepHo 87 mac. %, npumepHo 88 mac. %, npumepHo 89 mac. % unu npumepHo 90 mac. %.

[00176] B HexOTOpPBIX BapUaHTax pealu3aluy YKa3aHHAs JIaKTO3a IPUCYTCTBYET B
KonuuecTse nmpuMepHo 5-90 mac. %. B HEKOTOpBIX BapuaHTax pealn3aliy yKa3aHHas JIAKT03a
MPUCYTCTBYeT B konudecTBe nmpumepHo 5-80 mac. %. B HEKOTOpBIX BapHaHTax peain3alnuu
yKa3aHHas JIaKTO3a TMPHUCYTCTBYET B KoamuecTBe mnpumepHo S5-70 mac. %. B HekoTopbIx
BapUaHTaxX pean3alliM YKa3aHHas JaKTO3a MPUCYTCTBYET B KOJIMYECTBE NPUMEPHO 5-60 mac.
%. B HekoTOpbIX BapHaHTax pealu3alliyd yKa3aHHasl JIAKTO3a MPHUCYTCTBYET B KOJIUYECTBE
npuMmepHo 5-50 mac. %. B HekoTOphIX BapuaHTax peaju3aliyl YyKa3aHHas JIaKTo3a
IIPUCYTCTBYET B KojudecTBe nmpumepHo 5-40 mac. %. B HekoTOpbIX BapHaHTax peain3aluu
yKa3aHHas JIaKTO3a MPHUCYTCTBYET B KoiuuecTBe mnpumepHo 5-30 mac. %. B HexkoTopbIx
BApUAHTaX pean3alliy YKa3aHHAas JIAKTO3a MPUCYTCTBYET B KOIMYECTBE NpUMEpHO 5-20 mac.
%. B HexkoTOpbIX BapHaHTax pealu3alliyd yKa3aHHasl JIAKTO3a MPHUCYTCTBYET B KOJIUYECTBE
npuMmepHo 5-10 mac. %. B HekoTOphIXx BapuaHTax peajM3aliy YyKa3aHHas JIaKTo3a
IPUCYTCTBYET B KojuuecTBe nmpumepHo 10-90 mac. %. B HeKOTOpBIX BapuaHTax peaiu3aluu
yKa3aHHasl JIaKTO3a TMPHUCYTCTBYET B KojuuecTBe npumepHo 10-80 mac. %. B HexoTopbix
BapUaHTaX pealn3aluy yKa3aHHas JaKTo3a MPUCYTCTBYET B KoaudecTse npumepHo 10-70 mac.
%. B HekoTOpbIX BapHaHTaxX peaju3alluid yKa3aHHasl JaKTo3a MPHUCYTCTBYET B KOJIHYECTBE
npuMmepHo 10-60 mac. %. B HekoTOpbIX BapuaHTax peaju3aldd YyKa3aHHas JIaKTo3a

IPUCYTCTBYET B KojudecTBe nmpumepHo 10-50 mac. %. B HeKOTOpBIX BapuaHTax peaiu3aluu
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yKa3aHHas JIaKTO3a TMPHUCYTCTBYET B KojuuecTBe npumepHo 10-40 mac. %. B HexkoTopbIx
BapUaHTaX peaJn3aluy yKa3aHHas JaKTOo3a MPUCYTCTBYET B KoaudecTse npumepHo 10-30 mac.
%. B HEKOTOpBIX BapHaHTaX pealn3aluyl YKa3aHHAs JIAKTO3a MPUCYTCTBYET B KOJHUYECTBE
npuMmepHo 10-20 mac. %. B HekoTOpbIX BapuaHTax peaju3alud YKa3aHHas JIaKTO3a
IIPUCYTCTBYET B KOJIMYECTBE NMPUMEPHO 5 Mac. %, npumepHo 6 mac. %, npumepHo 7 mac. %,
npuMmepHo 8 mac. %, npumepHo 9 mac. %, npumepHo 10 mac. %, mpumepno 11 mac. %,
npumepHo 12 mac. %, npumepro 13 mac. %, npumepno 14 mac. %, npumepHo 15 mac. %,
npumepHo 16 mac. %, npumepno 17 mac. %, npumepno 18 mac. %, mpumepno 19 mac. %,
npumepHo 20 mac. %, npumepHo 21 mac. %, npumepHo 22 mac. %, npumepHo 23 mac. %,
npumMepHo 24 mac. %, npuMmepHo 25 mac. %, npumepHo 26 mac. %, mpumepHo 27 mac. %,
npumepHo 28 mac. %, npumepHo 29 mac. %, npumepHo 30 mac. %, mpumepHo 31 mac. %,
npumepHo 32 mac. %, npumepHo 33 mac. %, npumepHo 34 mac. %, mpumepHo 35 mac. %,
npumepHo 36 mac. %, npumepHo 37 mac. %, npumepHo 38 mac. %, mpumepHo 39 mac. %,
npumepHo 40 mac. %, npumepHo 41 mac. %, npumepHo 42 mac. %, mpumepHo 43 mac. %,
npumepHo 44 mac. %, npumepHo 45 mac. %, npumepHo 46 mac. %, mpumepHo 47 mac. %,
npumepHo 48 mac. %, npumepHo 49 mac. %, npumepHo 50 mac. %, mpumepHo 51 mac. %,
npuMmepHO 52 mac. %, npumepHo 53 mac. %, npumepHo 54 mac. %, mpumepHo 55 mac. %,
npuMmepHO 56 mac. %, npumepHo 57 mac. %, npumepHo 58 mac. %, mpumepHo 59 mac. %,
npuMmepHo 60 mac. %, npumepHo 61 mac. %, npumepHo 62 mac. %, npumepHo 63 mac. %,
npuMmepHo 64 mac. %, npumepHo 65 mac. %, npumepHo 66 mac. %, nmpumepHo 67 mac. %,
npuMmepHo 68 mac. %, npumepHo 69 mac. %, npumepHo 70 mac. %, mpumepHo 71 mac. %,
npuMmepHo 72 mac. %, npumepHo 73 mac. %, npumepHo 74 mac. %, mpumepHo 75 mac. %,
npuMmepHo 76 mac. %, npumepHo 77 mac. %, npumepHo 78 mac. %, mpumepHo 79 mac. %,
npumepHo 80 mac. %, npumepno 81 mac. %, npumepHo 82 mac. %, mpumepHo 83 mac. %,
npuMmepHo 84 mac. %, npumepHo 85 mac. %, npumepHo 86 mac. %, mpumepHo 87 mac. %,

npumepHo 88 mac. %, npumepHo 89 mac. % wnu npumepHo 90 mac. %.

[00177] B HexkOTOpPBIX BapuaHTaxX peaju3allid YKAa3aHHbIH MOHOTHUIPAT  JIAKTO3BI
IIPUCYTCTBYET B KojudecTBe npumepHo 5-90 mac. %. B HeKoTOpbIX BapHaHTax peain3aluu
yKa3aHHbIH MOHOTHApAT JIAKTO3bl MPUCYTCTBYET B KoiudecTBe nmpumepHo 5-80 mac. %. B
HEKOTOPBIX BApPHAHTAX peAIN3alUN YKAa3aHHbI MOHOTMAPAT JIAKTO3bl MPHUCYTCTBYET B
kKonuuecTBe mnpuMepHo 5-70 mac. %. B HekOoTOphIX BapuaHTax peaju3aluy YKa3aHHBIN
MOHOTUIpPAT JIAKTO3bl MPUCYTCTBYET B KOJH4YECTBE npumepHO 5-60 mac. %. B HekoTopsix

BapuaHTax pecan3alnnun YKaSaHHbeI MOHOrvUApaT JIAKTO3bl TMPUCYTCTBYET B KOJIHYCCTBC
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npuMepHoO 5-50 mac. %. B HEKOTOpBIX BapuaHTax pealn3aliy yKa3aHHbI MOHOTHAPAT JaKTO3bl
IIPUCYTCTBYET B KojaudecTBe npuMepHO 5-40 mac. %. B HeKOTOpbIX BapHaHTax pealn3aluu
YKa3aHHbI MOHOTHAPAT JIAKTO3bl NPUCYTCTBYET B KoiudecTBe nmpumepHo 5-30 mac. %. B
HEKOTOPBIX BapUaHTaxX peaju3alyy yKa3aHHbII MOHOTHAPAT JIAKTO3bl MpPHUCYTCTBYET B
konuuectse mnpuMepHo 5-20 mac. %. B HeEKOTOpBIX BapuaHTax peajlu3aluy YKa3aHHBIN
MOHOTMJpAT JAaKTO3bl NMPUCYTCTBYET B KojudecTBe mpumepHo 5-10 mac. %. B HexoTophIix
BapUAHTaX pealu3alud YKAa3aHHbI MOHOTMApAT JIAKTO3bl IPUCYTCTBYET B KOJUYECTBE
npuMmepHo 10-90 mac. %. B HekoTOpBIX BapuaHTax peaau3alUd YKa3aHHBIM MOHOTUAPAT
JIAKTO3bI MPUCYTCTBYET B KoaudecTBe npumepHo 10-80 mac. %. B HexkoTOprIX BapuaHTax
peanusaluy yKa3aHHbIA MOHOTHIAPAT JIAKTO3bl MPUCYTCTBYET B KOJU4YECTBE npumepHo 10-70
mac. %. B HEKOTOpBIX BapuaHTax pealn3aliy YKa3aHHbIH MOHOTHPAT JIAKTO3bI IPUCYTCTBYET
B kKonudectse npumepHo 10-60 mac. %. B HEKOTOpHIX BapuaHTax peann3alud YKa3aHHbINA
MOHOTHAPAT JIAKTO3bI NMPHUCYTCTBYET B KojaudecTse npumepHo 10-50 mac. %. B HekoTOpbIX
BAPMAHTAX peaJN3alluid yKA3aHHbIH MOHOTHMIAPAT JIAKTO3bl INPUCYTCTBYET B KOJIMYECTBE
npumMepHo 10-40 mac. %. B HekOTOpBIX BapHaHTaxX peaNu3alMM yKa3aHHbIH MOHOTHApAT
JIAKTO3bI MPUCYTCTBYeT B KojuuecTBe nmpumepHo 10-30 mac. %. B HekOTOpBIX BapuaHTax
peanu3aluy yKa3aHHbIH MOHOTHIPAT JIAKTO3bl MPUCYTCTBYET B KOJUYECTBE npumepHo 10-20
Mac. %. B HEKOTOpPBIX BapUaHTaxX pealn3alii yKa3aHHbII MOHOTUAPAT JAKTO3bl IPUCYTCTBYET
B KOJIMYECTBE NpUMepHO 5 Mac. %, npumepHo 6 mac. %, npumepHo 7 mac. %, mpuMepHo 8 mac.
%, npumepHo 9 mac. %, npumepHo 10 mac. %, npumepHo 11 mac. %, npumepro 12 mac. %,
npumepHo 13 mac. %, npumepno 14 mac. %, npumepHo 15 mac. %, nmpumepHo 16 mac. %,
npumepHo 17 mac. %, npumepno 18 mac. %, npumepHo 19 mac. %, nmpumepHo 20 mac. %,
npumepHo 21 mac. %, npumepHo 22 mac. %, npumepHo 23 mac. %, npumepHo 24 mac. %,
npuMmepHo 25 mac. %, npumepHo 26 Mac. %, npumepHo 27 mac. %, npumepHo 28 mac. %,
npumepHo 29 mac. %, npumepHo 30 mac. %, npumepHo 31 mac. %, nmpumepHo 32 mac. %,
npumepHo 33 mac. %, npumepHo 34 mac. %, npumepHo 35 mac. %, nmpumepHo 36 mac. %,
npumepHo 37 mac. %, npumepHo 38 mac. %, npumepHo 39 mac. %, nmpumepHo 40 mac. %,
npumepHo 41 mac. %, npumepHo 42 mac. %, npumepHo 43 mac. %, npumepHo 44 mac. %,
npuMmepHo 45 mac. %, npumepHo 46 Mac. %, npumepHo 47 mac. %, npumepHo 48 mac. %,
npumepHo 49 mac. %, npumepHo 50 mac. %, npumepHo 51 mac. %, nmpumepHo 52 mac. %,
npuMmepHo 53 mac. %, npumepHo 54 mac. %, npumepHo 55 mac. %, mpumepHo 56 mac. %,
npumepHo 57 mac. %, npumepHo 58 mac. %, npumepHo 59 mac. %, nmpumepHo 60 mac. %,

npumepHo 61 mac. %, npumepHo 62 mac. %, npumepHo 63 mac. %, nmpumepHo 64 mac. %,
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npuMepHo 65 mac. %, npumepHo 66 Mac. %, npumepHo 67 mac. %, npumepHo 68 mac. %,
npuMmepHo 69 mac. %, npumepHo 70 mac. %, npumepHo 71 mac. %, npumepHo 72 mac. %,
npuMmepHo 73 mac. %, npumepHo 74 mac. %, npumepHo 75 mac. %, mpumepHo 76 mac. %,
npumepHo 77 mac. %, npumepHo 78 mac. %, npumepHo 79 mac. %, npumepHo 80 mac. %,
npumepHo 81 mac. %, npumepHo 82 mac. %, npumepHo 83 mac. %, nmpumepHo 84 mac. %,
npumepHo 85 mac. %, npumepHo 86 mac. %, npumepHo 87 mac. %, nmpumepHo 88 mac. %,

npumepHo 89 mac. % unu npumepHo 90 mac. %.

[00178] B HeKkOTOpBIX BapUaHTaX peAM3AlMH HACTOSINEro H300peTeHUsl YKa3aHHOEe
CBA3yIOLIEE, TaKkoe KaK MOBUJIOH, TUJIPOKCUITPONUIILIEIITIONO03a WIH
TUAPOKCUTIPOTTMIMETHIILIEIIIION03a, MPUCYTCTBYET B KonnudecTse npumepHo 1-40 mac. %. B
HEKOTOPBbIX BapHUAHTaX peaM3alUy HACTOSINEro M300PETeHHUs YKa3aHHOE CBSI3YIOIee, TaKoe
KaK MOBUAOH, THUAPOKCUNPONWILENIION03a WIM  THAPOKCUIPONHIMETHILE/III0N03a,
NPUCYTCTBYET B KosndecTBe npuMmepHo 1-30 mac. %. B HEKOTOpBIX BapuaHTax peajus3aliu
HACTOSALIETO n300peTeHus yKa3aHHOE CBA3yIOLIEE, TaKkoe KaK MOBUJIOH,
TUAPOKCUNPONUIILEIUIION03a WA  TUAPOKCUIPONUIMETUIILENION03a, TMPUCYTCTBYET B
xonudectse npuMepHo 1-20 mac. %. B HeKOTOpbIX BapuaHTax peajJu3allii HACTOSIIEro
n300peTeHus] yKa3aHHOE CBS3YIOLIee, TaKOE KaK MOBUIOH, THMIPOKCUIIPONMIILEIUTIOI03a WU
THIPOKCHITPONTUIMETHIILEIUTIOJI03a, TIPUCYTCTBYET B KojudecTBe mpumepHo 1-10 mac. %. B
HEKOTOPBIX BapHAHTAX PEANM3ALMU HACTOSIIEro M300pPETeHUs] YKa3aHHOE CBSI3YIOINee, TaKoe
KaK  MOBHJAOH, THUAPOKCUMPONMMILENIION03a WJIW  THAPOKCUIPONMIMETHILEITI0N03a,
MPUCYTCTBYeT B KoiudecTBe npumepHo 1-5 mac. %. B HeKOTOpbhIX BapuaHTax peanu3zaluu
HaCTOSALIETO n300peTeHust yKa3aHHOE CBSI3YIOLIEE, Takoe Kak MOBUJIOH,
TUIPOKCUMPONIILEIUIION03a WA  TUAPOKCUIIPONMUIMETUIILENNION03a, MPUCYTCTBYeT B
KonuuecTse npumepHo 1 mac. %, npumepHo 2 mac. %, npuMmepHo 3 mac. %, npuMepHo 4 Mac.
%, mpumepHo 5 mac. %, npumepHo 6 mac. %, npumepHo 7 mac. %, npumepHo 8 mac. %,
npuMmepHo 9 mac. %, npumepHo 10 mac. %, mpumepro 11 mac. %, mpumepno 12 mac. %,
npumepHo 13 mac. %, npumepno 14 mac. %, npumepHo 15 mac. %, nmpumepHo 16 mac. %,
npumepHo 17 mac. %, npumepHo 18 mac. %, npumepHo 19 mac. %, nmpumepHo 20 mac. %,
npumepHo 21 mac. %, npumepHo 22 mac. %, npumepHo 23 mac. %, npumepHo 24 mac. %,
npuMmepHo 25 mac. %, npumepHo 26 mac. %, npumepHo 27 mac. %, npumepHo 28 mac. %,
npumepHo 29 mac. %, npumepHo 30 mac. %, npumepHo 31 mac. %, npumepHo 32 mac. %,
npumepHo 33 mac. %, npumepHo 34 mac. %, npumepHo 35 mac. %, mpumepHo 36 mac. %,

npumepHo 37 mac. %, npumepHo 38 mac. %, npumepHo 39 mac. %, npumepHo 40 mac. %.
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[00179] B HekOTOpBIX BapuaHTax peaju3alud YKa3aHHbIM MOBUAOH MPUCYTCTBYET B
KoJM4ecTBe npuMepHo 5-90 mac. %. B HEKOTOPBIX BapHaHTax peann3aliy yKa3aHHbINH MOBUIOH
IIPUCYTCTBYET B KojudecTBe npumepHo 5-80 mac. %. B HeKOTOpbIX BapHaHTax pealnu3aluu
yKa3aHHbIN TOBUAOH MPHUCYTCTBYeT B KojudecTBe mpumepHo 5-70 mac. %. B HekoTOphIX
BapUaHTaX peaju3alvy YKa3aHHbIM MOBHUJIOH MPUCYTCTBYET B KOJMYECTBE MPUMEPHO S5-60
Mac.%. B HEKOTOpBIX BapuaHTax peanu3aliy yKa3aHHbIM MOBUOH IPUCYTCTBYET B KOJIMYECTBE
npuMmepHo 5-50 mac. %. B HeKOTOpBIX BapuaHTax peaju3allud YKa3aHHbIA IOBUAOH
IPUCYTCTBYET B KojaudecTBe npuMepHoO 5-40 mac. %. B HEKOTOpBIX BapHaHTax pealn3aluu
yKa3aHHbI TMOBUAOH MPHUCYTCTBYeT B KojudecTBe nmpumepHo 5-30 mac. %. B HexoTOphIX
BapUaHTaX peaju3alii YKa3aHHbIM MOBHUJIOH MPUCYTCTBYET B KOJMUYECTBE MPUMEPHO S5-20
Mac.%. B HEKOTOPBIX BapuaHTax peanu3aliy YKa3aHHbIN OBUIOH IPUCYTCTBYET B KOJIHMYECTBE
npumMepHo 5-10 mac. %. B HeKOTOpbIX BapuaHTax pealu3alud yKa3aHHbIH MOBHIOH
NPUCYTCTBYET B KonudecTBe npumepHo 10-90 mac. %. B HeKOTOpBIX BapHaHTax peanusaluu
yKa3aHHBbIA MOBHUJOH IPUCYTCTBYET B KonudecTBe nmpuMepHo 10-80 mac. %. B HekoTOphIX
BAPHAHTAX pEaIU3aLUU YKAa3aHHbIM MOBUAOH IPUCYTCTBYET B KonudecTse nmpumepHo 10-70
Mac.%. B HEKOTOPBIX BapHaHTaxX peajn3alui yKka3aHHbIN OBUOH MPUCYTCTBYET B KOJIHUYECTBE
npumepHo 10-60 mac. %. B HekoTOpBIX BapuaHTax pealu3allid YyKa3aHHbII IOBUAOH
MPUCYTCTBYET B KojmuecTBe mpumepHo 10-50 mac. %. B HeKOTOpBhIX BapuaHTax peann3zalnuu
yKa3aHHBbIN MOBUIOH MPHUCYTCTBYET B KonmuecTBe mpumepHo 10-40 mac. %. B HexoTOpbIX
BapUaHTaxX pealn3aluy YKa3aHHbIM MOBUJOH INPUCYTCTBYET B KoJuW4ecTBe npumepHo 10-30
Mac.%. B HEKOTOpBIX BapuaHTax peanu3aliy yKa3aHHbIM MOBUIOH IPUCYTCTBYET B KOJTHUECTBE
npumepHo 10-20 mac. %. B HekoTOpbIX BapuaHTax pealu3allid YyKa3aHHbII TOBUAOH
IIPUCYTCTBYET B KOJIMYECTBE NMpUMEpHO 5 Mac. %, npumepHo 6 mac. %, npumepHo 7 mac. %,
npumepHo 8 mac. %, npumepHo 9 mac. %, npumepHo 10 mac. %, mpumepHo 11 mac. %,
npumepHo 12 mac. %, npumepro 13 mac. %, npumepHo 14 mac. %, mpumepHo 15 mac. %,
npumepHo 16 mac. %, npumepno 17 mac. %, npumepHo 18 mac. %, mpumepHo 19 mac. %,
npumepHo 20 mac. %, npumepHo 21 mac. %, npumepHo 22 mac. %, npumepHo 23 mac. %,
npuMmepHo 24 mac. %, npumepHo 25 mac. %, npumepHo 26 mac. %, npumepHo 27 mac. %,
npumepHo 28 mac. %, npumepHo 29 mac. %, npumepHo 30 mac. %, nmpumepHo 31 mac. %,
npumepHo 32 mac. %, npumepHo 33 mac. %, npumepHo 34 mac. %, nmpumepHo 35 mac. %,
npumepHo 36 mac. %, npumepHo 37 mac. %, npumepHo 38 mac. %, mpumepHo 39 mac. %,
npumepHo 40 mac. %, npumepHo 41 mac. %, npumepHo 42 mac. %, npumepHo 43 mac. %,

npumepHo 44 mac. %, npumepHo 45 mac. %, npumepHo 46 mac. %, npumepHo 47 mac. %,
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npumepHo 48 mac. %, npumepHo 49 mac. %, npumepHo 50 mac. %, nmpumepHo 51 mac. %,
npuMmepHo 52 mac. %, npumepHo 53 mac. %, npumepHo 54 mac. %, mpumepHo 55 mac. %,
npuMmepHo 56 mac. %, npumepHo 57 mac. %, npumepHo 58 mac. %, mpumepHo 59 mac. %,
npumepHo 60 mac. %, npumepHo 61 mac. %, npumepHo 62 mac. %, npumepHo 63 mac. %,
npuMmepHo 64 mac. %, npumepHo 65 Mac. %, npumepHo 66 mac. %, nmpumepHo 67 mac. %,
npuMmepHo 68 mac. %, npumepHo 69 mac. %, npumepHo 70 mac. %, mpumepHo 71 mac. %,
npuMmepHo 72 mac. %, npumepHo 73 mac. %, npumepHo 74 mac. %, mpumepHo 75 mac. %,
npuMmepHo 76 mac. %, npumepHo 77 mac. %, npumepHo 78 mac. %, mpumepHo 79 mac. %,
npumepHo 80 mac. %, npumepHo 81 mac. %, npumepno 82 mac. %, nmpumepHo 83 mac. %,
npumMepHo 84 mac. %, npumepHo 85 mac. %, npumepHo 86 mac. %, mpumepHo 87 mac. %,

npumepHo 88 mac. %, nmpumepHo 89 mac. % umu npumepHo 90 mac. %.

[00180] B HexkOTOpPBIX BapHaHTAX peaU3aliy YKa3aHHOE Pa3pbIXJIAIOIIEE BELIECTBO, TAKOE
KaK KpPOCIOBUJIOH MJTH KPOCKAapMeJLI03a, IPUCYTCTBYET B KonndecTse mpuMepHo 0,1-40 mac. %.
B HeExOTOpBIX BapHaHTAX peaJu3alMM YKAa3aHHOE pa3phIXJHIOIIEE BEINEeCTBO, TAKOE Kak
KPOCIOBUJIOH MJIM KPOCKapMeEJIo3a, MPUCYTCTBYET B konudecTse nmpuMepHo 0,1-30 mac. %. B
HEKOTOPBIX BapUaHTAaX pealnu3alMi YKAa3aHHOE pa3phIXJSIONIee BELIECTBO, TaKOe Kak
KPOCTIOBUIOH HJIM KPOCKapMeJuio3a, MPUCYTCTBYET B KonudecTse npumepHo 0,1-20 mac. %. B
HEKOTOPBIX BapUaHTaxX pealu3ali YKa3aHHOE pas3pbIXJSIOLIee BELIECTBO, TaKoe Kak
KPOCTIOBUIOH MJIM KPOCKapMeJuio3a, MPUCYTCTBYET B KonudecTse npumepHo 0,1-10 mac. %. B
HEKOTOPBIX BapUaHTax pealu3alii YKa3aHHOE pas3pbIXJSIOLIee BELIECTBO, TaKoe Kak
KPOCTIOBUIOH MJIM KPOCKapMeJli03a, MPUCYTCTBYET B kojuuecTse npumepHo 0,1-5 mac. %. B
HEKOTOPBIX BapUaHTax pealu3alMi YKa3aHHOE pas3pbIXJSIOLIee BELIECTBO, TaKoe Kak
KPOCTIOBUZIOH WM KpPOCKapMesuio3a, MPHUCYTCTBYeT B KonudectBe npumepHo 0,1 mac. %,
npumepHo 0,2 mac. %, npumepHo 0,3 mac. %, npumepso 0,4 mac. %, npumepso 0,5 mac. %,
npumepHo 0,6 mac. %, npumepHo 0,7 mac. %, npumepso 0,8 mac. %, npumepso 0,9 mac. %,
npumepHo 1 mac. %, npumepHo 2 mac. %, mpumepHo 3 mac. %, npumepHo 4 Mac. %o, IPUMEPHO
5 mac. %, npumepHo 6 mac. %, npumepHo 7 mMac. %, npuMepHo 8 mac. %, npumepHo 9 Mac. %o,
npumepHo 10 mac. %, npumepno 11 mac. %, npumepno 12 mac. %, npumepHo 13 mac. %,
npumepHo 14 mac. %, npumepHo 15 mac. %, npumepHo 16 mac. %, npumepHo 17 mac. %,
npumepHo 18 mac. %, npumepno 19 mac. %, npumepno 20 mac. %, npumepHo 21 mac. %,
npuMmepHo 22 mac. %, npumepHo 23 mac. %, npumepHo 24 mac. %, npumepHo 25 mac. %,
npuMmepHo 26 mac. %, npumepHo 27 mac. %, npumepHo 28 mac. %, mpumepHo 29 mac. %,

npumepHo 30 mac. %, npumepHo 31 mac. %, npumepHo 32 mac. %, npumepHo 33 mac. %,
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npumepHo 34 mac. %, npumepHo 35 mac. %, npumepHo 36 mac. %, npumepHo 37 mac. %,

npumepHo 38 mac. %, npumepHo 39 mac. %, npumepHo 40 mac. %.

[00181] B HexkOTOpBIX BapHaHTaxX peaju3alUy YKa3aHHbIM KPOCIOBUIOH MPUCYTCTBYET B
xonuuectse npumepHo 0,1-40 mac. %. B HekoTOpbIX BapuaHTax peanu3aluy yKa3aHHBIN
KPOCIOBUIOH NIPUCYTCTBYET B konndecTse npumepHo 0,1-30 mac. %. B HekoTOpbIX BapuaHTax
peann3aliy yKa3aHHbIM KPOCMOBUIOH NMPUCYTCTBYET B konndecTtse npuMmepHo 0,1-20 mac. %.
B HexoTOpBIX BapHaHTaxX peanu3aliy YKa3aHHbIA KPOCIOBUAOH MPHUCYTCTBYET B KOJUYECTBE
npumepHo 0,1-10 mac. %. B HEKOTOpBIX BapHaHTax pealu3alliid YKa3aHHbIH KPOCIOBUIOH
IPUCYTCTBYET B KonudecTse npumepHo 0,1-5 mac. %. B HexkoTOpeIX BapuaHTax peanu3alnuu
yKa3aHHBbIH KPOCHOBMIOH NMPUCYTCTBYET B KosuuecTBe npumepHo 0,1 mac. %, npumepHo 0,2
mac. %, npumepHo 0,3 mac. %, npumepso 0,4 mac. %, mpumepHo 0,5 mac. %, npumepno 0,6 mac.
%, npumepno 0,7 mac. %, npumepHo 0,8 mac. %, npumepno 0,9 mac. %, npumepHo 1 mac. %,
npuMepHo 2 mac. %, nmpumMepHo 3 Mac. %, npumepHo 4 Mac. %, npumepHo 5 Mac. %o, MPUMEPHO
6 mac. %, mpumepHo 7 mac. %, npumepHo 8 Mac. %o, npuMepHo 9 mac. %, npumepHo 10 mac. %,
npumepHo 11 mac. %, npumepno 12 mac. %, npumepro 13 mac. %, npumepro 14 mac. %,
npumepHo 15 mac. %, npumepHo 16 mac. %, npumepHo 17 mac. %, npumepHo 18 mac. %,
npumepHo 21 mac. %, npumepHo 22 mac. %,

npuMmepHo 19 mac. %, npumepno 20 mac. %

2 2

npuMmepHo 23 mac. %, npumepHo 24 mac. %, npumepHo 25 mac. %, mpumepHo 26 mac. %,

2 2

npumepHo 27 mac. %, npumepHo 28 mac. %, npumepHo 29 mac. %, npumepHo 30 mac. %,

2 2

npumepHo 31 mac. %, npumepno 32 mac. %, npumepHo 33 mac. %, nmpumepHo 34 mac. %,

2 2

npumepHo 35 mac. %, npumepHo 36 mac. %, npumepHo 37 mac. %, npumepHo 38 mac. %,

2 2

npumepHo 39 mac. %, npumepHo 40 mac. %.

[00182] B HexOTOpBHIX BapUaHTaxX peaju3aliy yKa3aHHas KPOCKapMeJio3a MPUCYTCTBYET B
konuuectse npumepHo 0,1-40 mac. %. B HekoTOpeIX BapuaHTax peaqu3alUd yKa3aHHas
KpOCKapMeJuio3a NpucyTcTByeT B KommuectBe mnpumepHo 0,1-30 mac. %. B HekoTopbix
BApUAHTaX peajv3allii yKa3aHHAas KPOCKApMEII03a MPUCYTCTBYET B KOJUYECTBE MPUMEPHO
0,1-20 mac. %. B HEKOTOpBIX BapuaHTaxX peau3alii yKa3aHHasi KpOCKapMeJUI03a MPUCYTCTBYET
B konuuectee npumepHo 0,1-10 mac. %. B HekoTOpBIX BapwaHTaxX pealv3alii yKa3aHHas
KPOCKapMeJuio3a MPUCYTCTBYET B KonndecTse mpumepHo 0,1-5 mac. %. B HeKoTOpBIX BapraHTax
peann3aliy yKa3aHHas KpOCKapMelulo3a MPUCYTCTBYeT B kojudecTse npumepHo 0,1 mac. %,
npumepHo 0,2 mac. %, npumepHo 0,3 mac. %, npumepHo 0,4 mac. %, npumepso 0,5 mac. %,
npumepHo 0,6 mac. %, npumepHo 0,7 mac. %, npumepHo 0,8 mac. %, npumepso 0,9 mac. %,

npumepHo 1 mac. %, npumepHo 2 mMac. %, mpumepHo 3 mac. %, npumepHo 4 Mac. %o, IPUMEPHO
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5 mac. %, npumepHo 6 mac. %, npumepHo 7 mMac. %o, npuMepHo 8 mac. %, npumepHo 9 Mac. %o,
npumepHo 10 mac. %, npumepno 11 mac. %, npumepno 12 mac. %, npumepHo 13 mac. %,
npumepHo 14 mac. %, npumepHo 15 mac. %, npumepHo 16 mac. %, npumepHo 17 mac. %,
npumepHo 18 mac. %, npumepno 19 mac. %, npumepno 20 mac. %, npumepHo 21 mac. %,
npumepHo 22 mac. %, npumepHo 23 mac. %, npumepHo 24 mac. %, npumepHo 25 mac. %,
npuMmepHo 26 mac. %, npumepHo 27 mac. %, npumepHo 28 mac. %, mpumepHo 29 mac. %,
npumepHo 30 mac. %, npumepHo 31 mac. %, npumepHo 32 mac. %, npumepHo 33 mac. %,
npumepHo 34 mac. %, npumepHo 35 mMac. %, npumepHo 36 mac. %, npumepHo 37 mac. %,
npumepHo 38 mac. %, npumepHo 39 mac. %, npumepHo 40 mac. %. B HeKOTOpbIX BapuaHTax
peann3aluyl HACTOSINEr0 M300peTeHHs yKa3aHHAs KPOCKApMeIulo3a MpPEeNCTaBisieT Cco0oil

KPOCKapMeJu1o3y HaTpHsl.

[00183] B HexOTOpBIX BapUaHTaX peaau3aliy YKa3aHHOE CKOJIBb3SIIEee BeIECTBO, HAIIPUMED,
JAUOKCUJ KPEMHMs, MPUCYTCTBYeT B KoiaudecTBe npumepHo 0,1-40 mac. %. B HekoTOpbIX
BAPHAHTAX pPEATN3alUU YKA3aHHOE CKOJb3slIee BEIIEeCTBO, HAaNpUMEp, AMOKCHJ KpPEMHHUS,
npucyTCcTBYyeT B KosnndectBe npumepHo 0,1-30 mac. %. B HekOoTOphIX BapuaHTax peain3aluu
YKa3aHHOE CKOJIb3s1Iee BEIEeCTBO, HAIPUMED, AMOKCHI KPEMHUS, IPUCYTCTBYET B KOJUYECTBE
npumepHo 0,1-20 mac. %. B HekOTOpBhIX BapuaHTax peaju3alil yKa3aHHOE CKOJIb3sIlee
BELLECTBO, HAIPUMEpP, NTUOKCUJ KPEMHHUs], IPUCYTCTBYET B KonudecTse npumepHo 0,1-10 mac.
%. B HEKOTOpBIX BapHaHTAaxX pealn3allii YKa3aHHOE CKOJb3fIIee BEIIeCTBO, HaIlpUMeED,
OUOKCHJ KPEeMHHUs, MPUCYTCTBYeT B KojuuecTBe npumepHo 0,1-5 mac. %. B HekoTopbIx
BapHaHTaX pealu3alid yKa3aHHOE CKOJIb3sIlee BEL[EeCTBO, TaKOoe KaK JAHOKCHUJ KpPEeMHU,
NpUCYTCTBYeT B kojuuecTse npumepHo 0,1 mac. %, npumepno 0,2 mac. %, npumepHo 0,3 mac.
%, mpumepno 0,4 mac. %, npumepHo 0,5 mac. %, npumepno 0,6 mac. %, nmpumepno 0,7 mac. %o,
npumepHo 0,8 mac. %, npumepHo 0,9 mac. %, npumepno 1 mac. %, npumepHo 2 mac. %,
npumepHo 3 mac. %, npumMepHo 4 Mac. %, npumepHo 5 Mac. %, npumepHo 6 mMac. %o, MPUMEPHO
7 mac. %, npumepHo 8 mac. %, npumepHo 9 mac. %, npumepso 10 mac. %, npumepso 11 mac.
%, npumepHo 12 mac. %, npumepHo 13 mac. %, npumepHo 14 mac. %, npumepHo 15 mac. %,
npumepHo 16 mac. %, npumepHo 17 mac. %, npumepHo 18 mac. %, mpumepHo 19 mac. %,
npumepHo 20 mac. %, npumepHo 21 mac. %, npumepHo 22 mac. %, npumepHo 23 mac. %,
npuMmepHo 24 mac. %, npumepHo 25 mMac. %, npumepHo 26 mac. %, npumepHo 27 mac. %,
npumepHo 28 mac. %, npumepHo 29 mac. %, npumepHo 30 mac. %, nmpumepHo 31 mac. %,

npumepHo 32 mac. %, npumepHo 33 mac. %, npumepHo 34 mac. %, nmpumepHo 35 mac. %,
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npumepHo 36 mac. %, npumepHo 37 mac. %, npumepHo 38 mac. %, mpumepHo 39 mac. %,

npumepHo 40 mac. %.

[00184] B HexOTOpBIX BapuaHTax peaju3ally YKa3aHHbIA JUOKCHUI KPEMHHUS MPUCYTCTBYET
B kojuuecTBe nmpumepHo 0,1-40 mac. %. B HexkOTOpbIX BapHaHTax peaju3aluy yKa3aHHbIN
JUOKCUJ KpEeMHHUsl NPUCYTCTByeT B kojuuecTBe npumepHo 0,1-30 mac. %. B HexkoTopbIx
BAapHAHTaX pealn3alliy YKa3aHHbINA JUOKCH KPEMHHUsI IPUCYTCTBYET B KOJNYECTBE MPUMEPHO
0,1-20 mac. %. B HeKOTOpBIX BapuUaHTaX pealu3alUy YKa3aHHbII AMOKCHI KpEMHUs
npUCyTCTBYET B kKonudecTtse npumepHo 0,1-10 mac. %. B HexkOTOpBIX BapuaHTax peann3aluu
YKa3aHHbIH NUOKCUJ KPEMHHUS NPUCYTCTBYeT B KojuuecTse npumepHo 0,1-5 mac. %. B
HEKOTOPBIX BAPUAHTAaX pean3allii YKa3aHHBIM AUOKCHU KPEMHUS MPUCYTCTBYET B KOJIUYECTBE
npumepro 0,1 mac. %, npumepno 0,2 mac. %, npumepHo 0,3 mac. %, npumepHo 0,4 mac. %,
npumepHo 0,5 mac. %, npumepso 0,6 mac. %, npumepHo 0,7 mac. %, npumepHo 0,8 mac. %,
npumepHo 0,9 mac. %, npumepHo 1 mac. %, npumepHo 2 mMac. %o, mpumepHo 3 Mac. %, MpUMepHO
4 mac. %, npumepHo 5 mMac. %, mpumepHo 6 mac. %, npumepHo 7 Mac. %, mpumepHo 8 mac. %o,
npumMepHo 9 mac. %, npumepHo 10 mac. %, mpumepno 11 mac. %, npumepno 12 mac. %,

npumepHo 13 mac. %, npumepHo 14 mac. %, npumepno 15 mac. %, mpumeprHo 16 mac. %

2

npumepHo 17 mac. %, npumepno 18 mac. %, npumepno 19 mac. %, npumepHo 20 mac. %,

npuMmepHo 21 mac. %, npumepHo 22 mac. %, npumepHo 23 mac. %, npumepHo 24 mac. %,

2 2

npuMmepHo 25 mac. %, npumepHo 26 mac. %, npumepHo 27 mac. %, npumepHo 28 mac. %

2

npumepHo 29 mac. %, npumepHo 30 mac. %, npumepHo 31 mac. %, npumepHo 32 mac. %

2 2 2

npuMmepHo 33 mac. %, npumepHo 34 mac. %, npumepHo 35 mac. %, npumepHo 36 mac. %

2 2 2

npumepHo 37 Mac. %, npumepHo 38 mac. %, npumepHo 39 mac. %, npumepHo 40 mac. %.

[00185] B HekoTOpbIX BapUaHTAX peANM3AMH HACTOSINEro H300pEeTEeHUsl YKa3aHHOEe
CMa3bIBAIOIIEE BELIECTBO, TAKOE KaK CTeapaT MAarHus, BO BHYTPHUIPAHYJSIPHOH ¢asze wim
BHETPaHYJIIPHOH (pa3ze mpUCYTCTBYeT B kKonndecTse nmpumepHo 0,1-40 mac. %. B HekoTOpbIx
BAPHUAHTAX PEeAT3aL[H HACTOSLIETO N300PETEHHs YKa3aHHOE CMa3bIBAIOLIEE BEIECTBO, TAKOE
KaK CTeapaTr MarHus, BO BHYTPUTPAHYJISIPHOH (a3e MIIn BHETPAHYJISIPHOH (pa3e mpuCcyTCTBYET B
konudectBe npumepHo 0,1-30 mac. %. B HekoTOpBIX BapuaHTax peaju3alnd HACTOSIIETO
n300peTeHUs] YKa3aHHOE CMasbIBAalOIlee BEIIECTBO, TAKOE Kak CTeapaT MarHus, BO
BHYTPUTPAHYJISIPHOH (ha3e WM BHETPAHYJSIPHOH (ha3e MPHUCYTCTBYET B KOJIMYECTBE MPUMEPHO
0,1-20 mac. %. B HeKOTOpBIX BapHaHTax peAJN3ALUU HACTOSAIIEr0 M300pETEHUs] YKa3aHHOE
CMa3bIBAIOIIEE BELIECTBO, TAKOE KaK CTeapaT MAarHus, BO BHYTPHUIPAHYJSIpPHOH ¢asze wim

BHerpaHyJisipHol (pase mpucytcTByeT B kojudectse npumepHo 0,1-10 mac. %. B HexoTOphIx
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BAPHUAHTAX PEeATN3aLH HACTOSLIETO N300PETEHHs YKa3aHHOE CMa3bIBAIOLIEE BEIECTBO, TAKOE
KaK CTeapaT MarHus, BO BHYTPUTPAHYJISIPHOH (a3e MIIn BHETPaHYJISIPHOH (pa3e nmpucyTcTByeT B
konudectBe npumepHo 0,1-5 mac. %. B HEKOTOpBIX BapuaHTaxX pealM3alMi HACTOSIIETO
n300peTeHNs] YKa3aHHOE CMasbIBAalOIlee BEIIECTBO, TAaKOE Kak CTeapaT MarHusi, BO
BHYTPUTPAHYJISIPHON (pa3e WM BHETPAHYJSIPHOH (ha3e MPUCYTCTBYET B KOJIMYECTBE MPUMEPHO
0,1-2,5 mac. %. B HEKOTOpBIX BapHaHTaX peaJn3alliil HACTOSINEro M300pEeTeHUsl YKa3aHHOE
CMa3bIBaIOllee BELIECTBO, TAKOE KaK CTeapaT MarHus, BO BHYTPUIPAHYJSIpPHOH Qasze wim
BHETPAHYJIIPHOH (paze mpuUcyTcTByeT B Konndectse nmpumepHo 0,1 mac. %, npumepHo 0,2 mac.
%, npumepHo 0,3 mac. %, npumepHo 0,4 mac. %, npumepso 0,5 mac. %, npumepHo 0,6 mac. %,
npumepro 0,7 mac. %, npumepsno 0,8 mac. %, npumepno 0,9 mac. %, nmpumepno 1 mac. %,
npumepHo 1,5 mac. %, npumepHo 2 mac. %, npumepHo 2,5 mac. %, npumepHo 3 Mmac. %,
npumepHo 3,5 mac. %, npumepHo 4 mac. %, npumepHo 4,5 mac. %, npumepHo 5 Mmac. %,
npuMepHo 6 mac. %, npumepHo 7 mac. %, npumepHo 8 mMac. %, npumepHo 9 mac. %o, MPUMEPHO
10 mac. %, npumepno 11 mac. %, npumepro 12 mac. %, npumepno 13 mac. %, npumepHo 14
mac. %, nmpumepHo 15 mac. %, npumepHo 16 mac. %, npumepno 17 mac. %, npumepHo 18 mac.
%, npumepHo 19 mac. %, npumepno 20 mac. %, npumepHo 21 mac. %, npumepHo 22 mac. %o,
npuMmepHO 23 mac. %, npumepHo 24 mac. %, npumepHo 25 mac. %, mpumepHo 26 mac. %,
npumepHo 27 mac. %, npumepHo 28 mac. %, npumepHo 29 mac. %, npumepHo 30 mac. %,
npumepHo 31 mac. %, npumepno 32 mac. %, npumepHo 33 mac. %, npumepHo 34 mac. %,
npumepHo 35 mac. %, npumepHo 36 mac. %, npumepHo 37 mac. %, npumepHo 38 mac. %,

npumepHo 39 mac. %, npumepHo 40 mac. %.

[00186] B HekOTOpHIX BapHAHTAX peasu3allMK HACTOSIIEr0 H300pETeH sl YKa3aHHBIN cTeapar
MAarHusi BO BHyTPUTPAHYJISIPHOH (haze mpucyTCTByeT B KonuyectBe nmpumepHo 0,1-40 mac. %. B
HEKOTOPBIX BApUAHTAX PEAJM3aLUU HACTOSLIETO N300pPETEeHUs YKa3aHHBINA CTeapaT MarHusl BO
BHYTPUTPAHYJISIPHOM (ha3e MpHUCyTCTBYET B KonndecTse npuMepHo 0,1-30 mac. %. B HekoTopbIx
BAPUAHTAX peajH3ali HACTOSINEro H300peTeHMsT YKa3aHHBIH CTeapaT MarHus BO
BHYTPUTPAHYJISIPHOM (ha3e MpUCyTCTBYET B KonndecTse npuMepHo 0,1-20 mac. %. B HekoTopbIx
BAPMAHTAaX peajHM3all HACTOSINEro H300peTeHMs] VYKa3aHHBIH CTeapaT MarHus BO
BHYTPUTPAHYJISIPHOM (ha3e MpHCyTCTBYET B KonndecTse npuMepHo 0,1-10 mac. %. B HekoTopbIx
BAPMAHTAX peajHM3alli HACTOSIIEro H300peTeHMs] YKa3aHHBIH CTeapaT MarHus BO
BHYTPUTPAHYJISIPHOH (pase mpucyTcTByeT B KoimdecTse mpumepHo 0,1-5 mac. %. B HekoTopbIx
BAPMAHTAaX peajHM3ali HACTOSINEro H300peTeHMsT YKa3aHHBIH CTeapaT MarHus BO

BHYTPUTPAHYJISIPHOM (pa3e mpucyTcTByeT B KonmmuecTse mpumepHo 0,1-2,5 mac. %. B HekoTopbIx
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BAPUAHTAX peajM3alli HACTOSIIEro H300peTeHHsT YKa3aHHBIH CTeapaT MarHus BO
BHYTPUTPAHYJISIPHOH (aze mpucyTcTByeT B KonndecTse npumepHo 0,1 mac. %, npumepHo 0,2
Mmac. %, npumepHo 0,3 mac. %, npumepHo 0,4 mac. %o, npumepHo 0,5 mac. %, npumepHo 0,6 mac.
%, npumepno 0,7 mac. %, npumepHo 0,8 mac. %, npumepHo 0,9 mac. %, npumepHo 1 mac. %,
npumepHo 1,5 mac. %, npumepHo 2 mac. %, npumepHo 2,5 mac. %, npumepHo 3 mac. %,
npumepHo 3,5 mac. %, npumepHo 4 mac. %, npumepHo 4,5 mac. %, npumepHo 5 mac. %,
npuMepHo 6 mac. %, npuMepHo 7 Mac. %, npumepHo 8 Mac. %, npumepHo 9 mac. %o, IpUMEPHO
10 mac. %, npumepno 11 mac. %, npumepno 12 mac. %, npumepno 13 mac. %, npumepno 14
Mmac. %, npumepHo 15 mac. %, npumepHo 16 mac. %, npumepno 17 mac. %, npumepHo 18 mac.
%, npumepHo 19 mac. %, npumepno 20 mac. %, npumepHo 21 mac. %, npumepHo 22 mac. %o,
npumMepHo 23 mac. %, npumepHo 24 mac. %, npumepHo 25 mac. %, mpumepHo 26 mac. %,
npumepHo 27 mac. %, npuMmepHo 28 mac. %, npumepHo 29 mac. %, mpumepHo 30 mac. %,
npumepHo 31 mac. %, npumepHo 32 mac. %, npumepHo 33 mac. %, mpumepHo 34 mac. %,
npumepHo 35 mac. %, npumepHo 36 mac. %, npumepHo 37 mac. %, mpumepHo 38 mac. %,

npumMepHo 39 mac. %, npumepHo 40 mac. %.

[00187] B HekoTOPBIX BapUAHTAX peaH3allK HACTOSIIEr0 H300pETeHHs YKa3aHHbBIN CTeapar
MarHusi BO BHETPaHYyJISIpHOH (haze MpHCyTCTBYeT B KoyiumdecTse mpumepro 0,1-40 mac. %. B
HEKOTOPBIX BAPUAHTAX PeaH3alUN HACTOSLIEr0 N300peTeHus! yKa3aHHBIN CTeapaT MarHusi BO
BHErpaHyJisipHOU (pase mpucytcTByeT B kojudecTBe npumepHo 0,1-30 mac. %. B HexoTOphIX
BAPMAHTAX peajHM3alli HACTOSIIEro H300peTeHMs] YKa3aHHBIA CTeapaT MarHus BO
BHErpaHyJisipHOU (pase mpucyTcTByeT B kojudecTBe npumepHo 0,1-20 mac. %. B HexoTOphIX
BAPMAHTAX peajM3alli HACTOSIIEro H300peTeHMsT YKa3aHHBIH CTeapaT MarHus BO
BHErpaHyJisipHol (pase mpucytcTByeT B kojudecTe npumepHo 0,1-10 mac. %. B HexoTOphIX
BAPMAHTAX peajM3alli HACTOSIIEro H300peTeHMs] YKa3aHHBIH CTeapaT MarHus BO
BHETPaHYJISIpHOU (haze MpHUCYTCTBYeT B konmudectBe mpumepHo 0,1-5 mac. %. B HekoTophix
BAPUAHTAX peajH3ali HACTOSINEro H300peTeHMsT YKa3aHHBIH CTeapaT MarHus BO
BHETPaHYJISIpHOU (haze MPUCYTCTBYeT B KojuuecTse mpumepHo 0,1-2.5 mac. %. B HekoTOphIx
BAPMAHTAaX peajHM3alll HACTOSINEro H300peTeHMs] YKa3aHHBIH CTeapaT MarHus BO
BHETPAHYJIIPHOH (pa3e mpucyTcTByeT B Konndectse nmpumepHo 0,1 mac. %, mpumepHo 0,2 Mac.
%, mpumepno 0,3 mac. %, npumepno 0,4 mac. %, nmpumepno 0,5 mac. %, npumepno 0,6 mac. %,
npumepHo 0,7 mac. %, npumepro 0,8 mac. %, npumepHo 0,9 mac. %, npumepHo 1 mac. %,
npumepHo 1,5 mac. %, npumepHo 2 mac. %, npumepHo 2,5 mac. %, npumepHo 3 mac. %,

npumepHo 3,5 mac. %, npumepHo 4 mac. %, npumepHo 4,5 mac. %, npumepHo 5 mac. %,
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npuMepHo 6 mac. %, npumMepHo 7 Mac. %, npumepHo 8 Mac. %, npumepHo 9 mac. %o, MpUMEpPHO
10 mac. %, npumepno 11 mac. %, npumepHo 12 mac. %, npumepso 13 mac. %, npumepHo 14
Mac. %, nmpumepHo 15 mac. %, npumepso 16 mac. %, npumepHo 17 mac. %, npumepHo 18 mac.%,
npumepHo 19 mac. %, npumepno 20 mac. %, npumepHo 21 mac. %, npumepHo 22 mac. %,
npumepHo 25 mac. %, npumepHo 26 mac. %,

npuMmepHo 23 mac. %, npumepHo 24 mac. %

2 2 2

2

npumepHo 27 mac. %, npumepHo 28 mac. %, npumepHo 29 mac. %, npumepHo 30 mac. %,

2 2

npumepHo 31 mac. %, npumepHo 32 mac. %, npumepHo 33 mac. %, npumepHo 34 mac. %,

2 2 2

npumepHo 35 mac. %, npumepHo 36 mac. %, npumepHo 37 mac. %, npumepHo 38 mac. %,

2

npumepHo 39 mac. %, npumepno 40 mac. %o.

[00188] B napyrom acmekTe HacTosiinee H300peT€HHE OTHOCHTCS K TaOJNEeTHPOBAHHOM
KOMIIO3ULIUH, conepraineil (a) 3¢p(peKTUBHOE KOJMYECTBO HUpamnapuda IJisi MHMHOHUPOBAHMS
nonu(AJI®P-pudosa)-nonmumepassl (PARP) npu BBeneHun CyObeKTy, HYKIAIOIIEMYCs B 3TOM; U
b) AMOKCH KPEMHHSI, IPU 3TOM YKa3aHHOE 3P PEeKTHBHOE KOJHUUECTBO HUpanapuda COCTaBIAET

ot npuMepHO S0 o mpumepHo 350 Mr B pacuere Ha CBOOOHOE OCHOBaHHE HUpanapuoa.

[00189] B HekOoTOpbIX BapHaHTaX peaIU3alMU HACTOSALIErO H300PETeHUs YKa3aHHOE
3¢ (}eKTUBHOE KOJIUYECTBO HHUparmapuda COCTaBJIsIeT OT MPUMEPHO 75 1m0 mpumepHo 125 mr B
pacyere Ha CBOOOJHOE OCHOBaHME HHpamapuba. B HEKOTOpBIX BapuUaHTAX peaTU3aALUH
HACTOALIEr0 u300peTeHus: ykaszaHHOe 3((EeKTHBHOE KOJUYECTBO HUpamnapuda COCTaBISET
npumepro S0 mr, mpumepro 100 mr wim npumepro 150 Mr B pacueTe Ha CBOOOAHOE OCHOBaHHE
Hupanapuba. B HEKOTOphIX BapuaHTaX pealnu3alUd HACTOSIIEro H300pPETeHUs YKa3aHHOE
s¢pexTuBHOE KOTMUECTBO HUpanapuda cocTassier npumepHo 100 Mr B pacdere Ha CBOOOHOE
OCHOBaHME Hupanapuda. B HEKOTOpPBIX BapuUaHTaX peajH3allyd HACTOSIIEro HU300peTeHHUs
ykazaHHoe 3((QeKTHBHOE KONIMYECTBO HHUpamapuda COCTaBIsET OT mpumMepHo 175 mr mo
npuMepHO 225 MTr B pacueTe Ha CBOOOJHOE OCHOBaHHE Hupamapuda. B HEKOTOPBIX BapuaHTaxX
peanu3aniu HAaCTOSALIET0 H300peTeHHs! yka3aHHOe 3(PQeKTHBHOE KOJIMYECTBO HUpamapuda
cocrasisier nmpumepHo 150 wmr, mpumeprno 200 mr wim npumepHo 250 Mr B pacyere Ha
cBOOOHOE OCHOBaHWE HuUpamapuba. B HEKOTOPBIX BapHaHTaxX peaJU3alUd HACTOSIIETO
n300peTeHus ykazaHHoe 3(pPeKTHBHOE KOJMUECTBO HIpanapuda coctasisieT npumepHo 200 Mr
B pacuere Ha CBOOOIHOE OCHOBaHME HupanapuOa. B HEKOTOpBIX BapHaHTaxX peau3aliu
HACTOSIIIEro M300peTeHust ykazaHHoe 3(p(eKTHBHOE KONNYECTBO HUpamapuda COCTABISET OT
npuMepHo 275 Mr 1o mpuMepHo 325 Mr B pacueTe Ha CBOOOJHOE OCHOBaHWE Hupamapuda. B
HEKOTOPBIX BapPUAHTAX peaM3alUUd HACTOSINEro H300peTeHust ykazaHHoe 3¢ EeKTHBHOE

KOJINYECTBO HUpanapuda coctasisieT npuMepHo 250 mr, npumepHo 300 Mr wim npumepHo 350
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MI' B pacueTe Ha CBOOOJHOE OCHOBaHME HHUpamapuOa. B HEKOTOpHIX BapuaHTax peann3aluu
HACTOSIIEr0 HM300peTeHHs yka3zaHHOe 3(P(eKTHBHOE KOJMYECTBO HUpamapuda COCTaBiIsieT
npumepHO 300 Mr B pacuere Ha CBOOOJHOE OCHOBaHHWE Hupamapuda. B HEKOTOPBIX BapHaHTax
peanu3alM HACTOSAIIEr0 W300peTeHMs VYKa3aHHBIM HUpamnapud COAepKHUT CBOOOAHOE
OCHOBaHHME Hupamapuba WM ero (papMaLeBTHYECKU NPHUEMIIEMYIO COJIb. B HEKOTOpBIX
BapUAaHTaX pealn3alMy yKa3aHHas (apMaleBTUYECKH TMpuemsieMas Ccojib Hupamnapuda

npencTasisier codoit Hupanapuda TO3HUIAT.

[00190] B HexOTOpBIX BapHaHTaX peaM3alry HACTOSIIEro U300peTeHUs] TUOKCUT KPEMHUS
ofecreunBaeT YJIy4IIeHHbIE CBOWCTBA TEKy4eCTH. B HEKOTOPBIX BapUaHTAX peasu3aluu
HACTOSALIET0 M300pEeTeHUs AUOKCHUI KPEMHHUs YJydIlaeT MPOYHOCTb Ha Pas3pbiB, TBEPAOCTHb
W/WM CBS3bIBAHHE BHYTPHUTPAHYJISIPHBIX MaTEPUAJIOB. B HEKOTOPBIX BapUaHTAX peaH3aliu
HACTOSIIIEr0 M300peTeHHsT AMOKCU KPEMHHUS YJIy4IlaeT CBOWCTBA KOMITO3HUIIMH, COAEpIKaIlel
HHUpanapud, KOTOPYI HEMOCPENCTBEHHO MPECCYIOT € MOJydyeHHeM TaOJIeTKH, Harpumep,

CHMKACT aAIrC3ur0 UK JIMIIKOCTb YKaSaHHOﬁ KOMITIO3HIIUH.

[00191] B HekoTOpBIX BapHaHTaX pealu3alUl HACTOSLIETO H300peTEeHHs YKa3aHHBIH
IMOKCUZ KPEMHHSl TPUCYTCTBYET BO BHYTPHUIPAHYJSIpHOH (pasze. B HEKOTOpBIX BapuaHTax
peanu3ai HaCcTOSLIEr0 N300peTEeHHs YKa3aHHbIN AHOKCU KPEMHHSI BO BHYTPUTPAHYJISIPHOM
¢aze npucyrcrByer B koauuectBe mnpumepHo 0,1-40 mac. %. B HEKOTOpbIX BapHaHTax
peanu3ayu HaCTOSLIEr0 N300PEeTEeHHs YKa3aHHbIH AHOKCU KPEMHHSI BO BHYTPUTPAHYJISIPHOM
¢ase npucyrcrByer B koauuectBe mnpumepHo 0,1-30 mac. %. B HeKOTOpbIX BapHWaHTax
peanu3ai HaCcTOSLIET0 N300PEeTEeHHs YKa3aHHbIH AHOKCU KPEMHHSI BO BHYTPUTPAHYJISIPHOM
¢aze npucyrcrByer B koauuectBe mnpumepHo 0,1-20 mac. %. B HEKOTOpBIX BapHaHTax
pean3ay HaCcTOSIEer0 N300pEeTEeHNs YKa3aHHbIN AHOKCU KPEMHHSI BO BHYTPUTPAHYJISIPHOM
¢aze npucyrcrByer B koauuectBe mnpumepHo 0,1-10 mac. %. B HeKOTOpbIX BapHaHTax
pean3a HaCTOSALIETO N300PETEeHNs YKa3aHHbIN AHOKCU KPEMHHSI BO BHYTPUTPAHYJISIPHOM
dasze npucyTcTByeT B KojmuectBe mpumepHo 0,1-5 mac. %. B HeEkOTOphIX BapuaHTax
pean3ay HaCTOSIETO N300PETEHNs YKa3aHHbIN AHOKCU KPEMHHSI BO BHYTPUTPAHYJISIPHOM
dasze mpucyrcTByer B KkommuectBe mnpumepHo 0,1-2,5 mac. %. B HeKOTOphIX BapuaHTax
pean3ay HacTOSLIETO N300PETEeHNs YKa3aHHbIN AMOKCU KPEMHHSI BO BHYTPUTPAHYJISIPHOM
¢aze nmpucyTcTByer B konmdectse npumepHo 0,1 mac. %, mpumepno 0,2 mac. %, npumepHo 0,3
Mmac. %, npumepHo 0,4 mac. %, npumepHo 0,5 mac. %, npumepHo 0,6 mac. %, npumepHo 0,7 mac.
%, npumepno 0,8 mac. %, npumepHo 0,9 mac. %, npumepHo 1 mac. %, npumepHo 1,5 mac. %,

npuMmepHo 2 mac. %, npumepHo 2,5 mac. %, mpumepHo 3 mac. %, mpumepHo 3,5 mac. %,
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npumMepHo 4 mac. %, npumepHo 4,5 mac. %, mpumepHo 5 mac. %o, npumepHo 6 Mac. %, TMpUMEepPHO
7 mac. %, npumepHo 8 mac. %, npumepHo 9 mac. %, npumepsHo 10 mac. %, npumepso 11 mac.
%, npumepHo 12 mac. %, npumepHo 13 mac. %, npumepHo 14 mac. %, npumepHo 15 mac. %,
npumepHo 16 mac. %, npumepno 17 mac. %, npumepno 18 mac. %, mpumepHo 19 mac. %,
npumepHo 20 mac. %, npumepHo 21 mac. %, npumepHo 22 mac. %, npumepHo 23 mac. %,
npuMmepHo 24 mac. %, npumepHo 25 mac. %, npumepHo 26 mac. %, npumepHo 27 mac. %,
npumepHo 28 mac. %, npumepHo 29 mac. %, npumepHo 30 mac. %, npumepHo 31 mac. %,
npumepHo 32 mac. %, npumepHo 33 mac. %, npumepHo 34 mac. %, npumepHo 35 mac. %,
npumepHo 36 mac. %, npumepHo 37 mac. %, npumepHo 38 mac. %, mpumepHo 39 mac. %,

npumepHo 40 mac. %.

[00192] B HekoTOpBIX BapHaHTaX pealu3alUl HACTOSILIEr0 H300peTEeHUs] YKa3aHHBIHI
IMOKCHJ KPEMHHs IPUCYTCTBYEeT BO BHErpaHyJsIpHOH ¢pase. B HeKOTOpbIX BapuaHTax
peanu3aly HaCTOSIIEero N300peTeHNs YKa3aHHbIN TUOKCHI KPEMHUSI BO BHETPAHYJIPHOH (ase
NPUCYTCTBYET B KonudecTse npumepHo 0,1-40 mac. %. B HeKkoTOpbIX BapuaHTax peanusaluu
HACTOSIIErO W300pETeHUs] YKa3aHHBI JUOKCHUA KPEMHHUS BO BHETrpPaHYJSIpHOH (ase
npucyTCTBYyeT B KonndectBe npumepHo 0,1-30 mac. %. B HeKOTOphIX BapuaHTax peann3alnuu
HACTOSIIEr0 HW300peTeHUs yKa3aHHBbIA JUOKCHUA KPEMHHUSI BO BHErpaHyJsipHOW (ase
pUCYTCTBYeT B KonndecTe npumepHo 0,1-20 mac. %. B HeKkOTOpBIX BapuaHTax peann3alnuu
HACTOSIIEro HW300pEeTeHUs] yKa3aHHBIA JUOKCHUA KPEMHHUSI BO BHErpaHyJsipHOH (ase
npucyTCTBYyeT B KonndecTtBe npumepHo 0,1-10 mac. %. B HekoTOphIX BapuaHTax peanu3zalnuu
HACTOSIIEro HW300pEeTeHUs] yKa3aHHBIA JUOKCHUA KPEMHHUSI BO BHErpaHyJsipHOH (ase
MPUCYTCTBYET B KonudecTBe nmpumepHo 0,1-5 mac. %. B HexkoTOpeIX BapuaHTax peanu3zalnuu
HACTOSIIEro M300pEeTeHUs] YKa3aHHBIA JUOKCHUA KPEMHHUSI BO BHErpaHyJsIpHOH (ase
IIPUCYTCTBYET B KonuuecTBe npumMepHo 0,1-2,5 mac. %. B HekoTOpbIX BapuaHTax peanu3zalnuu
HACTOSIEro HW300pEeTeHUs] YKa3aHHBIA JHOKCHUA KPEMHHUSI BO BHErpaHyJsIpHOH (ase
IpUCYTCTBYET B konuuecTse npumepHo 0,1 mac. %, npumepno 0,2 mac. %, npumepHo 0,3 mac.
%, mpumepno 0,4 mac. %, npumepno 0,5 mac. %, npumepno 0,6 mac. %, npumepno 0,7 mac. %,
npumepHo 0,8 mac. %, npumepro 0,9 mac. %, npumepHo 1 mac. %, npumepHo 1,5 mac. %,
npuMmepHo 2 mac. %, mpumepHo 2,5 mac. %, mpumepHo 3 mac. %, npumepHo 3,5 mac. %,
npuMepHo 4 mac. %, npumepHo 4,5 mac. %, npumepHo 5 mac. %, npuMepHo 6 Mac. %, MpuMepHO
7 mac. %, npumepHo 8 mac. %, npumepHo 9 mac. %, npumepsHo 10 mac. %, npumepso 11 mac.
%, npumepHo 12 mac. %, npumepHo 13 mac. %, npumepHo 14 mac. %, npumepHo 15 mac. %,

npumepHo 16 mac. %, npumepHo 17 mac. %, npumepHo 18 mac. %, mpumepHo 19 mac. %,
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npumepHo 20 mac. %, npumepHo 21 mac. %, npumepHo 22 mac. %, npumepHo 23 mac. %,
npuMmepHo 24 mac. %, npumepHo 25 mMac. %, npumepHo 26 mac. %, npumepHo 27 mac. %,
npumepHo 28 mac. %, npumepHo 29 mac. %, npumepHo 30 mac. %, npumepHo 31 mac. %,
npumepHo 32 mac. %, npumepHo 33 mac. %, npumepHo 34 mac. %, npumepHo 35 mac. %,
npumepHo 36 mac. %, npumepHo 37 mac. %, npumepHo 38 mac. %, nmpumepHo 39 mac. %,

npumepHo 40 mac. %.

Pacnpeodenenue suympuzpanyiapnoii pazvl / enezpanyiapnoii pazot
[00193] B HekOTOpBIX BapHaHTAaX peaU3aLMH HACTOSIIEro M300pEeTeHUs pacIpeneicHHe
KOMITIOHEHTOB ~ BHYTPUTPAHYJSIpHOW (a3l W KOMIIOHEHTOB BHErpaHyJisipHOW  (pasbl
obecrieunBaeT KenaTejbHble MNPOQWIN pacmagaeMocTd. Jlpyroil acmekT HacTOSIIEro
U300peTeHNs] OTHOCUTCA K TaOJEeTHMPOBAHHOW KOMITO3HMLIMH, copaepskamei: 3ddexkTuBHOe
KOJIMUECTBO HUpamnapuda s uHruouposanus noau(AJldP-pudosa)-nomumepassl (PARP) npu
BBEIEHHU CYOBEKTY, HYXJAIOIIEMYCsl B 3TOM, IA€ YKa3aHHas TaOJeTKa OIMOJHHUTEIbHO
COAEPKUT BHYTPUIPAHYJSIpHYIO (asy U BHerpaHyssipHyoo (asy, u ykasaHHas Tabierka
XapakTepu3yeTcsl M0 MEHbLIeH Mepe OAHUM M3 CIIEAYIOLIEero. a) KOJMYECTBO KOMIIOHEHTOB,
NPUMEHSEMBIX IS TIOJTyYeHHs] YKa3aHHOW BHYTPUTPAHYJISIPHOH (ha3bl, COCTABISIET OT IPUMEPHO
50% no mpumepHO 98% OT Macchl yKa3aHHOH TaOJETHPOBAHHOW KOMITO3ULIMH; U b) KOJMUECTBO
KOMITOHEHTOB, TIPUMEHSIEMbIX [UIsl TIOJyUeHHsl YKa3aHHON BHErpaHyJ sIpHON (hasbl, COCTABIISIET

oT npumepHo 2% 1o npumepHo 50% OT MacChl yKa3aHHOM TabJIEeTUPOBAHHON KOMITO3ULIHH.

[00194] B HekOTOpbIX BapUAHTAX peANM3AMH HACTOSINEr0 H300pETEHUs] YKa3aHHOEe
KOJIMYECTBO KOMIIOHEHTOB, NPUMEHSEMBIX AJIsI MOJY4YEHUs YKA3aHHOW BHYTPUIPAHYJSIPHOU
¢aspr, cocraBasier ot npumepHo 50% no mnpumepHo 98% OT Maccel  yKa3aHHOU
TaOJIETUPOBAHHOW KOMITO3MIMHM. B HEKOTOPBIX BapUAaHTAX peATN3alUd  HACTOSIIErO
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, TIPUMEHSIEMBbIX /IS TIOJTyUEHHsI YKa3aHHOU
BHYTPUTPAHYJISIPHOH (hasbl, cocTaBisieT oT mpumMepHo 55% no mpumepHo 98% ot Macchl
yKa3aHHOW TaOJIeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3aliyi HACTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IPUMEHSIEMBbIX /ISl TIOJTYUEHHs YKa3aHHON
BHYTPUTPAHYJSIpHOH (asel, cocraBisier oT nmpumepHo 60% no mpumepHo 98% ot Macchl
yKa3aHHOW TaOJEeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3alii HACTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IPUMEHSEMBbIX /ISl TIOJTyUEHHs YKa3aHHON
BHYTPUTPAHYJSIPHOH (hasel, cocraBisieT oT mpumMepHo 65% no mpumepno 98% ot maccel
yKa3aHHOW TaOJeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3aliy HaCTOSIIEro

I/1306peTeHI/I$I YKa3aHHO€ KOJIUYCCTBO KOMIIOHCHTOB, IPUMEHACMbIX AJIsd MMOJTYYCHUSA YKaSaHHOﬁ
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BHYTPUTPAHYJSIpHOH (asel, cocraBisier oT npumepHo 70% no mpumepHo 98% oT macchl
yKa3aHHOW TaOJIeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3aliy HaCTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IIPUMEHSEMBbIX /ISl TIOyUEHHs YKa3aHHON
BHYTPUTPAHYJISIPHOH (asbl, cocraBisieT oT nmpumepHo 75% no mpumepHo 98% oT macchl
yKa3aHHOW TaOJeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3aliy HACTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IPUMEHSEMBbIX /ISl TIONyUeHHs YKa3aHHON
BHYTPUTPaHYJISIpHOH (a3l cocraBisier oT npumepHo 80% no mpumepHo 98% ot maccel
yKa3aHHOW TaOJeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3aluy HaCTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IIPUMEHSEMBbIX /ISl TIONyUeHHs YKa3aHHON
BHYTPUIPAHYJISIPHOHN (a3l cocraBisier oT npumepHo 85% no mpumepHo 98% oT Macchl
YKa3aHHOW TaONeTHPOBAHHON KOMITO3MLIMU. B HEKOTOPBIX BapHaHTaxX peai3aliuyl HACTOSIIIETO
N300peTeHNs YKa3aHHOE KOJIMUECTBO KOMITOHEHTOB, MPHUMEHSIEMbIX JUIS OTYyYeHHs] YKa3aHHON
BHYTPUIpaHyJsIpHOH (hasbl, cocrasisier oT npumepHo 90% no mpumepHo 98% OT Macchl
YKa3aHHOW TaONeTHPOBAHHON KOMITO3MLIMU. B HEKOTOPBIX BapHaHTaxX pean3aliyl HACTOSIIIETO
N300peTeHNs yKa3aHHOE KOJIMYECTBO KOMITOHEHTOB, IPHUMEHSIEMbIX JUISl MOTYyYeHHs] YKa3aHHON
BHYTPUTPAHYJISIPHOU (a3bl, COCTaBIsAET OT nMpuUMepHO 92,5% no mpumepHo 97,5% OT Macchl
yKa3aHHOUW TaOJIeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapUaHTaX peaH3alii HACTOSIIErO
n300peTeHNs yKa3aHHOE KOJIMYECTBO KOMIIOHEHTOB, IIPUMEHSIEMBbIX JIJIs TIOTyUeHHs] YKa3aHHOU
BHYTPUTPAHYJISIPHOH (ha3bl, COCTABIIAET MPUMEPHO 95% OT MacChl yKa3aHHOW TabJIeTHPOBAHHOU
KOMITO3UIIMH. B HEKOTOPBIX BapuaHTaX peajn3aluu HACTOSIIEro H300peTeHHs! YKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, NPUMEHSEMBIX Ul MOJy4Y€HUs YKA3aHHOW BHYTPHUIPAHYJSIPHOU
¢asel, cocraBisier mpumepHo 50%, npumepHo 55%, mpumepro 60%, mpumepHo 65%, MPUMEPHO
70%, npumepHo 75%, npumepHo 80%, mpumepHo 85%, mpumepno 90%, mpumepHo 91%,
npuMepHo 92%, npumepHo 93%, npumepHo 94%, npumepHo 95%, npumepHo 96%, npumMepHO

97% wnu npuMepHO 98% OT Macchl yKa3aHHOH TaOJETHPOBAHHON KOMIIO3ULINY.

[00195] B HekoTOpbIX BapUaHTAX peANM3AMH HACTOSINEr0o HW300peTEeHUsl YKa3aHHOEe
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX JJIsl MOYYeHHs YKa3aHHOW BHErpaHyJsipHOH (a3bl,
cocraBiisieT OT npumepHo 2% no mpumepHo 50% OT Macchl yKa3aHHOW TaOIeTHPOBAHHOU
KOMTO3UIIMH. B HEKOTOPBIX BapUAaHTAX peasiu3alld HACTOSIEro H300peTeHUs YKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX JJIsl MIOJYYeHHs YKa3aHHON BHErPaHYJISIpHOU (a3bl,
cocTaBiisieT OT npuMmepHo 2% no mpumepHO 45% OT Macchl yKa3aHHOW TaOJIeTHpPOBAHHOU
KOMMO3UIIMH. B HEKOTOPBIX BapHAaHTAX peal3alld HACTOSIIEro H300peTeHHs YKa3aHHOE

KOJINYECTBO KOMIIOHEHTOB, MPUMEHSIEMbIX IUIS TTOJTyYEHHs YKa3aHHOH BHETPaHYJSIPHOH (asbl,
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cocraiisieT OT npuMmepHo 2% no mpumepHo 40% OT Macchl yKa3aHHOW TaOJeTHPOBAHHOU
KOMITIO3ULIMH. B HEKOTOpBIX BapuaHTaX peajn3aldi HACTOSIIEro H300peTeHHs YKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX JJISl IOJYYeHHs YKa3aHHON BHErpaHYJSIpHOU (a3bl,
coctaBiisieT OT npuMmepHo 2% no mpumepHO 35% OT Macchl yKa3aHHOW TaOJIeTHPOBAHHOU
KOMITO3ULIMH. B HEKOTOpBIX BapuaHTaX peajn3aliy HACTOSIIEro H300peTeHHs YyKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX JJIsl IOJYYSHUs YKa3aHHON BHErpaHyJSIpHOU (a3bl,
cocraBiisier OT npuMmepHo 2% no mpumepHo 30% OT Macchl yKa3aHHOW TaOJIeTHPOBAHHOU
KOMITO3UIIMH. B HEKOTOpBIX BapuaHTaxX peaju3alliy HACTOSIIEro H300peTeHHs YyKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX JJIsl MOJYYSHUs] YKa3aHHON BHErpaHyJsIpHOU (a3bl,
COCTaBJIsIeT OT mpuMepHO 2% 1m0 mpumepHo 25% OT Macchl yKa3aHHOW TaOIeTHMPOBAHHOW
KOMITO3MLIMH. B HEKOTOpBIX BapuaHTaX peaju3alli HACTOSIEro H300peTeHUs] YKa3aHHOe
KOJINYECTBO KOMIIOHEHTOB, MMPUMEHSIEMbIX ISl TOJyYEHHs] YKa3aHHON BHETPaHYJSIPHOH (asbl,
cocTaByisieT OT npumepHo 2% no mpumepHo 20% OT Macchl yKa3aHHOW TaOJIEeTHMPOBAHHOU
KOMITO3MLIMH. B HEKOTOpBIX BapuaHTaX peajM3alli HACTOSIIEr0 H300peTeHUs] YKa3aHHOEe
KOJINYECTBO KOMIIOHEHTOB, MMPUMEHSIEMbIX ISl TTOJyYEHHs YKa3aHHON BHETPaHYJSIPHOH (asbl,
cocTaByisieT OT npumepHo 2% no mpumepHo 15% OT macchl yka3aHHOW TaOJeTHPOBAHHOU
KOMIIO3UIIUH. B HEKOTOPBIX BapuaHTaX peaju3aldd HACTOSILIEro H300peTeHHs YKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX JJIsl MOJy4YeHHs] YKa3aHHON BHErpaHYJISIpHOU (asbl,
coctaBiisieT OT npumepHo 2% no mpumepHo 10% OT mMacchl yka3aHHOW TaOJeTHPOBAHHOU
KOMITO3UIIMH. B HEKOTOPBIX BapuaHTaX peajn3alUd HACTOSILIEro H300peTeHHs! YKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX JJIsl MOJyYeHHs] YKa3aHHON BHErPaHYJISIpHOU (asbl,
COCTaBJsieT OT mpuMmepHo 2% 1o mpuMepHO 5% OT Macchl yKa3aHHOUM TaOJeTHpPOBAHHOMU
KOMITO3UIIMH. B HEKOTOPBIX BapuaHTaX pean3alUd HACTOSIIEro H300peTeHHs! YKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX JJIsl MOJyYeHHs] YKa3aHHON BHErPaHyJISIpHOU (asbl,
COCTaBJIsIET OT mpuMepHO 2,5% o mpumepHO 7,5% OT MacChl YKa3aHHOW TaOJeTHPOBAHHOU
KOMITO3UIIMH. B HEKOTOpBIX BapHaHTaX peajn3aldi HACTOSIIEro H300peTeHHs YKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX JJIsl MOJYYeHHs YKa3aHHON BHErpaHyJSIpHOU (asbl,
COCTaBJISIET MPUMEPHO 5% OT MacChl YKa3aHHOW TaOJIEeTHPOBAHHOW KOMIO3UIIMH. B HEKOTOPBIX
BAPUAHTAX peajM3allMd HACTOSINErO H300pEeTeHMs] YKa3aHHOE KOJWYECTBO KOMITOHEHTOB,
MPUMEHSIeMbIX JJIsl MOTYYeHHs YKa3aHHOW BHErPaHyJSIpHOH (Das3bl, COCTaBisieT mpuMepHo 2%,
npuMepHo 2,5%, npumepHo 3%, npumepHo 3,5%, npumepHo 4%, npumepHo 4,5%, npumepHO
5%, mpumepno 5,5%, npumepro 6,0%, npumepHo 6,5%, npumepro 7,0%, npumepro 7,5%,

npumepHo 8,0%, mpumepHo 8,5%, mpumepHo 9,0%, mpumepHo 9,5%, npumepno 10,0%,
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npumepHo 15%, npumepno 20%, npumepno 25%, npumepHo 30%, npumepHo 35%, npumMepHO

40%, mpumepHo 45% iy npumepHo 50% OT Macchl yKa3aHHON Ta0IeTUPOBAHHON KOMITO3ULIMNA.
2

Dapmaxoounamura
[00196] Hupanapub narudupyer ¢pepmentel PARP-1 u PARP-2 in vitro ¢ ICso 3,8 1M (0,82
Hr/mia) u 2,1 ’M (0,67 ur/mn), coorBercTBeHHO. Hupanapu® nHruOupyer BHYTPHKIETOUHYIO
aktuBHOCTH PARP ¢ ICs0 4 HM (1,28 mr/mi) u ICoo S0 HM (16 ur/mur). OgHOKpaTHas 103a
Hupanapuda 50 MI/Kr B MOzeNsax onyxojei npusoauia k >90% unrudbuposanuto PARP, u npu
€KEIHEeBHOM JO3UPOBAHMM NPUBOAMIA K perpeccun omnyxonu. Ilpu noze 50 wmr/kr
KOHLIEHTPALUHU B OMyXOJH ~ 4567 Hr/mu ObUIM JOCTUTHYTHI uepe3 6 4acOB, YTO MPEBBIIIAIO
PARP ICyo u mpuBesio k perpeccuu onyxonu. B 31oii ke Mozpenu no3a Hupanapuda 75 MI/Kr He
NPUBOAMJIA K PErPecCHH OIyXOJH, Perpeccus OMyXOJM OCTUrajach, KOrjaa IO3HPOBKY

U3MEHSIM Ha 103y Hupamnapuda SO mMr/kr.

[00197] B nactosimem nokyMeHTe papMaKOKHHETHUECKUE NCCIIeIOBAHMS Ha JIFOIX HATOIIAK
BKIIOYAIOT B ce0sd Kak (papMakOKMHETHYECKHE MWCCIIEOBAHUS Ha JIOIAX HATOLIAK C
OTHOKPATHOH M030#, Tak M (apMaKOKMHETUYECKUE MCCIICAOBAHUS HA JIOJAX HATOLIAK C
MHO>KECTBEHHBIMH 703aMH. PapMaKOKHHETHUECKHUE HCCIIENOBAHM Ha JIOASX HATOLIAK C
MHO>KECTBEHHBIMHM J103aMU TPOBOJWJIU B COOTBETCTBHUM C PYKOBOIALIUMHU JOKYMEHTaMU
VYrpaBieHus MO CAHUTAPHOMY HAA30py 3a Ka4eCTBOM MHILEBBIX NMPOAYKTOB U MEAMKAMEHTOB
CIOA (FDA) w/mnm aHaJOTHYHBIMU PYKOBOZISIIIUMH JTOKYMEHTaMHu EBpOneiickoro areHTcTaa
nekapctBeHHbIX cpenctB (EMEA). ®apMakoKMHETHYECKHE MapaMeTpbl B  yCTOHYHUBOM
COCTOSIHUH MOJKHO OTIPENEUTh HEMTOCPENCTBEHHO B (PapMaKOKHHETUYECKHIX UCCIIEAOBAHUSIX Ha
JIOASIX HATOLIAK C MHOXECTBEHHBIMU J103aMU WM UX JIETKO MOXHO OIpeNeuTh IMyTeM
SKCTPaNOJISALUN AaHHBIX 110 OJHOKPATHOHN J03€ C HCIOIb30BAaHUEM CTaHJAPTHBIX METOIOB WU
OTPaCJIeBOrO CTAHNAPTHOrO MPOTrpaMMHOro odecriedenusi, Takoro kak WinNonlin Bepcuu 5.3

MJIN BBIIIC.

[00198] B HekoTOpBIX BapHaHTaX peANU3AINH HACTOSINEr0o U300peTEeHUs MepOopalibHOe
BBEICHNE KOMITO3UIINH HUpanapuda, OMMCAaHHOH B HACTOSIIEM JOKYMEHTE, YEJIOBEKY OZIUH pa3
B CYTKH 00€CTIEYMBAET CPEAHIOI0 MUKOBYIO KOHLEHTPAHIO B M1a3Me (Cmax), COCTABIISFOIIYIO OT
600 ur/ma no 1000 ur/mn. Hampumep, mepopaipHOE BBENEHHE KOMIIO3ULIUH HUpanapuoa,
OTMHCAHHOH B HACTOSIIIEM JOKYMEHTE, OZIUH Pa3 B CYTKH YEJIOBEKY MOKET O0ECIIEUHTDb CPETHIOK

MUKOBYIO KOHLEHTpauuio B MasMe (Cmax), cocTaBisiromyro 600 Hr/mi, 625 Hr/mi, 650 Hr/ma,
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675 ur/mn, 700 ur/ma, 725 ur/mn, 750 ur/mon, 775 ur/moa, 800 Hr/ma, 825 Hr/mi, 850 Hr/mi, 875
Hr/mut, 900 ar/mn, 925 ur/mi, 950 ur/mut, 975 ar/min wim 1000 vr/mn. Hampumep, nepopaiibHOe
BBEJICHIE KOMITO3ULIMY HHUpanapuOa, OMUCAHHON B HACTOSIIEM JOKYMEHTE, OIHMH pa3 B CyTKU
YeJIOBEKY MOXKET OOeCHedHnTh CPEOHIO THKOBYIO KOHIEeHTpauuio B MmiasMe (Cmax),

cocrasisironyto 804 Hr/mit

[00199] B HekoTOpBIX BapHUaHTaX peAU3ALNH HACTOSINErO H300peTEeHUs MepOopaibHOe
BB€ACHNEC KOMITO3UMIIUU HHpanapH6a, ONKUCAaHHOU B HaCTOALIEM NJOKYMEHTE, OAWH pa3 B CYTKHU
4eJIoBeKy 00eCcreynBaeT CPEAHIOK MMKOBYIO KOHLIEHTpauio B ria3zMe (Cmax) uepes 0,5-6 gacos.
Hanpumep, nepopanbHOe BBeIeHHE KOMIIO3ULIMM HUpanapuOa, OMHCAHHOW B HACTOSIIEM
JIOKYMEHTE, YeJIOBEKY OJIUH Pa3 B CYTKU MOKET 00ECTIEYUTh CPEIHIO MUKOBYIO KOHLIEHTPALIHIO
B ma3Me (C max) mpumepHo uepes 0,5 gaca, 0,75 vaca, 1 gac, 1,25 gaca, 1,5 gaca, 1,75 vaca, 2
yaca, 2,25 vaca, 2,5 yaca, 2,75 yaca, 3 gaca, 3,25 gaca, 3,5 gaca, 3,75 4aca, 4 yaca, 4,25 4aca,

4,5 gaca, 4,75 4daca, S yacos, 5,25 yaca, 5,5 ydaca, 5,75 Jaca wim 6 4acoB.

[00200] B HEKOTOpPHIX BapUaHTAX peaNU3alMU HacTosmero n3o0pereHust Cmax TaONETKH,
coepKalieil Hupanapuo, coctapisieT oT npumepHo 50% no npumepHo 150% mo cpaBHEHHUIO ¢
Cmax Kamcyibl, copeprkaliel SKBUBAJICHTHOE KOJIMYECTBO HUpanapubda. B HeKOTOpbIX BapHaHTax
peanuzanuu HacTosiero n3oopeTeHus: Cmax TAOJETKH, cComeprkalieit Hupanapud, COCTaBISIET OT
npumepro 60% no npumepro 140% mno cpaBHEHHIO ¢ Cnax KAICYJIbI, COAEpIKaIlel Hupamnapuo.
B HekoTOpbIX BapHaHTaX peanu3aluu HacTosimero u3odpererns Cmax TaONETKH, comepskamei
Hupamnapud, coctasjsieT ot mpuMepHo 70% no npumepHo 130% mo cpaBHEHUIO C Cmax KATICYJIBI,
conepskanieit Hupamnapud. B HEKOTOPBIX BapHaHTaX peau3alui HaCTosero n3o0peTeHust Cmax
TabJeTKy, comepskameil Hupanapud, cocrasisier ot npuMmepHo 80% mo mpumepno 120% mo
cpaBHEHHIO ¢ Cmax KarCyJibl, copep:kamieil Hupanapud. B HEKOTOPHIX BapuaHTaX peai3aliu
Hacrosimero n3o0pereHust Cmax TAONETKH, Copeprkaliei Hupanapuo, cocrapisier mpumepHo 80%
1o cpaBHEHUIO ¢ Cmax KaTICYJIbL, coneprkaneii Hupanapud. B HEeKOTOPBIX BapHaHTaX peaiu3aliu
Hacrosimero n3o0pereHust Cmax TaONETKH, COpep:Kaliei Hupanapuo, coctaBisieT mpumepHo 80%,
npumepHo 85%, mpumepHo 90%, npumepHo 95%, npumepHo 100%, npumepno 105%,
npumepHo 110%, npumepno 115%, npumepno 120%, npumepno 125% unu npumepso 130% no
cpaBHEHHIO ¢ Cmax KarCyJibl, copepkamieil Hupanapud. B HEKOTOPHIX BapuaHTaX pean3aluu
Hacrosimero n3o0pereHust Cmax TAONETKH, cCopeprkaliei Hupanapuo, coctaBiseT mpumepHo 80%,
npumepHo 85%, npumepHo 90%, npumepHo 95%, npumepHo 100% unu npumepHo 105% no

cpaBHeHUIO ¢ Cmax KarCyJibl, comepkaineii Hupanapud. B HEKOTOpBIX BapUaHTaX pean3aiuu
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Hacrosimero n3o0pereHust Cmax TAONETKH, COpeprkaliei Hupanapuo, COCTaBisieT mpumMepHo 85%

i ipuMepHo 105% o cpaBHEHHIO ¢ Cmax KaTICYJIbL, COAEpIKaIield Hupamnapuo.

