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BBICBOOOXKIEHHEM; M BTOPOE MHOXKECTBO MEUIET MUPUIOKCHHA M €ro (hapManeBTHUECKH IPUEMIIEMOH
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UHEPTHOE A1pO; BHYTPEHHUN aKTUBHBIA CIIOH MOKPBITUS, COAEpXKAIIMH TNHUPUIOKCUH WIH €ro
(apMaleBTUUECKH MPUEMIIEMYIO CONb; M BHEIIHMH CJOH MOKPBITHA C MOAW(MHUINPOBAHHBIM
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gactur oT 300 mo 1700 MxM u BapmabenbHOCTH pa3Mmepa yacTuil He Oomee 200 MKM, M3MEHEHHBIC
MIOCPEICTBOM CHUTOBOTO aHann3a. OHO TakKe OTHOCUTCS K cIIoco0y ee MOIy4eHHs M ee NPUMEHECHHUS B
TeparnuH.
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MHOIOEAMHUYHAA NEPOPAIIbHAA NEKAPCTBEHHAA ®OPMA C
MOANPULIMPOBAHHbLIM BbICBOBOXAOEHMEM OOKCUINTAMUHA CYKUMHATA U
NMMPUOOKCUHA rTMAPOXNOPUNAA 1 CMNOCOB EE MNMOJTYYEHUA

[aHHas 3asBka 3aaBNsieT NPUOPUTET MO EBPOMNENCKON MNaTEHTHOM 3asiBke
EP20382227.5, nogaHHon 25 mapta 2020 roaa.

Hacrosiee mn3obpeTeHne OTHOCUTCS K  MHOMOE4UHUYHOW  nepopanbHOW
nekapcTBeHHOW hopmMe ¢ MOAMPULNPOBAHHBIM BbICBODOXAEHMEM NENnneT JoKCcunammnHa
nnu ero papmavuesTUYECKN NPUEMNEMON CONMU C MOANMPULMPOBaAHHBIM BbICBODOXAEHNEM
W nenner nNUPUMAOKCMHA wunu ero  dapmauyeBTUYEeCKn nNpUeMNnemMon conm C

MOAMDULMPOBaHHBIM BbICBOBOXAEHNEM, 1 CMOCOBY €€ NonyyYeHus.

MpepwecTBYIOWMIA YPOBEHb TEXHUKU

JokcunammH MMeeT MeXAyHapogHOe HenaTeHToBaHHoe HasBaHue (RS)-N,N-
anmeTtun-2-(1-peHnn-1-nMpuanH-2-un-aTokcn)-aTaHamuH, umerowmn Homep CAS (ot
anrn. Chemical Abstracts Service - xumnuyeckas pedepatmBHas cnyxba) 469-21-6.
HdokcunammH npeacrtaBnseTr cobon nepBoe MOKOMNEHWEe aHTUrMCTaMuHa, KOTOPbIN
KOHKYPEHTHO, obpaTtnmo 1 HecneyndmnyHo Gnokmpyet peuentopbl H1 1 Takke siBnseTcs
HecneymguyHbiIM aHTaroHUCTOM, KOTOPbIN MOXET OnokMpoBaTb ApyrvMe peuenTopbl,
Takue Kak LeHTparnbHbie U nepudepuyeckne MyckapuHoBbli€ peLenTopbl, C BblPpaXKeHHOW
AHTUXOSNUHEPINYECKON aKTUBHOCTbIO. OH OObIYHO Mcnonb3yeTcs B POpMe COnMMu U, B
4YacTHOCTU, B hOopMe ero conun — cykumHata (cMm. Takke European Pharmacopoeia 10.0.
doxylamine hydrogen succinate monograph pp.2476-2477). CTpykTypa AoOKCMnamumHa

cootBeTcTByeT dopmyne (I):

(0.

C Aapyron CTOpPOHbI, MMPUAOKCUMH, TakXKe M3BECTHbIN Kak BuUTamMuMH B6, mnmeer
MeXayHapoaHoe HenaTeHTOBaHHOEe HasBaHue 4,5-buc(rngpokcnmeTnn)-2-
MeTUNNUPMANH-3-on, umerowmun Homep CAS 65-23-6. [MpuAOKCUH  aBnsieTcs
BOA,0PaCTBOPUMbIM BUTAMUHHBLIM (PAKTOPOM, YbSl aKTMBHAs dpopma npeacrasnseT cobown

nupuaokcanbdocdar. OH AENCTBYET Kak KOQAKTOP (PepMeHTa B MHOMOUYUCIIEHHbIX
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BuoxMmMmMuyecknx peakumsx, BOBMEYEHHbIX B pacnajg-pacwenneHve 6enkos u
aMVHOKNCIIOT W, B MEHbLUEN CTeneHn, nunuaoB u yrnesogos. OH Takxe ydacTByeT B
MeTabonname HeHaCbILLEHHbIX XXUPHBIX KUCIOT, U OH Takke SBNAETCS KOPEepMEHTOM 4NN
TpaHcamnHas wn paekapbokcunas, obecneunsBas npespaweHne TpuntodaHa B
HUKOTUHOBYIO KUCMOTY. [MMPUAOKCUH OObIMHO wucnonb3yeTca B OpmMe Conmv W, B
4YaCTHOCTK, B hOpPME €ro rmapoxnopugHon conu (cMm. Takke European Pharmacopoeia
10.0. pyridoxine hydrochloride monograph pp.3676-3677). CTpykTypa nupuioKkcuHa

cooTBeTcTByeT dhopmyne (l1):

HO OH

N\ /)

HO N

().

JokcunammH oBbIYHO NCMONb3YIOT Kak TAKOBOW B KA4YE€CTBE CEAaTUBHOrO cpeacTsa
KpaTKOCPOYHOrO JAENCTBUA W Takke B KOMOMHAUMM C APYrMMW  NEeKapCTBEHHbIMU
cpeacTtBamm Ans obecneyeHus obneryeHus anneprum M npocTyibl B HOYHOE BpeMs.
JokcnnammH Takke MCnonb3yloT B KOMOMHAUMM C aHanbreTMkamm - napauyetamoriom
(aueTamuHObEeHOM) U  KOAEMHOM B KayecTBe OoneyTonstowlero/ycnokanBaroLero
npenapata, M NPONUCLIBAOT B KOMOWHAUUWM C NUPUAOKCUHOM ANs MNpPeaynpexaeHus
TOKCMKO3a Y 6E€PEMEHHbIX XEHLLUH.

[MepopanbHbie nekapcTBeHHbIE POPMbl C MOANDULMPOBAHHBIM BbICBOOOXIEHNEM
AoKcnnammHa cykunHara n NMPUAOKCUHA rmapoxnopuga c pasHbIMn
hapMakoOKUHETMYECKAMM U PAPMaKONOrM4YeckMMn  CBOMCTBaMM  PackpbiTbl B
COBPEMEHHOM YPOBHE TEXHUKM.

Heckonbko mepopanbHbIX NeKapCTBEHHbIX POPM C ABOWHbIM BbICBOOOXAEHMEM
AOKCUNaMMHA CyKuMHaTa M NUPUAOKCMHA rmapoxnopuaa m cnocobbl UX NOnyvYeHus
pacKpbiTbl B COBPEMEHHOM YPOBHE TEXHUKW. [aHHble nepoparnbHble NEeKapCTBEHHbIE
dopmMbl C ABOWHbIM BbICBOOOXAEHNMEM o0O0pasoBaHbl MO MEHbLUEW Mepe OfHOW
KOMMO3UUMEN C HEeMEANEHHbIM BbICBODOXAEHMEM U MO MEHbLUEW MeEpe OfHOW
KOMMO3MymMen ¢ MoanuuMpoOBaHHbIM BbICBODOXAEHMEM, MPUYEM Kaxkgas KOMMO3MUUA
nMeeT O4UH Nnn Bonee akTUBHbIX UHIPEANEHTOB. [JaHHas cuctema 4O3NpPOBKM NO3BONSET
nonyyarb HemMegneHHoe BbICBODOXAEHNE OAHOr0 W3 akTMBHbIX WHIPEAUEHTOB W
MOANPULMPOBAHHOE BbICBOOOXAEHNE APYTUX aKTUBHBIX WHIPEAUEHTOB B OTAEMBbHOCTU
(cm. Tarke W02013123569 n W0O2016029290).

C [4pyron CTOPOHbl, TBeEpAble Kancymnbl, HAaMOMHEHHblE nenneTamm ¢

MOAMDULMPOBaAHHBLIM BbICBOOOXAEHMEM AOKCMNAMMHA CyKuMHaTa W nennetamm c
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MOANPMLMPOBAHHBIM BbICBOOOXAEHNEM NMUPUAOKCUHA TMAPOXIOpUAA, PeannsyroTcs Ha
pbiHKe noa HassaHuem Cariban (INIBSA GINECOLOGIA: «SPC Cariban 10 mr/10 wr
Kancynbl ¢ MOAN(MUUMPOBAHHBLIM BbICBOOOXKAEHMEMY», CCbINKA HA MHTEPHET, 1 maTta 2016
roga, JOCTyrnHa no cnegyroemy appecy URL: https://inibsa.com/wp-
content/uploads/2016/10/En-spc-V1.pdf n Haxogutca no 2019-03-07)). Cariban

ncnonb3yeTcd And CUMNToOMatTu4ecKoro neyeHnsa TOLWHOTbl U PBOThI. dakTndecku,

Cariban nokasaH Ans CUMNTOMAaTUYECKOro IEYEHUS TOLUHOTbl U PBOTbI BO BPEMS
B6epemeHHocTn (NVP — ot aHrn. nausea and vomiting of pregnancy) y Tex, KTO He
OTBEYaeT Ha KOHCepBaTUBHOE neyeHne. B uvacTHOCTW, AencTBMe AoKCUnamMuHa Wu
NMUPUAOKCMHA HAYMHAET OTMEeYaTbCA Yepe3 MATb YacoB MOCMNe npuema BHYTPb, 4TO
ABNAETCA  NPEVMMYLLECTBEHHbIM,  MOCKONbKy  obecneynmBaeT  MPOSIOHIMPOBAHHOE
TepaneBTMYECKOe [AEUCTBME W YMEHbLUEHWE TMPUEMOB FNEKapCTBEHHOro CpeacTsa.
TepaneBTnyeckun 3PPEKT MHOrOEANHNYHBIX NEKapCTBEHHbIX OpM 0ByCcnoBneH
npodunem pacTBOPEHUA aKTUBHbIX WHIPEAUEHTOB W3 KaXaoro u3 nennet u, B CBOIO
oyepenb, FOMOreHHOCTbIO MeXAY nenneTamu.

B coBpemMeHHOM ypOBHE TEXHWMKU U3BECTHO, YTO OTCYTCTBUE FOMOreHHOCTU MEeXay
nenneTamm MoXeT BNUSATb Ha NPOMUnb PacTBOPEHUS aKTUBHbIX MHIPEAVNEHTOB M Takke
CTaBUTb NOA4 Yrposy AO03nUKaUMO AaHHbIX MNENneT B KOHEYHOW MHOroeaMHUYHOW
nepoparnbHON NekapcTBEHHON OOpPME N ee OAHOPOAHOCTD.

Takum obpasom, 13 Toro, YTO M3BECTHO B JaHHOM obnacTu, nony4yaeTcs, 4To BCe
elje cyulectsyet HeobxoaMMOCTb B MPEeAOCTaBNEHUM MHOrOEAUHUYHOW MepopanbHOn
nekapcTBeHHOM OpMbl C  MOAUMDULMPOBAHHLIM  BbICBODOXAEHMEM, COAEpKaLlen
rOMOr€HHOE MHOXECTBO nenneTr ¢ MOAUUUMPOBAHHbIM BbiCBOOOXAEHMEM OBOMX
aKTUBHbIX WHIPEAMEHTOB — AOKCUMMaMUHA W MUPUAOKCUHA, LEMOHCTPUPYIOLLEN

COOTBETCTBYHOLLMIA NPOhUb PACTBOPEHMS ANA NPUMEHEHUS B TEpanuu.