[00201] B HekoTophIx BapmaHTax peaymmszanuu Hactosero usodoperenust AUCo Tabnetku,
cozepKalieil Hupanapuo, cocrasisieT oT npumepHo 50% no npumepHo 150% mo cpaBHEHHUIO ¢
AUCo.+ xamcynbl, copepikalieidl 5KBHBAJIEHTHOE KOJIMYECTBO Hupamapuba. B HekoTopbix
BapHaHTax peanusaunu Hactosero uzodperenust AUCo. Tabnerku, comepxameii Hupamapuo,
cocraBysier or npumepHo 60% po mpumepHo 140% mno cpaBHeHuro ¢ AUCo. Kamcynsl,
comepxaliel Hupamnapud. B HEKOTOpBIX BapHaHTax pealn3alii HACTOSIIEro M300peTeHus
AUC.¢ Tabnetku, coaepkarieil Hupamnapuod, coctasisier ot npumepHo 70% no npumepno 130%
no cpasHeHutro ¢ AUCo. Kamcynel, comepskameil Hupamapu®. B HEKOTOphIX BapHaHTax
peanusaryu Hactosiero uzodperenust AUCo. TabneTku, comeprkalieii Hupamnapud, COCTaBIsieT
ot npumepHo 80% no mpumepno 120% mno cpaBHenutro ¢ AUCo. Karmcysbl, copepkarien
Hupanapub. B HekoTopeIx BapuaHTax peanusaimu Hactosmero nzooperenns AUCo. TabneTky,
comepxaiieii HupanapuO, cocrasiser npumepHo 80% mo cpaBHeHuro ¢ AUCo. KarcyJsl,
comepskameil HupanapuO. B HEKOTOpBIX BapHMaHTaX pealu3ali HACTOSINEro H300peTeHus
AUCo.« Tabnetku, comepskauieil Hupamapud, cocrtasisier npumepHo 80%, mpumepHo 85%,
npuMmepHo 90%, mpumepHo 95%, mpumepHo 100%, mpumepno 105%, mpumepno 110%,
npumepHo 115%, npumepno 120%, npumepro 125% wunu npumepno 130% mno cpaBHEHHIO C
AUCo.¢ KarcyJibl, cofepkaeil Hupanapuo. B HEeKOTOpPBIX BapUaHTaX pean3aliy HACTOSLIETO
uzobperenusi AUCo. TabneTku, conmepskamiedi Hupanapud, coctapiserT mnpumepHo 80%,
npumepHo 85%, npumepno 90%, npumepHo 95%, npumepHo 100% wunu npumepno 105% no
cpaBueHH0 ¢ AUCo.¢ KarcyJibl, cofepxaiieit Hupanapud. B HEKOTOPbIX BapHaHTaX peaii3aluu
Hacrosimero n3ooperernss AUCo. TabneTku, coneprkaineil Hupanapud, COCTaBIIeT MPUMEPHO

85% wnu mpumepHo 105% 1o cpaBHenmnio ¢ AUCo- Kancyibl, conepskameii Hupanapuo.

[00202] B HekoTrophIx BapuaHTax peanuzauuu Hactosmero u3odperenuss  AUCo.
Infinity TAOJIETKH, COZleprkalnel Hupamnapuo, cocTasiisieT ot npuMepHo 50% no npumepHo 150% o
cpaBHeHHIO ¢ AUCo.1finity KaIrCyJibl, COeprKaliell SKBHBAJICHTHOE KOJMUECTBO HUpamnapuda. B
HEKOTOPBIX BapuaHTax peanuszanuu Hacrosimero u3odpereHuss AUCo.mfiniy TabNeTKH,
conepskamieit Hupanapuo, coctaisieT ot npumepHo 60% o npumepro 140% mo cpaBHEHUIO ¢
AUCo.ifinity KarcyJsiel, conepskamed Hupamnapud. B HEKOTOpbIX BapHaHTaxX pealn3aliu
Hacrosimero n3oopereHnst AUCo.mfiniy TaOJETKH, comepkaimieidl Hupamnapud, COCTaBISIET OT
npumepHo 70% no mpumepHo 130% mo cpaBHeHHIO ¢ AUCo-mfinity KamCyJibl, COAep Kaien

Hupamapub. B HexoropbIx BapmaHTax peanusauuu Hacrosmero n3odpereHust AUCo.infinity
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TabneTky, comeprameil Hupanapud, cocrasisier otr npumepHo 80% no mpumepHo 120% mo
cpaBHeHHI0O ¢ AUCo.mfinity Kamncyibl, copepskamield Hupamapud. B HEKOTOpBIX BapHaHTax
peamm3aru  Hacrosimero u3o0pereHus: AUCo.mfiniy TaOneTku, copepskamed Hupamnapuo,
cocrasysieT npuMepHo 80% 1o cpaBHeHUIO ¢ AUCo.mfinity KAIICYJIbI, cOAepKkael Hupanapud. B
HEKOTOpBIX BapuaHTax peanuzannu Hacrosimero wu3zoopereHus: AUCo.mfiniy TabseTKH,
comepxaiiel Hupanapud, cocrtasnsier npuMmepHo 80%, mpumepHo 85%, mpumepno 90%,
npuMmepHo 95%, mpumepHo 100%, nmpumepno 105%, mpumepno 110%, npumepno 115%,
npumepHo 120%, npumepno 125% wnu npumepno 130% no cpaBHeHUt0 ¢ AUCo.Infinity KarICyJisl,
cozepxalieil Hupamnapud. B HEKOTOpBIX BapHaHTax pealn3alii HACTOSIIEro M300peTeHus
AUCo.finity TaONETKH, comeprkalieli Hupamnapuo, coctasisier npumepro 80%, mpumepro 85%,
npumepHo 90%, npumepHo 95%, npumepro 100% nnu npumepHo 105% no cpasrenuto ¢ AUC,.
Infinity KQTICYJIbI, COEprKalell HupanapuO. B HEKOTOpPBIX BapuaHTaX peajnu3alii HACTOSLIETO
u3obperenusi AUCo.mfinity TAOJETKH, Conepkalieil Hupanapuo, cocTaisieT mpuMepHo 85% wu

npumepHo 105% mno cpaBHeHnto ¢ AUCo.1nfinity KaICyJIbl, cofepikaineii Hupanapuo.

[00203] B HeKOTOpbIX BapHaHTaX peaJu3alM{ HACTOAILIEro H300peTeHus abCONOTHAsS
OuomoCTYymHOCTh HHpamnapuba, o0ecrneYrBaeMOro B KOMIIO3MIUH, OMHCAHHOW B HACTOSLIEM
NOKYMeHTe, cocTaBisieT mnpuMmepHo 60-90%. Hanpumep, aOconmoTHas OHOTOCTYIMHOCTH
Hupamnapubda, o0ecrneunBaeMoro B KOMIO3HUIMH, OMMUCAHHON B HACTOSILIEM JOKYMEHTE, MOKET
coctaBiisiTh mpuMepHo 60%, 65%, 70%, 75%, 80%, 85% wnu 90%. Hanpumep, abcomoTHas
OMOIOCTYMHOCTh HHUpamnapuba, 00ecreYrBaeMOro B KOMITO3HIIMH, OMHUCAHHOW B HACTOSIIEM

JOKYMEHTE, MOXKET COCTABJISITh MPUMEPHO 73%.

[00204] B HeKkOTOPBIX BapHUaHTaX PeaJU3ALUN HACTOSINErO M300PETEHUs! COIMYTCTBYIOLIHIA
IIPUEM MHINUA C BBICOKMM COAEP>KAHMEM JKUPOB HE OKA3bIBAET 3HAYMTEJIBHOIO BIUSHUSA HA
(bapMaKOKWHETHKY KOMIIO3HMLUN HUpanapuda, ONMMCAHHOW B HACTOSIIEM JOKYMEHTE, TOCie
BBEJICHMsI J03bl, ONMCAHHON B HACTOALIEM NOKyMeHTe. Hampumep, OIHOBpEMEHHBIN NpUEM
MUY C BBICOKMM COAEPKAHHUEM >KHPOB MOKET HE OKa3blBaTh 3HAYUTEJIBHOIO BIIMSHUS Ha
(bapMaKOKWHETHKY KOMIIO3HMLIUN HHUpanapuda, ONMMCAHHOW B HACTOSIIEM JOKYMEHTE, MOCe

BBeZIeHHs 1036l HEpanapuda 50, 100, 150, 200, 250, 300, 350 wnu 400 wmr.

[00205] B HekOTOpBIX BapUAHTAX peaH3alUN HACTOSIIEro H300peTeHHs] Hupanapuod
npeacTaBisieT coOoi OeNOK, B YMEPEHHOH CTETIEHH CBA3aHHBIN C YeJIOBEYECKON TIIa3MOi 1ocIie
BBeNeHUs 4yesoBeky. Hanmpumep, mocie BBeaeHus dyenopeky npuMmepHo 60%, 65%, 70%, 75%,

80%, 85% mmu 90% Hupanapuba npeacraisieT coOoi OeNoK, CBA3aHHBIN C IMJIa3MOH KPOBU
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yenoBeka. Hanmpumep, mocje BBEIEHHS YE€JIOBEKY IIPHUMEPHO 83% nupamapuda CACTaBJISACT
2

co0oti 6emoK, CBS3aHHBIN C IUIa3MOI KPOBH YEJIOBEKA.

[00206] B HekOTOpBIX BapHaHTAX PeATU3ALUH HACTOSLIETO H300PETeHUS KaXKYLIUICS 00beM
pactipenenenus (Vd/F) aupanapuba cocrasnser ot npumepso 500 i1 1o mpumepHo 2000 11 mocne
BBeZIeHUs yesioBeKy. Hanpumep, kaxyumiicst o0vem pacrpenenenus (Vd/F) aupanapuba mosker
coctasyiATh npuMepHo 500 i1, 550 51, 600 51, 650 1, 700 1, 750 1, 800 11, 850 11, 900 71, 950 1, 1000
a, 1100 1, 1200 11, 1300 51, 1350 51, 1400 1, 1450 51, 1500 51, 1600 1, 1700 51, 1800 11, 1900 ;1 msu
2000 n mocne BBenmeHus: 4yenoBeky. Hampumep, kaxkymuiics oobem pacrpenenenus: (Vd/F)
HUpanapuba MOXeT COCTaBATh mpumepHo 1220 5 mocne BBeneHus yenoeky. Hampuwmep,
kaxymumiics oovem pacrpenenenus (Vd/F) Hupanapuba MokeT coctaBnsaTe npumepHo 1074 n

IMOCJIE BBCACHUS YECJIOBECKY.

[00207] B HEKOTOpPBIX BapHaHTaX PEANU3ALMU HACTOSIIEr0 M300pEeTEeHHs MOCie BBENCHUS
Hupanapuba, 06ecrednBaeMoro B KOMIO3HLIMH, ONMMCAHHOHN B HACTOSIILIEM JOKYMEHTE, CPEIHUN
KOHEYHBIN epUO MOJTyBbIBeNeHNs (t1/2) HUpanapuda cocTasisieT ot npuMepHo 40 1o 60 yacos.
Hanpumep, mocne BBeneHuss Hupamapuba, o0ecredyMBaeMOro B KOMIIO3WIMH, ONMCAHHOW B
HACTOSIILEM TOKYMEHTE, CPeIHHUI KOHEUHBIN Mepruo]] MOJTyBbIBeAeHUS (t1/2) HUpamapruda MOXKeT
cocTaByisATh npumepHo 40 yacos, 42 ydaca, 44 yaca, 46 yacos, 48 yacos, 50 vacos, 52 yaca, 54
yaca, 56 wyacoB, 58 wacoB wimmu 60 wyacoB. Hampumep, mocie BBeneHus Huparapuoda,
o0ecreuynBaeMoro B KOMITO3UIMH, OMMMCAHHON B HACTOSLIEM JOKYMEHTE, CPeIHHI KOHEUHbIH
NIepUO]] MOJYBbIBEIEHHS (t1/2) HUpamaprOa MOKET COCTABIISITh MPUMEPHO OT 48 yacos 10 51 yaca.
Hanpumep, nocne BBeneHust Hupamapuba, 0O0eCreynBaeMOro B KOMITO3UIMH, OIMHCAHHOW B
HACTOSIILEM JTOKYMEHTE, CPEIHHUI KOHEUHBIH NepUO]] MOJTyBbIBeAeHUS (t1/2) HUpamapruda MOXKeT

COCTaBJIATh NpuMepPHO 48 yacos, 49 yacos, 50 yacos wn 51 yac.

[00208] B HexkOTOpBIX BapHaHTaX peATM3aLUU HACTOSINErO M300pPETEHUs MOCNE BBEACHHS
HUpanapuba, o0ecrnedynBaeMoro B KOMITO3WULIMH, OIMHMCAHHOW B HACTOSINEM JOKYMEHTE,
kaxymumiicss oomuii kmupeHc (CL/F) numpamapuba cocrammsier ot mpumepHo 10 n/gac no
npumepro 20 n/uac. Hampumep, mocne BBeneHusi Hupamapuba, oOecrieunBaeMoro B
KOMTIO3UIMH, ONMUCAHHOW B HACTOSAILIEM AOKyMeHTe, Kaxyuuiics obmmii kimupenc (CL/F)
Hupamapuda MOXKeT COCTaBJsATh npumepHo 10 i/gac, 11 n/gac, 12 n/gac, 13 n/gac, 14 n/gac, 15
n/dac, 16 n/gac, 17 n/uac, 18 n/gac, 19 m/gac wmm 20 n/gac. Hampumep, mocie BBeneHUs
HUpanapuba, oOecrneurnBaeMoro B KOMITO3WLIMH, OIMHCAHHOW B HACTOSIIEM JOKYMEHTE,

kaxymumiics: oomuii kimupenc (CL/F) aupanapuba moxer coctaBisaTh npuMepHo 16,2 ji/4ac.
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[00209] B HEKOTOpBIX BapHaHTaxX pPEANM3ALMH HACTOSIIETO HM300PETEHHs ONMHCAHHBIC B
HACTOSIIEM JTOKYMEHTE JIeKapCTBEHHbIE (POpMbI 00eCneunBarOT BEICBOOOKICHNE HUpanapuda
13 KOMIIO3ULMHU B T€YeHUE | MUHYTBI, UM B TEYEHHE 5 MUHYT, WU B TedeHue 10 MUHYT, Wiu B
TeueHue 15 MunyT, nnu B Tedenue 30 MUHYT, Uiu B TeueHue 60 MUHYT, WK B TedueHue 90 MUHYT.
B npyrux BapmaHTax peanM3alMy HACTOSIIErO M300peTeHusl TepamneBTudecku >pdexTruBHOE
KOJINYECTBO HUpanapuda BBICBOOOXKIAETCS M3 YKA3aHHOW KOMIIO3UIMH B Te€U€HHE | MHUHYTHI,
WUJIU B TEYEHHE 5 MUHYT, WIX B TeueHue 10 MUHYT, niu B TeueHue 15 MunyT, unu B Teyenue 30
MUHYT, Wi B TedeHue 00 MuHyT, wiu B TedyeHue 90 MHHYT. B HEKOTOpBIX BapuaHTax
peanu3ay HaCTOSIIEero N300peTeHNsl yKa3aHHas KOMIO3HMLUS COMAEPKUT TaOJIETHPOBAHHYIO
KOMITO3MLIMIO HUpanapuba, o0ecreyrBaroLyl0 HeMeIJIEHHOe BBICBOOOXKIeHHEe Hupanapuda. B
HEKOTOPbIX BApUAHTAX peANM3alMy HACTOSINEro H300peTeHHs YKa3aHHAas KOMITO3ULIUS
COIEPKUT TabJIETUPOBAHHYIO KOMIO3ULMIO HHpamapubda, 00ecreunBaroIy0 HeMeIJIeHHOe
BBICBOOOXKIEHHE HUpanapuda B TeueHHe | MUHYTBI, WIN B TEUCHUE 5 MUHYT, WK B TedeHue 10
MUHYT, WJIH B TedeHue 15 munyT, unu B Tedenue 30 MUHYT, Uiu B TeueHue 60 MUHYT, WU B

TeueHue 90 MUHYT.

[00210] OmucanHble B HACTOSINEM IOKYMEHTE JIeKapCTBEHHbIE (OPMBI U TO3UPOBAHHBIE
JekapcTBeHHble (OopMbI Hupamapuda JEeMOHCTPUPYIOT (apMaKOKUHETHUYECKHe mpodum,
KOTOpbIE MOTYT MPUBOIUTH K YPOBHAM Cmin HHpamapuba B Iula3Me KPOBH B YCTOHYMBOM
cocTosiHuU OT npuMepHo 10 Hr/mn no nmpumepHo 100 Hr/mi. B ogHOM BapuaHTe peanu3anyuu
HACTOSIILETO M300peTeHHs JIeKapCTBeHHbIe (OpMBbI HUpanapuda, OMHCAHHBIE B HACTOSIIEM
JIOKyMEeHTe, 00€eCreunBaloT YPOBHH B IUIa3Me KPOBH HEMOCPENCTBEHHO Mepen Clenayroluei
10308 (Cmin) B YCTOHYHMBOM COCTOSIHUH OT MpUMepHO 25 Hr/mu no npumepno 100 vr/mu. B
APYrOM BapHaHTE peau3allii HACTOSIIEero H300peTeHNs JieKapCTBEHHbIE (POPMBI HUpanapuoa,
OMHCAHHBIE B HACTOSINEM JOKyMeHTe, oOecreyuBarOT YPOBHU Cmin B IJIa3Me€ KPOBU B
YCTOMYMBOM COCTOSIHMU OT npuMepHo 40 Hr/mu o mpumepHo 75 Hr/miu. B apyrom BapuaHTe
peanm3au HACTOALIEr0 M300peTeHusl JIeKapCTBEHHbIE (POPMBI HHpamnapuOa, ONMHCAHHBIE B
HACTOSAIIEM JJOKyMEHTe, 00eCneunBatoT YPOBHU Cmin B TIA3Me KPOBH B yCTOWYMBOM COCTOSIHUN

npuMepHo S0 Hr/mit.

[00211] JlekapctBeHHBIE (OpMBI HUpanapuda, OMUCAHHBIE B HACTOSIIEM JOKYMEHTE, BBOIIST
Y IO3UPYIOT B COOTBETCTBUHU C HAJIEKAILEH MEULIMHCKOMN MPAKTUKOW, IPUHHUMAsi BO BHUMaHUeE
KIIMHUYECKOe COCTOSIHHE OTAENIbHOTO MAaI[MeHTa, MECTO U CIOco0 BBeneHus, rpad ik BBEIECHUS
u gpyrue (akTophl, HM3BECTHbIE NPAKTHKYIOIIUM BpadaM. [lpu JedeHMH dYeloBeKa

AO3UPOBAHHBIC JICKAPCTBCHHBIC (I)OprI, OMHUCAHHBIEC B HACTOALIEM JOKYMEHTE, HOCTABJIAKOT
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JekapcTBeHHbIe (GOpMbI HHpanapuoa, KOTOpbIe MOAAEPKUBAIOT TepaneBTHUECKH 3 (PEeKTUBHOE
KOJIMYECTBO HUpanapuda, COCTaBIISIIOIEe IO MeHbIeH Mepe 10 Hr/MiT uii OOBIMHO MO MEHbINEH
mepe npumMepHo 100 Hr/mMi B 11a3Me B CTaOUIIBHOM COCTOSIHUH, M OJHOBPEMEHHO YMEHBIIAIOT

no0o4HbIe H3PPEKTHI, CBI3AHHBIE C MOBBILIEHHBIMU YPOBHIMH Cmax HIpamapuoa B ria3Me KPOBH.

[00212] B HekoTOpBIX BapHaHTaX peaNu3alMy HACTOALIETO H300peTeHuss Oojee YeMm
npumMepHo 95%; nunu Oonee yem npumepHo 90%; nnu Gonee yem npumepHo 80%; umm Gosee
yeM npuMepHo 70% Hupanapuda, JO3MPOBAHHOTO 10 MACCE, BCACHIBAETCS B KPOBOTOK B TEUEHUE

npumepHo 1,2, 3,4,5,6,7,8,9, 10, 11, 12, 16, 18 nnu 24 yacos nocie BBEACHHUS.

Konuenmpayus/xoruvecmeo nupanapuba
[00213] IIpu nomomu crnocoOOB M KOMIIO3ULIUM, OMUCAHHBIX B HACTOSIIEM JOKYMEHTE,
MOKHO TIOJYYUTh JIEKApPCTBEHHbIE (DOPMBI, KOTOpbIE TO3BOJISIOT JOCTHYb JKEJIAeMbIX
XapaKTEPUCTUK PACTaa€MOCTH M LEJIeBbIX (HapMaKOKUHETHYECKUX MPOQUIEH, OMHUCAHHBIX B
HacTosieM JoKyMmeHnTe. Hanpumep, TepaneBTuuecku 3 GeKTUBHBIE A03bI HUpanapuda MOKHO
BBOJIUTh OIWH, JBAa WJIU TPU pasa B CYyTKU B TaOJEeTKax C TMPHUBJICYCHHEM OMHCAHHBIX B
HACTOSIIEM JOKYMEHTE CIIOCOO0B MONYYESHUSI i KOMITO3ULIHIH C TOCTHKEHUEM 3TUX PE3YJIbTATOB.
B HekoTOpbIX BapHaHTaX peaju3alM{ HACTOSIIEr0 H300peTeHHs HHUpamapud WIH ero
(dapMaleBTUUECKU MPHEMIIEMOE TPOJIEKAPCTBO WM €ro COJIb MPUCYTCTBYET B KOJIHYECTBE
npumepHo 20-80 mac. %, 45-70 mac. %, 40-50 mac. %, 45-55 mac. %, 50-60 mac. %, 55-65 mac.
%, 60-70 mac. %, 65-75 mac. %, 70-80 mac. % unu 40-60 mac. %. B HekoTOpBIX BapuaHTax
peanu3alui HACTOSLIEro W300peTeHHs] YKa3aHHBIA HHUpanapud win ero ¢apMaleBTHYECKU
MPUEMJIEMOE TTPOJIEKAPCTBO WIIH €r0 COJIb MTPUCYTCTBYET B KonuecTBe npumepHo 40-60 mac. %o
OT MaccChl sipa TabieTku (Hampumep, o0Iasi Macca BHYTPUTPAHYJISIPHBIX M BHETPAHYJISIPHBIX
KOMIIOHEHTOB). B HEKOTOPBIX BapuUaHTaX peau3alld HACTOSIIEro W300pEeTEeHUs] YKa3aHHBIN
Hupamnapud wiv ero papMaleBTHIECKU MPUEMIIEMOE MPOJIEKAPCTBO HITH €r0 COJIb MPUCYTCTBYET
B konm4ecTBe npumepHo 40-60 mac. % ot olmmeil Macchl TabneTku (Hampumep, odrasi Macca
BHYTPUTPAHYJIIPHBIX U BHETPAHYJIIPHBIX KOMIIOHEHTOB U TTOKPBITHUS). B HEKOTOPBIX BapruaHTax
pearu3alni HACTOSLIEro M300peTeHHsl YKa3aHHBIH HHUpanapud win ero ¢papMaleBTHUYECKU
MPUEMJIEMOE TTPOJIEKAPCTBO WIIH €r0 COJIb MTPUCYTCTBYET B KomuecTse npumepHo 40-50 mac. %
OT MaccChl sipa TabieTku (Hampumep, oOIasi Macca BHYTPUTPAHYJISIPHBIX M BHETPAHYJISIPHBIX
KOMIIOHEHTOB). B HEKOTOPBIX BapuaHTaX peau3ally HACTOSIIETr0 W300peTEeHUs] YKa3aHHBIN
Hupamapud win ero papMaeBTHYECKU MPUEMIIEMOE MPOJICKAPCTBO HITH €T0 COJIb MPUCYTCTBYET
B konmdecTBe npumepHo 40-50 mac. % ot olmei Maccel TabneTku (Hampumep, olrasi Macca

BHYTPUTPAHYJISIPHBIX 1 BHETPAHYJSIPHBIX KOMIIOHEHTOB U TIOKPBITHS).
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[00214] B HexOTOpBHIX BapHaHTaX peaJM3alN HACTOSIIEro M300pPETeHUS B KOMITO3ULIMSIX,
OIMCAHHBIX B HACTOSIIEM JOKYMEHTE, KOHLIEHTpALHsl HIpanaproa win ero (papmManeBTHIecKu
MPUEMJIEMOTO MPOJIEKAPCTBA WJIU €r0 COJIU COCTABJISIET OT nmpuMepHo 1% no npumepno 70%, ot
npumepHo 5% 1o npumepHo 70%, ot npumepHo 10% no npumepHo 70%, ot npumepHo 15% no
npumepHo 70%, ot npumepHo 20% no npumepHo 70%, oT npumepHo 25% 1o npumepHo 70%,
ot npuMepHo 30% no npumepHo 70%, ot npumepHo 35% no npumepHo 70%, oT npumepHO 40%
no npumepHo 70%, ot npumepHo 45% no npumepHo 70%, ot npumepHo 50% 10 mpuUMepHO
70%, ot mpumepHo 55% no mpumepHo 70%, ot mpumepHo 60% no mpumepno 70%, ot

npuMepHo 65% 1o npumepHo 70% OT MacChl yKa3aHHON KOMITO3ULIUH.

[00215] B HeKOTOpPBbIX BapHaHTaX peaju3alUU HACTOSIIEro M300pETeHHS B KOMITO3ULIMSX,
OIMCAHHBIX B HACTOSILNEM JOKYMEHTE, KOHLEHTpalHs Hupanaproa wiu ero papMareBTH4ecKu
MIPUEMJIEMOTO MTPOJIEKapCTBa WIIH €r0 COJIM COCTaBJIsIET OT mpuMepHo 1% no npumepHo 65%, ot
npumMepHo 5% 1o npumepHo 65%, ot mpumepHo 10% 1o npumepHo 65%, ot npumepHo 15% no
npuMepHo 65%, ot npumepHo 20% no npumepHo 65%, ot npumepHo 25% 10 npuMepHo 65%,
ot npumepHo 30% no npumepHo 65%, ot npumepHO 35% 1o npuMepHo 65%, ot npumepHo 40%
10 npuMepHo 65%, ot npumepHo 45% 1o npumepHo 65%, ot npumepHO 50% [0 NMpUMEpPHO
65%, ot npumepHo 55% no mpumepHo 65%, ot npumepHo 60% no npumepHO 65% OT Macchl

YKa3aHHON KOMITO3ULIUMU.

[00216] B HexkoTOpBIX BapHaHTAX peANU3ALUH HACTOSIIErO M300PETEHUS] B KOMITO3HUIIMSX,
OMHCAHHBIX B HACTOSIIEM JIOKYMEHTE, KOHLIEHTpAIHsl HIpanaprda win ero papmManeBTu4ecKu
MIPUEMJIEMOTO MPOJIEKAPCTBA HIIU €r0 COJIU COCTABIISIET OT mpuMepHo 1% no npumepro 60%, ot
npumepHo 5% 1o npumepHo 60%, ot npumepHo 10% no npumepHo 60%, ot npumepHo 15% no
npumepHo 60%, ot nmpumepHo 20% no nmpumepHo 60%, ot nmpumepHo 25% 1o npumepHo 60%,
ot npumMepHo 30% no npumepHo 60%, ot npumepHo 35% no npumepHo 60%, ot npumepHo 40%
no npumepHo 60%, ot npumepHo 45% no npumepHo 60%, ot mpumepHo 50% 10 MpUMEpPHO

60%, ot mpumepHo 55% 1o npumepHo 60% OT Macchl yKa3aHHON KOMITO3ULIUU.

[00217] B HexOTOpBIX BapHAHTAX pEANN3ALNH HACTOSIIErO M300PETEHUS] B KOMITO3HUIIHSX,
OINHCAHHBIX B HACTOSIIEM JOKYMEHTE, KOHLIEHTpALHsI HUpanaproa Win ero papmManeBTH4ecKu
MPUEMJIEMOTO MPOJIEKAPCTBA WJIA €r0 COJIU COCTABIISIET OT nmpuMepHo 1% 1o npumepno 55%, ot
npumepHo 5% 1o npumepHo 55%, ot npumepHo 10% no npumepHo 55%, ot npumepHo 15% no
npumepHo 55%, ot nmpumepHo 20% no npumepHo 55%, ot npumepHo 25% 1o npumepHo 55%,

ot npumMepHo 30% no npumepHo 55%, ot mpumepHo 35% 1o npumepHo 55%, ot npumepHo 40%
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10 npuMepHo 55%, ot npumepHO 45% 1o npumepHo 55%, ot npumMepHo 50% 1o npumepHo 55%

OT MacChl YKa3aHHOU KOMITO3ULUH.

[00218] B HexoTOpBIX BapHaHTaX peaNM3aLMH HACTOSIIEr0 M300PETeHUs] B KOMITO3ULIMSX,
OINMCAHHBIX B HACTOSIIEM JOKYMEHTE, KOHLIEHTpALHsl HIpanaproa nin ero papmManeBTH4IecKu
MPUEMJIEMOTO MPOJIEKAPCTBA WJIU €r0 COJIU COCTABJISIET OT npuMepHO 1% 1o npumepno 50%, ot
npumepHo 5% 1o npumepHo 50%, ot npumepHo 10% no npumepHo 50%, ot npumepHo 15% a0
npumepHo 50%, ot npumepHo 20% no npumepHo 50%, ot npumepHo 25% 1o npumepHo 50%,
ot npumMepHo 30% no npumepHo 50%, ot npumepHO 35% 1o npumepHo 50%, or npumepHO 40%

1o npumepHo 55%, ot npumepHo 45% a0 npumepHO 50% OT Macchl yKa3aHHOM KOMIIO3ULIUU.

[00219] B HEKOTOpPBbIX BapHaHTaX peajU3aLUU HACTOSIIEro M300PETeHHS B KOMITO3ULIMSX,
OIMCAHHBIX B HACTOSINEM JOKYMEHTE, KOHLEHTpalHs Hupanapuoa wiu ero papMareBTH4ecKu
MIPUEMJIEMOTO MTPOJIEKapCTBa UIIH €r0 COJIM COCTaBJIsIeT OT mpuMepHo 1% no npumepHo 45%, ot
npuMepHo 5% 1o npumepHo 45%, ot npumepHo 10% 1o npumepHo 45%, ot npumepHo 15% no
npuMepHo 45%, ot npumepHo 20% no npumepHo 45%, ot npumepHo 25% 1o npumepHO 45%,
ot npumepHo 30% no npumepHo 45%, ot npumepHO 35% 1o npumepHo 45%, ot npumepHo 40%

10 nipuMepHO 45% OT Macchl YKa3aHHON KOMITO3ULIUH.

[00220] B HekOTOpBIX BapHAHTAX peANU3ALUH HACTOSIIErO M300PETeHUS] B KOMITO3HUIIMSX,
OMHCAHHBIX B HACTOSIIEM JOKYMEHTE, KOHLIEHTpAIHsl HIpamnaproa win ero papmManeBTu4ecKu
MPUEMJIEMOTO MPOJIEKAPCTBA HIIU €r0 COJIU COCTaBIISIET OT mpuMepHo 1% no npumepuo 40%, ot
npumepHo 5% 1o npumepHo 40%, ot npumepHo 10% no npumepHo 40%, ot npumepHo 15% no
npumepHo 40%, ot nmpumepHo 20% no nmpumepHo 40%, ot npumepHO 25% 1o npumepHo 40%,
ot npumepHo 30% po mpumepHo 40%, ot mpumepHo 35% no mpumepHo 40% oOT Macchl

YKa3aHHON KOMIO3ULIUH.

[00221] B HexOTOpBIX BapHAHTAX pEANU3ALNH HACTOSIIErO M300PETEHUS] B KOMITO3UIIMSX,
OINHCAHHBIX B HACTOSIIEM JOKYMEHTE, KOHLIEHTpALHsl HIpanaprda win ero (papmManeBTH4IecKu
MPUEMJIEMOTO MPOJIEKAPCTBA WJIA €r0 COJIU COCTABIISIET OT nmpuMepHo 1% no npumepho 35%, ot
npumepHo 5% 1o npumepHo 35%, ot npumepHo 10% no npumepHo 35%, ot npumepHo 15% no
npumepHo 35%, ot npumepHo 20% no npumepHo 35%, ot npumepHo 25% 1o npumepHo 35%,

ot npumepHo 30% 1o npumepHo 35% OT Macchl yKa3aHHON KOMITO3ULIUU.

[00222] B HEKOTOpBIX BapUaHTAX peaTH3ALUH HACTOSIIETO M300PETeHUs B KOMITO3UIIUSX,
OMHCAHHBIX B HACTOSLIEM JOKYMEHTE, KOHIEHTpAIUsl Hupanapuda win ero papManeBTHIeCKU

MPUEMJIEMOTO MPOJIEKAPCTBA WM €ro CONH cocTaBiisieT nmpumepHo 1%, 5%, 10%, 15%, 20%,
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25%, 30%, 35%, 40%, 45%, 50%, 55% wumm 60% oT Macchl yka3aHHON Kommo3uuuu. B
HEKOTOPBIX BAPUAHTAX PEAU3AL[MN HACTOSIIEr0 M300pPETEHUs] B KOMITO3ULMUAX, ONMMCAHHBIX B
HACTOSIIEM JOKYMEHTE, KOHLEHTpALUs Hupamnapuda TO3WJIaTa MOHOTHApPATa COCTaBIISIET
npuMmepHoO 19,16% oT Macchl yka3aHHON KOMMO3MLMHU. B HEKOTOpPBIX BapuaHTax peanu3aluu
HACTOSIIEro MW300peTeHHs1 B KOMIIO3ULMSX, OINHCAHHBIX B HACTOSIIEM JOKYMEHTE,
KOHIIEHTpaLUsl HUpanapuoa TO3ujIaTa MOHOTHpaTa COCTaBseT npumepHo 38,32% oT macchl
yYKa3aHHOW KOMITO3ULIMUA. B HEKOTOPBIX BapuaHTax peasu3allliil HACTOSINEro U300peTeHus B
KOMITO3ULUSIX, ONHCAHHBIX B HACTOSIIEM IOKYMEHTE, KOHLIEHTpALHs HHUpamapuOa To3ujaTa
MOHOTHUJpaTa cocTapisieT mpuMepHo 47,8% OT Macchl yKa3aHHON KOMMo3uLuu. B HEKOTOpBIX
BAPUAHTAX peaJM3aliy HACTOSIIEro N300peTEeHHs B KOMITO3ULUX, OMUCAHHBIX B HACTOSIIEM
JIOKYMEHTE, KOHLIEHTpalusl Hupanapuda To3uaaTa MOHOTHIpATa COCTaBJIsIieT mpumepHo 57,48%
OT MAacChl YKa3aHHOM KOMIO3ULMU. B HEKOTOpBIX BapuaHTax pealu3alud HaCTOSALIEro
n300peTeHns] B KOMIIO3UIMAX, ONHCAHHBIX B HACTOSIIEM JOKYMEHTE, KOHLIEHTPaLs
HUpanapuba TO3MJIaTa MOHOTHIpPATa COCTABISIET MPUMEpPHO 76,64% OT Macchl yKa3aHHOU

KOMITO3HUIIUH.

[00223] B HeKOTOpBIX BapHAHTAX peANU3ALUH HACTOSIIErO M300PETeHUS] B KOMITO3HUIIMSX,
OMUCAHHBIX B HACTOSIILEM JOKYMEHTE, KOJUYEeCTBO Hupamapuda wim ero (papmauneBTu4ecKku
MIPUEMJIEMOTO MPOJIEKAPCTBA W €0 COJIM COCTABJIAECT OT MPUMEPHO | Mr g0 5 mr, oT 5 Mr 110
10 mr, ot 10 mr go 20 mr, ot 20 Mr g0 25 mr, ot 25 mr 1o 50 mr, ot 50 Mr go 75 mr, ot 70 mr 1o
95 mr, o 90 mr 10 115 mr, ot 110 mr go 135 mr, ot 130 mr go 155 mr, ot 150 Mr go 175 wmr, ot
170 mr go 195 mr, ot 190 mr mo 215 mr, ot 210 mr go 235 mr, ot 230 mr 1o 255 mr, ot 250 mr
1o 275 mr, ot 270 mr go 300 mr, ot 290 mr mo 315 mr, ot 310 mr go 335 mr, ot 330 mMr mo 355
mr, ot 350 mr o 375 wmr, ot 370 mr o 400 mr, ot 400 mr o 450 mr, ot 450 mr go 500 mr, ot
500 mr mo 550 mr, ot 550 mr go 600 mr, ot 600 Mr mo 650 mr, ot 650 mr go 700 mr, ot 700 mr
1o 750 mr, ot 750 mr go 800 mr, ot 800 mMr mo 850 mr, ot 850 Mr go 900 mr, ot 900 mr mo 950
mr, ot 950 mr go 1000 mr, ot 1000 Mr mo 1050 mr, ot 1050 mr mo 1100 mr, ot 1100 mr mo 1150
mr, ot 1150 mr go 1200 mr, ot 1200 mr mo 1250 mr, ot 1250 mMr go 1300 mr, ot 1300 mr mo 1350
mr, ot 1350 mr go 1400 mr, ot 1400 mr mo 1450 mr, ot 1450 Mr go 1500 mr, ot 1500 mr mo 1550
mr, ot 1550 mr go 1600 mr, ot 1600 mr mo 1650 mr, ot 1650 Mr go 1700 mr, ot 1700 mr mo 1750
mr, ot 1750 mr go 1800 mr, ot 1800 mr mo 1850 mr, ot 1850 Mr go 1900 mr, ot 1900 mr mo 1950
mr win or 1950 mr mo 2000 mr. Hanpumep, B KOMIO3ULUSAX, ONUCAHHBIX B HACTOSALIEM
JIOKYMEHTE, KOJIMYECTBO HUparnaproa To3uiaTa MOHOTUAPATA COCTABIISIET OT MPUMEPHO 1 Mr 1o

npumepHo 2000 mr, Hanpumep, OoT npuMepHo 1 Mr g0 5 mr, ot 5 mr o 10 mr, ot 10 mr mo 20
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mr, ot 20 mr 10 25 mr, ot 25 mr g0 50 mr, ot 50 mr go 75 mr, ot 70 mMr 1o 95 wmr, ot 90 Mr 10
115 mr, ot 110 mr go 135 mr, ot 130 mr g0 155 mr, ot 150 mr g0 175 mr, ot 170 mr o 195 wmr,
ot 190 mr no 215 wmr, ot 210 mr go 235 wmr, ot 230 mr g0 255 wmr, ot 250 mr go 275 wmr, ot 270
mr 10 300 mr, ot 290 mr 1o 315 wmr, ot 310 mr go 335 mr, ot 330 mr go 355 mr, ot 350 Mr 10
375 wmr, ot 370 mr go 400 mr, ot 400 mr 10 450 mr, ot 450 mr g0 500 mr, ot 500 mr 1o 550 wmr,
ot 550 mr o 600 mr, ot 600 mr 1o 650 mr, ot 650 mr go 700 mr, ot 700 mr go 750 mr, ot 750
mr g0 800 mr, ot 800 Mr go 850 mr, ot 850 mr mo 900 mr, ot 900 mr mo 950 mr, ot 950 Mr 10
1000 mr, ot 1000 mr go 1050 mr, ot 1050 mr no 1100 mr, ot 1100 mr no 1150 mr, ot 1150 mr
1o 1200 mr, ot 1200 mr go 1250 mr, ot 1250 mr mo 1300 mr, ot 1300 mr mo 1350 mr, ot 1350
mr 10 1400 mr, ot 1400 mr no 1450 mr, ot 1450 mr go 1500 mr, ot 1500 mr mo 1550 mr, ot 1550
mr g0 1600 mr, ot 1600 mr go 1650 mr, ot 1650 mr go 1700 mr, ot 1700 mr go 1750 mr, ot 1750
mr 10 1800 mr, ot 1800 mr mo 1850 mr, ot 1850 mr go 1900 mr, ot 1900 mr no 1950 mr uau ot
1950 mr mo 2000 mr.

[00224] B HEKOTOpPBIX BapHaHTaX peajU3alUN HACTOSIIEro M300peTeHHs B KOMITO3ULIMSX,
OIMCAHHBIX B HACTOSINEM IOKYMEHTE, KOJIMYECTBO HHpamapuda miu ero (apMareBTHIECKH
MIPUEMJIEMOTO NPOJEKAPCTBA WM €r0 COJM COCTaBisieT npuMepHo 1 mr, 5 mr, 10 mr, 20 mr, 25
mr, 35 mr, 50 mr, 75 mr, 100 mr, 125 mr, 150 mr, 175 mr, 200 mr, 225 mr, 250 mr go 275 mr, 300
mr, 325 mr, 350 mr, 375 mr, 400 mr, 425 mr, 450 mr, 475 mr, 500 mr, 550 mr, 600 mr, 650 mr,
700 mr, 750 mr, 800 mr, 850 mr, 900 mr, 950 mr, 1000 mr, 1050 mr, 1100 mr, 1150 mr, 1200 wmr,
1250 mr, 1300 mr, 1350 mr, 1400 mr, 1450 mr, 1500 mr, 1550 mr, 1600 mr, 1650 mr, 1700 mr,
1750 mr, 1800 mr, 1850 mr, 1900 mr, 1950 mr wimu 2000 mr. Hanpumep, B KOMIO3ULIUSX,
OINHCAHHBIX B HACTOSIIEM JTOKYMEHTE, KOJIMYECTBO HUpanaproa TO3MWIaTa MOHOTHIPATA MOXKET
cocTaBJyiATh npuMepHO 1 mr, 5 mr, 10 mr, 20 mr, 25 mr, 35 mr, 50 mr, 75 mr, 100 mr, 125 mr, 150
mr, 175 mr, 200 mr, 225 mr, 250 mr go 275 wmr, 300 mr, 325 mr, 350 mr, 375 mr, 400 mr, 425 wmr,
450 mr, 475 mr, 500 mr, 550 mr, 600 mr, 650 mr, 700 mr, 750 mr, 800 mr, 850 mr, 900 mr, 950
mr, 1000 mr, 1050 mr, 1100 mr, 1150 mr, 1200 mr, 1250 mr, 1300 mr, 1350 mr, 1400 mr, 1450
mr, 1500 mr, 1550 mr, 1600 mr, 1650 mr, 1700 mr, 1750 mr, 1800 mr, 1850 mr, 1900 mr, 1950

mr iy 2000 mr.

[00225] B HexOTOpBIX BapHaHTaX pEANN3ALNH HACTOSIIErO M300PETeHUS] B KOMITO3UIIMSX,
OMHCAHHBIX B HACTOSILEM JOKYMEHTE, KOJUYECTBO Hupamapuda uim ero apmaneBTU4ecKu
MIPUEMJIEMOTrO MPOJIEKAPCTBA WM €ro COJIM COCTaBJISIET NMPUMEPHO 25 Mr, npumepHo 50 wr,
npumepHo 100 mr, npumepno 150 mr, npumepro 200 mr, npumepHo 250 mr, npumepHo 300 mr,

npuMepHo 350 mr, npumepno 400 mr, npumepHo 450 mr, npumepHo 500 mr, npumepHo 550 Mr,
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npumepHo 600 mr, npumepHo 650 mr, npumepHo 700 mr, npumepHo 750 mr, npumepHo 800 mr,
npumepHo 850 mr, npumepHo 900 mr, npumepno 950 mr, npumepro 1000 mr, npumepno 1050
mr, npumepHo 1100 mr, npumepno 1150 mr, npumepro 1200 mr, npumepHo 1250 mr, npumepHO
1300 mr, nmpumepno 1350 mr, mpumepno 1400 mr, mpumepno 1450 mr, npumepno 1500 wr,
npumepHo 1550 mr, npumepro 1600 mr, npumepno 1650 mr, npumepro 1700 mr, npumepHO
1750 mr, npumepro 1800 mr, npumepno 1850 mr, npumepno 1900 mr, npumepro 1950 mr unun
npumepHo 2000 mr. Hanpumep, B KOMIIO3ULMSIX, OMNUCAHHBIX B HACTOSINEM IOKYMEHTE,
KOJINYECTBO HHUpamapuda TO3MjIaTa MOHOTHIpAaTa MOXET COCTABIATh INPHUMEPHO 25 M,
npumepHo 50 mr, npumepHo 100 mr, mpumepno 150 mr, npumepno 200 mr, npumepHo 250 mr,
npumepHo 300 mr, npumepHo 350 mr, npumepHo 400 mr, npumepHo 450 mr, npumepHo 500 mr,
npumepHo 550 mr, npumepHo 600 mr, mpumepHo 650 mr, npumepHo 700 mr, npumepHo 750 wmr,
npumepHo 800 mr, npumepHo 850 mr, npumepno 900 mr, mpumepHo 950 mr, npumepno 1000 mr,
npumepHo 1050 mr, npumepno 1100 mr, npumepno 1150 mr, npumepro 1200 mr, npumepHO
1250 mr, npumepno 1300 mr, npumepno 1350 mr, npumepno 1400 mr, npumepno 1450 wr,
npumepHO 1500 mr, npumepno 1550 mr, npumepro 1600 mr, npumepro 1650 mr, npumepHo
1700 mr, mpumepno 1750 mr, mpumepno 1800 mr, mpumepno 1850 mr, npumepno 1900 wr,
npumMepHo 1950 mr nnu npumepHo 2000 Mr. B HEKOTOPBIX BapuaHTax pealu3alyy HACTOSIIETO
n300peTeHs] B KOMITO3HIUSIX, OMMMCAHHBIX B HACTOALIEM JOKYMEHTE, KOJIMYECTBO HHUpamnapuda
TO3WJIaTa MOHOTHAPATa MOKET COCTaBJIATH NpUMEPHO 79,7 mr. B HEKOTOpPBIX BapuaHTax
pean3ay HaCTOSIIEero N300PETeHNsT B KOMITO3HLIMSX, OMTMCAHHBIX B HACTOSIIEM TOKYMEHTE,
KOJINYECTBO HHUpanapuba TO3WJIaTa MOHOTHApPATA MOXKET COCTAaBJIATh MpuUMepHO 1594 mr. B
HEKOTOPBIX BAPUAHTAX PEATU3ALMH HACTOSIIETO M300pPETeHUs] B KOMITO3ULMSAX, OMMCAHHBIX B
HACTOSIIEM JOKYMEHTE, KOJUYEeCTBO HUpamnapuOa TO3WIaTa MOHOTUAPATA MOXKET COCTaBIIATH
npumMepro 3188 mMr. B HEKOTOpBIX BapHaHTaX peAJU3aLUU HACTOSIIErO H300pETEeHHs B
KOMITO3ULIMSIX, OMHCAHHBIX B HACTOALIEM IOKYMEHTE, KOJHYECTBO HHUpamapubda TO3miaTa

MOHOTHPATAa MOKET COCTABJIATh NpuMepHO 478,0 mr.

Dapmayesmuiecku npuemiemsle cou
[00226] B HekoTOpPBIX BapHaHTaX peaTU3aLUN HACTOSALIEr0 H300PETEHHs] YKa3aHHBIHI
HUpanapud, MPUMEHsIeMbIH B ONMCAHHON B HACTOSIIEM TOKYMEHTE KOMITO3ULIMH, HAXOAUTCS B
¢dbopme cBOOOAHOTO OCHOBaHUS, (hapMaLIEBTUUECKH MTPUEMIIEMO COJIH, TIPOJIEKApCTBA, aHAJIOTa
WIN KOMIUIEKCAa. B HEKOTOphIX ciydasx Hupamapud comepkuT ¢opmy (apmaneBTHUecKH
NpUeMJIEMON COJH. B HEKOTOpBIX BapUaHTAaX peaJM3aliil HACTOSINEro H300peTeHus

(I)apMaLIeBTI/ILIeCKI/I npuemjieMast COJib HI/Ipal'[apI/I6a B KOMIIO3HMIIMHM BKJIFOHYA€T, HO HE
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OTPaHUYMBAETCS UMM, 4-MeTHIIOCH30JICYIb(pOHATEI, CyIbdaTsl, OeH30CYIbdhaThI, HyMapaTsl,
CYKLMHATBl M HMX CTEPEOM30MEPhl WM TayTOMepbl. B HEKOTOPBIX BapHaHTax pean3aluu
HACTOSIIIEro n300peTeHus (papmManeBTUYECKH NpUeMIieMasi COJib HUparnapuda B KOMITO3ULIHU
BKJIFOYAET, HO HE OrPAaHHYMBAETCS WMH, TO3WJIATBL B HEKOTOPBIX BapHaHTaxX peau3aluu
HACTOSIIIEro n300peTeHus (papMaleBTHUECKH MpUeMiieMas MOHOTHAPAT COJb Hupamapuda B

KOMIIO3ULMH BKJIIIOYA€T, HO HE OrpaHUYIMUBACTCA UMHU, TO3UJIAT MOHOTHUAPATHI.

Hononnumensnsie papmayeemuiecku npuemiemsle 6CROMOZAMe/IbHbIE 6EHLECBA
[00227] B nHexoTtopbIx acnekrax (papmaneBTHUecKas KOMIIO3ULMSA, OMMUCAHHAs B HACTOALIEM
JIOKYMEHTE, IOMOJHHUTEIbHO CONEPXKUT OAHO MM Oonee (papMaLeBTHYECKH IMPHEMIIEMbIX
BCIIOMOT'aTEJIbHBIX BELIECTB. B HEKOTOPBIX BapMaHTAaX peaM3ally HACTOSIEro U300peTeHus
yKa3aHHble OMHO Wiu Oonee (papMaleBTHYECKH MPUEMIIEMbIX BCIIOMOTATENbHBIX BEINECTB
HPUCYTCTBYIOT B KosmuecTBe mpumepHo 0,1-99 mac. %. MmroctpaTuBHbIe (papMalieBTHIECKH
npueMJieMble BCIIOMOTaTebHbIE BellecTBA Ui Lejed (papMaleBTHYeCKUX KOMIIO3HLIHM,
ONMCAaHHBIX B HACTOSILEM AOKYMEHTE, BKJIIOYAIOT, HO HE OrPaHUYUBAKOTCS UMH, CBS3YIOIIUE,
PaspBIXJIAIOIINAE BEIIECTBA, CYNEPPA3PBHIXJSAIOLINE BELIECTBA, CMa3blBAIOLIUE BELIECTBA,
pasOaBuTeNny, HANOJHUTENM, AapOMAaTH3aTOPbI, CKONB3SIIME  BELIECTBA, COPOEHTHI,
COMIOOMITM3ATOPBI, XENATHPYIOLINE AareHTbl, SMYJIbraTopbl, 3aryCTHTEIH, AUCIEPraTophbl,
CTa0WIIN3aTOPBI, CYCNEHAMPYIOLIME areHTbl, aOCOPOEHThI, TIPaHYJUPYIOIIUE aATreHTHI,
KOHCEPBAHTBL, Oy(epbl, KpacUTeNu M TMONACIACTUTENN WM HX KoMmOuHaumu. [Ipumepsr
CBSI3YIOLIUX BKJIFOYAIOT MUKPOKPUCTAIIMIECKYIO LEJUTHOJIO3Y,
TUAPOKCUTIPOTHIMETHIILIEIUTIOJIO03Y, KapOOKCHBHHUJIOBBIA MOJMMEp, MOJMBUHUIITUPPOIHUIOH,
MOJIMBUHUJIIOJUITUPPOSIUAOH, KaJIbLINH KapOOKCHMETHIILIEIUTEOIO3Y, HaTpui
KapOOKCHMETMIILIEIUTION03y, KaMelb pPOXXKOBOTO JIepeBa, XHUTO3aH, XJIOMKOBOE MAcIo,
IEKCTPAaThl, AEKCTPUH, 3TUIILEIITION03Y, JKEIAaTHH, [NIFOKO03Y, IIHLEePUIOereHat, ralakTOMaHHaH
NOJIMCaxapus, T'UAPOKCUS TUILIEIUIIOJIO3Y, TUAPOKCU3THIMETHILEIUTIONO3Y,
T'UIPOKCUNPONIILEIIIIONI03Y, THIIPOMEIIO3Y, HHYJINH, JIJAKTO3Y, CUJIMKAT MarHus U alllOMUHUS,
MaJbTONEKCTPHH,  METWILEIUIION03y, IOJOKcaMmep, mNoiaukapOoduia,  HoIMaexcTposy,
MOJIM3THUIICHTJIUKOJb, TIOJIM3THJICHOKCH, TOJMMETaKpUJIaThl, aJbrUHAT HATPUs, COpPOUT,
Kpaxmajl, caxapo3y, MOACOJIHEYHOE MACJIO, PACTUTENIBHOE MACIO, TOKO(epConaH, 3euH WIH 1X
KOMOWHAINH. ITpumepst Pa3pBIXJIAIOLIIX BELIECTB BKJIFOYAIOT
ruapoxcunponumMeruinentonosdy (I'TIMLI), Hu3k03aMemeH Y0 THAPOKCUIIPOTIILIEIITIONO3Y
(L-HPC), xpockapMeiio3y HaTpusi, HATPUH Kpaxmall TIIHKOJAT, JIAKTO3Y, CHJIMKAT MarHus U

AJIOMHWHUA, MCTUILCIUIOJIO03Y, IMOJAKPUIIUH KaJlusd, aJlIbFUMHAT HAaTpUA, Kpaxmal W HX
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koMOuHaimu. IIpuMepsl CMa3bIBalOINEro BEINECTBA BKJIIOYAIOT CTEAPUHOBYIO KHCIIOTY,
creapmwidymapar HaTpus, T[NIHMLEPUIOEreHaT, cTeapar KajbLMs, MOHOCTEApaT TIIIHULEPUHA,
TIIULEPUIINAIbMUATOCTEAPAT, JIAYPUICYIb(pAT MarHus, MUHEPAJIbHOE MAcllo, MaJbMHUTHHOBYIO
KUCJIOTY, MHPHCTUHOBYI KHCJIOTY, TIOJOKCAaMep, TMONMUATHIEHIJIMKOIb, O€H30aT HATPWHS,
XJIOpUA HaTPHsA, HATPUS JIaypUIICYIb(aT, TaJbK, CTeapaT UHKA, OEH30aT KaJIis, CTeapaT MarHus
i ux komOuHamu. [Ipumepr! pazbaBuresnei BKIIOYAIOT TaJbK, aIbIHHAT AMMOHUS, KapOOHAT
KaJbIMs, JJAKTAT KanbLus, Gocdar Kanplus, CUIMKAT KaJdblUs, CYIb(aT KaJIbIHsl, LENTI0N03Y,
auerar LeJUIIOJIO3bl, KYKYPY3HBIM Kpaxmalj, HEeKCTpaTbhl, HAEKCTPHUH, AEKCTPO3y, 3PUTPHT,
STHIILEIUTIION03Y, (PPyKTO3y, (PyMapoBYyIO KHUCIOTY, DIMLEPHI MaJbMHUTOCTEAPAT, U30MAJBT,
KAOJIUH, JIAKTUTOJ, JIAKTO3y, KapOOHAT MarHus, OKCHUJ MAarHusi, MaJbTOAEKCTPUH, MaJbTO3Y,
MaHHUT, MUKPOKPHUCTAJIIMYECKYIO LIEJUTI0JIO3Y, MOIUAEKCTPO3Y, MOJIUMETaKpPUIaThl, CAMETUKOH,
aNbIMHAT HATPUS, XJIOPUA HATPHs, COpPOMUT, KpaxmaJj, caxaposy, CyJbhoOyTuioBbii s¢up -
LIMKJIONEKCTPHHA, TPAarakaHTOBYID KaMelb, Tperajosy, KCHWINT WIM uX KoMOuHammu. B
HEKOTOPBIX BAPHAHTAX PEANN3aLMM HACTOSINEro M300peTeHusl yka3aHHOe (papMaleBTHYeCKH
IpUEeMJIEMOE BCIIOMOTATEJIbHOE BELIECTBO NPEACTABIISET coboit
ruapokcunpommwiMerwinenitoiody (I'TIMI[). B HekoTOpeIX BapHaHTaxX peaH3alHu
HACTOSIIEro HM300peTeHus ykKa3aHHOe (PapMaleBTUYECKU MPUEMIIEMOE BCIIOMOTaTeNIbHOE
BEIIECTBO  MpPENCTaBNIsAeT  COOOW  HHU3KO3aMEINEHHYK)  THIPOKCHUIPOMHILEIUTION03Y
(mmzko3amemenHass ITIL[, L-HPC). B HekOTOpbIX BapuaHTaX pealu3aldyd HACTOSIIEro
n300peTeHust yka3aHHOe (papMaleBTHUECKH TPUEMIIEMOE BCIIOMOTATEIbHOE BEINEeCTBO
npeACTaBysieT COOOH TaKTO3y. B HEKOTOPBIX BapHaHTaX peai3alii HACTOSIErO H300peTeHUs
yKa3aHHOE (papMalleBTUYECKH MMPHEMJIEMOE BCIIOMOTATEJIbHOE BEIECTBO MPEACTABISIET COOOH
MOHOTHAPAT JIAKTO3bl. B HEKOTOPBIX BapUAHTaX peajH3allHd HACTOSIIEro H300peTeHUs
yKa3zaHHOEe (papMalleBTUYECKH MMPHEMIIEMOE BCIIOMOTATENIbHOE BEIECTBO MPEACTABISIET COOOH
cTeapar MarHus. B HEKOTOPBIX BapHaHTAX peajU3ally HACTOSILIEr0 M300peTEeHHs YKa3aHHOE
(bapMareBTHUECKH TPUEMIIEMOE BCTIOMOTaTEIbHOE BEIIECTBO MPEACTABIIET COO0 MOHOTHAPAT

JIAKTO3bI UJIU CTEapaT MarHus.

[00228] PasnuuHble NPUrOAHBIE HAMONHUTENN WM pa30aBUTENN BKIKOYAOT, HO HE
OTPaHUYUBAIOTCS UMH, clieayroue: kapoonat kanbius (Barcroft™, MagGran™, Millicarb™,
Pharma-Carb™, Precarb™, Sturcal™, Vivapres Ca™), docdar kanbims, ABYXOCHOBHBIN
oe3sonubiii  (Emcompress Anhydrous™, Fujicalin™), ¢ocdar kanmbiusi, IBYXOCHOBHOH
murugapar (Calstar™, Di-Cafos™, Emcompress™), TtpexocHoBHOU ¢ochar kambiust (Tri-

Cafos™, TRI-TAB™), cynbdat kanmeiust (Destab™, Drierite™, Snow White™, Cal-Tab™,
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Compactrol™), neumoiosa B mopoike (Arbocel™, Elcema™, Sanacet™), cunmnkaTupoBaHHasI
MUKPOKPHCTAJUTMUECKas LEJITI0JI03a, alleTaT LeJUII0JIo3bl, mpeccoBaHHblil caxap (Di-Pac™),
caxapHasi myzapa, aekctpatbl (Candex™, Emdex™), nekcrpun (Avedex™, Caloreen™,
, Tab fine D-IOO™), ¢pyxkro3a
(Fructofin™, Krystar™), kaonmus (Lion™, Sim 90™), naktut (Finlac DC™, Finlac MCX™),

Fast-Flo™, FlowLac™, GranuLac™, Inhalac™,

Primogran W™)  nekctposa (Caridex™, Dextrofin™

nakto3a (Anhydrox™, CapsuLac™

2 2 2

Lactochem™, Lactohaie™, Lactopress™, Microfme™, Microtose™, Pharmatose™, Prisma

Lac™, Respitose™, SacheLac™, SorboLac™, Super-Tab™, Tablettose™, Wyndale™,

Zeparox™), MOHOTMApAT JAaKTO3bl, KapOOHAT MarHus, okcua MarHus (MagGran MO™),
manpTofekcTpuH (C*Dry MD™, Lycatab DSH™, Maldex™, Maitagran™, Maltrin™, Maltrin
QD™ Paselli MD 10 PH™, Star-Dri™), manbro3a (Advantose 100™), mauaut (Mannogem™,
Pearlitol™), mukpoxpucramanyeckas nemmososa (Avicel PH™, Celex™, Celphere™, Ceolus
KG™, Emcocel™, Pharmacel™, Tabulose™, Vivapur™), mnonunexcrpo3a (Litesse™),
cumeTukoH (Dow Corning Q7- 2243 LVA™, Dow Corning Q7-2587™, Sentry Simethicone™),
anbruHat Hatpus (Keltone™, Protanal™), xnopun Hatpus (Alberger™), copbut (Liponec 70-
NC™, Liponic 76-NCv, Meritol™, Neosorb™, Sorbitol Instant™, Sorbogem™), kpaxman
(Flufiex W™, Instant Pure-Cote™, Melojei™, Meritena Paygel 55™, Perfectamyl D6PH™,
Pure- Cote™, Pure-Dent™, Pure-Gel™, Pure-Set™, Purity 21™, Purity 826™, Tablet White™),

Hpe}Ke.]'IaTI/IHI/ISI/IpOBaHHHﬁ Kpaxmali, caxapo3a, Tperajo3da U KCUJIUT UJIN UX CMECHU.

[00229] PasnuuHble MOJE3HBIE AE3UMHTEIPAHTHI BKJIKOYAKOT, HO HE OTPAHUYUBAIOTCS HUMH,
crenyromue. anbruHoByro kuciory (Protacid™, Satialgine H8™), ¢ochar xanbuus
tpexocHoBHOl  (TRI-TAB™),  kapOokcumerunnemmonody kampuust (ECG 505™),
kapOokcumeruerono3y Hatpus (Akucell™, Finnfix™, Nymcel Tylose CB™), konouHbIiA
nuokcun kpemaus (Aerosil™, Cab-O-Sil™, Wacker HDK™), kpockapmeiio3a Hatpusi (Ac-Di-
Sol™, Pharmacel XL™, Primellose™, Solutab™, Vivasol™), kpocnioBunoH (Collison CL™,
Collison CL-M™, Polyplasdone XL™) noky3aTt HaTpusi, ryaposas kamenb (Meyprodor™,
Meyprofm™, Meyproguar™), Hu3KO3aMeIleHHAs THIPOKCHUIIPOMIILEIIIFOI03a, CHJIHKAT
maraus U amomunus (Magnabite™, Neusilin™, Pharmsorb™, Veegum™), MeTHIILEIITION03a
(Methocel™, Metolose™), mukpokpuctanueckas uemmoiosa (Avicel PH™, Ceoius KG™,
Emcoel™, Ethispheres™, Fibrocel™

Pharmacel™, Vivapur™), mnosuzmoH (Collison™,

2 2 3

Plasdone™), anerunat natpus (Kelcosol™, Ketone™, Protanal ™), kpaXMaIriMKOJST HATPHUS,
nonakpuimH kanmust  (Amberlite IRP88™), cummkaTHpOBaHHAS MHUKPOKPHUCTAJUINYECKAS

uemtonosa (ProSotv™), kpaxman (Aytex P™, Fluftex W™, Melojel™, Meritena™, Paygel
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55™ Perfectamyl D6PH™, Pure-Bind™, Pure- Cote™, Pure- Dent™, Purity 21™, Purity
826™, Tablet White™) nnn npesxenatuHusnpoBansbiii kpaxmain (Lycatab PGS™, Merigel ™,
National 78-1551™, Pharma-Gel™, Prejel™, Sepistab ST 200™, Spress B820™, Starch 1500

G™, Tablitz™, Unipure LD™) mmu ux cmecu. B HEKOTOpPHIX BapHaHTax pean3aluu

Pa3PBIXJSIIONIEE BELIECTBO HEOOS3aTEIbHO MPUMEHSETCs B kKonndecTse npuMepHo 0,1-99 mac.
%. B HEKOTOpPBIX BapUaHTAX peau3alUd Pa3PbIXJIIONEe BEIIeCTBO HEoOs3aTeIbHO
npuMensiercsa B konudectse npumepHo 0,1-50 mac. %. B HeKOTOpBIX BapuaHTax pealn3aluu
Pa3PBIXJSIIOLIEE BELIECTBO HEOOSA3aTEIbHO PUMEHsETCs B konndecTse npumepHo 0,1-10 mac.
%. B HEKOTOPBIX BapUaHTaX peau3alli HACTOSIIEr0 H300PETeHUsT Pa3phIXJIAIONIee BEeLIECTBO
HeoOs3aTeIbHO MPUMEHseTCs B KojmuecTse oT npumepHo 0,1 mr go 0,5 mr, ot 0,5 mr o 1 wmr,
ot 1 mMr 1o 2 mr, ot 2 Mr J10 2,5 mr, ot 2,5 mr 10 5 mr, oT 5 Mr 10 7,5 mr, ot 7 Mr g0 9,5 mr, oT
9 wmr o 11,5 mr, ot 11 mr go 13,5 mr, ot 13 mr go 15,5 mr, ot 15 Mr go 17,5 mr, ot 17 mr no
19,5 mr, ot 19 Mr no 21,5 mr, ot 21 mr no 23,5 mr, ot 23 mr g0 25,5 mr, ot 25 mr 10 27,5 mr, oT
27 mr 1o 30 mr, ot 29 mr 1o 31,5 mr, ot 31 mr go 33,5 mr, ot 33 mr g0 35,5 mr, ot 35 mr 1o 37,5
mr, oT 37 mr 10 40 mr, ot 40 mr 10 45 mr, ot 45 mr 10 50 mr, ot 50 mr 10 55 mr, ot 55 mr go 60
mr, ot 60 Mr g0 65 mr, ot 65 mr o 70 mr, ot 70 mr go 75 mr, ot 75 mr go 80 mr, ot 80 mr o 85
Mmr, ot 85 mr 10 90 mr, ot 90 mMr 1o 95 mr unu ot 95 mr go 100 mr. B HEeKoTOpBIX BapuaHTax
peaM3alny HaCTOSIIIETO U300PETEHNUs Pa3PhIXJISIOLIEe BEIIECTBO MPUCYTCTBYET B KOJUYECTBE
npumepHo 0,1 mr, 0,5 mr, 1 mr, 2 mr, 2,5 mr, S mr, 7 mr, 9 mr, 11 mr, 13 mr, 15 mr, 17 mr, 19 mr,
21 wmr, 23 mr, 25 mr, 27,5 mr, 30 mr, 31,5 mr, 33,5 mr, 35,5 mr, 37,5 mr, 40 mr, 45 mr, 50 mr, 55

mr, 60 mr, 65 mr, 70 mr, 75 mr, 80 mr, 85 mr, 90 mr, 95 mr um 100 mr.

[00230] PaznuuHble MONE3HbIE CMA3bIBAIOIINE BEIIECTBA BKIOYAIOT, HO HE OTPAaHUYHBAOTCS
umu, creayromue: creapat kaiabius (HyQual™), monocteapar rimunepuna (Imwitor™ 191 u
900, Kessco GMS5™, 450 u 600, Myvaplex 600P™, Myvatex™, Rita GMS™, Stepan GMS™,
Tegin™, Tegin™ 503 u 515, Tegin 4100™, Tegin M™, Unimate GMS™), rnunepundereHar
(Compritol 888 ATO™), rmuumepun  namemutocteapar  (Precirol  ATO  5™)
THIPOTeHU3NpPOBaHHOe kacTopoBoe maciio (Castorwax MP 80™  Croduret™, Cutina HR™,
Fancol™, Simulsol 1293™) ruaporennsupoBanHoe pacturenbHoe Macio 0 tumna I (Sterotex™,
Dynasan P60™, Hydrocote™, Lipovol HS-K™, Sterotex HM™), naypuncyibdar maraus,
cTeapar MarHusl, cpenHenenodeynslie Tpurimuepunsl (Captex 300™, Labratac CC™, Miglyol
810™, Neobee M5™, Nesatol™, Waglinol 3/9280™), nonokcamep (Pluronic™, Synperonic™),
nojmsTiiieH S riukonb (Carbowax Sentry™, Lipo™, Lipoxol™, Lutrol E™, Pluriol E™),

6enzoat Hatpust (Antimol™), xnopun Hatpus, naypuicyiasdat Hatpus (Elfan 240™, Texapon
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K1 2P™) creapundymapar Hatpust (Pruv™), creapurosas kucnora (Hystrene™, Industrene™,
Kortacid 1895™_ Pristerene™), Tampk (Altaic™, Luzenac™, Luzenac Pharma™, Magsil
Osmanthus™, 0 Magsil Star™, Superiore™), creapar caxapo3ssl (Surfhope SE Pharma D-1803
F™) u creapar nmaka (HyQual™) umm ux cmecu. [Ipumepbl MOIXOASIIHX CMAa3bIBAIOLINX
BEIIECTB BKJIIOYAIOT, HO HE OrPAaHUYMBAIOTCS WMH, CIEAYIOIIHME. CTeapaT MarHus, creapar
KaJblMs,  CTeaparT  IMHKA, CTEapUHOBYID  KHUCJIOTYy,  TalbK,  [JIHLEpUIOereHar,
NOJMSTUIICHTJINKONb,  TOJUATUJICHOKCHIHBIE  TOJMMEpPBI,  JaypuicyinbdaT  HaTpws,
Jaypwicyibdar mMarHus, ojear Hartpus, creapuidpymapar HaTpus, DL-TeHuH, KOJIOUIHBINA
IVOKCUZ KPEMHHUs M Jpyrue, HM3BECTHble B JaHHOW oOnactu. B HeEKOTOpBIX BapuaHTax
peanu3aly HaCTOSIEero n300peTeH sl CMa3bIBAIOIIEE BELIECTBO MPEACTABIIAET cOOOH cTeapar

MarHus.

[00231] PasnuuHble MOJE3HBIE CKOJIB3SLIME BELIECTBA BKJIIOYAKOT, HO HE OTPAHUYMBAIOTCS
uMH, cienyromue: TpexocHoBHbIH (ochar kampums (TRI-TAB™), cunmkar KauibLs,
ueTos03y B nopoiuke (Sanacel™, Solka-Floe™), konnouaHslii quokcun kpemuust (Aerosil™,
Cab-O-Sil M-5P™_ Wacker HDK™) cujnukar MarHusi, TPUCHUJIMKAT MAarHus, Kpaxma
(Melojel™, Meritena™, Paygel 55™ Perfectamyl D6PH™, Pure-Bind™, Pure-Cote™, Pure-
Dent™, Pure-Gel™, Pure-Set™, Purity 21™, Purity 826™, Tablet White™) u tanbk (Luzenac
Pharma™, Magsil Osmanthus™, Magsil Star™, Superiore™) wiu ux cmecu. B HEKOTOpPBIX
BapHAHTaX peaJu3allK CKOJIb3SINee BEIIeCTBO HEOOs3aTeNIbHO MPUMEHSETCS B KOJIHYECTBE
npumepro 0-15 mac. %. B HEKOTOpBIX BapHaHTaX peaJH3alHMU HACTOSILIETO H300pETeHHUs
CKOJIb3SIIIee BELIECTBO HEOOSA3aTEIbHO MPUMEHSIETCS B KoJuuecTse oT npumepHo 0,1 mr 1o 0,5
mr, oT 0,5 mr 7o 1 mr, ot 1 Mr g0 2 mr, ot 2 Mr g0 2,5 mr, ot 2,5 mMr 10 5 mr, ot 5 Mr 10 7,5 wmr,
or 7 mr 10 9,5 mr, ot 9 mr go 11,5 mr, ot 11 mr go 13,5 mr, ot 13 mMr no 15,5 mr, ot 15 Mr g0
17,5 mr, ot 17 mMr go 19,5 mr, ot 19 mr no 21,5 mr, ot 21 mr g0 23,5 mr, ot 23 mr 10 25,5 mr, OT
25 mr o 27,5 mr, ot 27 mr g0 30 mr, ot 29 mr 1o 31,5 mr, ot 31 mr go 33,5 mr, ot 33 mr 10 35,5
Mmr, OT 35 mr g0 37,5 mr, ot 37 mr a0 40 mr, ot 40 mr 10 45 mr, ot 45 mr 1o 50 mr, ot 50 Mr 10
55 wmr, ot 55 mr g0 60 mr, ot 60 mr 10 65 Mr, ot 65 Mr g0 70 mr, ot 70 mr 1o 75 mr, ot 75 Mmr 110
80 mr, or 80 mr mo 85 mr, ot 85 mr mo 90 mr, ot 90 Mr go 95 mr unu ot 95 mr go 100 mr. B
HEKOTOPBIX BapHaHTaX peajn3aliy HACTOSIIEr0 W300pEeTeHHs] CKOJIb3sIIee BEeIIeCTBO
MPUCYTCTBYET B KonnuecTBe npumMepHo 0,1 mr, 0,5 mr, 1 mr, 2 mr, 2,5 mr, S mr, 7 mr, 9 wmr, 11
mr, 13 mr, 15 mr, 17 mr, 19 mr, 21 mr, 23 mr, 25 mr, 27,5 mr, 30 mr, 31,5 mr, 33,5 mr, 35,5 wmr,
37,5 mr, 40 mr, 45 mr, 50 mr, 55 mr, 60 mr, 65 mr, 70 mr, 75 mr, 80 mr, 85 mr, 90 mr, 95 mMr unu
100 wmr.
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[00232] dapmaueBTHUYECKHU NPUEMIIEMBIE TOBEPXHOCTHO-aKTUBHBIE BELIECTBA BKJIIOYAIOT, HO
HE OIrPaHUYMBAIOTCA HWMH, HEMOHOTCHHBIE W HOHHBIE IMOBEPXHOCTHO-AKTHUBHBIE BEILECTBA,
MOIXOJSIINE JIJIsl IPUMEHEHUS B (papMaleBTHYECKUX TO3UPOBAHHBIX JICKAPCTBEHHBIX (popmax.
HoHHbIE TOBEPXHOCTHO-aKTUBHBIE BEIIECTBA MOTYT COAEPKATh OJHO WJIU 0O0Jiee aHMOHHBIX,
KaTUOHHBIX WJIM LIBUTTEPUOHHBIX MMOBEPXHOCTHO-AKTHUBHBIX BELIECTB. Pas3ianyHble MOJE3HBIC
MOBEPXHOCTHO-aKTUBHbBIE BEIIECTBA BKJIIOYAIOT, HO HE OTPAHHYUBAIOTCS UMM, JIAYPUIICYIIb(aT
HATPUsI, MOHOOJIEAT, MOHOJIAyPaT, MOHOIAJIbMHUTAT, MOHOCTEApaT WJIH APYTOH CIOXKHBINA 3Hup
NOJMOKCUATUIIEHCOpOUTaHa,  AuOKTWiICcylnbpocykiuHar  Hatpus  (DOSS),  neuwutus,
CTEapPUJIOBbI CIUPT, LIETOCTEAPWIOBBIM CIUPT, XOJECTEPUH, MOJUOKCUITUIIEH KACTOPOBOIO
Maciia, MOJMOKCUATHUICHTJIMLEPUIbl JKUPHBIX KHCJIOT, TMOJOKCAMEPbI WJIH JIFOOBIE Apyrue
KOMMEPUYECKH OCTYIHBbIE COBMECTHO OOpabOTaHHBbIE MOBEPXHOCTHO-AKTHBHBIE BEILIECTBA,
takue kak SEPITRAP® 80 umu SEPITRAP® 4000 u ux cmecu. B HEKOTOPBIX BapHaHTax
peanu3aiy MOBEPXHOCTHO-aKTHBHOE BEILIECTBO HEOOS3aTENIbHO MPUMEHSIETCS B KOJTHUYECTBE
npumepHo 0-5 mac. %. B HEKOTOpBIX BapuaHTaX peaNn3alyy HACTOSIIEro H300peTeHus
MOBEPXHOCTHO-aKTUBHOE BELIECTBO HEOOS3aTENbHO MPUMEHSIETCS B KOJIMYECTBE OT MPUMEPHO
0,1 mr 1o 0,5 mr, ot 0,5 Mr mo 1 mr, ot 1 mr go 2 mr, ot 2 Mr 10 2,5 mr, ot 2,5 Mr 10 5 mr, oT 5
mr 110 7,5 mr, ot 7 mr 10 9,5 mr, ot 9 mr g0 11,5 mr, ot 11 mr go 13,5 mr, ot 13 mr o 15,5 wmr,
ot 15 mr go 17,5 mr, ot 17 mr go 19,5 mr, ot 19 mr go 21,5 mr, ot 21 mMr go 23,5 mr, ot 23 Mr
1o 25,5 mr, ot 25 mr o 27,5 mr, ot 27 mr go 30 mr, ot 29 mr go 31,5 mr, ot 31 mMr o 33,5 wmr,
ot 33 mr 1o 35,5 mr, ot 35 mr 10 37,5 mr, ot 37 mr 1o 40 mr, ot 40 mr 10 45 mr, ot 45 mr go 50
mr, oT 50 mr 10 55 Mr, ot 55 mr 10 60 mr, ot 60 Mr g0 65 mr, ot 65 mr 1o 70 mr, ot 70 Mr g0 75
mr, oT 75 mr mo 80 mr, ot 80 mr no 85 mr, ot 85 Mr go 90 mr, ot 90 Mr 1o 95 mMr unm ot 95 mMr
no 100 mr. B HeKkOTOpbIX BapuaHTaxX peaju3alldd HACTOSINEro M300peTeHHs MOBEPXHOCTHO-
AKTUBHOE BELIECTBO MPUCYTCTBYET B KoynuecTBe npumepHo 0,1 mr, 0,5 mr, 1 mr, 2 mr, 2,5 wmr,
Swmr, 7wmr, 9 mr, 11 mr, 13 mr, 15 mr, 17 mr, 19 mr, 21 mr, 23 mr, 25 mr, 27,5 mr, 30 mr, 31,5
mr, 33,5 mr, 35,5 mr, 37,5 mr, 40 mr, 45 mr, 50 mr, 55 mr, 60 mr, 65 mr, 70 mr, 75 mr, 80 mr, 85

Mmr, 90 mr, 95 mr unu 100 mr.

I/Ifmlocmpamueu ble ma@zemupoearm bleé Komno3uuuu

[00233] UmmocTpaTuBHBIE TaOJETHPOBAHHBIE KOMIO3UIMH BKJIIOYAIOT JIEKAPCTBEHHBIE
¢dopmbl 1-6, orucaHHbIE B HACTOALIEM AJOKYMEHTE B puMepax 1 u 2. J[pyrue womocTpaTuBHbIE

KOMITO3ULIMM MOTYT BKJIFOYaTh KOMIIO3HMILWH, ONMHCAaHHBbIE B Ta0iuumax 1-12, roe oOmas macca
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simpa TabJieTKU BKJFOYaeT B ceOs OOMmyr MacCy BHYTPUTPAHYJSIPHBIX KOMIIOHEHTOB H

BHETPAHYJISIPHBIX KOMIIOHEHTOB.

[00234] B BapmaHTax peann3aluy HACTOSIIErO H300peTeHNs TA0JETUPOBAHHAS KOMITO3ULIHSI
npencrasisier cobol MmoOyIo JIekapCTBEeHHYIO (popMy, OMHCaHHYIO B Tabauue 1, comepkayro
npumMepHo 478 Mr Hupanapuda To3uaTa MOHOTHApaTa. B HEKOTOPBIX BapHUaHTaxX pean3aluu
HACTOALIEro M300peTeHusi TabIeTUPOBaHHAS KOMITO3ULUSI TPEACTaBisieT codoil coctas 7. B
HEKOTOPBIX BapUAHTAX PeaM3alluy HACTOALIETO W300peTeHus TabNeTHPOBAHHAS KOMITO3HULIUS
MpencTaBisieT co0oit cocTaB 8. B HEKOTOPBIX BapHAHTAX peaH3allH HACTOSLIErO H300peTeHus

TabJIeTUPOBAaHHAS KOMITO3ULIMSA MTPECTABISET COOOM cocTas 9.

Tabauua 1. UnnrocrpaTtuBHbie TabdaeTku, cogepxkamue 300 mr nupanapuda (cocrasbl 7-

9

Komnounenr Mac. %* Cocras 7 Cocras 8 CocraB 9

Buympuepanynsapunas gpaza (~ 94-98 % om obweit maccer a0pa mabiemsu)

npumepHo 40-

AKTHUBHBIN areHT Hupanapuda To3uIaTa MOHOTHIPAT
50
NpUMEPHO 8-
Pazbasutens 1 MOHOTMAPAT JIAKTO3bI
14
npumepHo 30-
Pazb6aBurens 2 MHUKPOKPHUCTAJUIMYECKAs LIEJUTF0JI03a
40
Ceszyromree npumepHo 1-3 MMOBUIOH
Pazpoixastomee MIPUMEPHO
KPOCTIOBUIOH
BEIIECTBO 0,1-2
CKOJIb3sI1Iee
BEIECTBO /
npuMepHo 2-4 JUOKCUJ KPEMHUS
ancopOeHt /
abcopOeHT
CMa3bIBaIOIIEE PUMEPHO
cTeapaT MarHus
BEIIECTBO 0,1-2

Bueepanynspuas aza (~ 2-6 % om obweii maccel 10pa mabdremxi)

Paspeixasromee MIPUMEPHO
KPOCTOBUAOH
BEILLECTBO 0,1-2




109

KomnoneHnr Mac. %* Cocras 7 Cocras 8 CocrtaB 9
CKOJTb3sIIIIEee
BEIIEeCTBO / PUMEPHO
TUOKCHI KPEMHHUSI
ancopOeHt / 0,1-2
abcopOeHT
CMa3bIBaroIee PUMEPHO
cTeapar MarHusi
BEIIECTBO 0,1-2
OO6mras macca ~1050-1150 ~1150-1250
- ~950-1050 mr
sipa TabJIeTKH MT Mr

* 8 pacueme Ha oougyI0 maccy s0pa maodiemxu (CymMma SHympuepanyisapHas gaza +

eHecpanyapHas gasa)

[00235] B BapuaHTax peanu3aliu HACTOSIIETO H300peTeH s Ta0IeTUPOBAHHASL KOMITO3ULIHSI
npeacTaBisier co0oii OOV JIeKapCTBEHHYIO (OpPMY, OMMUCAHHYIO B Ta0JHLe 2, COAEePIKALIYIO
npumepHo 478 Mr Hupanapuba To3MjIaTa MOHOTHApaTa. B HEKOTOPBIX BapHaHTaxX peanu3alun
HACTOSIILEro U300peTeHus! TabIeTUPOBAHHAS KOMIIO3HMLIUS TpeAcTaBisier codoit coctas 10. B
HEKOTOPBIX BapHaHTaxX peaiu3dallii HACTOALIECTO 1/1306pereHHs[ T3.6.II€TI/IpOBaHHa$I KOMITIO3ULIUA
npencraBisier coboil cocraB 11. B HEKOTOpBIX BapuaHTaX peaju3alldd  HACTOSIIErO

n300peTeHus TabJIeTHPOBAHHAS KOMITO3ULIHSI TPEACTABISIET Co00M cocTas 12.

Taéauua 2. UnnocrpaTtusHbie TabaeTku, cogepxkamue 300 mr Hupanapuda (coctaBbl

10-12)

Kommonenr Mac. %* Cocras 10 Cocras 11 Cocras 12

Buympuepanynapuas gaza (~ 94-98 % om odweit maccol i0pa madremxiu)

npumepHo 40-

AKTHUBHBIN areHT Hupamnapuda To3uIaTa MOHOTHIPAT
50
NPUMEPHO 8-
Pazbasurens 1 Oe3BOHAS JTAKTO32
14
npumepHo 30-
Pazbasurens 2 MUKPOKPHUCTAIUINYECKAs LEJUTF0I03a
40
Cesizyroinee npumepHo 1-3 MMOBUIOH
Paspoixasromee MIPUMEPHO
KPOCTIOBUAOH

BEILIECTBO 0,1-2




110

KomnoneHr Mac. %* Coctas 10 Cocras 11 Cocras 12
CKOJIb3sIIIIEE
BEIIeCTBO /

NpUMEpPHO 2-4 JUOKCUL KPEMHUS
ancopbent /
abcopOeHT
CMa3bIBaloOIIEee MPUMEPHO

cTeapar MarHus

BELIECTBO 0,1-2

Bueepanynspuas paza (~ 2-6 % om obwyeii maccul s0pa mabdremxi)

Paspeixmsroiee IIPUMEPHO
KPOCKapMeJio3a HaTpust
BELLIECTBO 0,1-2
CKOJIb3SIIIEee
BEIIECTBO / PUMEPHO
TUOKCHI KPEMHHUSI
ancopbeHrt / 0,1-2
abcopOeHT
CMa3bIBaKoIIee PUMEPHO
cTeapar MarHusi
BEIIECTBO 0,1-2
O0mas macca ~1050-1150 ~1150-1250
- ~950-1050 mr
siIpa TabJIeTKH MT MI

* 8 pacueme Ha 0buLyI0 Maccy S10pa madIemru (CymMma sHympuepanyIspHas gaza +

sHecpaHyIapHas gaza)

[00236] B BapuaHTax peann3zalyu HACTOSIIETO H300PETEHHs Ta0IeTUPOBAHHAS KOMITO3ULIHSI
npeacTaBisieT coOoH F0OOH coCTaB, ONMMCAHHBIN B TA0JHIE 3, CONEPKALIYIO TPUMEepHO 478 Mr
HUpanapuba TO3WIaTa MOHOTHIpaTa. B HEKOTOPHIX BapHaHTaX peajH3alMd HACTOSIIEro
n300pereHus: TabneTupoOBaHHAsT KOMITO3HMLUS MPENCTaBlsieT co0oi coctaB 13. B HekoTopbIx
BAPMAHTAX  pealn3alil  HACTOALIEr0  HM300peTeHHs TaOJeTUPOBaHHAS  KOMITO3HLIUS
npeacrasisier coboil coctaB 14, B HEKOTOpBIX BapHaHTaX peATH3ALUU  HACTOSIIErO

n300peTeHus TabIeTHPOBAHHAS KOMITO3ULIHSI ITPEACTABISIET COO0M cocTas 15.

Tabauua 3. HnnocrpaTtuBHblie TabdaeTkH, cogepxkamue 300 mr Hupanapuda (coctaBbl

13-15)

Komnonenr Mac. %* Cocras 13 Cocras 14 Cocras 15

Buympuepanynapuas gaza (~ 94-98 % om odwgeii maccol s0pa madremxiu)




111

KomnonenT Mac. %* Cocras 13 Cocras 14 Cocras 15
npumepHo 40-
AKTUBHBIN areHT HUpanapubda To3MJIaTa MOHOTUAPAT
50
NPUMEPHO 8-
PazbaBurens 1 MOHOTMAPAT JIAKTO3bI
14

npumepHo 30-

Pazbasurens 2 MUKPOKPHUCTAJUIMYECKAs LIEJUII0JI03a
40
Caszyroiee npumepHo 1-3 MOBUOH
Paspeixasromee IIPUMEPHO
KPOCIIOBUAOH
BEILIECTBO 0,1-2
CKOJb3sIlIIee
BEIIECTBO /
NpUMEpHO 2-4 JUOKCHUJT KPEMHUS

ancopbeHrt /

abcopOeHT

Bueepanynspuas gpaza (~ 2-6 % om obwyeit maccer s0pa madiemru)

Pazpeixastoiee NPUMEPHO
KPOCTIOBUIOH
BEIIECTBO 0,1-2
CKOJIB3sIIIEe
BEIIeCTBO / TPUMEPHO
THUOKCHI KPEMHHUSI
ancopbent / 0,1-2
abcopOeHT
CMa3bIBaloLIee PUMEPHO
cTeapar MarHusi
BEIIECTBO 0,1-2
OO6wmast macca ~1050-1150 ~1150-1250
- ~950-1050 mr
sipa TabJIeTKH Mr MI

* 8 pacueme Ha 0OULYI0 Maccy S0pa madIemKu (CyMma sHympuepanyispHas gpaza +

sHecpaHyIapHas gaza)

[00237] B BapmaHTax peann3alyy HACTOSIIETO H300PETEHHs Ta0JIeTUPOBAHHAS KOMITO3ULIHSI
npeacTaBisieT coboi OO0 cocTa, ONMMCAHHBIN B Ta0auLe 4, COnepKaIyo npuMepHO 478 mr
HUpanapuba TO3WJIaTa MOHOTHIpaTa. B HEKOTOPHIX BapHaHTaX peajH3alMd HACTOSIIErO
n300peTeHus: TabneTupoBaHHAsE KOMITO3HMLIUS MPENCTaBIseT co0oi coctaB 16. B HekoTopbIx

BapHUaHTax peain3annmn HaCTOAIICTO 1/1306pe'r CHUA Ta6J'IeTI/IpOBaHHa$I KOMITO3HULHA
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npencraBisier coboil coctaB 17. B HEKOTOPBIX BapUaHTaX peajM3alUH  HACTOSIIErO

n300peTeHns TabNIeTHPOBAHHAS KOMITO3ULIHS ITPEACTABISIET CO00M cocTas 18.

Tabanua 4. UnnrocrpaTtusHbie TabdaeTkH, cogepxkamue 300 Mr Hupanapuda (coctaBbl

16-18)

Kommnonenr Mac. %* Cocras 16 Cocras 17 Cocras 18

Buympuepanynapuas gaza (~ 94-98 % om obwgeii maccol s0pa madremxiu)

npumepHo 40-

AKTUBHBIN areHT HUpanapuba To3MJIaTa MOHOTUAPAT
50
NPUMEPHO 8-
Pazbasurens 1 0e3BOIHAS JIAKTO3a
14
npumepHo 30-
PazbaButens 2 MUKPOKPUCTAIINYECKAS LEIJUIF0JI03a
40
Ceszyroiee npumepHo 1-3 MIOBUJIOH
Pazppixastoiee IIPUMEPHO
KPOCTIIOBUJIOH
BEIIECTBO 0,1-2
CKOJIb3sILIIee
BEIIEeCTBO /
NpUMEPHO 2-4 JUOKCHUJ KPEMHUS

ancopbent /

abcopOeHT

Bueepanynspuas aza (~ 2-6 % om obweii maccul i0pa mabdremxi)

Paspoixastomee MIPUMEPHO
KPOCKapMeJio3a HaTpust
BEIIECTBO 0,1-2
CKOJIb3sIIIee
BEIeCTBO / TIPUMEPHO
THUOKCHI KPEMHHUSI
ancopbent / 0,1-2
abcopOeHT
CMa3bIBarOIIee TPUMEPHO
cTeapaT MarHus
BEIIECTBO 0,1-2
Obmas macca ~1050-1150 ~1150-1250
-- ~950-1050 mr
sipa TabJIeTKH MD MT

* 8 pacueme Ha oOULYI0 maccy S0pa maodaemxu (CyMma SHympuepanyispHas gpaza +

sHecpaHyapHas gaza)
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[00238] B BapmaHTax peanu3anyy HACTOSIIETO H300PETEHHS Ta0JETUPOBAHHAS KOMITO3ULIHSI
npeacTaBisieT coOoi OO COCTaB, ONMUCAHHBIN B Ta0JaHLe S, comepKaiyo npuMepHo 18,7
MI' HUpanapuba To3WiaTa MOHOTUApaTa. B HEKOTOPBHIX BapHaHTAX peaN3alUH HACTOSIIErO
n300peTeHus: TabneTupoBaHHAsE KOMITO3MLIUS MPeACTaBisieT co0oi coctaB 19. B HekoTopbIx
BApUAHTAaX  peajn3alil  HACTOALIEr0  HM300peTeHHst TalNeTUpOBaHHAS  KOMITO3HLIUS
npeacrasisier coboit coctaB 20. B HEKOTOpBIX BapHaHTaX peaJM3aldd HACTOSINEro

n300peTeHus TabNIeTHPOBaHHAS KOMITO3ULIMS ITPEACTABIsIET OO0 cocTas 21.

Tabanua S. HnnrocrpaTtuBHbie TabaeTkH, coaepxkamue 200 mr Hupanapuda (coctaBbl

19-21)

Kommnonenr Mac. %* Cocras 19 Cocras 20 Cocras 21

Buympuepanynsapunas gpaza (~ 94-98 % om obweii maccwr s0pa mabiemsu)

npumepHo 40-

AKTUBHBIN areHT Hupanapuda To3uIaTa MOHOTHUIPAT
50
IPUMEPHO 8-
Pazbasurens 1 MOHOTHUAPAT JIAKTO3bI
14
npumepHo 30-
Pazb6aBurens 2 MHUKPOKPHUCTAJUIMYECKAs LIEJUTI0JI03a
40
Ceszyromree npumepHo 1-3 TTOBUAOH
Paspoixstomee MIPUMEPHO
KPOCIIOBUIOH
BEIIECTBO 0,1-2
CKOJIb3siIIlee
BEIECTBO /
npuMepHo 2-4 JUOKCUJ KPEMHUS
ancopOeHt /
abcopOeHT
CMas3bIBarollee PUMEPHO
cTeapaT MarHus
BEIIECTBO 0,1-2

Bueepanynspuas asa (~ 2-6 % om obweii maccel s10pa mabdremxi)

Paspeixasromee MIPUMEPHO
KPOCTIOBUAOH

BEIIECTBO 0,1-2
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Kommnonent Mac. %* Cocras 19 Cocras 20 Cocras 21
CKOJIB3sIIIEe

BEIECTBO / IPUMEPHO

TUOKCHUI KPEMHUS
ancopOeHt / 0,1-2
abcopOeHT
CMa3bIBaKOIIEe PUMEPHO
cTeapaT MarHus
BEIIECTBO 0,1-2

O61mast Mmacca
- ~ 600-650 mr ~ 650-700 mr ~ 700-750 mr
sipa TabJIeTKH

* 8 pacueme Ha oougyI0 maccy s0pa maodiemxu (CymMma SHympuepanyisapHas gaza +

eHecpanyapHas gasa)

[00239] B BapuaHTax peanu3alyu HACTOSIIETO H300peTeHHs Ta0IeTUPOBAHHASI KOMITO3ULIHSI
npenacTaBisier coOoi MoOOH cocTaB, ONMUCAHHBIN B Tabauue 6, coxepskainyo npumepHo 18,7
Mr HHupanapuda TO3WiIaTa MOHOTHApATa. B HEKOTOpBIX BapHaHTAX PeaU3aliM HACTOSIIErO
n3o0pereHus: TabaeTUPOBAHHASI KOMITO3HMLIUSI MPEACTABISET Co00M coctaB 22. B HEKOTOpPbIX
BAPMAHTAX  pealM3allil  HACTOSALIEr0  M300peTeHHs TaOJeTUPOBaHHAS  KOMIO3HLIUS
npencTaBisier cobOoil coctaB 23. B HEKOTOpBIX BapUaHTaX peajM3allid  HACTOSIIErO

n300peTeHus TabJIETHPOBAHHAS KOMITO3ULIHSI TPEACTABISIET COO0M cocTas 24.

Tadauua 6. UnnrocrpaTtusHblie TabaeTku, cogepxkamue 200 mr Hupanapuda (coctaBbl

22-24)

Kommonenr Mac. %* Cocras 22 Cocras 23 Cocras 24

Buympuepanynapuas gaza (~ 94-98 % om odweit maccol i0pa madremxiu)

npumepHo 40-

AKTHUBHBIN areHT Hupamnapuda To3uIaTa MOHOTHIPAT
50
NPUMEPHO 8-
Pazbasurens 1 Oe3BOHAS JTAKTO32
14
npumepHo 30-
Pazbasurens 2 MUKPOKPHUCTAIUINYECKAs LEJUTF0I03a
40
Cesizyroinee npumepHo 1-3 MMOBUIOH
Paspoixasromee MIPUMEPHO
KPOCTIOBUAOH

BEILIECTBO 0,1-2
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KomnoneHr Mac. %* Cocras 22 Cocras 23 Cocras 24
CKOJIb3sIIIIEE
BEIIeCTBO /

NpUMEpPHO 2-4 JUOKCUL KPEMHUS
ancopbent /
abcopOeHT
CMa3bIBaloOIIEee MPUMEPHO

cTeapar MarHus

BELIECTBO 0,1-2

Bueepanynspuas pasa (~ 2-6 % om obwyeii maccul ss0pa mabdremxi)

Paspeixmsroiee IIPUMEPHO
KpPOCKapMeJlio3a HaTpus
BEILIECTBO 0,1-2
CKOJIb3sILIEe
BEIIECTBO / PUMEPHO
TUOKCHUJT KPEMHUS
ancopbeHrt / 0,1-2
abcopOeHT
CMa3bIBaKOIIIEe MPUMEPHO
cTeapaT MarHus
BEILIECTBO 0,1-2

O01mas macca
- ~ 600-650 mr ~ 650-700 mr ~ 700-750 mr
siIpa TabJIeTKH

* 8 pacueme Ha 0buLyI0 Maccy S10pa madIemru (CymMma sHympuepanyIspHas gaza +

sHecpaHyIapHas gaza)

[00240] B BapmaHTax peasn3alyu HACTOSIIETO H300PETeHHs Ta0IeTUPOBAHHAS KOMITO3ULIHSI
npeacTaBisieT co0oit IFOOYOoi cOCTaB, OMUCAHHBIN B TA0JMIe 7, COIEp KAy npumMepHo 18,7
MI' HUpamapuba TO3WJIaTa MOHOTHApAaTa. B HEKOTOpPBHIX BapUaHTAX pEAU3aLUH HACTOSIIETO
n300pereHus: TabneTupOBaHHAsT KOMITO3HMLUS MPENCTABIsET co00M coctaB 25. B HEKOTOpPBIX
BAPMAHTAX  pealn3alil  HACTOALIEr0  HM300peTeHHs TaOJeTUPOBaHHAS  KOMITO3HLIUS
npeacrasisier coboil coctaB 26. B HEKOTOPBIX BapHaHTaX pPeATH3ALUU  HACTOSIIErO

n300peTeHns TabIeTHPOBAHHAS KOMITO3ULIHSI ITPEACTABISIET COO0M cocTas 27.

Tabauua 7. UnnocrpaTtuBHbie TabdaeTkH, cogepxkamue 200 mr Hupanapuda (coctaBbl

25-27)

Komnonenr Mac. %* Cocras 25 Cocras 26 Cocras 27

Buympuepanynapuas gaza (~ 94-98 % om odwgeii maccol s0pa madremxiu)
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KomnoneHr Mac. %* Cocrtas 25 Cocras 26 Cocras 27
npumepHo 40-
AKTHUBHBIN areHT HUpanapubda To3MJIaTa MOHOTUAPAT
50
NPUMEPHO 8-
PazbaBurens 1 MOHOTMAPAT JIAKTO3bI
14
npumepHo 30-
Pazbasurens 2 MUKPOKPHUCTAJUIMYECKAs LIEJUII0JI03a
40
Caszyroiee npumepHo 1-3 MOBUOH
Paspeixasromee IIPUMEPHO
KPOCIIOBUAOH
BEILIECTBO 0,1-2
CKOJIb3s11IIee
BEIIECTBO /
NpUMEpHO 2-4 JUOKCHUJT KPEMHUS

ancopbeHrt /

abcopOeHT

Bueepanynspuas gpaza (~ 2-6 % om obwyeit maccer s0pa mabdiemru)

Pazpeixastoiee NPUMEPHO
KPOCTIOBUIOH
BEIIECTBO 0,1-2
CKOJb3sILIIee
BEIIeCTBO / TPUMEPHO
JAUOKCHI KPEMHUA
ancopbent / 0,1-2
abcopOeHT
cMasbIBarollee NPUMEPHO
creapar MarHusi
BEIIECTBO 0,1-2

O01mas mMacca
- ~ 600-650 mr ~ 650-700 mr ~ 700-750 mr
sipa TabJIeTKH

* 8 pacueme Ha obugyI0 maccy S0pa maodiemxu (CyMma sHympuepanyispHas gaza +

sHecpaHyIapHas gaza)

[00241] B BapmaHTax peanu3alyy HACTOSIIETO H300PETEHHs Ta0JIETUPOBAHHAS KOMITO3ULIHSI
npeacTaBisieT coOoH 00O COCTaB, ONMUCaHHBIN B Tabauue 8, comepxainyro npumepHo 18,7
MI' HUpamapuba To3WiaTa MOHOTUApaTa. B HEKOTOPBHIX BapHaHTAX pEAN3alUH HACTOSIIETO
n300pereHus: TabneTupoBaHHAsE KOMITO3HMLIUS MPENCTaBIseT co0oi coctaB 28. B HEkOTOpBIX

BapHUaHTax peain3annmn HaCTOAIICTO 1/1306pe'r CHUA Ta6J'IeTI/IpOBaHHa$I KOMITO3HULHA
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npencTaBisier coboil coctaB 29. B HEKOTOPBIX BapUaHTaX peajM3ald  HACTOSIIErO

n300peTeHns TabNIeTHPOBAHHAS KOMITO3ULIHS ITPEACTABIsiET co0oi coctas 30.

Tabauua 8. HnnrocrpaTtuBHbie TabdaeTkH, coaepxkamue 200 Mr Hupanapuda (coctaBbl

28-30)

Kommnonenr Mac. %* Cocras 28 Cocras 29 Cocras 30

Buympuepanynapuas gaza (~ 94-98 % om obwgeii maccol s0pa madremxiu)

npumepHo 40-

AKTUBHBIN areHT HUpanapuba To3MJIaTa MOHOTUAPAT
50
NPUMEPHO 8-
Pazbasurens 1 0e3BOIHAS JIAKTO3a
14
npumepHo 30-
PazbaButens 2 MUKPOKPUCTAIINYECKAS LEIJUIF0JI03a
40
Ceszyroiee npumepHo 1-3 MIOBUJIOH
Pazppixastoiee IIPUMEPHO
KPOCTIIOBUJIOH
BEIIECTBO 0,1-2
CKOJIb3sILIIee
BEIIEeCTBO /
NpUMEPHO 2-4 JUOKCHUJ KPEMHUS

abcopbent /

ancopOeHT

Bueepanynspuas aza (~ 2-6 % om obweii maccul i0pa mabdremxi)

Paspoixastomee MIPUMEPHO
KPOCKapMeJli03a HaTpust
BEIIECTBO 0,1-2
CKOJIb3sILIee
BEIeCTBO / TIPUMEPHO
JTUOKCUJT KPEMHUS
abcopbent / 0,1-2
ancopOeHT
CMa3bIBaOIIIECE MIPUMEPHO
cTeapar MarHus
BEIIECTBO 0,1-2

OO61mas mMacca
- ~ 600-650 mr ~ 650-700 mr ~ 700-750 mr
sipa TabJIeTKH

* 8 pacueme Ha oOULYI0 maccy S0pa maodaemxu (CyMma SHympuepanyispHas gpaza +

sHecpaHyapHas gaza)
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[00242] B BapmaHTax peann3alyy HACTOSIIErO H300PETEHHs Ta0JIeTUPOBAHHAS KOMITO3ULIHSI
npeacTaBisieT coOoi OO cocTaB, ONMMCAHHBIM B Tadaune 9, congeprkainyro npumepro 1593
MI' HUpanapuba To3WiaTa MOHOTUApaTa. B HEKOTOPBHIX BapHaHTAX peaN3alUH HACTOSIIErO
n300peTeHus: TabneTupoBaHHAsi KOMITO3HMLIUS MpeacTaBisier co0oi coctaB 31. B HekoTopbIx
BApUAHTAaX  peajn3alil  HACTOALIEr0  HM300peTeHHst TalNeTUpOBaHHAS  KOMITO3HLIUS
npeacrasisier coboil coctaB 32. B HEKOTOpBIX BapHaHTaX peaJM3aldUd HACTOSIIEro

n300peTeHus TabNIeTHPOBAHHAS KOMITO3ULIMS ITPEACTABISIET COOO0M cocTas 33.

Tabanua 9. HnnrocrpaTtuBHblie TabaeTkH, coaepxkamue 100 Mr Hupanapuda

(mekapcrBenHbie Gpopmbl 31-33)

Kommnonenr Mac. %* Cocras 31 Cocras 32 Cocras 33

Buympuepanynsapunas gpaza (~ 94-98 % om obweii maccwr s0pa mabiemsu)

npumepHo 40-

AKTUBHBIN areHT Hupanapuda To3uIaTa MOHOTHUIPAT
50
IPUMEPHO 8-
Pazbasurens 1 MOHOTHUAPAT JIAKTO3bI
14
npumepHo 30-
Pazb6aBurens 2 MHUKPOKPHUCTAJUIMYECKAs LIEJUTI0JI03a
40
Ceszyromree npumepHo 1-3 TTOBUAOH
Paspoixstomee MIPUMEPHO
KPOCIIOBUIOH
BEIIECTBO 0,1-2
CKOJIb3siIIlee
BEIECTBO /
npuMepHo 2-4 JUOKCUJ KPEMHUS
abcopOent /
ancopOeHT
CMas3bIBarollee PUMEPHO
cTeapaT MarHus
BEIIECTBO 0,1-2

Bueepanynspuas aza (~ 2-6 % om obweii maccul s10pa mabdremxi)

Paspeixasromee MIPUMEPHO
KPOCTIOBUAOH

BEIIECTBO 0,1-2
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Kommnonent Mac. %* Cocras 31 Cocras 32 Cocras 33
CKOJIB3sIIIEe

BEIECTBO / IPUMEPHO

TUOKCHUI KPEMHUS
abcopOent / 0,1-2
ancopOeHT
CMa3bIBaKOIIEe PUMEPHO
cTeapaT MarHus
BEIIECTBO 0,1-2

O61mast Mmacca
- ~300-350 mr ~ 350-400 mr ~ 400-450 mr
sipa TabJIeTKH

* 8 pacueme Ha obugyI0 maccy s0pa maodiemxu (CymMma SHympuepanyispHas gaza +

eHecpanyapHas gasa)

[00243] B BapuaHTax peanu3alyu HACTOSIIETO H300peTeH s Ta0IeTUPOBAHHASI KOMITO3ULIHSI
npencTaBisieT coOoi OO0 cocTas, onrcaHHbIH B Tadaune 10, coneprxantyro npumepHo 159,3
Mr HHupanapuda TO3WiIaTa MOHOTHApATa. B HEKOTOpBIX BapHaHTAX PeaU3aliM HACTOSIIErO
n3o0pereHus: TabaeTUPOBAHHASI KOMITO3HMLIUS MPEACTABISET Co00i coctaB 34. B HEKOTOpPBIX
BAPMAHTAX  pealM3allil  HACTOSALIEr0  M300peTeHHs TaOJeTUPOBaHHAS  KOMIO3HLIUS
npencTaBisier cobOoil coctaB 35. B HEKOTOpBIX BapuUaHTaX peaju3allid  HACTOSIIErO

n300peTeHus TabJIeTHPOBAHHAS KOMITO3ULIHSI TPEACTABIISIET COO0M cocTas 36.

Taéauua 10. HnmocTpaTuBHblie Ta0aeTkH, coaepxkamue 100 mr Hupanapu6a (coctaBbl

34-36)

Kommonenr Mac. %* Cocras 34 Cocras 35 Cocras 36

Buympuepanynapuas gaza (~ 94-98 % om odweit maccol s0pa mabiemxi)

npumepHo 40-

AKTHUBHBIN areHT Hupamnapuda To3uIaTa MOHOTHIPAT
50
NPUMEPHO 8-
Pazbasurens 1 Oe3BOHAS JTAKTO32
14
npumepHo 30-
Pazbasurens 2 MUKPOKPHUCTAIUINYECKAs LEJUTF0I03a
40
Cesizyroinee npumepHo 1-3 MMOBUIOH
Paspoixasromee MIPUMEPHO
KPOCTIOBUAOH

BEILIECTBO 0,1-2
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KomnoneHr Mac. %* Coctas 34 Cocras 35 Cocras 36
CKOJIb3sIIIIEE
BEIIeCTBO /

NpUMEpPHO 2-4 JUOKCUL KPEMHUS
abcopbent /
ancopOeHT
CMa3bIBaloOIIEee MPUMEPHO

cTeapar MarHus

BELIECTBO 0,1-2

Bueepanynspuas paza (~ 2-6 % om obwyeii maccul s0pa mabdremxi)

Paspeixmsroiee IIPUMEPHO
KpPOCKapMeJio3a HaTpusi
BEILIECTBO 0,1-2
CKOJIb3sILIEe
BEIIECTBO / PUMEPHO
TUOKCHUJT KPEMHUS
abcopbeHt / 0,1-2
ancopOeHT
CMa3bIBaKOIIIEe MPUMEPHO
cTeapaT MarHus
BEILIECTBO 0,1-2

O01mas macca
- ~300-350 mr ~ 350-400 mr ~ 400-450 mr
siIpa TabJIeTKH

* 8 pacueme Ha 0buLyI0 Maccy S10pa madIemru (CymMma sHympuepanyIspHas gaza +

sHecpaHyIapHas gaza)

[00244] B BapmaHTax peasn3aly HACTOSIIETO H300pETeHHs Ta0IeTUPOBAHHAS KOMITO3ULIHSI
npeacTaBisieT coOoH IF0OOH cocTaB, OMUCaHHbIN B Tadauue 11, cogepskamryro npumepHo 159,3
MI' HUpamapuba TO3WJIaTa MOHOTHApAaTa. B HEKOTOpPBHIX BapUaHTAX pEAU3aLUH HACTOSIIETO
n300peTeHus: TabeTUPOBaHHAS KOMIO3UIIMS MpencTapisieT coboii coctaB 37. B HekoTOpbIX
BAPMAHTAX  pealn3alil  HACTOALIEr0 HM300peTeHHs  TaOJeTUPOBAaHHAS  KOMITO3HLIUS
npeacrasisier coboil coctaB 38. B HEKOTOPBIX BapHaHTaX peATH3ALUU  HACTOSIIErO

n300peTeHns TabIeTHPOBAHHAS KOMITO3ULIHSI ITPEACTABISIET CO00M cocTas 39.

Tabauua 11. HanocTpaTuBHble TadJaeTKH, coaepxkamue 100 mr Hupanapu6a (coctaBbl

35-39)

Komnonenr Mac. %* Cocras 37 Cocras 38 Cocras 39

Buympuepanynapuas gaza (~ 94-98 % om odwgeii maccol s0pa madremxiu)
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KomnoneHr Mac. %* Coctas 37 Cocras 38 Cocras 39
npumepHo 40-
AKTHUBHBIN areHT HUpanapubda To3MJIaTa MOHOTUAPAT
50
NPUMEPHO 8-
PazbaBurens 1 MOHOTMAPAT JIAKTO3bI
14
npumepHo 30-
Pazbasurens 2 MUKPOKPHUCTAJUIMYECKAs LIEJUII0JI03a
40
Caszyroiee npumepHo 1-3 MOBUOH
Paspeixasromee IIPUMEPHO
KPOCIIOBUAOH
BEILIECTBO 0,1-2
CKOJIb3s11IIee
BEIIECTBO /
NpUMEpHO 2-4 JUOKCHUJT KPEMHUS

abcopbeHt /

ancopOeHT

Bueepanynspuas gpaza (~ 2-6 % om obwyeit maccer s0pa mabdiemru)

Pazpeixastoiee NPUMEPHO
KPOCTIOBUIOH
BEIIECTBO 0,1-2
CKOJb3sILIIee
BEIIeCTBO / TPUMEPHO
JAUOKCHI KPEMHUA
abcopbent / 0,1-2
ancopOeHT
cMasbIBarollee NPUMEPHO
creapar MarHusi
BEIIECTBO 0,1-2

O01mas mMacca
- ~300-350 mr ~ 350-400 mr ~ 400-450 mr
sipa TabJIeTKH

* 8 pacueme Ha 0OULYI0 Maccy S0pa madIemKu (CyMma sHympuepanyispHas gpaza +

sHecpaHyIapHas gaza)

[00245] B BapmaHTax peann3alyy HACTOSIIETO H300pETeHHs Ta0JIeTUPOBAHHAS KOMITO3ULIHSI
npeacTaBisieT coOoi MoOOH cocTaB, ONMUCAHHBIN B Tadaunue 12, cogepskamtyro npumepHo 1593
MI' HUpamapuba To3WiaTa MOHOTUApaTa. B HEKOTOPBHIX BapHaHTAX pEAN3alUH HACTOSIIETO
n300pereHus: TabneTupoBaHHAsT KOMITO3HMLIUS MPeCcTaBisieT co0oit coctaB 40. B HekoTOpbIX

BapHUaHTax peain3annmn HaCTOAIICTO 1/1306pe'r CHUA Ta6J'IeTI/IpOBaHHa$I KOMITO3HULHA



npencraBisier coboit cocraB 41,
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B HEKOTOPBIX BapUaHTaxX pcajru3dalliid HACTOALICTO

n300peTeHus TabNIeTHPOBAHHAS KOMITO3ULIHSI ITPEACTABISIET COOO0M cocTas 42.

Tabaunua 12. UnmocTpaTuBHble Ta0J1eTKH, cogepxamue 100 mr Hupanapuda (cocras 40-

42)

Kommnonenr

Mac. %*

Cocras 40 Cocras 41 Cocras 42

Buympuepanynapuas gaza (~ 94-98 % om obwgeii maccol s0pa madremxiu)

AKTHUBHBII areHT

npumepHo 40-

50

HUpanapuba To3MJIaTa MOHOTUAPAT

Pasbasurens 1

NPUMEPHO 8-

14

0Oe3BOAHAs JIAKTO3a

Paszbasurens 2

npumepHo 30-
40

MUKPOKPUCTAJITUICCKAA LEIIT0JI03a

abcopbent /

ancopOeHT

Ceszyroiee npumepHo 1-3 MIOBUJIOH
Pazppixastoiee IIPUMEPHO

KPOCIIOBUIOH
BEIIECTBO 0,1-2
CKOJIb3sILIIee
BEIIEeCTBO /

NpUMEPHO 2-4

JIUOKCHUJ KPEMHUS

Bueepanynspuas aza (~ 2-6 % om obweii maccul i0pa mabdremxi)

Paspoixastomee MIPUMEPHO
KPOCKapMeJli03a HaTpust
BEIIECTBO 0,1-2
CKOJIb3sILIee
BEIeCTBO / TIPUMEPHO
JTUOKCUJT KPEMHUS
abcopbent / 0,1-2
ancopOeHT
CMa3bIBaOIIIECE MIPUMEPHO
cTeapar MarHus
BEIIECTBO 0,1-2

OO61mas mMacca

sipa TabJIeTKH

~300-350 mr ~350-400 Mmr | ~400-450 mr

* 8 pacueme Ha oOULYI0 maccy S0pa maodaemxu (CyMma SHympuepanyispHas gpaza +

sHecpaHyapHas gaza)
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[00246] B BapuaHTax peanu3alMK HACTOSINEro H300peTeHus: Jr000e BCIOMOraTelibHOE
BELIECTBO B COCTaBax 1-42, ONMCAHHBIX B HACTOSILIEM JOKYMEHTE, MOXXET BapbUPOBATHCS.
Hanpumep, MOXXKHO BappHpOBaTh KOJHYECTBO pasOaButens 2 (Hampumep, mpumepHo 7,5-15
mac.% wumn npumepHo 9-11 mac.%). CoOTBETCTBEHHO, KaXIbIi U3 COCTABOB la-42a comeps:kut
pa3baBuTeNb 2 B KOJMYECTBE, COCTABJSIFOIIEM mpumepHo 7,5-15 mac.%, a B ocTanbHOM
UJCHTHYEH COOTBETCTBYIOLINM cOCTaBaM 1-42. AHaJOrM4YHO, KaKABIA U3 COCTaBOB 1b- 42b
COIEPKUT pazdaBUTENb 2 B KOJIMYECTBE, COCTABIIAOIEM puMepHo 9-11 mac.%, a B ocTanpHOM

WJEHTUYEH COOTBETCTBYIOIIUM cOocTaBam 1-42.

[00247] B gpyrux BapMaHTax peajlM3alMM  HACTOALIEr0  M300peTeHust  Jrodast
TabJeTHPOBAHHAsT KOMIIO3ULIMS, ONMMCAHHAS B HACTOSINEM JOKYMEHTe (Hampumep, Jro0oi u3
COCTaBOB 1-42), NOMOJHHUTENBHO COAEPXKUT CJIOH MOKpbITHS (Hampumep, J000e MOKPBITHE,

OIIMCAHHOC B HACTOAILICM Z[OKYMCHTC).

Pacnaoaemocmyp
[00248] PacmamaeMocTh SIBJISIETCST MEpPOM Ka4yecTBa JO3MPOBAHHBIX JIEKAPCTBEHHBIX (OpM
Ui TIEpOPajibHOTO BBEIEHHMsI, Hampumep, TabneTtok. B uenom, ¢apmakones (Hampumep,
dapmaxoness CIIIA, Bpuranckas ®apmaxomnesi, HWupawmiickas Papmakones)) HMEET CBOU
COOCTBEHHBIH HAOOP CTAaHIAPTOB U B HEW OMpeIeIeHbI TECThI HA pacnanaeMocTb. PapMakonen
psiia MEeXIYyHApOAHBIX OpraHM3alui ObLUIM COrjIacoBaHbl MeEKIYHApOAHBIM COBETOM IIO
coriacoBanuo (ICH) u sBisifOTCS B3auMO3aMeHsieMbIMH. VICTbITaHHME Ha PacnagaeMoCTh
NPOBOIAT Uil ONpEAENICHHsT BPEMEHH, KOTOpoe Tpedyercs IJisi MOJHOrO pacmaja TBEpAOH
JO3UPOBAHHOM JIEKAPCTBEHHOM (POPMBI [IJIsl IEPOPATTLHOTO MPUMEHEHUs1. Bpemsi pacmamaeMoctu
MOJKET CJIy’)KUThb MEpOH KaudecTBa. JTO OOYCIOBIIEHO TE€M, YTO, HANPUMEP, Pachaj SBISETCS
CTaguell, OrpaHUYMBAIOIIEH CKOPOCTh BBICBOOOKIACHUSI AKTUBHOTO MaTepHalia, SIBJISIOLIETOCS
yacThio TaOneTku. Ecnu BpeMs pacniaiaeMOCTH CIIHMIIKOM BEJIHKO, 3TO O3HAYAET, YTO AKTHBHBIH
UHTPEIUEHT, B CBOKO OUEPEb, MOXKET BHICBOOOKIATHCS CIUIIKOM MEJICHHO, YTO MOJKET BIIHATD
Ha CKOPOCTb IpPENOCTaBIE€HUs AKTHUBHOIO BELIECTBA OPraHM3My II0CJI€ NpPHUEeMa BHYTPb.

Haoboport, ecnu pacnaa CIUIIKOM OBICTPBIN, MOXKET ObITh BEpHO 0OpaTHOE.

[00249] MUcnbiTanue Ha pacmagaeMOCTh TMPOBOIMSAT C HKCIOJNB30BaHHEM Mpubdopa ais
MPOBEACHUS] WCIBITAHKUS HA PacmagaeMocTb. XOTS B pPasHbIX (papMakomesx CyIIeCTBYIOT
HeOospIMe pasiauuusi, 0a3oBas KOHCTPYKIHMs U pabora mpudopa B IEIOM OCTAarOTCA

HEU3MEHHBIMHU. TUMUYHBIN TECT OCYIIECTBIISIETCS ClIenyrmuM odbpazom. [Ipubop cocrout u3
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KOP3WHBI U3 MPO3PAYHOT0 MOJMBUHUIIA WU APYroro miactuka. OOBIMHO OH CONEPIKUT TPYOKH
PaBHOTO JAMAMETpPa, YCTAHOBJEHHbIE B OJHY U Ty JK€ KOP3MHY, M K KaXAOH U3 TpyOOK
MIPUKpPEIJIEHA CEeTKA W3 HEPKABEIOLIEeH CTalu ¢ OAWHAKOBBIM pa3MepoM siueek. i moJHOro
NOTPY’KEHHsI JTO3MPOBAHHOM JIEKAPCTBEHHOH (OPMBI MOTYT NPUMEHSThCA HeOoblIne
METaJUIMYECKUe NUCKU. Bech y3es KOP3MHKU-LITATHBA MOXKET MEePEMELNAaThCs C IMOMOILBIO
ABUTATeJsl C BO3BPAaTHO-NOCTYIATENBHBIM [BI)KEHHEM, KOTOPBIM IMPHUKPEIUIEH K BEPLINHE
YKa3aHHOI'O y3J1a KOP3UHKU-IITAaTUBA. Bech y3es morpykarT B COCYZ, COAEpKAIUUN Cpeay, B
KOTOpOH OyZer NmpoBOAMUTHCS TeCT Ha pacmazaemMocTb. Cocyn CHaOKe€H TepMOCTaTOM IS

PEeryJIMpOBaHUS TEMIEPATYPbl TEKYUEH CPEIbl A0 JKEJIAEMOU TEMITEPATYPhI.

[00250] Tect Ha pacmagaemMoCTb MJIsi KaXIOW JTO3UPOBAHHOH JIEKAPCTBEHHOW (POPMBI
npuseneH B ¢apmakornee. CyIIecTByeT HECKOJbKO OOLIMX TECTOB Ul TUIHMYHBIX THUIIOB
JeKapCcTBEHHBIX (popM. HekoTopblie THIIbI JO3UPOBAHHBIX JIEKAPCTBEHHBIX (POPM U TECTHI HA UX
pacnagaemocts cnenyromue: (1) Tabnerku Oe3 MOKPBITHA - B TeCTE€ MOXKHO HCHOJNb30BATh
AMCTWUINPOBAHHYIO BOZY B KauecTBe cpenbl npu temmneparype 37+/-2 °C npu 29-32 nuknax B
MUHYTY, TECT 3aBepLIatoT uepe3 15 munyT. [Ipuemnemo, ecnu B KOHLIE LIUKJIA HET OLIYTUMOTO
aapa (Mo MeHbIIeH Mepe Anst 5 TaOneTok WM Kamcys) M eCiid Macca He INPUJIMIAeT K
NOrpy>KHOMY HCKY. (2) TabneTku ¢ MOKphITHEM - MOXET OBbITh aanTHPOBAHA Ta K& camas
npoIeaypa TeCTa, HO BpeMsi Tecta coctaisierT 30 MunyT. (3) TabneTku ¢ SHTEPOCONOOMIbHBIM
MIOKPBITHEM / TAOJIETKHU, YCTOHUUBBIC K JKEJTYyTOYHOMY COKY - TECT MOYKHO MPOBOAMTD CHAYAJIa B
IUCTWUIMPOBAHHON Boxe (IIpu KOMHATHOW Temmepatype B Tedenne S5 wmuHyT, USP
(Papmakoness CIIIA) u 0e3 auCTWLIMPOBaHHON BoAbl coracHo BP  (Dapmaxomes
Benukobpuranun) u IP (Manuiickas @apmakornest)), 3atem rectupyot B 0,1 M HCL (no 2 yacos;
BP) nnu B uckyccreeHHOM skenynodHoM coke (1 wac; USP) ¢ mocnenyrommm nodaBieHueM
docdarnoro Oydepa, pH 6,8 (1 yac; BP) uiu B MICKYCCTBEHHOM KHIIEYHOM COKe 0e3 (pepMEHTOB
(1 gac; USP). (4) XKeBatenbHble TaOJIETKU - HE TIOABEPTArOTCS TECTY Ha pacmagaemMoctb (BP u

IP), 4 waca (USP). BoT HECKOIBKO MPUMEPOB JIJIsI HILTFOCTPALIUH.

[00251] B wumrocTpaTHYHOM TECTe Ha PACMadaeMOCTh HCIIONb3YETCsl CTAHAAPTHBIN MPHOOp
s nposenenust tecta USP <701>. Tlo onHol TabjeTke MOMEIIAIOT B IMIECTh siueek npubdopa
JUIsl  ONPEAENICHHsT pPacnajgaeMOCTH, B HWXKHEH 4YaCTU KOTOPBIX HAXOOWUTCA CEeTKa U3
Hepkaserowei crann. IToBepx TabneTku NOMEIarT MarHUTHBIH 1aT4uk. KOp3uHKY ¢ siueiikamu
MOTPY>KAIOT B BAHHY C KOHTPOIHpyeMoii Temmnepatypoii Boasl 37 °C. Kop3uHka IBIKETCS BBEPX

¥ BHU3 B BaHHE, OT 29 10 32 uukioB B MUHYTY. Kak TONbKO TabneTKa MOJIHOCTRIO paciafaeTcs,
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JaTUYHK Ha BerHefI HaCTU IMJIAaHIIETA BCTYNACT B KOHTAKT C CETKOI. I[aTLII/IK ABTOMAaTHYCCKU

3alrCbhIBACT BPEMA, KOrAa TtalJyieTKa pacnajacChb.

[00252] B HekOTOpPBIX BapHaHTAaX peM3alUd HACTOSINErO HM300pEeTeHUsT BpeMs
pacrazaeMoCT! YKa3aHHOM TabneTku coctaBisieT oT nmpuMepHo 30 cexkyHn no npumepHo 300
CeKyHZ. B HEKOTOpBIX BapHaHTaxX peasn3alui HaCTOSIIEr0 H300pETEHUs BpeMs pacragaeMOCTH
yKazaHHOW TabyeTku cocrapisier ot npumepHo 30 cexkyHn no mpumepro 200 cexynn. B
HEKOTOPBIX BAapUAHTAaX peaJn3alliid HACTOALIEr0 M300peTeHHUsl BpeMsl pacrnagaeMOCTH
yKa3aHHOW TabyeTku cocrapisier or npumepHo 30 cexkyHn no mpumepno 150 cexynn. B
HEKOTOPBIX BApUAHTAaX peaJIn3allii HACTOALIEr0 M300peTeHHUsl BpeMsl pacrnagaeMOCTH
yKa3zaHHON TabneTku cocraBisier npuMmepHo 30 cexyna, npumepHo 40 cekyHa, nmpuMepHo 50
cexyHn, nmpuMmepHo 60 cexkyHz, npumepHo 70 cexyHn, npumepHo 80 cekyHa, npumepHo 90
cexyHn, npuMmepHo 100 cexynn, npumepHo 110 cexynn, npumepHo 120 cexynn, npumepHo 130
cexyHn, npuMmepHo 140 cexynn, npumepHo 150 cexynn, npumepHo 160 cexynn, npumepHo 170
cexyHn, npuMmepHo 180 cexynn, npumepHo 190 cexynn, npumepno 200 cexynn, npumepHo 210
cexkyH, npumepHo 220 cexkyHn, npumepHo 230 cekyHp, npumepHo 240 cekyHz, npumepHo 250
CeKyHJ, npuMepHo 260 cexkyHn, npumepHo 270 cekyHn, npumepHo 280 cexkyHz, npumepHo 290

cexyH7 wiu npuMepHo 300 cexyHa.

Cmabunvnocmep
[00253] B HexOTOpBIX BapUaHTAX PeaM3alMK HACTOSIIEro H300peTeH s (hapMalleBTUYECKast
KOMITO3ULIUSI, OMUCAHHAs B HACTOSIIEM JOKYMEHTE, SIBJIeTCS CTAaOMJIBHONH B OTHOLICHHU
pacrpeneseHys 4aCTHULl IO pa3MepaM B TEUEHHE 10 MeHbLIel Mepe npuMmepHo: 30 auel, 60 nHei,
90 nnel, 6 mecsues, 1 roaa, 18 mecsaues, 2 ner, 3 ner, 4 JeT UK S €T, HAIPUMEpP, MPUMEPHO
80%-100%, wnanpumep: 80%, 90%, 95% wumu 100% yka3aHHOW (papMaLeBTUYECKOM
KOMITO3ULIUH SIBJISIETCS CTA0WJIbHBIM B OTHOLICHHWH PACHpENeNeHUs] YacTHLl MO pasMmepam. B
HEKOTOPBIX BAapUAHTAX peAJIN3alW{ HACTOSINEro H300peTeHHss CTaOMJIbHBIE YaCTHIIbI
HUpanapuda, ONMCaHHbIE B HACTOSLIEM JIOKYMEHTE, B TBEPAOH TO3MPOBAHHON JIEKAPCTBEHHOU
dopme A TEepopaNbHOTO TPUMEHEHHsT He OyAyT AEeMOHCTPHPOBATH YBEIUYECHHE
s dexTuBHOrO pazmepa vactui dosee yem Ha 50% B TeueHHe npuMepHO 3, 6, 9, 12, 24 umm 36
MECSIIIEB XPaHEHUs MTPH KOMHATHOH Temneparype (ot npumepHo 15°C no npumepno 25°C). B
HEKOTOPBIX BapHAaHTaX peaJn3aldd HACTOSINEro HM300peTeHHss CTaOMJIbHBIE YaCTHIIbI
HUpanapuda, ONMCaHHbIE B HACTOALIEM JIOKYMEHTE, B TBEPAON TO3UPOBAHHON JIEKAPCTBEHHOU

dopme s mEepoOpaNbHOTO TPUMEHEHHsT He OyAyT AEeMOHCTPHPOBATH YBEIUYCHHE
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s dexTuBHOrO pazmepa vactui dosee yem Ha 60% B TedeHHe MpuUMeEpHO 3, 6, 9, 12, 24 umm 36
MECSIIIEB XPaHEHUs MTPH KOMHATHOH Temmneparype (ot npumepHo 15°C no npumepno 25°C). B
HEKOTOPBHIX BAapUAHTaX peAJIN3alUd HACTOSINEro M300peTeHHss CTAaOMJIbHBIE YaCTHIIbI
HUpanapuda, ONMCaHHbIE B HACTOALIEM JOKYMEHTE, B TBEPAON TO3UPOBAHHON JIEKAPCTBEHHON
dopme s TmepopasbHOTO TPUMEHEHHsT He OyAyT AEeMOHCTPHPOBATh YBEIUYEHHE
s dexTuBHOrO pazmepa vactui dosee yem Ha 70% B TeueHue npuMepHo 3, 6, 9, 12, 24 umm 36
MECSILIEB XPaHEHUs MpU KOMHATHOH Temneparype (ot npumepHo 15°C no npumepno 25°C). B
HEKOTOPbIX BapUAHTaX peaJN3aldd HACTOSINEro M300peTeHHss CTAaOMIbHBbIE YaCTHUIIbI
HUpanapu0a, ONMCaHHbIE B HACTOALIEM JTOKYMEHTE, B TBEPAOH O3UPOBAHHON JIEKapCTBEHHON
dopme 1 mepOpaNbHOrO IMpHUMEHEHUss He OyayT JIeMOHCTPUPOBATH — YBEJIHYCHHE
a¢dekTuBHOrO pazmepa yactull bosnee yem Ha 80% B TeueHue npuMepHo 3, 6, 9, 12, 24 unu 36
MeCsILIEB XpaHEHUs IPpU KOMHATHOH Temmneparype (ot npumepHo 15°C no npumepno 25°C). B
HEKOTOPbIX BapHaHTaX peajn3allid HACTOAIIEro H300peTeHus CTaOMJIbHBIE YaCTHIIBI
HHpanapuba, ONMUCAaHHBIE B HACTOSIIIEM TOKYMEHTE, B TBEPIOH O3HMPOBAHHOM JIEKApCTBEHHON
dopme 1A mepoOpaNbHOrO IMpUMEHEHUst He OyayT JIeMOHCTPUPOBATH — YBEJIHYCHHE
s¢dekTuBHOrO pazmepa yactul donee yem Ha 90% B TeueHue npuMepHo 3, 6, 9, 12, 24 unm 36
MECSILIEB XPAHEHUs MPpH KOMHATHOH Temmneparype (ot npumepHo 15°C no npumepno 25°C). B
HEKOTOPBIX BAapUAHTAX pEAJM3aLMN HACTOSINEro HM300peTeHHss CTaOWJIbHBbIE YaCTHIIbI
HUpanapuda, ONMCAHHBIE B HACTOSLIEM JOKYMEHTE, B TBEPAOW TO3UPOBAHHON JIEKAPCTBEHHOU
dopme s MEpOpPaNLHOTO TPUMEHEHUsT He OyayT AeMOHCTPHPOBATH YBEIUYCHHE
a¢dexTuBHOrO pasmepa vactuil bosee yem Ha 95% B TeueHue npumepHo 3, 6, 9, 12, 24 umm 36

MECSILIEB XpaHEHUs TPU KOMHATHOHU Temriepatype (ot nmpumepro 15°C no npumepro 25°C).

[00254] B HekoTOpbIX BapHaHTaX peajH3alMd HACTOALIETO H300peTeHus CTabuiIbHbIE
YaCTHUIbl HUpanapuda, OMMCAHHBIE B HACTOSIIEM JOKYMEHTE, B JIO3UPOBAHHOM JIEKAPCTBEHHOM
dopme s TEepopaNbLHOTO TPUMEHEHHsT He OyAyT AEeMOHCTPHPOBATH YBEIUYECHHE
s¢dexTuBHOrO pasmepa dactuil Oonee yem Ha 50% B Teuenue 3, 6, 9, 12, 24 unu 36 mecsueB
XpaHeHus npu temneparype ot npumepHo 15°C go 30°C, ot 15 °C no 40 °C unu ot 15 °C no
50 °C. B HEKOTOpBIX BapHaHTaX PeaU3alUN HACTOSIIEro N300peTeHNs1 CTaOMIbHBIE YaCTHUIIbI
HUpanapuda, ONMCaHHbIE B HACTOSLIEM JIOKYMEHTE, B TBEPAOH ITO3UPOBAHHON JIEKAPCTBEHHOU
dopmMe s TEepopaNbHOTO TPUMEHEHHsT He OyAyT AEeMOHCTPHPOBATH YBEIHUYCHHE
s¢dexTuBHOrO pasmepa dactuil Oojnee yem Ha 60% B Teuenue 3, 6, 9, 12, 24 unu 36 Mecses
XpaHeHus npu temneparype ot npumepHo 15°C go 30°C, ot 15 °C no 40 °C unu ot 15 °C no

50 °C. B HEKOTOpBIX BapHaHTaX peajU3alUU HACTOSIIEro U300peTeHnsl CTaOMIbHBIE YaCTHIIBI
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HUpanapuda, ONMCaHHBIE B HACTOALIEM JIOKYMEHTE, B TBEPAOH ITO3UPOBAHHON JIEKAPCTBEHHON
dopme s mepopasbHOTO TPUMEHEHHsT He OyAyT AEeMOHCTPHPOBATh YBEIUYCHHE
s¢dexTuBHOTO pasmepa vacturl Oosee yem Ha 70% B Teuenue 3, 6, 9, 12, 24 unu 36 mecsues
XpaHeHus npu temneparype ot npumepHo 15°C go 30°C, ot 15 °C no 40 °C unu ot 15 °C no
50 °C. B HEKOTOpBIX BapHaHTaX peajU3ally HACTOSIIEro U300peTeHnsl CTaOUIbHbIE YaCTHUIIbI
HUpanapuda, ONMCaHHbIE B HACTOALIEM JTOKYMEHTE, B TBEPAOH O3UPOBAHHON JIEKaPCTBEHHON
dopme s mepopasbHOTO TNPUMEHEHHs He OyAyT AEeMOHCTPHPOBATH YBEIUYEHHE
s¢dexTuBHOrO pasmepa vactur Oosee yem Ha 80% B Teuenue 3, 6, 9, 12, 24 unu 36 mecsLes
XpaHeHus npu temneparype ot npumepHo 15°C go 30°C, ot 15 °C no 40 °C umm ot 15 °C no
50 °C. B HEKOTOpBIX BapHaHTaX peajTU3aLUH HACTOSIIEr0 N300peTeHus! CTaOMIbHbIE YaCTULIBI
HHpanapuba, ONMHUCAHHBIE B HACTOSIIIEM TOKYMEHTE, B TBEPIOH TO3HMPOBAHHOMH JIEKapCTBEHHON
dopme 1A mepOpaNbHOrO IMpHUMEHEHWss He OyayT JIeMOHCTPUPOBATH — yBEJIHYSHHE
a¢dekTuBHOrO pasmepa vactull Oosee uem Ha 90% B Teuenue 3, 6, 9, 12, 24 unu 36 Mecsies
xpaHeHus npu Temmneparype ot npumepHo 15°C no 30°C, ot 15 °C no 40 °C umm ot 15 °C no
50 °C. B HEKOTOpBIX BapHAaHTAX peaTU3aLUH HACTOSINETrO N300peTeHus! CTaOMIbHbIE YaCTUIIBI
HUpanapuda, ONMCAHHBIE B HACTOSLIEM JOKYMEHTE, B TBEPAOW TO3UPOBAHHON JIEKaPCTBEHHOU
dopmMe s TEpOpaNLHOTO TPUMEHEHUsT He OyayT AeMOHCTPHPOBATH YBEJIUYCHHE
a¢dexTuBHOrO pasmepa yactuil 6ojee yem Ha 95% B Teuenue 3, 6, 9, 12, 24 unu 36 MecsueB
xXpaHeHus npu temneparype ot npumepHo 15°C go 30°C, ot 15 °C no 40 °C unu ot 15 °C no
50 °C.

[00255] B HexkOTOpBIX BapUaHTAX PeaU3alMK HACTOSIIEro H300peTeH s (hapMalleBTHYECKast
KOMIIO3UIUS, OMHCAHHAS B HACTOSILIEM IOKYMEHTE, SIBJISIETCS CTaOWJIBbHOW B OTHOIIEHUU
Jerpajaliy COeIMHEHNs B TeUEHUE IO MeHblel Mepe npuMmepHo 30 nuei, 60 auel, 90 nuel, 6
MecsueB, 1 rona, 18 mecsiues, 2 ner, 3 neT, 4 et wiu S jer, Hanpumep, mpumepHo 80-100%,
Hanpumep, npumepHo 80%, 90%, 95% wunmu 100% akTHBHOTO (hapMaleBTHYECKOTO areHTa B
yKa3aHHOW (hapMalleBTUYEeCKOW KOMITO3ULIMU SIBJIIETCSl CTaOMIbHBIM. CTaOMJIBHOCTH MOKHO
U3MEPUTh C TIOMOINBIO BBICOKOA((EKTUBHOM >KHIKOCTHOU xpomarorpaduu (BOXKX). B
HEKOTOPBIX BapUAHTAX peall3aliy HACTosIero n3odpeterus npumepro 80-100% (Hampumep,
npumepro 90-100% wmnun 95-100%) Hupanapuda wim ero papManeBTHUECKH TPHEMIIEMON COH
(Hampumep, Hupamapuda TO3WJIATa MOHOTHApaTa) B (apMaleBTHUYECKOH KOMIIO3HIIHH,
OMHMCAHHON B HACTOSIIEM JOKYMEHTE, SIBJIIeTCS CTAaOMJIbHBIM B TE€YEHHE MO MEHbIIEH Mepe
npumepHo 30, 60, 90, 180, 360, 540 wim 720 nueit, Hanpumep, 6onee 90 nHel. B HekoTOPBIX

BapHUAHTaX peajM3alyy HacTosmero n3ooperenus npumepHo 80%, 85%, 90%, 95% wumu 100%
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(marmmpumep, mpumepHO 95%) Hupanmapuba wiu ero ¢papManeBTHYECKH NPUEMIIEMOH COJH
(Hampumep, Hupamapuba TO3WJIaTa MOHOTHAPATA) SIBJISETCS CTAOWIBHBIM B OTHOIICHUU
Aerpajalu coenvHeHuss B TedeHue 30 nHeil wim Oonee. B kaxkmom ciy4yae cTaOHIBHOCTD
MOKHO M3MepHUTh ¢ momombio BOXKX unmm npyroro merona, M3BECTHOTO B NaHHOH 00acTu.
MeTonbl OLICHKH XMMHYECKOH CTaOMIBHOCTH MPU XPAHEHUH TBEPABIX JIEKAPCTBEHHBIX (OpM
onucansl B qureparype. Cm., Hapumep, S. T. Colgan, T. J. Watson, R. D. Whipple, R. Nosal,
J. V. Beaman, D. De Antonis, “The Application of Science and Risk Based Concepts to Drug
Substance Stability Strategies” J. Pharm. Innov. 7:205-2013 (2012); Waterman KC, Carella AJ,
Gumkowski MJ, et al. Improved protocol and data analysis for accelerated shelf-life estimation
of solid dosage forms. Pharm Res 2007; 24(4):780-90; u S. T. Colgan, R. J. Timpano, D. Diaz,
M. Roberts, R. Weaver, K. Ryan, K. Fields, G. Scrivens, Opportunities for Lean Stability
Strategies” J. Pharm. Innov. 9:259-271 (2014).

[00256] B HekoTOPBIX BapHaHTAX pean3alny HACTOSIIEro H300peTeHus papMalieBTHYECKUE
JIeKapCTBEHHbIE (POPMBI, ONMMCAHHBIE B HACTOSINEM IOKYMEHTE, SIBJISIFOTCS CTaOWIIBHBIMH B
OTHOLIEHWUHU Jierpajaliiy coenHeHus (Hanpumep, aerpagauus MeHee 30%, nerpananusi MeHee
25%, nerpananus meHee 20%, nerpananus meHee 15%, nerpanauus menee 10%, nerpananus
Menee 8%, merpamauus meHee 5%, nmerpamanusi meHee 3%, nmerpamauusi Mmenee 2% WU
nerpangaiusi MeHee 5%) B TeYeHUE MEePHOAa, COCTABISIOLIETO MO MEHbIIEH Mepe mpuMepHO 1
J€Hb, IO MEHbILIEH Mepe NPUMEPHO 2 IHA, IO MEHbIIENH Mepe MPUMEPHO 3 AHs, IO MEHbLIEH
Mepe MPUMEPHO 4 NIHs, IO MEHbIIEeH Mepe NPUMEPHO 5 AHEH, N0 MEHbIIEeH Mepe MPUMEPHO 6
IHEHW, MO MEeHbLIEH Mepe NPUMEPHO 1 Hexento, MO MEHbIIEW Mepe NMPUMEPHO 2 Henenu, Mo
MEHBIIEN MEpe NPUMEPHO 3 HEAENH, N0 MEHbIIEH Mepe MPUMEPHO 4 HeNleNIU, 1I0 MEHBLIEH Mepe
MIPUMEPHO 5 HeNlenb, 0 MEHbIIEH Mepe MPUMEPHO 6 Henelb, IO MEHbLIEH Mepe NMPUMEPHO 7
Hezenb, 10 MEHbIIEeH Mepe MPUMEPHO 8 Henelnb, 0 MEHbLIEH Mepe MPUMEPHO 3 MecsAla, MO
MEHbILIEH Mepe NMPUMEpPHO 4 Mecsla, 0 MEHbIIEH Mepe NPUMEPHO 5 MECALEB, IO MEHbIIEH
Mepe NMPUMEPHO 6 MeCALEB, O MEHbLIEH Mepe NPUMEPHO 7 MeCsLUEB, MO MEHbLIEH Mepe
MIPUMEPHO 8 MeCsALEB, IO MEHbIIEH Mepe NPUMEPHO 9 MeCsLEeB, 10 MEHbLIEH Mepe NPUMEPHO
10 mecsiueB, Mo MeHbIIEH Mepe NpuMepHO 11 Mmecsues, MO MeHbLIEH Mepe NpUMepHO 12
MECSALEB, IO MEHBLIEH Mepe MPUMEPHO 24 MecsLa UK IO MEHbIIEN Mepe MPUMEPHO 36 MeCALIEB
B YCIIOBHSIX XpaHEHHsI (HarmpuMep, MpU KOMHATHOW Temriepatype). B HEeKOTOphIX BapmaHTax
peanm3aly HACTOSIIEero HM300pPETEeHUsl JIeKapCTBEHHbIE (OPMBI, ONMHUCAHHBIE B HACTOSILIEM
IOKYMEHTE, SIBIIIIOTCS CTa0WIBbHBIMA B OTHOLICHWH JErPajlallii COEIWHEHHs B TEUEHUE

NepUOoAa, COCTABISAIOLIEro MO MeHblIeill Mepe npuMepHo | Henemo. B HeKOTOPBIX BapuaHTax
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peanm3any HACTOSIIEro HM300pPETEeHUs JIEKapCTBEHHbIE (HOPMBI, ONMHUCAHHBIE B HACTOSILIEM
IOKYMEHTE, SIBIIIIOTCS CTA0WIBHBIMA B OTHOLIEHWH JErPajlaliid COEIWHEHHs B TEUEHUE
NepHoOJa, COCTABIIAIOIIErO MO MEHbIIEH Mepe MpUMEpHO 1 mecsau. B HEKOTOpPBIX BapHaHTax
peanu3any HACTOSIIEro M300pETeHUs JIEKapCTBEHHbIE (OPMBI, ONMHUCAHHBIE B HACTOSILIEM
IOKYMEHTE, SIBIIIOTCS CTAa0WIBHBIMU B OTHOLIEHWH JErpajlaliii COEIWHEHHs B TEUEHUE
NepHOJa, COCTABISIIOLIErO MO MEHBbLIEH Mepe MPUMEPHO 3 MecsAlna. B HEKOTOpBIX BapHaHTax
peanu3any HACTOSIIEero M300pETeHUs JIEKapCTBEHHbIE (OPMBI, ONMHUCAHHBIE B HACTOSILIEM
JIOKYMEHTE, SIBIISIOTCS CTAa0WIBHBIMH B OTHOLIEHHWH JErpajlaliiid COEIMHEHHs B TEUEHUEe
NepHOJa, COCTABISIIOLIErO MO MEHBbLIEH Mepe NMPUMEPHO 6 MecsAuna. B HEKOTOPBIX BapHaHTax
peanu3aly HACTOSIIEero M300pETeHUs JIeKapCTBEHHbIE (OPMBI, ONMUCAHHBIE B HACTOSILIEM
IOKYMEHTE, SIBJSIFOTCS CTAOMJIbHBIMU B OTHOLICHHWH NETPajalliil COCAMHEHUS B TEUEHHE
NepUOAA, COCTABJIAIOLIErO MO MEHbLIEH Mepe MpUMepHO 9 Mecsina. B HEKOTOpBIX BapuaHTax
peanu3aly HAaCTOSLIer0 M300peTeHus JIeKapCTBEHHbIE (DOPMBI, ONMHMCAHHBIE B HACTOSLIEM
IOKYMEHTE, SIBJSIFOTCS CTAOMJIBHBIMM B OTHOLICHWHW NETPajalliil COCAMHEHUS B TEUEHHE

NEPUOAA, COCTABIISIOLIErO IO MEHbLIEH Mepe NpuMepHo 12 mecsna.

[00257] MeToabl OLIEHKH XMMHUYECKOH CTaOMJIBHOCTH TBEPABIX JIEKAPCTBEHHBIX (HOpM MpH
XpaHEHHH, B TOM 4YHCJI€ B YCIOBUSIX YCKOPEHHOTO CTAapeHusi, OmucaHbl B juteparype. Cwm.,
nanpumep, S. T. Colgan, T. J. Watson, R. D. Whipple, R. Nosal, J. V. Beaman, D. De Antonis,
“The Application of Science and Risk Based Concepts to Drug Substance Stability Strategies”
J. Pharm. Innov. 7:205-2013 (2012); Waterman KC, Carella AJ, Gumkowski MJ, et al. Improved
protocol and data analysis for accelerated shelf-life estimation of solid dosage forms. Pharm Res
2007, 24(4):780-90; u S. T. Colgan, R. J. Timpano, D. Diaz, M. Roberts, R. Weaver, K. Ryan,
K. Fields, G. Scrivens, Opportunities for Lean Stability Strategies” J. Pharm. Innov. 9:259-271
(2014). Xumnueckasi CTaOMIBHOCTh TBEPABIX JIEKAPCTBEHHBIX (POPM MPU XPAHEHUH MOXKET
TaKKe OMpPENeNAThCS COMIacHO TpeboBaHUSAM MEKIyHApPOIHOTO COBETa MO COTrJIACOBAHMIO
TeXHUYeCKHX TpeOoBaHUN K (QapmanepTudeckuM mnpemnapatam s 4denoseka (ICH) wmm

BcemupHoii opranuzanuu 3apasooxpanenus (BO3).

[00258] B 3aBHCHMOCTH OT permoHa MHpa, JJis MPUMEHEHHUS WA XPaHEHHs] B KOTOPOM
npenHasHaueHa (apMaleBTHUeCKass KOMIIO3UIIHMS, UCCIENOBaHMsI CTaOMIBHOCTU MOTYT
MIPOBOANTHCS B COOTBETCTBUU C KIIMMATHUECKUMH YCIIOBUSIMU JTaHHON CTpaHbl. OOBIMHO MUP
MOYKHO MOAEIUTh Ha ISATh Pa3JIMYHBIX 30H: yMepeHHast 30HA,
CpeIu3eMHOMOpPCKas/cyOTponueckasi 30Ha, 30Ha ¢ CyXUM U JKapKUM KJIIHMATOM, 30Ha ¢ JKapKUM

N BJIA>KHBIM KJ'II/IMaTOM/TpOHI/I"IeCKaﬂ 30HAa U 30HA C JKAPKUM KIIMMATOM U C 0oJiee BBICOKOI1
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BJIA’KHOCTBIO. Cl'IeLII/Ia.]'II/ICTbI B I[aHHOfI 00JIaCTH TEXHUKH MOTYT OHNpPEACIINTE MNOAXOAAIIUC

YCJIOBHS JIsl IPOBEAEHUS UCIIBITAHUN B KOHKPETHON KJIMMAaTHYE€CKON 30HE.

[00259] OnuH acmekT HACTOSIIEro JOKYMEHTa OTHOCHUTCS K KOMIIO3HILMH, COJep KalleH
Ta0NeTKy, comepkamyr:. S((eKkTHBHOE KOJIMYECTBO HHUpamapuda IJIsi WHTHOWPOBAHHS
nonu(Al®-pubdoza)-nonmumepassl (PARP) npu BBeneHun cyObeKkTy, HYKIAIOMIEMYCSl B 3TOM;
rae yKaszaHHas TaOlieTKa XapakTepu3yeTrcs MO MEHbLIeH Mepe OJHHUM U3 CIEAYIOINero:. a)
yKazaHHas TabdneTka conep:xkut meHee 0,2 mac.% Jr000Oro mpoAyKTa nerpagaliy Hupamnapuoa;
b) ykxasanHas Tabnerka cogepxut menee 0,2 mac.% mro00ro OTAEIBPHOrO MPOAYKTA Aerpafialiuu
HUpanapuda nocie xpaHeHus: B TedueHne 1 mecsiia npu temmneparype 40 °C 1 OTHOCUTENBHON
BJIaXXHOCTH 75% (OTH. BIL), M C) yka3aHHas Tabnerka comepxxutr menee 0,2 mac.% nro6oro
NPOAYKTA Aerpafaluy Hupanapuba mocie XpaHeH!s B TeueHHe 2 MecsieB npu remmneparype 40

°C ¥ OTHOCUTEJILHOU BiIaxkHOCTU 75% (OTH. BJL.).

[00260] B HekOTOpBIX BapHaHTaX peaTU3alUN HACTOSILIEr0 H300pEeTeHUs yKa3aHHasl
tabneTka conep:kut MeHee 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06
Mmac. %, 0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. % wnm
0,001 mac. % mr000ro OTHENBHOrO MPOAYKTA Aerpaaauy Hupanaprda. B HEKOTOpbIX BapuaHTax
peanu3aluy HaCTOsLIEro n300peTeHus TabeTka coneps:kut meHee 0,2 mac. %, 0,1 mac. %, 0,09
mac. %, 0,08 mac. %, 0,07 mac. %, 0,06 mac. %, 0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02
mac. %, 0,01 mac. %, 0,005 mac. % wumu 0,001 mac. % m0OOro OTHETBHOrO MPOAYKTA
AerpagalMu Hupanapuba mocje XpaHeHHusi B TedueHue | mecsina mpu temnepatype 40 °C u
OTHOCHUTENIbHOU BIa;KHOCTU 75% (OTH. Bi1.). B HEKOTOPBIX BapUaHTaX pealu3aliy HACTOSIIETO
u3o0peTeHus ykaszaHHas tabyietka comepxut mernee 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08
mac. %, 0,07 mac. %, 0,06 mac. %, 0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01
mac. %, 0,005 mac. % wmmm 0,001 mac. % nrOOOro OTAENBHOrO MPONYKTAa Aerpagaluu
HUpanapuda rmocie XpaHeHus: B TeueHue 2 mecsiues rnpu tremmepatype 40 °C 1 OTHOCUTENIbHOU

BIIAKHOCTH 75% (OTH. BIL.).

[00261] B HekOTOpBHIX BapUaHTAX peaju3alUUd HACTOSINEro W300peTeHHs YKa3aHHas
tabnetka comep:xut nmpumepHo 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %,
0,06 mac. %, 0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. %
wm 0,001 mac. % moOoro oTAENpPHOrO MPOAYKTAa JAerpajauuy Hupamapuda. B HekoTopbIx
BapHaHTaX peajn3aliy HACTOSIIeTo N300peTeHus TadeTka coneps:kut npumepHo 0,2 mac. %,

0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06 mac. %, 0,05 mac. %, 0,04 mac. %, 0,03
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Mmac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. % wm 0,001 mac. % m000r0 OTAEIBLHOIO
NPOAYKTa Jerpasalui Hupanaproa nocjie XxpaHeHus B TeueHue 1 mMecsina npu remneparype 40
°C m orHOcuTenpHOW BiaxXHOCTH 75% (OTH. Bi.). B HEKOTOpBIX BapuaHTax peaTH3aluU
HaCToALIeTro M300peTeHns yka3zaHHas Tabnerka comepkut npumepso 0,2 mac. %, 0,1 mac. %,
0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06 mac. %, 0,05 mac. %, 0,04 mac. %, 0,03 mac. %,
0,02 mac. %, 0,01 mac. %, 0,005 mac. % wmm 0,001 mac. % m00Oro OTAETHPHOrO MPOAYKTA
Aerpagaluyu HUpamapuOa Iocjie XpaHeHus B TeueHHe 2 mecsueB npu temmneparype 40 °C u

OTHOCHUTEJIbHOU BJIaXKHOCTH 75% (OTH. BIL).

[00262] B HexoTOpbIX BapuaHTax peajM3allMd HACTOsIIee H300pEeTEeHHE OTHOCUTCS K
NO3UPOBAHHOW JIEKAPCTBEHHON (opMe i MEepOopaibHOTO NPUMEHEHHs, CcoaeprKalien
HUpanapud u (papMaLeBTHUECKU MPUEMJIEMbIil HOCUTENb, TIPHU 3TOM YKa3aHHAs TO3UPOBAHHAsS
JekapcTBeHHas popma neMoHcTpupyeT oOpasoBanue MeHee 1,5 mac. %, 1,4 mac. %, 1,3 mac. %,
1,2 mac. %, 1,1 mac. %, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac. %, 0,5 mac. %,
0,4 mac. %, 0,3 mac. %, 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06
mac. %, 0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. % uau
0,001 mac. % omHoro mim Oosiee MPOAYKTOB A€rpajalliy, HANpHMeEp, OJHOrO WM Oosee
NPOAYKTOB Jerpajanuu Hupamnapuba, mocjie XpaHeHHsi B TedeHue | mecsima, 3 Mecsues, 6
MecsueB, 9 mecsues, 12 mecses, 24 mecsaueB wim 36 mecsieB npu temneparype S °C. B
HEKOTOPBIX BAapPUAHTAX peaU3alMH HACTOsIlee H300peTEeHHEe OTHOCUTCS K JO3HPOBAHHOMU
JIEKapCTBEHHOH (opMe JJisi TEpOpaibHOTO TNPUMEHEHUs, CoAeprkaliei Hupamapud u
(dapMalieBTHYECKU PUEMJIEMbIH HOCUTEIb, PH 3TOM YKa3aHHAsl JO3UPOBAHHAS JIEKapCTBEHHAS
¢dbopma nemMoHCTpUpyeT obOpasoBanue meHee 1,5 mac. %, 1,4 mac. %, 1,3 mac. %, 1,2 mac. %, 1,1
Mmac. %, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac. %, 0,5 mac. %, 0,4 mac. %, 0,3
Mmac. %, 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06 mac. %, 0,05 mac.
%, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. % wunu 0,001 mac. % omgHOrO
win Ooyiee MPOMYKTOB JAerpagalliy, HampuMep, OAHOrO WK Oojiee MPONYKTOB Aerpanalliu
Hupamapuba, mocjie XpaHeHusi B TedeHue | mecsia, 3 Mecsues, 6 Mecsues, 9 mecsues, 12
MecsLeB, 24 mecsues uinu 36 Mecsues npu temmeparype 25 °C U OTHOCUTENbHON BIa’KHOCTU
60% (oTH. BN1.). B HEKOTOPBIX BapHaHTAaX PeATM3ALNUU HACTOsIIEe H300pEeTEeHHe OTHOCHUTCS K
NO3UPOBAHHOW JIEKAPCTBEHHOH (hopMe Ui MEepOpaibHOrO TNPUMEHEHHs, COAepIKalien
Hupamapud u GapManeBTUIECKH MPUEMIIEMbII HOCUTEJIb, MIPH 3TOM YKa3aHHAas JO3UPOBAHHAS
JeKapcTBeHHas hopMa IeMOHCTpupyeT odpaszoBanue meree 1,5 mac. %, 1,4 mac. %, 1,3 mac. %,

1,2 mac. %, 1,1 mac. %, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac. %, 0,5 mac. %o,
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0,4 mac. %, 0,3 mac. %, 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06
Mmac. %, 0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. % unu
0,001 mac. % omHoro wmiu Oojee MPOAYKTOB JAerpagallid, HAMpUMeEp, OJHOrO WM OoJiee
MPOAYKTOB Jerpajanuy Hupanapuda, mocjie XpaHeHusi B TeueHue | mecsma, 3 mecsues, 6
MecsueB, 9 mecsues, 12 mecsues, 24 MecsueB unu 36 mecsues npu temmneparype 30 °C u
OTHOCHUTEJIbHOU BJIAXKHOCTH 65% (OTH. BIl.). B HEKOTOPBIX BapHaHTaX peaM3aly HACTOSIIEe
n300peTeHne OTHOCUTCS K JO3UPOBAHHOM JIGKAPCTBEHHOW (popMe IJIsi IMepOpasbHOTO
MPUMEHEHUs1, CoAepKalieil Hupanapud u papMaleBTUYECKH PUEMJIEMbIH HOCUTEJTb, TIPH 3TOM
yKa3aHHas JO3WPOBaHHAs JIeKapCTBeHHas (hopMa eMOHCTpUpyeT oOpasoBanue MeHee 1,5 mac.
%, 1,4 mac. %, 1,3 mac. %, 1,2 mac. %, 1,1 mac. %, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac.
%, 0,6 mac. %, 0,5 mac. %, 0,4 mac. %, 0,3 mac. %, 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08
Mmac. %, 0,07 mac. %, 0,06 mac. %, 0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01
mac. %, 0,005 mac. % wmnu 0,001 mac. % oxHoOro unu Oosiee MPOAYKTOB AeTpagalliu, HaIpUMep,
OJHOTO WM OOJiee MPOAYKTOB JAerpagaliii Hupanapuoda, mocjae XpaHeHus B TeueHue 1 mecsua,
3 Mmecsues, 6 MecsaLeB, 9 MecsLeB, 12 Mecsnes, 24 MecsleB uiu 36 MeCsLEB MIPU TEMIEPAType

40 °C u oTHOCHUTENBHOMN BIaXHOCTH 75% (OTH. BIL).

[00263] B HexOTOpBIX BapUaHTAX peaTU3aLUH HACTOSIIErO H300pETEH s KOJTMYECTBO OTHOM
wiu Gosiee oOLel mpuMecH UM POAYKTA Jerpajalii Hupanapuda COCTaBIsIeT MPUMEPHO OT
0,01 mr go 0,05 mr, ot 0,05 mr 10 0,1 mr, ot 0,1 Mr 70 0,2 mr, ot 0,2 mr g0 0,25 mr, ot 0,25 Mr
1o 0,5 mr, ot 0,5 mr mo 0,75 mr, ot 0,7 mr mo 0,95 mr, ot 0,9 mr no 1,15 mr, ot 1,1 mr mo 1,35
mr, ot 1,3 mr o 1,5 mr, ot 1,5 mr no 1,75 mr, ot 1,75 mr go 1,95 mr, ot 1,9 mr go 2,15 mr, ot
2,1 Mr g0 2,35 mr, ot 2,3 mr a0 2,55 mr, ot 2,5 mr a0 2,75 mr, ot 2,7 mr no 3,0 mr, oT 2,9 Mr 1o
3,15 mr, ot 3,1 mr o 3,35 mr, ot 3,3 mr 110 3,5 wmr, ot 3,5 mr a0 3,75 mr, ot 3,7 mr g0 4,0 mr, OT
4,0 mr g0 4,5 mr, ot 4,5 Mr g0 5,0 mr, ot 5,0 Mr g0 5,5 mr, ot 5,5 mr g0 6,0 mr, ot 6,0 Mr g0 6,5
mr, oT 6,5 mr g0 7,0 mr, ot 7,0 Mr go 7,5 mr, ot 7,5 mr g0 8,0 mr, ot 8,0 mr 10 8,5 mr, ot 8,5 Mr
10 9,0 mr, ot 9,0 mMr 10 9,5 Mr wum ot 9,5 mr 1o 10,0 mr. B HeKOTOpBIX BapuaHTax peanu3anuu
HACTOSIIEr0 M300peTeHHsI KOJIMYECTBO OAHOH WiM Ooyiee oOOWIeidl NMpHMecH WM MPOAYKTa
Jerpananyiu Hupanapuoa CoCTaBisieT MpuMepHO uin MeHee npumepro 0,01 mr, 0,05 mr, 0,1 wmr,
0,2 mr, 0,25 mr, 0,5 mr, 0,7 mr, 0,9 mr, 1,1 mr, 1,3 mr, 1,5 mr, 1,7 mr, 1,9 mr, 2 mr, 2,3 mr, 2,5
mr, 2,75 mr, 3,0 mr, 3,1 mr, 3,3 mr, 3,5 mr, 3,7 mr, 4,0 mr, 4,5 mr, 5,0 mr, 5,5 mr, 6,0 mr, 6,5 Mr,

7,0 mr, 7,5 mr, 8,0 mr, 8,5 mr, 9,0 mr, 9,5 mr unu 10,0 mr.

[00264] B HekoTOpbIX BapuaHTaX peaTH3aLMU HACTOsIIEe H300pETEeHHE OTHOCUTCS K

JO3MPOBAHHOW JIGKAPCTBEHHOW (opMe Uil NEepOpPaNbHOTO MPHMEHEHHs, COAeprKaiien
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HUpanapud u ¢papMaLeBTHUECKN MPUEMIIEMbIII HOCUTENb, IIPU 3TOM YKa3aHHAs TO3UPOBAHHAS
JeKapcTBeHHas: hopMa neMOoHCTpupyeT odpaszoBanue meree 1,5 mac. %, 1,4 mac. %, 1,3 mac. %,
1,2 mac. %, 1,1 mac. %, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac. %, 0,5 mac. %o,
0,4 mac. %, 0,3 mac. %, 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06
Mmac. %, 0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. % uau
0,001 mac. % onnoro miH OoJiee MPOAYKTOB JAerpatallii MOCe XpaHSHUs B TeUeHne | Mecsa,
3 MecsALes, 6 MecsLeB, 9 mecsues, 12 mecsaues, 24 Mecanes Wi 36 MeCsLEeB IIPU TEMIIEpaType
5 °C. B HekOoTOppIX BapHaHTAaX peaU3aliHi HACcTosee H300PETeHHEe OTHOCHTCA K
JNO3UPOBAHHOW JIEKAPCTBEHHOH (opMe i MepopaibHOrO NPUMEHEHHUs, CoaeprKarien
Hupamapud u GapManeBTHYECKH MPUEMIIEMbII HOCUTEIb, IIPH 3TOM YKa3aHHAasi JO3UPOBaHHAs
JekapcTBeHHas popma neMoHcTpupyeT oOpasoBanue MeHee 1,5 mac. %, 1,4 mac. %, 1,3 mac. %,
1,2 mac. %, 1,1 mac. %, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac. %, 0,5 mac. %,
0,4 mac. %, 0,3 mac. %, 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06
Mmac. %, 0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. % wnu
0,001 mac. % omgHOro MM Gosee MPOAYKTOB Jerpagaliiy IMocie XpaHeHHs B TedeHue | mMecsna,
3 Mecsues, 6 MecsALeB, 9 MecsLeB, 12 Mecsnes, 24 MecsLeB uiu 36 MeCsLEeB NIPU TEMIEPAType
25 °C u otHOcuTrenbHON BiakHOCTH 60% (OTH. Bi). B HEKOTOPBIX BapuaHTaxX pean3alliu
HACTOsAIee M300peTeHHe OTHOCHUTCS K JO3MPOBAHHOW JIeKapCTBEHHOW (opme s
MEPOPATLHOTO MPUMEHEHUs, COAepsKalleil Hupamapud u (papMaleBTUYECKU MPHEMIIEMbIN
HOCUTENIb, TIPU 3TOM YKa3aHHAs JO3UPOBAHHAS JIEKApCTBEHHAs (opMa IEeMOHCTPUPYET
obpasoBanue meHee 1,5 mac. %, 1,4 mac. %, 1,3 mac. %, 1,2 mac. %, 1,1 mac. %, 1,0 mac. %, 0,9
Mmac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac. %, 0,5 mac. %, 0,4 mac. %, 0,3 mac. %, 0,2 mac. %, 0,1
Mmac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06 mac. %, 0,05 mac. %, 0,04 mac. %, 0,03
mac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. % umu 0,001 mac. % omgHOTO MK OOJIEe MPOAYKTOB
Jerpajaluy TMocjie XpaHeHus B TeueHue | mecsua, 3 mecsaues, 6 mecsues, 9 mecsues, 12
MecsLeB, 24 mecsues unu 36 Mecsues npu temreparype 30 °C u OTHOCUTENBHON BIa’KHOCTU
65% (oTH. BN1.). B HEKOTOPBIX BapHaHTAaX PeATM3ALNUU HACTOsIIEe N300pETEeHHEe OTHOCHUTCS K
JNO3UPOBAHHOW JIEKAPCTBEHHOH (hopMe Ui MEepOpaibHOrO NPUMEHEHUs, COIepIKalien
HUpanapud U ¢papMaLeBTHUECKN MPUEMIIEMbIII HOCUTEIb, IIPH 3TOM YKa3aHHAs TO3UPOBAHHAS
JeKapcTBeHHAs: hopMa eMOHCTpupyeT odpaszoBanue meree 1,5 mac. %, 1,4 mac. %, 1,3 mac. %,
1,2 mac. %, 1,1 mac. %, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac. %, 0,5 mac. %,
0,4 mac. %, 0,3 mac. %, 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06
Mmac. %, 0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. % uau
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0,001 mac. % onmnOro MK OoJiee MPOAYKTOB JAeTrpaNalluu MOCe XpaHeHUs B TeUeHrue | Mecsa,
3 MecsLeB, 6 MecsLeB, 9 mecsles, 12 mecsales, 24 MecsaneB Wik 36 MeCsLEB IIPU TEMIIEPAType

40 °C u oTHOCHTEBHOMU BIakHOCTH 75% (OTH. BIL).

[00265] B HekoTOpbIX BapuaHTaxX peajJM3alMUd HACTOsIIee H300pEeTEeHHE OTHOCUTCS K
JO3MPOBAHHOW JIEKAPCTBEHHOW (opMe Ui NEepOpPaNbHOTO MPUMEHEHHUs, CoaeprKalien
Hupanapud u ¢papMaLeBTHUECKU NMPHUEMIIEMbIII HOCUTENb, IIPU 3TOM YKa3aHHas O3UPOBAHHAS
JeKapcTBeHHas popMa IeMOoHCTpupyeT odpaszoBanue mernee 1,5 mac. %, 1,4 mac. %, 1,3 mac. %,
1,2 mac. %, 1,1 mac. %, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac. %, 0,5 mac. %o,
0,4 mac. %, 0,3 mac. %, 0,2 mac. %, 0,1 mac. %, 0,05 mac. %, 0,025 mac. % unu 0,001 mac. %
OJIHOTO MPOAYKTA Jerpafaluy nocjae XpaHeHus B TeueHue 1 mecsua, 3 Mecsaues, 6 MecsLes, 9
MmecsiueB, 12 mecsnes, 24 mecsueB wiu 36 Mecsues npu Temmneparype 5 °C. B HekoTopbIx
BapUAHTAX peaI3alMy HACTOsIIIee H300pETeHHe OTHOCUTCS K JO3UPOBAHHOW JIEKApCTBEHHON
dopMe I mEpopambHOrO MNPUMEHEHHs, conepikameld Hupamapud u (apMareBTHYECKH
NpUeMJIeMblii HOCHTENb, IpPU OSTOM YyKa3aHHAas [O3MPOBaHHAs JieKapcTBeHHas (opma
neMoHCTpHupyeT obpasoBanue meHee 1,5 mac. %, 1,4 mac. %, 1,3 mac. %, 1,2 mac. %, 1,1 mac.
%, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac. %, 0,5 mac. %, 0,4 mac. %, 0,3 mac.
%, 0,2 mac. %, 0,1 mac. %, 0,05 mac. %, 0,025 mac. % umu 0,001 mac. % omgHOrO NMPOAyKTA
Jerpajaluu TMocjie XpaHeHus B TeueHue 1 mecsiua, 3 mecsues, 6 mecsues, 9 mecsues, 12
MecsLeB, 24 mecsues uinu 36 Mecsies npu temreparype 25 °C U OTHOCUTENbHON BIaKHOCTU
60% (OoTH. BJ1.). B HEKOTOPBIX BapHaHTAaX peATM3ALUU HACTOSINEE H300pPETEHHEe OTHOCHUTCS K
JIO3MPOBAHHOW JIGKAPCTBEHHOW (opMe Ui MEepOpPaNbHOTO MPUMEHEHHUs, COAeprKalien
HUpanapud U (papMaLeBTHUECKU MPUEMJIEMbIIl HOCUTEIb, IIPU 3TOM YKa3aHHAs TO3UPOBAHHAS
JieKapcTBeHHas popMa TeMOHCTpupyeT odpaszoBanue Mmeree 1,5 mac. %, 1,4 mac. %, 1,3 mac. %,
1,2 mac. %, 1,1 mac. %, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac. %, 0,5 mac. %,
0,4 mac. %, 0,3 mac. %, 0,2 mac. %, 0,1 mac. %, 0,05 mac. %, 0,025 mac. % umu 0,001 mac. %
OHOTO MPOAYKTA Aerpajaluu nocjie XpaHeHusl B TeueHue 1 mecsua, 3 Mecsues, 6 Mecsles, 9
Mecsues, 12 Mecsues, 24 Mecsaues unu 36 Mecsaues npu temmneparype 30 °C 1 oTHOCUTENTbHON
BJIAKHOCTH 65% (OTH. B1.). B HEKOTOpBIX BapuaHTax pealn3aliil HACTOsINEe M300peTeHHe
OTHOCHUTCSl K JO3MPOBAHHOW JIEKAPCTBEHHOH (opMe Ui NepopaibHOTO IMPUMEHEHHS,
comepxaiieil Hupanapud U papMaLeBTHUECKU MPUEMIIEMbIiI HOCUTENb, TIPU 3TOM YKa3aHHAs
NO3UpPOBaHHAs JIeKapcTBeHHas popma aeMoHCTpupyeT oOpasoBanue meHee 1,5 mac. %, 1,4 mac.
%, 1,3 mac. %, 1,2 mac. %, 1,1 mac. %, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac. %, 0,6 Mac.

%, 0,5 mac. %, 0,4 mac. %, 0,3 mac. %, 0,2 mac. %, 0,1 mac. %, 0,05 mac. %, 0,025 mac. % nm



135

0,001 mac. % onHOro MpoAykTa ferpafaliy nocjie XxpaHeHus B TeueHue | mecsia, 3 MecsLes,
6 mecsues, 9 mecsaues, 12 mecsues, 24 mecsueB win 36 mecsues npu temneparype 40 °C u

OTHOCHUTEJIbHOU BJIAXKHOCTH 75% (OTH. BIL).

[00266] B HexoTOpHIX BapuaHTaxX peaJM3alMU HACTOsIIee H300pETEeHHE OTHOCUTCS K
JNO3UPOBAHHOW JIEKAPCTBEHHOH (opMe Ui MEepOpaibHOTO NPUMEHEHUs, CoaepKalien
Hupamapud u GapManeBTUIECKU MPUEMIIEMbII HOCUTEJIb, IIPH 3TOM YKa3aHHAasi JO3UPOBaHHAS
JeKapcTBeHHas popMa IeMOoHCTpupyeT odpaszoBanue mernee 1,5 mac. %, 1,4 mac. %, 1,3 mac. %,
1,2 mac. %, 1,1 mac. %, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac. %, 0,5 mac. %o,
0,4 mac. %, 0,3 mac. %, 0,2 mac. %, 0,1 mac. %, 0,05 mac. %, 0,025 mac. % unu 0,001 mac. %
OOIIMX MPOAYKTOB Erpaialiiy, BKJIIOUAs MPOAYKTHI AerPaJallii HUpanapuoa, mocie XpaHeHus
B TeueHue 1 mecsiua, 3 mecsies, 6 MecsiLes, 9 Mecsies, 12 mecsities, 24 Mecsies Wi 36 Mecs1eB
npu temreparype S5 °C. B HEKOTOpBIX BapHaHTaX peaju3alUd HACTOsIIee H300peTeHHe
OTHOCHUTCSI K JO3MPOBAHHOW JIEKAPCTBEHHOH (QopMe Ui MepopaibHOTO MPUMEHEHHS,
comepxkaiieii Hupanapud u GapMaLeBTHYECKU MPUEMJIEMbIii HOCUTENb, TP 3TOM YKa3aHHAs
IO3UpOBaHHAs JIEKapCTBeHHAs (hopma 1eMOHCTpHpyeT oOpa3oBanue Meree 1,5 mac. %, 1,4 mac.
%, 1,3 mac. %, 1,2 mac. %, 1,1 mac. %, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac.
%, 0,5 mac. %, 0.4 mac. %, 0,3 mac. %, 0,2 mac. %, 0,1 mac. %, 0,05 mac. %, 0,025 mac. % nnu
0,001 mac. % oOImMX MPOAYKTOB AeTpajalliy, BKIIFOYAs MPOAYKTHI Aerpagaliyd HUupanapuoa,
Mocje XpaHeHus B TeueHue 1 mecsua, 3 mecsueB, 6 mecdales, 9 mecsues, 12 mecsues, 24
MecsieB i 36 mecsites npu remmnepatype 25 °C u otHocuTenbHOM BiaxxaocTn 60% (OTH. BIL).
B HekoTOpBbIX BapHaHTaX peajn3aliu HACTOsIIEe H300pEeTeHHe OTHOCUTCS K JO3UPOBAHHOM
JIEKapCTBEHHOH (opMe JJisi TEepOpaibHOTO TPUMEHEHUs, COAeprkalieid Hupamapud u
(apManeBTHYECKU PUEMJIEMbIH HOCUTEIb, PU 3TOM YKa3aHHAs JO3UPOBAHHAS JIEKapCTBEHHAS
¢dbopma nemMoHCTpUpyeT oOpasoBanue mMeHee 1,5 mac. %, 1,4 mac. %, 1,3 mac. %, 1,2 mac. %, 1,1
Mmac. %, 1,0 mac. %, 0,9 mac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac. %, 0,5 mac. %, 0,4 mac. %, 0,3
mac. %, 0,2 mac. %, 0,1 mac. %, 0,05 mac. %, 0,025 mac. % umu 0,001 mac. % oOuux MPOAYKTOB
Jerpafalyy, BKJFOYAs MPONYKTHI Aerpalalud Hupamnapuda, mocje XpaHeHus B TeueHue |
Mecsua, 3 Mmecsues, 6 MecsueB, 9 mecsues, 12 mecsaues, 24 mecsueB uiu 36 MeCsIUEB NpU
temnepatype 30 °C u oTHOCHTENBHOH BiaKHOCTH 05% (OTH. BI.). B HEKOTOPBIX BapuaHTax
peanu3anuy HacTosiee N300peTeHne OTHOCUTCS K IO3UPOBAHHOM JIEeKapCTBeHHOW (opme auis
MEPOPATLHOTO MPUMEHEHUs], COoIepskalieil Hupamapud u (papMalneBTUYECKU MPHEMIIEMbIN
HOCHUTEJIb, TPU 3TOM YKa3aHHAas JO3UPOBAHHAs JIEKAPCTBEHHass (opMa JEMOHCTPUPYET

obpaszoBanue meHee 1,5 mac. %, 1,4 mac. %, 1,3 mac. %, 1,2 mac. %, 1,1 mac. %, 1,0 mac. %, 0,9
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Mmac. %, 0,8 mac. %, 0,7 mac. %, 0,6 mac. %, 0,5 mac. %, 0,4 mac. %, 0,3 mac. %, 0,2 mac. %, 0,1
mac. %, 0,05 mac. %, 0,025 mac. % wiu 0,001 mac. % oOmKX MPOAYKTOB Aerpadariy, BKIFOYas
NPOAYKTHI Nerpafalny Hupamapuba, Mocjie XpaHeHuss B TedeHwe | Mmecsiia, 3 Mecsues, O
Mecsues, 9 mecsues, 12 mecsues, 24 MecsueB wiu 36 mecsues npu temmneparype 40 °C u

OTHOCHUTEJIbHOU BiiaxkHOCTH 70% (OTH. BIL).