KpaTkoe usnoxeHue CyLHOCTU U306peTeHns

ABTOpbl  M300peTeHMs OOHapyXWnu, YTO MHOroeAWHUYHAA nepopanbHas
nekapcTBeHHas opma Mo HacTosLeMy M300peTeHUo, KOTopas COAEPKUT 3asiBNEeHHOe
nepBoe MHOXECTBO NenmneT oKCUNnaMmmHa Unm ero hapmaueBTUYeckn npuemnemMon conm
C MOAUULMPOBaHHBLIM BbICBODOXAEHMEM, M 3asiBNIEHHOE BTOPOE MHOXECTBO nennet
NMPUAOKCUHA UKW ero chapmaleBTUYecKkM MNpUeMNeMo Conm ¢ MOANMULMPOBAHHBLIM
BbiICBOOOXAEHMEM  MO3BONSieT  nonyyatb  MoaupuuMpoBaHHOE  3amMeanieHHoe
BbICBOOOXAEHME 000MX aKTUBHbIX MHIPEAUEHTOB Ha MPOTSKEHUM MO MeHbLUE Mmepe 8
4yacoB nocne BBeLEHUs. JTO ABNSETCH MPEUMYLLECTBEHHbIM, NOCKOMNbKY KOMMNO3MUMS C

MOAMDULMPOBaAHHBIM 3aMeANeHHbIM BbICBOOOXAEHMEM MO HacTosLeMy U30bpeTeHuto
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nMeeT  ABOMHOW  3PdeKT, OAWH HEeMEeANeHHO cpasy nocne BBEeAEHUS U
NPOMNOHIMPOBaHHOE BbICBOOOXAEHNE B TEYEHNE BCEro AHA, B YACTHOCTM, MOCNE TOro, Kak
BCTan.

He Byayumn cBA3aHHbIMN Kakor-nnbo Teopuen, aBTopbl N30OPETEHNSA HEOXKNAAHHO
OBHapyXunu, 4YTo MPUMEHEeHWe dQapMaueBTUYECKN MNPUEMIEMOr0 WHEPTHOroO $SA4pa,
UMEIOLLIEro pasmMep 4acTuy Takor, 4TO Nno MeHblen mepe 90% WMHEPTHbIX S4ep UMEKOT
pasmep 4actuy ot 300 mkm po 1700 mMkM, U 4tOo NO MeHbwen wmepe 90%
hapmaleBTUYECKM MPUEMIIEMbIX WHEPTHbIX SAep umeeT BapuabenbHOCTb pasmepa
yacTtuy He 6onee 200 MKM, NO3BONSET NONyYaTh KaXKabl U3 NENMeT NepBoro U BTOPOro
MHOXEeCTBa NenneT ¢ 3ajaHHbIM pasMepoM 4vactuy. 3TO nogpasymeBaeT, YTO BbICOKas
MEXNernneTHad roMOreHHOCTb COAEPXaHWA aKTUBHOIO WHrpeaueHTa coxpaHaeTcs 0es
HeraTMBHOro BNUAHWA Ha Lenesoun Npodunb pacTBopeHus. Takke nogpasymeBaeTcs, YTo
BapuabenbHOCTb NpPoduna pacTBOPEHUS Cpean pasHbIX OAHOKPATHbIX AO3UPOBOK
MHOIOEANHNYHON NepopanbHON NeKapCTBEHHOM POPMbl MO HaCTOSLEMY WU30OpPETEHUIO
yMeHbLueHa. Kpome Toro, 3TO 3Ha4uT, YTO NPUMEHEHWE 3aaBIEHHOro hapmaLeBTUYECKU
NpMemMnemMoro WHEPTHOro fapa TakKe MUHMMU3UPYeT obpasoBaHue arperaToB W/unu
NOpOLLKOOOPa3HbIX CMECEN.

B vactHocTU, aBTOpPbI M300pETEHMA HEOXKMAAHHO Habngann ynoMsHyTble Bbille
3addekTbl B pesynbTaTte NpUMEHEHN hapMaLeBTUHECKN NPUEMIIEMOrO MHEPTHOMO S4pa,
MMEIOLLIEro pasmep 4actuu, Takor, YTo No MeHblen mepe 90% AaHHbIX UHEPTHbLIX S4ep
umetoT pasmep 4dactuy ot 300 mkm o 1700 mMkm, U 4TO NO MeHbLien mepe 90%
hapmaueBTMHECKM MPUEMIIEMbIX WHEPTHbIX SAep umeeT BapuabenbHOCTb pasmepa
yacTtuy He Bonee 150 mkm, He 6onee 100 MKM 1 Takke He Bonee 75 MKM.

Kome TOro, BbICOKAs TOMOreHHOCTb pasmMepa u4acTuy (BbIPaXKEHO HW3KOW
BapnabenbHOCTbIO pasmepa 4actuy dapmayeBTUYECKn UHEPTHOro sgpa) oboux
MHOXECTB NenneT nogpasymeBacT, YTO AaHHble nennetol 6onee ya06Hbl B obpalleHuu,
ofecrneuynBasn BbICOKYIO OAHOPOAHOCTb B AO3UUKALUMM U YMEHbLUEHME obnennueaHus
JO3MPYIOLLEA MalWHbl U Apyrux npobnem, CBsi3aHHbIX C Ao3ndukaumen (Hanpumep,
YMEHbLUEHWE 4acTOoTbl HEOOXOAMMOCTM B MNOBTOPHOW YCTaHOBKE B npejenax
NPUEMNEMOro AuanasoHa HanomnHswWen Maccbl C, CrneaoBaTenbHO, MEHbLUMMM
npepbiBaHMSAMM MPOM3BOACTBEHHOIO Mpouyecca). 3TO O3HavyaeT, 4YTO YMEHbLUaeTcs
nepuog nonb3oBaHWs MalMHbl W, TakuMm OOpasomM, Takke YMEHbLUATCA 3aTpaTtbl Ha
Nony4YeHNe MHOrOe4NHNYHOW NEKAPCTBEHHON hOpPMbI, COAEPXKALLEN NX.

Kak ynomuHaeTcs Bbile, MHOrO€AMHUYHAS nepoparnbHasa nekapctBeHHaa dopma
Mo HacToALEMY M30OPETEHMIO COAEPXKUT ABa MHOXECTBA NENMETOB, MMEIOLLMX BbICOKYHO

rOMOreHHOCTb CojepXXaHNUA aKTUBHOMO UHrpeauneHTa. OTO O3HA4aeT, YTO KaxKabli nenneT
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UMEET NPUMEPHO TaKoe e KONMUYECTBO aKTUBHOMO MHrpeAueHTa 1, B TakOM criyyae, 3To
4OKa3sblBaeT, YTO MHOroeAuHN4Hasa nepoparnbHasa nekapcTBeHHas dopma, coaepxalias
JaHHble NenneTbl, BCerga MMEET Takoe Xe TepaneBTuyeckn 3PPEKTUBHOE KONMYECTBO
JOKCUNamMnHa vnm ero apmMmaleBTUYECKNn NPUEMMEMON COMU, U NUPUAOKCMHA UNKU ero
hapmaueBTUYECKM NPUEMNIEMON COMnMu. 3TO O3HA4YaeT, YTO HeaocTaTtoyHas WU
CBEpXao3ndukayma  akTUBHbIX WHIPEAMEHTOB B  MHOMOEAUHWYHOW nepopanbHOU
NeKkapcTBEHHON (OpME MUHUMU3NPOBAHA WCMONb3oBaHWEM crnocoba no Hacrtoswemy
nsobpeTeHuio.

Kpome Toro, aeTopbl M3006peTeHust oOOHapyxwunu, 4YTO Crnocob nomny4veHus
FOMOr€HHbIX MapTUA MHOrOEAMHMYHOW NEepPopanbHOM EKAPCTBEHHOM OPMbl MO
HacTodaLeMy N300peTeHnIo AeLLeBne, HaAeXHee, ABNAETCA BOCNPON3BOAUMBIM U Nerye B
OTHOLLEHUW yBENNYEHNs macliTaba, Nno CpaBHEHUIO CO cnocobamu COBPEMEHHOIO YPOBHS
TeXHUKN. PakTuyeckn, cnocob nNo n3obpeTEeHNo NO3BONSAET NOMyYaTb FOMOreHHbIE NAPTUN
obonx MHOXeCTB nennet o6onX akTUBHbIX UHIPEANEHTOB M NONy4YaTb MHOMOEANHUYHYIO
nepoparbHyl0 NeKkapCTBEHHYIO OPMYy C BbICOKMM BbIXOg4OM 6e3 HeobxogMmocTu B
NPOMEXYTOUHbIX CTaaUAX NPOCEMBaHNS BO BPEMS NpoLecca nonyyYeHns o6onx MHOXKECTB
nennet Ans yaaneHus HeXenaTtenbHOro nopokoobpasHOro BewecTsa W arperartos,
TaKKke yMeHbLlaTb 40 MUHUMANbHOrO YPOBHSA MOTEPH BbIXO4A HA BO3MOXXHOW KOHEYHOW
CTagmm npocemBaHnsa unu gaxe ObiTb CNOCOOHLIMU OCYLLECTBNSATL CNocob nonyyeHus
obounx MHoKecTB nenneT 6e3 HeoOX04UMOCTU B KGKOW-NTMOO 13 AaHHbIX A0MNONHUTENBHbBIX
HexenaTtenbHbIX CTaaun npocensBanns. HakoHel, aBTopbl M306peTeHns obHapyXunm, 4to
AaHHbIN  cnocob®  no3BonsieT  nony4Yatb  MNOKPbITME € MOAUMULMPOBAHHBLIM
BbICBOOOXKAEHMEM OOOMX MHOXECTB MENMeT MO HacTosaweMy U300PEeTeHuo, KOTopoe
AEMOHCTPUPYET LIeneBon Npodnnb pacTBOPEHUS.

Toraa, nepBbI acnekT N306pPEeTEHNsT OTHOCUTCA K MHOTMOE4UHUYHOW nepoparnbHOn
nekapctBeHHon dopme ¢ MOAMPUUMPOBAHHBIM  BbICBODOXAEHNEM, COAepKaLlen
cnegywoulee:

- NepBoe MHOXECTBO NenneT JAokcunammHa unm ero  dapmayeBTUYeCcKu
npUeEMNEMON Conn ¢ MOANMULNPOBAHHBIM BbICBODOXAEHNEM, COAEPXKALLNX:

- (hapmaueBTUYECKN NPUEMINEMOE MHEPTHOE AAPO;

- BHYTPEHHUM AaKTMBHbIA CMOW MOKPbITUS, COAEpXalui TepaneBTUHECKN
3(hheKTMBHOE KONMMYECTBO AOKCUITAaMMHA UMK €ro hapmMaleBTUYECKN NPUEMNEMON COMnu,
OavH wunn 6onee MOKPLIBAKOWMX areHToB, OAWH UnM Bonee aHTUCNEXMBaTENEWN,
BO3MOXHO OAWH nnn 6onee nopoobpasylolmnx areHToB; U BO3MOXHO OAHO unu Gonee

hapmaueBTU4ECKM NpUuemMnemblX BCNOMOraTenbHbIX BELEeCTB;



10

15

20

25

30

35

- BO3MOXHO MPOMEXYTOUHBIA CMOWN MOKPLITUS C BbICBODOXAEHMEM B KULLEYHMKE,
cogepxawun ognH nnu 6onee KMWeYHopPacTBOPUMbIX MOKPbIBAIOLLMX areHToB, OAUH UK
fonee aHTMCrneXmBaTeneun, BO3MOXHO OAWH unn Gonee nopoobpasylolmx areHToB; U
BO3MOXHO OAHO wunn 6onee dapmaueBTUYECKU MPUEMMEMbIX BCNOMOraTenbHbIX
BELLECTB, U

- BHELUHMA CNOW MOKPbITUA C  MOAUMPUUMPOBaHHBIM  BbICBOOOXAEHMEM,
cogepXxawun ognH nnu 6onee KMWeYHoOPacTBOPUMbIX MOKPbIBAIOLLMX areHToB, OAUH UK
fornee NOKPbLIBAIOLMX areHTOB C MOAUMPUUMPOBAHHBIM BbICBOOOXAEHNEM, OAVH UMK
fonee aHTMCrnexmeaTenen, BO3MOXHO OAWH mnn Gonee nopoobpasylolmx areHToB, U
BO3MOXHO OAHO wunn 6onee dapmaueBTUYECKU MPUEMMEMbIX BCNOMOraTenbHbIX
BELLECTB, U

BTOPOE MHOXECTBO nenneT nNUPUAOKCMHa unn  ero  dapmMayeBTUYeCKn
npvemMnemMon conv ¢ MoANMULNPOBaHHBIM BbICBODOXAEHMEM, COAepKaLLUX:

- hapmauesTUyeCckn NpremMnemoe MHepPTHoOE AAPO;

- BHYTPEHHMMA aKTUBHbIA CMOW MOKPbITUS, COAEpPXalMA TepaneBTUYECKU
3 HEKTMBHOE KONMYECTBO NUPUAOKCUHA UN ero bapmaueBTUYECKN NPUeMnemMon conu,
oagMH unn Oonee nNOKPbIBAOLWMX areHToB W  BO3MOXHO OAHO wunu  Gonee
hapmaLeBTMHECKM NMPUEMIEMbIX BCMIOMOraTerbHbIX BELLECTB; U

- BHELHWA CNOM MOKPbITUA C  MOAUDUUNPOBAHHBIM  BbICBODOXAEHMEM,
coaepXxawun ogmH nnu 6onee KMWeYHOPaCTBOPUMbIX NOKPbIBAIOLMX areHTOB, OAUH UK
fonee NOKPbIBAOLWMNX areHTOB C MOAUMPUUMPOBAHHBIM BbICBOOOXAEHNEM, BO3MOXHO
OAVH wunn 6Gonee nopoobpasylLmx areHToB U BO3MOXHO OaHO unu Honee
hapmaueBTUYECKM NPUEMIIEMbIX BCMIOMOraTebHbIX BELLECTB;

rae:

pasmep 4actuy gapmaueBTMYECKM MPUEMIIEMOrO UHEPTHOrO siapa NepBoro u
BTOPOro MHOXEeCTBa NEnmneT SBNAeTCA TakuMm, YTO No MeHblien mepe 90% MHEPTHbIX
aaep umetotT pasmep 4Yactuy ot 300 mkm go 1700 MKM, M3MEPEHHbLIA MOCPEACTBOM
CUTOBOrO aHanmsa, u no MmeHowen mepe 90% WHEPTHbIX aaep nmeeT BapuabenbHOCTb
pasmepa 4actuy He 6onee 200 MKM, M3MEPEHHYIO MOCPEACTBOM CUTOBOrO aHanusa; B
yacTHocTu He 6onee 150 MKM; B YacTHoOCTU, He 6onee 100 MKM M B YaCcTHOCTU He Oonee
75 MKM.

B yvactHoctn, HacTosiwlee wu3oOpeTeHMe OTHOCUTCA K  MHOFOEAUHUYHOM
nepopanbHON IeKapCTBEHHOW opmMe €  MOAUMUUMPOBAHHBIM  BbICBODOXIEHNEM,
cogepxallen cnegyrwouee:

nepBoe MHOXECTBO nenneT JAoKcunammHa wunm  ero  hapmaueBTU4eCcKu

NpUemMnemMon Conmn ¢ MogUMULMPOBaHHLIM BbICBODOXAEHMEM, COAEPMKaLLMX:
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- (hapmaueBTUYECKN NpreEMNEMOE NHEPTHOE AAPO;

- BHYTPEHHUA aKTUBHbIA CMOW MOKPbITUS, COAEpXalui TepaneBTUHECKN
3P hEKTMBHOE KONMYECTBO AOKCUITAaMMHa UIn ero hapmMaleBTUHECKN NPUeEMNEMON COmnu,
oavH wunn 6onee nMOKPbIBAKOWMX areHToB, OAWH WM Bonee aHTUCneXuBaTenewn,
BO3MOXHO OAWMH nnn 6onee nopoobpasylolmnx areHToB; U BO3MOXHO OAHO unu Gonee
hapmayeBTUYECKM NPUEMIIEMbIX BCMIOMOraTerbHbIX BELLECTB;

- MNPOMEXYTOYHbIA CMOM MOKPbITUA C  BbICBODOXAEHMEM B  KULLEYHMKE,
cogepXxawun ognH nnu 6onee KMWeYHoPacTBOPUMbIX MOKPbIBAIOLLMX areHToB, OAUH UK
bonee aHTMCrnexmeaTenen, BO3MOXHO OAWH mnn 6onee nopoobpasylolmx areHToB; U
BO3MOXHO OA4HO Unn Bonee apmayeBTUYECKN MPUEMIIEMbIX BCOMOraTenbHbIX BELLECTB
n

- BHELUHMMA CNOW MOKPbITUA C  MOAUMPUUMPOBaAHHBIM  BbICBODOXAEHMEM,
coaepkayun oauH nnu Bonee KMLWEYHOPaCTBOPUMbIX NOKPLIBAIOLLMX areHTOB, OAMH UMK
fonee nOKpbIBAOLWMX areHToB C MOAMMPULUMPOBAHHBIM BbICBOOOXAEHUEM, OAUH WM
fonee aHTMCNEXMBaTENEN, BO3MOXHO OAUH MnnM Gonee nopoobpasyrolmx areHToB; W
BO3MOXHO OfHO unn OGonee dapmMayeBTUYECKM NpUEMMEMbIX BCMOMOraTenbHbIX
BELLEeCTB, n

BTOPOE MHOXECTBO nenneTr nupUAOKCMHa unm  ero  apmMmayeBTUYECKN
npuemMnemMon conu ¢ MoANMULNPOBaHHLIM BbICBODOXAEHNEM, COAEPXKALLMNX:

- (hapmaueBTUYECKN NPUEMIIEMOE MHEPTHOE AAPO;

- BHYTPEHHUM aKTUBHbLIA CMOW MOKPbITUS, COAepXalui TepaneBTUYECKN
ahbhekTMBHOE KONMMYECTBO NUPUAOKCMHA UNK ero doapMaueBTUYECKU NPUEMIIEMON COMK,
oagMH unn Oonee nNOKPbIBAKOLWMX areHToB W  BO3MOXHO OAHO wunu  Gonee
hapmaleBTMHECKM NPUEMIIEMbIX BCMIOMOraTeribHbIX BELECTB; U

- BHELHWA CNOW MOKPbITUS C  MOANMUUNPOBaAHHBIM  BbICBOBOXEHMEM,
coaepXxawun ognH nnu onee KMWeYHoOPaCTBOPUMbIX MOKPbIBAIOLMX areHTOB, OAUH UK
fonee NOKPbIBAOLWMX areHTOB C MOAUMPUUMPOBAHHBIM BbICBOOOXAEHNEM, BO3MOXHO
OavH wunn 6Gonee nopoobpasylLmx areHToB U BO3MOXHO OaHO unu  Honee
hapmayeBTUHECKM NPUEMIIEMbIX BCMIOMOraTebHbIX BELLECTB;

rae:

pasmep 4actuy dgapmaueBTMYECKM MPUEMIIEMOrO UHEPTHOrO siapa NepBoro u
BTOPOro MHOXECTBa NENMET SABMNAETCA TakuMm, YTO No MeHbwien mepe 90% MHEPTHbIX
aaep umetotT pasmep 4Yactuy ot 300 mkm go 1700 MKM, M3MEPEHHLIA MOCPEACTBOM
CUTOBOrO aHanmsa, u no MmeHolen mepe 90% WHEPTHbIX aaep nmeeT BapuabenbHOCTb

pasmepa 4actuy He 6onee 200 MKM, M3MEPEHHYIO MOCPEACTBOM CUTOBOrO aHanusa; B
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yacTHocTun, He Bonee 150 MKM; B YacTHOCTU, He Bonee 100 MKM U1, B YacTHOCTU, He Oonee
75 MKM.

BTopon acnekt nsobpeteHmns oTHOCUTCH K cnocoly MOonyyYyeHnss MHOroeguHNYHOW
nepoparnbHON NEKapPCTBEHHON hOPMbI, Kak ONpeAeneHo B MEPBOM acnekTe n3obpeTeHus,
BKMOYaloLLEMyY criegytoLyee:

(a1) nonyyeHne nNepBOro MHOXeCTBa nenneT AOoKCcunammHa Wnu  ero
hapmayeBTMYECKM NPUEMIIEMON COMM € MOAUMULMPOBAHHBLIM  BbICBODOXAEHUEM
NnocpeacTBOM  HAHECEHWs  MOKPbITUA  Ha  Nennetbl  JOKCUNaMMHa WUNu - ero
hapmaueBTMHECKN NPUEMITIEMON COMKU, NMEIOLLNE BHYTPEHHMUIA aKTUBHbINA CIOW MOKPbLITUS
N BO3MOXHO MPOMEXKYTOUHBIN KULLEYHOPAaCTBOPMMbINA CITON MOKPbITUS, nyTem gobaBneHus
OoAHOro unu onee KULIEYHOPaCTBOPUMbIX MOKPbIBAIOLMX areHToB, OAHOro unu Gonee
MOKPbIBAIOLMX areHToB C MOAUMULUMPOBaHHBLIM BbICBODOXAEHMEM, ofHOro mnu Bonee
aHTUCNEXMBaTENen, BO3MOXHO OAHOro wnu 6onee nopoobpasyloLmx areHToB, WU
BO3MOXHO OAHOro wunu 6Gonee dapmayeBTUYECKN MPUEMMNEMbIX BCMOMOraTenbHbIX
BELECTB, rae pasmvep vactuy dapmMayeBTUYECKN MPUEMMEMOro MWHEpPTHOro sapa
ABNSAETCA TakMM, 4TO Mo MeHbLuern mepe 90% MHEepPTHbIX SAep UMEKDT pasmMep 4YacTuy oT
300 mkm Ao 1700 MKM, M3MEPEHHbIN MOCPEACTBOM CUTOBOrO aHanmsa, U N0 MEeHbLUEN
mepe 90% dhbapmaleBTUYECKM MPUEMIMEMBIX WMHEPTHbIX S4ep UMeeT BapuabenbHOCTb
pasmepa 4actuy He 6onee 200 MKM, M3MEPEHHYIO MOCPEACTBOM CUTOBOrO aHanusa; B
yacTHocTu, He bonee 150 MKM; B YacTHOCTU, He Bonee 100 MKM U1, B YacTHOCTU, He ODonee
75 MKM;