[00267] B HexkoTOpBIX BapHUaHTaX peaTU3alH HACTOSIIEro H300pPETeHUs yKa3aHHAs
Komnosuuus copepxkur MeHee 10 mac.% Boxbl. B HEKOTOpBIX BapuaHTax pealnu3aluu
HACTOSIIEro N300peTeHus yKa3aHHash KOMITO3ULMs copepkuT MeHee 10 mac. % Boxbl mocie
xpaHeHus B TeueHue 1 mecsua npu temneparype 40°C u 75% OTHOCUTENTBHOMN BIAXKHOCTH (OTH.
BJI.). B HEKOTOpPBIX BapHaHTaxX peayn3aliy HACTOSLIEro N300pEeTeHHs yKa3aHHAsT KOMITO3ULIUS
comepxut MeHee 10 Mac. % BOZIbI IOCIIE XpaHEHMsI B TeueHue 2 MecsileB pu remnepatype 40°C

1 75% OTHOCUTENBHOM BJIAYKHOCTH (OTH. BJL.).

B HeEkOoTOpBIX BapHUaHTAaX peau3alii HACTOSINEro H300peTeHHs] yKa3aHHAs KOMIIO3HIIUS
comepxxut meree 30 mac.%, 25 mac.%, 20 mac.%, 15 mac.%, 10 mac.%, 9 mac.%, 8 mac.%, 7
Mmac.%, 6 mac.%, 5 mac.%, 4 mac.%, 3 mac.%, 2 mac.%, 1 mac.%, 0,5 mac.% unu 0,1 mac.% BOnBbLI.
B HeKkoTOphIX BapuaHTAaX peaju3alldd HACTOSINEr0 M300peTEeHHs YKa3aHHAs KOMIIO3HILIHSI
conepxut npumMepHo 30 mac.%, 25 mac.%, 20 mac.%, 15 mac.%, 10 mac.%, 9 mac.%, 8 mac.%,
7 mac.%, 6 mac.%, 5 mac.%, 4 mac.%, 3 mac.%, 2 mac.%, 1 mac.%, 0,5 mac.% unu 0,1 mac.%
BOJbI. B HEKOTOPBIX BapHaHTaX peau3aluy HACTOSIIEr0 N300pETEHNUs YKa3aHHAsT KOMITO3ULIUS
conepxut meHee 30 mac.%, 25 mac.%, 20 mac.%, 15 mac.%, 10 mac.%, 9 mac.%, 8 mac.%, 7
mac.%, 6 mac.%, 5 mac.%, 4 mac.%, 3 mac.%, 2 mac.%, 1 mac.%, 0,5 mac.% umm 0,1 mac.% BoabI
nocyie XxpaHeHus: B TeueHue 1 mecsua npu temrneparype 40 °C U OTHOCHUTENBHOH BIaKHOCTU
75% (oTH. BN1.). B HEKOTOpPBIX BapuaHTaX peaTH3alMU HACTOSALIETO M300pETEeHHs yKa3aHHAs
KOMITO3UIMsT comepkut nmpumepHo 30 mac.%, 25 mac.%, 20 mac.%, 15 mac.%, 10 mac.%, 9
mac.%, 8 mac.%, 7 mac.%, 6 mac.%, 5 mac.%, 4 mac.%, 3 mac.%, 2 mac.%, 1 mac.%, 0,5 mac.%
umn 0,1 mac.% Boxmbl mocie xpaHeHus B TedeHue | mecsina npu temreparype 40 °C u
OTHOCHUTENIbHOU BIaXKHOCTU 75% (OTH. BJ1.). B HEKOTOPBIX BapHaHTaX pealu3aiiiy HACTOSIIETO
n300peTeHnsl yKa3aHHass KoMmo3umusi copep:xkutr meHee 30 mac.%, 25 mac.%, 20 mac.%, 15
Mac.%, 10 mac.%, 9 mac.%, 8 mac.%, 7 mac.%, 6 mac.%, 5 mac.%, 4 mac.%, 3 mac.%, 2 mac.%,
2 mac.%, 0,5 mac.% wum 0,1 mac.% BOAbBI TOC/E XpaHEHUs B TE€UEHUE 2 MECSLEB IpU
temneparype 40 °C u oTHOCHTENBHOH BIKHOCTH 75% (OTH. BN.). B HEKOTOPBIX BapuaHTax
pearu3alny HaCTOSIIIEero H300peTeH s YKa3aHHasT KOMITO3HUIUS CONepKUT mpumepHo 30 mac. %o,

25 mac.%, 20 mac.%, 15 mac.%, 10 mac.%, 9 mac.%, 8 mac.%, 7 mac.%, 6 mac.%, 5 mac.%, 4
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Mmac.%, 3 mac.%, 2 mac.%, 2 mac.%, 0,5 mac.% unu 0,1 mac.% BoxbI MOCE XpPaHEHUS B TEUCHUE
2 mecsiueB nipu Temnepatype 40 °C u oTHOcUTENbHOMN BiiaskHOCTU 75% (OTH. BiI1.). B HEKOTOPBIX
BapHaHTaX peajn3allii HACTOSIIEro N300pEeTeH sl YKa3aHHAsi KOMITO3ULUS COOepKUT MeHee 30
mac.%, 25 mac.%, 20 mac.%, 15 mac.%, 10 mac.%, 9 mac.%, 8 mac.%, 7 mac.%, 6 mac.%, 5
Mmac.%, 4 mac.%, 3 mac.%, 2 mac.%, 36 mac.%, 0,5 mac.% unu 0,1 mac.% BobI OCTIE XpaHEHUS
B TeUECHHUE 3 MecsLeB, 6 Mecsues, 9 mecsues, 12 mecsaues, 24 mMecsLEeB WK 36 MECILEB NpU
temrieparype 40 °C u oTHOCUTENBHON BIAXXHOCTH 75% (OTH. BiL.). B HEKOTOpBIX BapHaHTax
pearu3aly HaCTOSIIIero H300peTeH s yKa3aHHasl KOMITO3UIUS COepKUT mpumepHo 30 mac. %,
25 mac.%, 20 mac.%, 15 mac.%, 10 mac.%, 9 mac.%, 8 mac.%, 7 mac.%, 6 mac.%, 5 mac.%, 4
mac.%, 3 mac.%, 2 mac.%, 36 mac.%, 0,5 mac.% unu 0,1 mac.% BonbI OCIie XpaHEHUs B TEUEHHE
3 mecsAues, 6 MecsLes, 9 MecsLes, 12 Mecsues, 24 MecsLeB WM 36 MecsALEeB pU TeMrepaType

40 °C u oTHOCHUTENbHOM BlaxKHOCTH 75% (OTH. BIL.).

Tabremku
[00268] B HekOTOpBIX BapHaHTaX peajM3alMd HACTOSILEro H300peTeHHs yKa3aHHasI
(dapmarieBTHUECKasi KOMIIO3UIMSI TIPUTOTOBJIEHA B BUAE TBEPAbIX (hapMaLEeBTHUECKUX
JIO3MPOBAHHBIX  JIGKAPCTBEHHBIX  (HOpM Ui MEpOpabHOrO  BBEINCHHs.  |BepIble
q)apMaLIeBTI/ILIeCKI/Ie AOBUPOBAHHBIC JICKAPCTBECHHBIC (bOprI AJi1 I€pOPaAJIbHOrO BBCACHUA
BKJIFOYAKOT, HO HE OTIPaHHUYHBANOTCA UMU, Ta6J]eTKI/I, KarcyJibl, MOPOLIKH, I'paHyJIbl U Calle.
Hanpumep, ykasaHHasi TBepaas papmaieBTHYeCKasi TO3UPOBAHHAS JIeKapCTBEHHAst popma Jist

NIEPOPANILHOTO BBECHHSI MOXKET MPENICTABIIATE COOOH TaONeTKy.

[00269] B HekOTOpBIX BapHWaHTaX pPeaM3alUU HACTOSIIEr0 U300pETEHUs TepaneBTHYECKH
s¢pexTuBHOE KOMMYECTBO HHpanapubda wiu ero (apMaleBTHUECKH NPUEMIIEMON COJH,
BBOJIUMOE CYOBEKTY IMOCPEACTBOM TBEPIOH JO3UPOBAHHOM JIEKAPCTBEHHON (POPMBIL, HAXOIUTCS
B IHManasoHe OT npuMepHo | Mr 1o npumepHo 2000 mr. B HEKOTOpBIX BapHaHTaxX peanu3alnuu
HACTOSIILETO M300peTeHHst TepaneBTHUeCKH 3(()EKTUBHOE KOJIMYECTBO HHUpamapuda WU ero
dapMalieBTHUECKH TPUEMIIEMOH COJIM, BBOAMMOE CYOBEKTY TMOCPEICTBOM TBEPIAOH
JNO3UPOBAHHOW JIEKapPCTBEHHOH (DOpPMBI, HAXONUTCS B JUANA3OHE OT MpuMepHO 1 Mr o
npuMmepHo 1000 mr. B HeKOTOpBIX BapHaHTaX peaM3aliK HACTOSIIEr0 H300peTeHus
TepaneBTHUeCKd 3(P(EKTUBHOE KOJMYECTBO HUpamapuba wim ero (papMaleBTHUYECKH
MIPUEMJIEMO COJIH, BBOAMMOE CyOBEKTY MOCPEICTBOM TBEPAOH TO3UPOBAHHON JIEKAPCTBEHHOU
¢dbopMbI, HaXOOUTCs B nuamna3oHe oT npuMmepHo S0 mr mo mpumepHo 300 mr. B HekoTOpBIX
BApPHUAHTAX Pean3alny HACTOALIETO H300PETEHNs JIEKApPCTBEHHYIO (POpMy HUpanapruda BBOAST

B BHJIE TBEPOH TO3UPOBAHHOM JIEKAPCTBEHHOM (POPMBI B KOHLIEHTPALIMH OT MPUMEpHO SO Mr 10
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npuMepro 100 mr. B HEKOTOpBIX BapHaHTaxX pealM3allHi HACTOSALIET0 H300peTeHus
JeKapCcTBeHHYIO (popmy HHUpamapuba BBOISAT B BUAE TBEPIOH JO3HUPOBAHHOHN JIEKAPCTBEHHOU
¢opmbel B KOHUeHTpammuu oOT mnpumepHo 100 mr mo mnpumepHo 300 wmr. Hampumep,
TepaneBTHUeCKH 5((EKTUBHOE KOJMYECTBO HUpamapuba wim ero (¢apMaleBTHYECKH
MIPUEMJIEMOM COJIH, BBOIUMOTO CYOBEKTY MOCPEICTBOM TBEPIOH JO3UPOBAHHOM JIEKAPCTBEHHOU
(OpMBI, MOKET COCTaBJISITh OT puMepHO 1 Mr 10 5 mr, ot 5 mr 1o 10 mr, ot 10 mr go 20 mr, oT
20 mr go 25 wmr, ot 35 mr no 50 mr, ot 50 Mr 1o 75 mr, ot 70 Mr 1o 95 mr, ot 90 mr go 115 wmr,
ot 110 mr no 135 wmr, ot 130 mr go 155 mr, ot 150 mr go 175 mr, ot 170 mr go 195 mr, ot 190
Mmr 10 215 mr, ot 210 Mr go 235 wmr, ot 230 mr mo 255 wmr, ot 250 mr go 275 mr, ot 270 Mr g0
300 wmr, ot 290 mr go 315 mr, ot 310 mr 1o 335 mr, ot 330 mr 1o 355 mr, ot 350 mr o 375 wr,
ot 370 no 400 mr, ot 400 mo 450 mr, ot 450 no 500 mr, ot 500 Mr go 550 mr, ot 550 mr mo 600
mr, ot 600 mr go 650 mr, ot 650 mr go 700 mr, ot 700 mr go 750 mr, ot 750 mr no 800 wmr, ot
800 mr mo 850 mr, ot 850 mr no 900 mr, ot 900 Mr no 950 mr unu ot 950 mr o 1000 mr, ot
1000 Mr mo 1050 mr, ot 1050 mMr mo 1100 mr, ot 1100 mr go 1150 mr, ot 1150 mr go 1200 mr,
ot 1200 mr go 1250 mr, ot 1250 mr go 1300 mr, ot 1300 mr mo 1350 mr, ot 1350 mr mo 1400
mr, ot 1400 mr go 1450 mr, ot 1450 mr mo 1500 mr, ot 1500 mMr go 1550 mr, ot 1550 mr mo 1600
mr, ot 1600 mr go 1650 mr, ot 1650 mr mo 1700 mr, ot 1700 mr go 1750 mr, ot 1750 mr mo 1800
mr, ot 1800 mr mo 1850 mr, ot 1850 mr go 1900 mr, ot 1900 mr mo 1950 mr mwmm ot 1950 mr go
2000 mr. Hampumep, tepaneBtudecku 3((EKTHMBHOE KOJNUYECTBO HHpamapuOa TO3WiaTa
MOHOTHIpaTa, BBOJUMOIO CyOBEKTY MOCPENCTBOM TBEPIOW MO3UPOBAHHON JIEKAPCTBEHHOMU
(bOopMBI, MOKET COCTABIISITh OT MpUMEpHO 1 Mr 10 mpumepro 2000 mr, HarpuMep, OT TPUMEPHO
1 mr mo 5 mr, ot 5 mr 1o 10 mr, ot 10 mr go 20 mr, ot 20 mr 1o 25 mr, ot 25 mr go 50 mr, ot 50
Mmr 1o 75 mr, ot 70 mr 10 95 mr, ot 90 mr go 115 mr, ot 110 mr go 135 mr, ot 130 mr go 155 wmr,
ot 150 mr go 175 wmr, ot 170 mr go 195 mr, ot 190 mr go 215 wmr, ot 210 mr go 235 mr, ot 230
Mmr 10 255 mr, ot 250 mr o 275 wmr, ot 270 mr go 300 mr, ot 290 mr mo 315 mr, ot 310 Mr g0
335 wmr, o1 330 mr g0 355 mr, ot 350 mr g0 375 mr, ot 370 mr g0 400 mr, ot 400 mr 1o 450 wmr,
ot 450 mr mo 500 mr, ot 500 mr go 550 mr, ot 550 mr go 600 mr, ot 600 mMr g0 650 mr, ot 650
mr g0 700 mr, ot 700 Mr go 750 mr, ot 750 mr mo 800 mr, ot 800 mr mo 850 mr, ot 850 Mr g0
900 wmr, ot 900 mr go 950 mr, ot 950 mr go 1000 mr, ot 1000 mr go 1050 mr, ot 1050 mr no
1100 mr, ot 1100 mr go 1150 mr, ot 1150 Mr o 1200 mr, ot 1200 mr no 1250 wmr, ot 1250 mr
1o 1300 mr, ot 1300 Mr go 1350 mr, ot 1350 mr mo 1400 mr, ot 1400 mr mo 1450 mr, ot 1450
mr 10 1500 mr, ot 1500 mr go 1550 mr, ot 1550 mr go 1600 mr, ot 1600 mr mo 1650 mr, ot 1650
mr 10 1700 mr, ot 1700 mr go 1750 mr, ot 1750 mr o 1800 mr, ot 1800 mr mo 1850 mr, ot 1850
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mr 10 1900 mr, ot 1900 mr no 1950 mr umum ot 1950 mr go 2000 mr. B HeKOTOpBIX acmekrax
HACTOSAIIETO M300pEeTeHUsI YKA3aHHYI0 TBEPAYIO NO3UPOBAHHYIO JIEKAPCTBEHHYIO (hOpMY st

NepOPaNbHOTO MPUMEHEHHUSI MOJKHO BBOIUTH ofuH (1 p/cyT), nBa (2 p/cyT) nim TpH pasa B CyTKH
(3 p/cyT).

[00270] Hanpuwmep, TepaneBrudecku >(PQPEKTUBHOE KOJMUECTBO HHpamapuda WIH €ero
dapMalieBTUUECKH TPUEMIIEMON CONIM, BBOJUMOIO CYOBEKTY IOCPEICTBOM TBEPAOH
JO3UPOBAHHOMN JIEKAPCTBEHHON (POPMBI, MOKET COCTABIISATh OT MPUMEPHO 1 Mr 10 5 Mmr, OT 5 Mr
10 10 mr, ot 10 mr g0 20 mr, ot 20 mr g0 25 mr, ot 25 mr 10 50 mr, ot 50 mMr 1o 75 mr, ot 70 Mr
10 95 mr, ot 90 mr 10 115 mr, ot 110 mr go 135 mr, ot 130 mr go 155 mr, ot 150 mMr go 175 wr,
ot 170 mr no 195 mr, ot 190 mr go 215 mr, ot 210 mr no 235 wmr, ot 230 mr go 255 mr, ot 250
mr 10 275 mr, ot 270 mr o 300 mr, ot 290 mr go 315 mr, ot 310 mr mo 335 mr, ot 330 mMr o
355 mr, ot 350 Mr go 375 mr, ot 370 mo 400 mr, ot 400 no 450 mr, ot 450 mo 500 mr, ot 500 mr
10 550 mr, ot 550 mr no 600 mr, ot 600 Mr no 650 mr, ot 650 mr mo 700 mr, ot 700 mr go 750
mr, ot 750 mr o 800 mr, ot 800 mr o 850 mr, ot 850 Mr mo 900 mr, ot 900 mr no 950 mr, ot
950 mr mo 1000 mr, ot 1000 mr go 1050 mr, ot 1050 mr mo 1100 mr, ot 1100 mr mo 1150 mr, ot
1150 mr mo 1200 mr, ot 1200 mr mo 1250 mr, ot 1250 mr go 1300 mr, ot 1300 mr go 1350 mr,
ot 1350 mr mo 1400 mr, ot 1400 mr go 1450 mr, ot 1450 mr go 1500 mr, ot 1500 mr mo 1550
mr, ot 1550 mr go 1600 mr, ot 1600 mr mo 1650 mr, ot 1650 mr go 1700 mr, ot 1700 mr mo 1750
mr, ot 1750 mr go 1800 mr, ot 1800 mr mo 1850 mr, ot 1850 mMr go 1900 mr, ot 1900 mr mo 1950
mr wii ot 1950 mr go 2000 mr. Hampuwmep, TepaneBrudecku 3PQPEKTHBHOE KOJIUYECTBO
HUpanapuba TO3WIaTa MOHOTHAPATA, BBOAMMOIO CYOBEKTYy TIOCPEICTBOM  TBEPIOU
JO3UPOBAHHOM JIEKAPCTBEHHON (POPMBI, MOKET COCTABIISATh OT MPUMEPHO 1 Mr 10 5 Mr, OT 5 Mr
1o 10 mr, ot 10 mr 1o 20 mr, ot 20 mr 10 25 mr, ot 25 mr 10 50 mr, ot 50 mr 1o 75 mr, ot 70 Mr
10 95 mr, ot 90 mr 10 115 mr, ot 110 Mr go 135 mr, ot 130 mr go 155 wmr, ot 150 mr go 175 wr,
ot 170 mr go 195 mr, ot 190 mr go 215 mr, ot 210 mr go 235 mr, ot 230 mMr mo 255 mr, ot 250
mr 10 275 mr, ot 270 mr o 300 mr, ot 290 mr g0 315 mr, ot 310 mr mo 335 wmr, ot 330 Mr 10
355 wmr, ot 350 mr 1o 375 mr, ot 370 no 400 mr, ot 400 g0 450 mr, ot 450 mo 500 mr, ot 500 mr
1o 550 mr, ot 550 mr go 600 mr, ot 600 Mr mo 650 mr, ot 650 mr go 700 mr, ot 700 mr go 750
mr, ot 750 mr o 800 mr, ot 800 mr no 850 mr, ot 850 mr no 900 mr, ot 900 mr go 950 mr, ot
950 mr mo 1000 mr, ot 1000 mr go 1050 mr, ot 1050 mr mo 1100 mr, ot 1100 mr mo 1150 mr, ot
1150 mr mo 1200 mr, ot 1200 mr mo 1250 mr, ot 1250 mr go 1300 mr, ot 1300 mr go 1350 wmr,
ot 1350 mr mo 1400 mr, ot 1400 mr go 1450 mr, ot 1450 mr go 1500 mr, ot 1500 mr mo 1550
mr, ot 1550 mr go 1600 mr, ot 1600 mr mo 1650 mr, ot 1650 Mr go 1700 mr, ot 1700 mr mo 1750
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mr, ot 1750 mr go 1800 mr, ot 1800 mr mo 1850 mr, ot 1850 Mr go 1900 mr, ot 1900 mr mo 1950
mr Wik ot 1950 mr mo 2000 mr. B HEKOTOPBIX acmeKTax HACTOSIIErO U300PeTEeHUs YKa3aHHYIO
TBEPAYIO NO3MPOBAHHYIO JIEKAPCTBEHHYIO (hopMy Uil MepopaibHOrO MPUMEHEHHS] MOKHO

BBoAUTh oauH (1 p/cyt), nBa (2 p/cyT) uimu Tpu pasza B cyTKH (3 p/cyT).

[00271] Hanpuwmep, TepaneBTudeckn >(PQPEKTUBHOE KOJMUECTBO HHpamapuda WIH €ero
dapMalieBTUUECKH TPUEMIIEMON CONIM, BBOJUMOIO CYOBEKTY IOCPEICTBOM TBEPAOH
JO3UPOBAHHOMN JIEKAPCTBEHHON (POPMBI, MOKET COCTABIISATh MMPUMEPHO OT 1 Mr 110 5 Mmr, Ot 5 Mr
10 10 mr, ot 10 mr g0 20 mr, ot 20 mr g0 25 mr, ot 25 mr 10 50 mr, ot 50 mMr 1o 75 mr, ot 70 Mr
10 95 mr, ot 90 mr 10 115 mr, ot 110 mr go 135 mr, ot 130 mr go 155 mr, ot 150 mMr go 175 wr,
ot 170 mr no 195 mr, ot 190 mr go 215 mr, ot 210 mr no 235 wmr, ot 230 mr go 255 mr, ot 250
mr 10 275 mr, ot 270 mr o 300 mr, ot 290 mr go 315 mr, ot 310 mr mo 335 mr, ot 330 mMr o
355 mr, ot 350 Mr go 375 mr, ot 370 mo 400 mr, ot 400 no 450 mr, ot 450 mo 500 mr, ot 500 mr
10 550 mr, ot 550 mr no 600 mr, ot 600 Mr no 650 mr, ot 650 mr mo 700 mr, ot 700 mr go 750
mr, ot 750 mr o 800 mr, ot 800 mr o 850 mr, ot 850 Mr mo 900 mr, ot 900 mr no 950 mr, ot
950 mr mo 1000 mr, ot 1000 mr go 1050 mr, ot 1050 mr mo 1100 mr, ot 1100 mr mo 1150 mr, ot
1150 mr mo 1200 mr, ot 1200 mr mo 1250 mr, ot 1250 mr go 1300 mr, ot 1300 mr go 1350 mr,
ot 1350 mr mo 1400 mr, ot 1400 mr go 1450 mr, ot 1450 mr go 1500 mr, ot 1500 mr mo 1550
mr, ot 1550 mr go 1600 mr, ot 1600 mr mo 1650 mr, ot 1650 Mr go 1700 mr, ot 1700 mr mo 1750
mr, ot 1750 mr go 1800 mr, ot 1800 mr mo 1850 mr, ot 1850 mMr go 1900 mr, ot 1900 mr mo 1950
mr wii ot 1950 mr go 2000 mr. Hampuwmep, TepaneBrudecku 3PQPEKTHBHOE KOJIUYECTBO
HUpanapuba TO3WIaTa MOHOTHAPATA, BBOAMMOIO CYOBEKTYy TIOCPEICTBOM  TBEPIOU
JO3UPOBAHHOM JIEKAPCTBEHHON (POPMBI, MOKET COCTABIISATh MMPUMEPHO OT 1 Mr 10 5 Mr, OT 5 Mr
1o 10 mr, ot 10 mr g0 20 mr, ot 20 mr 10 25 mr, ot 35 mr 10 50 mr, ot 50 mr 1o 75 mr, ot 70 Mr
10 95 mr, ot 90 mr 10 115 mr, ot 110 Mr go 135 mr, ot 130 mr go 155 wmr, ot 150 mr go 175 wr,
ot 170 mr go 195 mr, ot 190 mr go 215 mr, ot 210 mr go 235 mr, ot 230 mMr mo 255 mr, ot 250
Mmr 10 275 mr, ot 270 mr o 300 mr, ot 290 mr g0 315 wmr, ot 310 mr mo 335 mr, ot 330 Mr 10
355 wmr, ot 350 mr 1o 375 mr, ot 370 no 400 mr, ot 400 g0 450 mr, ot 450 mo 500 mr, ot 500 mr
1o 550 mr, ot 550 mr go 600 mr, ot 600 Mr mo 650 mr, ot 650 mr go 700 mr, ot 700 mr go 750
mr, ot 750 mr o 800 mr, ot 800 mr no 850 mr, ot 850 mr no 900 mr, ot 900 mr go 950 mr, ot
950 mr mo 1000 mr, ot 1000 mr go 1050 mr, ot 1050 mr mo 1100 mr, ot 1100 mr mo 1150 mr, ot
1150 mr mo 1200 mr, ot 1200 mr mo 1250 mr, ot 1250 mr go 1300 mr, ot 1300 mr go 1350 wmr,
ot 1350 mr mo 1400 mr, ot 1400 mr go 1450 mr, ot 1450 mr go 1500 mr, ot 1500 mr mo 1550
mr, ot 1550 mr go 1600 mr, ot 1600 mr mo 1650 mr, ot 1650 Mr go 1700 mr, ot 1700 mr mo 1750
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mr, ot 1750 mr go 1800 mr, ot 1800 mr mo 1850 mr, ot 1850 Mr go 1900 mr, ot 1900 mr mo 1950
mr ik ot 1950 mr 1o 2000 mr. B HEKOTOPBIX BapHaHTaX peaH3aliy HACTOSIIEr0 H300peTeHUs
TepaneBTHIeCKU 3(P(PEKTUBHOE KOJIMYECTBO HHUpanapuda TO3WjIaTa MOHOTHUAPATA, BBOAHUMOIO
CyOBEKTY MOCPEICTBOM TBEPIOH TO3UPOBAHHOM JIEKaPCTBEHHON (DOPMBI, COCTABIISIET IPUMEPHO
159,4 mMr. B HEKOTOpBIX BapHaHTaX peaM3alMMd HACTOSILIEr0 M300pETeHMs TepaneBTUYECKH
s¢exTuBHOE KONMMYECTBO HHUpanapuda TO3WJIaTa MOHOTHApATa, BBOAMMOIO CYOBEKTY
NOCPENCTBOM TBEPOH 103UPOBAHHOH JIEKapCTBEHHOH (POpMBI, cocTaBiIsieT npuMepHo 318,8 mr.
B HexoTOpBIX BapuaHTax pealu3aluy HACTOSIIEro H300peTeHns TepaneBTHIecKy 3P pexTHBHOS
KOJINYECTBO HUpanapuda TO3ujIaTa MOHOTHAPATA, BBOAUMOTO CyOBEKTY MOCPEICTBOM TBEPAOH
JNO3UPOBAHHOM JIeKapCTBEHHOW (opMbl, cocTtaBisier npumepHo 4780 mr. B HekoTopbIx
aCTeKTax HACTOALIer0 M300pEeTeHMs YKA3aHHYK TBEPAYI IO3UPOBAHHYIO JIEKAPCTBEHHYIO
(bopMy 1 IepopabHOTO MPUMEHEHHsI MOSKHO BBOAMTD onuH (1 p/cyT), aBa (2 p/cyT) umm Tpu

pasa B cytku (3 p/cyT).

[00272] Komno3uuuu corjiacHO HaCTOSIIEeMY H300pPETeHHIO 00ECTIEYHBAIOT TEPATIEBTUYECKH
3¢ (}eKTUBHOE KOMUYECTBO HHpamapuda win ero (apMaueBTUYECKU MPUEMIIEMOW COJU B
UHTEpBaje OT NpuMepHO 30 MUHYT A0 NPUMEPHO 8 4YACOB MOCJE BBEIEHUs, YTO IMO3BOJSAET
OCYIIECTBJIATL BBEACHUE, HAIIPUMED, OAUH pa3 B CYTKH, IBA pa3a B CYTKU, TPU pa3a B CYTKU U T.

1., €CJIH 3TO HEOOX OIHMO.

[00273] B HekoTOpbIX BapHUaHTaX peaju3alMHi HACTOSINEr0 H300peTeHUs yKa3aHHasI
TabJieTKa HW3rOTOBJIEHA C HCIOJNB30BAHHEM MAaTE€pPHajiOB, KOTOpbIE BKIIFOYAIOT, HO He
OIrpaHUYHBarOTCA UMU, HpI/IpOI[Hblﬁ WA CUHTETUYECKUI JKEJIATHH, IIEKTHH, Ka3€HH, KOJIJIar€¢H,
Oenok, MOIU(UIMPOBAHHBIA KpaxMaJl, TMOJUBHHWIHUPPOIUIOH, AaKPUJIOBBIE ITOJUMEPHI,
MPOU3BOAHBIE LEJUITKOJIO3bI HWJIHW HUX KOM6I/IHaL[I/II/I. B HEKOTOPBIX BapHaHTaxX pean3alun
HACTOsIIEro N300peTeHNs yKa3aHHas TaJIeTKa U3rOTOBJIEHA C UCTIOIb30BaHHEM KOHCEPBAHTOB,
KPACSIUX M 3aMyTHSOMINX areHTOB, apOMaTH3aTOPOB U TOACIACTUTENEH, CaXapoB, BEIECTB,
PE3UCTEHTHBIX K I[eflCTBPII-O FKEJIyAOYHOr0 COKa, U UuxX KOM6PIHaL[PII>i. B HEKOTOPBIX BapHUaHTaX
peanu3aliy HaCTOSILEro H300peTeH s yKka3aHHas Ta0IeTKa MOKpbITa 000JI049KOH. B HEKOTOpBIX
BapHaHTaX peaju3alil HACTOSAIIEro H300peTeHuss O00O0JIOYKa, MOKPhIBAKOMAs TalJeTKYy,
BKJIFOYA€T, HO HE OIPaHUYUBACTCA HMHU, THOKPBITHA C HEMEIJICHHBIM BbICBO60}KI[eHI/IeM,
3alIUTHBIC MMOKPBITUA, IOKPBITUA C 3HTepOCOHIO6I/IJIbeIM HJIN OTCPOYCHHBIM BbICBO60}KI[eHI/IeM,
MOKPBITHUSA C 3aMEAJICHHBIM BbICBO60}KI[eHI/IeM, 6apbeprIe MOKPbITHS, 3alIIUTHBIC ITIOKPBITUA WU
uX KOMOWHauuH. TepMHH «HAHECEHWE MOKPBHITUS» O0O03HAYAET MPOIECC, MOCPEICTBOM

KOTOPOr0 BHEIIHUIN CJIOH Marepuaja IMOKPBITHS HAHOCAT HA MOBEPXHOCTb TO3UPOBAHHOU
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JIEKapCTBEHHOHN (OpMBI, UTOOBI MPUAATEH € OINpenesieHHbIe MPEUMYLIECTBA 110 CPABHEHHIO C
HEMOKPBITONH Pa3HOBUAHOCTBIO. DTO BKJIIOUAET HAHECEHUE MOKPBITHS, BKIIFOYAsl caXxapHble WU
NOJIMMEPHBbIE TIOKPBITHUS, Ha JO3UPOBAHHYIO JIEKAPCTBEHHYIO (popmy. HaHeceHne moKpbITHs Ha
TabneTku o0ecrneynBaeT NPEUMYINEeCTBA, COCTOSIINE B MACKHPOBKE HENPHUSTHOIO BKYCA,
MAacCKHpPOBKE HENPHUSTHBIX 3araxoB, (HU3MUecCKOM W XMMHUYECKOH 3aliuTe, 3aluTe
JIEKapCTBEHHOT'O CPENCTBA B JKENIyJAKEe U KOHTpoJe mpoduis ero BeicBoOokaeHus. [TokpsiTre
MO>KHO HAHOCHUTb Ha IIMPOKHH AHAIAa30H TBEPABIX JO3UPOBAHHBIX JEKAPCTBEHHBIX (POPM IS
NEepPOPaIbHOIO NMPUMEHEHHUs], TAKUX KaK YaCTHULIbI, [IOPOLIKH, FPAHYJIbI, KPUCTAJLIBL, NEUIETHI U
tabnetku. Korna KOMMO3MLIMIO AJIi HAHECEHHs MOKPBITHS HAHOCST HA MApTHIO TaOJNETOK B

armnapare 4Jis1 HAHCCCHUSI ITOKPBITHS, TTIOBEPXHOCTU TabJIETOK IMMOKPBIBAIOT l'[OJ'IPIMGpHOfI TJIEHKOM.
Ilnenounsie ROKpbimus

[00274] B HekoTOpbIX BapuaHTaX peajM3alMU HACTOSIIErO0 H300peTEeHHs YKa3aHHbIE
TabJETKH MOTYT JONOJHHUTENIBHO COAEpKaTh HeoOs3aTeNbHOE IUIEHOYHOE NOKpbiTHe. B
HEKOTOPBIX BAPHAHTAX PeAT3aLMH HACTOSLIETO H300PETeHUs yKa3aHHOE MIEHOYHOE MOKPBITHE
COIEPKUT BOAOPACTBOPHUMBIN (BOAOPACTBOPUMBIE) MONUMEDP (MOJUMEPBI) U HE OKa3bIBAeT
BJIMAHHUA Ha HEMCIJICHHOE BBICBO60}KLICHI/I€‘ WIM HE HW3MEHSET CTOUKOCTD YKa3aHHOﬁ

KOMITO3UIIMH.

[00275] B HekOTOpbIX BapUaHTAX peaNU3alMH HACTOSINEr0 H300pETEHUs] YKa3aHHOEe
IUIEHOYHOE TMOKPBITHE COMAEPKUT TMOJUMEp, MHUICMEHT, IUIaCTU(GHUKATOP, apOMaTH3aTOpHI,
MOBEPXHOCTHO-aKTUBHBIE BEIIECTBA, YCWINTEIH AaIre€3MH, HOCHTENb(HOCHUTENH) U JIOObIe
KOMOWHAIMKM YKAa3aHHBIX BEIECTB. B HEKOTOPBIX BapHAHTAX peATM3ALUN HACTOSIIETO

n300peTeHNs YKa3aHHOE TUIEHOYHOE MOKPBITHE COAEPIKUT MOJIMMED, MUTMEHT U TUIACTH(HUKATOP.

[00276] B HekOTOpbIX BapUaHTAX peANM3AMH HACTOSINEr0o H300pETEeHUs YKa3aHHOEe
MJIEHOYHOE MOKPBITHE COAEPKUT cCaxapui, MOJUAEKCTPO3Y, MAJIbTOAEKCTPHUH, JIAKTO3Y, BOCKH,
MIPOM3BOIHBIE LIEJUTFOJIO3bI, TPOCTHIE HPHUPHI LEIJUTFOIO3bI, AKPHIIOBBIE TIOJTMMEPHI U COTIOIUMEPHI,
TMOJINSTUIICHT JIMKOJIN, MOJIMBUHUJIIIUPPOJIHUIOH, TMOJTUBUHHUIOBBINA CIIMPT,
TUAPOKCU3 THIILIEIUIIONO3Y, THAPOKCUIIPONWILEIUIIONO03Y, THAPOKCUIPONMIMETHIILEIIIOI03Y,
METUJILIEIUTIONO03Y 1 JF0ObIe MX KOMOMHAIIMH. B HEKOTOPBIX BapHaHTaX pea3alii HACTOSIIETO
I/1306peTeHI/I$I YKa3aHHOEC IIJIEHOYHOE TMMOKPBITUE COACPIKUT NOJIU3TUIICHTJINKOJIb,

NMOJIMBUHUJITIUPPOJIUIOH, TMOTUBUHHUJIOBLIA CIIUPT U .]'IIO6YIO ux KOM6I/IHaLII/II-O.

[00277] B HeKOTOpPBIX BapUaHTAX peAM3AMH HACTOSINEr0 HW300pETEeHUsl YKa3aHHOEe

MJICHOYHOC TIOKPBITHE BKIIKOYACT IMIOJIMOJIbI, TAaKHUE€ KAaK T[JIMUCPUH, MTPOMUJICHIJIUKOJb,
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MaKpOT'OJIM, OPTAHUYECKHE CIOXKHBIE 3(UPBI, TAKHE KaK CIOXKHBIE 3PUPbI PTANEBONW KUCIOTBHI,
mulyTuicebaneraT, CIOXKHbIE 3(PHUPbI JIUMOHHOW KHUCIOTBI, TPHALETHH, MAacia/TIULEepUIbL,
TaKle KaK KacTOPOBOE MacjO, aleTHIMPOBAHHBIE MOHOIJIMLEPUIB], (PPaKIHOHUPOBAHHOE

KOKOCOBOE MacJIiO | JIFOOYI0 UX KOMOMHALIUIO.

[00278] B HeKOTOPBIX BapUaHTAX pEATM3AIUH HACTOSINEr0o H300peTEeHHsl YKa3aHHOEe
IIJICHOYHOEC IMMOKPBITHE COACPIKUT TTOJTUBUHUJIOBBIN CIINPT, JAUOKCHO TUTAaHA,

MOJINSTUIICHIJIMKOJIb, TAJIbK, 3aKHCh-OKHCH KEJIC3a 1 J'll06y1'0 Hux KOM6I/IHaI_II/IIO.

[00279] B HeKOTOpPBIX BapUaHTAX peAU3AlUH HACTOSINEro H300peTEeHUsl YKa3aHHOEe
MJIEHOYHOE  TOKPBITUE  COAEPKUT  TMOJUBUHWJIOBBIM  CHUPT,  JOUOKCHJI  THUTAHA,
O3 TUIIEHTITNKOIB, TalbkK, FD&C Blue #2/anroMUHUEBBIIH JIJaK HHAUTOKAPMUHA U JIOOYIO X

KOMOWHALUIO.

[00280] B HekoTOpbIX BapHaHTaX peajlU3alUU HACTOSLIErO H300pPETeHUs YKa3aHHOE
IUIEHOYHOE  TOKPbITHE  COAEPXKUT  TOJMBUHWJIOBBIA  CIHUPT,  JUOKCHA  THUTAHA,
MONMATUIIEHTINKOIb, Tanbk, FD&C Blue #1/anmromunauessiii gak cunero onecrsimero FCF u

OOV UX KOMOMHAIHIO.

[00281] B HEKOTOpBIX BapUaHTAX pPeATU3ALUU YKA3aHHOE IUIEHOYHOE MOKPBITHE COAEPKUT
OpPraHUYeCKUE KPacUTEIN U UX JIaKU, HEOPTaHUYECKUE KPACUTEINN, HaTypaJlbHble KPAaCUTENH U

OOV UX KOMOWHAIHUIO.

[00282] B HekOTOpBIX BapUaHTAX peANM3AlMH HACTOSINEr0 H300pETEHUs] YKa3aHHOEe
ieHoYHoe mokpbitie coxepkur Opadry®, Opadry® II, Opadry® QX, Opadry® SGR,
Opadry® AMB, Opadry® fx"™ Opadry® ns-g, Opadry® NS, Opadry® tm, Opalux®, Opadry®

EZ u moOyro ux KOMOHMHALIUIO.

[00283] B HekOTOpbIX BapUaHTAX peaANM3AlMHU HACTOSINEr0 HW300pETEeHUs] YKa3aHHOEe
MJIIEHOYHOEC MOKPbITUE COACPNKUT AHUCIEPCUIO, TOJYUYEHHYHO C HCIIOJIb3OBAHUEM Pa3JIMYIHBIX
pacTBOpUTENiell, TaKuX KakK BOJA, CIHPTHI, KETOHBI, CJIOXHbIE 3(QUPHL, XIJIOPHPOBAHHBIC
yIIEBOAOPOABI M JIOOBIX UX KOMOWHAIMA. B HEKOTOPBIX BapHaHTaX peaTM3allH HACTOSIIETrO
n300peTeHNs] yKa3aHHasl JUCIEPCHsl CONEPIKUT BOAY M CIUPTHL. B HEKOTOPBIX BapHaHTax

pean3ay HaCTOSIIIEro N300peTeH sl yKa3aHHAst JUCTIEPCHST COIEPIKHUT BOLY.

[00284] B HeKkOTOpBIX BapUaHTAX peAM3AMH HACTOSINEr0o H300pEeTEeHUsl YKa3aHHOEe
ieHoOYHOe ToKpbiTHe conepkut Opadry® 1. B HekOTOphIX BapHaHTaX peau3aluu

Hacrosimero n3odperenus ykasanubii Opadry® Il mpucyTcTByeT B KOMUYECTBE OT MPUMEPHO
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0,1 mac. % no nmpumepno 10 mac. %. B HekOTOpBIX BapuaHTax peaju3alUd HACTOSIIETO
u3o0perenus ykazanHblii Opadry® I nmpucyrcTByeT B Konmmuecte oT npuMepHo 0,1 mac. % 1o
npuMepHo S5 mac. %. B HeKOTOpbIX BapuaHTax peaju3alydyd HACTOSINEr0o H300peTeHus
ykazanHbl Opadry® II npucyrcTByet B konmnuectse npumepro 0,1 mac. %, npumepno 0,2 mac.
%, mpumepno 0,3 mac. %, npumepHo 0,4 mac. %, npumepno 0,5 mac. %, npumepso 0,6 mac. %o,
npumepHo 0,7 mac. %, npumepno 0,8 mac. %, npumepHo 0,9 mac. %, npumepHo 1 mac. %,
npumepHo 1,5 mac. %, npumepHo 2 mac. %, npumepHo 2,5 mac. %, npumepHo 3 mac. %,

npumepHo 3,5 mac. %, npumepHo 4 mac. %, npumepHo 4,5 mac. % unu npumepHo 5 Mac. %.

[00285] B HekOTOpBIX BapUaHTAX peaTH3alMH HACTOSALIETO H300peTeHUs yKa3aHHYIO
TabNeTKy pa3apaliMBalOT HA YACTHLBI, KOTOpPble pa3OpbI3rHBAIOT HA MSTKYK IMHIOY |
NpPOTJIaThIBAIOT O3 pa3’KeBbIBaHMs. B HEKOTOPbIX BapHAHTAX peaM3alMd HACTOSIIEro
u3zobperenus: ¢opma U pasMep ykKa3aHHOH TaOJeTKM TakKe BapbHPYIOTCS. B HEKOTOpBIX
BapUAHTAX peAIN3alMyd HACTOSIEro u300peTeHus (PapMaLEeBTUYECKYIH0 KOMITO3HUIIMIO,
ONMUCAHHYI) B HACTOSIIEM JOKyMeHTe (Hampumep, TaOJNeTKy), MPOrJAThIBAIOT LETUKOM. B
HEKOTOPBIX BAPHAHTAX PeAN3aLlUU HACTOSIIEro n300peTeHus papmaneBTuYecKass KOMIIO3ULIHS,
OMHUCAHHAs B HACTOSIIEM JOKYMEHTE, He IPeACTaBisieT coOO0H rieHKy. B HEeKOTOpbIX BapraHTax
peanu3aluu HACTOSINEero u300peTeHus: (apMaleBTHYECKass KOMIIO3MIIMS, OINMUCAaHHAS B
HACTOSAILIEM JOKYMEHTe, He IMpenHa3Ha4deHa IJisi OyKKaJbHOrO BBeNeHUs. B HEKOTOpBIX
BapHaHTaX peain3aliy HACTOSIIEro u300peTeHus papManeBTHIecKasi KOMIIO3ULIHS, OMMCAHHAS

B HACTOSILIEM OKyMeHTe (Harnpumep, TablieTKa), paCTBOPSIETCS B JKEIYAKE MM KHIISUHUKE.

[00286] OnuH acmekT HACTOSIIETO JOKYMEHTa OTHOCHTCS K KOMITO3WIMH, COJIEp Kallen
TabeTKy, comepkamyr: 3S(Q(eKTHBHOE KONMMYECTBO HHUpanapuba IJisi WHTHOUPOBAHMS
nonu( Al®-pubdosza)-nonmumepassl (PARP) npu BBeneHun cyObeKkTy, HYKIAKOMEMYCSl B 3TOM;
rIe yKa3aHHas TabJieTKa XapaKTepu3yeTcsi 0 MEHbIIEeH Mepe OTHUM U3 CIEIYIOLIEro: a) MaCCOU
HETTO, cocTapisioneii mo menbinei Mmepe 200, 500 umm 800 Mr; b) TONIMUHON, COCTABNISIOMEH
no MmeHbiedi mepe 4,0 MM; U C) JIOMKOCTBIO, COCTaBISIFOLIEH MeHee 2%, TIe YKa3aHHOE
3¢ (eKTHBHOE KOIMYECTBO HUpanapruda CocTaBisieT OT mpuMepHo SO Mr 1o npuMepHO 350 Mr B

pacuere Ha cBOOOJHOE OCHOBAaHME HUparnapuoa.

[00287] B HeKOTOpPBIX BapUAHTAX peANM3AMH HACTOSINEr0 HW300pETEeHUsl YKa3aHHOEe
3¢ (eKTHBHOE KOIMYECTBO HUpanapruda COCTaBIsIE€T OT MPUMEPHO 75 Mr 0 mpuMepHo 125 mr B
pacyere Ha CBOOOJHOE OCHOBaHHME HHpamapuOa. B HEKOTOPBIX BapuaHTax peaNnu3aLuu

HACTOSIIEro HM300peTeHHst yka3zaHHOe 3(P(QeKTHBHOE KOJMYECTBO HHUpamapuda COCTaBiIsAeT
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npumepro S50 mr, npumepro 100 mr nim npumepro 150 Mr B pacueTe Ha CBOOOTHOE OCHOBAHHE
HHupamapuba. B HEKOTOpBIX BapuaHTax peaju3alUHl HACTOSINEr0 H300pETEeHHs] YKa3aHHOe
3¢ dekTHBHOE KONMNYECTBO HUpanapuda cocrasisier mpuMepHo 100 Mr B pacueTre Ha CBOOOAHOE

OCHOBaHUE HHUpanapuoa.

[00288] B HekoTOpBIX BapMaHTaxX peaTM3aLUM HACTOSALIET0 H300pETeHHs Macca HETTO
ONHCAHHON B HACTOALIEM TOKYMEHTE TaOJIETKH COCTaBJIseT MO MeHblued mepe 200 mr, mo
MeHbLIen mepe 210 mr, no menspiueit Mepe 220 mr, o MeHbLuel mepe 230 Mr, 10 MEHbIIEH Mepe
240 wr, no menblueil mepe 250 mr, no meHbLel Mepe 260 Mr, no MeHpluen Mepe 270 mr, 0o
MeHbLIen mepe 280 mr, 1o Menbiueil Mepe 290 mr, no MenbLuel mepe 300 Mr, 10 MEHbIIEH Mepe
310 mr, o Menbiuel Mepe 320 mr, no menpuen mepe 330 mr, o MeHbiuen Mepe 340 mr, 1o
MeHblel mepe 350 mr, no MeHbiei mepe 360 mr, no MeHbLIel Mepe 370 Mr, IO MeHbLIEH Mepe
380 mr, no Menbiuei Mepe 390 mr, no menpuieit mepe 400 mr, no Menbiuel Mepe 410 mr, o
MeHblel mepe 420 mr, no MeHbuiei mepe 430 mr, no MeHbLIei Mepe 440 Mr, 0 MeHbLIEH Mepe
450 mr, no meHbluei Mepe 460 mr, no menbluel mepe 470 mr, no mensiuel mepe 480 mr, Mo
MeHblied Mepe 490 mMr wiu no Menbiei Mepe 500 Mr. B HEKOTOpBIX BapUaHTaxX pealnu3aluu
HACTOSIIEro M300peTeHHs Macca HETTO TaOJeTKH, ONMMCAHHOW B HACTOSINEM HOKYMEHTE,

COCTaBJIsIET MO MeHbluel Mepe 300 mr.

[00289] B HekOTOpbIX BapUaHTAX peaANM3AlMH HACTOSINEr0 H300pETEHUs] YKa3aHHOE
3¢ (}eKTUBHOE KOJIMYECTBO HUpAnaprOa COCTABISIET OT MPUMEpHO 175 Mr 1o npuMepHo 225 Mr
B pacuere Ha CBOOOIHOE OCHOBaHME Hupamapuba. B HEKOTOPBIX BapHaHTaX peau3aliu
HACTOSAIIEr0 H300peTeHus: yka3aHHOe 3((EeKTHBHOE KOJUYECTBO HUpamnapuda COCTaBISET
npumepro 150 mr, npumepHo 200 mMr uimm npumepHo 250 Mr B pacueTe Ha CBOOOJHOE OCHOBAHHE
HUpanapuba. B HEKOTOphIX BapHaHTaX pealnu3alUU HACTOSIIEr0o H300pPETeHUs YKa3aHHOE
3¢ (eKkTUBHOE KOINYECTBO HUpanapuda cocrasisier npuMepHo 200 Mr B pacueTe Ha CBOOOAHOE

OCHOBaHUe HUpamnapuoa.

[00290] B HekoTOpBIX BapHaHTaX peATH3ALUU HACTOSALIETO H300pPETEHHsS Macca HETTO
OMHCAHHON B HACTOSAILIEM TOKYMEHTE TaOJIETKH COCTaBJIIET MO MeHblued mepe 500 wmr, mo
MeHbLIen mepe 510 mr, no mensiueit Mepe 520 mr, no MeHbLIel mepe 530 Mr, M0 MeHbIIEH Mepe
540 mr, no Menbuiel Mepe 550 mr, no MeHbiueit mepe 560 mr, no Menblueit mepe 570 mr, o
MeHbLIel mepe 580 mr, no mensbiueit Mepe 590 mr, no MeHbLnel mepe 600 Mr, MO MeHbIIEH Mepe
610 mr, no meHpluel Mepe 620 mMr, o MeHblIel Mepe 630 mr, no MeHbLIed Mepe 640 Mr, mo

MeHbLIen mepe 650, mo MeHbleld mepe 660 Mr, Mo MeHsbleil Mepe 670 mr, IO MeHbLIEH Mepe
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680 mr, no MeHblueld Mepe 690 mr, no menpliel Mepe 700 mr, mo Mensliel Mepe 710 mr, mo
MeHbLIen mepe 720 mr, no Mmenbieil Mepe 730 mr, no MeHbLuel mepe 740 Mr, 0 MEHbIIEH Mepe
750 mr, no meHpluel mepe 760 mr, no MeHpliel Mepe 770 mr, no Menblied Mepe 780 Mr, mo
MeHbLIen Mepe 790 mr unm He no MeHben Mepe 800 Mr. B HEKOTOPBIX BapuaHTax peanu3anuu
HACTOSIIETO U300PETEeHHUSI MacCa HETTO YKa3aHHOM TabJIeTKH COCTaBJIsIeT 1O MeHbInel Mepe 600

MT.

[00291] B HeKOTOpPBIX BapUAHTAX peATU3AIMH HACTOSINEr0o H300peTEeHHsl YKa3aHHOEe
3¢ $eKTHBHOE KOJINYECTBO HUpanapuOa COCTABISAET OT MPUMEPHO 275 Mr 10 MPUMEPHO 325 Mr
B pacuere Ha CBOOOIHOE OCHOBaHME HupamapuOa. B HEKOTOpBIX BapHaHTax peatu3aliu
HACTOSIIEr0 HM300peTeHHst ykasaHHOe 3((EeKTHBHOE KOJMYECTBO HHpamapuda COCTaBIAET
npumepHo 250 mr, mpumepHOo 300 Mr umm npumMepHo 350 Mr B pacueTe Ha CBOOOHOE OCHOBaHHE
Hupanapuba. B HEKOTOpBIX BapuaHTaxX peaju3alUHl HACTOSINEr0 H300pETEeHHs] YKa3aHHOe
s¢PeKTHBHOE KOMMUYeCTBO HUpanapuda coctasisier npumepHo 300 Mr B pacuere Ha CBOOOAHOE

OCHOBaHHE HHUpamnapuoa.

[00292] B HekOTOpBIX BapHaHTaX peATM3aLMUA HACTOSILIErO HM300pPETeHHsT Macca HETTO
OMUCAHHON B HACTOSILIEM JOKYMEHTe TaOJIETKH COCTaBJIsIeT MO MeHblueidl mepe 800 wmr, mo
MeHbluel Mepe 810 mr, no menbiueit Mepe 820 mr, no MeHbLuel Mmepe 830 Mr, 10 MEeHbIIEH Mepe
840 mr, no menbuiel Mepe 850 mr, no MeHbiueit mepe 860 mr, o Menblueit mepe 870 mr, 1o
MeHbLIel Mepe 880 mr, no mensbiueit Mepe 890 mr, no MeHbluel mepe 900 Mr, o MeHbIIEH Mepe
910 mr, no menpluel Mepe 920 mr, o meHblIel Mepe 930 mr, no MenblIel Mepe 940 mr, o
MeHbLIel Mepe 950 mr, no menbiueit Mepe 960 mr, no MeHbLuel Mepe 970 Mr, 0 MeHbIIEH Mepe
980 wmr, no MeHbiuel Mepe 990 mr, no menspiuei mepe 1000 mr, no mensuei mepe 1010 mr, o
Menbluei Mmepe 1020 mr, no menbiueit mepe 1030 mr, no menbiiei mepe 1040 mr, o MeHbLIeH
Mmepe 1050 mr, no mensiueit mepe 1060 mr, no mensieit mepe 1070 mr, mo menbinei mepe 1080
Mmr, 1o menbiueit mepe 1090 mr, no mensieit mepe 1100 mr, no menbiuen mepe 1110 mr, mo
Menbluel Mmepe 1120 mr, no menbiueit mepe 1130 mr, no menpiiei mepe 1140 mr, o MeHbLIeH
mepe 1150 mr, no mensiueit mepe 1160 mr, no mensmeit mepe 1170 mr, no menbineit mepe 1180
Mmr, no menbuied mepe 1190 mr mnu no mensmen mepe 1200 mr. B HEKOTOPBIX BapuaHTax
peanu3aniu HACTOSINEro M300pETeHHsI Macca HETTO OMHCAHHOW B HACTOSIIEM JOKYMEHTE
TabneTku coctasnsier nmpumepHo 900 mr, mpumepHo 910 mr, mpumepHo 920 mr, mpumepHO 930
mr, npumMepHo 940 mr, npumepHo 950 mr, npumepHo 960 mr, npumepHo 970 mr, npumepHo 980
mr, npuMmepHO 990 mr, npumepHo 1000 mr, npumepno 1010 mr, npumepro 1020 mr, npumepHO

1030 mr, mpumepno 1040 mr, mpumepno 1050 mr, mpumepno 1060 mr, npumepno 1070 wr,
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npumepHo 1080 mr, npumepro 1090 mr, npumepno 1100 mr, npumepro 1110 mr, npumepHo
1120 mr, npumepno 1130 mr, mpumepno 1140 mr, nmpumepno 1150 mr, npumepno 1160 wr,
npumepHo 1170 mr, npumepro 1180 mr, npumeprno 1190 mr wnm npumepno 1200 mr. B
HEKOTOPbIX BApHAHTAX pEAIH3ALMU HACTOAIIErO H300peTeHHs Macca HETTO YKa3aHHOU

TabNeTKu cocTapisieT o MeHbineii mepe 1000 mr.

[00293] B HekoTOpBIX BapHaHTaX peaJTM3ALMU HACTOSIIEr0 H300peTeHHs TOJIHUHA
yKa3aHHOW Ta0JeTKH COCTaBJsieT 1Mo MeHbineil mepe 4,0 MM, mo Menblieir mepe 4,1 MM, 1o
MeHbLIeN Mepe 4,2 MM, 110 MeHbLIel Mepe 4,3 MM, IO MeHbLIeN Mepe 4,4 MM, 10 MEHbLIEH Mepe
4,5 MM, 0 MeHbLIel Mepe 4,6 MM, IO MeHbLIENH Mepe 4,7 MM, IO MeHbLIEN Mepe 4,8 MM, IO
MeHblIel mepe 4,9 My, 1o MeHbiueit Mmepe 5,0 MM, o MeHbLIel Mepe 5,1 MM, 10 MeHbIIel Mepe
5,2 MM, IO MeHbLIeN Mepe 5,3 MM, IO MeHbIIel Mepe 5,4 MM, IO MeHbLIeH Mepe 5,5 MM, 1o
MeHbIIeH Mepe 5,6 MM, 110 MeHbLIeH Mepe 5,7 MM, IO MeHbLIEeH Mepe 5,8 MM, IO MeHbILENH Mepe
5,9 MM, o MeHbLIel Mepe 6,0 MM, 1O MeHbIIel Mepe 6,1 MM, MO MeHbLIelH Mepe 6,2 MM, 1O
MeHbLIEeH Mepe 6,3 MM, 110 MeHbIIel Mepe 6,4 MM, IO MeHbLIEeH Mepe 6,5 MM, 110 MeHbIIEH Mepe
6,6 MM, IO MeHbILEH Mepe 6,7 MM, 1O MeHblIeH Mepe 6,8 MM, IO MeHbIeH Mepe 6,9 MM, 1O
MeHbLIel Mepe 7,0 MM, o MeHbluei Mepe 7,1 MM, 0 MeHbLIeH Mepe 7,2 MM, 110 MeHbIIEH Mepe
7,3 MM, 0 MeHbLIEeNH Mepe 7,4 MM, IO MeHbLIeH Mepe 7,5 MM, O MeHblIel Mepe 7,6 MM, MO
MeHbIIeN Mmepe 7,7 MM, 10 MeHbIIIeH Mepe 7,8 MM, 10 MeHbIIel Mepe 7,9 MM, 110 MEHbLIEH Mepe
8,0 MM, 10 MeHbIIel Mepe 8,5 MM, 1o MeHblel mepe 9,0 MM, O MeHbLIEH Mepe 9,5 MM WU 1o
MmeHblieil Mepe 10 MM. B HEKOTOpBIX BapHaHTaxX peajnu3alUd HACTOSIIEro H300peTeHHUs
TOJIIIMHA YKa3aHHOW TaOJNIETKU COCTABIISIET MPUMEPHO 4,5 MM, mpuMepHO 4,6 MM, IpuMepHO 4,7
MM

npumMepHo 4,8 MM, npumMepHo 4,9 MM, npumepHO 5,0 MM, mpuMepHO 5,1 MM, TpUMepHO 5,2

2

MM, IPUMEPHO 5,3 MM, IPUMEPHO 5,4 MM, MPUMEPHO 5,5 MM, IPUMEPHO 5,6 MM, IPUMEPHO 5,7

2

MM, IpUMEPHO 5,8 MM, IpUMepHO 5,9 MM, npumepHo 6,0 MM, npuMepHO 6,1 MM, npumepHO 6,2

2

MM, IPUMEPHO 6,3 MM, NPUMEPHO 6,4 MM, MPUMEPHO 6,5 MM, NPUMEPHO 6,6 MM, IPUMEPHO 6,7

2

MM, IPUMEPHO 6,8, mpumMepHo 6,9 MM, npumepHo 7,0 MM, mpumepHO 7,1 MM, mpuMepHO 7,2 MM,
MPUMEPHO 7,3 MM, IPUMEPHO 7,4 MM, IPUMEPHO 7,5 MM, IPUMEPHO 7,6 MM, IPUMEPHO 7,7 MM,
npuMepHo 7,8 MM, npuMepHo 7,9 MM, npumMepHo 8,0 MM, npuMepHO 8,5 MM, npumepHO 9,0 MM,

npuMepHo 9,5 MM niu npumepHo 10 Mm.
[00294] B HekOTOPBIX BapUAHTaX PeaTH3aLNU HACTOSINEr0 H300PETEHHUS JIOMKOCTb TaOJIETKH,

ONUCAHHON B HACTOSIIEM NOKYMEHTE, cocTaBiisieT MeHee 2%, meHee 1,9%. menee 1,8%, meHee
2 2 2 2 2 2

1,7%, menee 1,6%, menee 1,5%, menee 1,4%, menee 1,3%, menee 1,2%, menee 1,1%, meHee
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1,0%, menee 0,9%, menee 0,8%, menee 0,7%, menee 0,6%, menee 0,5%, menee 0,4%, MeHee

0,3%, menee 0,2% nnu menee 0,1%.

[00295] B HekOoTOpBIX BapHaHTaX peATM3aLUU HACTOSALIETO H300pETeHHs Macca HETTO
OIMCAHHOH B HACTOSIIEM TOKYMEHTe TaOJETKH HAXOIUTCS B Ipezenax oT 1 Mr 1o S mr, ot 5 mr
1o 10 mr, ot 10 mr g0 20 mr, ot 20 mr 10 25 mr, ot 35 mr 10 50 mr, ot 50 mMr 1o 75 mr, ot 70 Mr
1o 95 mr, ot 90 Mr 10 115 mr, ot 110 mr go 135 mr, ot 130 mr go 155 mr, ot 150 Mr go 175 wmr,
ot 170 mr no 195 wmr, ot 190 mr go 215 mr, ot 210 mr o 235 wmr, ot 230 mMr g0 255 wmr, ot 250
mr g0 275 mr, ot 270 Mr go 300 mr, ot 290 mr mo 315 mr, ot 310 mr no 335 mr, ot 330 Mr g0
355 wmr, ot 350 mr go 375 mr, ot 370 mr go 400 mr, ot 400 mr 1o 450 mr, ot 450 mr no 500 wmr,
ot 500 mr no 550 mr, ot 550 mr go 600 mr, ot 600 mr no 650 mr, ot 650 mr go 700 mr, ot 700
mr 10 750 mr, ot 750 mr o 800 mr, ot 800 mr go 850 mr, ot 850 mr mo 900 mr, ot 900 mr o
950 mr, ot 950 mr no 1000 mr, ot 1000 mr go 1050 mr, ot 1050 mr go 1100 mr, ot 1100 Mr mo
1150 mr, ot 1150 mr go 1200 mr, ot 1200 mMr mo 1250 mr, ot 1250 mr mo 1300 mr, ot 1300 mr
1o 1350 mr, ot 1350 Mr mo 1400 mr, ot 1400 mr go 1450 mr, ot 1450 mr go 1500 mr, ot 1500
mr g0 1550 mr, ot 1550 mr go 1600 mr, ot 1600 mr go 1650 mr, ot 1650 mr go 1700 mr, ot 1700
mr g0 1750 mr, ot 1750 mr mo 1800 mr, ot 1800 mr ot 18 no 1850 mr, ot 1850 mr mo 1900 mr,
ot 1900 mr go 1950 mr unm ot 1950 mr no 2000 mr. Hanpumep, Macca HETTO OMUCAHHON B
HACTOSIIIEM JOKYMEHTE TaOJIETKU MOXKET HaXOAMTHCS B Mpezenax oT npuMmepHo S0 mr po 150
MT, OT IPUMEPHO 75 Mr 10 npuMepHo 125 mr, ot npumepHo 90 mr no npumepsno 110 mr, or
npumMepHo 93 mr no npumepHo 107 wmr, ot mpumepHo 94 mr no npumepHo 106 mr wimm oT
npuMepHo 95 mr no npumepHo 105 mr. B apyrux ciydasx macca HETTO ONMCAHHOW B
HACTOSIIIEM JOKYMEHTE TaOJIEeTKU HaXOOUTCS B mpenenax ot mpumepHo 850 mr no 900 mr, ot
npumMepHo 900 mr o npumepHo 950 mr, ot npumepHo 950 mr no 1000 mr, ot mpumepno 1000
mr 1o npumepHo 1050 mr, ot npumepno 1050 mr no npumepro 1100 mr, ot npumepno 1100 mr
10 1150 mr, or npumepHo 1150 mr no 1200 mr, ot npumepno 1200 mr go 1250 mr, oT npumepHO
1250 mr no 1300 mr, or npumepno 1300 mr go 1350 mr, ot npumepno 1350 mr go 1400 mr, ot
npumepHO 1400 mr go 1450 mr, ot npumepno 1450 mr go 1500 mr, ot npumepro 1500 mr no
1550 wmr, ot npumepno 1550 mr no 1600 mr, ot npumepno 1600 mr no 1650 mr, ot mpumepHO
1650 mr no 1700 mr, ot npumepHo 1700 no npumepno 1750 mr, ot npumepro 1750 mr no 1800
mr, oT npumepHo 1800 mr no nmpumepno 1850 mr, or mpumepno 1850 mr go 1900 wmr, or

npumepHO 1900 mr no npumepHo 1950 Mr wnu ot npumepno 1950 mr go 2000 mr.

[00296] B HekoTOpBIX BapHaHTaX peATM3ALUM HACTOSAILIETO H300pPETEeHHs Macca HETTO

OMKCAHHON B HACTOSIIIEM TOKYMEHTe TabJieTKH cocTapiisieT mpuMepHo 1 mr, S mr, 10 mr, 20 wmr,
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25 wr, 35 mr, 50 mr,75 mr, 100 mr, 125 mr, 150 mr, 175 mr, 200 mr, 225 mr, 250 mr 10 275 wmr,
300 wmr, 325 mr, 350 mr 375 mr, 400 mr, 425 mr, 450 mr, 475 mr, 500 mr, 550 mr, 600 mr, 650
mr, 700 mr, 750 mr, 800 mr, 850 mr, 900 mr, 950 mr, 1000 mr, 1050 mr, 1100 mr, 1150 mr, 1200
mr, 1250 mr, 1300 mr, 1350 mr, 1400 mr, 1450 mr, 1500 mr, 1550 mr, 1600 mr, 1650 mr, 1700
mr, 1750 mr, 1800 mr, 1850 mr, 1900 mr, 1950 mr unu 2000 mr. Hanpumep, macca HETTO
OMUCAaHHON B HACTOALIEM JOKYMEHTE TaOJeTKU MOXET COCTaBJsATh mnpumepHo 100 mr,
npuMepHoO 98 mr, npumepHo 96 mr, mpumepHo 94 wmr, npumepHo 92 mr, npumepHo 90 wMr,
npumepHo 80 mr, npumepHo 70 mr, npumepHo 60 Mr wim npumepHo 50 mr. B apyrux ciydasx
Macca HETTO OIMCAHHON B HACTOALIEM AOKYMEHTE TaONeTKH HaxXxOIUTCs B Ipeneiax oT
npumepHo 1050 mr, 1040 mr, 1030 mr, 1020 mr, 1010 mr, npumepno 1000 mr, npumepro 990
Mr, npumepHo 980 mr, npumepHo 970 mr, npumepHO 960 Mr, npuMepHO 950 Mr UiIu NPUMEPHO

940 mr.

[00297] B HekoTOpPBIX BapHaHTaX pealU3alUl HACTOSLIEr0 H300peTEeHHs YKa3aHHBIHI
HHUpamapu® COmepKUT CBOOOJHOE OCHOBaHME Hupamapuba wiM ero (apMaleBTHYEeCKH
NPUEMJIEMYIO COJIb. B HEKOTOpBIX BapHaHTaX peaju3aliy yKa3aHHas (apMareBTUYeCKu

npuemMIeMasi CoJib Hupanapubda mpeacTasisier co0oi Hupanapuda TO3HIAT.

[00298] VYkazaHHBI CrMOCOO MOKET BKJIKOYATh BBEACHHE YKA3aHHOH KOMIIO3HUIUH
Hupanapuba B 1, 2, 3 wnu 4 TabneTkax OAWH, 1Ba WIM TPU pas3a B CYTKH, Harpumep, 1, 2 wiu 3

TabJIETKH.

[00299] B HekoTOpbIX BapUaHTAX peaH3alMH HACTOSILIEr0o H300pPETeHUsI MacCOBOE
COOTHOILIEHUE aKTHBHOTO (papMalleBTUYECKOTO UHTPeueHTa (Hanpumep, Hupanapuda Uim ero
(apMarieBTHUECKH NPUEMJIEMON COJIM, TaKOH Kak HHUpamapuba TO3WjaTa MOHOTHAPAT) K
HEaKTHUBHOMY (papManieBTUYECKOMY HWHIPEOUEHTY (HampuMmep, MOHOTHIPATY JIAKTO3bI,
0e3BOOHON JIAaKTO3€, MAHHHUTY WM JBYXOCHOBHOMY (ocary KaipLusi) COCTaBJSIET OT
npuMepHo 1:10 no mpumepno 10:1 cooTBeTcTBEHHO, HanpuMep, npumepHo 1:2, npumepHo 1:3,
npumepHo 1:4, nmpumepno 1:5, npumepno 1:6, npumepro 1:7, npumepro 1:8, npumepno 1:9,
npumepHo 1:10, npumepno 10:1, npumepno 9:1, npumepno 8:1, npumepro 7:1, npumepHo 6:1,
npuMepHo 5:1, mpumepHo 4:1, mpumepno 3:1 unu npumepHo 2:1. B HEKOTOpBIX BapHaHTax
peanu3anuu HACTOSALIETO n300peTeHus MaccoBOE COOTHOLIEHUE aKTHBHOI'O
(dapmMareBTHUECKOrO0 HHIpenneHTa (Hampumep, Hupamapuba wim ero (apManeBTHYECKU
NPUEMJIEMON COJIM, TaKOH Kak Hupamapuba TO3WJIaTa MOHOTHIAPAT) K HEAKTHBHOMY

(dapMalleBTHUECKOMY HWHTPEAHEeHTY (HampuMep, MHUKPOKPUCTAJUIMIECKONH — IIeJIJTF0JIO3¢E,



150

Kpaxmally, MOJH3TUICHOKCHIY WK ruapokcunponmwiMerwinenonode (ITIMLL)) cocrasnser
ot npuMepHO 1:10 no npumepno 10:1 cooTBETCTBEHHO, HaNpUMeEp, NPUMEPHO 1:2, mpUMEpHO
1.3, npumepno 1:4, mpumepno 1:5, npumepHo 1:6, npumepno 1:7, mpumepno 1:8, npumepno 1:9,
npumepHo 1:10, npumepno 10:1, npumepno 9:1, npumepno 8:1, npumepno 7:1, npumepHo 6:1,
npuMepHo 5:1, mpumepHo 4:1, mpumepno 3:1 unu npumepHo 2:1. B HEKOTOpBIX BapHaHTax
peanusanuu HACTOSILLIETO n300peTeHust MaccoOBOE COOTHOLIEHUE AKTUBHOT'O
(dapMalleBTUUECKOTO HHIpeaueHTa (Hampumep, Hupamapuba wiu ero (¢apManeBTHYECKU
NpUEMJIEMON COJM, TaKOM Kak Hupamapuba TO3WJaTa MOHOTHIAPAT) K HEAKTHBHOMY
(bapMaleBTUUECKOMY HWHTPENUEHTY (HampuMep, MOBUAOHY, MMIPOKCUIIPOIMIILEIUIION03€ WU
THIPOKCUITPOIIIMETHIILIEIUII0JI03€) cocTaBisier or mpumepHo 10:1 mo mpumepno 100:1
COOTBETCTBEHHO, HampuMmep, npumepHo 10:1, npumepno 20:1, mpumepno 30:1, npumepno 40:1,
npumepHo 50:1, mpumepno 60:1, mpumepro 70:1, npumepno 80:1 umu nmpumepno 90:1. B
HEKOTOPbIX BApPHAHTAX pPEAIN3ALMH HACTOSINEr0 H300pETeHHsT MaccOBOE COOTHOLICHHE
aKTMBHOTO  (papMaLEBTHYECKOTO HWHIPEAHEHTa (Hampumep, Hupamapuba WIn  ero
(apMaleBTHUECKH MPUEMJIEMON COJIM, TaKOH Kak HHUpamapuba TO3WjaTa MOHOTHAPAT) K
HEaKTUBHOMY (hapMalleBTUYeCKOMY UHIPEAUEHTY (HalpuMep, CTeapaTy MarHusi) COCTaBJIsIeT OT
npumepHo 10:1 no npumepno 100:1 coorBercTBEeHHO, Hampumep, npuMmepHo 10:1, npumepHO
20:1, mpumepno 30:1, mpumepno 40:1, nmpumepno 50:1, nmpumepno 60:1, npumepno 70:1,
npumepHo 80:1 wiu npumepno 90:1. B HEKOTOpBIX BapHaHTAX peaNu3alUu HACTOSLIErO
n300peTeHNs MacCOBOE COOTHOLICHHWE HEAKTHBHOTO (hapMaleBTHYECKOrO HHIPEAHEHTa K
aKTUBHOMY  (hapMaLeBTUYECKOMY HWHIPEOUEHTY (Hampumep, HHUpamapuOy WM  €ro
(apManeBTHUECKH TPHEMJIEMON COJIM, TAaKOH Kak Hupamapuba TO3WjiaTa MOHOTHAPAT)
cocTaBisieT OT npumepHo 3:2 no npumepHo 11:1, or mpumepno 3:1 no mpumepno 7:1, or
npumepHo 1:1 no mpumepHo 5:1, ot npumepno 9:2 no npumepno 11:2, or npumepno 4.2 no
npuMepHo 6:2, mpuMepHo 5:1 wnu npumepHo 2,5:1. B HEKOTOpPBIX BapuaHTax peanu3aluu
HACTOSIIEr0 HM300pETeHHs MacCOBOE€ COOTHOIIEHHE AKTUBHOrO  (hapMaleBTHYECKOTO
UHTpenuenHTa (HampuMep, Hupanapuda wii ero (papManeBTHYeCKH MPHEMIIEMOH COJH, TaKOW
Kak Hupamapuba TO3WjaTa MOHOTHUIPAT) K HEAKTUBHOMY (hapMaLeBTHUECKOMY HHIPEIHEHTY
cocTasisieT npuMepHo 1:1,6. B HEKOTOPBIX BapHaHTAax peaM3al[ii HACTOSILIEro M300peTeHUs
MaccoBO€ COOTHOLICHHE aKTUBHOIO (DapMaleBTHYECKOTO HHIPEeOueHTa (Harmpumep,
HUpanapubda wim ero papmManeBTUIeCKH MPUEMIIEMON COJIH, TAKOH Kak Hupamapuda To3uiaara
MOHOTHAPAT) K HEAKTHBHOMY (papMarieBTUIECKOMY HHTPEIUEHTY COCTaBIsieT npuMepHo 1:2. B

HEKOTOPBIX BapHUaHTax peajin3allii HaACTOALIECTO I/1306peTeHI/I$I MAaCCOBOE€ COOTHOILICHUC
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aKTUBHOTO  (hapMalleBTHUECKOTO HHIPequeHTa (Hampumep, Hupamapuba WIH  €ro
dapmarieBTHUECKH TNPUEMJIEMON COJIM, TaKOH Kak HHUpamapuba TO3WjaTa MOHOTHAPAT) K
HEaKTHBHOMY (papMaleBTHUECKOMY MHIPEAMEHTY cocTaBisieT nmpumepHo 1:1,1. B HekoTopbix
BAPUAHTAX peajM3alMd HACTOSINEro H300pPETeHHS] MacCOBOE€ COOTHOLIEHHE aKTUBHOTO
dapmarieBTHUECKOr0 HHIpenneHTa (Hampumep, Hupamapuda wuim ero (papmauneBTHYECKU
NpUEMJIEMON COJM, TaKOH Kak Hupamapuba TO3WJaTa MOHOTHIAPAT) K HEAKTHBHOMY
(dapMalleBTUUECKOMY HHIPEIUEHTY cocTaByisier npuMmepHo 1:1. B HekOTOpbhIX BapuaHTax
peanu3alM HACTOSINEro H300pEeTeHHs MacCOBO€ COOTHOIIEHHE Huparnapuda Wi ero
dapmalieBTUUECKH NPUEMIIEMON COJM, TakoW Kak HHpamapuOa TO3ujaTa MOHOTHAPAT, K
MOHOTUJIPATY JIAKTO3bl cocTaBisieT npumepHo 48:20, manpumep, 47,8:20,4.B HEKOTOPBIX
BapUAHTAX peajM3alUi HACTOSINEro M300peTeHUs] MacCOBOE COOTHOIIEHHE HUpamapuda Win
ero (apmaneBTHYECKHU NMPHEMIIEMON COJIHM, TAaKOW Kak HUpamapuda TO3WJIaTa MOHOTHUIpAT, K
MOHOTHpATy JaKTO3bl cocTaBisieT npumepHo 48:19, nampumep, 47,8:19,4. B HekoTOpbIX
BapUAHTAX peaM3alUH HACTOSIIEro M300peTeHUs] MacCOBOE COOTHOIIEHHE HUpamapuda Wim
ero (apmaneBTHYECKHU NMPHEMIIEMOH COJIHM, TAaKOW Kak HUpamapuOa TO3MJIaTa MOHOTHUIPAT, K
MOHOTUJPATY JIAKTO3bl cocTaBysger npumepHo 48:18, nampumep, 47,8:17,9. B HekoTOpBIX
BAPHMAHTAX PeaU3alii HACTOSLIEr0 M300pEeTEeHHs] MacCOBOE COOTHOLICHHE HHUparnapuda Wiu
ero (apMaLeBTHYECKH MPUEMJIEMOI COJIM, TaKOW Kak HHUpamapuba TO3WjaTa MOHOTHAPAT, K

cTeapaTy MarHusl COCTaBjsieT npumepHo 48:1, nanpumep, 47,8:1.

[00300] B HekoTOpbIX BapuaHTAX peaTH3ALMH HACTOSIIEr0o H300pPETeHUsI MacCOBOE
COOTHOIIEHWE TMEePBOTO HEAKTUBHOTO (hapMalleBTUYECKOTO WHIPEANEHTa K BTOPOMY
HEaKTHBHOMY (papMalieBTUYECKOMY UHTPEIUEHTY COCTaBJISIET OT npuMepHo 1:1 1o mpumepHO
200:1, coorBercTBEeHHO, HanpuMep, npumepHo 1:1, npumepno 2:1, npumepHo 3:1, npumepHO
4:1, npumeprno 5:1, mpumepno 10:1, nmpumepno 15:1, npumepno 20:1, mpumepno 25:1,
npumepHo 30:1, npumepno 40:1, npumepno 50:1, npumepno 60:1, npumepno 70:1, npumepHO
75:1, npumepno 80:1, npumepno 90:1, npumepno 100:1, npumepno 110:1, mpumepno 120:1,
npumepno 130:1, npumepno 140:1, npumeprno 150:1, mpumepno 160:1, nmpumepno 170:1,
npumepHo 180:1, npumepro 190:1 nmu npumepro 200:1. B HEeKOTOPBIX BapuaHTax peaau3aluu
HACTOSAIIEro N300peTeHNsI MaCCOBOE COOTHOLIEHNE MOHOTHAPATA JIAKTO3BI K CT€apaTy MArHus
cocrasisier oT npumepHo 120:1 no mpumepHo 125:1. B HEKOTOPBIX BapUaHTaX peanu3aluu
HACTOSAIIEro N300peTeHNsI MaCCOBOE COOTHOLIEHNE MOHOTHAPATA JIAKTO3bI K CT€apaTy MarHus
cocraBisieT mpuMepHo 12236:1. B HEKOTOpPBIX BapuaHTax peaU3aLUu HACTOSLIErO

I/1306peTeHI/I$I MAaCCOBOC€ COOTHOLICHHUE MOHOTrUApaTa JIJAKTO3bI K CTCAPATy MarHus COCTAaBJIACT
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npumMepHo 20:1. B HEKOTOPBIX BapHaHTax peajM3alU{ HACTOALIErO M300PETEeHHsT MacCOBOE

COOTHOULIEHHE MOHOTUAPATA JIAKTO3bI K CT€apaTy MarHus cocrasisier npumepHo 10:1

IHoxa3zaHnust A5 JeYeHus

[00301] C moMOIIBIO COENUHEHUH U CIIOCOOOB, OMMUCAHHBIX B HACTOSIIIIEM TIOKYMEHTE, MOXKHO
JeYuTh JHOOOro CyOBeKTa, CTPAJaroIlero pakoM, BKJIIOYAs pPaK MOJIOUHOW JKeNe3bl, pak
AUNYHUKOB, paK IIEHKH MaTK{, SIUTEIHMAJbHBI pak SUYHUKOB, pak (amuionueBbIx TPyoO,
NEePBUYHBIN pak OPIOIIMHBI, PaK SHAOMETPHS, PaK MPEACTATENbHON JKeNe3bl, paKk suYKa, pak
MOJIKENYAOYHOMN JKeJIe3bl, PaK MUIIEBOJA, PAK IOJOBBI M LIEH, PaK JKEIyAKa, paK MOUYEBOIO
ny3bIpsA, pak Jerkux (Hampumep, aneHokapiuHoma, HMPJI u MPJI), pak koctu (Hampumep,
OCTEOCapKOMa), paK TOJICTON KMIIKH, PaK NPSMOW KHIIKH, PaK IMUTOBUIHOW >KENEe3bl, pak
TOJIOBHOTO MO3ra W LIEHTPAJbHOW HEPBHOW CHCTEMbI, TNIHOOIacTOMa, HelpobiacToma,
HEeWPOSHIOKPHHHBIN paK, paONOMOHBIN pak, KePaTOAKAHTOMA, STMHIACPMOHUIHAS KapLTHOMA,
CEMHMHOMa, MeJIaHOMa, capKoMa (Harpumep, JIUIOCapKoMa), Pak MOYEBOTO My3bIpsl, paK MeUeHU
(HampuMep, renaToLeUIIOJIIPHAS KapIMHOMA), paK IMOYKU (HANpHMEp, MOYeUHO-KIeTOYHAS
KapLUHOMa), MHEJIONHbIe paccTpoiicTBa (Hampumep, OMJL, XMJI, MuenogucriacTudeckui
CHHIPOM U MPOMHEJIOLUTAPHBIN JIEHKO03) U JTMM(GOUIHbIE PACCTPONCTBA (HANPUMED, JIEHKO3,
MHO’KECTBEHHAas1 Muesioma, uMpoma mMantuitHbix kietok, OJIJI, XJIJI, B-kierounast tumdoma,
T-knerounas mumpoma, mumbpoma X0KKHHA, HEXOKKHHCKAst TUM(POMa, BOJIOCATOKJIETOYHAS

aumdoma).

[00302] B HekOTOpBIX BapHaHTaX peaJu3alUdd CIOCOOAMH COIJIACHO HACTOSIIEMY
u300peTeHUI0 JieyaT CyOBEKTOB C PAKOM SIMYHUKOB. B HEKOTOPBIX BapUaHTAX peai3aliu
crocobaMu COTJIaCHO HACTOAIIEMY HM300PETEHUIO JiedaT CyOBEKTOB C 3IHUTENHANBHBIM PAKOM
SUYHUKOB. B HEKOTOPBIX BapHaHTAX peATH3ALHMU CIOCO0AMHM COTJIACHO HACTOSIIEMY
n300peTeHNI0 JieyaT CyOBeKTOB € pakoM (autonueBbix TpyO. B HEKOTOpBIX BapwaHTax
peanu3anuy crnoco0amMu COTJIaCHO HACTOAIIEMY H300pPETEHUIO JledaT CyOBeKTOB C NMEePBUYHBIM

paxom OpIOIIMHBI.

[00303] B HekOoTOpBIX BapHaHTaX peaJnu3alUdd CIOCOO0AMH COIJIACHO HACTOSIIEMY
U300pETEHHI0 JleyaT CYOBEKTOB C PELHMIUBUPYIOIIMM pPAaKOM SIMYHUKOB. B  HEKOTOpBIX
BapHaHTaX peain3alny CrocodaMu COTJIACHO HACTOSIIIEMY M300pPETEHUIO JieuaT CyOBeKTOB C
PEUUANBUPYIOLIUM STIUTCIUAJIBHBIM PAKOM SAHUYHUKOB. B HEKOTOPbIX BAapHUAHTAX pcain3dallii

crocobaMu COTIACHO HACTOSIIEMY H300PETEHHIO JIedaT CyObEKTOB C PEUIUBHPYIOIIUM PAKOM
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¢annonueBrix TpyO. B HEKOTOPBIX BapHaHTax peann3aliy CriocodaMu COTJIACHO HACTOSILIEMY

H300pETEHUIO JieyaT CyObEKTOB C PELUANBHPYIOLINM MIEPBUIHBIM PAKOM OPIOIINHBI.

[00304] B HexkoTOpPBIX BapHaHTaX pealu3alMd HACTOSIIEro H300peTeHus crocodamu
COTJIACHO HACTOSIIIEMY H300pETEHHIO JieuaT CyObEKTOB ¢ PELUIUBUPYIOIIMM PAKOM SIMYHHKOB
IIOCJIEC IMOJIHOI'O HUJIN YaCTUYHOI'O OTBE€TA Ha XI/IMI/IOTepal'II/II'O, TaKYIO KaK XI/IMI/IOTepaHI/Iﬂ Ha
OCHOBE TJIATHHBI. B HEKOTOPBIX BapHaHTAX pean3alii HACTOSIIErO H300peTEeH s Criocobamu
COTJIACHO HACTOSIIEMY M300PETEHHUIO JieYaT CyObEKTOB C PELUINBUPYIOIIUM SMUTEHAbHbIM
paKOM SANYHUKOB IIOCJIC IIOJHOT'O HJIKM YaCTHUYHOI'O OTBE€Ta Ha XI/IMI/IOTepaHI/IIO, TaKYIO Kak
XI/IMI/IOTepaHI/IH Ha OCHOBE€ ILJIATUHBI. B HeKOTOprX BapI/IaHTaX peanmaul/m HAaCTOALLCIO
u3o0peTeHust Crnocob0aMu COTJIACHO HACTOSIIIEMY H300pETeHHI0 JiedaT CyOBeKTOB ¢
PELUAMBUPYIOLIUM PAaKOM (DaJJIONMUEBBIX TPYO MOCE TMOJHOTO HJIM YaCTUYHOTO OTBETA Ha
XUMHOTEPAIHIO, TAKYKD KaK XMMHOTEpAIus HAa OCHOBE IJIATHHBI. B HEKOTOPBIX BapuUaHTAX
peas3aiy HaCTOSIIEro H300peTeH st CrocO0aMU COTJIACHO HACTOSIIIEMY M300PETEHHIO Jieyat
CYyOBEKTOB C peLUANBUPYIOLIUM MEPBUYHBIM PAKOM OPIOIIMHBI MOCJIE MOJHOTO UK YACTHYHOTO

OTBETA Ha XUMHUOTEPAIINIO, TAKYHO KaK XUMUOTEpAIs Ha OCHOBE IJIATUHBI.