n

(b1) nonyyeHne BTOPOro MHOXECTBA nNenneT nNMPUAOKCUHA WNn  ero
hapmaueBTMHECKM NPUEMIIEMON CONMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NMoCpPeaCTBOM  HaHECEHWs  MOKPbITUSS Ha  MNennetbl  MNUPUAOKCUMHA WM €ro
hapmaueBTUHECKM NPUEMNIEMON COMNN, NUMEKOLME BHYTPEHHUIN aKTUBHbBIA CNOSA MOKPbITUS,
nytem aobasneHns ogHoro unun 6onee KMLWEYHOPACTBOPUMbIX MOKPbIBAKOLUX areHToB,
oaHoro unu 6onee MOKPbIBAOWMX areHToB C MOAUMULNPOBAHHBIM BbICBODOXAEHNEM,
BO3MOXHO, O4HOro nnmn 6onee nopoobpasyloLmx areHToB U BO3MOXHO 04HOro unu 6onee
hapmaueBTMYECKM MPUEMNIEMbIX BCMOMOraTenbHbIX BELLECTB, A€ pasmMep uvactuy
hapmayeBTMYECKM NPUEMIIEMOrO UHEPTHOrO sapa SIBNSETCH TakMM, YTO MO MEHbLUEN
mepe 90% MHepTHbIX agaep umetoT pasmep Yactuy ot 300 mkm 4o 1700 MKM, N3MEPEHHbBIN
NnocpeacTBOM CUTOBOrO aHanusa, M no MeHbwen wmepe 90% dapmaueBTUHECKU
NpUeMnNeMbIX MHEPTHbIX SiAep MMeeT BapuabenbHOCTL pasmepa 4actuy He Gonee 200
MKM, N3MEPEHHYIO MOCPEACTBOM CUTOBOrO aHanm3a; B 4YacTHOCTU, He Bonee 150 MKwm; B

yacTHocTu, He 6onee 100 MKM U, B YaCTHOCTHU, He Bonee 75 MKM.
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MoppobHoe onucaHmne n3obpereHus

Bce TepmMuHbI, B TOM BUae, B KOTOPOM OHU MUCMOMb30BaHbl B 4aHHOM JOKYMEHTE B
JaHHOW 3asiBke, ecnn ocobbiMm 0Bpa3oM He ykasaHO WHOE, CregyeT MOHUMaTb B MX
OObIMHOM 3Ha4Y€HUW, KaKk W3BECTHO B AaHHoW obnactu. [dpyrve OGonee KOHKPETHbIE
onpefeneHns 4na onpejeneHHbIX TEPMUHOB, B TOM BUAE, B KOTOPOM OHU UCMONb3YHOTCS
B HacTosiLlen 3asiBKe, TMpeacTaBnsaloT Ccobonm Takme, Kak WU3NOXKEHO HUMXKe, WU
npefHasHadeHbl ANA MNPUMEHeHUa eauHoobpasHo no BcemMy OObeMy onucaHus
n3obpeteHnss U opmynbl M300peTEHMS), €CNN NHA4Ye HEeABYCMbICNEHHbIM 06pasom
N3NOXEHHOEe OnpeaeneHne He nNpeaocTaBnaeT bonee Wpokoe onpeaeneHue.

B uenax HacTtoswero nsobpeteHnsa nobble NpuBeAEHHbIE MHTEPBanbl BKOYaOT
KaKk HWKHIOIO, Tak W BEPXHIO rpaHuubl unHTepsana. [lpvBeAeHHble WHTepBanbl U
3Ha4yeHus, Takne Kak Temnepartypbl, MOMEHTbl BpPeMeHW K ToMy nogobHoe, crnepyet
cuuTaTb NPUBNMN3UTENBHBLIMW, ECNIM KOHKPETHO HE yKa3aHo.

TepMuHbl «maccoBbii npoueHT (%)» unu «(macc./macc.) npoueHT (%)» MMeroT
Takoe e 3Ha4YeHue U MCMOonb3yHTCA B3auMoO3amMeHsieMo. [JaHHbIN TEPMUH OTHOCUTCH K
NPOLEHTY KOMMOHEHTA B OTHOLLEHWW K 0BLLen macce.

TEPMUH «NPUMEPHO» UNK  «NPUONN3UTENBHO», B TOM BMAE, B KOTOPOM OH
NUCMNONb3yeTc B AaHHOM JAOKYMEHTe, OTHOCUTCA K uHTepBany 3HadeHun = 10%
3ayCTaHOBIEHHOrNO  3HadeHusi. Hanpumep, BblpaxeHne «npumepHo 10»  wnu
«npudnmsntensHo 10» BkntoyaeT = 10% ot 10, a umeHHo, ot 9 o 11.

TepMUHbI «COOTHOLLEHUE» N «B3AaUMOOTHOLLEHNE» MMEIOT OAHO U TO Xe 3Ha4YeHune
N WCMONb3YIOTCHA B3auMo3aMeHsieMo. [JaHHbIM TEPMWH MWCMONb3yeTCs B HaCTOsILEM
n3obpeteHnn ans Toro, 4Ytobbl MMETb COOTHOLLUEHWE CPEAHEN CKOPOCTU MOTOKa Npu
pacnbifieHMn CMeCK, CoAepXallen MOKpPbIBaLWME areHTbl, WU CPeaHEero CKOpOCTU
gobaeneHus TBepLon dasbl CMecu B TBEPAON opme.

TepMUH «MHOroeAuHNYHAsS NekapCTBEHHas opma» onpeaenseT NeKapCTBEHHYIO
cdopmy, koTopaa coctouT u3 6Bonee, 4em OAHOW €AMHULbBI, KOTOpas COAEPXKUT
3 PEKTMBHOE KONMUYECTBO AOKCMNammHa v nupuaokemHa. OBblYHO, MHOroeauMHUYHbLIE
nekapcTBEHHbIE POPMbl OCHOBaHbI Ha CyBbeanHnLax, TakMx Kak rpaHyrbl, NenneTbl unu
MuUHUTabnetTkn. OHM OBbIMHO AOCTaBNATCA B TBEPAbIX XXENaTWUHOBBLIX Karcynax wunm
TpaHchOPMUPYIOTCA B TabneTkw.

Kak n3BeCcTHO B COBPEMEHHOM YPOBHE TEXHUKW, TEPMUH «BBEAEHNE» OTHOCUTCH K
crnocofy AOCTaBKM KOMMO3NLUWN K XKenaTenbHOMY y4acTKy. TepMUHbI «nepopanbHbIny U
«nepoparnbHOe BBEAEHWE» WUMEEeT OAHO U TO XE 3HAYEeHWe, U OHU MCMOoMb3yTCA

B3anMo3aMeHsieMo. KOHKPETHO, OHW OTHOCATCS K MpUeMy BHYTPb IEeKapCTBEHHOro
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CpeacTBa MOCPEACTBOM [FOTAHUSA Unu kesaHua. [1peanoyTUTENbHO, MOCPeACTBOM
rnoTaHus.

Kak packpbITO Bbile, MHOrOEAMHUYHAA NekapcTBeHHas opma no HacToswemy
n300peTeHnto, BKMOYAET ABa MHOXECTBa NENneToB. TEePMUH «NENneT» OTHOCUTCA K
ManeHbkMM 4actvyam ¢ npubnuantenbHO OAWHAKOBbIMKM opmamn n pasmepamu,
NMOMNyYEHHbIM CrocoboM 3KCTPY3UU WM MOCPEACTBOM MOKPbITUA hapmaueBTUYECKn
NpUeMnNemMoro MHePTHoro sapa. «ManeHbkaa yactuya» OTHOCUTCS K yactuue, AnameTp,
ANVHA, BbICOTa U wMpmMHa U T.4. kotopon coctasnseTr ot 100 mkm go 3000 mkm, B
yactHoctn, ot 300 mkm o 1700 mkm. ManeHbkne 4yactvubl UMEKT NpubnmnsanTensHo
OAMHaKoBble pasMmepbl, €Cnv AuameTp, ANVHA, BbICOTA, LUMPUHA WNU T.N. CaMOW
ManeHbKOW YacTuLbl COCTaBMAET NO MEHbLUEN Mepe NPUMEPHO OAHY MOMOBUHY CPEeAHEro
AnameTpa, ANVHbI, BbICOTbI, LUMPUHBI UMW T.M. YacTuy, U ecnn guameTp, ANWHa, BbICOTA,
LWMPUHA UK T.Nn. camon BOonbLION YacTuubl MakCUMyM NPUMEPHO B ABa pasa bonbLue
cpeaHero auvameTpa, ANWHbL, BbICOTbl, LWWPWHBI UNW T.N. Yactuy. Toraa, TEepMUH
«nenneT», «Cepuveckun NenneT», «LWwapbl», «LWapukn», «cdepunyeckne 4Yactuubi»,
«cepongbl» U «KMUKPOCKEPBI» MMEKT OAHO U TO Xe 3HAYEHWE U MCMOorb3yHTCA
B3aMMO3aMeHsIeMO. TEPMMH «rpaHyna» OTHOCUTCA K MarneHbkuMm 4vactuyam 6e3
npUbNM3NTENBHO €ANHOOOpPasHbIX opM U PasMepoB, MOMyYEHHbIM CnocoOoM
rpanynsaymn. OB6bIYHO, rpaHyfbl MEHEE OAHOPOAHbI B pasmepe u opme, YeMm NenneThbl.
Taknm obpasom, rpaHynbl UMeT 6onee HU3Ky O4HOPOAHOCTb M3-3a UX HEMpPaBUbHbIX
NMOBEPXHOCTEN M AEeNarT HENPUEMITEMON O4HOPOAHOCTD AO3NPOBAHUS N NPELOCTaBNSOT
HEeCOOTBETCTBYIOLLMIA Npocdhunb pacTtBopeHns. Takum obpasom, B Lensix M3obpeTeHus
TEPMUHbI «MNEMNNET» U «rpaHyna» He SABMSIOTCS OAHUM M TEM X, U OHWU He SIBNATCA
B3aMMO3aMEHSAEMbIMUN.

TepMuHbl nekapcTBeHHast opma ¢ «MoAnpULUMPOBaHHLIM BbICBOOOXKAEHNEM» U
«nekapcTBeHHas ¢opmMa C MOAMMDULMPOBaAHHOM [LOCTaBKOW», a TakXe nennetr «c
MOANPULMPOBAHHLIM BbICBOOOXAEHMEMY N NEMNNET «C MOANPULNPOBAHHOW AOCTaBKONY
UMEIOT O4HO M TO K& 3Ha4YeHMe U ABNSITCA B3aumodameHsembimn. Oba TepmuHa
cnegyeTt NMoOHUMAaTb, Kak NEeKapCTBEHHYIO POpMYy MnW NENNET, KOTOpble AEMOHCTPUPYIOT
Bonee megneHHoe BbICBOOOXAEHNE aKTMBHbIX areHTOB, YEM BbICBOOOXAEHNE aKTUBHbIX
areHToB  obwenpuHATon  hapmaueBTUYECKOM  KOMMO3UUMM € HEMEATIEHHbIM
BbICBOOOXKAEHMEM, BBOAUMOKM TaknMm e nyTem. B obwem, TepMmH «MognuumpoBaHHoe
BbICBODOXAEHME» OTHOCUTCH K TOMY, YTO aKTUBHbIA WHIPEAUEHT BbiCBOOOXAAETCA U3
hapmaleBTMYECKON NEeKapCTBEHHONW (POPMblI MPU  KOHTPOMMPYEMOM, ASUTENBLHOM,