[00305] B HekoTOpBIX BapHaHTaX pealU3alUi HACTOSILEro H300peTeHus Crnocodamu
COTJIACHO HACTOSIIEMY U300PETEHUIO JieYaT CYOBEKTOB C PELIMIUBUPYIOIUM PAKOM SIMUHUKOB,
PELUUAVBUPYIOLIUM  STUTEIHATBHBIM ~ PAKOM  SIMYHUKOB,  PELHIUBUPYIOLIUM  PAKOM
(annonueBpIx TPYO W/HMIN PELUIUBUPYIOIIAM MEPBUYHBIM PAKOM OpPIOLINHBI TOCJE MOJHOTO
WIA YaCTUYHOTO OTBETa HA XUMHOTEPAITUIO HA OCHOBE IUIATHHBI, I71€ CYOBEKThl HAYHMHAIOT
NoJy4yaTh JIEUEHHE He IO3/Hee, 4eM depe3 8 Helenb IOcCie IOCNIeNHEeH CXEeMbl JIeYeHUs
npernapaTamu, COAEpKaIlUMH MIaTuHy. Hanpumep, cyOBEKThI MOTYT HaYaTh MOJTYYATh JICUEHHE
HHUparnapuOboM NPUMEPHO depe3 7 HeAedb IOCJe IMOCIeAHEH CXeMbl JISYeHUs IpernapaTamy,
cofepKauMy TiaTiHHy. Hanpumep, CyObeKThI MOTYT HA4aTh [OJIy4YaTh JICYCHHE HUpArapuOoM
IIpUMEpHO depe3 6 Helenb Mocje MOCHeqHed CXeMbl JISUEHHUs IpernapaTamMy, COAepKALINMU
iatuHy. Hanpumep, cyOBEKTBI MOTYT Ha4aTh MOJy4YaTh JICUEHHWE HUPANapuOOM MPUMEPHO
yepe3 6 HeIenb IOCHe TOCNeNHeH CXEeMBbl JIEYeHUs NpernapaTaMy, COAEPKAUIUMHU IUIATHHY.
Hanpumep, cyOpekThl MOTYT HadaTh MOJIydaTh JICUEHHE HHPANapHOOM NPUMEPHO depe3 S
Henesb TOCIIe MOCNeIHEH CXeMbl JISYSHHUS MperapaTaMy, CoAep KauMu miatuny. Hampumep,
CyOBEKTBI MOTYT Ha4aTh MOJy4YaTh JIEYCHHE HUPANMapuOOM MPUMEpPHO depe3 4 Heaesu mocie
NOCJIEHEH CXeMbl JICUeHHs IpernapaTtamMy, ComepKamuMu rmiatuHy. Hampumep, cyOBeKThI
MOTYT Ha4aTh MOJIy4aTh JICUeHHE HUPANapruOOM NMPHMEPHO uepe3 3 HeAeaH MOcCie MocIeaHen

CXEMBI JICUEHHsI MperapaTaMy, COAepKalluMuU TuaTiHHy. Hanpumep, cyObeKThl MOTYT Ha4aThb
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NIOJIy4aTh JIEYEHHE HUPANapruOOM NMPUMEPHO depe3 2 HeleNu MOCie NOCIeHEH CXEeMBbI JICUSHHUS
npenapaTami, CoOAEpKaIlluMH MIaTuHy. Hanpumep, cyOBEKTHI MOTYT Ha4aTh MOJTYYATh JICUEHHE
HUpanapuOOM NpHUMEpHO uepe3 | Hememo mocie MocienHell CXeMbl JISUeHHs MpernapaTamy,

COAEPKALIMMU TJIATHHY.

[00306] B HexOoTOpBIX BapHaHTaX peaJn3alUd CIOCOO0AMHU  COIJIACHO HACTOSIIEMY

n300pETEHHIO JieyaT CyObEKTOB C PAKOM MPOCTATHI.

[00307] B HekOTOpBIX BapHaHTaxX peaJnu3alud CIOCOO0AMHU COIJIACHO HACTOSIIEMY
n300pETEHHIO JleuaT CyObeKTOB C MeNUATPUUIECKUM ITPOCTAThI. TUMUYHBIN TeANaTpUIECKUi pak
BKJIIOYA€T, HO HE OIPaHUYUBACTCA HUMH, CICAYHOLIHE. aAPCHOKOPTUKAJIbHAA KapLHUHOMA,
aCTPOLIMTOMA, ATHUIIUYHAS TEPATOUIHO-pAONOMAHAS OIMyXOJb, OMYyXOJH TOJOBHOTO MO3ra,
XOHZAPOOJIACTOMa, OMyXOJIb COCYJUCTOTO CIUIETEHMs, KpaHHO(MapUHTHOMA, JECMOMIHAsS
OMyXOJib, OU3dMOpHUOIUIACTHYECKAsT HeWposnurenuaibHas onyxonb (JAHO), snennumoma,
¢ubpocapkoma, >MOPHUOHATBHO-KJIETOYHASI OMyXOJIb MO3ra, MyJbTH()OpMHAs THo0IacToMa,
mupdysHas ramomMa MocTa, INIMOMAa HHU3KOH CTENEeHH 3JI0KAYeCTBEHHOCTH, TJIMOMATO3
TOJIOBHOTO MO3Tra, renatodyiacToMa, TMCTUOLIMTO3, OMYXOJb MOYKH, OCTPhIN JM(OOIaCTHBIH
neiiko3 (OJIJI), octpeiii Muenoneiikod (OMJI), xpoHuUeckuii MUeIOreHHbIN Jieiiko3 (XMJI),
JUnocapkoma, pak mnedenu, numpoma bepkurra, mumdoma XOMKKHHA, HEXOIKKHHCKAs
aumpoma, 3J0KauecTBeHHass GruOpo3Hasi TUCTHOLUTOMA, MeJJaHOMa, MHEJIONUCIIACTHYECKUN
cuHapoM, Hedpobmactoma,  HelipoOmacTtoma,  HelpoduOpocapkoma,  OCTeOCapKOMa,
NUWIOLUTAPHAS ~ acCTPOLIMTOMA,  peTuHoOjacToMa,  padmouagHas  OMyXOJib  TOYKH,
pabnomuocapkoma, capkoma FOuHra, capkomMa MSTKHX TKaHeW, CHHOBUAJbHAs CapKoOMa,

ONMyXOJib CIIMHHOI'O MO3ra U OIyXOJib Bunbma.

[00308] B HekoTOpPBIX BapHaHTaX pealU3alUl HACTOSIIEro H300peTeHus Ccrocodamu
COIJIACHO HACTOSLIEMY H300pETEHHIO JieyaT CyOBEKTOB, CTPAAIOIIUX PAKOM, C TO3UPOBKOU
HUpanapuda uim ero papMaleBTHUECKH PUEMIIEMON COH, cocTaBisiromei 1 mr, 5 mr, 10 wmr,
20 wmr, 25 wmr, 35 mr, 50 mr, 75 mr, 100 mr, 125 mr, 150 mr, 175 mr, 200 mr, 225 mr, ot 250 mMr
1o 275 mr, 300 mr, 325 mr, 350 mr, 375 mr, 400 mr, 425 mr, 450 mr, 475 mr, 500 mr, 550 wmr,
600 mr, 650 mr, 700 mr, 750 mr, 800 mr, 850 mr, 900 mr, 950 mr, 1000 mr, 1050 mr, 1100 mr,
1150 mr, 1200 mr, 1250 mr, 1300 mr, 1350 mr, 1400 mr, 1450 mr, 1500 mr, 1550 mr, 1600 mr,
1650 mr, 1700 mr, 1750 mr, 1800 mr, 1850 mr, 1900 mr, 1950 mr unmn 2000 mr, onuH pas B CyTKH,
7B pas3a B CYTKH WJIM TPU Pas3a B CyTKU. B HEKOTOpBIX BapuHaHTax peajnu3alyy HACTOSILIErO

n300peTeHus Croco0amMu COTJIACHO HACTOSIIIEMY H300PETeHHIO JIeUaT MAlIMEHTOB, CTPAJA0IIHX
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pakoM, C JO3MPOBKOW HHUpamapuba WM ero (apMameBTUYeCKH MPHEMIIEMOH COJH,
cocrasysroineit ot 150 mr g0 175 mr, ot 170 mMr g0 195 mr, ot 190 Mr 10 215 mr, ot 210 Mr 10
235 wmr, ot 230 Mr g0 255 wmr, ot 250 mr o 275 mr, ot 270 mMr g0 295 mr, ot 290 mr 1o 315 wmr,
otT 310 mr 1o 335 mr, ot 330 Mr 10 355 mr, ot 350 Mr g0 375 mr unu ot 370 mr go 400 Mr, onuH
pa3 B CYTKH, 1B pa3a B CyTKHM WJM TPHU pa3a B CYTKU. B HEKOTOpBIX BapHaHTaX peajtu3anuun
HACTOSIIIEr0 N300pETEHHsI CIIoco0aMy COTIACHO HACTOSIIEMY H300PETEHHIO JIeUaT MaleHTOB,
CTPAJAOLINX PAKOM, C TO3UPOBKON HUpanapuda mim ero papmManeBTHIECKH IPUEMIIEMOIT COH,
cocrasyswoineit S mr, 7,5 mr, 10 mr, 12,5 mr, 15 mr, 17,5 mr, 20 mr, 22,5 mr, 25 mr, 27,5 wmr, 30
mr, 35 mr, 40 mr, 45 mr, 50 mr, 55 mr, 60 mr, 65 mr, 70 mr, 75 mr, 80 mr, 85 mr, 90 mr, 95 mr

unu 100 mr, onuH pa3 B CYyTKHU, JBa pa3a B CYTKHU WJIU TPH pas3a B CYTKH.

[00309] B HexoTOpBIX BapHaHTAaX peaU3aLUU HACTOSIIETO H300PETeHNUs CIIOCOOBI COTTIACHO
HACTOSIEMY N300PETEeHUIO JieuaT MalMeHTOB, CTPAAIOIINX PAKOM, C JO3UPOBKOH HUpanapuda
WK ero (papMaleBTHYECKU MPUEMJIEMOI COJTH, COCTABJIIIOLIEH MpUMEpHO OT 1 Mr 10 5 mr, oT 5
mr 10 10 mr, ot 10 Mr go 20 mr, ot 20 mr 1o 25 wmr, ot 35 mMr go 50 mr, ot 50 mr no 75 wmr, ot 70
mr 110 95 mr, ot 90 Mr 1o 115 mr, ot 110 mr go 135 mr, ot 130 mr go 155 mr, ot 150 mr mo 175
mr, ot 170 mr go 195 mr, ot 190 mr go 215 mr, ot 210 mr go 235 mr, ot 230 mr 1o 255 mr, oT
250 mr go 275 mr, ot 270 mr mo 300 mr, ot 290 mr 1o 315 mr, ot 310 mr go 335 mr, ot 330 mMr
1o 355 mr, ot 350 mr no 375 mr, ot 370 Mr go 400 mr, ot 400 mr mo 450 mr, ot 450 mr go 500
mr, ot 500 Mr o 550 mr, ot 550 mr o 600 mr, ot 600 mr mo 650 mr, ot 650 mr no 700 mr, oT
700 mr go 750 mr, ot 750 mr mo 800 mr, ot 800 mr go 850 mr, ot 850 mr mo 900 mr, ot 900 mr
1o 950 mr, ot 950 mr go 1000 mr, ot 1000 Mr mo 1050 mr, ot 1050 mr go 1100 mr, ot 1100 Mr
10 1150 mr, ot 1150 mr go 1200 mr, ot 1200 mr ao npumepno 1250 mr, ot 1250 mr no 1300 mr,
ot 1300 mr mo 1350 mr, ot 1350 mr go 1400 mr, ot 1400 mr go 1450 mr, ot 1450 mr mo 1500
mr, ot 1500 mr go 1550 mr, ot 1550 mr mo 1600 mr, ot 1600 mMr go 1650 mr, ot 1650 mr mo 1700
mr, ot 1700 mr go 1750 mr, ot 1750 mr mo 1800 mr, ot 1800 mMr go 1850 mr, ot 1850 mr mo 1900
mr, oT 1900 mr no 1950 mr unu ot 1950 mr go 2000 Mr, oguH pa3 B CyTKH, 1Ba pa3a B CYTKH WU
TPH pa3a B CYTKU. B HEKOTOpPBIX BapHaHTAaX PEATM3aLMU HACTOSILEro M300PETEHHs CIIOCOObI
COIJIACHO HACTOSIIIEMY HM300PETEHHUIO JieuaT MAIEeHTOB, CTPANAOIINX PAKOM, C JO3UPOBKOU
HUpanapuda wim ero papmManeBTHIECKU MPUEMIIEMOH COJIH, COCTABIISIOLIEH MPUMEPHO OT 5 MT
1o 7,5 mr, ot 7 Mr g0 9,5 mr, ot 9 mr 1o 11,5 mr, ot 11 mr go 13,5 mr, ot 13 mr g0 15,5 mr, ot
15 mr no 17,5 mr, ot 17 mr no 19,5 mr, ot 19 mr g0 21,5 mr, ot 21 mMr go 23,5 mr, ot 23 Mr 70
25,5 mr, ot 25 mr 0 27,5 mr, ot 27 mr 10 30 mr, ot 30 mMr o 35 wmr, ot 35 mr xo 40 wmr, ot 40

Mmr 110 45 mr, ot 45 mr 1o 50 mr, ot 50 Mr o 55 mr, ot 55 mr go 60 mr, ot 60 Mr 10 65 Mmr, oT 65
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mr 1o 70 mr, ot 70 Mr go 75 mr, ot 75 mr mo 80 mr, ot 80 mr go 85 mr, ot 85 mr go 90 mr, ot 90

Mr 10 95 mr unm ot 95 mr go 100 Mr, onuH pas B CyTKH, [1Ba pas3a B CYTKH WJIH TPH pas3a B CyTKH.

BBeaeHne KOMIO3HIMH

[00310] OpHa W3 pPEeKOMEHIYEeMbIX JO3UPOBOK HHparmapuda, OMHUCAHHBIX B HACTOSIIEM
NOKYMeHTe (Hampumep, B KaueCTBE MOHOTEpAIuu), COCTaBisieT Tpu A03bl mo 100 wr,
MIPUHIMAaeMble MMePOPAIbHO OJUH pa3 B CYTKH, YTO SKBUBAJEHTHO oOmel cyTouHoi noze 300
mr. [Tanmenram MoxeT ObITh PEKOMEHOBAHO MPUHUMATh A03Y MTPUMEPHO B OAHO U TO XK€ BPeMsi

K&)I(I[blﬁ JACHDb. BBeI[eHI/Ie nepea CHOM MNOoTEHUUAJIbHO MOXKET ITIOMOYb CITPABUTHCS C TOIITHOTOM.

[00311] Kak onmcaHo B HaCTOSIIIEM JOKYMEHTe, 10361 OT 1 10 2000 mMr Hupamapuda uin ero
(bapMaleBTHUECKH MTPUEMJIEMOM COJIM MOKHO BBOIUTH JJIS JIEYEHUS] CYyOBEKTOB, M CIIOCOOBI U
KOMIO3ULIUK, ONKMCAHHBIE B HACTOSLIEM AOKYMEHTE, MOTYT BKJIIOYAThb BBEAEHHUE OAUH pa3 B
CYTKH, JBa pa3a B CyTKH WIH TPHU pa3a B CYTKU 103kl A0 1 mr, 5 mr, 10 mr, 20 mr, 25 mr, 35 wr,
50 mr, 75 mr, 100 mr, 125 mr, 150 mr, 175 mr, 200 mr, 225 mr, ot 250 mr mgo 275 mr, 300 wmr,
325 wmr, 350 mr, 375 mr, 400 mr, 425 mr, 450 mr, 475 mr, 500 mr, 550 mr, 600 mr, 650 mr, 700
mr, 750 mr, 800 mr, 850 mr, 900 mr, 950 mr, 1000 mr, 1050 mr, 1100 mr, 1150 mr, 1200 mr, 1250
mr, 1300 mr, 1350 mr, 1400 mr, 1450 mr, 1500 mr, 1550 mr, 1600 mr, 1650 mr, 1700 mr, 1750
mr, 1800 mr, 1850 mr, 1900 mr, 1950 mr unu 2000 Mr ouH pa3 B CYTKH, Ba pa3a B CYTKU WJIH
TPU pa3a B CYyTKH. B HEKOTOPBIX BapUaHTaX peasiu3alMK HACTOSIIEro HM300peTeHus n03a
HUpanapuda M ero GapMaLueBTHUECKH MPUEMJIEMOI COJI COCTaBsieT OT | Mr 10 5 mr, ot 5
mr 1o 10 mr, ot 10 mr go 20 mr, ot 20 Mr 1o 25 mr, ot 35 mr 1o 50 mr, ot 50 mr go 75 mr, ot 70
Mmr 10 95 mr, ot 90 mr mo 115 mr, ot 110 mr go 135 mr, ot 130 mr o 155 mr, ot 150 mr go 175
mr, ot 170 Mr no 195 mr, ot 190 mr o 215 mr, ot 210 mr mo 235 mr, ot 230 mr go 255 mr, OT
250 mr go 275 wmr, ot 270 mr mo 300 mr, ot 290 mr go 315 mr, ot 310 mr go 335 mr, ot 330 mr
1o 355 mr, ot 350 mr go 375 mr, ot 370 mr mo 400 mr, ot 400 mr go 450 mr, ot 450 mr mo 500
mr, ot 500 Mr o 550 mr, ot 550 mr o 600 mr, ot 600 mr no 650 mr, ot 650 mr go 700 mr, oT
700 mr go 750 mr, ot 750 mr mo 800 mr, ot 800 mr go 850 mr, ot 850 mr mo 900 mr, ot 900 mr
1o 950 mr, ot 950 mr go 1000 mr, ot 1000 Mr mo 1050 mr, ot 1050 mr go 1100 mr, ot 1100 Mr
o 1150 mr, ot 1150 Mr go 1200 mr, ot 1200 mr mo 1250 mr, ot 1250 mr go 1300 mr, ot 1300
mr 10 1350 mr, ot 1350 mr go 1400 mr, ot 1400 mr go 1450 mr, ot 1450 mr mo 1500 mr, ot 1500
mr 10 1550 mr, ot 1550 mr go 1600 mr, ot 1600 mr go 1650 mr, ot 1650 mr mo 1700 mr, ot 1700
mr 10 1750 mr, ot 1750 mr go 1800 mr, ot 1800 mr go 1850 mr, ot 1850 mr mo 1900 mr, ot 1900
Mr 0 1950 mr umm ot 1950 mr no 2000 mMr oguH pa3 B CyTKH, [1Ba pa3a B CYyTKH WIH TPH pas3a B

CYTKH. B HEKOTOpBIX BapuaHTaxX peajn3alUy HACTOSIIETrO H300peTeHus CrocobaMu COrJIaCHO
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HACTOSALIEMY U300PETEeHUIO JieyaT CyOBeKTOB, CTPAAAIOIINX PAKOM, C JO3UPOBKOH Hupanapuda
WK ero papMaleBTHYECKU MPUEMIIEMON COJH, cocTaBiisiromei 1 mr, 5 mr, 10 mr, 20 mr, 25 wr,
35 mr, 50 mr, 75 mr, 100 mr, 125 mr, 150 mr, 175 mr, 200 mr, 225 mr, ot 250 mr g0 275 wmr, 300
mr, 325 mr, 350 mr, 375 mr, 400 mr, 425 mr, 450 mr, 475 mr, 500 mr, 550 mr, 600 mr, 650 mr,
700 mr, 750 mr, 800 mr, 850 mr, 900 mr, 950 mr, 1000 mr, 1050 mr, 1100 mr, 1150 mr, 1200 wmr,
1250 mr, 1300 mr, 1350 mr, 1400 mr, 1450 mr, 1500 mr, 1550 mr, 1600 mr, 1650 mr, 1700 mr,
1750 mr, 1800 mr, 1850 mr, 1900 mr, 1950 mr unu 2000 Mr, 0nuH pas B CYTKH, 1Ba pas3a B CYyTKU

WUJIU TPU Pa3a B CyTKH.

[00312] B HexoTOpBIX BapHaHTaX peaju3allly HACTOSALIEro n3oOpereHus: odmasi CyTouHas
no03a Hupamnapuba uim ero (papmMareBTHIeCKH MpHEeMIIEMON Coiiu coctasiisieT oT 1 mr 1o 2000
Mr. B HEKOTOpBIX BapHaHTaxX peajn3aliy HACTOAIIEro N300peTeHNsT BBOAST OOIIYIO CYTOYHYIO
103y Hupanapuda win ero GpapmManeBTHIECKH IPUEMIEMON COJIM, COCTABJIIOLIYIO OT 1 Mr 10
1000 mr, nHanmpumep, oT 50 mr go 300 mr. B HEKOTOpBIX BapHaHTaX peaJnu3aliy HACTOSALLErO
u3o0perenus o0mas CyToYHast 103a Hupanapuda uin ero papMarieBTUYECKH MPUEMIIEMON COTU
npesbimaer 100 Mr B cyTku. B HEKOTOPBIX BapHaHTax peajn3aliy HACTOSINEro N300peTeHus
o01mas cyTouHasi 103a Hupanapuda i ero GpapMareBTUYeCKH MPUEMIIEMON COJTH TPEBBILIAET
200 Mr B CyTKH. B HEKOTOpBIX BapuaHTaX peaH3allH HACTOSILIEro H300peTeHHst oOiast
CYTOUHas 103a HUpanapuda Uiu ero papMaeBTUYECKU MpUeMIIEMO cou npeBbimaeT 300 mr
B CYTKHU. B HEKOTOPBIX BapHaHTAX peaTH3alUy HACTOSIIEro H300peTeHus o01asi CyTouHast 103a
HUpanapuba win ero ¢papMaleBTUYECKH MpueMieMoi comu npesbimaer 400 mr B cyTku. B
HEKOTOPBIX BapHaHTaX peaM3alli HACTOSALIEro H300peTeHns of0mas CyTo4YHas J03a

HUpanapuda wim ero papmManeBTHIECKU MPUEMIIEMOH COJH npeBbIaeT SO0 Mr B CYTKH.

[00313] B HekoTOpBIX BapHaHTaX peaju3alMy HACTOSILIErO M300peTeHus: odmas CyTouHast
no3a Hupanapuda i ero (papMareBTHIeCKH MPpUeMIIEMO cotu He TipeBbinaeT S00 Mr B CyTKH.
B HekoTOphIX BapHaHTaX peajH3alMyd HACTOSINEero H300peTeHust oOmias CyTOYHas 103a
HUpanapuda Wi ero ¢papMaleBTUIECKH prueMiIeMol conr He npesbimaeTr 300 mr B cyTku. B
HEKOTOPBIX BapHaHTaX peaM3alli HACTOSAIIEro H300peTeHns o0mas CyTo4YHas Ja03a
HUpanapubda wim ero ¢papMaleBTUIECKH pUeMiIeMo conn He npesbimaer 100 mr B cyTku. B
HEKOTOPBIX BapHaHTaX pean3alli HACTOSAIIEro H300peTeHns of0mas CyTo4yHas [a03a
HUpanapubda wim ero ¢papMaleBTUIECKH pueMiIieMoii conr He npesbimaer 100 mr B cyTku. B
HEKOTOPBIX BapHaHTaxX pean3alli HACTOSAIIEro H300peTeHns of0mas CyTodHas [a03a
HUpanapuda win ero ¢papMaleBTUIECKH MPUEMIIEMOI COJTM COCTABIISIET MPUMEPHO OT | Mr 10 5

Mmr, oT 5 Mr 710 10 mr, ot 10 Mr go 20 mr, ot 20 mr g0 25 wmr, ot 35 mr g0 50 mr, ot 50 mr o 75
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mr, ot 70 mr 70 95 mr, ot 90 mr g0 115 mr, ot 110 mr go 135 mr, ot 130 mMr g0 155 mr, ot 150
mr 10 175 mr, ot 170 Mr go 195 mr, ot 190 mr mo 215 wmr, ot 210 mr mo 235 mr, ot 230 Mr g0
255 wmr, ot 250 mr go 275 wmr, ot 270 mr 1o 300 mr, ot 290 mr g0 315 mr, ot 310 mr 1o 335 wr,
ot 330 mr 10 355 wmr, ot 350 mr go 375 wmr, ot 370 mr go 400 mr, ot 400 mr go 450 mr, ot 450
mr 10 500 mr, ot 500 mr o 550 mr, ot 550 mr go 600 mr, ot 600 mr no 650 mr, ot 650 Mr 10
700 mr, ot 700 mr go 750 mr, ot 750 mr g0 800 mr, ot 800 mr g0 850 mr, ot 850 mr 1o 900 wmr,
ot 900 mr o 950 wmr, ot 950 mr go 1000 mr, ot 1000 mr go 1050 mr, ot 1050 mr o 1100 mr, ot
1100 mr no 1150 mr, ot 1150 mr o 1200 mr, ot 1200 mr go 1250 mr, ot 1250 mr go 1300 mr,
ot 1300 mr mo 1350 mr, ot 1350 mr go 1400 mr, ot 1400 mr go 1450 mr, ot 1450 mr mo 1500
mr, ot 1500 mr go 1550 mr, ot 1550 mr go 1600 mr, ot 1600 mr go 1650 mr, ot 1650 mr no 1700
mr, ot 1700 mr go 1750 mr, ot 1750 mr go 1800 mr, ot 1800 mr go 1850 mr, ot 1850 mr no 1900
mr, oT 1900 mr 10 1950 mr uu ot 1950 mr o 2000 mr. OOmas cyTo4Hast 103a Hupanapuoa uim
ero (apMaleBTHYECKH MTPUEMJIEMOH COJIM coCcTaBisieT mpuMepHo 1 mr, S mr, 10 mr, 20 mr, 25
mr, 35 mr, 50 mr, 75 mr, 100 mr, 125 mr, 150 mr, 175 mr, 200 mr, 225 mr, ot 250 mo 275 mr, 300
mr, 325 mr, 350 mr, 375 mr, 400 mr, 425 mr, 450 mr, 475 mr, 500 mr, 550 mr, 600 mr, 650 wmr,
700 mr, 750 mr, 800 mr, 850 mr, 900 mr, 950 mr, 1000 mr, npumepno 1050 mr, npumepno 1100
mr, npumepHo 1150 mr, npumepno 1200 mr, npumepHo 1250 mr, npumepHo 1300 mr, npumepHO
1350 mr, npumepno 1400 mr, mpumepHo 1450 mr, mpumepno 1500 mr, npumepno 1550 wr,
npumepHo 1600 mr, npumepHo 1650 mr, npumepno 1700 mr, npumepHo 1750 mr, mpumepHO

1800 mr, mpumepno 1850 mr, npumepHo 1900 mr, npumepno 1950 mr unu npumepno 2000 wmr.

[00314] Tepanepruuecku 3(dexkTuBHAsT n03a HHUpamapuda uiau ero (apMaleBTUYECKH
MIPUEMJIEMON COJIM MOKET COCTaBJISITh npumepHo 1 mr, S mr, 10 mr, 20 mr, 25 mr, 35 mr, 50 mr,
75 mr, 100 mr, 125 mr, 150 mr, 175 mr, 200 mr, 225 mr, ot 250 go 275 mr, 300 mr, 325 mr, 350
mr, 375 mr, 400 mr, 425 mr, 450 mr, 475 mr, 500 mr, 550 mr, 600 mr, 650 mr, 700 mr, 750 mr,
800 mr, 850 mr, 900 mr, 950 mr, 1000 mr, npumepno 1050 mr, npumepno 1100 mr, mpumepHO
1150 mr, npumepno 1200 mr, mpumepno 1250 mr, nmpumepno 1300 mr, npumepno 1350 wr,
npumepHo 1400 mr, npumepHo 1450 mr, npumepno 1500 mr, npumepHo 1550 mr, npumepHO
1600 mr, npumepno 1650 mr, mpumepno 1700 mr, mpumepno 1750 mr, npumepno 1800 wr,
npumepHo 1850 mr, npumepHo 1900 mr, npumepno 1950 mr unu npumepno 2000 mr B cyTku. B
HEKOTOPBIX BAPUAHTAX PEaTM3aLMH HACTOSIIEro N300PETEHNS KOIMYECTBO HIpanapuoa Ui ero
(dapmMareBTHUECKH TPUEMIIEMOH COJIH, BBOAMMOE €KEHEBHO, COCTABIISIET MPUMEPHO OT 1 Mr 110
S wmr, ot 5 mr g0 10 mr, ot 10 mr g0 20 mr, ot 20 mr g0 25 mr, ot 35 mr go 50 mr, ot 50 mr A0

75 mr, ot 70 mr g0 95 mr, ot 90 mr 1o 115 mr, ot 110 mr mo 135 mr, ot 130 mr go 155 wmr, oT
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150 mr go 175 mr, ot 170 Mr mo 195 mr, ot 190 mr go 215 mr, ot 210 mr go 235 wmr, ot 230 mr
1o 255 wr, ot 250 mr go 275 mr, ot 270 mr mo 300 mr, ot 290 mr go 315 mr, ot 310 mr mo 335
mr, ot 330 mr 10 355 wmr, ot 350 mr o 375 wmr, ot 370 mr no 400 mr, ot 400 mr no 450 mr, OT
450 mr go 500 mr, ot 500 mr mo 550 mr, ot 550 mr go 600 mr, ot 600 mr mo 650 mr, ot 650 mMr
1o 700 mr, ot 700 mr go 750 mr, ot 750 mMr go 800 mr, ot 800 mr mo 850 mr, ot 850 mr go 900
mr, oT 900 mr no 950 mr, ot 950 mr mo 1000 mr, ot 1000 mr mo 1050 mr, ot 1050 mr mo 1100
mr, ot 1100 mr go 1150 mr, ot 1150 mr mo 1200 mr, ot 1200 Mr go 1250 mr, ot 1250 mr o 1300
mr, ot 1300 mr go 1350 mr, ot 1350 mr no 1400 mr, ot 1400 mMr go 1450 mr, ot 1450 mr o 1500
mr, oT 1500 mr 1o 1550 mr, ot 1550 mr no 1600 mr, ot 1600 mMr go 1650 mr, ot 1650 mr go 1700
mr, oT 1700 mr 1o 1750 mr, ot 1750 mr no 1800 mr, ot 1800 mr go 1850 mr, ot 1850 Mr go 1900

mr, oT 1900 mr go 1950 mr unu ot 1950 mr 1o 2000 Mr B CyTKU.

[00315] B HekoTOpBIX BapUaHTaxX peANU3ALMU HACTOSIIEr0 H300PETeHUS] KOJIUYECTBO
Hupamapuba uiam ero ¢papMaueBTHYECKH NPUEMIIEMOI COJM, BBOAMMOE OIWH pa3 B CYTKH,
cocrasjisieT oT 1 mMr 10 5 mr, ot 5 mr g0 10 mr, ot 10 mr 1o 20 mr, ot 20 mr g0 25 mr, oT 35 Mr
10 50 mr, ot 50 Mr 1o 75 mr, ot 70 mr o 95 mr, ot 90 mr go 115 mr, ot 110 mr no 135 wmr, ot
130 mr go 155 mr, ot 150 mr mo 175 mr, ot 170 mr go 195 mr, ot 190 mr go 215 mr, ot 210 mMr
1o 235 mr, ot 230 mr go 255 mr, ot 250 mMr mo 275 mr, ot 270 mr go 300 mr, ot 290 mr mo 315
mr, ot 310 Mr o 335 wmr, ot 330 mr o 355 mr, ot 350 mr mo 375 mr, ot 370 mr no 400 mr, oT
400 mr go 450 mr, ot 450 mr mo 500 mr, ot 500 mr go 550 mr, ot 550 mr mo 600 mr, ot 600 mr
1o 650 mr, ot 650 mr go 700 mr, ot 700 Mr mo 750 mr, ot 750 mr go 800 mr, ot 800 mr mo 850
mr, oT 850 mr 1o 900 mr, ot 900 mr 1o 950 mr, ot 950 Mr go 1000 mr, ot 1000 mMr go 1050 wmr,
ot 1050 mr mo 1100 mr, ot 1100 mr go 1150 mr, ot 1150 mr go 1200 mr, ot 1200 mr mo 1250
mr, ot 1250 mr go 1300 mr, ot 1300 mr mo 1350 mr, ot 1350 mr go 1400 mr, ot 1400 mr mo 1450
mr, ot 1450 mr go 1500 mr, ot 1500 mr mo 1550 mr, ot 1550 mMr go 1600 mr, ot 1600 mr mo 1650
mr, ot 1650 mr go 1700 mr, ot 1700 mr mo 1750 mr, ot 1750 mr go 1800 mr, ot 1800 mr mo 1850
mr, oT 1850 mr go 1900 mr, ot 1900 mr go 1950 mr umm ot 1950 Mr no 2000 mr. B HEKOTOPBIX
BAPUAHTAX peAN3ali HACTOSINEro H300peTeHuss KOJMYECTBO HHUpamapuda WM €ero
(apmareBTHUECKH PUEMIIEMOH COJTH, BBOJUMOE OJTUH Pa3 B CYTKH, COCTABIISIET MPUMEPHO 1 MT,
5 mr, 10 mr, 20 mr, 25 mr, 35 mr, 50 mr, 75 mr, 100 mr, 125 mr, 150 mr, 175 mr, 200 mr, 225 wr,
ot 250 o 275 mr, 300 mr, 325 mr, 350 mr, 375 wmr, 400 mr, 425 mr, 450 mr, 475 mr, 500 mr, 550
mr, 600 mr, 650 mr, 700 mr, 750 mr, 800 mr, 850 mr, 900 mr, 950 mr, 1000 mr, npumepno 1050
mr, npumepHo 1100 mr, mpumepno 1150 mr, npumepro 1200 mr, npumepHo 1250 mr, npumepHO

1300 mr, mpumepno 1350 mr, mpumepno 1400 mr, mpumepno 1450 mr, npumepno 1500 wr,
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npumepHo 1550 mr, npumepro 1600 mr, npumepno 1650 mr, npumepro 1700 mr, npumepHO
1750 mr, npumepHro 1800 mr, npumepno 1850 mr, npumepno 1900 mr, npumepro 1950 mr unmn

npumepHo 2000 mr.

[00316] B HexkoTOpBIX BapHaHTaxX peajM3alMyd HACTOSIIEr0 H300pETEeHHs KOJIUYECTBO
HUpanapuba wim ero (papmManeBTUYECKH NMPUEMIIEMON COJIM, BBOAMMOE ABa paza B CYTKH,
coctasiisieT oT 1 mMr 10 5 mr, ot S mr g0 10 mr, ot 10 mr 1o 20 mr, ot 20 mr g0 25 Mr, oT 35 Mr
10 50 mr, ot 50 Mr 1o 75 wmr, ot 70 mr 1o 95 mr, ot 90 mr go 115 mr, ot 110 mr go 135 wmr, ot
130 mr go 155 wmr, ot 150 mr no 175 mr, ot 170 mr go 195 wmr, ot 190 mr go 215 mr, ot 210 mMr
1o 235 mr, ot 230 mr go 255 mr, ot 250 Mr no 275 mr, ot 270 mr go 300 mr, ot 290 mr mo 315
mr, ot 310 Mr 1o 335 wmr, ot 330 mr o 355 wmr, ot 350 mr no 375 mr, ot 370 mr go 400 mr, ot
400 mr o 450 wmr, ot 450 mMr go 500 mr, ot 500 mr go 550 mr, ot 550 mr no 600 mr, ot 600 Mr
1o 650 mr, ot 650 mr no 700 mr, ot 700 Mr go 750 mr, ot 750 mr mo 800 mr, ot 800 mr go 850
mr, oT 850 mr mo 900 mr, ot 900 mr go 950 mr, ot 950 Mr no 1000 mr, ot 1000 mMr no 1050 wmr,
ot 1050 mr go 1100 mr, ot 1100 mr go 1150 mr, ot 1150 mr mo 1200 mr, ot 1200 mr mo 1250
mr, oT 1250 mr mo 1300 mr, ot 1300 mr mo 1350 mr, ot 1350 Mr go 1400 mr, ot 1400 mr no 1450
mr, ot 1450 mr go 1500 mr, ot 1500 mr mo 1550 mr, ot 1550 mr go 1600 mr, ot 1600 mr mo 1650
mr, ot 1650 mr go 1700 mr, ot 1700 mr mo 1750 mr, ot 1750 mr go 1800 mr, ot 1800 mr mo 1850
mr, oT 1850 mr go 1900 mr, ot 1900 mr go 1950 mr umm ot 1950 Mr no 2000 mr. B HEKOTOPBIX
BAPMAHTAX peAN3all HACTOSINEro M300peTeHUss KOJMYECTBO HHUpamapuda WM ero
(apMaeBTHUECKH MPUEMIIEMOH COJIM, BBOAMMOE JIBA pa3a B CYTKHU, COCTABJISIET MPUMEPHO | Mr,
5 wmr, 10 mr, 20 mr, 25 mr, 35 mr, 50 mr, 75 mr, 100 mr, 125 mr, 150 mr, 175 mr, 200 mr, 225 wr,
ot 250 1o 275 mr, 300 mr, 325 mr, 350 mr, 375 mr, 400 mr, 425 mr, 450 mr, 475 mr, 500 mr, 550
mr, 600 mr, 650 mr, 700 mr, 750 mr, 800 mr, 850 mr, 900 mr, 950 mr, 1000 mr, npumepno 1050
mr, npumepHo 1100 mr, npumepno 1150 mr, npumepro 1200 mr, npumepHo 1250 mr, npumepHO
1300 mr, npumepno 1350 mr, mpumepno 1400 mr, nmpumepno 1450 mr, npumepno 1500 wr,
npumepHo 1550 mr, npumepro 1600 mr, npumepno 1650 mr, npumepro 1700 mr, npumepHO
1750 mr, npumepHo 1800 mr, npumepno 1850 mr, npumeprno 1900 mr, npumepro 1950 mr unmn

npumepHo 2000 mr.

[00317] B HekOTOpBIX BapHaHTaxX peaju3alMd HACTOSIIEr0 H300PETEeHHs KOJIUYECTBO
Hupamapuba wim ero (apMareBTHUECKH MPUEMIIEMOW COJIM, BBOIUMOE TPU paza B CYTKH,
coctasisieT oT 1 mMr 10 5 mr, ot S mr g0 10 mr, ot 10 mr o 20 mr, ot 20 mr g0 25 Mr, oT 35 Mr
10 50 mr, ot 50 mr 1o 75 mr, ot 70 mr 1o 95 mr, ot 90 mr go 115 mr, ot 110 mr go 135 wmr, ot

130 mr go 155 mr, ot 150 Mr mo 175 mr, ot 170 mr go 195 mr, ot 190 mr go 215 mr, ot 210 mr
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1o 235 mr, ot 230 mr g0 255 wmr, ot 250 mr g0 275 mr, ot 270 mr 1o 300 mr, ot 290 mr no 315
mr, ot 310 mr o 335 wmr, ot 330 mr o 355 mr, ot 350 mr no 375 mr, ot 370 mr go 400 mr, oT
400 mr go 450 mr, ot 450 mr mo 500 mr, ot 500 mr go 550 mr, ot 550 mr mo 600 mr, ot 600 mMr
1o 650 mr, ot 650 mr go 700 mr, ot 700 mMr go 750 mr, ot 750 mr mgo 800 mr, ot 800 mr go 850
mr, oT 850 mr 1o 900 mr, ot 900 mr g0 950 wmr, ot 950 mMr go 1000 mr, ot 1000 mMr go 1050 wmr,
ot 1050 mr mo 1100 mr, ot 1100 mr go 1150 mr, ot 1150 mr mo 1200 mr, ot 1200 mr mo 1250
mr, ot 1250 mr go 1300 mr, ot 1300 mr mo 1350 mr, ot 1350 Mr go 1400 mr, ot 1400 mr mo 1450
mr, ot 1450 mr go 1500 mr, ot 1500 mr mo 1550 mr, ot 1550 Mr go 1600 mr, ot 1600 mr mo 1650
mr, oT 1650 mr o 1700 mr, ot 1700 mr no 1750 mr, ot 1750 mr go 1800 mr, ot 1800 mr go 1850
mr, oT 1850 mr go 1900 mr, ot 1900 Mr go 1950 mr umm ot 1950 Mr no 2000 mr. B HEKOTOPBIX
BapUAHTAX peaM3aluy HACTOSAIIEro M300peTeHHsT KOJIWYEeCTBO Hupamapuba WIH ero
(bapmaLieBTHUECKH TPHEMIIEMOH COJIH, BBOIUMOE TPH pasa B CYTKH, COCTABIISIET IPUMEPHO 1 Mr,
S wmr, 10 mr, 20 mr, 25 mr, 35 mr, 50 mr, 75 mr, 100 mr, 125 mr, 150 mr, 175 mr, 200 mr, 225 wmr,
ot 250 1o 275 mr, 300 mr, 325 mr, 350 mr, 375 mr, 400 mr, 425 mr, 450 mr, 475 mr, 500 mr, 550
mr, 600 mr, 650 mr, 700 mr, 750 mr, 800 mr, 850 mr, 900 mr, 950 mr, 1000 mr, npumepno 1050
mr, mpumepHo 1100 mr, npumepno 1150 mr, npumepno 1200 mr, npumepHo 1250 mr, npumepHO
1300 mr, nmpumepno 1350 mr, mpumepno 1400 mr, mpumepno 1450 mr, npumepno 1500 wr,
npumepHo 1550 mr, npumepro 1600 mr, npumepno 1650 mr, npumepro 1700 mr, npumepHO
1750 mr, npumepHo 1800 mr, npumepno 1850 mr, npumeprno 1900 mr, npumepHo 1950 mr unmn

npumepHo 2000 mr.

[00318] B HekoTOpPBHIX BapHaHTaX peaTU3aLUH HACTOSALIEr0 H300PETEeHHs] YKa3aHHBIH
HUpanapud win ero papMaLeBTHIECKU PUEeMIIEMast COJIb IPUCYTCTBYET B 103€ OT MPUMEPHO |
Mr 10 npumepHo 2000 mr, BKIIrOYasi, HO HE OrPAHUYUBASICh, CIECAYIOLIUE. MPUMEPHO 1 Mr, 5 Mr,
10,0 mr, 10,5 mr, 11,0 mr, 11,5 mr, 12,0 mr, 12,5 mr, 13,0 mr, 13,5 mr, 14,0 mr, 14,5 mr, 15,0 mr,
15,5 mr, 16 mr, 16,5 mr, 17 mr, 17,5 mr, 18 mr, 18,5 mr, 19 mr, 19,5 mr, 20 mr, 20,5 mr, 21 wmr,
21,5 mr, 22 mr, 22,5 mr, 23 mr, 23,5 mr, 24 mr, 24,5 mr, 25 mr, 25,5 mr, 26 mr, 26,5 mr, 27 mr,
27,5 mr, 28 mr, 28,5 mr, 29 mr, 29,5 mr, 30 mr, 30,5 mr, 31 mr, 31,5 mr, 32 mr, 32,5 mr, 33 mr,
33,5 mr, 34 wmr, 34,5 wmr, 35 wmr, 35,5 mr, 36 mr, 36,5 mr, 37 mr, 37,5 mr, 38 mr, 38,5 mr, 39 wmr,
39,5 mr, 40 wmr, 40,5 mr, 41 mr, 41,5 mr, 42 mr, 42,5 mr, 43 wmr, 43,5 mr, 44 mr, 44,5 mr, 45 wmr,
45,5 mr, 46 mr, 46,5 mr, 47 mr, 47,5 mr, 48 mr, 48,5 mr, 49 mr, 49,5 mr, 50 mr, 55 mr, 60 mr, 65
mr, 70 mr, 75 mr, 80 mr, 85 mr, 90 mr, 95 mr, 100 mr, 105 mr, 110 mr, 115 mr, 120 mr, 120,5 wmr,
121 mr, 121,5 mr, 122 mr, 122,5 mr, 123 mr, 123,5 mr, 124 mr, 124,5 mr, 125 mr, 125,5 mr, 126
mr, 126,5 mr, 127 mr, 127,5 mr, 128 mr, 1285 mr, 129 mr, 129,5 mr, 130 mr, 135 mr, 140 wmr,
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145 wmr, 150 mr, 155 mr, 160 mr, 165 mr, 170 mr, 175 mr, 180 mr, 185 mr, 190 mr, 195 mr, 200
Mmr, 225 mr, ot 250 mr go 275 mr, 300 mr, 325 mr, 350 mr 375 mr, 400 mr, 425 wmr, 450 mr, 475
mr, 500 mr, 550 mr, 600 mr, 650 mr, 700 mr, 750 mr, 800 mr, 850 mr, 900 mr, 950 mr, 1000 wmr,
npumepHo 1050 mr, npumepro 1100 mr, npumepno 1150 mr, npumepro 1200 mr, npumepHO
1250 mr, nmpumepno 1300 mr, mpumepno 1350 mr, npumepno 1400 mr, npumepno 1450 wr,
npumepHo 1500 mr, npumepro 1550 mr, npumepno 1600 mr, npumepHo 1650 mr, npumepHO
1700 mr, mpumepno 1750 mr, mpumepno 1800 mr, mpumepno 1850 mr, npumepno 1900 wr,

npuMepHo 1950 mr unu npumepno 2000 mr.

[00319] B HexkOTOpBIX BapuaHTaX peaM3aliuy HACTOSIIEro H300peTeH s Hupanapud Wid ero
dapmanieBTUUECKU TTpUEMIIEMasi COJIU IPUCYTCTBYIOT B 103€ MPUMEPHO OT 1 Mr 10 5 mr, oT 5 mMr
10 10 mr, ot 10 mr go 20 mr, ot 20 Mr 1o 25 wmr, ot 25 mr go 100 mr, ot 35 mr o 140 mr, ot 70
mr 10 140 mr, ot 80 mMr o 135 mr, ot 10 Mr go 25 mr, ot 25 mMr 1o 50 mr, ot 50 mr g0 100 mr,
ot 100 mMr 1o 150 mr, ot 150 mr mo 200 mr, ot 10 Mr go 35 mr, ot 35 mr no 70 mr, ot 70 Mr 1o
105 mr, ot 105 mr no 140 mr, ot 140 mr go 175 mr umm ot 175 mr go 200 mr, ot 35 mr go S0 mr,
ot 50 mr 1o 75 mr, ot 70 mr go 95 mr, ot 90 mr 1o 115 mr, ot 110 mr go 135 mr, ot 130 mr no
155 mr, ot 150 mr mo 175 mr, ot 170 Mr go 195 mr, ot 190 mr go 215 mr, ot 210 Mr mo 235 wmr,
ot 230 Mr 1o 255 mr, ot 250 mr go 275 mr, ot 270 mr go 300 mr, ot 290 mr mo 315 mr, or 310
mr 10 335 mr, ot 330 mr o 355 wmr, ot 350 mr go 375 mr, ot 370 mr mo 400 mr, ot 400 mMr 1o
450 mr, ot 450 mr go 500 mr, ot 500 mr o 550 mr, ot 550 mr go 600 mr, ot 600 mr 1o 650 wmr,
ot 650 Mr go 700 mr, ot 700 mr go 750 mr, ot 750 mr go 800 mr, ot 800 mr mo 850 mr, o 850
mr 10 900 mr, ot 900 mr g0 950 mr, miau ot 950 mr o 1000 mr, ot 1000 Mr mo 1050 mr, ot 1050
mr 10 1100 mr, ot 1100 mr go 1150 mr, ot 1150 mr o 1200 mr, ot 1200 mr mo 1250 mr, ot 1250
mr 10 1300 mr, ot 1300 mr go 1350 mr, ot 1350 mr go 1400 mr, ot 1400 mr mo 1450 mr, ot 1450
mr 10 1500 mr, ot 1500 mr go 1550 mr, ot 1550 mr o 1600 mr, ot 1600 mr mo 1650 mr, ot 1650
mr 10 1700 mr, ot 1700 mr go 1750 mr, ot 1750 mr go 1800 mr, ot 1800 mr mo 1850 mr, ot 1850

mr 10 1900 mr, ot 1900 mr go 1950 mr umu ot 1950 mMr go 2000 mr.

Yacmoma eeedenus
[00320] B HekOTOpBIX BapHaHTaxX pealu3alUyd ONHUCAHHYK) B HACTOSALIEM JAOKYMEHTE
KOMMNO3ULIMKD BBOJAT WHAMWBUAYYMY, HYXKOAIOLIEMYyCs B O3TOM, OAUH pa3. B HekoTophIx
BapHaHTaxX peaju3alhd OINUCAHHYK) B HACTOALIEM JOKYMEHTE KOMIO3ULMK BBOIST
WHANBUIYYMY, HYKIAIOLIEMyCs B 3TOM, OoJiee ONHOro pasza. B HEKOTOphIX BapuUaHTax
peaM3aly HaCTOSIIEero U300pEeTeHUs IePBOE BBEACHHUE OMUCAHHOW B HACTOSIIIIEM TIOKYMEHTE

KOMIIO3UIIUKU COMNPOBONKAACTCA BTOPbIM BBCACHHUEM OIIMCAHHON B HACTOAIIEM JOKYMCHTC
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KOMITIO3ULIMH. B HEKOTOpPBhIX BapHaHTax peaju3alil HACTOALIETO H300PETEeHHs IepBOE
BBEJICHHE OINMCAHHOI B HACTOALIEM JOKYMEHTE KOMIIO3UIMH COINpPOBOXKAAETCS BTOPbIM U
TPETbUM BBEACHUSAMM OINMCAHHON B HACTOSINEM JOKYMEHTe KOMIO3uiuu. B HekoTopbIx
BAPUAHTAX PeATU3alMM HACTOALIETO H300pETEeHHs IIEPBOE BBEEHHE OMMCAHHON B HACTOSIIEM
JOKYMEHTE KOMIIO3MLIUU COIPOBOXKIAETCS BTOPHIM, TPETbUM U YE€TBEPTHIM BBEIEHUSMU
OMMCAaHHON B HACTOALIEM JOKYMEHTE KOMIO3ULMU. B HEKOTOpBIX BapuaHTax pealn3aluu
HACTOSIIIETr0 N300pETeHNsI IEPBOE BBEICHNE ONTMCAHHON B HACTOALIEM JOKYMEHTE KOMITO3ULIHU
COMpPOBOKAAETCA BTOPBIM, TPETbUM, YETBEPTHIM M IMATHIM BBEACHUSAMHM ONHCAHHONH B
HACTOALIEM JOKYMEHTE€ KOMIIO3ULIMU. B HEKOTOpBIX BapuaHTax peanu3alud HaCTOSLIEro
n300peTeHus] MepBO€ BBENEHHE ONMCAHHOW B HACTOALIEM JOKYMEHTE KOMITO3UIMU

COMPOBOXKAACTCSA KOTABIXOM OT JICKAPCTBY.

[00321] KonuuecTBo pa3, KOraa KOMIO3ULMIO BBOAAT WHAUBUAYYMY, HYXKJAIOIIEMYCs B
5TOM, 3aBHCHUT OT PELICHUS] MEIULIMHCKOTO paOOTHHKA, PACCTPOHCTBA, CEPhE3HOCTH YKa3aHHOTO
paccTpoONCTBA U peaKLMM HHAMBHAYYMa Ha YKa3aHHYI0 KOMIIO3ULIUIO. B HEKOTOPBIX BapuaHTax
peanu3aly HACTOSIIEro M300peTeHHs ONMMCAHHYI0 B HACTOSIIEM JOKYMEHTE KOMITO3HIIMIO
OJIH Pa3 BBOJAT HY>KAAIOLIEMYCs] B 5TOM MHAUBHYYMY C OCTPBIM COCTOSTHUEM JIETKOH CTENeHU
TSOKECTH. B HEKOTOpBIX BapHUaHTAaX peaM3ally HACTOSILIEro H300pEeTeHUs OMHCAHHYIO B
HACTOAILIEM HOKYMCHTC KOMITO3ULIUIO OOWH Pa3 BBOAAT HYXJAOIIEMYCA B 5TOM HHIAUBUAYYMY
C OCTPBIM COCTOSIHHEM CpPeIHEl WM TsDKeJOH crerneHu. B ciydae, korma cOCTOsiHME MallueHTa
HEe YJyd4IIaeTcs, IO PEeLEeHHI0 JOKTOpa BBEACHHWE HUpanapuda MOXKHO OCYIIECTBIIATH
MOCTOAHHO, TO €CTb, B TCUCHHEC IMPOAOJDKHUTCIIBHOIO NEpHoda BPEMEHH, B TOM YHUCJIE Ha
MPOTAXKEHUA BCeH >KU3HU MnanueHTa, YTOOBI YJIYy4HIINUTh WUWJIX UHBIM o6pa30M KOHTPOJIMPOBATh

HJIK OTrPpaHUYHTb CUMIITOMbI 3a00JIEBaHHS UJTH COCTOSIHUSI InanueHTa.

[00322] B HeKOTOpPBHIX BapUAHTAX peATN3aALNN HACTOSIIEr0 H300pEeTeHHsl YKAa3aHHYIO
KOMMO3ULIMK BBOJSAT YEPE3 3aJaHHBbIE MHTEPBAJbl BPEMEHU B TEUEHUE MPOAOJLKUTEIBHOIO
nepuona. B HEKOTOpPBIX BapHaHTaX pealu3aldd HACTOSINEro H300peTeHHsl YKa3aHHYIO
KOMTIO3UIIMIO HHUpamnapuda BBOIST OOUH pa3 B CYTKU. B HEKOTOPBIX BapHaHTaX peasu3aiuu
HACTOAIIET0 W300peTeHHUs] YKAa3aHHYI0 KOMIIO3HWIMID HUpamapuda BBOISAT 4Yepe3 AeHb. B
HEKOTOPBIX BapHaHTaX pean3alii HACTOSIIEero H300pPEeTeHUsT YKA3aHHYK) KOMITIO3UIUIO
Hupamapubda BBOIAT B TeueHue 1 Hexenu, 2 Heenb, | Mecsina, 2 Mecsies, 3 MecsLeB, 6 MeCsLEB,

1 rona, 2 ner, 3 net, 4 net, 5 ner, 6 net, 7 ner, 8 net, 9 ner, 10 net, 11 ner unm 12-15 ner.
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[00323] B HekOTOpPBIX BapUaHTAX peATH3AUH HACTOSILIETO H300peTEeHUs YKa3aHHYIO
KOMTIO3UIMIO HUpamnapruda BBOIST B 103aX, UMEIOIINX H3MEHEHHE KOHLICHTPAINK HUpanapuoa

oT 103561 K 103e MeHee 50%, meHee 40%, menee 30%, menee 20%, menee 10% unu menee 5%.

[00324] B cayuae, xorga COCTOSIHUE MALMEHTA JECMCTBUTENBHO YJYUILIAETCS, MO PELIEHUIO
JIOKTOpa BBEIAECHHWE HHpamapuOa MOXKHO OCYINECTBISTh HENPEPhIBHO, aJlbTEePHATHBHO,
BBOJUMYK JI03y JIEKAPCTBEHHOIO CPEACTBA MOKHO BPEMEHHO YMEHBIIUTb WU BPEMEHHO
MPUOCTAHOBUTh HA OMNpPEIENCHHbI MepuoJ BpeMeHH (T.€. «OTABIX OT JIEKapCTBY).
IIpomomKUTENBHOCTD «OTABIXA OT JIEKAPCTB» MOXKET BAPbUPOBATHCS OT 2 AHEH 10 1 roxa, B TOM
YHCJie TOJABKO B KauecTBe npuMmepa: 2 AHsA, 3 aHd, 4 nHs, 5 queu, 6 auen, 7 aneu, 10 nuei, 12
nuel, 15 nueit, 20 naelt, 28 nHel, 35 naei, S0 gueir, 70 naei, 100 nueit, 120 nrel, 150 nHEH,
180 nueii, 200 nuei, 250 nuel, 280 nuelt, 300 nuel, 320 nuel, 350 nuel u 365 nueil. Ilepeoe
WA BTOPOE CHUKEHUE JIO3bI BO BPEMS KOTABIXA OT JIEKAPCTB» MOKET COCTaBJIATh OT 10 no 100%,
BKJIFOUas1, TOJIbKO B kauecTse npumepa, 10%, 15%, 20%, 25%, 30%, 35%, 40%, 45%, 50%, 55%.,
60%, 65%, 70%, 75%, 80%, 85%, 90%, 95% u 100%. Hanpumep, nepBoe Uil BTOPOE CHIKEHHE
J03bI BO BPEMSI KOTABIXA OT JIEKAPCTBY» MOKET MPENCTABIIATH COOOM CHIKEHHYIO 103y € 5 MT 10
1 mr, ¢ 10 mr o 5 mr, ¢ 20 mr go 10 mr, ¢ 25 mr go 10 mr, ¢ 50 mr go 25 mr, ¢ 75 mr go 50 wmr,
¢ 75 mr no 25 mr, ¢ 100 mr go 50 mr, ¢ 150 Mr go 75 mr, ¢ 100 mr 1o 25 mr, ¢ 200 mr go 100 wmr,
¢ 200 mo 50 wmr, ¢ 250 mr mo 100 mr, ¢ 300 mr mo 50 mr, ¢ 300 mr mo 100 mr, ¢ 300 mr go 200
mr, ¢ 400 mr go 50 mr, ¢ 400 mr go 100 mr, ¢ 400 mr go 200 mr, ¢ 500 mr go 50 mr, ¢ 500 mr 10
100 mr, ¢ 500 mr go 250 mr, ¢ 1000 mr mo 50 mr, ¢ 1000 mr mo 100 mr mnu ¢ 1000 mr go 500 mr,
¢ 550 mr mo 600 mr, ¢ 600 mr go 650 mr, ¢ 650 mr no 700 mr, ¢ 700 mr go 750 mr, ¢ 750 Mr 10
800 wmr, ¢ 800 mr mo 850 wmr, ¢ 850 mr go 900 mr, ¢ 900 mr go 950 mr, ¢ 950 mr go 1000 wmr, ¢
1000 mr go 1050 mr, ¢ 1050 mr mo 1100 mr, ¢ 1100 mr go 1150 mr, ¢ 1150 mr go 1200 wmr, ¢
1200 mr go 1250 mr, ¢ 1250 mr mgo 1300 mr, ¢ 1300 mr go 1350 mr, ¢ 1350 mr go 1400 wmr, ¢
1400 mr go 1450 mr, ¢ 1450 mr go 1500 mr, ¢ 1500 mr go 1550 mr, ¢ 1550 mr go 1600 mr, ¢
1600 mr go 1650 mr, ¢ 1650 mr mo 1700 mr, ¢ 1700 mr go 1750 mr, ¢ 1750 mr go 1800 wmr, ¢
1800 mr mo 1850 mr, ¢ 1850 mr go 1900 mr, ¢ 1900 mr go 1950 mr minu ¢ 1950 mr go 2000 mr.
Hanpumep, nepBoe WM BTOPOE CHUKEHHUE AO3bI BO BPEMsl «OTAbIXa OT JIEKAPCTB» MOXKET
MPeNCTaBISITh COOOH 03y, CHIKeHHY0 Ha 1 mr, 5 mr, 10 mr, 20 mr, 25 mr, 35 mr, 50 mr, 75 wr,
100 mr, 125 mr, 150 mr, 175 mr, 200 mr, 225 mr, ot 250 mr go 275 mr, 300 mr, 325 mr, 350 wmr,
375 mr, 400 mr, 425 mr, 450 mr, 475 mr, 500 mr, 550 mr, 600 mr, 650 mr, 700 mr, 750 mr, 800
mr, 850 mr, 900 mr, 950 mr, 1000 mr, 1050 mr, 1100 mr, 1150 mr, 1200 mr, 1250 mr, 1300 mr,
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1350 mr, 1400 mr, 1450 mr, 1500 mr, 1550 mr, 1600 mr, 1650 mr, 1700 mr, 1750 mr, 1800 mr,
1850 wmr, 1900 mr, 1950 mr unu 2000 mr.

[00325] TIlocme ynydYineHUsT COCTOSHHSI TAIMEHTa TMPU HEOOXOOUMOCTH HA3HAYAKOT
NOJ/IeP>KUBAIOLIYIO 103y Hupanapubda. BriocnencTsum n03a wim 4acToTa BBEACHHUS, MU U TO, U
Apyroe, B 3aBUCUMOCTH OT CHMIITOMOB, HEOOSI3aTeJIbHO CHIKAETCS IO YPOBHSI, MMPU KOTOPOM
COXpaHsieTcs yJydlleHue 3a00NeBaHMs, PAaCCTPOHCTBA WM COCTOsSHUS. B ompeneneHHbIX
BApPUAHTAX peaJM3allii HACTOALIEr0 M300peTeHHs NalMeHTaM TpeOyeTcsl MEepHOAMYECKOe

JIedeHUe Ha JOJITOCPOUHON OCHOBE MPHU JIFOOOM MOBTOPEHUU CUMITOMOB.
Kombunuposannan mepanus

[00326] TabnerupoBaHHBIE KOMIIO3HLIUU HUpanapubda, ONMMCAHHBIE B HACTOSIIEM JOKYMEHTE,
MOTYT OBITh MOJIE3HBI B KAU€CTBE MOHOTEPAITMH MM B KOMOMHUPOBAHHOH TEPAINuy C BBEICHUEM

OJHOro UJIn Oonee AOTIOJIHUTEJIBHBIX TEPANCBTUICCKUX ar¢HTOB UJIU JIMHUN TEpaIrunu.

[00327] Hanpumep, TabneTupOBaHHYIO KOMITO3HLIUIO, OITUCAHHYIO B HACTOSIIEM JOKYMEHTE,
MOXHO BBOAWUTH B KOMOMHAIIMM C XHPYPTHYECKHMM BMEIIATEIbCTBOM, JIYYEBOH Tepamuet,
XUMHOTepanue, UMMYyHOTepanuet, AHTHAHTMOT€HHBIM areHToM WIn

MPOTHUBOBOCIAJIUTCIIBHBIM ar€HTOM.

[00328] Korna TabieTupoBaHHYH KOMITO3UIIMIO HUpanaproa BBOIST B KOMOUHAIIUH C OTHUM
win Oojiee IPYrUMH TepareBTUYECKUMHU areHTaMu (HarpuMep, OMHCAHHBIMH B HACTOSIIEM
JIOKYMEHTE), BBEICHHE YKa3aHHOH TaOJeTHPOBAHHOW KOMIIO3UIMM HUpanapuda MOKET
MPOUCXOANTh TMOCJIENOBATEIbHO C BBENEHHEM YKa3aHHBIX OMHOrO wWiu Oojiee Ipyrux
TepareBTHYeCKUX areHToB. Hanpumep, BBeAeHre TaOIeTHPOBAHHOM KOMITO3ULIMK HUpamapubda
MIPOUCXOANT IO BBEACHHUSI YKa3aHHBIX OJHOTO MJTH O0Jjiee NPYruX TepareBTHUYECKUX areHToB. B
BapHAHTAX peaU3alH HACTOSIIETO M300peTeHHs BBeIeHUE TAaOJETUPOBAHHON KOMITO3HMIIMU
Hupamapuba TPOUCXOAWT TIOCNIE BBENCHUS YKA3aHHBIX OJHOTO Wik Oojiee Opyrux
TepareBTHUECKUX areHTOB. B Jpyrux BapwaHTax peau3aluyd HACTOSINEro H300peTeHuUs
BBEJICHHE TaOJETHPOBAHHONW KOMIIO3UIMU HHUpanaprda MPOUCXOAUT OJHOBPEMEHHO C

BBCACHUEM YKA3aHHBIX OAHOI'O UJIN Oonee APYTrux TCPANEBTUYCCKUX ATCHTOB.

[00329] B HEKOTOpBIX BapHaHTAX peau3alUU HACTOSIIETO U300peTeHNs TaOJIeTHPOBAHHYIO
KOMTIO3UIIUIO, OMIMCAHHYI) B HACTOSIIIEM JIOKYMEHTE, BBOISAT B COUETAHUH C OJJHUM WJH OoJee
WHTHOUTOPaMU KOHTPOJIbHBIX TOYEK UMMYHHOTO OTBeTa. B HEKOTOPBIX BapUaHTaX peasu3aiuu
HACTOSAIIETO M300peTeHHsI MHTUOUTOP KOHTPOJIBHBIX TOY€K HMMYHHOTO OTBETA MPEACTABIISET

co0oi areHT, CcrnocoOHBI WHrUOMpoBaTh JrOOOe w3 craenyroomero. PD-1  (Hampumep,
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uHrHOupoBanue ¢ nmomoureio aHTu-PD-1, antu-PD-L1 wim antu-PD-L2 Tepanuu), CTLA-4,
TIM-3, TIGIT, LAG (sarnpumep, LAG-3), CEACAM (nanpumep, CEACAM-1, -3 w/unu -5),
VISTA, BTLA, LAIR1, CD160, 2B4, CD80, CD86, B7-H3 (CD276), B7-H4 (VTCN1), HVEM
(TNFRSF 14 unu CD270), KIR, A2aR, MHC knacca I, MHC knacca II, GALS, anenozun, TGFR
(manpumep, TGFR 6era), B7-H1, B7-H4 (VTCNI), 0X-40, CD137, CD40, IDO umu CSF-1R.
B HekoTOphIX BapmaHTax peaju3alMyd HACTOSALIETO M300PETEHHs MWHTMOMTOP KOHTPOJIbHBIX
TOUEK MMMYHHOT'O OTBETAa MPEACTABIAET COO0H HEOOBINYIO MOJIEKYITY, HYKJIEHHOBYIO KUCIIOTY,
NOJUNENnTH (HApUMeEp, aHTUTENO), YIIEeBOA, JHIMI, METaJUl WIA TOKCHH. B HekoTopbIx
BApPUAHTAX PEAN3aL[MHN HACTOSINETr0 N300pETeHN s HHTMOUTOP KOHTPOJIBHBIX TOYEK HMMYHHOT'O
OTBETA IpPENCTABISET COOONH AHTUTENO, KOHBIOTAT AHTHUTENA WM €r0 aHTUT'€HCBA3BIBAIOIINN

(dparmeHT.

[00330] B HekoTOpbIX BapHaHTaX peaJU3alLMU HACTOSIIErO H300peTeHHsT HHTHOUTOP
KOHTPOJIbHBIX TOYEK MMMYHHOT'O OTBeTa npeacrasisieT codoi narudutop PD-1. B HekoTOpbIx
BapUAHTAX peaNu3aluy HacTosmero usodperenuss umHrudbutop PD-1 mpencrasisier coboi
HEeOOJIBLIYI0 MOJIEKYJTY, HYKJIEHHOBYIO KHCJIOTY, NOJUIENTHA (HAIIPUMep, aHTUTEJO, KOHBIOIaT
AHTUTENA UM €r0 AHTUTEHCBSA3BIBAIOLINH (PPArMeHT), YIIEBOA, JIMITUA, METAJII HJIM TOKCHH. B
HEKOTOPBIX BapUAHTAX peali3alMy HACTOsero n3odperenus naruoutop PD-1 npencrasnser
coboii PD-1 cBs3bIBarOlMii areHT (HANpUMep, AHTUTENIO, KOHBIOTAT AHTUTENA WA €ro
AHTUIeHCBS3BIBAIOIIMK (parMeHT). B HEKOTOPbIX BapHaHTaX peATH3ALMU HACTOSIIErO
u3o0perenusi PD-1-CBsI3bIBalOIIMIT areHT MPENCTaBIsET COOOM aHTUTENO, KOHBIOTAT aHTUTENA
WIN €r0 aHTUTeHCBS3bIBAOLINI (parMeHT. B HEKOTOPBIX BapHUaHTaX peaM3aliy HACTOSIIEro
u3zobperenusi PD-1-cBsasbiBaromuii areHt mnpenctasisier coboit  TSR-042, HuBoaymad,
nemOponuzyma0, aresonuzymad, nypsanymad, aenymad, PDR-001, Tuzennsymad (BGB-A317),
nemunmad (REGN2810), LY-3300054, JNJ-63723283, MGAO12, BI-754091, IBI-308,
kampemnsymad (HR-301210), BCD-100, JS-001, CX-072, BGB-A333, AMP-514 (MEDI-0680),
AGEN-2034, CS1001, Sym-021, SHR-1316, PF-06801591, LZMO009, KN-035, AB122,
renonum3ymab (CBT-501), FAZ-053, CK-301, AK 104 mn GLS-010. B HeKoTOpBIX BapHaHTax
peanu3anuu Hactosimero modperenust uaruourop PD-1 npencrasnsier codoit PD-L1- nnu PD-
L2-cBsi3bIBaroIIMii areHT, TAKOW Kak nypBainmad, atezonusymad, apenymad, BGB-A333, SHR-
1316, FAZ-053, CK-301 unu mumnumornekyny PD-L1, unu ux npoussonHbsie. B HeKOTOpBIX
BApPHUAHTAX peaJN3alUN HACTOALIero n3o0pereHusi aHTU-PD-l-areHT mnpexncraBisier coOoi
nemOponn3ymMad. B HEKOTOPBIX BapuaHTaxX peau3ally HACTOSIIero n3ooperenus antu-PD-1-

areHT TpeacTaBisieT coOol HuBOAyMad. B HEKOTOPBIX BapHaHTaxX peasu3ald HACTOSIIErO
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N300peTeHNs areHT, MPEACTABISIOIUN co00i anTuTeN0 K PD-1, siBNsieTcst TakuM, Kak OMUCAHO
B MyOJMKALMSIX MEXAYHAPOIHBIX MAaTEHTHBIX 3assBOK W02014/179664, W02018/085468 nnu
WO02018/129559. B npyrux BapwaHTax peajn3alidl HACTOSIIEro W300peTEeHUs areHr,
npencTaBsIomuii  codbolt antuteno k PD-1, BBOAST B COOTBETCTBUHU CO CHOCOOaMH,
ONMUCAaHHBIMH B MNyONMKAIMAX MEXAYHAPOAHBIX MATEHTHbIX 3asiBok WO2014/179664,
WO02018/085468 mim WO2018/129559. B HeKoTOpBIX BapHaHTaX pean3alli HACTOSIIEro

n300perenus antu-PD-1-arenT npencrasnser codoit TSR-042.

[00331] B HekoTOphIX BapHaHTaX pealM3aldyd HACTOSIIEero H300peTeHuss HHTUOUTOP
KOHTPOJIbHBIX TOUEK HMMYHHOT'O OTBeTa npeacTasisieT codboit uaruourop TIM-3. B HekoTopbIx
BapUAHTAaX peaju3aluu Hacrosuero uzobperenus wHruOurop TIM-3 mpencraBnser coboit
HEeOOJIbIIYIO MOJIEKYJTY, HYKJIEHHOBYIO KHCJIOTY, MOJUIENTH (HAIPUMeEp, aHTUTEJNO, KOHBIOTaT
AHTUTEJIA UM €r0 AHTUTEHCBSA3BIBAIOLINNA (PPArMeHT), YIJIEBO, JUITU/A, METAJLI HJIH TOKCHH. B
HEKOTOPBIX BapUAHTAaX peasn3aluu HacTosmero n3odperenus nuruoutop TIM-3 npencrasiser
coboii TIM-3 cesi3bIBarOIuil areHT (HampUMep, AHTHUTENO, KOHBIOraT AaHTHUTENA WIH €ro
AHTUTEHCBSI3BIBAIOINMI ()parMeHT). B HEKOTOpbIX BapHaHTax peayu3alMyd HACTOSINEro
u3obperenus: TIM-3-CBsA3bIBAIOINNI aAreHT MPEACTABISIET COOON aHTUTENO, KOHBIOTAT AaHTHTEA
WIN €r0 aHTUTeHCBSI3bIBAIOLINI parMeHT. B HEKOTOPBIX BapUaHTaX peau3aliy HACTOSIIEro
uzo0perenus: TIM-3-cBsi3bIBaroluii areHT mnpexacrasnser coboii MBG453, LY3321367,
Sym023, TSR-022 unu ux nmpou3BogHoe. B HEKOTOPBIX BapMaHTax peaju3alry HACTOSIIEro
U300pETEHHs areHT, MPEACTaBISIONINI co00l anTuTeNno K TIM-3, SIBNIsieTCsl TAKUM, KaK OITUCAHO
B MyOJHMKALMSIX MEKAYHAPOIHBIX MAaTeHTHBIX 3assBOKk W02016/161270, W0O2018/085469 nnu
WO02018/129553. B HEKOTOpBIX BapHaHTaX peATU3ALMH HACTOSIIET0 HM300PETeHMs AareHT,
MPeNCTaBISIIOIMI co00i anTuteno k TIM-3, BBOAST Tak, Kak OMUCAHO B MyOJUKAIIMSIX
MEXKITYHAPOIHBIX TATeHTHBIX 3assBOK W02016/161270, W02018/085469 nmun WO2018/129553.
B HEKOTOpBIX BapHaHTaX peaTU3aLMH HACTOSIIEro H300pEeTEeHUs] areHT, NMPEACTaBISIOIIUN

coboti aatuteno k TIM-3, npencrasisier coboii TSR-022.

[00332] B HekoTOpBIX BapHaHTaX pealM3aldyd HACTOSIIEro H300peTEeHUss HHTUOUTOp
KOHTPOJIbHBIX TOUEK HIMMYHHOTO OTBETa MpeacTaBisieT codoi marnoutop LAG-3. B HekoTopbIx
BApHUAHTaX pealn3aly Hacrosmero uzodperenus aHTH-LAG-3-areHT npencrasisier coOoi
AHTHUTENIO, KOHBIOraT AHTUTENA WM €ro aHTHIeHCBS3BIBAOLINKA (parMeHT. B HekoTopbIx
BApHUAHTAX pealn3aly Hacrosmero uzodperenus aHTH-LAG-3-areHT npencrasnsier coOoi
HEOOJBIIYIO MOJIEKYJTY, HYKJIEHHOBYIO KHCJIOTY, MOJUMNENTH ] (HapuUMep, aHTHTENIO), YIIIEBO,

JIMIIUA, METAJIJI UJIKM TOKCHUH. B HEKOTOPBIX BApHUAHTAX pC€ajin3alliid HACTOALICTO I/1306peTeHI/I$I
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aHTH-LAG-3-areHT mnpencrapisieT coOOW Mallyr0 MOJIeKyly. B HEKOTOpBIX BapHaHTax
peanu3zaunu Hacrosimero wuszoOperenusi aHTH-LAG-3-areHT mnpexacrasisier cobori LAG-3-
CBSI3bIBAIOINUI areHT. B HEKOTOPBIX BapHaHTAaX PeaIN3alU{ HACTOSIIEr0 M300peTEeHHs aHTH-
LAG-3-arenT mnpexncraBiser coOOM  aHTUTENO, KOHBIOTAT  AHTHTENa WJIH  €ro
AHTUTeHCBSA3BIBAIOIINM (parMeHT. B HEKOTOpbIX BapuUaHTax peaJn3aldd HACTOSIIEro
n3o0perenus antu-LAG-3-arent npencrasnser coboii IMP321, penarnumad (BMS-986016),
BI 754111, GSK2831781 (IMP-731), Novartis LAG525 (IMP701), REGN3767, MK-4280,
MGD-013, GSK-2831781, FS-118, XmAb22841, INCAGN-2385, FS-18, ENUM-006, AVA-
017, AM-0003, Oucnemmpuueckuit apamep Avacta PD-L1/LAG-3, antu-LAG-3 anTHTeno
iOnctura, Arcus antu-LAG- 3 antureno, nnu SymO022, unu TSR-033. B HekoTOpBIX BapraHTax
peanu3ai HaCTOSIEro M300pETeHUsl areHT, MPeacTaBisouuii codoit antureno k LAG-3,
SBJSIETCSl TAKUM, KakK ONUCAHO B NyOJMKALMKM MEXIYHApOJHOH TATEeHTHOH 3asBKU
WO02016/126858 mmu B MexxayHaponHoii 3asBke Ha mateHT PCT/US18/30027. B HexoTophIx
BapUAHTAX PeaM3aLli HACTOSALIErO N300PETeHNUs areHT, NPEACTABISIOINNA COOOH aHTUTENO K
LAG-3, BBOmAT Tak, KaKk ONHCAHO B MyOJMKAIMM MEXIYHAPOAHON NATEHTHOW 3asBKU
WO02016/126858 unu B MexnyHaponHoii 3asske Ha mareHT PCT/US18/30027. B BapuaHTax
peanu3aiuyi HACTOSIIEro M300peTeHUs areHT, MPEACTaBISIOMUN coboii antureno k LAG-3,

npencrassier coboii TSR-033.

[00333] B HeKOTOpBIX BapHaHTAX pPeaU3alUU HACTOSIIETO U300peTeHNs TaOJIeTHPOBAHHYIO
KOMITO3ULIMEO HUpanapubda BBOAST B KoMOuHauMu ¢ uHruoutropom PD-1 (Hanpumep, TSR-042,
neMOpon3yMaboM UM HUBONyMaOoM). B HEKOTOPBIX BapUaHTAX peasiu3alUy HACTOSIIIErO
nu300pereHusi TaOJETHPOBAHHYK) KOMITO3UIIMIO HHUpamapuda BBOOIT B KOMOMHALMU C
unruouropom TIM-3 (ranpumep, TSR-022). B HEKOTOPBIX BapUaHTaX peaH3aliy HACTOSIIETO
u300pereHust TaOJETHPOBAHHYK) KOMITO3WIMIO HHUpamapuda BBOOIT B KOMOMHALMU C
unruouropom LAG-3 (manmpumep, TSR-033). B HekOoTOpbIX BapHaHTax peaH3alUU
HACTOSIIIEro N300peTeHus TabJIETHPOBAHHYIO KOMITO3ULIMEO HUpanapuda BBOAAT B KOMOWHAINH
¢ unrudouropom PD-1 (Hanpumep, TSR-042, memOponuzymaboM wWid HHUBOIYMaOOM) H
uHruouropom TIM-3 (ranpumep, TSR-022). B HEKOTOPBIX BapUaHTaX peajn3alluy HACTOSIIETO
n300peTeHust TaONETHPOBAHHYK) KOMITO3WIIMIO HHUpamapuda BBOOIT B KOMOMHALMU C
unruouropom PD-1 (mampumep, TSR-042, nemOponusymaboM wuiam HHBOJIyMaOOM) H
unruouropom LAG-3 (manmpumep, TSR-033). B HekoTOpbIX BapHaHTax peaH3alUU
HACTOSIIIET0 N300peTeHns TabIETHPOBAHHYIO KOMITO3ULIMIO HUpanapuda BBOAAT B KOMOWHAINN

¢ uaru6uropom TIM-3 (Hanpumep, TSR-022) u uarnduropom LAG-3 (manpumep, TSR-033).



169

B HekoTOpBRIX BapHaHTAX peaNnu3alWd HACTOSIIEro H300peTeHHust TaOIEeTHPOBAHHYIO
KOMITO3ULIMIO HUpanapuda BBOAAT B KoMOMHaumu ¢ nHruouropom PD-1 (Hanpumep, TSR-042,
nemOponusymabom wunu HuBOiymadbom), unruouropom TIM-3 (manpumep, TSR-022) u

uHrunouropom LAG-3 (manpumep, TSR-033).

[00334] B HEKOTOpBIX BapHaHTAX peau3alUy HACTOSIIErO N300peTeHNs TabJeTHPOBAHHYIO
KOMTIO3UIIHIO HUparmapuda BBOIAT B COYETAHUU C OTHUM WM 00Jiee XUMHUOTEPAIeBTHUYECKUMU

Ar¢HTaMu.

[00335] B HEKOTOpBIX BapHaHTAX peau3ally HACTOSIIEro N300peTeHNs TabJeTHPOBAHHYIO
KOMTIO3UIIHIO HUparnapruda BBOISAT B COUETAHUU C XMMHOTEPAIIEBTUYECKUM areHTOM Ha OCHOBE
IUIATUHBI (HAampuMep, ONHUM WK Oojiee W3 LUCIUIATHHA, KapOOIJjaThHA, OKCAJMILIATHHA,

HeJaruIaTHHA, TETPAHUTPATA TPUILIATHHA, (PEHAHTPUIUIATHHA, MUKOIUIATHHA U CaTPAIUIATHHA).

[00336] B HekOTOpPBIX BapHaHTaX peajH3ally HACTOSINErO H300peTeH s Ta0IEeTHPOBAHHYIO
KOMITO3HMLIMIO HUpanapuba BBOAAT B KOMOMHALIMH C XUMHOTEPANIEBTUYECKUM areHTOM, KOTOPBIH
npeAcTaBsieT coOOW aMUHOTJIYTETHMHI, AaMCAaKpUH, aHacTpo3oi, acmaparuHasy, BCG,
Ouxanyramun, Oi1eomMuLuH, OycepennH, OycynbhaH, KAMIIOTELWH, KaneuTaOuH, KapOOTUIaTHH,
KapMyCTHH, XJIOpaOyIwI, [MUCIUIATHH, KJIAQAPUOUH, KJIOAPOHAT, KOJXUIIMH, HHUKIOhOchamMun,
LUIPOTEpOH, UHUTapabuH, AakapOa3wH, NAKTUHOMHUIMH, JIayHOPYOWIMH, JIHUIHECTpPOIL,
OUATHIICTUIILOECTPOII, MOIETAKCeN, NOKCOPYOUILIMH, SMUPYOUIUH, 3CTPATUON, SCTPAMYCTHH,
STOMO3MI, 2Jk3eMmectaH, ¢uarpactuyM, (uynapadbun, GayapokopTu3oH, (Topyparm,
bnyokcumectepoH, QuyTtamun, reMUuTaOuH, TE€HUCTEHMH, TO3€pPEeNuH, THAPOKCHMOUYEBHHA,
unapyounus, udochamun, umatuHuO, WHTEPPEPOH, UPHHOTEKAH, MPOHOTEKAH, JIETPO3OJ,
JIEWKOBOPUH, JICHMPONNA, JeBaMHU30J, JOMYCTHH, MEXJIOPITAMHH, MEIPOKCHIIPOreCTEPOH,
Mmerectpos, MendanaH, MEpPKanTOMypHUH, MECHA, METOTPEeKCaT, MHUTOMHULHH, MHUTOTaH,
MHUTOKCAHTPOH, HIJIyTAMU/, HOKO/Ia30J1, OKTPEOTH/, OKCATTUILJIATHH, MAKIUTAKCE, TAMHIPOHAT,
NEeHTOCTATUH, IUIMKAMULIWH, Tnopumep, mpokapOasuH, paNTHTPEKCeN, PUTYKCUMao,
CTPENTO30LMH, CYPAMHUH, TAMOKCU(EH, TEMO30JOMUI, TEHUIO3U, TECTOCTEPOH, TUOTYaHHH,
THOTENYy, THUTAHOLEH JUXJOpPUA, TOMOTEeKaH, TpacTy3ymald, TPEeTHHOWH, BHHOJACTHUH,

BUHKPHUCTHUH, BUHAC3UH UJIN BI/IHOpeJ'I6I/IH.

[00337] B HeKOTOpBIX BapHaHTAX pealu3alUy HACTOSIIErO U300peTeH s TabJeTHPOBAHHYIO
KOMITO3ULIMIO HAparnaprOa BBOASAT B KOMOWHALIMH CO BTOPBIM areHTOM, KOTOPBIN MPEACTaBISET
coboii areHt, uHrHOupyromui perynsatopHele T-knerkn (Treg), areHT, HHrHOUpYrOIINN

Makpodaru; areHT, YCWIMBAIOIIUNA AHTUTCH-CIIEU(UIECKUN HMMYHHBI OTBET, areHr,
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YCWIMBAIOIIUNA aHTHTeH-CielM(PUUeCKuii WMMYHHBIH OTBET, AHTUAHTHOTCHHBIA areHT,
XUMHUOTEPANIeBTHUECKHII areHT WM WX KOMOWHAUMs. B HEKOTOpBIX BapHUaHTaX peaH3aliu
HACTOSIIETO N300pETEHNs] BTOPOU areHT MpenCTaBisieT OO0 000 BTOPOI areHT, OMUCaHHBIN
B MexxnyHaponHoit 3asBke PCT/US18/33437, conepkaHue KOTOPOH IMOJHOCTHIO BKJIIOYEHO B

HaCTOSILLII/IfI AOKYMEHT NIOCPEACTBOM CCBLIKH.

[00338] B HekoTOpBIX BapHaHTaxX peaNu3all HACTOALIEr0 H300pPETEHHs  areHT,
UHTUOMPYIOLIMH Makpodaru, BbIOpaH W3 TPYIIbL, COCTOSINEH W3 areHTa, MHrUOWPYIOIIEro
pexpyTtupoBanue Makpodaros (Hanpumep, antu-CCL2/CCR2 arenr, antu-IL6 arenr, antu-M-
CSFR areHtT u ux KOMOMHALMH), areHT, MPEAOTBPAINAKOLINN BblkKUBaHUE M2-makpodaros,
areHT, ycunusaromuil M1-makpodary, arent, npespamaromuii Mmakpodaru M2 B makpodaru
nojsgpusauu M1, areHT, WHrUOMpYIOLMHA aKTUBHOCTh Makpodaros, m ux komOuHaimu. B
HEKOTOPbIX BapUaHTaX peaju3aliy HACTOSINEr0 H300pPETEeHHs] AareHT, HHIHOMPYIOIUN
peKkpyTHpoBaHue Makpo(daros, BEIOpaH W3 TPYIbI, cocTosiiel u3 Tpabekrennna, RS102895,
PF-04136309, CNTO888, MLN1202, cunrykcumaba, JNJ-28312141, GW2580, IMC-CS4
(LY3022855), amakry3zymada, AMG820, nekcunaprunubda, muaudannda, OSI-930, CEP-32496,
PLX7846, BLZ945, ARRY-382, INJ-40346527, MCS110, PLX3397, PLX6134, PD-0360324,
FPAOO8 u ux xomOuHaumii. B HEKOTOPBIX BapHaHTaX peau3alli HACTOSIIEr0 W300peTeHus
areHT, MPeIoTBpAIlAOINN BbUKUBaHHEe M2-Makpogaros, BEIOpaH U3 TPYMIIbL, COCTOSIICH U3
uHruouropa MMP, knoapoHarta, 30J€APOHOBOM KHCIOTHI, AUXJOpMeTHIIeH OuchocdoHara,
TpabekTenuHa, na3aTHHHOA, PETHMHOEBOW KHUCJIOTHI, OCJIAOJNIEHHBbIX OakTepuii (Hampumep,
Shigella flexneri, Salmonella typhimurium, Listeria monocytogens, Chlamydia psittaci,
Legionella pneumophila) v nx xomOnHawmii. B HEKOTOPBIX BapHaHTaX peain3alyy HACTOSIIErO
n300peTeHNs] areHT, YCHIMBALINA Makpodarn M1, win areHTt, mpeBpamaromuil Makpodaru
M2 B makpodaru nonsipuzaunu M1, BbIOpaH u3 rpymmsl, cocrosimed u3 antu-CD40 arenra,
antu-IL-10R arenra, anraronuncra CD47 (manpumep, HuSF9-G4, CC-90002 u Oenok crnustHus
CD47-Fc TTI-621), Polyl:C, LPS, monodochopun A, nmuksumon, R-848, CpG-ODN, IFN-q,
IFN-B, IFN-y, GM-CSF, IL-12, IL-2, IL-15, Tal, ubpyrunu6b, EF-022 u ux xomOunauuii. B
HEKOTOPBIX BapHaHTaX pealN3alfy HACTOSIIEro HW300pEeTEeHHs] AareHT, HWHTHOUPYIOIIHH
aKTUBHOCTb Makpo(aros, BEIOpaH U3 rpymIibl, cocToseit uz naruouropa STAT3, naruduropa
STAT6 wuam TPOTHBOOIYXOJEBOIO  JIEKAPCTBEHHOTO CpeAcTBa  (HAmpHUMep, AareHr,
UHTUOWPYIOLIMIA aKTUBHOCTb Makpodaros, mnpencrasinsier coboit WP1066, cyHHTHHUO,
copadenud, STA-21, IS3 295, S31-M2001, AS1517499, nedbnynomun, TMC-264, ructuaun-

oboramennpii rnukonporenH (HRG), xemar menu (CuNG), 5,6-muMeTHIKCAaHTEHOH-4-
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ykcycHast kuciaora (MDXAA), amumesan (ASA404), nucriiaTéH, CWIMOWH, HHTUOUTOD
npotoHHOro Hacoca nanromnpason (PPZ) mnmu CNI-1493 wnm nx xomOuHaumu). B HEKOTOpBIX
BAPUAHTAX peaJIM3ald{ HACTOSALIEr0 HW300pPETeHUs AareHT, WHTUOMPYILHMi Makpodard,

npencrasisier codoit antu-IL-1a aredt (Hanpumep, KCHIOHHUKC).