NPONOHr’MpoOBaHHOM UK 3amMeaNeHHOM BbICBOOOXKAEHNN.
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B uenax  Hactosiwero - mn3obpeTteHnss  TEPMUH «moamncnumpoBaHHoe
BbICBOOOXKAEHME» OTHOCUTCS K MHOFOEAMHUYHOW MepopanbHOM NeKkapcTBEHHOW opme,
KoTopas LEMOHCTPUPYET npodurnb pacTBOPEHMS,, B COOTBETCTBUM C KOTOPbIM: OT 5
macc.% Ao 35 macc.% cogepxaHus gokcunammHa pacteopsietcs Ha 17 u B cpege 0,1 H.
HCI (pH paBeH 1); 3atem, cpefy 3ameHsa0T cpegou ¢ pH, pasHbiM 4,5 (0,05 M aueTtaTtHbIn
Oydep), n Ha 4° 4 n3 HakonneHHoro pacteopseTcs 6onee yem 35 macc.% - 75 macc.%
NCXOA4HOro coAepXaHus AOKCUMNaMWUHA; 3aTeMm, Cpeay 3aMeHsT cpeaon ¢ pH, pasBHbIM
6,8 (0,05 M dochaTHbIi Oydep), n Ha 7% 4 pacTBOPSAETCA MO MEHbLUEN Mepe
HaKoMneHHbIXx Gonee yem 75 macc.% WCXO4HOro CoAepXKaHusi AOKCMNamuHa, n oT 5
macc.% Ao 35 macc.% coaepxaHusa nMpuaokcuHa pacteopsieTca Ha 1°" 4 B cpeae 0,1 H.
HCI (pH paBeH 1); 3atem, cpefy 3ameHa0T cpegou ¢ pH, pasHbiM 4,5 (0,05 M aueTtaTtHbIn
Oydep), n Ha 4° 4 n3 HakonneHHoro pacteopseTcs bonee yem 35 macc.% - 75 macc.%
NCXOAHOTO COAEPKaHUS MUPULOKCUHA; 3aTeM, cCpefy 3aMeHsoT cpeaon ¢ pH, pasBHbIM
6,8 (0,05 M chochaTHbIn Bydpep), 1 Ha 7° 4 U3 HAKOMMEHHOro PACTBOPSAETCH MO MEHbLLEW
mepe Oonee uyem 75 macc.% WCXOAQHOrO COAEPXaHUSA MUPUAOKCUHA; rae npodunb
pPacTBOPEHUS U3MEPSIOT C WUCMOMb3oBaHMeM cooTeeTcTByowero cnocoba. O6bl4HO
coOTBETCTBYOWMM crnocobom aBnsietca  cnocob USP, Takom kak, Hanpumep,
nocpeacTBOM MCnonb3oBaHusa npubopa USP 2 Tuna (kop3uHka), nomeLyast KoMno3mumio
B 900 mn cooTeeTcTBYOWMX cpea/bydepos npu 37°C + 0,5°C n 100 06./MuH. (06opoToB
B MWHYTY) MM C ucnonb3oBaHnem npubopa USP 3 Tuna (kadarowumcs UunmHAp),
nomeLyas komnoanymto B 250 mn cooTtBeTCTBYIOWMX cpes / Bydepos npu 37°C £ 0,5°C n
15 norp./MuH. (MOrpy>keHnin B MUHYTY). B HacToswem nsobpeteHnm namepeHue npoduns
pacTBOPEHUSI MHOTMOEAMHWYHON nepopanbHOM feKapCTBEHHOW (OpMbl  MPOBOASAT
nocpegctsom npubopa USP 2 Tuna (kopsuHka), nomew@sa komnosvuymio B 900 mn
cooTBeTcTBYOWMX cpeg / Bydepos npu 37°C = 0,5°C n 100 06./MuH. (oBopoToB B
MUHYTY).

B ogHOM BOMNOLWEHMM MHOroeaMHUYHas nepoparnbHas nekapcTBeHHasa gopma,
KOoTopas AEMOHCTPUPYET Npodhunbe PacTBOPEHMSI, B COOTBETCTBMM C KOTOpbIM: OT 10
macc.% Ao 35 macc.% cofepxaHus gokcunammHa pacteopsetcs Ha 19 u B cpeae 0,1 H.
HCI (pH paBeH 1); 3atem, cpefy 3ameHsaoT cpegon ¢ pH, pasHbim 4,5 (0,05 M ayeTtaTHbI
Oydep), n Ha 4°™ 4 13 HakonneHHoro pacTteopseTca 45 macc.% - 70 macc.% WUCXOAHOro
COAEpXKaHUsa AOKCMMNMaMUHA, 3aTeM, Cpeay 3ameHsT cpegon ¢ pH, pasHbim 6,8 (0,05 M
docaTHbIn Bydep), 1 Ha 7% 4 N3 HaKOMMEHHOrO PacTBOPSETCH MO MeHbLUe Mepe 80
mMacc.% WUCXoA4HOro coaepxaHma pgokcunammHa, u ot 10 macc.% po 35 macc.%
cofepxaHusa nupugokcuHa pacteopsetca Ha 1 u B cpege 0,1 H. HCI (pH paBeH 1);

3aTem, cpefy 3ameHsaT cpeaon ¢ pH, pasHbim 4,5 (0,05 M aueTaTHbi 6ydep), u Ha 4°
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4 K3 HakoneHHoro pacteopsieTca 40 macc.% - 65 macc.% UCXOAHOro coaepaHus
NUPUAOKCMHA; 3aTEM, Cpeay 3ameHsIoT cpegon ¢ pH, pasHbim 6,8 (0,05 M docdhaTtHbIn
Oydep), n Ha 7°" 4 U3 HAKOMMEHHOro PacTBOPSAETCA MO MeHbllen mepe 80 macc.%
NCXO4HOrO COAEPXKaHWA MUPUAOKCUHA;, rAe npodunb pPacTBOPEHUS U3MEPAIOT C
NCnonb30BaHNEM COOTBETCTBYOLLEro cnocoba.

B  KoHTekcTe  n300peTEeHNss  TEPMUH  «MOKPbIBAOLME  areHTbl» U
«NneHkoobpasyLme MOKPbIBALWME areHTbl» WMMEKT OAHO U TO Xe 3Ha4YeHue Wu
ncnonb3yTcs B3aumosameHsemo. Mo obovmn TepmMuHamu crneayeT nogpasymeBarb
cpeactso, cnocobHoe obpas3oBbiBaTb TOHKOE MOKPbLITUE ANS TBEPAOW NEKAPCTBEHHOM
OpPMbl NN NPOMEXYTOYHON FNEKapCTBEHHOW OPMbI, Kak Hanpumep, Tabnetke wu
nenneTos. [TpyMepbl K&XXLO0ro U3 TUMOB MOKPbIBAKOLLMX areHTOB PaCKPbIThbl HDKE.

B ogHOM BONMMOLLEHMM MHOrOEAMHUYHAA nepoparbHas nekapcrseHHas opma no
HacTosilemy un3obpeTeHnio npeacTaBnseT CobON MHOrOEAMHUYHYIO NepoparnbHyo
NeKapCTBEHHYIO (POPMY, B KOTOPOMW MOKPbLIBAIOLMMA AreHT BHYTPEHHEro akTMBHOrO Cros

MOKPbLITUS NEPBOrO M BTOPOTO MHOXECTBA MENneT He3aBUCUMO BblOpaHbl M3 rpynmbi,

cocrosiLen n3 NOMNMBUHUININPPONNAOHA, M4 POKCUNPONMALENIONO3bI,
MUKPOKPUCTanIN4yeCcKomn Lennonossbl, kapboHaTta KanbLus, Kanbuun-
kapBoKCUMETMNLENNONO3bI, HaTPUN-KapPOOKCMMETUNLENIONO3bI, hEPMEHTATMUBHO

rMMApPONM30BaHHOW HaTpur-kapbokcumeTunuennionossl, uennabypata, uennauedara,
ayerata LUennionosbl, LETUNOBOrO CNupTa, XUTO3aHa, MMAPOreHN30BaHHOrO KOKOCOBOMO
Macna, KOMoBWAOHA, CYXOW KYKYPY3HOW MaTOKW, 3TUNUENNonosbl, BOAHOW AUCNepCcum
3TMNUENNONO3bl, AUCNEPCUMM ITUNUENONO3bl TMNa b, 3TMNEHrMUKONS U NPUBUTOrO
cononumepa BMHUMOBOIO CnMpTa, XenatuHa, (apmaueBTUYECKON rnasypu, XuaKowu
rNIOKO3bl,  rnuyepunbereHara,  rnuyepunauberenara,  rmMAoOpPKCUM3TUILENIONO3bI,
rMAOPKCUMPONUNLUENIIONO3bl, TMNPOMENNO3bl, M3oManbTa, anbda-nakransbymuna,
ManbTUTONa, ManbTOAEKCTPUHA, NMONMUMEPOB METAKPUIOBOW KUCIMOTbl U COMONMMEPOB,
UMEIOLLUMXCS B MNPOA&KE Moh TOProBbiM HasBaHumem Eudragit® (Rohm Pharma;
Westerstadt, M'epmanng), kak Hanpumep, Eudragit® E , Eudragit® NE, Eudragit® NM,
Eudragit® RL u Eudragit® RS, meTnnyennonosbl, KOCTOMKOBOrO nanbMOBOro macna,
nanbMoOBOro Macna, rMAPOreHM3NPOBaHHOrO NaneMOBOro Macna, nonMUMAEKCTPO3bl,
rMAPOreHN3MPOBAHHON NONUAEKCTPO3bI, NONMU3ITUNEHITIMKONS, NOonMaTuneHrnukons 3350,
NONU3TUNEHOKCNAA, NONMBUHNIOBOTO cnupTa, nynnynaxa, NOMNHOCTbLIO
TMAPOreHM3NPOBaAHHOrO  pancoBOro  Macna, MOMHOCTbIO  FMAPOreHN3NPOBAHHOMO
CYNeprnvuepuHMpoOBaHHOro  pancoBoro  Macna, Lwennaka, MOAUMULNPOBAHHOIO
NpeXenaTMHU3NPOBAHHOIO Kpaxmarna, caxaposbl, KOHAUTEPCKOro u3gennsa uns caxapa,

NoACOMHEeYHOro Macna, Auokcuaa TuTaHa, kapHaybckoro Bocka, MUKPOKPUCTaNMYeCcKoro
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BOCKa, KCUNUTa N OKCMAA LMHKA, anbMMHOBOW KUCMOTbI, KOMOBMAOHA, AnbyTundTanara,
anatundTanara, NMMPOKCUNUHA, anbrmHaTa HaTpus U Mx cmecn. B ogHom BonmowjeHun
MHOrOeANHMYHAA nepoparnbHasi NekapCTBEHHas hopma MO HaCTOSLEMY M300pEeTEHUto
npeacraesnseT cobon MHOroeAMHUYHYHO NEPOpPanbHY NEKapCTBEHHYIO POPMY, B KOTOPOU
MOKPbIBAKOLMA areHT BHYTPEHHEro akTMBHOrO Crosi MOKPbITUS MEPBOrO U BTOPOro
MHOXeCTBa  NEenneT  He3aBMCMMO  BbiOpaHbl W3 rpynnbl,  COCTOSILUEN M3
NOMMBUHUIMUPPONUAOHA,  LUeNnaka, rMNPOMENno3bl,  MMAPOKCUNPONUNLENIONO3bI,
MUKPOKPUCTANINYECKON LLenmonosbl U X CMeCu.