[00339] B HekoTOpBIX BapHaHTaX peaNn3ald HACTOSALIEr0 H300pPETEHHs  areHT,
uHrnoupyroumii perynsatopusle T-knerku (Treg), BBIOpaH U3 rpymbl, COCTOSIIEH U3 areHTa s
abmsiimu Treg, arenTa, MHrHOUpYyOIero Murpanuo Treg, areHra, HHTHOUPYIOIIEro (PyHKLIHIO
Treg, n ux koMOMHaLMI. B HEKOTOPHIX BapHaHTaX pean3aliy HACTOSIIEro N300pETeHNs areHT
st abnsumn Treg BbIOpaH W3 TpymIbl, cocrosimied u3 Lukiodochamuna, nakaMTakcena,
uMatiHuOa, CyHuTHHHMOA, copadennba, pazatmHuOa, TEMO30JOMHUZA, Aakau3ymada,
OCHWIEHKUH-TUPTUTOKCA W HMX KOMOMHAammi. B HEKoTOpbIX BapuaHTax pealu3alu
HACTOSAIIEro M300peTeHHs areHT, MHruOupyroomuil Murpauuo Treg, BbIOpaH H3 TIPYIIHL,
cocrosimeit u3 AMD3100, moramynnsymada, kasyapuHuHa, pykonaaHa u ux komOuHauuii. B
HEKOTOPbIX BapUaHTaX peaju3aliy HACTOSINEro H300pPETEeHHs] areHT, HHIHOMPYIOINUN
¢yukumto Treg, BbiOpan u3 rpymmbl, cocrosiimei u3 aHTU-CTLA4 arenta (Hampumep,
unmiumymada, Ttpemenumymada), aHTH-OX40 arenta, antu-GITR arenra, aHTaroHucra
pelienTopa aaeHo3uHa (HanpuMmep, kopenHa, TeopuuHa, TEOOpOMUHA U 8-(PEeHUIIKCAHTUHOB),

P60 1 ux koMOUHALIUH.

[00340] B HekoTOpBIX BapuaHTaX peaNM3alUH HACTOSALIEr0 H300PETeHUs  areHT,
YCHJIMBAIOIIUN aHTHTeHCTIEU(PUUECKUIT IMMYHHBIN OTBET, BBIOPAH M3 TPYIIIBL, COCTOALICH 13
antu-PD-1 arenra, antu-PD-L1 arenra, arenta, ctumynupyromero GITR (rmrokokopTukoun-
UHIyUUpOBaHHBIA Oenok, cBsizaHHbI ¢ TNFR), antu-CTLA4 arenta, antu-TIM-3 arenra,
anTu-LAG-3 arenta, antu-IDO arenTa, areHTta, yiay4IIarOLIero MPE3EHTAIHIO OIMyXOJIEBOTO
aHTUreHa (HampuMmep, MEepCOHATM3UPOBAHHAS IPOTHUBOPAKOBAs BAKIMHA, ayTOJIOTUYHAS
AHTUTCHIPE3EHTUPYIOINAsi KJIETKA, ayTOJOTMYHbIE JEHAPUTHBIE KIETKH, MCKYCCTBEHHAas
AHTUTCHIIPE3CHTUPYIOIIAsT KJIETKAa), areHTa XeMOKHHOBOI'O CHTHAJNBHOTrO myTH, aHTH-VEGF

areHTa, areHTa, CTUMYJIMPYIOLIErO [IUTOKHHOBBIN CUTHAJ, U X KOMOWHALIUN.

[00341] B HekOTOpBIX BapHaHTaX pealM3alydyd HACTOSIEro H300pPETeHUs areHT,
crumynupyromuii GITR, BeiOpan u3 rpynmsl, coctosmeit u3 DTA-1, mGITRL, pGITRL u ux
koMOnHaimii. B HEKOTOPBIX BapuaHTax peanu3anuu Hactosmero nzodperenus antu-CTLA4
areHT BBIOpPaH W3 TPYIIIBL, COCTOSIIEH U3 HIMINMyMaba, TpemennumyMada 1 ux komOnHauuii. B

HEKOTOPBIX BapHUaHTax pajru3allid HACTOALICTO I/1306peTeHI/I$I Ar€HT XEMOKHHOBOI'O
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CHUTHAJIBHOTO TYTH BBIOpaH u3 rpymnmbl, cocrosmeil u3 CXCL16, aroHucTa XeMOKHHOBOTO
peuentopa CXCR6 (CDI186) m mx kxomOmHammii. B HEKOTOpBIX BapuaHTaX peaNnu3aLiu
Hacrosimero nuzodperenus antu-VEGF arent BeiOpaH u3 rpymrsl, coctosiiueii n3 Oepanusymada,
nasonann0a, CcyHuTHHMOa, copadenHuda, akcutmHMOa, mOHaTHHUOA, peropadenunoda,
kaOo3aHTHHNOA, BaHAeTaHWOa, pamyuupymada, JieHBaTUHUOa, 3uB-adumbepuenta W HX
koMOuHaimii. B HEKOTOpBIX BapHaHTax peaju3aldyd HACTOALIEr0 H300PETEHUs areHT,
CTUMYJIUPYIOIINH IIUTOKUHOBBII CUTHAJ, PEACTABISIET COOON MHTEPJIEHKUH UK HHTEP(EPOH.
B HekoTOphIX BapuaHTax peasn3alld HACTOSIIEr0 H300pEeTeHHs MHTEPJEHKUH BBIOpaH H3
rpynmsl, cocrosimeit uz 1L-2, IL-1, IL-7, IL-15, IL-12, IL-18 u ux xomOuHanuii. B HekoTopbIx
BapUAHTAX peAJN3alMy HACTOSINEro u3o0peTeHus: mHTepdepoH mpencrasiser codoir IFN-

anbda.

[00342] B HekoTOpBIX BapHaHTaX peaIN3alM HACTOSAIIErO HM300pPETEHHs areHT,
YCUJIMBAIOIINH aHTUTeHCTIeM(DUIeCKUIT MMMYHHBII OTBET, BBIOPAH U3 IPYIINBL, COCTOSIIEH U3
¢naBoHouna  (Hampumep,  (IaBOHOMI ~— TJMKO3WZ),  JIMAOKAWHA,  JIAMOTPUIKUHA,
cyiabdamerokcasona, (¢eHuTonHa, KapOamaszemnuHa, CyJbpamerokcasona, (EHHUTOHHA,
AJUIONyPUHONA, TapaleTramonia, MeNHBaKauHa, N-(peHWJIeHANAMHUHA, LUNpoQIIOKcanuuHa U

MOKCH(]IIOKCALIUHA.

[00343] B HekOTOpBIX BapHaHTaX peaTM3aLK HACTOSIIErO N300PETeHUs] aHTUAHT UOTEHHBIH
areHT mnpexacraBisier coboii TNP-470, TpomOonurapusiii ¢akrop 4, TpoMOOCHOHAMH-I,
TKaHeBble WHruOWTOpHl Metayutonporeas (TIMP1 u TIMP2), nponakTwH, aHTHOCTAaTHH,
SHAOCTATHH, pacTBopuMbIii penenrtop bFGF, Ttpanchopmupyromuii ¢akrop pocra Oerta,
unrepdepon anbda, pacrBopumbie perentopbl KDR u FLT-1, miauneHTapHbIi O€JOK,
pPOACTBEHHBIH mponudeprHy, U WX KOMOWHAIMU. B HEKOTOPBIX BapHAHTAX peaTU3aLUH
HACTOSIIIEro N300PETeHUs] AaHTHAHTMOT€HHBIN areHT YMEHBIIAET BBIPAOOTKY MPOAHTHOT€HHOTO
¢dakTopa, MHrHOMpyeT B3aUMOAEIHCTBHE MEXAYy NPOAHTHOTEHHbIM  (AKTOPOM U
NPOAHTHOTeHHBIM ~ PELENTOPOM, HHTHOUpYeT (YHKIMIO MPOAHTHOTEHHOro  (axTopa,
UHTUONpyeT (QYHKIHUIO PelenTopa MPOAaHTHOTeHHOTO (PakTopa, YMEHBINAET KPOBOTOK MyTEM
pa3pyLIeHHst KpOBEHOCHBIX COCYIOB, HHTHOUPYET MPOPACTaHUE COCYIOB FJIM OKa3bIBAET JIOObIE
KOMOWHAIMK 3THX AEHCTBUI. B HEKOTOPBIX BapHaHTax peaiM3allMy HACTOSIIErO H300peTeHUs
AHTHMAHTMOTEHHBIH  areHT TNpeACTaBisieT Cco00oif  HEeOONBIIYI0  OPTaHUYECKYI)  WJIH
HEOPraHNYECKYIO MOJIEKYJy; CaXapuH, OJIMrOCaXapu; MOJINCAXapH;, YIIEBOX, IENTHN, OOk,
aHaJIOr TMENTHAA;, NPOM3BOAHOE TENTHAA, JWMUA, AaHTUTENO, (parMeHT aHTHUTEa,

NENTUAOMUMETHUK, HYKICHHOBYIKO KHUCJIOTY, aHAJOr HYKHeHHOBOﬁ KHUCJIOTBI, MPOU3BOAHOC
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HYKJIEMHOBOW  KHCJIOTBI, JKCTPAKT, TOJy4YeHHbI U3 OWOJNOrMYECKHX  MaTepHalioB,
BCTPEUAOLIAsICS B MPUPOE MM CHHTETHYECKash KOMITO3ULIMS;, METAJLT, TOKCHH; WJIH JIo0ast ux
KOMOMHaIMss. B HEKOTOphIX  BapuaHTax peaju3aldd  HACTOSIIEro  M300peTeHus
AHTHAHTHOT€HHBbII areHT BBIOpaH W3 TPYMIbL, COCTOsIel u3 OeBaumzymada, UTpaKOHA30Ia,
kapObokcumamugorpuasona, TNP-470, dymarmwmumaa, CM101, IL-12, TpomOoumutapHOTro
dakropa-4, cypamuna, SU5416, TpoMOOCTIOHMHA, AHTHOCTATHUECKUX CTEPOHIOB, IelaphHa,
NOJIy4eHHOT0 U3 Xpsllla MHIUOMpyroLero ¢akropa aHTMOreHe3a, MHruOUTOpa MaTPUKCHOU
METaJUIONIPOTENHA3bl, AHTHMOCTATHHA, OJHIOCTATHHA, 2-METOKCH3CTPAAUOia, TEKOrajaHa,
TeTpaTHOMONUOaaTa, TPOMOOCIIOHMHA, TAJIUAOMHIA, TPOJAKTHHA, HHruoutopa oVp3,
JeHATUIOMUA, JMHOMUAA, pamylupymada, TacKBMHUMOAa, paHHOm3ymada, copadenuda,
CYHUTHHHOA, Ma3onaHuda, SBEpPOMMYCa, TKAHEBbIX HHIHOUTOpOB MeTautonporennas (TIMP1
u TIMP2), bFGF pactBopumMoro peuenropa, TpaHcopmupyromero ¢akropa pocra 0Oera,
unrepdepona anvda, pacrBopumbix peuentopoB KDR u FLT-1, nmanenrapHoro Oenka,
poACTBeHHOro mposudepuHy, mnasopaHuda, cyHuTHHHOA, copadennba, aKCUHUTHOA,
noHaTuHuOa, kabo3zaHTuHMOA, peropadennOa, BaHnmeTaHuOa, JEHBATHHHOA, CEMAaKCaHUOA,
SU6668, Baranannba, THBO3aHMOA, HlequpaHuOa, MPOTAMHHA, FeNapuHa, CTEPOUIOB, MPOCTHIX
3¢ upoB aCKOPOMHOBOM KUCIIOTHI, CyJibdaTupoBaHHOro nojucaxapuna DS 4152, pymarminuna,
AGM 12470, neosacrata, R04929097, MRK-003, MK-0752, PF03084014, MEDI0639,
KypkymuHa, 3,3'-nuunnonunmerana (DIM), peceparpona, 3,5-6uc(2,4-nudropOeH3mnuneH)-
4-munepunona (DiFiD) u smuramnokarexun-3-ramiara (EGCG), xonokuona, OMP-21M18,
HaBukcuzymadba (OMP-305B83), Fltz.11, CBO-P11, Je-11, V1 u mo6oii ux KOMOUHAIIH.

[00344] B HEkOTOPBIX BapHaHTaX peaTM3aLK HACTOSIIETO H300PETeHUS] aHTHAHTUOTEHHBIH

areHT MHruoupyet curHaibHbii nyTe DLL4/Notch.

[00345] B HekOTOpBIX BapHWaHTaX pealM3alUyd HACTOSIIEro U300peTEeHUusT HHrUOUTOP
aHruoreHe3a, WHruOWpyromuid curHanpHbli nyTe DLL4/Notch, mnpencrasnser coGoi
uHruourop ramma-cekperassl (GSI), MuPHK wnm MOHOKJIOHANBHOE AHTHTENO IPOTUB
peuentopa wiu Jurasga Notch. B HekoTOpbIX BapuaHTax peajH3aliyd HACTOSLIETO
n300peTeHNs] aHTUAHTUOTEHHBIN areHT BBIOpaH U3 rpymnmbl, cocrosmeit n3 RO4929097, MRK-
003, MK-0752, PF03084014, MEDI0639, xypkymuna, 3,3'-muunnonunmerana (DIM),
pecBeparpodna, 3,5-0uc(2,4-mudrtopbensununen)-4-nunepunona (DiFiD) u snuraniokaTexus-

3-ramnata (EGCG), xoHOKHONA ¥ TFOOBIX X KOMOWHAIINH.

[00346] B HexoTOpBIX BapHaHTaX peaM3alldy HACTOSINEro N300PETeHNs AHTHAHTHOTEHHOE

CPEACTBO HMHIHOMpPYeT MyTh COCYAHCTOrO 3HAoTenuanbHoro ¢akropa pocra (VEGF) /
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perienTopa COCyARCTOro 3unoTemaibHoro gpakropa pocra (VEGFR). B HekoTophIX BapraHTax
peanum3alyyu HACTOALIET0 W300PETEeHHs] AHTHAHTHOTEHHBIM AareHT BBIOpAH W3 TPYIIIbL,
cocrosuiei u3 naruouropa Akt, ayronHruOupyromero kanpiuaeBpruH nentuaa, ET-18-OCH3,
Go 6983, merunosoro 3¢upa NG-aHuTpO-L-aprurmnna, wHruOutopa p2l-aKTMBHPOBAHHOU
kuHasbl, naruouropa cPLA2aq, PI-103, PP2, SB 203580, U0126, uHruOuTopa THPO3UHKHHA3BI
V VEGFR, nnaru6uropa kunasel VI VEGFR2, nuaruburopa kunaser [II VEGFR2, ZM 336372 u

JIFOO0M UX KOMOUHALIUUA.

[00347] B HexkoTOpBIX BapHaHTaX pea3ally HACTOSIIEro H300pETeHNsI aHTUAHTHOTE€HHBIH
arent uHrudbupyer Oenok cemeiictea VEGF w/unmm 6enok cemeiictBa VEGFR. B HekoTopbIx
BapHMAHTaX pearn3aliy HacTosero uzodperenus 6enok cemeiictea VEGF conepsxut VEGF-
A, VEGF-B, VEGF-C, VEGF-D, PIGF (mnauenrapusiii pakrop pocra), VEGF-E (Orf-VEGF),
Trimeresurus flavoviridis svWEGF wmn mo0yro ux komOuHaumio. B HEKOTOpbIX BapHaHTax
peanu3ali  HACTOSIEro H300peTeHUsT AHTHAHTHOTEHHBIH areHT TMpPencTaBiseT Ccoloit
OeBaumsymad, pannbusymad, OPT-302, suB-apnubepuent wim groOble MX KoMOMHaLuu. B
HEKOTOPBIX BapHaHTaX peaM3allHi HACTOSIIEr0 H300peTeHHs] AHTUAHTHOTEHHBIN areHT
npexacrasisiet coboit Flt2-11, CBO-P11, Je-11, V1 unu nmo0yro nx komOuHauu0. B HeKOTOpbIX
BapHaHTaX peai3alii HACTOAIIEr0 H300PETEHHs] AHTUAHTMOTEHHBIM areHT MpPEeICTaBIIseT
coboii mazomnaHu®, CyHUTHHHO, copadeHnd, akCUTHHHO, MOHATUHUO, KaOO3aHTUHHO,
peropadenud, BaHaeTaHuO, JeHBaTUHUO, cemakcanuO, SU6668, BarajsaHuO, THUBO3aHHO,

cenupanus nim MOOYI0 MX KOMOWHALIUIO.

Cnoco0bI HOJYVYEHHU COCTABOB HUPANIAPHUOA

[00348] B naHHOM JOKYMEHTE TPENCTAaBJIEHBI CIOCOOBI TOJYy4YeHHUs TaOJeTHUPOBAHHBIX
KOMITIO3ULIMI HHUpamapuba sl JieueHHs paka. B HacTosAeM IOKYMEHTE TaKKe OIHCAHBI
TabJIeTUPOBAHHBIE COCTABBI HUpanapuoa, coaepkamire Hupanapruda To3uIaTa MOHOTUIPAT U TTO
MeHbLIEH Mepe OxHO (apMaleBTUYECKH NPUEMIIEMOE BCIIOMOTaTEIbHOE BEIIECTBO,
NIOJIy4E€HHBIE ONMMCAHHBIMU CIIOCOOAMH, W TIEPOPATIBHOE TEPANEBTHUECKOE IIPUMEHEHUE TAKOTO
coctaBa. B HEKOTOPBIX BapHaHTaxX peasu3allil HACTOSIIErO W300pPETeHUs] YKa3aHHBIH COCTaB
COIEP>KUT HUpanapud; mepBbIi pa3dbaBUTENb, BHIOPAHHBIN M3 MOHOTUPATA JIAKTO3bI, O€3BOIHON
JIAKTO3bI, MAHHNTA, IBYXOCHOBHOTO (pocdara kajplys, cTeapaTta MarHHsL, BTOPOH pa3OaBUTENb,
BbIOPAHHBIH W3 MHUKPOKPHCTAJUTMYECKOW LIEJUTFOJIO3b], KpaxMasa, MOJIUITHICHOKCHAA U

ruapokcunpomMerminenronodsl  (ITIMLL), u cesasyromee, BBIOpaHHOE W3 TOBHAOHA,



175

TUAPOKCUIIPOTTIIILEIUTIONO3bI M THIPOKCUTIPOIMIMETHILEIUTION03bl. B HEKOTOPBIX BapHaHTax
peanu3any HACTOSLIET0 M300PETeHHs YKa3aHHBIH COCTAB CONEPIKUT AKTHBHOE BEIIECTBO
Hupamapubda To3uIaT (MOHOTHAPAT) B KOJIMYECTBE OT MpuMepHO 35 mac. % o mpumepHo 60 mac.
%. B HEKOTOpBIX BapuaHTaxX peaIN3alU{ HACTOSIIEro H300pPETEeHUs] YKa3aHHBIH COCTaB
COIEPIKUT aKTHBHOE BELIECTBO HUpanapuda To3miaT (MOHOTHAPAT) B KOJIHYECTBE OT IPUMEPHO
40 mac. % no mpumepHo 55 mac. %. B HEKOTOpBIX BapuaHTax peaju3aldd HACTOSLIETO
n300peTeHNs] yKa3aHHBIH COCTAB CONEPXKUT AaKTHUBHOE BEIECTBO HHpamapuda TO3MUJAT
(MoHOTHApAT) B KONMMUYECTBE OT npumepHo 45 mac. % no mpumepro 50 mac. %. B HekoTophix
BApPUAHTAX pPEaJM3alMU HACTOSIEro M300peTeHHsl YKA3aHHBIH COCTaB COAEPKUT AKTUBHOE
BEIECTBO HMpamapuba TO3mwiIaT (MOHOTHApAT) B KOJWYECTBE OT mpumepHo 46 mac. % 1o

npumMepHo 48 mac. %.

[00349] B HEKOTOPbIX BapUaHTax peanuzanuu HACTOSIILErO 300peTeHus
(bapMaleBTHUECKYI0 KOMIO3ULMIO COTJIACHO HACTOSIIEMY H300pPETEHHIO TOTOBSAT IIyTEM
CMELIMBAHMs YKa3aHHOTO Hupamapuba CO BCIIOMOTaTelbHbIMU BemecTBamu. CMelnnBaHHe
BBILIEYKA3aHHBIX KOMIIOHEHTOB MPEANOYTHTEIBHO MOXKHO ITPOBOANTL B MUKCEpE, HAIIPUMED, B
bapabanHoM cMecuTesie. HachlmHy 0 MIIOTHOCTD O YIUIOTHEHUS U HACBIIIHYIO IUNIOTHOCTB MOCIIE
YIUIOTHEHHUS] MOJKHO OIPENEeNIUTh B COOTBETCTBHH ¢ TecToM 616 ®apmakonen CIIIA (USP 24,

Test 616 “Bulk Density and Tapped Density”).

[00350] B HekOTOpBHIX BapUaHTAX peaju3alUN HACTOSINErO H300pEeTeHUs] TBEpPIbIe
JNO3UPOBAHHBIE JIEKApPCTBEHHbIE (DOPMBI COMIACHO HACTOSIIEMY H300PETEHUI0 MOTYT OBITb B
(dbopMe mopoinka (BKJFOYAsi CTEPUIIbHBINA YITAKOBAHHBIN MOPOIIOK, TO3UPYEMBIH MOPOIIOK WU
LIMITYYHd TIOPOIIOK), Karcys (BKJIOYAs KaK MSTKHUE, TaK W TBEPAbIE KAICyJbl, HAMPUMeEP,
KarcyJibl, M3TOTOBJIEHHbIE W3 JKEJaTHHA >KUBOTHOrO Tpoucxoxaenus wim w3 [ TIMI]
PACTUTEILHOTO MPOUCXOKACHHUSI (FITH KATICYJIbl ¢ MMOKPBITBIME YaCTUIIAMIY) WK TaOeTok. B
HEKOTOPBIX BapHAHTAX peajM3alii HACTOSIINEro OMucanus (apManeBTHIeCKas JJeKapCTBEHHAS
¢dbopMa HaxomguTcs B Buae mnopomika. Kpome Toro, ¢apmaneBTHUECKUe COCTaBbI COTJIACHO
HACTOSAIIEMY H300pPETEeHUIO MOKHO BBOIUTH B (DOpME OJTHOI KaICyJibl Wik B POpMe HECKOJIbKIX
KarcyJs. B HEKOTOPBIX BapHaHTAX pean3aliy YKa3aHHbIN (hapMalleBTHYECKHI COCTAB BBOMST B
ONTHOM, WJIM JBYX, WIH TPEX, WA YEThIpeX KarcyjiaX. B HEKOTOPBIX BapHaHTaX peasu3aiiu
HACTOAIIETO M300pETEeHUs] YKa3aHHbIE TBEPIbIE IO3UPOBAHHBIC JIEKAPCTBEHHBbIE (OPMBI,
OMHCAHHBbIE B HACTOSIIIEM TOKYMEHTE, HaXOIsTCs B hopMe TabyeTku. B HEKOTOPBIX BapuaHTax
peaM3alny HaCTOSIETro N300peTeH s (papMaleBTUIECKUE COCTABbI, OMIMCAHHBIC B HACTOSIIEM

AOKYMEHTEC, BBOIAAT B BHAC OHHOﬁ TaOJIETKH WIH B BUJAEC HECKOJIbKHUX Ta6J'IeTI/IpOBaHHI:>IX
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TO3MPOBAHHBIX JIEKAPCTBEHHBIX (OpM. B HEKOTOpPBIX BapuaHTaxX peamu3aliyl yKa3aHHbIHI

(bapmareBTHUECKUI COCTaB BBOIAT B OAHOM, WM ABYX, I TPEX, TN YETHIPEX TAOIETKaX.

[00351] B HekoTOpBIX BapUAHTAX peaJU3alUN HACTOSINErO W300pETeHUs] TBEpIbIe
JNO3UPOBAHHBIE JIEKAPCTBEHHBbIE (DOPMBI MOJYYAIOT MyTeM CMELINBAHUS YaCTHUI] HHpanapuda ¢
ONHUM WM HECKOJbKUMHU (hapMalleBTHUECKUMH BCIIOMOTATEJIbHBIMU  BEIIECTBAMU C
MOJyYEeHHEM KOMMO3ULMM HUCXOOHOW cmecu. Korma 3TH KOMIO3MLMM HCXOAHOM CMeECH
YIOMHHAIOTCST KaK TOMOTEHHBIC, MOJPA3yMeBAeTCs, YTO YaCTHLbI HUpanapruda paBHOMEPHO
pacrpeneneHbl Mo BCEH KOMIIO3MLMH, TaK YTO KOMIO3WLIMIO MOKHO JIETKO pas3AeuTb Ha
ONMHAKOBO 3((eKTHBHbIE CTaHIAPTHBIE NO3UPOBAHHBIC JIEKAPCTBEHHBIE (HOPMBI, TaKHUE Kak
KarcyJibl uian Tabnetku. OTaenbHble eAUHHIIBI JIEKAPCTBEHHON (POPMBI MOTYT TaK)Ke COAEPIKaTh
MIJIECHOYHBIE MTOKPBITHA, KOTOPbIE PACHaAAKOTCs IPU NEPOPATIbHOM MPUEME UIIU IIPU KOHTAKTE C

PacCTBOPUTEIISIMU.

[00352] HeorpanuumBaromue (apMaLeBTHYECKHE  METOAWKH  IOJYYEHHs]  TBEPIBIX
JO3UPOBAHHBIX JIEKAPCTBEHHBIX (POPM BKIFOHUAIOT, OTAEIBHO WJIM B KOMOHMHALMH, HANPHMED,
cnenyromme: (1) cyxoe cmemuBanue, (2) mpsiMoe mpeccoBaHue, (3) pasmon, (4) cyxoe wiu
0e3BOZHOE rpaHyIMPOBaHUE, (5) BIAKHOE WM CyXOe rpaHyIMpoBaHue wiu (6) miasneHue. Cm.,
Hanpumep, Lachman et al., The Theory and Practice of Industrial Pharmacy (1986). K npyrum
croco0aM OTHOCSITCS, HAlPUMEp, PacTbUTUTENbHAS CYIIKA, IPAKUPOBAHUE, TPAHYIUPOBAHKE B
pacruiaBe, TpaHyJHPOBaHHE, CyLIKa WA HAHECEHHE TOKPBITHS B ICEBJOOKHKEHHOM CJIOE
(manmpumep, merox Bropcrepa), TaHreHLUMATbHOE HAHECEHHE IMOKPBITHE, MOBEPXHOCTHOE

pacrblieHHe, Ta0JIeTUPOBAHKE, SKCTPYAHPOBAHNE U TOMY TIOAOOHOE.

[00353] Hacrosiimee n3o0peTeHHe HE CleNyeT pacCMAaTPUBATh KaK OTPAHUYEHHOE 3THMH
KOHKPETHBIMU YCJIOBUSMH OOBEIMHEHUsT KOMIIOHEHTOB, U M3 HACTOSINEro JOKyMEHTa Oyner
MOHSITHO, YTO BBIMOJHBIE CBOWCTBA MOTYT OBITh JOCTUTHYTHI MPHU JPYTUX YCJIOBHSIX, B CIIy4ae,
€CJIU KOMIIOHEHTbI COXPAHSIFOT CBOM OCHOBHBIE CBOWCTBA M MO CYIIECTBY TOMOT€HHOCTh
CMEIIIaHHBIX KOMIIOHEHTOB COCTaBa JOCTUTAETCS KAKUM-TO IPYTHUM CIOcoOOM 0e3 KaKoH-Tnbo

CYILLECTBEHHO! Cerperanuu.

[00354] B ongHOM BapuaHTe peaju3aliy HACTOSIIEro W300pETEeHUs NJisi MPHUTOTOBJICHHS
CMEeCH KOMITOHEHTBI B3BELIMBAIOT M MOMEIIAIOT B €MKOCTh sl cMemuBaHus. CMmermnBaHue
MPOBOAAT B TEUCHHE MEPUOJA BPEMEHH C MOJYYEHHUEM OJHOPOIHON CMECH C MCIOJIb30BAHUEM
noaxopsAuero obopynoBaHus st cMemnBaHus. Heobs3aTenpHO, CMeCh MPOMYCKAKOT depes

CUTO IJid yAaJICHHUSI KOMKOB. HpOCGﬂHHYI-O CMECb MOKHO BEPHYTb B €MKOCTb AJIsd CMEILIHNBAHUA
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" MNEPEMEIINBATL B TCUCHUE AOIOJHUTEIIbHOIO NEprOaa BPEMCHU. 3aTeM MOXKHO I[O6aBI/ITb

CMa3bIBAOMICE BEIIECTBO U CMECH NEPEMEILIATE B TCHCHUE JOMMOJIHUTEJIBHOI'O MEPUOAa BPEMCHU.

[00355] B ¢dapmaneBTuyeckoii NTPOMBIIIJIEHHOCTH HU3MENbYEHUE YaCTO HCIOIB3YETCs IS
YMEHBIIEHUs pa3Mepa 4aCTULl TBEPABbIX MAaTEPUANIOB. JIOCTYIIHBI MHOTHE TUIIBI MEJIbHUL], B TOM
qrciie ITU(TOBBIE, MOJIOTKOBBIE U CTpYIiHBIE. OTHUM 13 HanbOOoJIee YacTO MCIIONIb3YEMbIX TUIIOB
MEJIbHULl SBJISIETCSl MOJIOTKOBasi MeJbHULA. B MOJOTKOBOM MEJNbHULIE HCIONb3YETCs
BBICOKOCKOPOCTHOH pOTOpP, K KOTOPOMY TNPHUKPEIUVIEHO HECKOJBbKO HENOABMKHBIX WU
KA4alolMXCcs MOJOTKOB. MOJIOTKM MOTYT OBITh INpPUKPEIUIEHBl TaKUM 00pa3oM, 4TOOBI ¢
MaTepHaIOM KOHTAKTUPOBAJIM PEXKYIlasi MOBEPXHOCTb UJIU rojIoBKa MoJioTKa. Korna marepuan
NOJIAETCs B MEJIbHULLY, OH IONAAaeT MO/ BO3AEHCTBUE BPALIAKOLIMXCS MOJIOTKOB U PACIaaeTCst
Ha Oonee Menkue dacTHLbl. Hipke MOJOTKOB PacIOIONKEH SKPaH, 4epe3 OTBEPCTHA B ITOM
HKpaHe MpoXomsT Oosiee MeIKue 4acTHULbl. bonee KpymHbIe YaCTUIbI OCTAIOTCS B MEJIbHHLIE U
MIPOJOJIKAIOT Pa3pyLIaThCs MOJOTKAMH IO TeX IOp, MOKAa YacCTHLbI HE CTaHYT JOCTATOYHO
MEJIKUMH, 4TOOBI IPOWTH Yepe3 OTBepCTHUS B 3KpaHe. MaTepuasn MOXKHO IOIOJHUTEIBHO
npoceusats. [Ipu npocenBanny MaTepua NPOXOAUT YE€PE3 CUTO WA CEPUIO CUT C MOJIy4YEHUEM

JKEJIaeMOT0 YaCTHLA pa3Mep.

Bnasicnan zpanyrayun
[00356] B HekoTOpBIX BapHaHTaX peaM3alH HACTOSIIErO WU300pETEeHUs ISl MOJTyYeHHsI

COCTAaBOB, OMMHCAHHBIX B HACTOAIIEM OOKYMECHTE, IPUMCHAROT BJIAKHYIO I'DAHYJIALIUEO.

[00357] Opur acmexT HACTOSALIErO HM300PETEeHHsT OTHOCHTCS K CHoco0y IMONydYeHHs
KOMITO3ULIUH, COZEprKallell Hupanapud-comepKamyo TabJeTKy, MOJYYEHHYIO MPHU MOMOIIH
BJIAKHOW TPaHYJISILUH, TAE YKa3aHHBIN CIOCOO BKIIIOYAET: a) MOJYyYEHHE BHYTPUTPAHYISIPHON
¢aspl, BrIOHaromee 1) oObeAMHEHHE Hupamapuda, mepBoro pasdaBuTens (HampUMED,
MOHOTH/IPATa JIAKTO3bI, OE3BOTHON JIAKTO3bI, MAHHHUTA U JBYXOCHOBHOTO (ocdara KajbIus) U
BTOpOro pazbaBuTenss (HampuMep, MHUKPOKPUCTAJUIMYECKON  IEJUTFOJIO3BI,  Kpaxmana,
NOJMSTHIIGHOKCHAa H  ruapokcunpormmwiMermineuionosel  (ITIML])) ¢ nonydeHuem
KOMITO3ULINH, COAepIKaIel Hupanapu0, yKa3aHHbIH MEPBbIA pa30aBUTENb U YKa3aHHBII BTOPOH
pa3baBuTeNb, W 11) BIAXXHOE TPAHYJIUPOBAHHE YKA3aHHOW KOMIIO3UIINH, COAepKalen
HUpanapud, VyKa3aHHBIA TepBbIii pa3OaBUTENb W yKa3aHHBIA BTOpPOH pa3daBHUTENb, C
MOJlydYe€HUEM TpaHyJr;, b) monydeHue BHerpaHyJsipHOH (ba3bl, BKIFOYArOIIee iii) oObeIHHEHHE

YKa3aHHBIX TPaHyJ]l IO MeEHbIIeH Mepe ¢ OFHUM (apMaLEBTHUECKH MPUEMIIEMBIM
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BCIIOMOTATEJIbHBIM BEIIECTBOM C TOJY4YeHHEM CMecH, U (C) MosydyeHHe TaOJeTKU IyTeM

NPECCOBAHUS CMECH, MOJY4YEeHHON Ha CTaIuH 1il).

[00358] Takxke B HACTOSLIEM JOKYMEHTE OIMUCAH CIIOCOO TONy4YeHUS KOMIIO3UIHH,
comepskaleil Hupamapud-comepikamyo TaOJNeTKy, MOJYYeHHYIO IPH T[OMOIIU BJIAXKHOU
rpaHyJIALMHU, TJ€ YKa3aHHbII CIOCO0 BKIFOYAET: a) MOJYy4YEeHHE BHYTPUTPAHYJSIPHOH (asbl,
BKJIFOHaroLee 1) oObeANHeHNe HUpanapruoa, MOHOTHIPATA JIAKTO3bl U MUKPOKPUCTAJIIMYECKON
LIEJUTIONIO3B] € TOJIyYEHHEM KOMITO3ULIUH, COAep Kalledl Hupanapud, MOHOTHUAPAT JAKTO3bI U
MHUKPOKPUCTAJUTMIECKYIO LIEJUTIOJIO3Y; U 11) BJIAKHOE IPaHyJIMPOBAHNUE YKa3aHHOW KOMIO3HIIHH,
cozepxaliel HupanapuO, MOHOTMIPAT JIAKTO3bl U MHUKPOKPHCTAIMUECKYIO LEJUTI0JIO3Y, C
NOJIy4eHHeM TrpaHyJI;, b) monydeHue BHErpaHyJSIpHOW (a3bl, BKIKOUArOInee 1ii) oObenquHeHre
YKa3aHHBIX TpaHyJ IO MeHblIeH Mepe ¢ OAHMM (apMaleBTUUECKH MPUEMIIEMbIM
BCIIOMOT'aTEeJIbHBIM BEIECTBOM C IOJYYEHHEM CMeCH, U C) TOoiydeHue TableTKu myTem

IPECCOBAHUS CMECH, TTIOJyYEHHOH Ha CTAHH 1ii).

[00359] B HexoTOpBIX BapHaHTAX peajM3alUN HACTOSILIEr0 W300peTeHUs BIIAKHOE
rpaHyJIMPOBaHUE HA CTAJAMU 1i) JOMOJHHUTEIBHO BKJIIOUYAET n00aBJIeHHE CBS3yHOIero. B
HEKOTOPBIX BAapUAHTAX peajii3allli HACTOSINEro HM300peTeHHsl YKa3aHHOE CBS3YIOLIee
NpeACTaBIsieT COOOM KUIKOE CBsi3yrolee. B HEKOTOPBIX BapHaHTaX peaM3aldu HACTOSIIETO
n300peTeHNs yKa3aHHOE JKUIKOE CBS3YIOIIee MpeaCcTaBisieT coO0H pacTBOPEHHbIN MOBUIOH. B
HEKOTOPBIX BAPHAHTAX PEAN3ALUU HACTOSINEro M300PETeHUsI YKa3aHHOE JKUIKOE CBS3YIOIIEe
NpEeACTaBsieT COOOW PAacTBOPEHHBIH Kpaxmall, PaCTBOPEHHYIO T'HIPOKCHUIPOMHIILEIUTION03Y
(T'TILT), pacTBOpeHHy  ruapokcunponmwiMerwiueuirojaosy (ITIML]) wmu  skugkui
nonmsTiieHr Ko (I1310). B HEKOTOpBIX BapHaHTax peajH3alyd HACTOSILIETO N300peTeHus
YKa3aHHOE KUJIKOE CBSI3YIOIIee MPeACTaBIsieT cOO0H pacIulaBIeHHOE CBsi3yroliee. B HEeKOTOpBIX
BAPUAHTAX pEATN3alUN HACTOSINEro HM300peTeHHs] YKAa3aHHOE pPACIUIABICHHOE CBS3YIOIIEe
npencTasisier codoit ruapoduIbHbINA NoauITUIEHTTHKONb (I1317), momokcamep, ruapododHyO
JKUPHYIO KHUCIJIOTY, JKUPHBIH CIUPT, BOCK, THAPOTEHH3HMPOBAHHOE PACTHUTENBHOE MACIO WU
rIunepun. B HEKOTOphIX BapHaHTax peajln3allid HACTOSIIEro H300pETeHHsl YKa3aHHOE
CBSI3YIOIIEe MPEACTaBIsieT coOOi cyxoe cBsi3yrolnee. B HEKOTOPHIX BapHaHTaX peaM3aluu
HACTOSIIEr0  M300peTeHMsT  YKa3aHHOE CyXxOe  CBs3yIOLlee  MpPEACTaBIseT  COOOMU
ruapokcunpomineuonaody (I'TIL). B HekoToprIXx BapuaHTax peaNu3alidl HACTOSIIErO
u300peTeHus yKa3aHHOE cyxoe CBSI3YIOLIEE MPECTaBIISIET coboit
ruapokcunpomMerwinenronody  (I'TIML[). B HEKOoTOpeIX BapHaHTaxX pealr3aluu

HACTOSIIETO M300pEeTEeHUsT YKa3aHHOe CyXOe CBsI3yollee mpeacTasisier codoit mosunoH (PVP)



179

WIM KpaxMmaj. B HEKOTOpBIX BapuaHTAaX peaNn3alli HACTOSLIET0 H300pETEeHHs! BIAKHOE
rpaHyJIUPOBAHHE HA CTAANH 1) JOMOJHUTENBHO BKJIIFOYaEeT MOKPOE MpocenBaHue. B HEeKOTOphIX
BAPUAHTAX pPEAJHM3aLMN HACTOSINEro M300pETEeHUs BJIIAXXHOE TPAHYJHUPOBAHME HA CTaIUU 11)

JOTIOJIHUTEIIbHO BKJIFOUAET CYILIKY U CyXO€ IPOCEUBAHMUE.

Bnazoakmuesusuposannan cyxas cpanyiauus
[00360] B HexkoTOpBIX BapHaHTaX peayU3alH HACTOSINEro M300PETEeHHUs IS IMOJTyYeHHs
COCTaBOB, ONUCAHHBIX B HACTOSILIEM JOKYMEHTE, IPUMEHSIOT BJIarOAKTUBU3UPOBAHHYIO CYXYIO

rpaHyJISALUIO.

[00361] [Ipyroii acmeKkT HACTOSINEro H300peTEeHHs] OTHOCHUTCS K CIOCO0Yy IONy4YeHHs
KOMITO3MLIMY, COAepKalled TabJNeTKy, W3 BJIATOAKTUBU3UPOBAHHON CYXOH TIpaHyJISILHH,
comepkameil Hupamapu0, BKJIOYAOLmEMy: (a) MOJy4YeHHe BHYTPUIPAHYJSAPHOH (assl,
BKJIFOHaroLIee 1) oObearHeHne Hupanapuda, nepBoro pasdaBuTelns (HampuMmep, MOHOTHAPATA
JaKTO3bl, OE3BOAHON JIAKTO3bI, MAHHHWTA M ABYXOCHOBHOrO (ocara KajbLUs) U BTOPOTO
paszOaBurens (HarpuMep, MUKPOKPHCTAJUINYECKON LEJUTIOJIO3bI, KpaxMaJa, OIUITUIEHOKCHAA
u ruapokcunponuiMeriieonossl (ITIMLI)) ¢ noaydeHneM KOMIO3UIMH, COAEpIKallel
Hupamnapud, yKa3aHHBbIM TEpBbId pa30aBUTENb W YKa3aHHBIA BTOPOM pa3daBUTENb, ii)
rpaHyJIMPOBaHUE YKA3aHHOW KOMIIO3WMLIMH, COAeplKalleld HupanapuO, yKa3aHHBIH MepBbINA
pa3baBUTENb M YKa3aHHBIA BTOPOW paszdaBuTeNb, ¢ MONIyuyeHUEM Tpanys;, u (b) monyueHue
BHETPAHYJIIPHOH (ha3bl, BKIFOYAOLIEe 111) OObeAMHEHNE YKA3aHHBIX TPAHyJI 10 MEHbLICH Mepe
¢ OHUM (papMaeBTHYECKH TPHEMJIIEMbIM BCIIOMOTATEIbHBIM BEIECTBOM C MOJYYSHUEM CMECH;
u (¢) mojy4yeHue TabJNETKY MyTeM MPECCOBAHMUS CMECH, TIOJyYEeHHOM Ha cTanuu iii). Hactosimee
n300peTeHne Takke OTHOCUTCS K CrIOco0y, B KOTOPOM CTanus 1) 0ObeTMHEHUS JOTIOHUTETBHO

BKJTIOYAET O0beTMHEHUE ¢ aAcCOPOSHTOM T a0COPOESHTOM.

[00362] [pyroii acmeKkT HACTOSINEro H300PETEeHHs] OTHOCHTCS K CIOCO0Y IMOJy4eHHsI
KOMITO3ULIMH, CoAeprameil TabneTKy, M3 BJArOakKTHBU3MPOBAHHOW CYXOH TpaHYJISIUH,
colepaliel HupamapuO, BKIOYaOLmeMy: (a) TMOJydeHHe BHYTPUTPAHYJSIPHOH (asbl,
BKJIFOUaroLIee 1) oObeAMHEHIEe HUpanapruoa, MOHOTHIPATA JIAKTO3bI U MUKPOKPUCTAITYECKON
LIEJUTFOJIO3BI € TOJIyYEHHEM KOMITO3ULIUH, COAep Kallel Hupanapud, MOHOTHUAPAT JAKTO3bI U
MUKPOKPHCTAJUIMYECKYIO  [EJUTFOJIO3y, 11) TpaHyJUPOBAaHUE YKAa3aHHOW KOMIIO3HIIHH,
colep Kaliel HupanapuO, MOHOTHIPAT JIAKTO3bl U MHUKPOKPHCTALIMUECKYIO LEJUTIOJIO3Y, C
noJiyueHueM rpanyJ;, u (b) monydeHue BHErpaHyJIIpHOU (a3bl, BKIFOYArOIIee 111) oObeNHHEeHne

YKa3aHHBIX TPaHyJl 10 MeEHbIIeH Mepe ¢ OAHUM (apMALEBTHUECKH MPUEMIIEMBIM
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BCIIOMOTATEJIbHBIM BEIIECTBOM C TOJY4YeHHEM cMecH, U (C) MosydyeHHe TaOJEeTKU IyTeM

NPECCOBAHUS CMECH, MOJY4YEeHHON Ha CTaIuH 1il).

[00363] B HexkOTOpBIX BapHaHTaX pean3aldi HACTOSILIErO M300PETEeHUs] rPaHyJIUPOBAHUE
HA CTaJNU 11) IOTOJHUTENBPHO BKIFOYAET N0OaBIeHNE CBS3YIOLEro. B HEKOTOPBIX BapHaHTax
peanu3any HaCcTOSIIEro N300pETeHNs] YKa3aHHOE CBS3YIOLIee MPEICTABIAET COOOH KHUIKOe
cBs3yomee. B HEKOTOpBIX BapuaHTaxX peanu3alliil HACTOSINEr0o H300pEeTEeHUs] yKa3aHHOE
JKUIKOE CBSI3YIOLIee MPEeACTaBisIeT COOOH pacTBOPEHHBIN MOBHUAOH. B HEKOTOPBIX BapuaHTax
peanu3anuy HacTOSLIEro N300pETeHUsl YKa3aHHOE JKUAKOE CBSI3YIOLIee INMPENCTaBIsAeT COOON
BONy, PACTBOPEHHBIH Kpaxmaj, PpacTBOPEHHYI ruapokcunponuinemnnonosy (I'TILY),
pacTBOpPeHHYIO ruapokcunponuaMermwinesuioao3y (I'TIMLL) nnu xuakuilt MOMUITHUIIEHTIIMKOb
(ITI2T). B HEKOTOpBIX BapUaHTAX peaJM3alUd HACTOSINEro H300peTeHusl yKa3aHHas
KOMIIO3ULMST AOMOJIHUTENBHO COAEPKUT Cyxoe CBs3yrollee. B  HEKOTOpBIX BapuaHTax
peann3aiy B YKa3aHHY KOMITO3HLIUIO, COEPIKAIYIO0 CyX0e CBs3yIolnee, N0OaBIsIoT Bony. B
HEKOTOPBIX BAPHAHTAX PeaJM3alfH HACTOSINEro N300peTeHns IpaHyIMpOBaHUE HA CTaIuH ii)
JOTMOJHUTEIBHO BKIIOYAET CYILIKY U CyXO€ IPOcenBaHue. B HEKOTOpBIX BapUaHTaxX pealn3aluu
HACTOSIIEro N300peTeHNs CyIIKa BKJIIOYaeT J0OABIEHHE CKOJIb3SIIIEro BeecTBa. B HEKOTOphIX
BAPMAHTAX peANN3alli HACTOSIIEro HW300pEeTeHUs] YKa3aHHOE CKOJb3SIIIEe BEIIeCTBO
NpeACTaBysieT cCOOOW JAMOKCUJ KPeMHHMs. B HEKOTOPBIX BapHaHTAaX pPEaJM3aLUU HACTOSIIErO
n300peTeHUs] YKa3aHHOE CKOJIb3SIIEe BELIECTBO MPEACTABISET COOOM IHUOKCHI KpPEMHHS,
TPEXOCHOBHBIH (hocdaT KaabLHst, CHITMKAT KAJIbLHS, LEJUTF0JIO3Y, CHITMKAT MATHUS, TPUCHITHKAT

MarHus, Kpaxmall, TaJbK UJIH UX CMECH.

Cyxasn zpanynsyus
[00364] B HekOTOpBIX BapHaHTaX peANM3ALMH HACTOSINErO M300PETEHHs U IMOJTyYeHHs

COCTaBOB, ONHCAHHBIX B HACTOSILIEM JOKYMEHTE, IPUMEHSIOT CYXYIO IPaHYJISLHIO.

[00365] [pyroii acmeKkT HACTOSINEro H300pETEeHHs] OTHOCHUTCS K CIOCO0y IMOJyYeHHs
KOMITO3ULIMH, COJAepKalleldl HupamapuO-conepkamyro TalOJeTKy, NpU MOMOIIU CyXOH
TPaHyJSILNY, BKIIOYAIOIIEMY: a) MOJIydYeHHe BHYTPHUIPaHYJSApHOH (as3el, BKIFOUArOIIee 1)
oObenuHEHNe HUpamnapuda, mnepBoro pasdaButens (HampuUMep, MOHOTHIpPATa JIAKTO3bI,
0e3BOIHON JIAKTO3bI, MAHHUTA W JBYXOCHOBHOTO (ocdara KambLusi) BTOPOro pa3daBUTENs
(HarmpuMep, MHUKPOKPUCTAJUIMYECKOH  IEJUTFOJIO3Bl, Kpaxmasa, TONMATHIEHOKCHAA U
rugpokcunpommMeTmineuionodsl  (ITIMII)) u  cmasbiBaromero BemecTsa (Hampumep,

cTeapara MarHusi) ¢ TOJY4YEHHEM KOMITO3HMLINY, COAep Kallel Hupanapud, YKa3aHHbIA TEepBbIA
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pa3baBuTeNb, YKa3aHHBIA BTOPOI pa30aBUTENh M YKa3aHHOE CMA3bIBAIOIIEE BEIIECTBO, U 11)
CyXOe rpaHyJIMPOBaHNE YKa3aHHOH KOMIIO3ULIMH, COAEePIKaIlel HUpanapuo, YKa3aHHbIH epBbIid
pa3baBuTENb, YKa3aHHBIH BTOPOH pa3daBUTENbh M YKAa3aHHOE CMa3bIBAIOIIEE BEINECTBO, C
MOJly4Ye€HUEM TpaHyJr;, b) monydenue BHerpaHyJsipHOH (pas3wl, BKIFOHaroIIee 1i1) oObeIHHEHHE
YKa3aHHBIX TPaHyJ]l [0 MeHbIIeH Mepe ¢ OAHUM (apMaLEBTHUECKH MPUEMIIEMBIM
BCIIOMOTATEJIbHBIM BEI[ECTBOM C IIOJNYYEHHEM CMECH, M C) TOJydeHue TaONeTKH IyTeM

IPECCOBAHUS CMECH, MOJYYEeHHON Ha CTauH 1i1).

[00366] B HexkoTOpBIX BapuUaHTaX peaTu3alH HACTOSIIEr0 H300pPETeHUs YKa3aHHAs
KOMITO3ULUSI JOTOJHUTEJIBHO COAEPXKUT CyxOe CBs3dyrolee. B  HEKOTOpBIX BapHaHTax
peann3aluy B YKa3aHHYI0 KOMITO3ULIUIO, COAEPIKAIYIO CYXO0€e CBsI3yIolIee, 100aBIAoT Bony. B
HEKOTOPbIX BapHaHTAX pEATN3alMM HACTOsLIero n3o0pereHus oObenMHEHHe Hupamnapuoa,
YKa3aHHOTO NepBOro pa30aBUTENs, YKa3aHHOIO BTOPOro pas3OaBUTENsT U YKAa3aHHOTO
CMa3bIBAIOLIETO BELIECTBA C MOJyYEHHEM KOMITO3UIIMH, COAeprKalleil Hupanapuo, yKa3aHHBINR
nepBblil pa30aBUTENb, YKa3aHHBIN BTOPOH pa30aBUTENb U YKA3aHHOE CMAa3bIBAIOLIEe BEIIECTBO
Ha CTaAMU 1) JOMOJHHUTEIBHO BKIIOUAET CMEIIMBAHME YKA3aHHOIO Hupamapuda, yKa3aHHOTO
nepBoro pasz0aBHUTENs, YKa3aHHOTO BTOPOro pa30aBUTENsI M YKA3aHHOTO CMAa3bIBAIOIIETO
BEIIeCTBA. B HEKOTOPBIX BapHaHTAX peajH3allH CyXOe TPAHyJIUPOBAHHE HA CTaauU i)
BKJIIOYAET YyJAapHOE YIUIOTHEHHE U W3MeNbueHHE. B HEKOTOpBhIX BapuaHTax peanu3aluu
HACTOSIIIETrO N300peTEeH s TONLIMHA JICHTbI COCTABIIsieT OT mpumepHo 0,1 MM 10 pumMepHo 3,5
MM. B HEKOTOpBIX BapHaHTaxX peajr3alld HACTOSINEro H300pEeTEeHUs] TOJNIIMHA JICHTBI
cocrasisier npuMepHo 0,1 MM, npumepno 0,2 mm, npumepno 0,3 mm, npumepHo 0,4 Mmw,
npumepHo 0,5 mm, npumepHo 0,6 mm, npumepHo 0,7 mm, npumepHO 0,8 MM, npumepHO 0,9 MM,
npumepHo 1,0 MM, npumepHo 1,1 mm, npumepHo 1,2 mm, npumepHo 1,3 MM, npumepHo 1,4 MM,
npuMepHo 1,5 MM, npumepHo 1,6 mm, npumepHo 1,7 mm, npumepHo 1,8 MM, npumepHo 1,9 MM,
npuMepHo 2,0 MM, npuMepHO 2,1 MM, npuMepHO 2,2 MM, IPUMEPHO 2,3 MM, IPUMEPHO 2,4 MM,
MPUMEPHO 2,5 MM, IPUMEPHO 2,6 MM, IPUMEPHO 2,7 MM, IPUMEPHO 2,8 MM, IPUMEPHO 2,9 MM,
npuMepHo 3,0 MM, npumepHO 3,1 MM, npuMepHO 3,2 MM, IPUMEPHO 3,3 MM, NPUMEPHO 3,4 MM

WUJIU IPUMEPHO 3,5 MM.

[00367] [pyroii acmeKkT HACTOSINEro H300PETEeHHs] OTHOCHUTCS K CIOCO0y IMONyYeHHs
KOMITO3MLIMY, COAepXKallell Hupamapud-copepskamlyro TaOneTKy, NHpH IOMOLIU CyXOil
TPaHyJSILNY, BKIIOYAIOIIEMY: a) IOJIydeHHe BHYTPHUTPAHYJSIPHOH (has3el, BKIIOHArOIIee 1)
oObenMHeHne Hupamnapuda, pazdaBuTensi, BHIOPAHHOTO M3 MAHHUTA U ABYXOCHOBHOTO (pocdara

KaJIbIIs, MHKpOKpHCTaHHH‘{eCKOﬁ LEJUTFOJIO3bI U CT€apaTa Maruus, ¢ NOJIy4Y€HUEM KOMITO3UIINH,
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comep kalieil Hupanapuo, paz0aBuTenb, BRIOpAaHHBIA U3 MaHHHUTA U ABYXOCHOBHOTrO (pocdara
KaJIbIHsl, MUKPOKPHUCTAJUTUIECKOH LIEJUTFONIO3BI U CTeapaTa MarHus, | 11) CyX0e IpaHyJINPOBaHHE
yYKa3aHHOW KOMIIO3MIMH, COAepkaled HupamapuO, pa30aBuUTeNb, BLIOPAHHBIA U3 MAaHHHUTA U
IBYXOCHOBHOTO (pocdaTa KambIyst, MUKPOKPUCTAJUTNUECKON LIEJUTFOJIO3bI M CTeapaTa MarHusi, ¢
MOJTlyuYe€HUEeM rpaHyJr; b) monydenue BHerpaHyJsipHOH (pa3wl, BKIFOHArOIIee 1i1) oObeIHHEHHE
YKa3aHHBIX TPaHyJl IO MeHbIIeH Mepe ¢ OfHUM (apMaLEBTHUECKH MPUEMIIEMBIM
BCIIOMOTATEJIbHBIM BEIIECTBOM C IOJNYYEHHEM CMECH, M C) TOJydeHue TaOJNEeTKH IyTeM

MPECCOBAHUS CMECH, MOJIyY€HHOM Ha CTauH iil).

[00368] B HekoTOpBIX BapuUaHTaX pealu3ald HACTOSIIEro H300pEeTeHUs yKa3aHHas
KOMITO3ULIUST JIOTIOJIHUTENIBHO COZEPKUT CyXO€ CBsA3ylollee. B  HEKOTOphIX BapHaHTax
peanu3aiyy K YKa3aHHON KOMIIO3HLIMH, COEpIKaIlel cyxoe CBs3yrollee, 100aBysifoT Boay. B
HEKOTOPbIX BapHaHTaX pEAN3alMM HACTOSLIero HM300peTeHHs OObenuHEeHue Hupamnapuoa,
pazOaBuTens, BBHIOPAaHHOTO M3 MaHHMTA M JBYXOCHOBHOrO (ocdara  kamprws,
MUKPOKPHUCTAJUIMYECKON LEJUII0JI03bl M CTeapaTa MarHus, € IOJy4eHHeM KOMIIO3UIUH,
copepskaeil Hupanapud, pazdaBuTenb, BHIOPaHHBIH M3 MaHHHTA M JIBYXOCHOBHOro (ocdara
KaJIbLIUsI, MUKPOKPUCTAJUTNUECKOH LIEJUTIOJIO3bI U CTeapaTa MarHUs Ha CTauH 1) JONOJHUTEIBHO
BKJIFOYAET CMELIMBAHUE YKA3aHHOTO HupamnapuOa, pa3OaBUTeNs, BHIOPAHHOTO M3 MAaHHUTA U
IBYXOCHOBHOTO (hocara KanbLus, MUKPOKPUCTAJUTMIECKOH LIEJUTFOJIO3bI U CTeapaTra MarHusi. B
HEKOTOPBIX BapUaHTaX peaji3allly CyXOe IPaHyJIMPOBAHHE HA CTAIMH ii) BKIIIOYAET yIapHOE
YIUIOTHEHHE U U3MeNbYeHHe. B HEKOTOPBIX BapUaHTAaxX peau3allii HACTOSIIErO H300peTeHus

TOJIIIMHA JIEHTHI COCTaBJIsAET OT npuMepHO 0,1 MM 10 MPUMEPHO 2 MM.

[00369] B HekoTOpbIX BapuUaHTaX peaTU3alMH HACTOSINEr0 H300peTeHUs yKa3aHHas
KOMIIO3UIMST HA CTaIWH 1) JOTMOJHUTENBHO COMEPIKHUT CKOJB3SIIee BEIIeCTBO (HAmpuMmep,
TUOKCHUJ KpeMHHs1). B HEeKOTOpBIX BapuaHTaX pealu3aluy HaCTOSIIero n300peTeHusl yKa3aHHOe
MO MEHbIIeH Mepe OnHO (hapMaleBTHUECKH MPHEMJIEMOe BCIIOMOIaTeNbHOE BEIIECTBO IS
oObeMHEHHsI TPaHyJ IO MEHbIIeH Mepe ¢ OmHUM (apMALEBTHUYECKH TPHEMJIEMbIM
BCIIOMOTATEJIbHBIM BEIeCTBOM C IMOJYYeHHEeM CMeCH Ha CTaauu 1i1) mpenacTaBisier coOoi
CKOJb3sIlIee BEUIeCTBO (HAMpuUMep, TUOKCHUI KpeMHUs1). B HEeKOTOpBIX BapHaHTaX pean3aiuu
HACTOSIIETO N300pETeHNs YKa3aHHOE 10 MEHbINEH Mepe OHO (papMaleBTUYECKH TPHEeMIIEMOe
BCIIOMOTATEJIbHOE BEIEeCTBO JUIsi OOBEIWHEHUs TPaHyJ IO MEHbIIeH Mepe ¢ OIHUM
(apMalleBTHUECKU TPUEMJIEMbIM BCIIOMOTATEIbHBIM BEIIECTBOM C TOJYYEHHUEM CMECH Ha
cTanmu 1i1) MpencTaBisieT coOOM CMasbIBAIOIIee BEHIECTBO (HAmMpUMep, cTeapar marHus). B

HEKOTOPBIX BapUaHTAX p€alnu3aliii HACTOALIECTO 1/1306pe'reH1/1$1 O6’beI[I/IHeHI/Ie YKa3aHHbIX I'PaHyJI



183

C TIO MEHbIIEeH Mepe OOHUM (PpapMaIleBTUYECKH MPUEMIIEMBIM BCIIOMOTaTEJIbHBIM BEIIECTBOM C
NOJIy4eHHEM CMECH Ha CTaJMH 1i1) BKIIFOYAET CMELIMBAHNE YKA3aHHBIX IPAHYJ C MO MEHbIIEH
Mepe OfHUM (papMaleBTHYECKH MPUEMJIEMBIM BCIIOMOTATEeNbHBIM BELIECTBOM. B HEKOTOpPBIX
BapHaHTaX peaM3aldy HACTOSIIEro H300pETeHHsI YKa3aHHAas KOMITO3MLIMS HA CTaaud 1)

NpeACTaBysieT OO0 CMeCh.

[00370] B HekOTOpBIX BapUaHTaX peaTU3alH HACTOSIIEro H300pPETeHUs YKa3aHHAs
KOMITO3ULIUSI HA CTAAUM 1) JOMOJHUTENBHO COAEPKUT AUOKCHA KpeMHus. B HekoTopbIx
BAPUAHTAX pEAJIN3alUU HACTOSIIEro H300pEeTEeHUs] YKa3aHHOE IO MEHbLIeH Mepe OJHO
bapmMaleBTUUECKH MPUEMIIEMOE BCIIOMOTAaTENIbHOE BEILIECTBO AJII OOBEAMHEHUs I'paHysl IO
MeHbLIEH Mepe ¢ OMHUM (papMaleBTUYECKU MPUEMJIEMbIM BCIIOMOIaTEIbHBIM BELIECTBOM C
NOJy4YeHHEeM CMeCH Ha CTaauu iil) mpencraBisier coOOH OMOKCHI KpeMHHs. B HEKOTOphIX
BapUAHTAX pEAJN3alMH HACTOSIIEr0 W300pETeHUs] YKa3aHHOE I10 MeEHbLIeH Mepe OIHO
(apmaLieBTHUECKH NPHEMIIEMOE BCIIOMOTATENIbHOE BEIECTBO IS OOBbEAMHEHMs TPaHyJ IO
MEHbIIEeH Mepe ¢ OfHUM (PapMaleBTUYECKH NPHEMIIEMBIM BCIOMOTATEIbHBIM BELIECTBOM C
NOJTy4YeHHeM CMECH Ha CTaauu 1ii) mpexacTtaBisier coOOH creapaT MarHus. B HEKOTOpBIX
BapUAHTaX PEAIN3ALMH HACTOSIIEro M300peTeHus OObeAMHEHHE YKa3aHHBIX IPaHys C IO
MeHbLIEH Mepe OOHUM (apMaLEBTHYECKH MPHEMJIEMbIM BCIIOMOTATEIbHBIM BEIIECTBOM C
NOJIy4eHHEM CMECH Ha CTaJHH 1ii) BKIIOYAET CMELIMBAHUE YKA3aHHBIX IPAHYJ C M0 MEHbLICH
Mepe OfHUM (hapMaLeBTHYECKU MPUEMJIEMbIM BCIIOMOTATENIbHBIM BELIECTBOM. B HEKOTOpPBIX
BapUAHTAX peaM3aliy HACTOSIIEr0 H300peTeHHs] YKa3aHHAs KOMITO3MIIMS HA CTaaud 1)

NpeACTaBysieT COOOH CMeCh.

[00371] B HekoOTOpbIX BapUAHTAX peANM3AMH HACTOSINEr0 H300pETEeHUs] YKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, NPUMEHSEMBIX Ul MOJy4Y€HUs YKA3aHHOW BHYTPUIPAHYJSIPHOU
¢aspr, cocraBmsier ot npumepHo 50% no mnpumepHo 98% OT Maccel  yKa3aHHOU
TaOJIETUPOBAHHOW KOMITO3MIIMHM. B HEKOTOPBIX BapHAaHTAX peATU3alUdd  HACTOSIIErO
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, TIPUMEHSIEMBbIX /IS TIOTyUEHHs YKA3aHHOU
BHYTPUTPAHYJSIpHOH (asbl, cocraBisier oT nmpumepHo 85% no mpumepno 98% ot Macchl
yKa3aHHOW TaOJIeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3aliy HACTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IIPUMEHSIEMBbIX /ISl TIOTyUEHHs YKa3aHHOU
BHYTPUTPAHYJSIpHOH (asel, cocraBisier oT nmpumepHo 90% no mpumepHo 98% ot Mmaccel
yKa3aHHOW TaOJeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3aliy HAaCTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IPUMEHSEMBbIX /ISl TIOTyUEHHs YKa3aHHON

BHYTPUTPAHYJISIPHOH (pa3bl, cOCcTaBisgeT OT nmpuMepHO 92,5% no mpumepHo 97,5% oT Macchl
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yKa3aHHOW TaOJeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3alii HAaCTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IIPUMEHSIEMBbIX /ISl TIOTyUEHHs YKa3aHHON
BHYTPUTPAHYJISIPHOM (pa3bl, COCTABIAET NPUMEPHO 95% OT Macchl ykazaHHON TabJeTHPOBAHHON

KOMITO3UITHH.

[00372] B HEKOTOpPBIX BapHUAHTAX pEATM3AIUH HACTOSINEro H300peTEeHHsl YKa3aHHOEe
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX JJIsl IOJYYSHUs] YKa3aHHON BHErpaHyJSIpHOU (a3bl,
cocraBiisieT OT npuMmepHo 2% no mpumepHo 50% OT Macchl yKa3aHHOW TaOIeTHPOBAHHOU
KOMIIO3ULIMH. B HEKOTOpBIX BapuaHTaxX peaju3alliy HACTOSIIEro H300peTeHHs yKa3aHHOe
KOJIMYECTBO KOMIIOHEHTOB, IPUMEHSIEMbIX JJISl MIOJYYeHUs YKa3aHHON BHErpaHyJSIpHOU (asbl,
cocTaByisieT OT npumepHo 2% no mpumepHo 15% OT mMacchl yka3aHHOW TaOIEeTHMPOBAHHOW
KOMITO3MLIMH. B HEKOTOpBIX BapuaHTaX peaju3alli HACTOSIEr0 H300peTeHUs] YKa3aHHOEe
KOJINYECTBO KOMIIOHEHTOB, MPUMEHSIEMbIX ISl TTOJyYeHHs] YKa3aHHON BHETPaHYJISIPHOH (asbl,
cocTaByisieT oT npumepHo 2% no mpumepHo 10% OT mMacchl yka3aHHOW TaOJIeTHMPOBAHHOU
KOMITO3MLIMH. B HEKOTOpBIX BapuaHTaX peajM3alli HACTOSIIEr0 H300peTeHUs] YKa3aHHOEe
KOJINYECTBO KOMIIOHEHTOB, MPUMEHSIEMbIX ISl TTOJyYEHHs] YKa3aHHON BHETPaHYJISIPHOH (asbl,
COCTABJIIET OT MpuMepHO 2,5% no nmpumepHo 7,5% OT Macchl yKa3aHHOW TaOJETHPOBAHHOU
KOMIIO3ULIMK. B HEKOTOpBIX BapuaHTaX peaju3alUdu HACTOSILIEro H300peTeHHs YKa3aHHOE
KOJIMYECTBO KOMIIOHEHTOB, TIPUMEHSIEMbIX JJIsl MOJIy4YeHHs] YKa3aHHON BHErPaHYJISIpPHOU (asbl,

COCTaBJISIET MPUMEPHO 5 % OT MacChl YKa3aHHOW TaOJETHPOBAHHON KOMITO3UIUH.

[00373] B HekoTOpBIX BapuUaHTAX peAJTH3ALMHA HACTOSINErO H300pPETeHUs HaChITHAS

MJIOTHOCTD YKa3aHHBIX IPaHyJI A0 YIUIOTHEHUs cOCTaBisAeT oT npuMepHo 0,10 no npumepHo 0,99
2 2

r/cM’. B HEKOTOPBIX BApUAHTAX PeaTU3alu1 HACTOSIIErO H300PETEHHS HACHITHAS ILIOTHOCTD 10
3

YIUIOTHEHHs YKa3aHHBIX TPaHyJ cocrasisier oT npumepHo 0,10 mo mpumepno 0,90 r/cm’. B

HEKOTOPBIX BapHAHTAX peaJM3alUHU HACTOSIIEr0 H300pPETeHUs HACBIMHAS IUIOTHOCTH [0
3

YIUIOTHEHHs YKa3aHHBIX TpaHyJsl cocrasisier oT npumepHo 0,10 mo mpumepno 0,80 r/cm’. B

HEKOTOPBIX BapHAHTaX pPEAJTM3ALUHU HACTOSIIEr0 H300pPETeHUS HACBIMHAS IUIOTHOCTH [0
3

YIUIOTHEHHs YKa3aHHBIX TIpaHysl cocrasisier oT npumepHo 0,10 mo mpumepno 0,70 r/cm’. B

HEKOTOPBIX BapHAHTaX pPEAJTM3ALUM HACTOSIIEr0 H300pPETeHUs HACBIMHAS IUIOTHOCTH [0
3

YIUIOTHEHHs YKa3aHHBIX TIpaHyJ] cocrasisier oT npumepHo 0,10 mo mpumepno 0,60 r/cm’. B

HEKOTOPBIX BapHAaHTaX peaJM3alMyd HACTOSLIEr0 H300pETEeHUs] HACBIMHAS IUJIOTHOCTH [0
3

YIUIOTHEHHs YKa3aHHBIX TIPaHysl cocrasisier or npumepHo 0,10 mo mpumepno 0,50 r/em’. B

HEKOTOPBIX BapHAHTaX pPEAJTM3ALUHU HACTOSLIET0 H300pPETeHUs HACBIMHAS IUIOTHOCTH [0

YIJIOTHEHHUs] YKa3aHHBIX PaHys cocTaBiseT oT mpumepHo 0,10 no mpumepno 040 r/cm’. B
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HEKOTOPBIX BapHAHTaX pPEAJTM3alUHU HACTOSALIEr0 H300pPETEHUS HACBIMHAS IJIOTHOCTH [0
3
YIUIOTHEHHs YKa3aHHBIX IpaHys cocrasisier oT npumepHo 0,10 mo mpumepno 0,30 r/em’. B
HEKOTOPBIX BapHAaHTaX peaJU3aldyd HACTOALIEr0o W300pETEeHHs HACBIHAs IUIOTHOCTh MO
3
YIUIOTHEHHs YKa3aHHBIX TPpaHy]l cocrasisier oT npumepHo 0,10 mo mpumepno 0,20 r/em’. B
HEKOTOPBIX BapHAaHTaX peaJU3alUM HACTOSALIEr0 H300pPETeHUs HACBIMHAS IJIOTHOCTH [0
3
YIUIOTHEHHs YKa3aHHBIX TPaHyJ]l coctasisieT oT npumepHo 0,20 mo mpumepHo 0,99 r/em’. B
HEKOTOPBbIX BapHAaHTaX peaJU3alUU HACTOSALIEr0 H300pETEHUs HACBIMHAS IJIOTHOCTH [0
3
YIUIOTHEHHs YKa3aHHBIX TIPaHy]l cocrasisier oT npumepHo 0,20 mo mpumepHo 0,90 r/cm’. B
HEKOTOPBIX BapHAHTaX peaJTU3aLUU HACTOSALIEr0 H300pPETEHUs HACBINMHAS IJIOTHOCTH [0
3
YIUIOTHEHHs YKa3aHHBIX IPpaHy]l cocrasisier oT npumepHo 0,20 mo mpumepHo 0,80 r/cm’. B
HEKOTOPbIX BapHaHTAX pEANU3ALMHM HACTOSINEr0 H300pPETeHHs] HACBIMHAsl IUIOTHOCTH JIO
3
YIJIOTHEHUs] YKa3aHHBIX TpaHy’ cocrasisier or npumepHo 0,20 no mpumepno 0,70 r/ecm’. B
HEKOTOPbIX BapHAHTAX pPEAIN3ALMH HACTOSINEr0 H300pPETeHHs] HACBIMHAs IUIOTHOCTh M0
3
YIJIOTHEHUs] YKa3aHHBIX IpaHyJ cocrasisieT or npumepHo 0,20 no mpumepHo 0,60 r/cm’. B
HEKOTOPbIX BapHAHTAX pEAIN3ALMHM HACTOSIIEr0 H300pPETeHHs] HACBIMHAs IUIOTHOCTH JIO
3
YIUIOTHEHHs YKa3aHHBIX TPaHyJl cocTaBisier oT npumepHo 0,20 mo mpumepHo 0,50 r/cm’. B
HEKOTOPBIX BapHAHTAX peaju3alMM HACTOSIIEro W300pEeTeHUs HACBINMHAS IJIOTHOCTH [0
YIJIOTHEHHUsl YKAa3aHHBIX TPaHyN cocTaBiseT oT mpumepHo 0,20 no mpumepno 0,40 r/cm’. B
HEKOTOPBIX BAapHAHTAX peaJU3alUM HACTOSIIEr0 H300pETeHUs HACBINMHAS IJIOTHOCTH [0

YIJIOTHEHHUs YKa3aHHbIX MPaHyJl COCTaBIsieT oT nmpumepHo 0,20 1o npumepHo 0,30 r/cm?’.

[00374] B HekOTOpBIX BapUaHTAX peEAJTH3ALMHA HACTOSINErO H300PETeHUs HaCHITHAS
IJIOTHOCTh YKA3aHHBIX I'PaHyJ A0 YIUIOTHEHUs cocTasiser npumepHo 0,10, npumepno 0,11,
npumepHo 0,12, npumepno 0,13, npumepno 0,14, npumepno 0,15, npumepno 0,16, npumepHO
0,17, npumepno 0,18, mpumepno 0,19, npumepno 0,20, npumepno 0,21, mpumepno 0,22,
npumepHo 0,23, npumepno 0,24, npumepno 0,25, npumepHo 0,26, npumepHo 0,27, npuMepHO
0,28, mpumepno 0,29, mpumepno 0,30, npumepno 0,31, mpumepno 0,32, mpumepno 0,33,
npumepHo 0,34, npumepno 0,35, npumepno 0,36, npumepHo 0,37, npumepHo 0,38, npumepHO
0,39, nmpumepno 0,40, mpumepno 0,41, npumepno 0,42, npumepno 0,43, mpumepno 0,44,
npumepHo 0,45, npumepno 0,46, npumepno 0,47, npumepHo 0,48, npumepno 0,49, mpumepHO
0,50, mpumepno 0,51, mpumepno 0,52, nmpumepno 0,53, nmpumepno 0,54, mpumepno 0,55,
npumepHo 0,56, npumepno 0,57, npumepno 0,58, npumepHo 0,59, npumepno 0,60, npumepHO
0,61, mpumepno 0,62, mpumepno 0,63, npumepno 0,64, npumepno 0,65, mpumepno 0,606,

npumepHo 0,67, npumepno 0,68, npumepno 0,69, npumepHo 0,70, npumepno 0,71, npumepHO



186

0,72, npumepno 0,73, mpumepno 0,74, npumepno 0,75, npumepno 0,76, mpumepno 0,77,
npumepHo 0,78, npumepno 0,79, npumepno 0,80, npumepro 0,81, npumepHo 0,82, mpumepHO
0,83, nmpumepno 0,84, mpumepno 0,85, nmpumepno 0,86, npumepno 0,87, mpumepno 0,88,
npumepHo 0,89, npumepno 0,90, npumepno 0,91, npumepno 0,92, npumepno 0,93, npumepHO
0,94, mpumepno 0,95, nmpumepno 0,96, npumepno 0,97, npumepro 0,98 munu npumepro 0,99

/e,

[00375] B HexkoTOpBIX BapuUaHTAX peaJM3allMd HACTOSINEro H300pPETeHUs HaChITHAs
IJIOTHOCTD YKa3aHHBIX I'PaHyJI NOCJ€E YITIOTHEHUs! COcTaBisgeT OoT npumepHo 0,10 no mpumepHo
0,99 r/cM’. B HEKOTOPBIX BapHaHTaX peATU3aLMU HACTOSIIEr0 M300pETEHHs] HaCBITHAs
IJIOTHOCTB IOCJIE YIUIOTHEHUs YKAa3aHHBIX IPaHyJl cocTasisgeT oT npumepHo 0,10 no npumepHo
0,90 r/cm’. B HEKOTOpbIX BapuaHTaX Ppeaju3alMd HACTOSANIEr0 H300PETEHMs HACHITHAS
IJIOTHOCTB MOCJIE YIUIOTHEHUS YKa3aHHBIX TPaHyJ COCTaBisAeT OT npumepHo 0,10 no npumepHo
0,80 r/cM’. B HEKOTOpbIX BapuaHTaX PpeaU3alMd HACTOSNIErO HM300pPETEHHs HACHITHAS
IJIOTHOCTB MOCJIE YIUIOTHEHUS YKa3aHHBIX TPaHyJ COCTaBisAeT OT npumepHo 0,10 no npumepHo
0,70 r/cM’. B HEKOTOpbIX BapuaHTaX peaju3alMd HACTOSANIErO H300PETEHMs] HACHITHAS
IJIOTHOCTB MOCJIE YIUIOTHEHUs YKa3aHHBIX TPaHyJ COCTaBiAeT OoT npumepHo 0,10 no npumepHo
0,60 r/cM’. B HEKOTOPBIX BapUAHTAX peajU3allMd HACTOSIIEr0 M300pPETEHHs] HAChITIHAs
IJIOTHOCTD IOCJIE YIUIOTHEHUsI YKa3aHHBIX IPaHyJ cocTasiser oT npumepHo 0,10 no npumepHo
0,50 r/cM’. B HEKOTOPBIX BapuUAaHTAX peaju3allid HACTOSIIEr0 M300pPETEeHHs] HACHITIHAs
IJIOTHOCTB MOCJIE YIUIOTHEHUsI YKA3aHHBIX IPaHyJ cocTasiseT oT npumepHo 0,10 no npumepHo
0,40 r/cM’. B HEKOTOpBIX BapuUaHTAaX peaju3allid HACTOSIIEr0 M300pETeHHs] HaChITIHAs
MJIOTHOCTB MOCJIE YIUIOTHEHUsI YKAa3aHHBIX IPaHyJ cocTasisgeT oT npumepHo 0,10 no mpumepHO
0,30 r/cM’. B HEKOTOpBIX BapuUaHTAaX peaju3allid HACTOSIIEr0 M300pETeHHs] HaChIIHas
MJIOTHOCTB MOCJIE YIUIOTHEHUsI YKAa3aHHBIX IPaHyJ cocTasiseT oT npumepHo 0,10 no npumepHo
0,20 r/cM’. B HEKOTOpBIX BapuUaHTAaX peaju3allid HACTOSNIEro M300pETeHHs] HaChIIHas
IJIOTHOCTB MOCJIE YIUIOTHEHUsI YKAa3aHHBIX IPaHyJ cocTasisgeT oT npumepHo 0,20 1o npumepHO
0,99 r/cM’. B HEKOTOpBIX BapuUaHTAaX peaju3allid HACTOSLIEro M300pETeHHs] HAChIIHAs
IJIOTHOCTB MOCJIE YIUIOTHEHUs YKAa3aHHBIX IPaHyJ cocTasisgeT oT npumepHo 0,20 1o npumepHO
0,90 r/cM’. B HEKOTOpBIX BapuUaHTAaX peaju3alliid HACTOSIIEr0 M300pETeHHs] HACHIIHAs
MJIOTHOCTB MOCJIE YIUIOTHEHUs] YKAa3aHHBIX IPAaHyJ cocTasisgeT oT npumepHo 0,20 1o npumepHO
0,80 r/cM’. B HEKOTOpBIX BapuUaHTAaX peaju3allid HACTOSLIEr0 M300pETeHHs] HAChIIHAs
IJIOTHOCTB MOCJIE YIUIOTHEHUsI YKAa3aHHBIX IPAaHyJI COCTaBsgeT OT npumepHo 0,20 1o npumepHO

0,70 r/cM’. B HEKOTOpBIX BapuMaHTaX peaju3allid HACTOSIIEr0 M300pETEeHHs] HAChIHas
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IJIOTHOCTB MOCJIE YIUIOTHEHUs] YKAa3aHHBIX IPAaHyJI COCTaBysAeT OT npumepHo 0,20 1o npumepHO
0,60 r/cM’. B HEKOTOpBIX BapuUaHTaX peaju3allid HACTOSIIEr0 M300pETEHHs] HAChIHAs
IJIOTHOCTB MOCJIE YIUIOTHEHUs] YKAa3aHHBIX IPaHyJI COCTaBsAeT OT npumepHo 0,20 1o npumepHO
0,50 r/cM’. B HEKOTOpBIX BapuMaHTAaX peaju3allid HACTOSIIEr0 M300pETEHHs] HaChIIHAs
IJIOTHOCTB OCJIE YIUIOTHEHUs] YKAa3aHHBIX IPAaHyJI COCTaBsAeT OT npumepHo 0,20 1o mpumMepHO
0,40 r/cM’. B HEKOTOpBIX BapHaHTaX peaIU3allid HACTOSIIEr0 M300pETEHHs] HaChITHAs
IJIOTHOCTB MOCJIE YIUIOTHEHUs YKAa3aHHBIX IPaHyJI COCTasysgeT OT npumepHo 0,20 1o npumMepHo
0,30 r/cM’. B HEKOTOpBIX BapHaHTaX peaJIU3allMid HACTOSIIEr0 M300pPETEHHs] HaChITHAs
IJIOTHOCTB IOCJIE YIUIOTHEHUs YKAa3aHHBIX IPaHyJI cocTasisgeT OT npumepHo 0,30 1o npumepHo
0,99 r/cM’. B HeKOTOpBIX BapHaHTAaX peAJIU3ALMU HACTOSIIEr0 M300pETEHHs] HaChITHAs
IJIOTHOCTD IOCJIE YIUIOTHEHUs YKAa3aHHBIX IPaHyJI cocTasisgeT OT npumepHo 0,30 10 npumepHo
0,90 r/cM’. B HEKOTOpHIX BapuaHTaX peaju3al[Md HACTOSANIEr0 H300PETEHMs] HACHITHAS
IJIOTHOCTB MOCJIE YIUIOTHEHUS YKa3aHHBIX TPaHyJ COCTaBisAeT OT npumepHo 0,30 1o npumMepHo
0,80 r/cM’. B HEKOTOpbIX BapuaHTaX peaju3alMd HACTOSLIEr0 H300PETEHMs] HACHITHAS
IJIOTHOCTB MOCJIE YIUIOTHEHUS YKa3aHHBIX TPaHyJ COCTaBiIsAeT OT npumepHo 0,30 1o npumMepHo
0,70 t/cM’. B HEKOTOpBIX BapUAHTAX peajU3alMd HACTOSNIEr0 M300pETEeHHs] HAChITIHAs
IJIOTHOCTB IOCJIE YIUIOTHEHUsI YKAa3aHHBIX IPaHyJ cocTasiser oT npumepHo 0,30 1o npumepHO
0,60 r/cM’. B HEKOTOpBIX BapUAaHTAX peaU3allMd HACTOSIIEr0 M300PETEHHs] HACHITIHAS
IJIOTHOCTB IOCJIE YIUIOTHEHHUsI YKAa3aHHBIX IPaHyJ cocTasisgeT oT npumepHo 0,30 1o npumepHO
0,50 r/cM’. B HEKOTOpBIX BapUaHTAaX peaju3allid HACTOSNIEr0 M300pETEeHHs] HAChITIHAs
IJIOTHOCTD MOCJIE YIUIOTHEHUsI YKAa3aHHBIX IPaHyJ cocTasisgeT oT npumepHo 0,30 1o mpumepHO

0,40 /ey’

[00376] B HekoTOpBIX BapuUaHTAX pEATH3ALMHA HACTOSINErO H300PETeHUs HACHITHAS
MJIOTHOCTB NOCJIE YIUIOTHEHHUs YKA3aHHBIX IpaHy coctasisieT npumepHo 0,10, npumepno 0,11,
npumepHo 0,12, npumepno 0,13, npumepno 0,14, npumepno 0,15, npumepno 0,16, npumepHO
0,17, nmpumepno 0,18, mpumepno 0,19, npumepno 0,20, npumepno 0,21, mpumepno 0,22,
npumepHo 0,23, npumepno 0,24, npumepno 0,25, npumepHo 0,26, npumepHo 0,27, npumMepHO
0,28, mpumepno 0,29, mpumepno 0,30, mpumepno 0,31, mpumepno 0,32, mpumepno 0,33,
npumepHo 0,34, npumepno 0,35, npumepno 0,36, npumepHo 0,37, npumepHo 0,38, npumepHO
0,39, nmpumepno 0,40, mpumepno 0,41, nmpumepno 0,42, npumepno 0,43, mpumepno 0,44,
npumepHo 0,45, npumepno 0,46, npumepno 0,47, npumepHo 0,48, npumepHo 0,49, npumepHO
0,50, mpumepno 0,51, mpumepno 0,52, nmpumepno 0,53, nmpumepno 0,54, mpumepno 0,55,

npumepHo 0,56, npumepno 0,57, npumepno 0,58, npumepHo 0,59, npumepno 0,60, npumepHO
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0,61, mpumepno 0,62, mpumepno 0,63, npumepro 0,64, npumepno 0,65, mpumepno 0,60,
npumepHo 0,67, npumepno 0,68, npumepno 0,69, npumepHo 0,70, npumepno 0,71, npumepHO
0,72, npumepno 0,73, mpumepno 0,74, npumepno 0,75, npumepno 0,76, mpumepno 0,77,
npumepHo 0,78, npumepno 0,79, npumepno 0,80, npumepno 0,81, npumepno 0,82, npumepHO
0,83, nmpumepno 0,84, mpumepno 0,85, npumepno 0,86, npumepno 0,87, mpumepno 0,88,
npumepHo 0,89, npumepno 0,90, npumepno 0,91, npumepno 0,92, npumepno 0,93, npumepHO
0,94, mpumepno 0,95, mpumepno 0,96, npumepno 0,97, npumepno 0,98 munu npumepno 0,99

/e,

Pacnpeodenenue suympuzpanyiapnoii pazvt / 6Hezpanyiapnoil pazot
[00377] [pyroifi acmekT HACTOSINEro H300peTeHHss OTHOCHUTCS K Crnocoly MOony4YeHus
COCTaBOB CO CHeLU(PHUIECKUM pacrpeneleHHeM KOMIIOHEHTOB BHYTPUIPAHYJSIPHOH (as3bl U
BHErpaHyJsipHOH (a3pl. OnuH acmekT HAcTosALero H300peTeHHs OTHOCUTCS K CHocody
TIOJIyYeHHUST KOMITO3UIIMH, CONeprKalleii Hupanapuo-conepskaiyro TableTKy, BKIIOYAIEMy: a)
NOJIy4eHHEe BHYTPUTPAaHYJSIpHOH (pasbl, BkOHaromee i) oObenuHeHHe Hupamapuda U 1O
MEHbIIEeH Mepe OAHOro (papMaleBTUYECKH NPHEMIIEMOrO BCIOMOTATENIbHOIO BELIECTBA C
NOJyuYeHHeM KOMITO3ULIMH, COAepKamed Hupamapud # 1O MeHbIIeH Mepe OIHO
(apMaLeBTHUECKH IPUEMIIEMOE BCTIOMOTaTeIbHOE BEIECTBO; H 11) TPaHYJIUPOBAHHE YKA3aHHOU
KOMIIO3ULIMH, COAep’Kalleld Hupamapud W IO MEHbLIeH Mepe OaHO (papmaueBTHYeCKH
NPUEMJIEMOE BCIIOMOTATENIbHOE BEIIECTBO, C TMOJyYeHHEM TpaHysJ, b) MoiydeHue
BHETPAHYJIIPHOH (ha3bl, BKIFOYAOLIEe 111) OObeAMHEHNE YKA3aHHBIX TPAHyJI [0 MEHbLICH Mepe
¢ OHUM (papMaleBTUYECKH TPHEMJIIEMbIM BCIIOMOTATEIbHBIM BEIIECTBOM C MOJYYSHUEM CMECH;
U C) MoJiyueHHe TaOJeTKH MyTeM MPECCOBAHMsI CMECH, TOJYYEHHOW Ha CTaauu 1ii), rae
yKa3zaHHas TabJjieTKa XapakTepu3yeTcsi Mo MeHbllell Mepe omHuM u3 cienyromero: (1)
KOJINYECTBO KOMIIOHEHTOB, MPUMEHSEMbIX JUISI MOJYYEHHUS YKA3aHHOW BHYTPUTPAHYJAPHOU
¢aspr, cocraBusier ot npumepHo 50% no mpumepHo 98% OT Maccel  yKa3aHHOU
TaOJIETUPOBAHHOW KOMMO3MLMK, W (2) KOJHYECTBO KOMIIOHEHTOB, TPHUMEHSEMBIX IS
NIOJIy4EeHHUS YKA3aHHOW BHETPAHYJSIPHOU (ha3sbl, cocTaBiseT OT mpuMepHo 2% 1o npumepHo 50%

OT MacChl yKa3aHHOW Ta0JIeTHPOBAHHON KOMITO3ULIUH.