B yacTHOCTW, TEPMWH «MOKPbIBALWMA areHT C  MOANDULMPOBAHHBLIM
BbICBOOOXKAEHMEM» OTHOCUTCS K CPEeACTBY, CNOCOOHOMY 06pasoBbIBaTh MMEHKM, KOTOPLIE
obecneunBaloT [OCTaBKY JIEKAPCTBEHHOIO CpeACTBA C 3apaHee OnpeaeneHHOM
CKOPOCTbIO W/MNU nokanuaayven B COOTBETCTBUM C NOTPEOHOCTAMM oOpraHusma u
COCTOSIHMAMM Mpy  3aboneBaHMM B TEYEHWE ONpeAeneHHOro nepuoja BPEMEHMU.
NnnioctpatmeHble, HE OrpaHuYMBaloLMe NPUMEpPbI KMOMMMEPOB C MOANMPULNPOBAHHBIM
BbICBODOXAECHNEM» WU «MNONMMMEPOB C MOAUDULMPOBAHHON JOCTaBKOW» MPEACTaBNSoOT
cobor nonumepbl, KOTOpble 0OOecneymBardT KOHTPONMMPYeMoe  BbICBOOOXAEHME,
ANUTENbHOE BbICBOOOXAEHNE, MPOSIOHIMPOBaAHHOE BbICBODOXAEHME UNU 3amMeaneHHOoe
BbicBOOOXAEHNE.  [pumepbl  MOKPbIBAKOLWMX  areHToB € MOAM(PULMPOBaHHbLIM
BbICBOOOXAEHNEM BKIOYAlOT, 6€3 OrpaHuYeHUsi, akpunoBble MONMMEPLI, LENMonosbl 1
UX  MPOU3BOAHbIE,  LUEMnaK, TMAPOrEHU3NPOBAHHOE  pacTUTENbHOE  Macno,
TMIPOreHN3NPOBaHHOE KacTOpOBOE Macno M ux cmecu. [lpymepbl  NoaxXoasLmx
aKpWIOBbIX MOMMMEPOB BKMIOYAOT MONMUMMEPLI METAKPUIOBOW KUCMOTbI U COMONUMEPHI,
UMELMECA B MNpojgake nog TOpProebiM HasBaHuem Eudragit® (Rohm Pharma;
Westerstadt, Nepmanuns), kak Hanpumep, Eudragit® E, Eudragit® NE, Eudragit® NM,
Eudragit® RL n Eudragit® RS. Mpumepbl nokpbiBaroLme areHTbl ¢ MOANDPULNPOBAHHBIM
BbICBODOXAEHNEM BKMIOYAOT, 6e3 OrpaHudeHusl, anbrmMHOBYKO KWUCMOTY, COMOnMMep
kapbomep, roMononmmep kapbomep, WHTEpnonumep kapbowmep, HaTpUn-
kapOOKCMMETUNUENMIONO3y, KapparnHaH, uennabypaT, 3TUMUENnmionosy, BOAHYIO
ANCNEPCUIO STUNLENMIONO3bl, AUCMNEPCUIO 3TUMNLENMIONOo3bl TUNa b, ruyepunMoHoonear,
rMuUepunMoHocTeapar, ryapoByto Kameapb, rmgpokcunponunbeTagexc,
TMAPOKCUNPONUALENIIONO3Y, TMNPOMENNOo3y, MOMU3TUNEHOKCUA, LWennak, anbrmHat
HaTpus, Kpaxman, npPeXenaTuHU3NPOBAHHbIA Kpaxman, npeXenaTMHU3NPOBaHHYIO
MOANMULUMPOBAHHYIO WNN KCAHTaHOBYKO kamegb. [1peanouTUTEnbHO, MOKPbIBAOLLMIA
areHT ¢ MoaANMUMPOBaHHBLIM BbICBOOOXKAEHMEM MpeacTaBnsdeT cobon Lennak, B
YaCTHOCTW, LWennak, He coaepxawuin BOCK. [lonumepbl €  MOAUPULMPOBAHHBLIM

BbICBOOOXAEHMEM  MOryT  COMPOBOXAATbCA  Nnactudukatopamy, TakMMU  Kak
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Tpuatunuyutpat (TEC - ot anrn. triethyl citrate), nonuatunenrnukones (M3lN), yeTMnosbIN K

CTEapunoBbIA CNNPT, aueTUnTpubytunuuTpaTt, auetuntpuatunumtpat, 6eH3mnbeHsoar,

Kacroposoe macno, xnop6yTtaHon, AVaueTUnMpoBaHHble MOHOMMULUEPUAbI,
anbyTtuncebakar, anatundranar, rMALEPVH, MaHHWT, NOMM3TUNEHITINKONb,
NONN3TUNEHITINKONb 3350, MOHOMETUMNOBLIN achmp NONNITUNEHTINKONS,

NPONUINEHINIMKONb, NynnynaH, copbut, pacTteop copbuta u copbutana, aguayertar
rekcansobyTtumpaT caxaposbl, TpUaueTuH, TpnubyTnnumuTpar, TPUaTuNuUuTpaT n sutamuH E;
NMOBEPXHOCTHO-AKTUBHBIMW  CPeACTBaMX, TakMMM  Kak  naypuncynbdar  Hartpus,
nonucopbar u noriokcamep; NArMEeHTamu, TakUMU Kak AMOKCUA TUTaHa, MOMyTOPHbIN
OKCWA Kenesa, CMmasblBalWMMM BelecTBaMy, TakUMW Kak Tanbk, cTeapaTr MarHus,
rmuuepunmMoHocTeapar, 6ereHoMnnonMoKCUNrNUUepuabl, cTeapar Kanbuus,
rMAPOreHM3NPOBaHHOE KacCTOPOBOE MAacmno, rMAPOreHNn3NpoBaHHOE KOKOCOBOE Macro,
rnvgepunberenar, rnvyepungmbereHar, rmuuepunmMoHo- n gukanpunart, ramyepuniMoHo-
n Auvkanpunokanpar, rmyyepunMoHokanpunar, rIvUepunMoHoKanpunokanpar,
rmuyepunMoHocTeapar, rnuuepunTpukanpunar, ravuepunTpucTeapar, naypuHosas
KACNoOTa, cTeapar MarHus, MWHepanbHOe merkoe Macrio, MUPUCTUHOBAsA KUCMOTa,
rMAOPreHM3MpoOBaHHOE NanbMOBOE Macno, nanbMoBas  KWCMOTa, Nonokcamep,
NONMMUATUNEHINNKONb, nonuaTuneHrnmkone 3350, nonuokcun-10-onennoBbin  3dup,
nonuokcun-15-rmapokcucteapat, nonmokenn-20-Uetocteapunosbli adoup, nonmokenn 35
KacTopoBoe mMacro, nonmokcun 40 rmaporeHn3npoBaHHOE KaCTOPOBOE MacHO, MOSIMOKCUI
40 creapart, nonucopbar 20, nonucopdar 40, nonucopdar 60, nonucopdar 80, 6eHsoar
kanusa, 6eH3oaTt HaTpus, naypuncynbdart HaTpusi, cTeapart HaTpus, crteapundymapart
HaTpusa, copbuTaH MoOHonaypar, copbutaH MoHooneart, copbuTaH MOHOoNnanbMUTarT,
copbutaH mMoHoOCTeapar, copbutaHcecksuonear, copbutaH Tpuonear, CTeapuHOBas
KMCNOTa, OYMLWEHHas  CTeapuHOBas  KWACMNOTa, CTeapar  caxaposbl,  Tarnbk,
rMAOreHN3NPOBaHHOE pacTUTENbHOE Macno, Tuna |, cteapar UuHKa 1 ux cMecu.

B ogHOM BONMOLEHMM MHOrOEAMHUYHAsA nepoparnbHas nekapcreeHHas opma no
HacTosiemMy M300peTeHuio npeacTaBnsieT CcobOM  MHOMOEAMHMYHYIO MepopanbHyo
NeKkapCcTBEHHYO OPMY, B KOTOPOW MOKPbIBaOLWME areHTbl C MOAUMPULMPOBAHHBIM
BbICBOOOXKAEHNEM He3aBNUCUMO BbIOpaHbl n3 rpynnbl, CoCTOSILLEN n3
NONUBMHUNNUPPONMAOHA M LIENMaka, B YaCTHOCTU, NONUBMHUNNUPPONMAOHA M LWennaka,
He coaeprKallero BOCK, M MX CMeCH.

TepMUH «BbICBOOOXAEHME B KULLEYHMKE» OTHOCUTCS K KOMMO3ULUMWU UMW CroH
nekapcTBEHHON (POPMbI, KOTOpasi MPUroToBneHa ANA BbICBOOOXAEHUS aKTMBHOIO(bIX)
WHrpeaneHTa(oB) Npyv HaxoXAEHUN B YCMNOBUAX CREUMPUKM KENY[OYHO-KALLEYHOrO

TpakTa. B ofHOM BOMMOLEHMN PacTBOPMMOE B KULLEYHMKE BeLecTBO siBnsercs pH-
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YyBCTBUTESbHBIM M MOABEPXKEHO BIMSHUIO U3MEHEHUW B PH, C KOTOPbLIMU CTankUBaeTCs B
XKENyAOYHO-KMLWIEYHOM TpakTe (pH-4yBCTBUTENBHOE BbLICBOOOXKAEHME). PacTBopumoe B
KMweYHMKe BewecTBo 0BblYHO OCTaeTCa HEpPacTBOPMMbIM Npu pH Xenyaka, 4To B Takom
crnyvae genaeT BO3MOXHbIM BbICBOOOXAEHME aKTUBHOrO MHrpeaueHTa B cpeae ¢ bonee
BbICOKMM pH nocne  enyaovHO-KMLLEYHOro  TpakTa (Hanpumep, vacrto
ABEHaaLUaTUNepCTHasa KULIKa Unn MHoraa ToncTtas kuwka). B ewe ogHom BOMMOLEHUU
pacTBOPMMOE B KULLIEYHMKE BELLECTBO COAEPXKUT (PEepMEHTaTUBHO Aerpagupyemble
nonumepbl, KOTOpblE pasnaralTca noj Aenctsuem OaktepmanbHbIX PEPMEHTOB,
HaxXOAALMXCA B HUKHEM OTAENE XKEenya04HO-KULLEYHOrO TpakTa, B YaCTHOCTU, B TOSICTON
Kuwke. BO3MOXHO, eAMHUYHAA nekapcTBeHHaa popma npurotosneHa nocpeacrtsom pH-
YyBCTBUTENbHOrO BELLECTBA, PaCTBOPUMOrO B KULUEYHMKE, CKOHCTPYMPOBAHHOrO AnS
JOCTWXKEHNS BbICBOOOXAEHNA 3@ NPUMEPHO COOTBETCTBYIOLUME Yacbl, B YCMOBUSX
KOHKPETHOro pH mnu Bbilwe KOHKPeTHOro pH. B pasHbix BOMMOLWEHMSIX KOHKPETHbIM pH
MOXET, HanpuMep, COCTaBMATbL OT NPUMEPHO 4 A0 NPUMEPHO 7, Kak Hanpumep, NPUMepHoO
45,5, 55,86, 6,5 68 unn 7. B kOHTEKCTE N30OPETEHNSA TEPMUH KMOKPbIBAIOLLUA areHT C
BbICBODOXAEHMEM B KULLEYHUKE» OTHOCUTCA K CPEeAcTBY, CNocOOHOMY 0OpasoBbiBaTb
NNeHkn, KoTopble obecneuymBardT [OCTaBKY JAOKCUNAMMHA W NUPUAOKCMHA Npwu
HaXOXAEHUN B YCNOBUSIX CNELUMUKM KENYAOUYHO-KNLLEYHOrO TpakTa, Kak onpeaeneHo
Bbille. Bewjectsa, ncnonb3yemble NS KOMMNO3UUUA C BbICBOOOXAEHNEM B KULLEYHUKE,
Hanpumep, B KA4eCTBE NOKPbLITUIA, XOPOLLO U3BECTHbI B AaHHOW 06nacTn 1 BKMAOYAKOT, HO
He OrpaHu4MBaloTCA MonMMMepamMu LUEenmnosbl, TakuMU Kak CykyuMHaT auyetara
rMAPOKCUNPONUIMETUNLENNIONO3bI, dTanaT rMLOKCUNPONUIMETUNLENNONO03bl, dTanart
ayeTtata Uennonosbl W TpUMENnUTaT auetaTta  LUennonosbl; NpPegnovTUTENbHO
oOpasoBaHHble W3 aKpUIOBOW KUCNOTbl, METaKPUNOBOW KUCMOTbI, METUNaKpunara,
aTMnakpunara, MeTunMmeTakpunarta wwunum aTunMmeTakpunaTta u gpyrme MeTakpunosble
CMOIbl, KOTOPbIE NMEIOTCH B Npogake noj ToprosbiM HassaHmem Acryl-EZE® (Colorcon,
CWA), Eudragit® (Rohm Pharma; Westerstadt, lTepmanus), skntovas Eudragit® L30D-55
n L100-55 (pactsopumsbl npu pH 5,5 n Beiwe), Eudragit® L100 u L12.5 (pactBopumMbl npu
pH 6,0 n Bbiwe), Eudragit® S, S12.5 n FS 30D (pactsopumbl npyn pH 7,0 1 Bbilwe, kak
pesynbtat 6Gonee BbLICOKOW CTeneHu 3Tepudumkayum); BUHWMOBBIE MNOMUMEPBLI W
cononumepbl, obpasoBaHHbIE W3 BMHUNAaUeTarta, BuHMNayeTatdTanara, cononumep
BMHMNayeTata U KPOTOHOBOW KWUCMOTbI, M COMONMUMEP 3TUNeHa W BuHMNaueTaTa,
hepmMeHTaTMBHO AerpagmpyemMbie NONMMEpbl, Takne kak asononvmepsl; 1 3evH. MoryT
ObITb UCNOMNb30BaHbl KOMOUHALMM pa3HbIX BELWECTB, PACTBOPUMbIX B KULLEYHUKE. Takke
MOXHO MPUMEHSTb MHOIOCMOWHbIE MOKPbLITUA C UCMOMb30BAaHNEM pPa3sHbIX MONMMEPOB.