[00378] B HeKOTOpPBIX BapUAHTAX peANM3AIMH HACTOSINEr0o H300pETEeHUsl YKa3aHHOEe
KOJIMYECTBO KOMIIOHEHTOB, NPUMEHSEMBIX Ul MOJy4YeHUs YKa3aHHOW BHYTPUIPAHYJSIPHOU
¢aspr, cocraBmsier ot npumepHo 50% no mpumepHo 98% OT Maccel  yKa3aHHOU
TaOJNIETUPOBAHHOW KOMITO3MIMHM. B HEKOTOPBIX BapHAaHTaX peATN3alUud  HACTOSIIETro

I/1306peTeHI/I$I YKa3aHHO€ KOJIUYCCTBO KOMIIOHCHTOB, MPUMEHACMbIX AJIsA MMOJTYYCHUSA YKaSaHHOﬁ
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BHYTPUTPAHYJSIPHOH (hasel, cocraBisieT oT npumepHo 85% no mpumepHo 98% ot maccel
yKa3aHHOW TaOJIeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3aliy HaCTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IIPUMEHSEMBbIX /ISl TIOyUEHHs YKa3aHHON
BHYTPUTPAHYJISIPHOH (asbl, cocraBisier oT npumepHo 90% no mpumepHo 98% ot Mmaccel
yKa3aHHOW TaOJeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3aliy HACTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IPUMEHSEMBbIX /ISl TIONyUEHHs YKa3aHHON
BHYTPUTPAHYJISIPHOH (a3el, cocTasiseT oT npuMepHo 92,5% no mpumepHo 97,5% oT Macchl
yKa3aHHOW TaOJeTHPOBAHHON KOMITO3UIMU. B HEKOTOPBIX BapHaHTaxX peajn3aluy HaCTOSIIEro
n300peTeHNs YKa3aHHOE KOJINYECTBO KOMIIOHEHTOB, IIPUMEHSEMBbIX JJIsI TIOyUeHHs YKa3aHHON
BHYTPHUTPAHYJSIPHOH (ha3bl, COCTABISIET IPUMEPHO 95% OT Macchl yKa3aHHOW TabJIeTHPOBAHHON
KOMITO3MLIMH. B HEKOTOpBIX BapuaHTaX peaju3alli HACTOSIEro H300peTeHUs] YKa3aHHOe
KOJIMYECTBO KOMIIOHEHTOB, TPUMEHSIEMBIX JJIsI TIOJIyYeHUs] YKa3aHHOW BHErpaHyJSIpHOH (asbl,
cocTaByisieT OT npumepHo 2% no mpumepHo 50% OT Macchl yKa3aHHOW TaOJeTHMPOBAHHOW
KOMITO3MLIMH. B HEKOTOpBIX BapuaHTaX peajM3alli HACTOSIIEr0 H300peTeHUs] YKa3aHHOEe
KOJIMYECTBO KOMIIOHEHTOB, TPUMEHSIEMBIX JJIsI TIOJIyYeHUs] YKa3aHHOW BHErpaHyJSIpHOH (assl,
cocTaByisieT OT npumepHo 2% no mpumepHo 15% OT macchl yka3aHHOW TaOJeTHPOBAHHOU
KOMIIO3UIIUH. B HEKOTOPBIX BapuaHTaX peaju3aldd HACTOSILIEro H300peTeHHs YKa3aHHOE
KOJINYECTBO KOMIIOHEHTOB, MMPUMEHSIEMbIX ISl TTOJIyYEHHs YKa3aHHOH BHETPaHYJISIPHOH (asbl,
coctaBiisieT OT npumepHo 2% no mpumepHo 10% OT mMacchl yka3aHHOW TaOJeTHPOBAHHOU
KOMITO3UIIMH. B HEKOTOPBIX BapuaHTaX peajn3aluu HACTOSIIEro H300peTeHHs YKa3aHHOE
KOJINYECTBO KOMIIOHEHTOB, MPUMEHSIEMbIX IS TTOJIyYEHHs] YKa3aHHOH BHETPaHyJISIPHOH (asbl,
COCTaBJIIET OT MpUMepHO 2,5% no nmpumepHo 7,5% OT Macchl yKa3aHHOW TaOJIETHPOBAHHOU
KOMITO3UIIMH. B HEKOTOPBIX BapuaHTaX pean3aldd HACTOSIIEro H300peTeHHs YKa3aHHOE
KOJINYECTBO KOMIIOHEHTOB, MPUMEHSIEMbIX IS TTOJTyYEHHs YKa3aHHOH BHETPaHYJISIPHOH (asbl,

COCTaBJISIET MPUMEPHO 5% OT MacChl YKa3aHHOU TabJIETHPOBAHHOW KOMITO3ULIUH.

[00379] B HekOTOpBIX BapHaHTaX peaH3ali HACTOSIIEr0 HM300pEeTeHHs YKAa3aHHOE IO
MeHbIIIeH Mepe OMHO hapMaLeBTUYECKH MTPUEMIIEMOE BCIIOMOTaTe/IbHOE BEL[ECTBO HA CTA/INH 1)
npeacrasisier coboil BTopol pasdaBuTenb (HampuMmep, MUKPOKPUCTAJUTUYECKYIO LEJITIONI03Y,
KpaxMaJl, MOJMATHICHOKCHI W TuapokcunpommwiMeTiineuono3dy (ITIMLL)). B Hekoropbix
BapUAHTAX peAJN3allMM HACTOSILIEro H300pETeHUs] YKa3aHHOE [0 MeEHbLIeH Mepe OIHO
(apmMareBTHUECKH TPUEMIIEMOE BCTIOMOTATEIbHOE BELIECTBO Ha CTAJINH 1) MPENCTABISET COOOH
nepBblii pazdaBuTeNb (HAPUMeEp, MOHOTHIAPAT JAKTO3bI, OE3BOMHYIO JIAKTO3Y, MAaHHHUT HWJIH

IBYXOCHOBHBIN (ocdar kanpimsa). B HEKOTOpBIX BapHaHTax peaju3alydd HACTOALIETO
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u300peTeHus] yKa3aHHOe IO MeHbLIed Mepe OnxHO (apMaleBTHUECKH IPHUEMIIEMOE
BCIIOMOTATEJIbHOEe BEIIECTBO HA CTAOUU 1) MPENCTaBisieT COOOW CMa3bIBAalOIIee BEIIEeCTBO
(Hanmpumep, cTeapat Maruusi). B HEKOTOPBIX BapUaHTaX peajn3aliy HACTOSILIErO H300peTeHuUs
yKa3aHHOE MO MEHblLIeH Mepe OnHO (hapMalleBTHUECKH TNPHEMJIEMOE BCIIOMOTaTeIbHOE
BEIIECTBO HAa CTAaauH 1) TPEACTaBIAECT COOOH CKONB3sIIee BEIIeCTBO (HAIpUMeEp, AUOKCHUN

KPEMHUS).

[00380] B HexkoTOpBIX BapuUaHTaX peaTH3aLUH HACTOSIIEr0 M300pPETeHHs YKa3aHHOE IO
MeHbLIeH Mepe OHO (apMaLeBTHUECKH MPUEMIIEMOE BCIIOMOTaTENbHOE BEIECTBO HA CTAANH 1)
NpeACTaBIsieT CcOoOO0M MMKPOKPUCTANIMYECKYIO LEJUII0JIo3y. B HEKoTOphIX BapHaHTax
peanu3any HacTOALIEr0 N300peTEeHNUs YKa3aHHOE MO MEHbLIeH Mepe OHO (papMalleBTUIECKH
NpUEeMJIEMOE BCIIOMOTaTeNIbHOe BEIIeCTBO HA CTAAMU 1) MPEACTaBiisieT cOOOH MOHOrMapaT
JaKTO3bl, OE3BOAHYIO JIAKTO3y, MAHHUT WJIM JBYXOCHOBHBIH (pocdar kampums. B HexoTOpbIX
BApUAHTAX pEATH3AlMU HACTOSILIEr0 W300peTeHUs] YKa3aHHOE II0 MeHbLIeH Mepe OIHO
(bapmaLieBTHUECKH TPHEMIIEMOE BCIIOMOTaTEIbHOE BEIIECTBO Ha CTANH 1) IPEACTABIAET COOOH
creapaT MarHus. B HEKOTOPBIX BapHaHTAaX pean3allii HACTOSIIErO H300peTeHHs YKa3aHHOE 10
MeHbLIEH Mepe OTHO (hapMaLeBTHUECKU MPUEMIIEMOE BCIIOMOTaTEIbHOE BEIECTBO HA CTAIMH 1)

NPEACTaBIsIeT COOOW AMOKCUA KPEMHHSI.

[00381] B HekOTOpBIX BapHaHTaX pealn3alliy HACTOSILIETO M300pETEeHUs] rPaHyJIUPOBAHUE
HAa CTaguM 1i) TpPEeACTaBisieT COOOW BJAXKHOE TpaHyJIUpOBaHUE. B HEKOTOpPBIX BapHaHTaX
peanu3ayi HACTOSIIEero N300pPETeHUsT BJIaKHOE TPaHYJIMPOBAHUE JOTOJIHHUTEIBHO BKIIOUAET
noOaByieHUE CBSI3YIOLIEro. B HEKOTOPBIX BapHAaHTAX peaU3alil HACTOSLIEr0 M300peTeHHs
YKa3aHHOE CBSI3yIOINEe NMPEACTaBJsieT COOOW JKHIOKOE CBs3yIollee. B HEKOTOPBIX BapuUaHTax
pean3ai HaCTOSIIEro N300pPETeHUsT YKa3aHHOE JKUAKOE CBSI3YIOLIee MPENCTABISET COOOU
pPacTBOpPEHHBIN TOBHUAOH. B HEKOTOPBIX BapHaHTaX peajHM3alMyd HACTOSIIEro H300peTeHHs
YKa3aHHOE JKUJIKOE CBS3YIOLIee MPEeACTaBisieT cCOO0H pacTBOPEHHBIH KpaxMall, PaCTBOPEHHYIO
ruapokcunpommwine/uonaosy  (I'TIL[), pacTBOPEHHYI THAPOKCHIIPOMMIMETHIILEIITIONIO3Y
(TTIMLY) wnu sxupkuiit nonusTieHrukons (II30). B HEKOTOpBIX BapHaHTax peajH3aluu
HACTOSIIIETrO N300PETeHNUS YKa3aHHOE KHUIKOE CBA3YIOIIEe MPEICTABIISET COOOH pacIiaBIeHHOE
cBs3yomee. B HEKOTOpBIX BapHaHTaX peayu3alil HACTOSINEro H300peTeHHUs] YKa3aHHOE
pacIIaBieHHOE CBSI3YIOIIEe MPEACTABISIET CO00M rupodMIbHBIA Mo TUIeHrTUKONb (I130),
noJjiokcamep, TuapoGoOHYIO JKUPHYIO KUCIIOTY, KUPHBIH CIHUPT, BOCK, THAPOT€HU3HPOBAHHOE
pacTUTENbHOE MAcio WM TIHOEepHA. B HEKOTOpBIX BapHaHTaxX pealu3alidd HACTOSIIETO

N300peTeHus] yKa3aHHOE CBs3YIOLIee MpencTaBiisieT co0oil cyxoe cBsiyrouiee. B HEKOTOpPbIX
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BAPHUAHTAX PeaJM3aliy HACTOSIIErO H300pETEeHHs YKa3aHHOE CYyX0e CBS3YIOIIee MPEICTaBISIeT
coboit ruapokcunpomineurono3y (I'TIL). B HekoTopbIx BapuaHTaxX pean3aluy HACTOSIIErO
n300peTeHust yKa3aHHOE cyxoe CBSI3YIOLIEE MPEICTaBIISIET coboit
rugpokcunpommmMermineuionody  (ITIMLI). B HekoTOpbIX  BapuaHTax peau3anuu
HACTOSIIETO M300peTeHUsT YKa3aHHOe CyXOe CBs3yIollee mpeacrasisier codoit mosunoH (PVP)
WIN KpaxMmajl. B HEKOTOpbIX BapHaHTaX peaJu3allMyd HACTOSIIEro HM300peTeHMs BIAKHOE
IPaHyJHPOBAHKE HA CTAIMH i) IOTMOJHUTENILHO BKIIOYAET MOKPOE NpOocerBaHue. B HEKOTOpBIX
BAPUAHTAX pPEAJHM3alUU HACTOSIIEro M300pEeTEeHUs BJIAXXHOE TPAaHYJUPOBAHME HA CTaIuU 11)
JOMOJHUTENBHO BKIIFOUAET CYIIKY U CYXO€ MPOCenBaHne. B HEKOTOPBIX BapHaHTaX peatn3aliiu
HACTOSIIIEro N300pEeTeHNs CYyIIKa BKIIIOYAeT 100aBJIEHNE CKOMB3SIIErO BellecTBa. B HekoTopbIx
BapUAHTAX peajM3alUl HACTOSINEro M300peTeHHs YKa3aHHOE CKOJIb3SIIee BEIeCTBO

npencTasisier coO00i AMOKCH KPEMHHSI.

[00382] B HekoTOpBIX BapUaHTaX peajM3alUy HACTOSINEro U300pEeTEeHUs] rpaHyIMPOBaHUE
Ha CTaauu 1i) TpenacraBisieT coOOH Cyxoe TIpaHyJHpoBaHHE. B HEKOTOPBIX BapHaHTAX
pean3ai HaCcTOSLIer0 H300pEeTEeHNs YKa3aHHOE CyX0e rPaHyJIMPOBAHHUE BKJIIOUAET YIAApHOE

YILUIOTHCHUE U U3MCEJIBYCHUC.

[00383] B HekoTOpbIX BapuUaHTaX peajM3alMH HACTOSIIEr0 H300pEeTeHHs YKAa3aHHOE IO
MEHbIIEH Mepe OmHO (papMaleBTHYECKH IPUEMIIEMOE BCIIOMOTATENLHOE BEIIECTBO IS
OObEeMUHEHHsT TPaHyJ II0 MEHbIIEH Mepe C OIHUM (apMalEBTHUECKH IPUEMIIEMbIM
BCIIOMOTATEJIbHBIM BEIECTBOM C IMOJIyYeHHEeM CMeCH Ha CTaauu 1i1) mpenactasisier coOoi
IMOKCUI KpeMHHMsI. B HEKOTOPBIX BapHaHTaX peajr3aliiy HACTOSIIETO H300PETEHUsT YKa3aHHOE
10 MEHbIeH Mepe OmHO (apMalEeBTHUECKH MPUEMJIEMOE BCIIOMOTATeNbHOE BEIIECTBO IS
OObEeMMHEHHsI TPaHyJ [0 MEHbIIEH Mepe C OIHUM (apMalEBTHUECKH MPUEMIIEMbIM
BCIIOMOTATEJIbHBIM BEIEeCTBOM C IMOJYYeHHEeM CMeCH Ha CTaauu 1i1) mpenactaBisier coOoi

cTeapar MarHusi.

Hanecenue nokpsimus Ha 003UpoSAHHYI0 IeKAPCMEEHHYI0 (hopmy
[00384] TepMmuH «HaHeCEHUE MOKPHITUS» OOO3HAYAET MPOIECC, MOCPEICTBOM KOTOPOTO
BHEIIHUH CIIOW Marepuana aiusi (OPMHPOBAHUS TOKPBITHS HAHOCSAT HAa MOBEPXHOCTD
JIO3MPOBAHHOMN JIEKAPCTBEHHON (POPMBI, 4TOOBI MPUAATh €l ONpeeIeHHbIe TPEUMYINECTBA 10
CpPaBHCHUIO C HeHOKprTOfI Pa3HOBHUAHOCTBIO. ITO BKIIIOYAET HAHECEHHUE MOKPbITHsA, BKIIHOYasd
caxapHbIe WM NIOJIUMEPHBIE TOKPBITHS, HA IO3UPOBAHHYIO JIEKapCTBEHHYIO (hopmy. Hanecenue

IMOKPBITHUA HA TabyieTku 00ecreynBaeT npenMymecTBa, COCTOAIMNE B MACKHUPOBKE HEMMPUATHOTO
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BKyCa, MAaCKHPOBKE HEMPHUATHOTO 3araxa, (pU3HYeCKOM W XUMHYECKOHW 3alHTe, MOBBILICHHE
Oe30macHOCTH OOpaIeHus! ¢ JIEKapCTBEHHbIMU (pOpMaMu, 3aIUTe JEKAPCTBEHHOTO CPEICTBA B
XUMUYECKH CJIOXHBIX cpenax (Hampumep, B OKEIyAKe) U KOHTpojie mnpoduis ero
BbICBOOOXKIeHH. [IoKpBITHE MOKET 0OecneunBaTh 3alUTy OT BJary, yJIy4II€HHbIH BHEIIHUN
BHJ|, TIOBBILICHHYI0) MEXaHUYECKYIO LEJIOCTHOCTD, YJIYYIIEHHYI IJIOTA€MOCTh, YJIYYIICHHBIN
BKYC W/WJIM MAacKUpPOBKY HENPUATHOrO 3amaxa. IIOKpbITME MOXXHO HAHOCHTh Ha HIMPOKHH
Auarna3oH TBEPAbIX AO3UPOBAHHBIX JICKAPCTBCHHDBIX (I)OpM AJist IEPpOPAJIbHOTO MPUMCECHCHUS,
TAKUX KaK 9aCTULbI, TIOPOLIKH, I'PaHYJIbl, KPUCTAJUIbI, ITEJIJICTBI U Ta6J'IeTKI/I. Korna KOMITO3HUILIHNIO
AJIs1 HAHCCCHUS ITOKPBITHA HAHOCAT HA MAPTURO Ta6ner01< B anrmapare AJisi HAHECCHU S TTIOKPbITHA,
NOBEPXHOCTH TAOJETOK TOKPBHIBAIOT TIOJMMEPHOIN IJIGHKOW. B HEKOTOphIX BapHaHTax
peanu3aly HaCTOSAIIEero M300peTeHus TBepaas JO3UPOBAHHAS JIEKAPCTBEHHAst (hOpMa MOXKET
COZIepIKaTh CUCTEMBI MOKPBITUS U3 MOMMBHHMWIOBOrO criupta (PVA) ¢ monmsTuneHrankonem
(PEG/Macrogol) B kauectBe muacTupukaropa. B HEKOTOPBIX BapHAHTAX peaTU3alUu
HACTOSIIEro M300peTeHHs] CHUCTEMBl MOKPBITUS MOryT comepxkarb. 1) PVA, ii) I'TIMI] c
TPHUALIETATOM IJIMLEpUHA (TPHALIETHH) B KauyecTBe IuacThdukaropa, iii) STHILEUION03Y C
miactudukaropom, iv) Eudragit ¢ minactudukatopom um v) akpuiatel. B nmaHHOW obnmactu
TEXHHUKU TAKXE NOCTYIMHBI KOMMECPUYCCKHUEC CUCTCMbI HOKprTHﬁ, U UX MOXXHO HCIIOJIb30BATh C
.]'II'O6I:;IMI/I TBEPABIMU NO3UPOBAHHBIMU JICKAPCTBEHHBIMU (bOpMaMI/I, OINNUCaHHBIMHU B HACTOALIIEM

JOKYMEHTE.

Oonopoonocmnb 003
[00385] B HekOTOpBIX BapUAHTAX peaTM3aLUU HACTOSIIEr0o M300pEeTEeHUsT B YKa3aHHOM
KOMITO3ULIUM U3MEHEHUE KOHLEHTPAIMK HUpanapuda OT 03kl K 703€ cocTaBysieT MeHee 50%.
B HEKOTOpBIX BapHaHTaX peasM3alli HACTOSIIErOo M300pETeHUs] B YKA3aHHOW KOMIO3HLIUU
U3MEHEHHE KOHIEHTpaluu Hupanapuda oT I03bl K 03e cocTaisieT MmeHee 40%. B HekoTOpbIX
BAPHUAHTAX pEAJN3ALUN HACTOSIIEro M300pEeTeHUs] B yKa3aHHOW KOMITO3WULMH W3MEHEHHE
KOHIEHTPAMK Hupamapubda oT M03bl K 103e coctapisieT MeHee 30%. B HeKOTOphIX BapuaHTax
pean3any HACTOSIIEero N300pETeHNsI B YKa3aHHOH KOMITO3ULUH M3MEHEHHE KOHLIEHTPALH
HUpanapuda OT J03bI K 03¢ cocTaBisier MeHee 20%. B HEKOTOpBIX BapuaHTax peah3aliu
HACTOSIIIEr0 M300PETEeHHs B YKa3aHHOW KOMITO3ULMHM M3MEHEHHE KOHLEHTPaLUU Hupamnapuda
OT 03Bl K J03€e cocTaBiseT MeHee 10%. B HekoTOphIX BapuaHTax peaju3aliy HaCTOSLIEro
n300peTeHNs B yKa3aHHON KOMIO3UIINK H3MEHEHHE KOHLIEHTPALMY HUpanapuoa OT 03B K 03¢
coctaBisieT MeHee 5%. KoHkpeTHble cTaHaapThl Ui OJHOPOAHOCTH AO3UPOBKU MOXHO HaWTH

B: 1) Ph. Eur. 2.9.40. Uniformity of Dosage Units, 2) JP 6.02 Uniformity of Dosage Units u 3)
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USP General Chapter Uniformity of Dosage Units, kaablii M3 yKa3aHHBIX JOKYMEHTOB

BKJIFOYECH B HaCTOﬂH_[I/Iﬁ AOKYMEHT NIOCPEACTBOM CCBIJIKH.

B HeKkoTOpBIX BapuaHTaxX peajv3aliyd HACTOSIIEro M300peTeHUs M3MEHEHHE KOHIICHTPAINH
HUpanapuda OT A03bI K J03€ PACCYUTAHO Ha OCHOBe 10 mocnenoBaTenpHBIX 103. B HEKOTOpPBIX
BapHaHTaX peajr3alliy HACTOSIIEero N300peTeHns M3MEHEeHHEe KOHIICHTPAIlMN Hupanapuda ot
J03bl K JI03€ PAacCUMTAHO HA OCHOBE 8 IOCJENOBATENbHBIX 103. B HEKOTOpBIX BapuaHTax
peann3ay HaCTOSIIEro N300peTeHNsI U3MEHEHHE KOHLIEHTPAaLUK HUpamnaproa OT A03bI K 7103€
paccuMTaHO Ha OCHOBE 5 MOCIEAOBAaTENIbHBIX 103. B HEKOTOPBIX BapHaHTax pealnu3aluu
HACTOSIIIEro N300peTeHNst U3MEHEHNE KOHLIEHTPALMK Hupanapuda oT 1036l K 103€ PACCUUTAHO
Ha OCHOBE 3 TMOCJEAOBaTENIbHBIX A03. B HEKOTOpBIX BapHAaHTax pealnu3allud HACTOSIILErO
n300peTeHns] I3MEHEHHEe KOHLIEHTPALMK HUupanapuda OT 103kl K J03€ PACCYUTAHO Ha OCHOBE 2

NnocCJICa0BATCIIbHBIX 103.

Habopuvi/npouzeoocmeennvie uzoeus
[00386] Ilpu skenanuu Hupamapud MOXKHO MPENOCTaBiATH B Habope. Habopwl comepikar
TepaneBTHUecKd 3P dekTHBHYIO 103y Hupamapuba s jiedeHus 3a00JeBaHUNH U COCTOSIHHMIA,
TAaKUX Kak pak. Jlo3upoBaHHbBIE JIEKAPCTBEHHBIE (POPMBI MOTYT OBITh YIAKOBAHBI B OJHCTEPHI

JJIA YI[O6CTB3. CKCOAHCBHOT'O BBEACHHWA U IJIA YIIYUYIICHHAA CO6JIIOI[6HI/I$I pexuma JCUCHUS.

[00387] Hacrosiimee u300peTeHHe TakkKe OTHOCHTCS K HabopaMm Ui TpenoTBpPALICHMS,
JeUeHHst Wi OcJabJieHHsi CHMIITTOMOB 3a00JIEBaHUS HUTH PACCTPOICTBA Y MIIEKOMUTAIOIIETO.
OObuHO Takue HabOpbl OyAyT comep:kaTh ONHY WMJIHM Ooyiee KOMITO3WLUI HHUpamapuda Wiu
YCTPONCTB, OMHCAHHBIX B HACTOSIIEM JOKYMEHTE, U WHCTPYKLUU O MPUMEHEHHIO0 Habopa.
Hacrosimmee omucanue Takke OTHOCHUTCS K TMPHMEHEHHIO ONHOW WM Oojiee KOMITO3HLIMH
HUpanapuda i NOJYYEeHHs JIEKAPCTBEHHBIX CPEICTB IS JISYCHUS, OCIA0NIEHNS], YMEHbIICHHUS
Wik o0JierdyeHuss CHUMIOTOMOB  3a0oJeBaHus, JOUCQYHKUMH MM  PacCTpoiicTBa Y

MIJICKOIMUTAOLICTO, TAKOT'O KaK YE€JIOBCK, C IOAO3PEHUEM Ha paK UJIK C PUCKOM pa3BUTHS paKa.

[00388] B HekoTOpBIX BapHaHTaxX peau3allH HACTOSLIETrO0 M300peTeHust Habop COMEpPIKHUT
OIUH WK 0OJiee OTONHUTENbHBIX KOHTEHHEPOB, KaKABIH U3 KOTOPBIX COAEPIKUT OAWH WJIH
Oosee pa3IMYHBIX MaTEPUANIOB (TAaKMX KaK PEareHThl, HEOOs3aTeIbHO B KOHIIEHTPHPOBAHHON
dbopMe, W/ 1K YCTPOHCTBA), JKENATEIBHBIX ¢ KOMMEPYECKON U MOJIb30BATEILCKON TOUEK 3PEHUs
JUIsl TIPUMEHEHUs COCTaBa, ONKMCAHHOIO B HACTOALIEM JOKyMeHTe. Heorpanudusaromue
NPUMEPHI TAKIX MaTePHAJIOB BKIFOYAKOT, HO HE OTPAaHMYUBAIOTCS UMHU, Oydepbl, pazdaBuTeH,

(UIBTPBI, UTJIBI, IMPHULBL, STUKETKA HA YeXJie, YIIAKOBKe, KOHTelHepe, (puakone n/umm tyde ¢
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yYKa3aHUEM COJEP’KUMOTO H/MIIH HHCTPYKIIUH 110 MPUMEHEHHIO U JINCTOK-BKJIABIII B YIIAKOBKY
C MHCTPYKUMSMH 10 mnpuMeHeHuro. HeoOs3arenbHO BKIOUEeH HaOop MHCTpykuuil. B
JOTOJIHUTEIPHOM BapUaHTE PeasM3allil HACTOSIIEr0 M300pPETeHUs] 3TUKETKa HAaXOAMTCS Ha
KOHTEHHEpe WM CBsi3aHAa C HUM. B elle OgHOM AONOJHUTENBHOM BapHAHTE pPealn3aluu
HACTOSIIIEro N300pETeHUs] STUKETKA HAXOAUTCSl HA KOHTEHHEepe, P 5TOM OYKBBI, LU PBI WIH
Apyrue CUMBOJIBI, OOpa3yIOINe STUKETKY, IPUKPEIUIEHBI, OTJIUTHI WIIA BBITPABJIEHBI HA CAMOM
KOHTEWHepe, STUKETKA CBA3aHA C KOHTEWHEPOM, €CIIM OHAa HaXOAWUTCS BHYTPH KOPOOKH WU
4YexJla, B KOTOPBIX TaK)K€ HAXOAUTCS YKA3aHHBIM KOHTEUHEP, HAIIPUMEP, KaK JIMCTOK-BKJIAbILI
B yHakoBKy. B jpyrux BapmaHTax peanM3allMd HACTOALIET0 H300PETEeHHs] 3THUKETKa
UCIIOJB3YETCs JJIsl YKA3aHWsl TOrO, YTO COAEPKUMOE IPENHA3HAYEHO I OIPENETIEHHOIO
TEepPaneBTUYECKOr0 TNpUMEHeHus. B eme oOaHOM BapuaHTe peaju3aluy HaCTOSILEro
M300peTeHNs] Ha JTUKETKE TaKKe NMPUBENEHAa HHCTPYKLHUS IO NMPUMEHEHHIO COAEPIKHMOTO,

HanpuMep, B ONMMCAaHHBIX B HACTOALIEM JOKYMEHTE criocodax.

[00389] B ompeneneHHbIX BapuaHTaX peATU3ALUH HACTOSINEr0 HM300pETEHMs yKa3aHHbIE
(dapmaneBTHUECKHE KOMIIO3UIMU MPEACTABJIEHbl B YIIAKOBKE WJIM AO3UPYIOLIEM YCTPOHCTBE,
KOTOPO€ COAEPKUT OOHY WM Oojee CTaHAapTHBIX IO3UPOBAHHBIX JIEKAPCTBEHHBIX (BopM,
ColeprKallMX COEIMHEHME, OINHMCAHHOE B HACTOsALIEM JOKyMeHTe. B npyrom BapuaHTe
peanu3ai HACTOALIEr0 M300peTEeHs] YKa3aHHAsl YIIAKOBKA COIAEPXKUT METAJUTHYECKYI0 WU
TUTACTHKOBYIO (POJIBTY, Hampumep, OJHMCTepHasl YIakoBKa. B JONMOJHHUTENIBHOM BapUaHTE
pean3au HACTOSIIIEro M300pEeTeHUs] YKa3aHHbIC YIAKOBKA WM JO3HMPYIOLIEe YCTPOWUCTBO
CONPOBOXKAAKOTCA HHCTPYKLUSAMU MAJisl BBEAEHUs. B [pyroM [OONOJIHUTENBHOM BapUaHTE
peanu3ai HACTOSINEro M300pEeTeHUs] YKa3aHHBbIC YIMAKOBKA WM JO3HMPYIOLIEe YCTPOWUCTBO
TAKXKe COTMPOBOXKIAIOTCS YBEIOMIICHHEM, CBSI3aHHBIM C KOHTEHHEPOM, B (JopMe, TIPEATTNCAHHON
IIPaBUTENILCTBEHHBIM areHTCTBOM, PETyJUPYIOIUM MOJNyueHUe, NMPUMEHEHHE WIIH IMPOJaXKy
(apMareBTHUECKUX MPENapaToB, TIe TAKOE YBEIOMIIEHHE OTPakaeT Of0oOpeHHe YKa3aHHBIM
areHTCTBOM YKa3aHHOH ()OPMBI JIEKAPCTBEHHOT'O CPEACTBA Il IPUMEHEHHS Y YeJIOBeKa WU B
BETepUHAPUH. B IpyroM BapuaHTe peann3aluy HACTOSLIETrO H300PETEHUs TAKOE YBEIOMIICHHE,
HAIpUMep, MOXKET NPEACTaBIATh COOOH 3THKETKY, ONOOpEHHYIO YTIPaBJICHHUEM IO KOHTPOIIO
MUINEBBIX MPOAYKTOB M JiekapcTBeHHBbIX cpencts CIIIA (FDA), mnu omoOpeHHBIH JTHCTOK-
BKJIQJIBIII TIPONYKTA. B pyrom BapuaHTe peanu3aliil HACTOSIIEro H300pETeHUsT KOMITO3ULIIH,
cozmepKallue COEAUHEHUE, OINHCAHHOE B HACTOSINEM JOKYMEHTE, INPUIrOTOBJICHHBIE B
COBMECTHMOM  (apMaLeBTUUECKOM  HOCUTENIe, TaKK€ TIIOJIyUYEHBbl, TIOMELICHBl B

COOTBeTCTBYI-OH_II/Iﬁ KOHTefIHep 1 MapKUPOBAHbI AJIA JICUCHUA YKA3aHHOI'O COCTOSHUS.
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[00390] Xots mnpenmoOYTHTENbHbIE BapPHAHTHI pEATM3ALUK HACTOSINETO H300peTeHHS
NIOKa3aHbl ¥ OMUCAHBI B JAHHOM JIOKYMEHTE, CIIELHAIMCTAM B JJAHHOM 00JIACTH TEXHUKHU OyneT
OYEBHUIIHO, YTO TAKHE BAPHAHTBI PEAJM3ALUH NMPEACTABICHbI TOJBKO B KAa4eCTBE MPUMEPOB.
CrnenanucraM B JIaHHOM OOJACTH TEXHUKH OyJEeT IMOHSTHO, KaK IPOU3BECTH DPa3IMYHBIC
BapUaLK, U3MEHEHHUs M 3aMeHbl 0e3 OTCTYIUIeHHs OT HacTosuero usodperenus. Cnenyer
NOHHUMAaTh, 4YTO TMPH NPAKTUYECKOM TIPUMEHEHHHM HACTOSALIEr0 H300pPETEHHs] MOKHO
UCIIONB30BaTh Pa3JIMYHbIE AJBTEPHATHBBI BAPHAHTAM PEATHM3ALMH HACTOALIEr0 M300peTeHHs,
OMUCaHHBIM B HacCTOseM JAoKyMmeHTe. Ilpenmomnaraercs, uTo Huxkecnenayrouas (opmyna
n3o0peTeHus onpenenseT 00beM HACTOSIIEro H300PETeHHsI M YTO OHA OXBATHIBAET CIIOCOOBI U

CTPYKTYpBI B IIpeaesnax oobema 5Tol GopMyJibl H300PETEHHSI U MX SKBUBAJICHTBL.

IMPUMEPBI
[00391] Crnenyromue mnpuMepbl WUIFOCTPUPYIOT HEKOTOPBIE BapHaHThl pealu3aluul |
acreKTbl HacTosmero u3odperenusi. CrienuanucTaM B COOTBETCTBYIOLIECH OOJNACTH TEXHUKU
OymeT OueBUAHO, YTO Pa3IHYHbIe MOIU(PUKALIUH, TOTIOJHEHHSI, 3AMEHBI i TOMY MOJO0OHOE MOTYT
OBbITh MPOU3BENCHBI 0€3 U3MEHEHHsI CYLIHOCTH HIIH 00beMa HACTOSIIEr0 H300pETeHHsI, U TAKUe
MOIU(UKALIMK U M3MEHEHUsS] OXBATBIBAIOTCS HACTOSIIUM HM300pETEHHEM, ONpPENESICHHBIM B
bopmynie uzodpereHusi. ONMUCAaHHOE B HACTOSIIEM JOKYMEHTE H300pETeHHE IOMOIHUTEIHHO
NPOMITIOCTPUPOBAHO CIENYIOIUMH TPUMEPAMH, KOTOpPblE HHKOMM O0pa3oM He Cleayer

HNCTOJIKOBBIBATH KaK OI'paHUYHBAROIIUE.

TIpumep 1. TaGaeTupoBAHHBLIE COCTABBLI, MOJVYEHHBLIE MNPH NOMOIIM BJAMKHOU

IPAHYJAIWH

[00392] Crenyromue cocTaBbl, NMpuBeAeHHble B Tabmuuax 13-14, ObutM MONyYeHBI MPH

MOMOLIM BJIAKHOW TPaHyJISILUM, KaK MOKa3aHo Ha Pur. 1.

Ta6auna 13: Cocras 1 (300 mr Hupanapu6a)

Kommnounenr KoaunuecTrBo %

(mr)

Buympuepanynapunas ¢asa

Hupanapuba to3unarta

478,0 47,8
MOHOTHUPAT
MoHoruapar 1akTo3bl 203,5 20,4
MukpokpucTananieckas
203,5 20,4

2

LHEJIK0JI03a
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paza)

KomnonenT Koanuecrso %
()
Kpocnosunon 40,0 4.0
IMToBunon 20,0 2,0
OunineHHast Boga N/A
Bcezo
(6nympuepanynapuas 945,0 94,5
Qasza)
Bueepanynsapuas ¢paza
Kpocnosunon 40,0 4,0
Jlnokcua KpeMHus 5,0 0,5
Creapar Maraus 10,00 1,0
Bcezo (sneepanynapuas 55.0 55

Ta6auua 14: Cocras 2 (300 mr Hupanapuoa)

KoanuecTBo
KomnonenT %
(1)
Buympuepanynspuas ¢aza
Hupanapuba To3unarta
478.,0 47,8
MOHOTUPAT
MoHoruapar J1akTo3bl 193,5 19,4
Mukpokpucrananieckas
193,50 19,4
LEJUTI0NI03a
Kpockapmennoza 40,0 4,0
I'mapokcunponunuesuironosa 40,0 4,0
OunineHHas Boga N/A
Bceeo (enympuepanynspuas
945,0 945
Qasa)
Buezpanynspuas ¢asa
Kpockapmennosa Hatpus 40,0 4,0
Jlnokcua KpeMHUs 5,00 0.5
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KoanuectBo
KomnonenT %
(mr)
Creapat maraus 10,00 1,0
Bceeo (eneepanynapuas
panp 55,00 5,5
Qasza)

IIpumep 2. TadaeTHPOBAHHLIE COCTABLI, IIOJYVYE€HHbIE IPH MOMOIIH

BJATOAKTHBH3HPOBAHHOH CYXO0H I'PAHVJISIIIHU

[00393] Crnenyromue coCTaBbl, MpUBEAEHHBIC B TabuuLe 15, ObLIN MONyYeHbI TPU MOMOIIH

BHaFoaKTHBHSHpOBaHHOﬁ CYXOﬁ rpanyJIsInuH, KaK IMOKAa3aHO Ha ®ur. 2.

Ta6muua 15: Cocras 3 (300 Mmr Hupanapu6a)

KoauuectBo
Komnonent %
(mr)
Buympuepanynapunas asa
Hupanapuba To3unarta
478.,0 47.8
MOHOTHUIPAT
MoHoruapar J1akTo3bl 178,5 17,9
Mukpokpucrannuieckas
178,5 17,9
LEJUTI0JI03a
Kpocnosunon 40,0 4.0
IToBunon 40,0 4.0
OuuieHHast Boaa N/A
Jlnokcua KpeMHUs 25,0 2.5
Bceeo
(6Hympuzpanynapuas 940,0 94,0
Qaza)
Bueepanynspuas ¢asa
Kpocnosunon 40,0 4.0
Jnokcua KpeMHUs 10,0 1,0
Creapar maraus 10,00 1,0
Bceeo (snecpanynspuas
60,00 6,00
Qaza)
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IIpumep 3. TadaeTHPOBAHHLIE COCTABLI, IOJYYE€HHbBIE IIPH MOMOIIM CYX0H I'PAHVJISALIHHA

[00394] Crenyromue coctaBbl, NMpuBeAeHHbIE B Tabmuuax 16-18, ObutM mony4eHbl MpH

MIOMOILHU CyXOH I'PaHyJIsILUH, KaK MOKa3aHo Ha Pur. 3.

Ta6auua 16: Cocras 4 (300 mr Hupanapuoa)

KoauuectBo
KomnonenT %
()
Buympuepanynsapuas ¢aza
Hupanapuba To3unara
478,0 47,8
MOHOTHJIPAT
Mukpoxkpucramindeckas
201,0 20,1
LEJUTIOJI03a
JByxocHOBHBIHN (pochar
¥ bocp 201,0 20,1
KaJIbLUsl
Kpocnosunon 40,0 4,0
IToBunon 20,0 2,0
Creapat maraus 5,0 0,5
Bcezco
(6HympuepanyisapHas 945,0 94,5
Qaza)
Bueepanynspuas ¢aza
Kpocnosunon 40,0 4.0
Jlnokcua KpeMHUs 5,0 0,5
Creapar maraus 10,00 1,0
Bcezo (eneepanynapuas
panp 55,0 5,5
Qaza)
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Ta6auua 17: Cocras S (300 mr Hupanapu6a)

KoanuecTBo
KomnoneHnT %
(vr)
Buympuepanynsapuas ¢aza
Hupanapuba To3unara
478,0 47,8
MOHOTHIIPAT
MukpokpucTananieckas
201,0 20,1
LEJUTIOJI03a
MaHHUT 201,0 20,1
Kpockapmennosa HaTpusi 40,0 4.0
I'mapokcunponuiInesioa03a 20,0 2,0
Creapar Maraus 5,0 0,5
Bceeo (enympuepanynsipuas
YIPHPAYIp 945,0 94,5
paza)
Bueepanynspunas gpaza
Kpockapmennosa HaTpust 40,0 4,0
Jlvokcua KpeMHus 5,0 0,5
Creapat maraus 10,00 1,0
Bceeo (eneepanynapuas
paryip 55,0 5,5
Qaza)
Ta6auna 18: Cocras 6 (300 mr Hupanapu6a)
KoanuecTBo
KomnonenT %
(mr)
Buympuepanynsapuas ¢aza
Hupanapuba To3unara
478,0 47,8
MOHOTHIPAT
MukpokpucTananieckas
201,0 20,1
LEJUTI0JI03a
MaHHUT 201,0 20,1
Kpocnosunon 40,0 4.0
IToBunon 20,0 2.0
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KomnonenT Kommaectso %
()

Creapat maraus 5,0 0,5
Bcezo

(6nympuepanynapuas 945,0 94,5
Qasza)

Bueepanynsapuas ¢aza

Kpocnosunon 40,0 4,0

Jlnokcua KpeMHus 5,0 0,5

Creapat maraus 10,00 1,0

Bceeo (GI;Z§CCII)H)/JI}ZPHCI}Z 55.0 55

IIpumep 4 - Knunnyeckue uccjae10BAHUS

[00395] bBeszonacHocTe U 3¢ (exkTHBHOCT, Hupamapuba B KadecTBE MOAAEPKUBAOLICH
Tepanuy H3y4aid B PAHIOMH3HPOBAHHOM [BOWHOM CJIENOM IUIALe00-KOHTPOIHPYEMOM
uccnenoBannu (NOVA) craguu 3 y MalMEHTOB C TUIATHHOYYBCTBUTENBHBIM PELUAMBHBIM
SIUTENTHATBHBIM PAKOM SIMYHHUKOB, (DaJUIONMUEBOW TPYObl MM MEPBHYHBIM PAKOM OpPIOLIMHBI.
Bce maumentsl paHee mojydanau IO KpalHeEW Mepe ABE CXEMbl JICUCHMs IpenapaTami,
COIEPALTUMH TUIATHHY, U Y HUX HaOJIOajcs OTBET (MOJHBIA MM YaCTUYHBIH) HA CaMyIO

MOCJCOHIOI0 CXEMY JICUCHUS IperiapaTaMu Ha OCHOBE IJIATHUHBI.

[00396] [Ilomxonsmue MaUEHTHl OBUTM OTHECEHbI K OOHOW W3 IBYX TPYII HAa OCHOBE
pe3yJbTATOB TECTAa HAa T'€PMHHATHUBHBbIE MyTaluu reHoB BRCA. JKeHIMHBI, KOTOpbIe ObLIH
HOCHUTENIIMH HACJIEICTBEHHOH TepMHHATUBHONH MyTanuu reHoB BRCA, ObUTM OTHECEHBbI K
KOropTe ¢ repMuHaTHBHOH MyTtauueil B reHax BRCA (gBRCAmut) (n = 203), a >KE€HIIHHBI,
KOTOpBIE HE MMEJIM HACJIeICTBEHHON repMUHATHBHON MyTaliu B reHaX BRCA, ObUH OTHECEHBI
K xoropte He-gBRCAmut (n = 350). B xaxnoii koropre nanueHTsl ObUTH PAHIOMHU3UPOBAHBI C
UCTIOJIb30BaHMEM pacnpenenenus 2:1 Hupamapubda x 1anedo. PanmomMuszanuro nmpoBOIWIN B
TeueHUe 8 HeAenb MOCHe NpUeMa MOCJIEIHEN O03bl CaMOM MOCIEOHEN CXEMbl JICUEHHs

npenapartamMu, COACPNKAUMH IJIATUHY.

[00397] Pammommuzainusi B KakIOW Koropre Oblia CTPATH(UIUPOBAHA MO BPEMEHH [0

NPOTPECCUPOBAHMSI TIOCNIE TPENNOCIeHel Tepanuu mnpenapaTtaMu IuatuHel (o1 6 mo <12
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MecsieB U >12 MecseB), NCIOIb30BaHUIO OeBanu3ymMada B COYETAHNUHU C TPEATIOCIEAHUM HITH
NOCTIEHEN CXEMOH JieueHHs INpenapaTtamMy, COAEPKAIIUMH IUIATUHY (Za/HeT);, W Jydiuemy
OTBETY BO BpEMsl CaMOll MociienHell CXeMbl JIeUeHUs MpenapaTaMy, COAEPKAIlUMHU IJIaTHHY

(TIOJTHBIHA OTBET M YACTUYHBII OTBET).

[00398] IlammenTtsl HavadM MoMy4aTh JeueHue B 1ukie 1 / nenp 1 Hupanapudom 300 Mr uau
COOTBETCTBYIOLINM IUTaie00 npy BBEAEHUE KaKIbIH A€Hb B HETIPEPBHIBHBIX 28-THEBHBIX LIUKJIAX.
IMocemenuss KIWHUKH TPOUCXOAMNIM Kaxnabii wmkin (4 Hemenu * 3 nus).—Ilanuentawm,
PaHIOMU3UPOBAHHBIM B TPYIINE, MOJYYaBIIVIO IUIanedo, He pas3pelajoch NepexOAuTb Ha

JieueHre HIpanapruooMm B JIF000e BpeMsi.

[00399] OcHoBHas koHeuHasi Touka, BBII (BbpkuBaemMocTh 0e3 mporpeccupoBaHusi), Oblia
orpenieNieHa Mo IieHTpadbHON He3aBucumoil oueHke B coorBercTBuu ¢ RECIST (Response
Evaluation Criteria in Solid Tumors, Bepcust 1.1) wiM moO KIMHUYECKUM IPH3HAKAM H
cumnromaMm U 1no mnosbimeHn0 CA-125. BBII, kak omnpeneneHo B uccnenoBanuu NOVA,
U3MEPSUT OT MOMEHTA PaHAOMHU3ALMH (KOTOPBIM MPOU30LIEN B TEUEHHE CPOKA A0 2 MECSLEB
TIOCJIe 3aBEPLISHMUS MTOCIEIHEN CXeMbl XUMUOTEPAITHH ) 10 IPOTPECCUPOBaHSI 3a00I€BAHUS U

CMEpTH.

[00400] [Jo  packpblTUsi  CBEAEHHM O  HUCCIEAOBAHMM  OMyXOJM  MALUEHTOB,
PaHIOMHU3HPOBAHHBIX B KOropTy He-gBRCAmut, TeCTUpOBaIM Ha HapyLIEHHE TOMOJIOTUYHOM
pexombuaammu (HRD) npu momomu tecta Myriad myChoice® HRD, KOTOpBIi OLEHHBAET TPH
HE3aBUCHMBIX OHMOMapKepa HECTaOWJIbHOCTH T€HOMa OIyXOJIM: IOTEPs] T'eTePO3UTOTHOCTH,
TEJIOMEPHBIN aJUIeNIbHBIA ArCcOaNaHC U KPYIHOMAcCIITaOHbIE MEPEXOabl COCTOSTHUN. Omyxonu ¢
HAPYIIEHUSIMU TOMOJIOTUYHON pEeKOMOMHAIMH B ¢ coMatnyeckumu myTauusimu BRCA Obuin

onpenenensl kak HRD-nonosxkurenpabie (HRDpos).

[00401] TIlepBuunbiii aHanmu3 >¢dexTuBHocTH Ayt BBIT ObuT MpOCNEKTUBHO OMpeneneH u
oueHeH mnsi koroptel gBRCAmut. IlepBuunbiii anamm3 s¢dextuBHocTH ans BBII Obun
NPOCTIEKTUBHO OMNpENeJIeH M OLEeHeH s Koroptel He-gBRCAmut ¢ HCIoNb30BaHUEM
nepapxu4ueckon cxemel Tectuposanus. Ha nepsom stane BBII oneHnBanu B rpynne naiueHToOB
¢ omyxossimu HRDpos 1, eciii onu Obutn 3HaunTensHbiMu, BBIT onieHnBamy 1n1st BCeit KOropThl

He-gBRCAmut.

[00402] Bropuunble KOHeuHble TOYKM S((EKTHBHOCTH BKJIIOYAIM HWHTEpBAIT 0e3

xumuorepanuu (CFI), Bpems no nepsoii nocnenyrommeii reparuu (TFST), BBIT nocne nepsoii
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nocnenytouieit tepanuu (PFS2), Bpems o Bropoii nocienyromeii repanuu (TSST) u OB (obmas

BBUKHBAEMOCTD).

[00403] B Tabaune 19 npuseneHs! pe3ynbTaThl AJi NEpBUYHON KoHeuHOH Touku BBII nns
KaXXTOM M3 OCHOBHBIX MOMyJSALMH 111 oueHkU 3¢ dexruBHocTu (koropra gBRCAmut, Bes

koropra He-gBRCAmut u rpynmna HRDpos B ykazanHoii koropte He-gBRCAmut).

[00404] BBII Obina 3HauwWTeNnBPHO OOJie€ IUTENBHOH Uil TAIUEHTOB, MOJIy4aBLINX
HUpamapuod, Mo CPaBHEHHIO C TEMH, KTO MOJTy4al Iianedo, 1Jisi BCeX TPEX OCHOBHBIX MOITYJISILUN

111 OLleHKHU 3(ppeKTUBHOCTH.

[00405] B xoropre gBRCAmut menuana BBII ¢ momenTta pangomusauuu cocraBuia 21,0

Mecsila ¢ Hupanapubom u 5,5 mecses ¢ mianeto.

[00406]

coctaBuia 9,3 mecsina ¢ Huparnapuoom u 3,9 Mecsites ¢ mianedo.

[00407]

B ofmeii koropre He-gBRCAmut menmana BBII ¢ MoMeHTa paHIOMHU3ALIUH

BBII Obuia Takke 3HAYMTENIBHO BBILIE C HUpAmapuOoMm, ueMm ¢ ruianedo B rpyrmime

HRDpos B koropre He-gBRCAmut: 12,9 mecsues 1o cpaBHeHHUIO ¢ 3,8 Mecsina.

Taoauua 19: OcuHoBHbIe KOHeYHbIe TOUKH BBII

koropra gBRCAmut KOropTa He- HRDpos*
gBRCAmut
Hupanapu | Ilnaned | Hupanapu | Ilnaue6é | Hupanapu | Ilnaned
0 (N=138) | o (N=65) | 6 (N=234) 0 0 )
(N=116) | (N=106) | (N=56)
MenuaHna 21,0 55 92,3 3,9 12,9 3,8
BBII (95% | (12,9, NR) |(3,8,7.2) | (7.2,11,2) | (3,7,55 | (8,1,159) |(3,5,5,7)
A’
3HAYEHHE P <0,0001 <0,0001 <0,0001
OTtHomeHnun 0,27 0,45 0,38
¢ pucKa (0,173, 0,410) (0,338, 0,607) (0,243, 0,586)
(HR)
(95% A1)

* HRDpos npeacTapisieT NPOCHEKTUBHO OMPEISIeHHY TOATPYITy KOropThl He-gBRCAmut.
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T BbDKHBAEMOCTb 0€3 MPOTPECCHMPOBAHMS ONPENEIAETCS KaK BPEMs B MECSAIAX OT IaThl
PaHAOMHU3ALUH 1O IPOTPECCUPOBAHMS 3a00JIEBAHUS UM CMEPTH.

[00408] Kpussle Kammana-Metiepa mis 2 gnedeOHbIX rpymm B koropre gBRCAmut

MOKA3bIBAIOT pPaHHEE PAaCXOKIEHUE KPUBBIX, NPHU 3TOM KpHUBas HUparnapuda MOCTOSHHO

HAXOIUTCS BBILIE KPUBOM 1aned0 U KpUBbIE YCTONYHMBO PA3AesIIOTCS B TCUEHHUE BCETO Meproa

Habmonenus (Pur. 4).

[00409] Kpussie Kannana-Meiiepa mis 2 neueOHbIX rpynn B o0mmeli koropte He-gBRCAmut
NOKa3bIBAIOT PAaHHEE PACXOXKAEHHE KPHUBBIX, NPU 3TOM KpUBas Hupanapuda IOCTOSHHO
HAaXOJUTCS BBIIIE KPUBOH Mi1anie00 U KpUBbIE YCTOHUNBO Pa3AeIOTCs B TEUEHHE BCETO IEPUOJIA

Habmonenus (Pur. 5).

[00410] Bropuunsie koneunele Touku CFI um TFST npomemoHcTpupoBanu CTOMKHIA
neueOHbIi 3 EKT B MONb3Y TPYIIILL, MOMyYaBiueii Hupanapuod, B koropte gBRCAmut: Menuana
CFI cocraBuna 22,8 mecsina (95% JAU: 17,9, NE) B rpynmne Hupanapuda 1o cpaBHeHHIO ¢ 9,4
mecsinamu (95% JIU: 7,9, 10,6) B rpymnne mianeto ¢ HR (otHomenuem pucka) 0,26 (95% JIU:
0,166, 0,409) (p <0,0001). Menuana TFST cocraBuna 21,0 mecsina (95% AU: 17,5, NE) B
rpymmne Hupamnapubda no cpaBHeHHo ¢ 8,4 mecsuamu (95% JIU: 6,6, 10,6) B rpynme mianebo ¢
HR 0,31 (95% IU: 0,205, 0,481) (p <0,0001).

[00411] B xoropre He-gBRCAmut: Menuana CFI cocrasuna 12,7 mecsiua (95% JU: 11,0,
14,7) B rpynne Hupamapuda mo cpaBHeHuto ¢ 8,6 mecsuamu (95% JAU: 6,9, 10,0) B rpynme
mwiaune6o ¢ HR 0,50 (95% JAU: 0,370, 0,666) (p <0,0001). Menuana TFST cocraBuna 11,8
mecsina (95% JU: 9,7, 13,1) B rpynne Hupanapuda no cpaBHeHHIO ¢ 7,2 mecsuamu (95% JU:
5,7, 8,5) B rpynme mrauebo ¢ HR 0,55 (95% JU: 0,412, 0,721) (p <0,0001).

[00412] Ha momeHT aHanu3a pe3ysabTaThl AJ BTOPUUHBIX koHeuHbIX Touek PFS2, OS u TSST
He OBLIM JOCTATOYHO 3PENIbIMHU JJIs POBEACHUS OLIEHOK. TeM He MeHee, HA MOMEHT OKOHYaHHS
cOopa naHHBIX HE HAOJFOAATIOCh KAKUX-THOO HeraTHBHBIX 3((EKTOB A 000 U3 KOHEUHBIX

TOYCK.

IIpumep 5 - CTAa0HIBLHOCTH TA0JIETOK B YCJIOBHAX XPAHEHUS

CtabunbHOCTh TaONIETOK, OMUCAHHBIX B HACTOSIIEM JOKYMEHTe, TaKhX KakK TalJIeTKH,
ONMCaHHbIE B pUMepax 1-3, oueHnBanyu npu xpaHeHuH Bo (uakonax u3 [I9BII B «oTkpeITOH

MOCYyZe» B YCKOPEHHBIX YCJOBMAX, Takux Kak mpu Temmeparype 40 °C u OTHOCUTENIbHOMN
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BlakHOCTH 75% (OTH. BJL.). CTaOMIBHOCTh MOKHO OLICHUBATh, HANIpUMeEp, B TeueHue 1, 3, 6, 9,

12, 24 unu 36 mecsites.

TaOnerku, COOTBETCTBYIOIINE COCTaBaM 1-0, OLIEHMBAIN HA KOJIMYECTBO OOLINX MpUMecei MpH
temnepatype 40 °C 1 oTHOCUTENBbHON BIaKHOCTH 75% (OTH.BII.) mociie XpaHeHHst B TeueHue 0,

1 1 2 mecsiues, 1 o01IMe MPUMECH, U3MEPEHHBIE IS KaXK10i TabeTku, cocTaBsiian Menee 0,2%.

[00413] TabseTkn, COOTBETCTBYIOIIME COCTaBaM 1-0, Takke OLEHUBAIM HAa COAEPKAHHE
Boabl ipu Temnepatype 40 °C u OTHOCUTENBbHOM BIAXHOCTH 75% (OTH. BJI.) TIOCJIe XpaHEHUS B

tedenue 0, 1 u 2 mecsues, pe3ynbTaThl IpUBEACHbI B Tabaunue 20.

Ta6auua 20: Coaep:xanue Boabl (%)

Coaepxkanue Conep:xkanue Conepxxanue

BoAbI nmocJie 0 BOJBI BOJBI
Tabaerka MecsineB nocjae 1 mecsina | mocJje 2 MecsilieB

[%] (40 °C/75 o1H. (40 °C/75 oth.
BJ.) [%] BJ1.) [%0]

Cocras 1 5,0 7,2 6,0
Cocras 2 4,3 6,4 5,7
Cocras 3 7,7 7,6 7,0
Cocras 4 4,3 6,4 6,0
CocraB 5 3,4 5,1 4.1
Cocras 6 4,2 6,0 49

TIpumep 6 - Knunnuyeckoe HeceI0BaAHHE TA0JJETHPOBAHHBIX KOMITO3HIIHMA

[00414] MUccrenoBanue mpencrapisieT cOOOH MHOTOLIEHTPOBOE OTKPBITOE HCCIIEHOBAHUE Y

MAI[UEHTOB C COJIUAHBIMU OMYXOJISIMU B TIO3THUX CTAIUSIX U MPEACTABISIET COOOM IBYXITAITHOE
HCCIIEIOBAHUE C MTPOU3BOJIbHON MOCJIEN0BATENBHOCTBIO C OTHUM MEPEKPECTHBIM aHATU3OM IS
OLIEHKA  OTHOCHUTEIbHOU

ouonocrymaoctn  (Ob) w  OumosksuBanentHoctd  (BD)

Ta6J'IeTI/IpOBaHHOFO coCTaBa HI/IpaHapI/I6a OTHOCHUTEJIbHO KaIlICYJIMPOBAHHOT'O COCTAaBaA.

[00415] Hupanapub Oyner mpenocTaBjiieH B BuUAe HUpamapuda TO3WJIATa MOHOTHApATA B

YKa3aHHBbIX KOJUYECTBAX, OTHOCAIIUXCA K SKBHUBAJICHTHOMY KOJUYCCTBY CBO6OI[HOFO

OCHOBaHUs HUpanapuoa.
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[00416] Ha nepsom sTane mcciaenoBaHus MPOBOANUTCS u3ydeHue ¢apmakoknHeTuku (PK).
Ha srame ®K mnauueHT MOXET MONYYUTh OJHOKPATHYIO 03y COCTaBa (HAIpUMEpP, OAHY
tabnetky 300 mr uiam Tpu Kancynsl o 100 mr) ¢ mocnenyromuM 7-nHeBHBIM (+ 1 1eHb)
OTMBIBOYHBIM nepropom/PK-neprionom st stana 1 uccnenoBanus u 14-nHeBHBIM (+/- 4-1Hs1)
OTMBIBOYHBIM mnepronom/PK-nepronom anst ¢aspl 2 HCCIEAOBaHUS, 32 KOTOPBIM Oyaer
CJIEIOBATh 71032 aJIbTEPHATUBHOTO COCTaBa TAKKe HATOIIAK, MOCJIE Yero HaCTymaj 7-AHEBHbII
oTMbIBOUHbIH nepuon/PK-nepuon. IlanmenTel, monyuaromue TaONeTKH Ha MEPBOM JTare

JIEUeHMs, Ha BTOPOM 3Tarie OyAyT MoJy4aTh KarcyJibl, © HA0OOpOT.

[00417] byzer mpoBeneHa OlEHKa ClEAYOMUX (PapMaKOKMHETUYECKHX MapaMeTpOB:
TUIOIIAb O]l KPUBOHM 3aBUCHMOCTU KOHLIeHTpauuu B 1ia3me ot Bpemenn (AUC) ¢ MoMmeHTa
Bpemenu O 1o BpeMeHH nocnennei nsmepsiemoit konueHTpaunu (AUCo.), miomaas nox KpuBon
3aBUCUMOCTH KOHLEHTpalWW B IJla3Me€ OT BpeMeHH ¢ MoOMeHTa BpemeHu O,
SKCTpanonupoBaHHyro Ha 6eckoHedHOCTb (AUCo.0), kKaxkyuruiics oomuii kiupeHc (CL/F), Ciax,
tmax, TEPUOI TIONYBBIBEACHUS B KOHEYHOH (pase (t12), KaXKyIIMHCS KOHEYHbIH 0o0beM

pactipenenenust (Vz/F) u OuonocTynHOCTh/OHMOKBUBAIEHTHOCTh TaOJETHPOBAHHOTO COCTaBA

IO CPAaBHCHUIO C KaICYyJIUPOBAaHHBIM COCTaBOM.

[00418] B HekoTOpBHIX BapuaHTaX peaNM3aLMK HACTOSINEro H300peTeHust 90-NpOLEHTHBIH
JOBEPUTENIbHBIH WHTEpPBaJl OTHOIUEHHS TEOMETPUUYECKHUX CPEOHUX HAUMEHBIINX KBaJpaToB
napamerpa @K mist TabneTHpOBaHHOTO COCTaBa COCTaBIsieT mpuMepHO 80-125% wnu mpuMepHO
90-110% Toro ke mnapamerpa ®K s KancCyJHMpPOBaHHOTO COCTaBa C OOecreYeHHeM

SKBUBAJIEHTHON BBOIMMOM TO3bI HUpamapuoa.

[00419] Korna namuents 3aBepmaroT @K stan uccnenosanus (Mo kpaiiHel mepe 7 IHEH ¢
Havajia nepuoga @K 2), oHM MOryT MMeTh MPAaBO Y4aCTBOBATH B JIOMOJHUTEILHOM 3Tare U
MPOAOJIKATH NONy4aTh HUpanapud. ONeHKY COCTOSTHUS OMYXOJIU MOKHO BBITOJIHUTD JI0 EPBOU

T03bI IOTIOTHUTEJILHOTO 3Tara (MpeaaonOJHUTEIbHbIN 3TaIT).

[00420] HavanpHas no3a HEpanapuOa Ha JOTIOIHUTEBHOM 3TaIe MOXKET ObITh OCHOBaHA Ha
UCXOHOW WMCTHUHHOM Macce Tena MalfeHTa WM KojmdecTBe TpombonutoB. llanmeHTs! ¢
UCXOIHOM MCTUHHON Maccoil Tesia >77 Kr U KOJHMYECTBOM TPOMOOIIMTOB MPU CKpUHUHTE >150
000/mkx (mocne 3aBepiuenus stana @K, kak 4acTh CKPUHHUHTA Ha TOTIOJIHUTEIIbHOM 3Tare) npu
KaKJIOM BBEICHHUHU J103bI OyAyT MpUHUMATh OnHY Ta0neTky 300 mr mum 3 xancyssl o 100 mr (1
pa3 B cyTtku). [lanmeHThl ¢ UCXOAHONH UCTHHHON Maccod Tena <77 Kr W/WIN KOJUYECTBOM

TpoMOoruTOB Tipu ckpuHUHTE <150000/MKJI MTPH Ka)KAOM BBEAECHUHU J03bI OyIyT NMPUHUMATH
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onHy Tabnerky 200 mr wimm 2 kancynel mo 100 mr (1 pa3 B cytkm). Jns maumeHTOB, ubs
HavanbHast po3a cocrasiasger 200 mr 1 pa3 B cyTku, nosbiuenue 10 300 mr 1 pas B CyTku
pa3perLIeHo nocne 2 HUKJIOB TeParuy, €Cii He TOTPedOBaIOCh MPEPhIBAHNE WIIH NPEKpaIeHUe
JICYeHUs] B TEUYECHHE MEPBBbIX 2 LUKIJIOB JONOJHUTEIBHOrO 3Tama Tepanuu. Eciaum nmanueHt
HAYMHAET JOTMOJHHUTEIbHBIA 3Tam ¢ a030i 100 mr, Moxer OBITb PacCMOTPEH BOMPOC 00
yBEJNUYEeHNUH 103bI 10 200 MTr rociie MpoBeAeHHs 2-X [IUKJIOB TEPAINH, €CIIH He TOTPedOoBaIoCh
MIPEPbIBAHUE WUJIN TPEKPALICHUE JICYEHUS B TEUEHUE MEPBbIX 2-X LMKJIOB JOMNOJHUTEIBHOIO
JTarna Tepanuy, U nocye opodpeHust croHcopa. [TaueHT MoXKeT OCTaBaThCs Ha OJJHOM U TOM XKe

cocraBe (TabyeTka WK KarcyJia) Ha MPOTSHKEHUHN BCETO OTIOTHUTENbHOTO 3Tara.

[00421] IJamuments! OyayT BO3BpALIAThCSA Ui IOBTOPHOTO IOCEIIEHUS B IIEPBBIH JEHb
KaJ10To LUK JieueHus (28 + 7 nHel) s onyyeHHs TECTUPYEMOTo Ipernapara 1 poBeAeHUs
oueHkn OesomacHoctu. Ilocemenus OyayT mpomoipkaTbes mpumepHo 1 pas B 4 Hemenu 10
NpeKpalieHus JedeHns. B COOTBETCTBUM ¢ MHCTPYKIMEH 1o npuMeHeHHto Hupanapuda B CIIIA,
pa3pelieHo npepbiBaHue BBENEHHUs N03bl (He Oojiee 28 nHEN) MO MPUYMHE HEXKeNaTeNbHBIX
ssnennii (HA). Kpome Toro, mo npuunne HS paspermeHo cHmkenue no3el 1o 200 mr 1 pas B

CyTKH, a 3aTeM 10 100 mr 1 pa3 B cyTku.

[00422] Hampumep, B Taéauue 21 npuBEIeHbl WUTIOCTPATHBHBIE MOAU(PUKALUU TO3bI,

OCHOBAaHHbIE Ha HET€MATOJOIrNYeCKOM TOKCUYHOCTH.

Taéauua 21: CHukeHHe 10361 HUpanapuda Npu HEreMaToJIOrHYeCKOH TOKCHYHOCTH

CobbiTHE Ho3za!
Havansnas nosa 300 mr 1 p/cyT
IlepBoe cHMKEHME AO3BI AJIsA CBA3AHHBIX C JICUEHUEM 200 mr 1 p/cyT

HA wnu CHA 3 wnu 4 crenenu cornacHo NCI-
CTCAE v.4.03, roe npenoTBpalleHle He CUUTAETCsI
OCYyHI€CTBUMbBIM

Bropoe camxenune no3bl ansg HA nmu CHA 3 unu 4 100 mr 1 p/cyT
creriern cornacHo NCI-CTCAE v.4.03, roe
NPEeIOTBPALIEHUE HE CUUTAETCs OCYIIECTBUMbIM

IIponomxkenue casizaHHbIX ¢ nedeHneM HA nmu CHA 3 IIpexpaturs npuem
wn 4 crenenu cornacHo CTCAE >28 nueit HCCIIEyEMOrO npenapara

Coxpamenns: HA = nexenarensHoe siBnenne; CTCAE = ofmue TepMuHOIOrHYecKue
kputepuu st obo3HadeHus HexkenareapHbIX siBjeanil; NCI-CTCAE = HaunoHanbHbIH
uHctutyT oHkonoruu CTCAE; CHS = cepbe3Hoe HexenaTenpHOe siBiieHue; 1 p/cyT =
OIIH pa3 B CYTKH

! nosy ne cnenyer camxats MmeHee 100 Mr B CyTKH.
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IIpumep 7 - JaHHBIE 0 CTA0HJIBLHOCTH

[00423] [anHble 1O CTaOWIBHOCTH [JIsl WILUTFOCTPATHBHOTO COCTaBa HUpamapuoa,

npeacTaBiIeHHON B Tadnerkax mo 100 u 300 mr, npuBeneHs! B Tadaune 22 u Ha ¢ur. 6-9. Kak

MOKAa3bIBAKOT 5TU NAHHBIC, ICKAPCTBCHHBIC (l)OprI, OMHCAHHBIC B HACTOALIEM NOKYMEHTE, MOT'YT

UMETD KEJAeMyI0 CTa0MIbHOCTb.

Tabnauua 22: /{aHHbIe N0 CTA0MJIBHOCTH 1JIs1 TA0/1€TOK HUpanapuda

Howep YcaoBus Bpews
NaApPTHH U XpaHeHHs CooTBercTBYIOLIAs (pUrypa
XpAHEHHUSI:
AO3UPOBKAa (Mecﬂuu)
o} 0
25°C/60% T=6 ®Dur. 6
Haanﬂ A OTH. BJIL.
100 mr o 0
( ) 40°C/75% T=6 our. 7
OTH. BJI.
o} 0
25°C/60% T=6 ®Dur. 8
HapTHﬂ B OTH. BJIL.
300 mr o 0
( ) 40°C/75% T—6 Dur. 9
OTH. BJL.
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POPMYJIA U3OBPETEHUA

1. Komnosunus, coneprraias:
s¢dexTuBHOE KONMM4YecTBO HHUpamapuba s uHruouposanus nonu(AJIP-pudosa)-
noiumepassl (PARP) npu BBeneHnu cyObekTy, HY XKIAIOIMIEMYCsI B 3TOM,

NPy 5TOM yKa3aHHAsh KOMITO3ULUSI TMPeNCTaBisieT coboi  (papMaLeBTUYECKYIO
KOMITO3HMLIMIO, TPUTOTOBJICHHYIO B BHUAE TaOJNETKH, M TPH 5TOM YyKa3aHHAas TalJeTka
XapaKTepH3yeTCs M0 MEHbIIEH Mepe OTHIM U3 CIIeNYIOLIero:

(a) ykaszanHas TabneTka comepxut MmeHee mpumepHo 0,2 mac. %o JII000ro OTAEITBHOTO
NPOAYKTa Jerpajaliy Hupanapuoa;

(b) yxazaHHas TabeTKa COnEPKUT MeHee mpumMepHo 0,2 mac. %o Mr000ro OTAEBHOTO
NPOAYKTa Jerpagauuy Hupamapubda Mocie XpaHeHHs B TEYEHHE NMPHUMEpHO |
Mecsiiia npu temreparype npumepHo 40 °C U OTHOCUTETBHOW BJIAKHOCTU
npuMepHO 75% (OTH. BIL.); U

(c) yxazaHHas TabyeTKa Comep:KUT MeHee mpumMepHo 0,2 mac. % MO0ro OTASIBHOTO
NPOAYKTa Jerpajauuy Hupamapuda Nocie XpaHeHHs B TeUEHHE NPHMEPHO 2
MecsiieB npu temreparype npumepHo 40 °C U OTHOCUTENBHOW BIAKHOCTH

npumepHo 75% (OTH. BIL.).

2. Kommnosunus mo m. 1, oTIu4aromascs TeM, 4TO yKa3aHHas Ta0jeTka COIEepPKUT MeHee
npumepHo 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06 mac. %,
0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. % unu

0,001 mac. % mo0O0ro OTIEIPHOTO MPOAYKTA Aerpadaliii Hupamnapuoa.

3. Kommosunus mo m. 1, OTIuYarmascs TeM, 4TO yKa3aHHasi Ta0jeTka COAEePKUT MEHee
npumepHo 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06 mac. %,
0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. % unu
0,001 mac. % mro00oro OTAENBHOTO MPOAYKTA Aerpalallii Hupamnapuda nocjie XpaHeHus
B TeueHue 1 mecsma npu temneparype 40 °C 1 oTHOCUTENbHON BiaKHOCTH 75% (OTH.

BJL).

4. Kommosunus mo m. 1, oTniu4aromascs TeM, 4TO yKa3aHHasi Ta0jeTKa COAEPKUT MEHee
npumepHo 0,2 mac. %, 0,1 mac. %, 0,09 mac. %, 0,08 mac. %, 0,07 mac. %, 0,06 mac. %,
0,05 mac. %, 0,04 mac. %, 0,03 mac. %, 0,02 mac. %, 0,01 mac. %, 0,005 mac. % unu

0,001 mac. % mro00oro OTAENBHOTO MPOAYKTA AeTpaallii Hupamnapuda mocyie XpaHeHus
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B T€UEHHE NPUMEPHO 2 MecsleB Ipu TemnepaTtype npumepHo 40 °C u OTHOCUTENbHOMN

BJIAKHOCTH MPUMEPHO 75% (OTH. BIL).

5. Komnosunus, coneprraimas:
s¢dexTuBHOE KONMMYeCTBO HHUpamapuba ans uHruomposanus nonu(AlP-pudosa)-
noiumepassl (PARP) npu BBeneHnu cyObekTy, HY XKIAIOIIEMYCsI B 3TOM,

IpU  5TOM yKa3aHHAsh KOMITO3ULUSI TPENCTaBisieT coboi  (papMaLeBTUYECKYIO
KOMITO3UIIMIO, TPUTOTOBJIEHHYIO B BHAE TaOJNETKH, W TpPH 3TOM YKa3aHHas TalieTka
XapaKTepU3yeTcs M0 MEHbINEH Mepe OTHUM M3 CIIENYIOLIETO:

(a) wmaccoii mo mensIei mepe mpumepHo 200, 300, 400, 500, 600, 700, 800, 900,
1000, 1100 unu 1200 wmr;
(b) TOMmMHON MO MeHbIIEH Mepe mpuMepHo 4,0 MM; U
(c) JNOMKOCTBIO MeHee pUMepHO 2%,
rae ykazaHHoe 3(pekTHBHOE KOINYeCTBO HUpanapuoa COCTaBIsieT OT NpuMepHO SO Mr 10

npumepHo 350 Mr B pacueTe Ha CBOOOHOE OCHOBaHHE HHUpanapuoa.

6. Komnosunus no nrobomy u3 mm. 1-5, OTIHYaroImascs TeM, 4To yka3aHHOe 3 (PEeKTUBHOE
KOJINYECTBO HUpamapuda COCTaBISIeT OT MPUMEPHO 75 Mr 1o mpumepHo 125 mr B pacueTe

Ha CBOOOIHOE OCHOBaHME HUpamnapuoda.

7. Kommnosunus o grodoMy u3 mi. 1-5, OTIHYar0Imascs TeM, 9YTO Yka3aHHOe 3 deKTHBHOE
KOJINYECTBO HUpamnapuda coctasisieT mpuMepHo SO mr, mpumepro 100 Mr it mpuMepHO

150 mr B pacuete Ha cBOOOTHOE OCHOBaHUE HHUpanapuoa.

8. Kommosunus mo m. 6 wid 7, OTIHUYAKOINASACS TeM, YTO YKa3aHHOe 3((eKTHBHOE
KOJIMUECTBO HUpamnapuda coctaBiser npumepHo 100 Mr B pacdere Ha CBOOOIHOE

OCHOBaHUe HUpamnapuoa.

9. Komnosumus o rodoMy u3 nm. 5-8, OTIIHYarImascs TeM, YTO Macca HETTO YKa3aHHOU
TaOJIETKH COCTaBIsieT MO MeHbIned Mepe npumepHo 200 Mr, mo MeHbLIEH Mepe
npuMepHO 210 mr, no MenpuIel Mepe npumepHo 220 Mr, 0 MEeHbIIEH Mepe NPUMEPHO
230 mr, mo meHbIed Mepe npumepHo 240 Mr, o MeHblIel Mepe npumMepHO 250 Mmr, 1o
MEHbIIEH Mepe npuMepHo 260 Mr, o MeHblIeld Mepe npuMepHo 270 Mr, N0 MEHbIIEH
Mepe npumepHO 280 mr, no Menbled Mepe npuMmepHo 290 mr, npumepno 300 mr, no

MeHbLIel Mepe npuMepHo 310 mr, o MeHblIeld Mepe npuMepHo 320 Mr, O MEHbIIEH
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Mepe npumepHo 330 mr, mo meHbuieln Mepe npumMepHO 340 Mr, mo MeHbLIEH Mepe
npuMepHO 350 mr, no MeHbLIe Mepe npumMepHO 360 Mr, MO MEHbIIEH Mepe NPUMEPHO
370 mr, no MeHblIel Mepe npuMepHoO 380 Mr, Mo MeHblIed Mepe npuMepHo 390 mr, no
MeHbLIel Mepe npumMepHo 400 mr, o MeHbLIelH mepe npuMepHo 410 mr, o MeHbLIEH
Mepe npumepHo 420 mr, mo meHbuien Mepe npumMepHo 430 Mr, Mo MeHbLIEH Mepe
npuMepHO 440 mr, no MeHbLIed Mepe npumepHo 450 Mr, MO MEHbIIEH MEPe MPUMEPHO
460 mr, o meHbuIen Mepe npumepHo 470 mr, o MeHblIel Mepe npumepHo 480 mr, 1o

MeHbLIeH Mepe npuMepHO 490 mMr uinu o MeHplIel mepe npuMepHo S00 mr.

Kommnozunus no qro6oMy u3 ni. 5-9, OTIHYaromascs TeM, YTO Macca HETTO YKa3aHHOU

TabJIETKN COCTABIISIET IO MeHbIIel Mepe npumepHo 300 mr.

Komnosuims no n. 10, ornuyaromasics TeM, 4TO Macca HETTO YKa3aHHOH TabieTku

cocrasisieT oT npuMepHo 300 mr no npumepHo 450 mr.

Komnosumms no n. 11, ornuuaromasics TeM, 4TO Macca HETTO YKa3aHHOH TabieTku
cocrasJsieT oT npuMepHo 300 no npumepHo 350 mr, ot npumMepHO 350 Mr 10 IPUMEPHO

400 mr unu ot npuMmepHo 400 mr no npumepHO 450 mr.

Komnosunus no srodomy u3 mm. 1-5, oTIaHyaromascs TeM, 4To ykasaHHoe 3P EeKTHBHOE
KOJINYECTBO HHpamapuda COCTaBISET OT HmpuMepHO 175 mr no mpumepHo 225 mr B

pacuere Ha cBOOOJHOE OCHOBaHME HUpanapuoa.

Kommnosunus o grodoMy u3 mi. 1-5, OTIHYar0Iascs TeM, 9YTO YKa3aHHOe 3 (EeKTHBHOE
KOJINYECTBO HHUpamapuda coctassieT npumMepHo 150 mr, 200 mr wim npumepro 250 mMr

B pacyeTe Ha CBOOOIHOE OCHOBaHWE HUpamnapuoa.

Kommnosunus o arodoMy u3 mm. 1-5, OTIHYAr0Iascs TeM, YTO YKa3aHHOe 3 (EeKTHBHOE
KOJINYeCTBO HHpamapuda cocraBisger npuMepHo 200 mMr B pacuere Ha CBOOOIHOE

OCHOBaHUe HHUpamnapuoa.

Komnosumus no modomy u3 mm. 1-5 u 13-15, ornuuaromasicss TeM, 4To Macca HETTO
yKa3aHHOW TaOJIETKH COCTABIISIET MO MeHbInel Mepe npuMepHO 500 Mr, Mo MeHbIIeH
Mepe nmpumepHo 510 mr, mo mensmel Mepe npuMepHO 520 Mr, mo MeHbLIEH Mepe
npuMepHo 530 mr, no MenbuIel Mepe npumepHo 540 mr, Mo MeHbIIEH Mepe NPUMEPHO

550 mr, no MeHblIel Mepe npuMepHO 560 Mr, Mo MeHblen Mepe npumepHo 570 mr, o
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MeHbLIEH Mepe npuMepHo 580 mr, o MeHbLIeH Mepe npuMepHo 590 Mr, o MeHbIIEH
Mepe npumepHo 600 mr, mo meHbleln Mepe npumMepHo 610 Mr, mo meHblIed Mepe
npuMepHo 620 mr, no MeHbLIel Mepe npumMepHo 630 Mr, MO MEHbIIEH MEpe NPUMEPHO
640 Mr, o MeHblIel Mepe npuMepHO 650 Mr, MO MeHbIIEeH Mepe NpuMepHO 660 Mr, Mo
MEHbLIEH Mepe nMpuMepHo 670 mr, o MeHbLIeNH Mepe mpuMepHO 680 Mr, MO MEHbIIEH
Mepe npumepHo 690 mr, mo menbuiern Mepe npumepHo 700 Mr, mo MeHbLIEH Mepe
npuMepHO 710 mr, no MenpLIel Mepe npumepHo 720 mr, o MEeHbIIEeH Mepe MPUMEPHO
730 mr, o MeHblIel Mepe npuMepHo 740 Mr, Mo MeHblIel Mepe npuMepHo 750 Mr, no
MEHbLIEH Mepe MpuMepHO 760 Mr, Mo MeHbLIelH mepe nmpuMepHo 770 mr, o MEHbLIEH
Mepe npuMepHo 780 mr, Mo MeHbLIeH Mepe npuMepHo 790 Mr wim 1o MeHblIel Mepe

npumepHo 800 mr.

Komnozumums no mobomy u3 mm. 1-5 u 13-16, ornuyaromasicss TeM, 4TO Macca HETTO

YKa3aHHOW TaOJNETKH COCTABIISIET IO MEHbIIEl Mepe npuMepHo 600 mr.

Komnosumums no n. 17, ornuuaromasics TeM, 4TO Macca HETTO YKa3aHHOH TabieTku

coctasJsieT OoT npuMepHo 600 Mr 1o nmpumepHO 750 Mr.

Komnosumus no m. 18, oTinyaromasicss TeM, 4TO Macca HETTO YKa3aHHOW TalJeTKu
cocrasisieT OoT npumepHo 600 mr no mpumepHo 650 mr, ot mpumepHo 650 Mr no

npumepHo 700 Mr unu ot npumepHo 700 mr no npumepHo 750 mr.

Kommnosunus o grodoMy u3 m. 1-5, OTIHYAr0Imascs TeM, 9YTO YKa3aHHOe 3 (EeKTHBHOE
KOJINYECTBO HHpamapuda COCTABISET OT MPUMEpPHO 275 Mr no mpumepHo 325 mr B

pacuere Ha cBOOOJHOE OCHOBaHME HUpanapuoa.

Kommnosunus o arodoMy u3 mi. 1-5, OTIHYar0Imascs TeM, 9YTO YKa3aHHOe 3 eKTHBHOE
KOJINYECTBO HUpamapuda cocrasisier npumepHo 250 wmr, npumepHo 300 mr wum

npuMepHo 350 Mr B pacueTe Ha CBOOOHOE OCHOBAHHE HUpanapuoa.

Kommnosunus o arodomy u3 mi. 1-5, OTIHYar0Imascs TeM, 9YTO Yka3aHHOe 3 (eKTHBHOE
KOJINYeCTBO HHpamapuda cocraBisier npumepHo 300 mMr B pacuere Ha CBOOOAHOE

OCHOBaHUe HHUpamnapuoa.

Kommnosunus mo mrobomy u3 mm. 1-5 u 20-22, oTnudaromascs TeM, 4TO Macca HETTO

yKa3aHHOW TaOJIETKH COCTABIISIET MO MeHbInel Mepe npuMepHO 800 Mr, Mo MeHbIIeH
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mepe npumepHo 810 mr, mo menblieln Mepe npumMepHo 820 Mr, mo MeHbLIEH Mepe
npuMepHo 830 mr, no Menbuiel Mepe npumepHo 840 mr, MO MeHbIIEH MEpe NPUMEPHO
850 mr, no MeHblIel Mepe npuMepHO 860 Mr, Mo MeHblen Mepe npumepHo 870 mr, o
MeHbLIEeH Mepe npuMepHo 880 mr, mo MeHbLIelH Mepe npuMepHO 890 Mr, o MeHbLIEH
Mepe npumepHo 900 mr, mo meHbuienn Mepe npumMepHo 910 Mmr, mo meHblIed Mepe
npuMepHO 920 mr, no MeHblIe Mepe npumepHo 930 Mr, O MEHbIIEH Mepe MPUMEPHO
940 mr, no mMensblIel Mepe npuMepHO 950 Mr, Mo MeHblIel Mepe npuMepHo 960 mr, o
MeHbLIEH Mepe nmpuMepHo 970 mr, mo MeHbLIeld Mepe nmpuMepHo 980 mr, o MeHbIIEH
Mepe npumepHo 990 mr, no MeHselield Mepe npumepHo 1000 mr, mo MeHbIIel mepe
npuMepHO 1010 mr, no menbiueit mepe npumepHo 1020 Mr, 1o MEeHbIIEH Mepe IPUMEPHO
1030 mr, no menblueit mepe npuMmepHo 1040 mr, no mensiueli Mmepe npumepHo 1050 mr,
no MmeHsliell Mepe npumepHo 1060 mr, mo mensiiel Mmepe npumepHo 1070 mr, nmo
MeHbuIel Mepe npuMmepHO 1080 mr, no mensiuel mepe npuMepHo 1090 mr, no MeHbLIen
Mmepe npumepHo 1100 mr, no Meneieit mepe npumepno 1110 mr, mo meneluel mMepe
npuMepHo 1120 mr, no Menbiuei Mmepe npuMepHo 1130 mr, o MeHbLIeH Mepe IPUMEPHO
1140 mr, no mensbiueit mepe npumepHo 1150 mr, no menbiuel Mepe npumepHo 1160 wr,
no MeHblied Mmepe npumepHo 1170 mr, mo menbuein mepe npumepHo 1180 mr, mo

MeHblIel Mepe npumepHO 1190 mr nnu no Messiuel Mepe npumepHo 1200 mr.

Komnosumus no modomy u3 mm. 1-5 u 20-23, oriuuaromascst TeM, 4TO Macca HETTO

yKa3aHHOMW TaOJIETKU COCTABJISET IO MEHbLIeH Mepe mpumMepHO 1000 mr.

Kommnosunus mo n. 24, OTIMYArOMIasicsi TeéM, YTO Macca HETTO YKa3aHHOW TabJieTKu

cocrasJsieT oT npuMepHo 1000 mr no npumepro 1150 mr.

Komnosnmust mo m. 25, oTiMYaromasicss TeM, 4YTO Macca HETTO YKa3aHHOW TalJeTKH
cocrasisieT oT npumepHo 1000 mr no mpumepno 1050 mr, ot mpumepno 1050 mr no

npumepHO 1100 mr unu ot npumepHo 1100 mr no npumepro 1150 mr.

Komnosumus mo mobomy u3 mm. 1-26, OTIMYaImascss TeM, YTO TONIIMHA YKa3aHHOU
Ta0JIeTKH COCTABJISIET MO MEHbIIeH Mepe 4,0 MM, IO MeHbIIel Mepe 4,1 MM, IO MeHbIIeH
Mepe 4,2 MM, O MeHbLIel Mepe 4,3 MM, IO MeHbLIel Mepe 4,4, MM, IO MEHBLIEH Mepe
4,5 MM, 110 MeHbIIeH Mepe 4,6 MM, IO MeHbLIEN Mepe 4,7 MM, IO MEHbLIEH Mepe 4,8 MM,
no MeHbuierd Mepe 4,9 MM, no meHblue mepe 5,0 MM, Mo MeHblIed mMepe 5,1 MM, no

MEHbIIEH Mepe 5,2 MM, O MeHbLIeH mepe 5,3 MM, MO MeHbLIel Mmepe 5,4 MM, MmO
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MEHBIIIEN
MEHBIIIEN
MEHBIIEN
MEHBIIIeH
MEHBIIIeH
MEHBIIIeH
MEHBIIIeH
MEHBIIIEN

MEHbIIEH

Mmepe 5,6
mepe 5,9
mepe 6,2
mepe 6,5
Mmepe 6,8
mepe 7,1
mepe 7,4
mepe 7,7
mepe 8,0
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2
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2
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2
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2
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2
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2
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2
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2
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2
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1o

o

no

MEHBIIEHN
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MEHBIIIEHN

MEHBIIEN

mepe
mepe
mepe
mepe
mepe
mepe
mepe
mepe

mepe

5,7
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6,9
7.2
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7.8
8,5

MM

2
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2
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2
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2
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2
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MeHbLIen Mepe 9,0 MM, IO MeHbIIeH Mepe 9,5 MM UK o MeHbluel Mepe 10 mMm.

1o

1o

1o

1o

1o

1o

1o

1o

1o

Komnozumws no mobomy u3 mm. 1-27, OTIMYAKOLIAsACS TE€M, YTO JJOMKOCTh YKa3aHHOH

TabneTku cocrasisieT MmeHee 2%, menee 1,9%, menee 1,8%, menee 1,7%, menee 1,6%,

MeHee 1,5%, menee 1,4%, menee 1,3%, menee 1,2%, menee 1,1%, menee 1,0%, meHee

0,9%, menee 0,8%, menee 0,7%, menee 0,6%, menee 0,5%, menee 0,4%, menee 0,3%,

MeHee 0,2% wunn menee 0,1%.

Kommnosunus no modomy u3 mm. 1-28, oTiuyaromasicst TeM, 9YTO yKa3aHHbIH HUupanapuod

COep KUT CBOOOIHOE OCHOBaHUE HUpanapuda uim ero (papMareBTHIeCKH IPUEMIIEMYIO

COJIb.

Komnosumuss mo m. 29, omiMyaromasicss Te€M, YTO YKa3aHHas (apMaLeBTHUECKU

npuemMiIeMasi CoJib Hupanapubda mpeacTasisier co0oi Hupanapuda TO3MIAT.

Komnosnnusi, coneprkaras TabiaeTky, ConepsKaryro

(a) sddexTuBHOE KONMMYeCTBO HHUpamapuda misi uHruOmposanus monau(A1P-pudosa)-

noiumepassl (PARP) npu BBeneHnn cyObeKTy, HYKIAIOMEMYCs B 3TOM; H

(b) nmMOKCHI KpeMHUSI,

rae ykasanHoe 3 ¢EeKTHBHOE KOJMYECTBO HUpamapuda COCTABISIET OT mpuMepHO S50 Mmr mo

npumMepHo 350 Mr B pacueTe Ha CBOOOITHOE OCHOBAHHE HUpanapuoa.

32.

Kommosunus mo m. 31, oTIu4armascs TeM, 9To ykasaHHOe 3((HEeKTHBHOE KOJUYECTBO

HUpanapuda COCTAaBJISET OT MPHMEPHO 75 Mr a0 mpuMmepHo 125 Mr B pacyere Ha

cBOOOIHOE OCHOBaHUE HUpanapuoa.
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Kommosunus no m. 31, oTIu4aromascs TeM, 9To yKa3aHHOe 3(P(HEeKTHBHOE KOJUYECTBO
HUpanapubda cocrasyser npuMepHo S0 mr, npumepno 100 mr uimu npumepro 150 mr B

pacuere Ha cBOOOAHOE OCHOBAaHUE HUparapuoa.

Kommosunus no m. 31, oTnu4aromascs TeM, 9To yKkasaHHoe 3((HEeKTHBHOE KOJUYECTBO
HUpanapuba cocrtasisger npumepHo 100 mMr B pacuere Ha CBOOOZHOE OCHOBaHUE

HUpanapuoa.

Kommnosunus no m. 31, oTnuyaromascs Tem, 9To ykasaHHoe 3(P(HEeKTHBHOE KOJNYECTBO
Hupanapuba cocTaBisieT OT nmpumepHo 175 Mr no mpumepHo 225 Mr B pacuere Ha

CBO6OHHO€OCHOB&HHBHHpaHapH6&

Komnosumus mo . 31, OTIHYarmascs TeM, 9YTo yKazaHHOEe 3P (EKTUBHOE KOJHYECTBO
Hupanapuba coctasisier mpumepHo 150 mr, npumepro 200 Mr wim npumepHo 250 Mr B

pacdere Ha cBOOOIHOE OCHOBaHKE HUpanapuoa.

Komnosumus no . 31, OTIHyaromascs TeM, 9YTo yKazaHHOe 3P (EKTUBHOE KOJHYECTBO
Hupanapuba cocrtaBisger npumepHo 200 Mr B pacuere Ha CBOOOZHOE OCHOBaHUE

HUpamnapuoa.

Kommnosunus no m. 31, OTIUYarmascs TeM, 4To yka3aHHOe 3((HEeKTHBHOE KOJUYECTBO
HUpanapuda COCTaBJsieT OT MpUMepHO 275 Mr no mpumepHO 325 Mr B pacuere Ha

cBOOOIHOE OCHOBaHUE HUpanapuoa.

Kommnosunus no m. 31, oTIu4armascs TeM, 4To yKa3aHHOe 3P (HEeKTHBHOE KOJUYECTBO
HUpanapubda cocrasisier mpuMepHo 250 mr, npumepro 300 Mr uian npuMepHo 350 Mr B

pacuere Ha cBOOOJHOE OCHOBaHME HUpanapuoa.

Kommnosunus no m. 31, oTIu4armascs TeM, 9T0 yKa3aHHOe 3P(HEeKTHBHOE KOJUYECTBO
HUpanapuba cocrtaBisier npumepHo 300 Mr B pacuere Ha CBOOOZHOE OCHOBaHUE

HUpanapuoa.

Komnosnnus no mobomy u3 nm. 31-40, oTimgaromasicst TeM, 4TO YKa3aHHbIA HUparnapuo
COEP>KUT CBOOOIHOE OCHOBAaHUE HUpanapubda uim ero (papMaleBTHIeCKy IPUEMIIEMYIO

COJIb.



42.

43.

44,

215

Komnosnmuss mo m. 41, omimyaromasicss Te€M, YTO YyKa3aHHas (apMaLeBTHUECKU

npuemMiIeMasi CoJlb Hupanapubda rmpeacTasisier co0oi Hupanapuda TO3HIAT.

Kommosunusi, conepkariast Hupanapud B KOJMYECTBE OT IpUuMepHO SO Mr A0 IpUMEpHO
350 mr B pacuere Ha CBOOOIHOE OCHOBaHUE HUpanapuoa,

rIe YyKa3aHHAas KOMITO3HMLHUS TPEACTaBIsieT Cco0oi  (hapMareBTHUECKYIO
KOMITO3ULIMIO, IPUTOTOBJIEHHYIO B BUZE TaOJETKH, CONIEpIKaIleil BHYTPUTPAHYISIPHYIO
¢a3y u BHerpaHyJIspHYIO a3y, u rae:

(a) mo MeHbluel Mepe OJUH KOMIIOHEHT YKa3aHHOW BHYTPHUIPaHYJSPHOH (asel
npeAcTaBisieT coOOH paszdaBHUTENb, CBA3YIOIIEE, PA3PBIXJIIONIEE BEIIECTBO,
CKOJIb31IIe€ BEIIECTBO MUJIM CMa3bIBAIOLIEE BEILIECTBO;, U/ UIH

(b) mo MeHblIeli Mepe OOMH KOMIIOHEHT YKa3aHHOH BHErpaHyJsIpHOH (hasbl
IpenCTaBisieT cOOOH Pa3phIXJLIIONIEe BELIECTBO, CKOJIB3SAIIEE BELIECTBO HIIH

CMAa3bIBAKOIICE BEIICCTBO.

Komnosuuusi, copepkatasi:
3¢ pexkTUBHOE KONMMYeCTBO HHUpamapuba mnsi uHruOuposanus nonau(AdP-pudosa)-
nosumepassl (PARP) npu BBeneHnu cyObeKTy, HY KIAIOMIEMYCsI B 3TOM,

r7e yKa3aHHas KOMIIO3UIMS TPEICTABIsIeT co00H (papMaleBTUYECKYI0 KOMITO3HUIIHIO,

MPUTOTOBJIEHHYIO B BHJIE Ta0JIETKHY,

rIe yKasaHHas TaOJieTKa OTOJIHUTENIbHO COIEPIKHT BHYTPUTPAHYJSIPHYIO (azy u

BHETPaHYJISIpHYIO a3y, u

yKa3aHHas TabJieTKa XapaKTepU3yeTCsl IO MEHbIIEH Mepe OHUM U3 CIIEAYIOIIETO:

45.

(a) KOJIMYECTBO  KOMIIOHEHTOB, MNPUMEHSEMbIX JUII  TOJYYEeHUS  YKa3aHHOM

BHYTPUTPAHYJSIPHOH (hasbl, cocTamisieT oT npuMmepHo 50% no mpumepro 98% ot

MacChl YKa3aHHOW TaOJIeTHPOBAHHON KOMIIO3ULINUM, U

(b) kKomMuecTBO  KOMITOHEHTOB, NPUMEHSEMbIX JUII  TOJYYEHHUS  YKa3aHHOM

BHETPaHYJISIPHOH (ha3bl, cocTaBisieT OT npuMepHo 2% 1o npumepHo 50% OT Maccel

yKa3aHHOW TaOJIeTHPOBAHHON KOMITO3ULIHH.

Komnosuuusa nmo n. 43 win 44, oTauyaromascs TeM, YTO YKAa3aHHOE KOJIUYECTBO
KOMITOHEHTOB, TIPUMEHSIEMbIX UI TIOJYYEHHUs] YKa3aHHOW BHYTPHUIPAHYJSPHOH (hasbl,
cocraBiaser or npumepHo 50% no mnpumepHo 98% oOT Maccel yKa3aHHOH

Ta0JIeTUPOBAHHON KOMIIO3HIIHH.
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Komnosunusa no n. 43 win 44, oTauMyaromascs TEM, YTO YKA3aHHOE KOJIUYECTBO
KOMIIOHEHTOB, MPUMEHSIEMbIX Uil TOJNYYeHUs] YKA3aHHONW BHYTPHUTPAHYJSIPHOU (ha3bl,
cocraBisier or npumepHo 85% nmo mnpumepHo 98% OT Maccel yKa3aHHOMU

Ta0JIeTUPOBAHHON KOMIIO3HIIHH.

Komnosuuusa no n. 43 win 44, oTauyaromascs TEM, YTO YKA3aHHOE KOJIUYECTBO
KOMIIOHEHTOB, MPUMEHSIEMbIX Il TOJNyYeHUs] YKA3aHHONW BHYTPUTPAHYJSIPHOU (hasbl,
cocraBisier oT npumepHo 90% no mnpumepHo 98% OT Maccel yKa3aHHOMU

Ta0JIeTUPOBAHHON KOMIIO3HIIHH.

Komnosunus no n. 47, oTuyaroIascs TeM, 4YTO YKa3aHHOE KOJIMYECTBO KOMITIOHEHTOB,
NPUMEHSIEMbIX ISl TIOJYyYeHHs] YKa3aHHOW BHYTPUTPAHYJSIPHOH (as3bl, COCTABIAET IO
MeHblIell Mepe npumepHo 90%, mpumepHo 91%, mpumepno 92%, mpumepHo 93%,

npumMepHo 94%, npumepHo 95%, npumepHO 96% unu npumepHo 97%.

Komnosuuusa nmo n. 47 unu 48, OTIMYAOIIAsCS TEM, YTO YKa3aHHOE KOJUYECTBO
KOMITOHEHTOB, TPUMEHSIEMbIX UIs TIOJYYeHHUs] YKa3aHHOW BHYTPHUTPAHYJSPHON (hasbl,
cocraBisier npumepHo 90%, mpumepHo 91%, mnpumepno 92%, npumepHo 93%,

npuMepHO 94%, npumepHo 95%, npumepHo 96% unu npumepHo 97%.

Komnozuuusa no n. 43 wiu 44, OTAUYaOLIasCs TEM, YTO YKA3aHHOE KOJIUYECTBO
KOMITOHEHTOB, TPUMEHSIEMbIX JUIs TOJYYEHHUs] YKa3aHHOW BHYTPUTPAHYJSPHON (hasbl,
coctaBisieT oT mnpumepHo 92,5% no mnpumepHo 97,5% oT Maccel yKa3aHHOH

Ta0JIeTUPOBAHHON KOMIIO3HIIHH.

Komnosuuusa nmo n. 43 win 44, oTauyaromascs TeM, YTO YKA3aHHOE KOJIUYECTBO
KOMIIOHEHTOB, MPUMEHSIEMbIX IS TOJNyYeHUs] YKAa3aHHOW BHYTPUTPAHYJISIPHOU (Ha3bl,

COCTaBJISIET MPUMEPHO 95% OT MACChI YKa3aHHOH Ta0JIeTHPOBAHHON KOMITO3HIIHH.

Komnosnnus no mobomy u3 nm. 43-51, oTiindaromasicst TeM, 4TO YKa3aHHOE KOJIMUECTBO
KOMITOHEHTOB, TNPUMEHSEMBbIX JJIsi TMOJYYeHMS YKA3aHHOW BHETrpaHyJIpHOU (asbl,
cocTaBiisieT oT mpuMepHo 2% a0 npumepHo S0% OT Macchl yka3aHHOM Ta0IeTUPOBAHHOMN

KOMITIO3UITHH.

Komnosnmus no mobomy u3 mm. 43-51, oTimgaromasicst TeM, 4TO YKa3aHHOE KOJIMUECTBO

KOMITOHEHTOB, TNPUMEHSEMBIX JJIsl TMOJYYEHHS YKA3aHHOW BHErpaHyJsIpHOU (asbl,



54.

55.

56.

57.

58.

59.

60.

61.

62.

63.

217

COCTABJISIET OT MPUMEPHO 2% 110 mpuMepHO 15% OT Macchl yka3aHHOH TaOneTHPOBAHHOM

KOMITO3UIIMH.

Komnosnnus no mobomy u3 nm. 43-51, oTnuyaromasicst TeM, 4TO YKa3aHHOE KOJIMUECTBO
KOMITOHEHTOB, TNPUMEHSEMBIX MJsi TMOJY4YeHMS YKa3aHHOW BHETrpaHyJsIipHOW (asbl,
cocrasJisieT ot mpuMepHo 2% a0 npumepHo 10% oT Macchl ykazaHHOM Ta0IeTUPOBAHHOMN

KOMITIO3UIIMH.

Komnosuuus no . 54, oTnnyarascs TeM, 4TO YKa3aHHOE KOJMYECTBO KOMIIOHEHTOB,
MIPUMEHSeMBbIX ISl IOJYyYeHHs YKa3aHHOH BHETPaHYJIIPHOM (ha3bl, COCTABIISAET He Oosee
npumMepHo 9%, npumepHo 8%, mpumepHO 7%, npuMepHO 6%, MpUMepHO 5%, IPUMEPHO

4% wnu npumepHo 3%.

Komnosuuusa nmo m. 54 unu 55, oTinMuaromasicss TeM, 4TO YKa3aHHOE KOJUYECTBO
KOMIIOHEHTOB, TMPUMEHSEMbIX JJisi TMOJYYeHUS YKA3aHHOW BHErpaHyJsipHOU (asbl,

cocTaJseT npuMepHo 2%, npumMepHO 3%, npuMepHo 4% unu npumepHo 5%.

Kommnosunus no modomy u3 . 43-51, OTIMYaroasics: TeM, 4TO YKa3aHHOE KOJIMYECTBO
KOMIIOHEHTOB, TMPUMEHSEMbIX JJIsi TOJYYeHHs YKA3aHHOW BHErpaHyJsIpHOU (asbl,
coctaBisieT oOT mnpumepHo 2,5% npo mnpumepHo 7,5% OT Macchl yKa3aHHOUN

Ta0JIeTUPOBAHHON KOMIIO3HIIHH.

Komnosunus no mobomy u3 mm. 43-51, oTiiM4garomasicst TeM, 4TO YKa3aHHOE KOJTMYECTBO
KOMITOHEHTOB, TNPUMEHSEMBIX JJIsi TMOJYYeHHS YKA3aHHOW BHErpaHyJIpHOU (asbl,

COCTaBJISIET MPUMEPHO 5% OT MacChl yKa3aHHOU TabJIETHPOBAHHOW KOMITO3ULIUH.
Kommnosunus o mobomy u3 nin. 1-58, coneprkaiasi mepBbiii pa30aBUTENb.
Kommnosunus o modomy u3 mim. 1-59, conepaxainasi BTopoit pa3daBUTENb.
Komnosnnust no modomy u3 mm. 1-60, comeprkamasi CMa3bIBarOIIee BEIECTBO.
Kommnosunus no mrobomy u3 mim. 1-61, coneprkainas CBs3yromiee.

KOMHOSI/ILII/UI, coacprralas HI/IpaHapI/I6a TO3UJIaTa MOHOruApaTr B KOJUYCCTBE OT

npumepHo 100 mr 1o npumepro 550 mr,
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IIe yKa3aHHAas KOMITO3HMIHUS TPEACTaBIsieT Co0oi  (hapMareBTHUECKYIO
KOMTIO3UIMIO, TIPUTOTOBJICHHYIO B BHIE TAOJETKH, COAep KaIlell BHYTPUTPAHYISIPHYIO
¢a3y u BHeTpaHyJISApHYIO a3y, u

A€ yKasaHHasA KOMIIO3ULUA COHOCPIKUT HI/Ipal'IapI/I6a TO3UWJIaTa MOHOruAapar B

konudectse npumepHo 40-50 % oT Macchl yka3aHHON TaOJIeTHPOBAHHON KOMIIO3HIIUH.

Kommosunus mo 1. 63, oTin4armasicsi TeM, 4TO YKa3aHHAsi BHYTPUTPaHyJsipHas ¢asza
COIEPKUT pa30aBUTENb B KOJIMYECTBE, COCTABIIAIONEM MTpUMEpHO 7,5-15%, npumepHo

8-14% wnu npumepHO 9-11% OT Macchl yka3aHHOH TaONETHPOBAHHON KOMITO3ULIUHL.

Komnosunus no n. 64, ornuyaroniasicst TeM, 4TO yKa3aHHasi BHYTPUIpaHyJsipHas daza
COIEP>KUT BTOPOH pa3baBUTENb B KOJNMYECTBE, COCTABIISAIOINEM NpUMEpHO 25-40%,
npumepHo 30-40% wumu npumepHo 30-35% 0T Macchl yka3aHHOW TabIeTHPOBAHHON

KOMITO3HLIUH.

Komnosuuusa no n. 63-65, oTauyaromascs TeM, YTO YKa3aHHAsh BHYTPUIPAHYJsIPHAs
(aza comep>KUT CBA3YIOLIEE B KOJIMYECTBE, COCTABIISIFOIIEM MpUMepHO 1-3% OT macchl

yKa3aHHOU TaOJIeTHPOBAHHON KOMITO3ULIHH.

Komnosuuusa no n. 63-66, orauyaromascs T€M, YTO YKa3aHHAs BHYTPUIPAHYJsIPHAs
dasza comepKuUT paspBIXJIAIONIEE BEIIECTBO B KOJHYECTBE, COCTABILSIIOLIEM INPUMEPHO

0,1-2% unu npumepHo 0,5-1,5% OT Macchl yka3aHHOH TabJIeTHPOBAHHOW KOMITO3ULIHH.

Komnosunusa no n. 63-67, orau4aromascs T€M, YTO YKa3aHHAsh BHYTPUIPAHYJsIPHAs
daza COmEepKUT CKOJB3sIIIee BEIeCTBO, a0COPOEHT WM ancopOeHT B KOJHYECTBE,
cocraBistouieM mnpumepHo 1-5% wnmu npumepHo 2-4% OT Macchl yKa3aHHOHN

Ta0JIeTUPOBAHHON KOMIIO3HIIHH.

Komnosunusa no n. 63-68, ornuyaromascs T€M, YTO YKa3aHHAs BHYTPUIPAHYJsIpHAs
(asza comep:kuUT CMa3bIBAOLIEE BELIECTBO B KOJINYECTBE, COCTABIISAIOIIEM rTpuMepHo 0,1-

2% OT Macchl YKa3aHHOH TabIeTHPOBAHHOW KOMITO3ULIUH.

Kommosunus mo m. 63-69, oTnudaroimascst TeM, 4TO YKa3aHHas BHErpaHyJisipHas ¢asza
CONIEPIKUT Pa3PBIXJISIONIEE BEIIECTBO B KOJUYECTBE, COCTaBsitomeM nmpumepHo 0,1-2%

OT MacChl yKa3aHHOW Ta0JIeTHPOBAHHON KOMITO3ULIUH.
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Kommosunus mo n. 63-70, oTnudarommasicst TeM, 4TO YKa3aHHas BHErpaHyJsipHas ¢asza
COIEP’KUT CKOJB3SIIIee BEINEeCTBO WM ancopObeHT wmiu abCcOpOeHT B KOJIHYECTBE,

cocrasJsiroem npumepHo 0,1-2% OT Macchl yka3aHHOU Ta0JIeTHPOBAHHON KOMITO3ULINH.

Kommosunus mo m. 63-71, oTnudarommascst TeM, 4TO YKa3aHHas BHErpaHyJsipHas ¢asza
COZIEPKUT CMa3bIBAIOIIIEE BEIIECTBO B KOJMYECTBE, COCTaBisAomeM npumepHo 0,1-2%

OT MacChl yKa3aHHON Ta0JIeTHPOBAHHON KOMITO3ULIUH.

Komnosunus, mnpeacraBmsromas  cobolt  papManeBTUYECKYIH0  KOMITO3HLHUIO,
NPUTOTOBJIEHHYIO B BHJIE TaOJIETKH, COEpIKallel CIeayIOLIe KOMIIOHEHThI B MACCOBOM
IPOLIEHTHOM COOTHOILIEHHH:
(a) BO BHYTPHUIpaHYJISIPHOH YacTH:
(1) npumepno 40-50% Hupanapuba TO3MUNIATA MOHOTHIPATA;
(i) npumepno 8-14% nepsoro pa3daBuTes;
(ii1)) mpumepno 30-40% BTOpOrO pasdaBUTES,
(iv) mpumepHo 1-3% cBszyrOIIETO;
(v) mpumepno 0,1-2% pa3phIXIISIOIIETO BEIIECTBa;
(vi) npumepHo 2-4% CKOJB3SINEro BEIIeCTBA WJIM aAcOpOeHTa WU
abcopOeHTa; 1
(vii) mpumepHo 0,1-2% cMa3bIBaIOLIETO BELIECTBA,;
(b) BO BHErpaHyJSIpHOH YacTH:
(1) npumepHo 0,1-2% pa3phIXJSIOIEro BEIECTBA;
(1) mpumepHo 0,1-2% CKONB3AIEr0 BELIECTBA WM aACOPOEHTa WM
abcopOenTa; u

(ii1) mpumepno 0,1-2% CMa3BIBAIOLIETO BELIECTBA.

Komnosnmusi, copepxkamiast TaONeTKy, COAEPXKAIMYI CIEIYIOIIHEe KOMIIOHEHTBHI B
MacCOBOM IMPOLIEHTHOM COOTHOLICHUH:
(a) BO BHYTPHUTpaHYJISIPHOH YaCTH:

(1) 40-50% mupamapuda TO3UIATa MOHOTHIPATA,

(i) 9-11% mepsoro pa3dasures;

(1i1) 30-40% BTOpOTO pasdaBUTEIS;

(iv) 1-3% ces3yromiero;

(v) 0,1-2% pa3pbIXJISIOLIETO BEIIeCTBRA,

(vi) 2-4% ckonb3sIIero BelecTBa Wik ancopoeHTa uimm adcopbenra; u
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(vil) 0,1-2% cma3bIBarOIIEro BEIIECTBA,
(b) BO BHETpaHyJSIPHON YacTH:
(1)  0,1-2% pa3peIXJISAOLIETO BELIECTBA,
(11) 0,1-2% cxonp3silIero BemecTsa win aacopoenTa wim abcopOeHTa; u

(111) 0,1-2% cMa3bIBArOINErO BEINECTBA.

Komnosuuusa no n. 74, otnnyaromascs TeM, YTO YKa3aHHOE CMa3bIBAIOLIEE BELIECTBO

NpeACTaBysieT COOOH cTeapaT MarHusl.

Komnosuuusa no n. 74 wim 75, OTIMYAOIIAACS TEM, YTO YKA3aHHOE Pa3phIXJIAIOLIEe

BCILIECTBO MPCACTABJISICT coboii KPOCIIOBHUAOH.

Komnozurws o srobomy u3 nm. 74-76, OTIINYAIOINASCS TEM, YTO YKa3aHHOE CKOJIb3sILIee
BELIECTBO MPEACTABIAET COOOH IUOKCHA KPEeMHHUs, HeOOs3aTeNbHO YKa3aHHOE
CKOJIb3AIlee BEIIECTBO IPEACTABIAET COOOH ME3OMOPUCTBIM AUOKCHI KPEMHUS C
IIOpaMHU CPEAHEro pa3Mepa, JOMOIHUTENBHO He0O0s3aTeNbHO YKa3aHHbIH MEe30TIOPHUCTbIH

AMOKCHJ] KPEMHHS C IOpaMu cpenaHero pasmepa conep:xut Syloid FP-244.

Komnosunusi, conepskaras TabiaeTky, ConepsKaryro

(a) sddexTuBHOE KONMMYECTBO HHMpamapuda misi uHruOuposanus monau(AdP-pudosa)-
nosmmepassl (PARP) mpu BBeneHnu cyObeKTy, HY KIAIOMIEMYCsI B 3TOM,

(b) mepsbIii pa3dbaBuTeNb, BEIOPAHHBIA U3 MOHOTHAPATA JIAKTO3bI, OE3BOTHON JIAKTO3BI,
MaHHHUTA U JBYXOCHOBHOTO (pocdara KajabLus;

(c) creapar mMaruus;

(d) BTOpoOil paszbaBuTEN b, BBHIOPAHHBIH W3 MHKPOKPUCTAIMYECKOH LEJUTIOJIO3BI,
Kpaxmaja, MOJMITUICHOKCUIA U THAPOKCUNpormmiMeTineuirosio3sl (I TIMLI); u

(e) ces3yromiee, BeiOpanHoe u3 nosunoHa (PVP), runpokcunponumeutonossl (ITIL) u

TUAPOKCUIPOTHIMETHIIE U0 10361 (I'TIMLI).

Komnosumus mo mobomy u3 nm. 59-78, oTimdgaromasicst TeM, U4TO YKa3aHHBIA MEepBbIA

pa3baBUTENb MPENCTaBIsieT COOOH MOHOTHIPAT JTAKTO3BL.

Komnosuuusa no m. 79, oTiavyaromascs TEM, YTO YKa3aHHbI MOHOTHUAPAT JIAKTO3BI

BBICYHICH PaCHbJICHUEM HUJIN ABJIACTCA KPUCTAJTUICCKUM.
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Komnosunusa no n. 79, oTiM4YarOmascs TEM, YTO YKa3aHHbIM MOHOTHAPAT JIAKTO3BI

SABJIACTCH CIICHHUAJIM3UPOBAHHBIM WM HE CIICHHUAJIU3UPOBAHHDBIM.

Komnosunusa no n. 81, ornuyaromascs TeM, 4TO CHELHUAJIU3UPOBAHHBIN MOHOTUIPAT
JIAKTO3bI MPEACTABIISIET COOOW BBICYLIEHHBINA PACIBbUIEHHEM MOHOTHIPAT JIAKTO3bI HITU
HE CHeIHAJIM3UPOBAHHBII MOHOTHIPAT JIAKTO3bI MPEACTABIISIET COOOM MOPOIIOK

MOHOruapaTa JakKTO3bl.

Komnosunus no mobomy u3 nm. 59-78, oTnndyaromasicst TeM, 4TO yKa3aHHBIA MepBbIH

pa3baBUTENDb MPEACTABISIET COOON MAHHUT.

KOMHOSI/II_II/IH no II 83, oTiiM4yaromasacsa TEM, YTO YKaSaHHbIﬁ MAaHHHUT BbICYLICH

pacblJICHUEM HUJIN ABJIACTCA KPUCTAJIINICCKUM.

Komnozumwms no mobomy u3 mm. 59-78, oTnugaromascss TeM, 4TO YKa3aHHbBIN MepBbIid

pasz0aBuTenb npeAcTaBisieT OO0 ABYXOCHOBHBIN (GochaT KaibLusl.

Komnosunus no mobomy u3 . 60-85, oTiauyaromascss TeM, 4To yKa3aHHbIH BTOPOH

pa3baBUTENb MPEACTABISIET COOOH MUKPOKPHCTAITHUECKYIO LIEJUTFOJIO3Y.

Komnosunus no mobomy u3 . 60-85, oTiauyaromascss TeM, 4To yKa3aHHBIA BTOPOH
pa3baBuTENb NIPEICTABJISIET coboii Kpaxmail, MOJIUATUIIEHOKCHU WJIH

ruapoKcUnponuIMeTInesuoo3y (I'TIMLI).

Kommnosunus no mrodomMy u3 . 62-87, OTIIMYAr0IIasiCsl TEM, YTO YKa3aHHOE CBS3YIOIIEE

npencrasisier codoit nosunox (PVP).

Kommnosunus no mrodomy u3 nm. 62-87, OTIIMYAr0MIasiCsl TEM, YTO YKa3aHHOE CBS3YIOIIEE

npencrasisier codoit ruapokcurnponmuienronosy (I'TIL).

Kommnozunus no mrodomy u3 nm. 62-87, OTIIMYAr0MIAasiCsl TEM, YTO YKa3aHHOE CBS3YIOIIEe

npencTaBisier codolt ruapokcunpomumMeTnesuioiosy (I'TIMLI).
Kommnosunus no mrobomy u3 mim. 1-90, coneprkainasi pa3pbIXJISIOIIee BEIECTBO.

Komnozunus no n. 91, ornuyaromascs TeM, 4TO YKa3aHHOE Pa3phIXJISAIOIIEe BELIECTBO

NpEeACTaBIsieT COOOH KPOCTIOBHAOH MIIH KPOCKAPMEILIIO3Y.
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Komnosuuusa no n. 92, omiMyarOmascs TeM, 4YTO YKa3aHHas KpOCKapMesuio3a

npencTaBisieT co00i KPOCKapMeIio3y HaTpHsl.

Komnosunus no n. 92, oTauyaroimascs TeM, 4TO YKa3aHHOE Pa3phIXJISAIOIIEE BELIECTBO

HpencTaBisieT COOOH KPOCTIOBHIOH.

Kommnozunus o mrodomy u3 min. 1-94, oTiryaromasicsi TeM, 4To YKa3aHHasi KOMITO3HULIUS
COAEPKUT BCIIOMOTaTeIbHOE BELIECTBO HA OCHOBE ME30MOPUCTOrO TUOKCHUIA KPEMHHUS C

nopamu OOJIBIIOTO pasMepa B KauecTse afacopOenTa win adbcopOeHTa.

Komnosunus no m.95, otnuyaroimasics TeM, 4TO YKa3aHHOE BCIIOMOTaTe/IbHOE BEIECTBO
Ha OCHOBE ME30IOPUCTOr0 AHMOKCHIA KPEMHHUS C MopamMu OOJIBIIOTO pa3Mepa MOrIomaeT

BOZY.

Komnozumws no modomy u3 nm. 1-94, ornuyaromasicss TeM, 4T0O yKa3aHHas KOMITO3ULHS
JIONIOJIHUTEIBbHO COAEPKUT BCIIOMOIaTEIbHOE BELIECTBO HA OCHOBE ME30MOPUCTOrO

AUOKCHAA KPEMHUS C TOpaMU CPEAHETO pasMepa B KAUECCTBE CKOJIb3AIIETO BEIIECCTBA.

Komnozuuusa no n. 97, ornuyaromascs TeM, YTO yKa3aHHbIM ME30TOPUCTBIM THOKCUTT

KPEMHHUSI C OpaMu cpeaHero pasmepa comaepskut Syloid FP-244.
Komnosunus no modomy u3 mm. 1-98, coneprkammasi TMOKCHT KPEMHHUSI.

Komnosunusa mo n. 99, omimuaromascsi Te€M, 4YTO YKa3aHHBIM AMOKCUJA KPEMHUs

OPUCYTCTBYET B KoudecTse oT nnpuMepHo 0,1 mac. % no npumepuo 10 mac. %.
y y s

Komnosunusa no n. 99, omnmmuaromascsi Te€M, 4YTO YKa3aHHBIM IHOKCUJA KPEMHUs

OPUCYTCTBYET B KouuecTse OT nmpuMepHo 0.1 mac. % no npumepHo 5 mac. %.
y y s

Komnosunusa mo n. 99, omimuaromascsi Te€M, 4YTO YKAa3aHHBIM IHOKCUJA KPEMHHUs
IpUCYTCTBYET B konudectse npumepHo 0,1 mac. %, npumepHo 0,2 mac. %, npumepHO
0,3 mac. %, npumepno 0,4 mac. %, mpumepno 0,5 mac. %, mpumepro 0,6 mac. %,
npumepHo 0,7 mac. %, npumepso 0,8 mac. %, npumepHo 0,9 mac. %, npumepHo 1 mac.
%, npumepHo 1,5 mac. %, npumepHo 2 mMac. %, npumepHo 2,5 mac. %, npuMepHo 3 Mac.
%, npumepHo 3,5 mac. %, npumepHo 4 mac. %, npumepHo 4,5 mac. % UM IpUMepHO 5

mac. %.
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Kommnosunus o mobomy u3 mim. 1-102, comepskariasi BHyTPUTPAHYISIPHYIO (Ba3y.

Kommosunus mo n. 103, oTin4aromasicst TeM, 4TO YKa3aHHasi BHyTpUTpaHyJisipHast ¢asza

COAEPKUT AUOKCHUJT KPEMHHUSL.

Komnosunusa no n. 104, ornuuaromasicss TeMm, 4YTO YKA3aHHBIM JUOKCHI KPEMHHUS
NPUCYTCTBYET B YKAa3aHHOH BHYTPHUIPAHYJIPHOH (ase B konudecTse oT npumepHo 0,1

Mmac. % no npumepHo 10 mac. %o.

Komnosunusa no n. 104, ornuyaromasics TeM, YTO YKa3aHHBIM AUOKCUJ KPEMHHUs B
yKa3aHHOW BHYTPHUIPAHYJIAPHOH (a3e MPUCYTCTBYET B KOJIMUYECTBE OT mpumepHo 0,1 mac.

% no npumepHo 5 mac. %.

Komnosunusa no n. 104, ornuyaromascs TeMm, 4TO YKa3aHHBIA TUOKCUA KpPEMHUs
NPUCYTCTBYET B YKa3aHHOW BHYTPUIPAHYJIIPHOI (a3e B konnuecTse nmpumepHo 0,1 mac.
%, npumepto 0,2 mac. %, npumepso 0,3 mac. %, npumepHo 0,4 mac. %, npumepso 0,5
mac. %, npumepHo 0,6 mac. %, npumepno 0,7 mac. %, npumepHo 0,8 mac. %, npumMepHO
0,9 mac. %, npumepso 1 mac. %, npumepHo 1,5 mac. %, npumepHo 2 Mac. %, IpUMEPHO
2,5 mac. %, npumepHo 3 mac. %, mpumepHo 3,5 mac. %, mpumepHo 4 mac. %, IPUMEPHO

4,5 mac. % unmu npumepHo 5 mac. %.

Komnoszumuss mo mobdomy w3 mm. 103-107, oTnuuaromascss TeM, 4YTO YyKa3aHHAs

BHYTPUTpaHYJIsIpHAs (a3a He COAESPIKHUT CTeapaT MarHusl.

Kommnosunus mo n. 108, oTiuyaromasicst TeM, 4TO yYKa3aHHasi BHyTPUTpaHyJisipHast ¢asza
COIEPKHUT HUpanapud, MOHOTHUAPAT JIAKTO3bl, MHUKPOKPHUCTAJLUTMYECKYIO LIEJUTIOJIO3Y,

KPOCIMOBHUIOH U MMOBUOH.

Kommnosunus no n. 108, oTiu4aromasicst TeM, 4TO yYKa3aHHasi BHyTpUTpaHyJisipHast ¢asza
COIEPKUT HUpanapud, MOHOTHUAPAT JIAKTO3bl, MHUKPOKPHUCTAUIMYECKYIO LIEJUTIOJIO3Y,

KPOCKapMeJuio3y U ruapokcumnpomuineuionosy (I'TIL).

Kommosunus mo n. 108, oTiu4aromasicst TeM, 4To yKa3aHHasi BHyTpUTpaHyJisipHast ¢asza
COIEPKUT HUpanapud, MOHOTHUAPAT JIAKTO3bl, MHUKPOKPHUCTALIMYECKYIO LIEJUTIOJIO3Y,

KPOCKapMeJUI03y W TUAPOKCUIpomiMeTuieuono3y (I'MITLT).
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Kommosunus mo n. 108, oTnu4aromasicst TeM, 4To yKa3aHHasi BHyTpUTpaHyJisipHast ¢asza
COIEPKUT HUpanapud, MOHOTHUAPAT JIAKTO3bl, MHUKPOKPHUCTAIMYECKYIO LIEJUTIOJIO3Y,
KPOCHOBUAOH, MOBUAOH M BCIIOMOIATEJIbHOE BELIECTBO HA OCHOBE ME30NOPHUCTOrO
IVOKCHAAa KPEMHHsI C TOpaMu OOJBIIOrO pa3Mepa B KadecTBE aAcopOeHTa WIu
abcopOeHTa MM BCIOMOTATENbHOE BEIECTBO HAa OCHOBE ME3OIMOPUCTOrO TUOKCHIA

KPEMHUs C ITOpaMHU CPEAHETO pa3Mepa B KAYECTBE CKOJIB3AICTO BEIIECTBA.

Kommnozunus no n. 108, oTingaromasicst TeM, 4To yKa3aHHasi BHyTpUTpaHyJisipHast ¢asza
COIEPKUT HUpanapud, MOHOTUAPAT JIAKTO3bl, MHUKPOKPUCTAIMYECKYIO LIEJUTIOJIO3Y,
KPOCIOBUJOH, MOBUAOH M BCIIOMOIaTEJIbHOE BELIECTBO HA OCHOBE ME30NOPUCTOrO
AMOKCHIA KPEeMHHUsl C TopamMH OONBIIOrOo pa3mepa B KadecTBe ancopOeHTa Win

abcopbOeHTa.

Komnosumus o . 108, oTnuyaromasicst TeM, 4TO yKa3aHHasi BHyTpUTpaHyJisipHas ¢asa
COAEPKUT HUpANapuO, MOHOTHAPAT JIAKTO3bI, MHUKPOKPUCTAJUIMYECKYIO LEJUIFOJIO3Y,
KPOCMOBUJOH, MOBUAOH M BCIOMOIaTEJIbHOE BEIECTBO HA OCHOBE ME30MOPHCTOrO

AUOKCHAA KPEMHUS C IOpaMU CPEAHETO pa3dMepa B KAUCCTBE CKOJIb3ALIETO BEIIECTBA.

Komnosunus mno smobdomy w3 mm. 103-107, oTiaudaromascs TeM, 4YTO yKa3aHHas

BHYTPUTPaHYJISIpHAs (ha3a CONEPIKUT CTeapaT MarHusl.

Kommnosunus no . 115, oTiuyaromasicst TeM, 4TO yKa3aHHasi BHyTpUTpaHyJisipHast asza
COAEPKHUT HHUpanapud, MHUKPOKPHUCTATHUYECKYIO LEJUIF0JIO3Y, IBYXOCHOBHBIN (ocdar

KaJibluA, KPOCIMOBHUAOH, IMOBUAOH U CT€ApAT MarHus.

Kommnosunus mo . 115, oTnuyaromasicst TeM, 4To yKa3aHHasi BHYTpUTpaHyJisipHast ¢asza
COIEPKHUT HUPANAPHO, MUKPOKPUCTAILTHIECKYIO LIEJUTIOJIO3Y, MAHHUT, KPOCKAPMEILIO3y,

rugpokcunporesuioiaosy (I'TIL) u creapat Marawusl.

Kommosunus mo . 115, oTinyaromasicst TeM, 4To yKa3aHHasi BHyTpUTpaHyJisipHast ¢asza
COIEPKHUT HUPANAPHO, MUKPOKPUCTAILTHIECKYIO LIEJUTIOJIO3Y, MAHHUT, KPOCKAPMEIUIO3y,

rugpokcunpommmMeTmineuioiody (I TIMLI) u creapat MarHus.

Kommosunus mo m. 115, oTnugaromasicst TeM, 4To yKa3aHHasi BHyTpUTpaHyJisipHast ¢asza
CONIEPKUT HUpanapud, MUKPOKPUCTAUTHUECKYIO LEJUTIOJI03Y, MAHHUT, KPOCIOBHJIOH,

MOBUAOH U CTCAPAT MarHus.
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Kommosunus mo . 115, oTnugaromasicst TeM, 4To yKa3aHHasi BHyTpUTpaHyJisipHast ¢asza
COIEPKUT HUpanapud, MOHOTHUAPAT JIAKTO3bl, MHUKPOKPHUCTAIMYECKYIO LIEJUTIOJIO3Y,

KPOCIIOBHUOH U MMOBUOH.

Kommosunus mo . 115, oTingaromasicst TeM, 4To yKa3aHHasi BHyTpUTpaHyJisipHast ¢asza
COIEPKUT HUpanapud, MOHOTHUAPAT JIAKTO3bl, MUKPOKPUCTAIMYECKYIO LIEJUTIOJIO3Y,

KpOCKapMeJuio3y u ruapokcunpommineuroiosy (I'TILT).

Kommnozunus o mrobomy u3 . 1-121, nonogHUTENsHO coneprkaiasi BHErpaHyJSIPHYIO

dazy.

Kommnoszunums mo m. 122, oTiauyaromasicss TeM, 4TO yKa3aHHas BHErpaHyJisipHas Qasza

COOCPIKUT CTC€apaT MarHus.

Komnosuuus no n. 122 unu 123, oTnuyaroimasicst TeM, 4TO YKa3aHHasi BHETPAHYJIsIpHAs

(aza copepKUT KPOCTIOBHIOH.

Komnosuuus no n. 122 unum 123, oTnuyaromasics: TeM, 4TO YKa3aHHasi BHETPAHYJIsIpHAs

(asza comepKUT KPOCKAPMEILIO3Y.

Komnosunus mno mobomy w3 mm. 122-125, oTou4aromascs TeM, 4YTO yKa3aHHas

BHETpaHyJIsipHast (a3a COAEPIKUT JHOKCU KPEMHUSI.

Komnosunusa nmo n. 126, oTnuyaromasicss TeM, YTO YKA3aHHBIM JUOKCHUI KPEMHUS
NPUCYTCTBYET B YKa3aHHOW BHETPAHYJIIPHOH (ase B KomuuecTBe oT npumepHo 0,1 mac.

% no npumepno 10 mac. %.

Komnosunusa no n. 126, oTnuyaromasicss TeM, YTO YKA3aHHBIM JUOKCHUI KPEMHUS
NPUCYTCTBYET B YKa3aHHOW BHETPAHYJSIPHOH (ase B KosuuecTBe oT npumepHo 0,1 mac.

% mo npuMepHO 5 mac. %.
p p

Komnosunusa nmo n. 126, oTnuyaromasicss TeM, YTO YKA3aHHBIM JUOKCHUI KPEMHHUS
NPUCYTCTBYET B YKa3aHHOW BHETPAHYJIIPHOH (a3e B KomuuecTBe oT npumepHo 0,1 mac.

% no mpumepHo 2,5 Mac. %.

Komnosunusa no n. 126, oTnuyaromasicss TeM, YTO YKA3aHHBIM JUOKCHI KPEMHHUS

NPUCYTCTBYET B YKa3aHHOW BHETPaHYJSIPHOM (ase B komuuectse nmpumMepHo 0,1 mac. %o,
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npumepHo 0,2 mac. %, npumepHo 0,3 mac. %, npumepHo 0,4 mac. %, npumepHo 0,5 Mac.
%, npumepHo 0,6 mac. %, npumepHo 0,7 mac. %, npumepHo 0,8 mac. %, npumepso 0,9
Mmac. %, mpumepHo 1 mac. %, mpumepso 1,5 mac. %, npumepno 2 mac. %, mpuMepHoO 2,5
Mmac. %, mpumepHo 3 mac. %, mpumepHo 3,5 mac. %, npumepHo 4 mMac. %o, mpumepHo 4,5

Mac. % unmu npumMepHo 5 mMac. %.

Kommosunusi, mpencrasisiroinasi coOoi TadIeTKy, conepskaiyro 000k U3 cocTaBoB 1-

42.

Kommnozunus o . 131, otnuyaromiasicst TeM, 4To yKa3aHHasi TaOJIeTKa COOEPIKUT JIFOOOH

U3 COCTABOB 1-0.

Komnozumws no . 131, oTnuuaroimasicst TeM, 4To yKasaHHast TabJieTka COIepKHT JIF0OO0H

U3 coctaBoB 7-18.

Komnosunus no . 131, oTn4aromasicsi Tem, 4To yKa3aHHas TabJeTKa COMEPIKUT JTF000MH

u3 coctaBoB 19-30.

Kommnosunus no . 131, oTiuyaromasicsi TeM, 4To yKazaHHas TaOJIeTKa COOEPIKUT JIFOOOMH

U3 cocTaBoB 31-42.

Kommnosunus o grobomy u3 mm. 1-135, oTnuyaromasicst TeM, 4To BpeMsi paciagaeMoOCTU

yKa3aHHOM TabJeTKu cocTansieT oT npumMepHo 30 cekyHa 1o mpumepHo 300 cekyH.

Kommnosunus o grobomy u3 mm. 1-135, oTnuyaromasicst TeM, 4To BpeMs paciagaeMoCTu

yKa3aHHOM TabJeTKu cocTaBjisieT oT npuMepHo 30 cekyHa 1o mpumMepHo 200 cekyH.

Kommnosunus o arobomy u3 mm. 1-135, oTnuyaromasicst TeM, 4To BpeMs paciagaeMoCTu

yKa3aHHOH TabjeTku cocTassieT oT npumMepHo 30 cekyHa o mpumepHo 150 cekyH.

Kommnosunus o arodomy u3 mm. 1-135, oTnuyaromasicst TeM, 4To BpeMs paciagaeMoCTu
yKa3aHHOW Tabnerku cocraBisier mnpumepHo 30 cekyHa, mpumepHo 40 CekyHZ,
npuMepHo 50 cekyHp, npumepHo 60 cekyHn, npumepHo 70 cexyHn, npumMepHO 80 ceKkyHT,
npumepHo 90 cexyna, npumepHo 100 cexyna, npumepno 110 cexynn, npumepno 120
cexyHn, npumepHo 130 cexyHn, npumepno 140 cexkyHn, nmpumepno 150 cekyHp,
npumepHo 160 cexynn, npumepHo 170 cexyna, npumepHo 180 cexkyHn, npumepHo 190

cexyHn, npumepHo 200 cexkyHn, npumepHo 210 cexkyHn, nmpumepHo 220 cekyHZ,
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npumepHo 230 cexkyHna, npuMmepHo 240 cexyna, npumepHo 250 cexkyHp, npumMepHo 260
cexyHp, npuMmepHo 270 cexynn, nmpumepHO 280 cexkyHp, npuMmepHO 290 CekyHA WU

npumepHO 300 cexkyHA.

Kommozunus o mrobomy u3 . 1-139, oTnudaromasicst TeM, 9To yKa3aHHAs KOMITO3ULIUS

conepxut meHee 10 mac.% BOIbI.

Kommnozunus o grobomy u3 . 1-140, oTaudaromascs TeM, 9To yKa3aHHas KOMITO3ULIUS
conepxuT MeHee 10 mac.% BOnbI IOCIIE XpaHEHUs B TeueHue | Mecsia npu TeMneparype

40°C u oTHOCUTENBHON BNaXKHOCTH 75% (OTH. BIL.).

Komnozuws no modomy u3 m. 1-141, oTnmuyaromasics TeM, 9To yKa3aHHAast KOMITO3ULHS
cogepxur MeHee 10 mac.% BOabl NOCIE XpaHEHUS B TEYEHHE 2 MECALEB IPH

temneparype 40°C 1 oTHOCUTENBHOMN BiIakHOCTH 75% (OTH. BIL.).
Komnozumws no mobomy u3 nn. 1-142, nonoJHUTEIBHO cofeprkaras Ciol MOKPbITHS.

Komnosuuus no n1. 143, oTnuyaromascs TeM, 4TO yKa3aHHbIN CJION MOKPBITUS COAEPKUT

MMOJIUBUHHUJIOBBIA CIIMPT, AUOKCU TUTAHA, IOJUITUJIICHIJIUKOJIb W/VUIA TaJIbK.

Komnosuuus no n. 143 unu 144, otnuyaromascs TeM, 4TO YKa3aHHBIN CJION MOKPBITHS
MPUCYTCTBYET B KoauuecTBe oT npumepHo 0,1 % no npumepHo 5 % mo mMacce ykazaHHOMN

KOMITO3UIINH.

Cnoco0 mosydeHust conepskamieidl Hupanapu® TaOJeTKH MNPU TMOMOIIH BIAKHOMN
IPaHyJISILNH, BKIFOYAFOIINH:
(a) momyuyeHHe BHYTPHUIPaHYJISIPHOH (ha3bl, BKIIOYAKOIIEE
1) oObemuHeHHe Hupamnapuda, MOHOTHIPATA JAKTO3bl U MHUKPOKPHUCTAJUTUNYECKOM
LEJUTFOJIO3BI ¢ TIOJYYEHHEM KOMITO3UIMH, COAeprKameil HupamapuOd, MOHOTHAPAT
JAKTO3bI U MUKPOKPHCTAJITHYECKYIO LIEJUTFOJIO3Y; U
1) BIQXHYIO TPaHYJSILUI YKAa3aHHOH KOMITO3UIMH, COZIepIKalled Hupamnapuo,
MOHOTHJIPAT JIAKTO3bI U MUKPOKPUCTAJUIMIECKYIO LIEJUTFOJIO3Y, C TOJIyYeHHUEM IPaHY I,
(b) monyueHue BHerpaHyJSIpHOH (ha3bl, BKIIFOUAIOIIEE
111) oObeqMHEHNE YKa3aHHBIX IPAHYJ M0 MEHbIIEH Mepe ¢ OMHUM (papMarleBTUIECKH
NPUEMIIEMBIM BCIIOMOTATEIIbHBIM BEIIECTBOM C MOJYYEHHEM CMECH; U

(c) momy4yeHue TaOJETKH MyTEM NMPECCOBAHMS CMECH, TTOJYYEHHOW Ha CTAAMH iil).
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Crioco6 no . 146, oTIMYaroIuUiics TeM, YTO YKa3aHHAs BIAKHAS TPAHYJILILHS HA CTaIUuH

11) TOTIOJIHUTENBHO BKIIFOYAET OOABJIEHNE CBSI3YIOIIETO.

Crioco6 mo m. 147, oTnuyaromuiicss T€M, YTO YKa3aHHOE CBS3YIOLIee IMPEICTaBIsIeT

co0O0#1 JKUIKOE CBSI3YIOIIee.

Crnoco6 mo m 148, oTnuYaromuiicss TeM, 4YTO YKa3aHHOE >KUAKOE CBS3YIOIIEe

NpeacTaBisieT COO0M paCTBOPEHHBIH MTOBUIOH.

Crnoco6 mo m. 148, oTaMUaOIMUACA TeM, YTO YKa3aHHOE >KUAKOE CBSI3YIOIIEe
NPEeACTaBIISIET coboi PacTBOPEHHBII Kpaxmal, PacTBOPEHHYIO
T'HJPOKCUIIPONMILEIIIIONIO3Y (T'TILY), PacTBOPEHHYO

rugpokcunpormmMeTiinesuioso3y (I'TIMLI) wiu sxunkuii noms TuneHrmkoas (I1197).

Crnocob6 mo m. 148, OTIUYAKOLIMICS TeM, 4YTO YKa3aHHOE >KHUIKOE CBS3YIOLIee

npencrasisier coOOl pacIuiaBIeHHOE CBS3YIOIIEE.

Crnoco6 mo m. 151, oTiuYaromuiicss TeM, 4TO YKa3aHHOE PACIUIABIICHHOE CBSI3YIOLIEe
npeacrasisier cobod ruapodunbHb  nonudTHIeHrukons  (I10I0), momokcamep,
ruApoGOOHYI0 SKUPHYIO KHCJIOTY, SKUPHBIH CHOHPT, BOCK, THIPOT€HU3UPOBAHHOE

PaCTUTCIIBHOEC MACJIO UJIN T'IMLUEPHUI.

Croco6 mo m. 147, OTNMYAIOLIMICA TE€M, YTO YKAa3aHHOE CBSI3YIOLIee MPEICTABISET

co00i1 cyxoe CBSI3yIOIIee.

Croco6 mo 1. 153, oTIMYaroIUHCs TEM, YTO YKa3aHHOE CYyXOe CBSI3YIOIee MPEICTABIISIET

coboii ruapokcunponuiuesutoiosy (I'TILT).

Crioco6 mo 1. 153, oTIMYaroIUHCs TEM, YTO YKa3aHHOE CYXOe CBSI3YIOIIee MPECTABIISIET

co0oi ruapokcunponmIMeTiesuoro3y (I'TIMLI).

Crioco6 o 1. 153, oTIMYaroIUiCs TeM, YTO YKa3aHHOE CYyXOe CBSI3YIOIIee MPEICTABIISIET

coboti noBunoH (PVP) mmn kpaxman.

Crioco6 mo mobomy u3 mm. 146-156, oTnuyaromuiicss TeM, YTO YKa3aHHAs BIIa’KHAs

TPaHyJISALMS Ha CTAINH 11) JOTIOJHUTEIBHO BKIFOUAET MOKPOE MPOCEHBAHUE.
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Crnocob mo mobomy u3 mm. 146-157, OTIUYAIOIIUIACS TEM, YTO YKa3aHHAsl BJIaKHAs

TPaHyJISIUS HA CTAIUH 11) JOTIOJTHUTEIHHO BKIIFOUAET CYIIKY U CYX0€ MPOCEHBAHHUE.

Crnoco0  monyyenuws:  comepkamiedl  Hupamapu®  TaONeTK NP  [TOMOIIU
BJIATOAKTUBU3UPOBAHHOU CYXOH I'PaHyJISILUU, BKJIFOUAFOLIHIN:
(a) momyueHHWe BHYTPHUIPaHYJISAPHOH (pa3el, BKIIOYAKOIIEe
1) oObenuHeHHe Hupanapuda, MOHOTHIpATa JAKTO3bl U MHUKPOKPHUCTAJUINYECKOM
LIEJUTIONIO3Bbl € TOJY4YeHHEM KOMITO3UIMH, COAeprKalleil HupamapuO, MOHOTHApaT
JTAKTO3bI U MUKPOKPUCTAIIIMUYECKYIO LIEJITONI03Y; U
1) TpaHyJSALUIO YKAa3aHHOM KOMIIO3MLIMH, COneprKalell HupamapuO, MOHOTHApAT
JAKTO3bI U MUKPOKPHUCTAIIIMUECKYIO LIEJUTFOJIO3Y, C MOJTyYEeHHUEM IPaHyJI,
(b) monyueHue BHErPaHYJISAPHOU (a3bl, BKIHOUAOLICE
1i1) oOpeiMHEeHNe YKa3aHHBIX IPaHyJI [0 MEHbIIEH Mepe ¢ OMHUM (papMaleBTHYECKH
IpUEMIJIEMBIM BCIIOMOTaTeIbHbIM BELIECTBOM C MOJYYEHUEM CMECH; U

(c) monyueHue TabNETKH MyTeM NPECCOBAHUS CMECH, TIOJTYYEHHOW Ha CTAIMH iii).

Crnocob mo m. 159, oTnuuarommiicss TeM, YTO yKa3aHHAsl TPAHYJSIHS HA CTaauu i)

JOITOJIHUTEJIbHO BKJIFOYACT )106aBneH1/1e CBA3YIOLIETO.

Croco6 mo m. 160, OTNHYAKOLIMICA TE€M, YTO YKa3aHHOE CBSI3YIOLIee MPEICTaBISEeT

cO0O0I1 JKUIKOE CBSI3YIOIIEE.

Crnocod mo m 161, oTnuYarOmMiicss TeM, 4YTO YKA3aHHOE JKUJIKOE CBS3YIOIIEe

npeacTaBisieT COO0I paCTBOPEHHBIH MOBUIOH.

Crnocod mo m 161, oTnuYaromMiicss TeM, 4YTO YKA3aHHOE JKUAKOE CBS3YIOIIEe
MIPEACTABISIET coboi BOAY, pPacTBOPEHHBIN Kpaxmai, PaCcTBOPEHHYIO
THIPOKCHUITPOTHJIIEIUTIONO3Y (T'TILD), PaCTBOPEHHYIO

ruapokcunpommiMeTneuiroao3y (I'TIMLL) wim sxunkuii nomus TrneHraukos (I1910).

Crnocob no . 159, oTnu4aroImuiics TeM, 9YTO YKa3aHHAsT KOMITO3UIUS TOMOJTHUTETbHO

COZIEPIKUT CYXO€e CBS3YIOLIEE.

Crioco6 mo . 164, oTIMYarOIUACS Te€M, YTO K YKa3aHHOW KOMIIO3UIIUH, COAepIKalIei

yKa3aHHOE CyXOe CBs3yrolnee, J0OaBISIOT BOOY.
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Crioco6 no mrobomy u3 mm. 159-165, omnuyaromuiicst TeM, YTO YKa3aHHAs MPaHYJSLIHS

Ha CTaIUH ii) JOTIOJHUTEJIFHO BKIIFOUAET CYIIKY U CyXO€ MPOCEHBAHHUE.

Crioco0 o 1. 166, oTiHYaro IUICs TeM, YTO CYIIKa BKIFOYAaeT T00aBIEHHE CKOJIB3SIIEr0

BCIICCTBA.

Croco6 mo m. 167, oTnuuaromMiics TeM, YTO YKa3aHHOE CKOJb3SIIEe BEIIECTBO

NpeACTaBIsieT COOON AMOKCUA KPEMHHSL.

Cnoco6 mo m. 167, OTIMYAOIIMICS TeM, YTO YKAa3aHHOE CKOJB3SIIee BEIeCTBO
npeacTaBisier coOOM MUOKCHA KPEMHUS, TPEXOCHOBHBIN (pocdar KajbIwsi, CHUIHKAT
KaJIbLIMSI, LEJUTFOJIO3Y, CHUJIMKAT MAarHus, TPUCUIMKAT MArHus, Kpaxmall, TajJbK WJIA UX

CMECCH.

Cnoco0 nonyuenus coneprkarneil Hupanapud tabaeTky Mpu NOMOIIH CYXOH rPaHyJIsLNH,
BKJIFOYAIOLIUIA:
(a) monmyuyeHHe BHYTPUTPaHYJISIPHOH (pas3bl, BKIIIOUAIOIIEe
i) oObenuHeHwe Hupamapuba, pa3OaBuTessi, BBHIOPAHHOTO U3 MaHHUTA W
IBYXOCHOBHOTO (pocaTa KanbLusi, MUKPOKPUCTALTMYECKON LIEJUTFOJIO3bI M CTeapara
MarHusi, C TOJy4YeHHEeM KOMIIO3ULIMH, COAep:Kalled Hupanapud, yKa3aHHbIA
pa3baBuTeNb, BBIOPAHHBIH W3 MaHHUTA M JBYXOCHOBHOTrO (ocdara Kambius,
MHKPOKPHCTALUTHUECKYIO LIEJUTFOJIO3Y U CTeapaT MarHus; u
1) CyXyr TpaHyJSIIMIO YKa3aHHOW KOMIIO3MLIMHM, COJAEpKalleld Hupamnapuo,
pa30baBuTeNb, BBIOPAHHBIH M3 MAaHHUTa M JBYXOCHOBHOTrO (ocdara Kampius,
MHKPOKPHCTALUTHUECKYIO LIEJUTFOJIO3Y U CTeapaT MarHus, ¢ MOJyYSHUEM IPaHy I,
(b) monydeHue BHerpaHyJSIpHOH (pa3bl, BKIIFOUAIOLIEE
1i1) oObeTMHEHNE YKa3aHHBIX IPAHYJ M0 MEHbIIEH Mepe ¢ OMHUM (papMarleBTUIECKH
NPUEMIIEMBIM BCIIOMOTATEIIbHBIM BEIIECTBOM C MOJYYEHHEM CMECH; U

(c) momy4yeHue TaOJETKH MyTEM MPECCOBAHMS CMECH, TTOJYYEHHOW HA CTAAMH iil).

Crnocob no . 170, OTIUYaroIUics TeM, YTO YKa3aHHAsT KOMITO3UIUS TOMIOJIHUTETbHO

COZIEPIKUT CYXO€e CBS3YIOLIEE.

Croco6 mo . 171, oTnuyaromuics: TeM, YTO K YKa3aHHOW KOMITO3UIIUH, COAepIKalIei

yKa3aHHOE CyXOe CBs3yrolee, 10OaBISIOT BOY.
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Cnoco6 mo mrobomy w3 mm. 170-172, ornudaromuiics TeM, 4TO OOBEeIUHEHHE
Hupanapuba, pa3baButens, BHIOPAHHOTO M3 MaHHHTAa U ABYXOCHOBHOro (ocdara
KaJbIHs, MUKPOKPHCTAJUIMUECKON LEJUTFONIO3bl M CTeapara MarHus, C IOJy4YeHUEM
KOMIIO3UIIMH, COAepraliell HupamapuOd, pasOaBuUTEesb, BBIOPAHHBIH W3 MaHHUTA U
IBYXOCHOBHOTO (pocdaTta Kanmbiyss, MUKPOKPHUCTAUIMUECKYIO LEJUIFOJIO3y M CcTeapar
MAarHusi Ha CTaJIuH 1) JOMOJHUTENIBHO BKIIIOYAET CMEIINBAHNE YKa3aHHOTO HUpamnapuoa,
pa3baBuTens, BBIOPAHHOIO M3 MaHHUTA M ABYXOCHOBHOroO (ocdara KaibLus,

MI/IKpOKpHCTaHHH‘{eCKOﬁ LEJUIFOJIO3bI U CT€apaTa MarHusl.

Crnoco6 mo mobGomy u3 mm. 170-173, omnuuaromuiics TeM, YTO YKa3aHHas cCyxas
IPaHyJSIMA HA CTaguM i) JOMOJHUTENIbHO BKJIOUAET YAApHOE VIUIOTHEHHE U

H3MECIIbYCHUEC.

Cnoco6 mo mobomy u3 nm. 170-174, oTiaM4aromuiicss TeM, YTO YKa3aHHAs TOJIIHMHA

JIEHTBI COCTaBJsIeT OT npuMepHO 0,1 MM 10 NPUMEPHO 2 MM.

Crnioco0 mo srobomy u3 . 146-175, oTIUYarOIMICs TeM, YTO YKa3aHHAs KOMITO3UIIUS

Ha CTaguu 1) AONOJIHUTECIBbHO COOACPKUT JUOKCHU KPEMHUA.

Crnoco6 mo mobomy u3 mmn. 146-176, OTIUYAOMIUICS T€M, YTO YKa3aHHOE 110 MEHbLIEH
Mepe OnHO (apMaleBTHYECKH MPUEMIIEMOE BCIIOMOTaTelbHOE BEIIECTBO IS
oObenMHEeHHs TPaHyJl MO MEHbIIeH Mepe ¢ OOHUM (hapMaLEBTHUECKH MPHEMJIEMbIM
BCIIOMOTATEJIbHBIM BEIECTBOM C IMOJIYYeHUEM CMECH Ha CTaI1H 1i1) MPeaCTaBsieT COOO0M

AUOKCUA KPEMHUA.

Crnioco6 mo mobomy u3 mm. 146-177, oTnuvaromuiicst TeM, 4TO YKa3aHHOE 110 MEHbLIEH
Mepe OnHO (apMalneBTUYECKH MPHEMJIEMOE BCIIOMOTATeNIbHOE BEIIECTBO IS
oObeIMHEHHsI YKA3aHHBIX TPAHYJ MO MEHbIIeH Mepe ¢ OmHUM (hapMaleBTUYECKU
MPUEMJIEMBbIM BCIIOMOTATEIbHBIM BELIECTBOM C TMOJYYEHHEM CMeCH Ha CTaJaud 1ii)

NpeACTaBysieT COOOH cTeapaT MarHusl.

Crioco6 no mobomy u3 m. 146-178, oTnuyaromuics TeM, 9To O0beTUHEHNE YKa3aHHBIX
IPaHyJI C MO MEHbLIEH Mepe OTHUM (apMaLeBTHYECKH PUEMIIEMbIM BCIIOMOTATEIbHBIM
BEIIECTBOM C MOJYYEHHEM CMECH Ha CTaJMU 1i1) BKIIOYAET CMEIINBAHUE YKA3aHHBIX
IPaHyJI C 1O MEHbIIEH Mepe OTHUM (apMaLeBTHYECKH PUEMIIEMbIM BCIIOMOTaTEIbHBIM

BCIICCTBOM.
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Crniocob mo robomy u3 mm. 146-179, oTiuyaromuiicss TeM, 4TO YKa3aHHAsT KOMITO3UIIHS

HA CTa/IUY 1) MPEICTABISIET COOOH CMECh.

Crnioco6 o mobomy u3 min. 146-180, OTIHMYAIOIIUIACS TeM, YTO YKa3aHHOE KOJTHMYECTBO
KOMIIOHEHTOB, MPUMEHSIEMbIX HJIsi TIOJNYYeHHs] YKA3aHHON BHYTPUTPAHYJISIPHOU (hasbl,
cocraBiasier or npumepHo 50% no mnpumepHo 98% OT Maccel yKa3aHHOH

Ta0JIeTUPOBAHHON KOMIIO3HIIHH.

Crnoco6 o mobomy u3 mm. 146-180, oTaHYarOIUNACS TeM, YTO YKa3aHHOE KOJTHMYECTBO
KOMITOHEHTOB, TIPUMEHSIEMbIX Ul MOJY4YEHUs yKa3aHHOW BHYTPUTPaHYJSApHOH (asbl,
coctaBisger OT npuMmepHo 85% npo mnpumepHo 98% OT Maccel yKa3aHHOM

TaOJIETHPOBAHHOM KOMIIO3ULIUH.

Cnocob no mobomy u3 nm. 146-180, oTIMYaOIIMIACS TeM, YTO YKa3aHHOE KOJUYECTBO
KOMITOHEHTOB, NMPHMEHSEMbIX AJIsI MOJyYeHHs] YKa3aHHON BHYTPHUIPAHYJAPHON (assl,
coctaBisger oT npuMmepHo 90% no mnpumepHo 98% OT Maccel yKa3aHHOM

TabJIeTHPOBAHHON KOMIIO3ULIMH.

Crnoco6 no mobomy u3 nm. 146-180, OTIMYAOIIUIACS TEM, YTO YKa3aHHOE KOJIMYECTBO
KOMITOHEHTOB, TPUMEHSIEMbIX JUI TIOJYYEHUs] YKa3aHHOW BHYTPHUTPAHYJSPHON (asbl,
coctaBisier oT mnpumepHo 92,5% no npumepHo 97,5% oT Maccel yKa3aHHOUN

Ta0JIeTUPOBAHHON KOMIIO3HIIHH.

Crnoco6 no mobomy u3 mm. 146-180, OTIIMYAOIIUIACS TEM, YTO YKa3aHHOE KOJIMYECTBO
KOMITOHEHTOB, MPUMEHSIEMbIX AJIsl MOJyYeHHsl YKA3aHHON BHYTPHUIPaHYJSIPHOI (a3sl,

COCTaBJISIET MPUMEPHO 95% OT MACChl YKa3aHHOH Ta0JIeTHPOBAHHON KOMITO3HIIHH.

Crioco6 no mobomy u3 mm. 146-185, oTIMYArOIUNACS TEM, YTO YKa3aHHOE KOJIMYECTBO
KOMIIOHEHTOB, TNPUMEHSEMBIX JJIsi TMOJYYCHHS YKa3aHHOW BHErpaHyJIpHOW (asbl,
cocrasiisieT oT mpuMepHo 2% a0 npumepHo S0% OT Macchl yka3aHHOM Ta0IeTUPOBAHHOMN

KOMITO3UIINH.

Crioco6 no mobomy u3 mm. 146-185, oTiHYAOIUNACS TEM, YTO YKa3aHHOE KOJIMYECTBO
KOMITOHEHTOB, TNPUMEHSEMBbIX JJIsi TOJNYYEHHS YKa3aHHOW BHETrpaHyJIpHOU (asbl,
cocTaBJisieT oT mpuMepHo 2% a0 npumepHo 15% oT Macchl yka3saHHOM Ta0IeTUPOBAHHOMN

KOMITO3UIIMH.
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Crnioco0 o mobomy u3 min. 146-185, oTIMYaIOIUIACS TeM, YTO YKa3aHHOE KOJTHMYECTBO
KOMIIOHEHTOB, TPHMEHSEMbIX JJIsl TOJIYYeHUs YKa3aHHOW BHETPaHYJSIPHOH (hasbl,
cocrasisieT ot mpuMepHo 2% a0 npumepHo 10% oT Macchbl ykasaHHOM Ta0IeTUPOBAHHOMN

KOMITIO3UIIMH.

Crnoco0 mo mobomy u3 min. 146-185, oTauYarOmUics TeM, YTO YKa3aHHOE KOJTHMYECTBO
KOMIIOHEHTOB, TMPUMEHSEMbIX MJisi TMOJYYeHUs YKa3aHHOW BHErpaHyssipHOU (asbl,
cocraBisieT OT npumepHo 2,5% po mnpumepHo 7,5% OT Macchl YKa3aHHOU

Ta0JIeTUPOBAHHON KOMIIO3HIIHH.

Crnoco0 o mobomy u3 mm. 146-185, oTnuyaromuiics TeM, 4TO YKa3aHHOE KOJTHMYECTBO
KOMIIOHEHTOB, TMPUMEHSEMbIX JJisl TMOJYYeHUS YKA3aHHOW BHErpaHyJsipHOU (asbl,

COCTABJISIET MPUMEPHO 5% OT MacChl YKa3aHHOM TaOJeTHPOBAHHON KOMITO3ULIHH.

Crnioco6 mo mobomy u3 mm. 146-190, OTIMYAOIIUIACS TeM, YTO HACBIMTHAS IJIOTHOCTD JI0

YIJIOTHEHUS YKa3aHHBIX TPAaHyJ COCTaBIseT oT mpuMepHo 0,2 0 npumepHo 0,7 r/em’.

Crniocob mo jrobomy u3 mm. 146-191, OTIMYAOLIUICS TEM, YTO HACBITHAS TUIOTHOCTh
MOCJIE€ YIUIOTHEHUS YKa3aHHbBIX IPaHys cocTapiseT oT npumepHo 0,3 no npumepHo 0,9

/e,

Crniocob mony4yeHust KOMITO3HULIY, CONepIKaIleil Hupanapuo, BKIFOYAFOIIHA:

(a) monmyueHHe BHYTPHUTpaHYJIIPHOH (pa3bl, BKIIIOYAIOIIEEe
1) oObenumHeHune HUpamapuba M MO MEHbLIEH Mepe OIHOro (apMareBTUYECKH
NPUEMJIEMOTO  BCIIOMOTATEJIbHOTO  BEINECTBA C  MMOJYYEHHEM  KOMITO3ULHH,
cozeprkaliel Hupanapud 1 o MeHbIIel Mepe OaHO (apMaLeBTHYECKH PUEMIIEMOE
BCTIIOMOTATEIbHOE BEIECTBO; U
11) TPaHyJALMIO YKa3aHHOW KOMIIO3HIIMH, COAEpIKallell HUpamapud U 1Mo MEHbLIEH
Mepe OnHO (apMaLEeBTHUECKH NPUEMIIEMOE BCIIOMOTaTeIbHOE BEIIECTBO, C
MOJTY4E€HUEM TPAHYJI,

(b) monydeHue BHerpaHyJSIpHOH (pa3bl, BKIIFOUAIOIIEE
1i1) oObeqMHEHNE YKa3aHHBIX TPAHYJ M0 MEHbIIEH Mepe ¢ OMHUM (papMarleBTUIECKH
NPHUEMIIEMBIM BCIIOMOTATEIIbHBIM BEIIECTBOM C MOJYYEHHEM CMECH; U

(¢) monydeHHe TaONETKH IMyTeM MPECCOBAHUS CMECH, MOJTYYSHHON Ha CTAIHH 1i1);

A€ YKa3aHHasa TalyeTka XapaKTepU3yeETCs 1o MEHbIIeH MEPE OAHUM M3 CICAYIOLICTO!
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(1) XOnmM4ecTBO KOMIIOHEHTOB, NPHUMEHSIEMBIX [UIA TOJYyYeHHUs] YKa3aHHOM
BHYTPUTPAHYJISIPHOM (a3bl, coctasisieT oT npuMepHo 50% no npumepro 98% oT Macchl
yKa3aHHOMW TaOJIeTUPOBAaHHON KOMIO3HUIINHI;, U

(2) KOnMYeCTBO KOMIIOHEHTOB, NPHUMEHSIEMbBIX [UIA TOJYyYeHHUs YKa3aHHOM
BHETPaHYJISIpHOI (pa3el, cocraBisier oT npuMepHO 2% no npumepHo 50% OT Macchl
yKa3aHHOW TaOJIeTHPOBAHHON KOMITO3ULINN; U

I7e yKa3aHHas KOMIIO3ULMS MPECTaBisieT coOol (papMaleBTUUYECKYI0 KOMIIO3ULIUIO,

IPUTOTOBJIEHHYIO B BUJIE TaOJIETKH.

Crnocob mo m. 193, oTiMyaroImuiicss TeM, YTO yYKa3aHHOE KOJUYECTBO KOMITOHEHTOB,
NPUMEHSIEMbIX U TIOJyYEHUs] YKa3aHHON BHYTPUTPaHYJSIPHOU (pa3bl, COCTaBiISIET OT

npumepHo 50% o npumMepHO 98% OT Macchl yKa3aHHOM TabIeTHPOBAHHON KOMITO3HLINHL.

Cnocob mo n. 193, oTiIMYArOIMICS TeM, YTO YKa3aHHOE KOJUYECTBO KOMIIOHEHTOB,
NPUMEHSIEMbIX Ul TOJyYeHHs] YKa3aHHOW BHYTPUIPAHYJISIPHOW (Dasbl, COCTABISIET OT

npumepHo 85% 1o npumepHO 98% OT Macchl yKa3aHHOH TabIeTHPOBAHHON KOMITO3HLINHL.

Crocob mo m. 193, oTiIMYaroIIUiiCs TeM, YTO YKa3aHHOE KOJUYECTBO KOMITOHEHTOB,
NPUMEHSIEMbIX JUIA TIOJyYEHUs] YKa3aHHON BHYTPHUIPaHYJSIPHOH (pa3bl, COCTaBISIET OT

npumepHo 90% no npumepHo 98% OT Macchl ykazaHHOH TabJIeTUPOBAHHON KOMITO3ULIUH.

Crnocob mo m. 193, oTiIMYaroIUiicss TeM, YTO YKa3aHHOE KOJUYECTBO KOMITOHEHTOB,
MPUMEHSIeMbIX JJIsl MOJyYeHUsI YKa3aHHOW BHYTPHUTPAHYJISIPHOU (hasbl, COCTABISIET OT
npumepro 92,5% no mnpumepno 97,5% OT Macchl yKa3aHHOW TaOJNETHPOBAHHOM

KOMITO3UIINH.

Crocob mo m. 193, oTnHYarOIuiicss TeM, YTO YKa3aHHOE KOJUYECTBO KOMITOHEHTOB,
MPUMEHSeMbIX JUI TOJNyYeHUs YKa3aHHON BHYTPUTPAHYJSIPHOW (pa3el, cocTaBisieT

npuMepHO 95% OT Macchl yKa3aHHOW Ta0JIeTHPOBAHHON KOMITO3UIIUH.

Croco6 no mobomy u3 mm. 193-198, oTnUyarOImUNACs TeEM, YTO YKa3aHHOE KOJIMYECTBO
KOMITOHEHTOB, TNPUMEHSEMBIX ISl TMOJNYYeHHs YKa3aHHOW BHETpPaHyJApHOH (assl,
cocraBiisieT ot mpuMepHo 2% a0 npumepHo S0% OT Macchl yka3aHHOM Ta0IeTUPOBAHHOMN

KOMITO3UIINH.
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Crioco6 no mobomy u3 nm. 193-198, oTnuyaromunics TeM, 9TO YKa3aHHOE KOJIMYECTBO
KOMITOHEHTOB, TNPUMEHSEMBbIX JJIsl TMOJYYeHHS YKa3aHHOW BHErpaHyJsIpHOU (asbl,
cocTrasiisieT oT mpuMepHo 2% a0 npumepHo 15% oT Macchl ykazaHHOM Ta0IeTUPOBAHHOMN

KOMITIO3UIIMH.

Crioco6 no mobomy u3 mm. 193-198, oTnuyaromuics TeM, 4TO YKa3aHHOE KOJIUYECTBO
KOMITOHEHTOB, TNPUMEHSEMBIX MJsi MOJY4YeHUs YKa3aHHOW BHErpaHyJssipHON (asbl,
cocrasJisieT ot mpuMepHo 2% a0 npumepHo 10% oT Macchl ykazaHHOM Ta0IeTUPOBAHHOMN

KOMITIO3UIIMH.

Crnioco6 no nmrobomy u3 nm. 193-198, omnuyaromuics Tem, 4ToO YKa3aHHOE KOJIUYECTBO
KOMITOHEHTOB, TNPHUMEHSEMbIX Ul MOJYyYeHHUs YKa3aHHOH BHErpPaHYJSIPHOW (asbl,
cocraBisier oOTr mnpumepHo 2,5% no mnpumepHo 7,5% OT Macchl yKa3aHHOH

TaOJIETUPOBAHHON KOMIIO3ULINH.

Cnoco6 no mobomy u3 mm. 193-198, oTnyaromuicst TeM, 4T YKa3aHHOE KOJUYECTBO
KOMIIOHEHTOB, TPHUMEHSIEMbIX JUIsl TOJYYEHHUs YKA3aHHOW BHErpaHyJSIPHON (asbl,

COCTaBJISIET MPUMEPHO 5% OT MacChl yKa3aHHOU TabJIETUPOBAHHON KOMITO3ULIMH.

Crnoco6 mo mobomy u3 mmn. 193-203, oTiUYaromuiicst TeM, YTO YKa3aHHOE 110 MEHbLIEH
Mepe OfHO (hapMaleBTHUECKH MPHEMIIEMOE BCIIOMOTATEIbHOE BELIECTBO HA CTAHU 1)

NPEACTaBIsIET COOON MHUKPOKPHUCTAILUTHUECKYIO LIEJUTHOJIO3Y.

Crnioco6 mo mobomy u3 mmn. 193-204, oTnuyaromuiicst TeM, 4TO YKa3aHHOE 110 MEHbLIEH
Mepe OfHO (hapMaleBTHUECKH PHEMIIEMOE BCIIOMOTATEeNIbHOE BELIECTBO HA CTAaJHH 1)
NpPEACTaBsieT COOOW MOHOTHApAT JIAKTO3bI, OE3BONHYKO JIAKTO3y, MAaHHUT WJIH

IBYXOCHOBHBIN (pocat KaabLus.

Crioco6 mo mobomy u3 mm. 193-205, oTnuyaromuiicst TeM, 9TO YKa3aHHOE 110 MEHbLIEH
Mepe OfHO (apMaleBTHUECKH PHEMIIEMOE BCIIOMOTATENIbHOE BELIECTBO HA CTAJHH 1)

NpeACTaBysieT COOOH cTeapaT MarHusl.

Crnoco6 mo mobomy u3 nm. 193-206, oTUYaroMuUiicst TEM, YTO YKa3aHHOE 110 MEHbLIEH
Mepe OfHO (apMaleBTHUECKH PHEMIIEMOE BCIIOMOTATENIbHOE BELIECTBO HA CTAaJHH 1)

NPEACTaBIsIET COOON AMOKCUA KPEMHHSL.
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Crioco6 no mrobomy u3 mm. 193-207, oTnuyaromuiicss TeM, YTO YKa3aHHAs MPaHYJISLIHs

Ha CTaJUH ii) MPEACTABISIET COOOU BIAKHYIO TPAHYJISILIUIO.

Crocob6 mo m. 208, ominyaroImuiicss TeM, 4YTO YyKa3aHHAs BIAXKHAs TIPaHYJLHS

JOITIOJIHUTECJIbHO BKJIFOYACT I[O6aBJ'IeHI/Ie CBA3YIOLIECTO.

Croco6 mo m. 209, OTIMYAIOLIMIACA TE€M, YTO YKa3aHHOE CBS3YIOLIee IMPEICTaBIsIeT

co0O011 JKUIKOE CBS3YIOIIee.

Crnoco6 mo m 210, OTNMYAIOIIMICS TEeM, YTO YKa3aHHOE >KUAKOE CBS3YIOIIEe

npeacTaBisieT COO0I paCTBOPEHHBIH MTOBUIOH.

Crnoco6 mo m 210, oTnuyaroUMiicss TeM, 4YTO YKa3aHHOE KHUIKOE CBS3YIOLIee
MIPENCTaBIISIET cobotii PacTBOPEHHBIN Kpaxma, PACTBOPEHHYIO
TUAPOKCUTIPOITUIILIEIUTION03Y (T'TILY), PacTBOPEHHYIO

ruapokcunponmiMeruinenonosy (I'TIMIT) umm sxuaxwuii nomsTrieHrmkons (I1900).

Crnoco6 mo m 210, OTNHUYAOIIMICS TEM, 4YTO YKA3aHHOE >KHIKOE CBS3YIOIIEe

NpeCTaBIsiET COOO0# pacIuiaBiIeHHOE CBS3YIOLIEe.

Criocob mo 1. 213, OTIIMYAIIMICS TeM, YTO YKa3aHHOE PACIUIABJIEHHOE CBSI3YIOIIEE
npeacrasisier cobod ruapodunbHb  nonudTHIeHrukons  (I10I0), monokcamep,
ruapopOOHYI0 SKUPHYIO KHCJOTY, SKUPHBIH CHOHPT, BOCK, THIPOT€HU3UPOBAHHOE

PaCTUTCIIBHOEC MACJIO UJIN T'TIMLUEPHUI.

Croco6 mo m. 214, oTIMYAIOLIMICA TE€M, YTO YKa3aHHOE CBSI3YIOLIee MPEICTABISIET

co00i1 cyxoe CBsI3yroIIee.

Crocob mo 1. 215, oTaMYaroIUHCs TEM, YTO YKa3aHHOE CYXOe CBSI3YIOIIee MPECTABIISIET

coboit ruapokcunponuineuono3y (I'TILT).

Crioco6 o 1. 215, oTaMYaroIUIHCs TeM, YTO YKa3aHHOE CYyXOe CBS3YIOIIee MPECTABIISIET

coboli ruapokcunponmwiMeTiesuioao3y (I'TIMLI).

Criocob o 1. 215, oTaM4aroIUHCs TeM, YTO YKa3aHHOE CYyXOe CBS3YIOIIee MPEICTABIISIET

coboti noBunoH (PVP) mmn kpaxman.
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Crioco6 mo mobomy n3 mm. 208-218, oTnuyaromuiicss TeM, YTO YKa3aHHAs BIIa’KHAsS

rpaHyJISALMS Ha CTAINH 11) JOTIOJHUTEIBHO BKIFOUAET MOKPOE IMPOCEHBAHUE.

Crioco6 mo mobomy u3 nm. 208-219, oTnuyaromuiicss TeM, YTO YKa3aHHAs BIIa)KHAs

TPaHyJISIUS HA CTAIUH 11) JOTIOJHUTEIBHO BKIIFOUAET CYIIKY U CYX0€ IMPOCEUBAHUE.

Crioco0 o 1. 220, OTIHYAr0 LUICS TEM, YTO CYIIKa BKIFOYAaeT 100aBIEHHE CKOJIB3SIIEr0

BCIICCTBA.

Crnioco6 no mrobomy u3 nm. 193-207, oTnuyaromuiicss TeM, YTO YKa3aHHas MPaHYJILHS

Ha CTaJUH i1) MPEACTaBIsET COOOM CyX0e rpaHyJIMPOBAHHE.

Cnoco0 mo m. 222, OT/IMYAINUICS TeM, YTO YKa3aHHAsl CyXasi IPaHyJSALUsS BKIOYAET

yIapHOe YIUIOTHEHHE W U3MellbueHHE.

Cnocob no mobomy u3 . 193-223, oTMYaroIuics TeM, YTO YKa3aHHOE 0 MEHbIIeH
Mepe OAHO (hapMaleBTUYECKH MPHUEMJIEMOE BCIIOMOTaTeNbHOE BEIECTBO IS
oObenrHEeHHs TPaHyJl MO0 MEHbIIeH Mepe ¢ OOHUM (apMaleBTHUECKH MPHEMIIEMbIM
BCIIOMOTaTeJIbHBIM BEIIECTBOM C IMOJIyY€HUEM CMECH Ha CTAI1H 1i1) MpeacTaBisieT COOOM

AUOKCHUI KPEMHHA.

Crnioco6 mo mobomy u3 mmn. 193-224, oTnuvaromuiicst TeM, 4TO YKa3aHHOE 110 MEHbLIEH
Mepe OAHO (apMaleBTHYECKH MPUEMIIEMOE BCIIOMOTaTelbHOE BEIIECTBO IS
oObenMHEeHHs TPaHyJl MO MEHbIIeH Mepe ¢ OOHMM (hapMaLEBTHUECKH MPHEMIIEMbIM
BCIIOMOTATeJIbHBIM BEIECTBOM C MOJIYYeHUEM CMECH Ha CTaI1H 1i1) MPeCTaBIsieT COOOM

cTeapar MarHusi.

Crnoco6 mo mobomy u3 nm. 146-225, mpuMeHsIeMbli IS TTOJYYEHHsT KOMITO3ULIMH T10

nrobomy u3 mm. 1-145.

Cnoco0 neueHnsl paka, BKIIIOUYAIOIUI BBEIAECHHE CYOBEKTY, HYKAAIOLIEMYCS B 3TOM,

3¢ (PexTUBHOrO KOJTMYEeCTBA KOMIIO3UIUH IO JIFoOoMy u3 mi. 1-145.

Crocob mo m. 227, OTIMYArOIIMNCS TEM, YTO yKa3aHHBIA pak BbIOpaH M3 TPYIIIbL,
COCTOsIIIed M3 paka sIMYHUKA, paka MOJIOUHOH >KeJe3bl, paka LIeWKH MAaTKH, paka
SHAOMETPUS, paka MpPOCTaThl, paka sIMYKa, paka MOKEIyAOYHON KeNe3bl, paka

MUIICBOJA, paKa IOJIOBBI U LICH, paKa KCJIYKad, paka MOYCBOT'O Iy3bIps, paKa JIETKOro,
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paka KOCTH, paka TOJCTOW KUIIKH, paKa IMPsIMOM KHIUKH, PaKa LIUTOBUAHOM >KEJE3bl,
paka TOJOBHOIO MO3ra M IEHTPAJbHOW HEPBHOW CHCTEMBI, TJIHOOJIACTOMBI,
HeNpoOIacTOMbl, HEWPOIHIOKPUHHOIO paka, paOAOMAHOIrO paka, KepaTOaKaHTOMBI,
SMUAECPMOUIHON KAPLUUHOMBI, CEMUHOMBI, MEJITAHOMBI, CAPKOMBI, PaKa MOYEBOI0 My3bIps,

paxa meueHu, paka MOYKH, MUEJIOMBI, TUM(POMBI U X KOMOMHALIUHN.

229.  Cnocob no 1. 227 unu 228, OTIUYAOLIUIACS TE€M, YTO YKa3aHHBIH pak BbIOpaH U3 IPYIIIIbI,
COCTOSALIEH U3 paka SUYHUKOB, paka (payuionueBoil TpyObl, MEPBUYHOTO paka OPIOIINHBI

U UX KOMOUHALIUHA.
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