CBoWCTBa, WU3rOTOBMEHWE U KOHCTPYMPOBaHWE CUCTEM AOCTaBKM B KULLEYHWMK XOPOLLIO
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M3BECTHbl CPeAHVM cneyuvanuctam B AaHHoW obnactu. B KOHKPETHOM BOMMOLLEHUU
KMLLEYHOPACTBOPUMOE MOKPLIBALWMA areHT BbiOpaH W3 rpynnbl, COCTOSILLEN W3
cononumepa MeTakpuoBOW KUCMOTbl U METUNMETAKpuUnaTa, cononumepa MeTakpunosoun
KMCNOTbI n MeTunakpunara, dranata ayertata  UenoONO3bl, hranara
rMAPOKCUNPONUNMETUNLENNIONO3bI,  Tanarta nonvBUHWNAaUeTarta, Tpumennurara
auertara Uennonosbl n nx cmecun. bonee koHkpeTtHo, Eudragit L®, Takon kak, Hanpumep,
Eudragit L100 (npogaH Evonik). B ogHOM BOMMOWEHMN MHOMOeANHUYHAA nepoparnkeHas
nekapcteeHHass opma no HacTtoswemy usobpeteHuio npeacrasnsetr coboun
MHOMO€ANHUNYHYO nepopanbHyo NeKapCTBEHHYIO dopmy, B KOTOpOW
KMLLIEYHOPaCTBOPUMbIE MOKPbIBAIOLME areHTbl He3aBUCUMO BbiOpaHbl W3  rpynnbl,
COCTOSALLEN M3 COMnonMMepa METakpuUroBOW KUCMOTbl-METUNMETakpunara, cononumepa
METaKpUNoBOW KUCMOTbI-MeTUnakpunara, dQTanara auyetara uennionossl, dranara
rMAPOKCUNPONUNMETUNUENNONO3bl, Tanarta nonvBuHWNAaUeTara, Tpumennurara
ayeTarta uenniornosbl n Ux cmecu. B ogHOM BOMNMOLEHUN MHOMOE4UHUYHAA nepopanbHas
nekapctBeHHas dopma no HacTosilemy M300peTeHnio npeacraensieTr  cobou
MHOMO€ANHUNYHYIO nepopanbHyo NeKkapCTBEHHYIO dopmy, B KOTOpON
KMLLEYHOPACTBOPMMOE  MOKPbLIBAKOWMA  areHT npeacrasnsiet cobow  cononumep
METaKpMUNOBOW KMCMOTbI U METUINMETaKpunaTa, B YacTHocTu Eudragit L100.

Kak onpegeneHo Bbile, MHOroeAaMHUYHaA nepoparnbHas nekapcrBeHHas gopma
Nno HacToswweMy W300PETEHNIO COLEPXUT NEpPBOE MHOXECTBO MNENNeToB, KOTopoe
BKIIOMAET TepaneBTUYECKM IPPEKTUBHOE KOMMYECTBO AOKCUNAMUHA WAM  €ro
hapmaueBTUYECKM NPUEMNEMON CONMW, WU BTOPOE MHOXECTBO MENNeToB, KOTOpoe
COAEPXKNT TepaneBTU4HeCKn IPPEKTUBHOE KONMMYECTBO NUPUAOKCUHA WNKM  €ro
hapmayeBTMHECKM NPUEMIIEMON COMN.

TepMUH «TepaneBTUYeCKkn 3PP EKTUBHOE KOMMYECTBOY, B TOM BUAE, B KOTOPOM OH
NCNonb3yeTcH B 4aHHOM AOKYMEHTE, OTHOCUTCS K KONMMYECTBY aKTMBHOIO UHIPEANEHTA Ha
MHOMOEANHNYHYIO MNepopanbHyl0 NEKapCTBEHHYKD OPMYy, KOTOPOE, MNpu BBEAEHUM,
ABNAETCA AOCTATOYHbIM ANS NPEAYNPEXAEHNS PasBUTUS Unm obneryeHnss 40 HEKOTOPOU
CTENEHN ogHoro unu Bonee M3 cUMNTOMOB 3aboneBaHWsi, KOTOPOE paccMaTpPUBacTCS.
KoHkpeTHas posa COefWHEHMs, BBOAMMAsS COrMacHoO AaHHomy u3obpeteHuio, Byaet
ONpPefenaATbCs KOHKPETHbIMU OBCTOATENBCTBAMM, OKPY>KAIOLWMMWN  JaHHbIW - Criy4yan,
BKIIOMAsA BBOAUMOE COELUHEHME, NYTb BBEAEHWS, KOHKPETHOE COCTOSIHME, nognexaiee
NEYEHNIO, N NOXOXMEe PakTopbl.

TepMmuH «papmaleBTuyecks npuemnemas(ble) conb(M1)», B TOM BUAE, B KOTOPOM
OH MCMNOMb3yeTCA B AaHHOM JOKYMEHTE, OxBaTbiBaeT nobyto comnb, 06pasoBaHHy0 K3

C*)apMaL[eBTI/I‘-IeCKI/I npueMnemMblX HEeTOKCUYHbIX KUCMOT, BKNO4YaaA HeopraHn4yeckue unun
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opraHnyeckne Kkucrnotbl. OTCYTCTBYIOT OrpaHUWYEHWUsl, OTHOCUTENbHO Cconen, 3a
WCKINIOYEHMEM TOro, €Criv OHU UCMONb3YKOTCH B TEPaneBTUYECKUX LEMNsSX, OHWU AOMMKHbI
ObITb  bapmayeBTUdeckn npuemnembiMn. [1OCKOMNbKY AOKCUNaMUH U MUPULOKCUH
ABNAOTCA OCHOBHbIMW COEAWHEHUAMU, COMM MOXHO nonyyaTtb U3 dapmaleBTUYECKU
NpUeMNEMbIX HETOKCUYHbBIX KACMNOT, BKMOYAA HEOPraHUYeCcKne U opraHn4yeckue KUCnoThbl.
Takne KNCMOTbl BKNIOYAOT, CPEeAn APYIvX, YKCYCHYIO, BEH30MCYNbGOHOBYIO, BEH30MHYIO,
KamopCyrnbOHOBYIO, JIMMOHHYIO, 3TaHCYNb(OHOBYD, (yMapoBylo, MOKOHOBYIO,
rMyTamMmWHOBYIO, BpPOMUCTOBOAOPOAHYIO, XNOPUCTOBOAOPOAHYIO, MOJTOYHYIO,
ManenHoByo, SOMOYHYIO, MUHAANbHYIO, METaHCYNb(OHOBYD, (POCHOPHYID, AHTAPHYIO,
CEPHYIO, BMHHYIO UNWU M-TONYOrnCynb@OHOBYO KUCMOTY. [lonyyeHne dapmaueBTUyYecku
npuemMnemblx Conenl AoKCUnamumHa U NUPUAOKCMHA MOXHO OCYLLECTBNATb crnocobamu,
N3BECTHbIMM B AaHHOW obnactn. Hanpumep, OoHM MOryT ObiTb NOMy4YeHbl U3 UCXOAHOMO
COEAMHEHUSA, KOTOPOE COAEPXKUT OCHOBHYIO UMW KUCHAYIO FPYNMUPOBKY, OOLLENPUHATLIMU
xnmuyecknmm cnocobamu. O6bIYHO, Takue COonu, Hanpumep, Nony4atT B pesynbraTe
B3aMMOAENCTBUA POPM CBOOOAHON KMUCMOTbl UMM OCHOBaHUS AaHHbIX COEAWHEHMW CO
CTEXMOMETPUYECKMM KONMUYECTBOM COOTBETCTBYIOLUMX dapMaLeBTUYECKN NPUEMNEMbIX
OCHOBAHWS UMK KUCMNOTbl B BOAE UMW B OPraHN4YeCKoOM pacTBopuUTene unm B Ux cmecu. B
OAHOM BOMMOWEHNM MHOroOeAUHUYHaa nepopanbHas nekapcTBeHHass dopma no
HacTosiLemMy M300peTeHnio npeacTaBnseT coboM MHOroeAMHUYHYIO MepopanbHyo
NeKkapCTBEHHYD (POpMy, KOTOpasi COAEPXKMT apMaueBTUYECKM MNPUEMIEMYIO COfb
AOKCUNamMmHa wn  apmaueBTUYECKU NPUEMIEMYKD COMb NUPUAOKCUMHA. B  oagHOM
BOMMOLEHNN MHOroeAnHUYHasa nepopanbHas nekapcTBeHHast hopma Mo HacToswemy
n3obpeTeHntio npeacTaBnsieT coOOM MHOFOEAUHUYHYID MNEPOparnbHY NeKapCTBEHHYIO
hopmy, KOTOpas CoLEePXKUT AOKCUNaMMHA CyKUMHAT 1N NMPUAOKCUHA MMAPOXIOPUA,.

Kak ynomuHaeTca Bbllwe, pasmep vactuy dgapmaueBTUYECKU MNPUEMIIEMOro
WHEPTHOrO siAapa MNepBOro M BTOPOrOo MHOXECTBa NEnneT SBNAETCA Takum, 4YTO Mo
MeHbwen mepe 90% MHEPTHbIX saep umetoT pasmep vactuy ot 300 mkm o 1700 MKm,
N3MEPEHHLIN NOCPEACTBOM CUTOBOIrO aHanmsa, u no meHbLen mepe 90% MHEPTHbIX Saep
nmeeT BapnabenbHOCTb pasmepa Yactuy He 6onee 200 MKM, U3BMEPEHHYIO MNOCPELCTBOM
CWUTOBOro aHanmaa; B 4YacTHOCTU, He 6onee 150 MKM; B YacTHOCTU, He Bonee 100 MKM 1, B
YyacTHoCTW, He Bonee 75 MKM. OTO O3HayaeT, 4YTO papmMaueBTUYECKM NpUemnemoe
WHepTHOE A4p0 060MX MHOXECTB MENNeT UMEET 3HaYEHNe pasmepa 4YacTuy U 3Ha4YeHne
BapnabenbHOCTU pasmepa 4Yactuy, nonagawwme B oO6beM HACTOSILLEro M300peTeHus.
OHo oxBaTbIBaeT TO, YTO 3HAYEHMSA pasmepa YacTuy 1 sapmabenbHOCTM pasmepa yactuy,
NnepBOro MHOXeCTBa MEenneT M BTOPOro MHOXeCTBa nennet MoryT ObiTb paBHbIMU UNA

pasHbIMK, HO Npy 3ToM o6a nonajatoT B MHTepBarbl HACTOSALLEro N3obpeTeHus.
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B ogHOM BONMOLLUEHMM MHOrOeAMHUYHAsA nepoparbHas nekapcrseHHas opma no
HacTodAeMy U306peTEeHN0 COAEPXKUT hapMaLeBTUYECKN NPUEMIIEMOE UHEPTHOE SAPO,
MMEIOLLEE pasMep 4acTuu, Takon, 4To No MeHben mepe 90% MHEPTHbIX S4ep UMEKT
pasmep vactuy ot 300 mkm 40 1700 MKM, MU3MEPEHHbBIN MNOCPELCTBOM CUTOBOIrO aHanuaa,
N no meHbwen mepe 90% hapmaueBTNYECKN MNPUEMIEMbIX WHEPTHBIX S4ep UMeeT
BapuabenbHOCTL pasmepa 4vactuy He 6ornee 200 MKM OT [JaHHOrO 3HA4YeHUs,
coctasnsawowero ot 500 mkm go 1400 MKMm, u3MeEpsieMy0o nNoOCpeaCTBOM CUTOBOrO
aHanusa. B ogHOM BOMMOLWEHNM MHOroeAnHNYHAa nepopanbHasa nekapcTBeHHasa dopma
Nno HacToAwemy WU300peTeHuo coaepXuUT dapmaueBTUYeCcKkn NpUeMnemMoe WUHepPTHoe
S4P0, UMEIOLLEE TakoW pasmep 4vacTtuy, 4to no MeHbwen mepe 90% WHEPTHbIX aaep
umetot pasmep vactmy ot 300 mkm g0 1400 MKM, M3MEPEHHBIA NOCPEACTBOM CUTOBOTO
aHanmsa, u no meHowen mepe 90% dapmaueBTUYECKM MPUEMIIEMbIX UHEPTHBLIX S4ep
nmeet BapuabenbHOCTb pa3mepa 4vactuy He 6onee 150 MKM OT AAHHOrO 3HA4YeHMWs,
coctasnawowero ot 450 mkm go 1250 MKM, M3Mepsemyo MNOCpPenCTBOM CUTOBOrO
aHanusa. B ogHOM BOMMoOLWEeHN MHOroeAnHNYHaa nepopanbHasa nekapcTeeHHasa opma
MO HacTosALEMY M300pPETEeHMIO COAEePXUT apMaueBTUYECKU NPUEMIEMOe WHEPTHOE
AP0, MMEIoLee TakoW pasmep 4actuvy, 4To no MeHblen mepe 90% MHEpPTHbIX aaep
umetoT pasmep vactmy ot 600 mkm a0 1180 MKM, M3MEPEHHbIA NOCPEACTBOM CUTOBOMO
aHanusa, u no meHbwen mepe 90% depmaueBTUYECKM NPUEMITEMbIX UHEPTHbIX S4Ep
umeeTt BapmabenbHOCTb pasmepa 4dactuy He Honee 100 MKM OT AAHHOrO 3HAYEHMS,
coctasnstowiero ot 710 mkm 4o 1000 MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOIO aHanunsa.
B oaHOM BOMMOWEHMM MHOMOEAUHWYHAA nepopanbHas nekapcTBeHHas dopma no
HacTosALweMy N3006peTEHNIO COAEPXKUT dapMaLeBTMHECKN NPUEMIIEMOE UHEPTHOE SAPO0,
MMEIOLLIEE TaKoW pasMep 4acTuu, YTO No MeHblen mepe 90% UHEPTHLIX SAEP UMEIOT
pasmep vactuy ot 710 mkm g0 1000 MKM, MU3BMEPEHHbIN MNOCPELCTBOM CUTOBOIrO aHanuaa,
M no meHbwen mepe 90% dapmaueBTUYECKU MNPUEMMEMbIX WHEPTHbIX S4ep UMeeT
BapvabenbHOCTb pasmepa 4actuy He Oonee 75 MKM OT [aHHOrO 3HadeHus,
coctasnsowero ot 800 mkm 4o 900 MKM, n3mMepsaemMyto NocpeaCTBOM CUTOBOMO aHannsaa.

TepMUH «MHEPTHOE A4PO» OTHOCUTCH K HENTParbHbIM MUKpOCdEepam, KOTOpbIE
copepaTt B CBOEM COCTaBe NO MEHbLLUEN Mepe OAHO U3 CrefyioLmX BELECTB: copbuT,
MaHHWUT, caxap, caxapo3a, Kpaxmar, MUKPOKpUCTannuyeckas LUennnosa, nakrosa,
rNIoKo3a, Tperanosa, ManbTWUT, PPYKTO3a, KOMMOWAHbIA AWOKCMA KPEMHUA. B ogHom
BOMMOLWEHNN  papmayeBTUYECKU MNPUEMIIEMOE UHEPTHOE a4pO  NpeacTasnseT
HenTpanbHble MUKPOCHEPLI CMECU Caxapos3bl U kpaxmana.

B ogHOM BONMOLWEHMM MHOrOEAWHWYHAS nepopanbHas nekapcTBeHHas dopma

npeacrasnseT cobon MHOroeAMHUYHYIO NEPOpPanbHYO NEKAaPCTBEHHYIO POPMY, B KOTOPOU
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pasmep 4acTuy nenneT MnepBOoro MHOXecTBa Nennet AOoKCMnamuvHa Wnnm  ero
hapmayeBTMYECKM NPUEMIIEMON COMM € MOAUMULMPOBAHHLIM  BbICBODOXAEHUEM
SIBMSIETCA TaKNM, YTO NO MeHbLien mepe 90% nennet nveet pasmep 4actuy ot 400 MKm
40 2000 MKmM, nsmepsieMbii NOCPEACTBOM CUTOBOMO aHanusa, 1 no meHblen mepe 90%
nennet umeet BapuabenbHOCTb pasmepa 4actuy He 6Gonee 200 MKM OT AaHHOro
3Ha4vyeHunsa, cocrtasnawowero or 600 mkm o 1800 MKM, M3MEpPSeMyld MNOCPEACTBOM
cUTOBOrO aHanu3a. B ogHOoM  BOMMOWEHWM  MHOroeAvHUYHas  nepoparbHas
nekapcteeHHass opma no HacTtoswemy usobpeteHuio npeacrasnsetr coboun
MHOMOEANHUYHYIO MepoparnbHYy0 NEeKkapCTBEHHYIO )OpMy, B KOTOPOW pasmep 4vactuy
nenneT nepBoro MHOXEeCTBa MNenneT AOoKCunamuHa wunu ero  dapmMaleBTUYECKn
npuemMnemMon conm ¢ MOANMPULUUPOBaAHHBLIM BbICBOOOXAEHWEM SBMAETCA TakuM, 4TO MO
mMeHbwen mepe 90% nennet umeet pasmep yactmy ot 600 mkm go 1600 MKm,
n3mMepsieMbl NOCPEACTBOM CUTOBOrO aHanumsa, u no meHowen mepe 90% nennet nveet
BapnabenbHOCTb pasmepa u4actuy He 6onee 150 MKM OT JaHHOrO  3HaYeHus,
coctasnawowero ot 800 mkm go 1400 MKM, M3MepAemMylo MNOCPELCTBOM CUTOBOrO
aHanusa. B ogHOM BOMMoOLWEeHn MHOroeAnHNYHaa nepopanbHasa nekapcTBeHHaa opma
no Hacrtosilemy M300peTeHnio npeacTaBnseT CoOON MHOroeAMHUYHYKD MnepoparnbHYyHo
NeKkapCTBEHHYO POPMY, B KOTOPOW pasmep 4acTuy NenneT nepBoro MHoOXecTsa nennet
AOKCUNaMmnHa mnn ero apmaueBTUYECKM MPUEMIIEMON CONMM C MOAUMDULMPOBAHHBLIM
BbICBOOOXAEHMEM ABMNAETCHA TaKMM, YTO MO MeHbLuen mepe 90% nenneTt MMeeT pasmep
yactmy ot 710 mkm 4o 1400 MKM, n3MEpSEMbIA NOCPELCTBOM CUTOBOrO aHanmusa, u no
mMeHbLen mepe 90% nennet umeeT BapmabenbHOCTb pasmepa vyactuy He 6onee 100 MKm
OT [OaHHOro 3HaudeHusi, cocraesnswowero or 850 mMkm o 1250 MKM, Mn3Mepsaemyro
nocpeacTBOM CUTOBOro aHanuaa. B ogHOM BONNOLWEHUN MHOrOeaMHUYHas nepopanbHas
nekapctBeHHass opmMa no HacTtoswemy usobpeTeHuio npeacrasnseTr coboun
MHOMOEANHUYHYIO MepoparnbHy0 NEKapCTBEHHYIO OPMYy, B KOTOPOW pasmep 4Yactuy
nenneT nepBoro MHOXEeCTBa MNenneT AOoKCUnamuHa wunu ero  dapmMmayeBTUYECKN
NpUEMNEMON CONMM C MOANMULNPOBaAHHBIM BbICBOOOXAEHMEM SIBMIAETCA Takum, 4TO MO
MeHbwen mepe 90% nennet umeeT pasmep yactmy ot 800 mkm go 1400 mMKkm,
N3MepsiEMbIA NOCPELCTBOM CUTOBOMO aHanusa, 1 no MeHbLlen mepe 90% nennet nveet
BapnabenbHOCTb pasmepa 4actuy He ©Oonee 75 MKM OT J[aHHOrO 3HadeHus,
coctasnsawowero ot 900 mkm go 1180 MKM, M3MEPSIEMYIO MNOCPEACTBOM CUTOBOMO
aHanusa.

B ogHOM BONMOLWEHMM MHOrOEAWHWYHAs nepopanbHas nekapcTBeHHas dopma
npeacrasnseT cobon MHOroOeAMHUYHYIO NEPOpPanbHY NEKAapCTBEHHYIO POPMY, B KOTOPOU

pasmep 4Yactuy nennet BTOPOro MHOXecCTBa nennet nuMpuagokcmHa unn ero
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hapmayeBTMYECKM NPUEMIIEMON CONMM € MOAUMULMPOBAHHBLIM  BbICBODOXAEHUEM
SIBMSIETCA TaKNM, YTO NO MeHbLuen mepe 90% nennet nmeet pasmep 4actuy ot 400 MKm
40 2000 MKm, nsmepsieMbiin NOCPEACTBOM CUTOBOMO aHanusa, 1 no meHowen mepe 90%
nennet umeet BapumabenbHOCTb pasmepa 4actuy He 6Gonee 200 MKM OT AaHHOro
3Ha4vyeHunsa, cocrtasnawowero or 600 mkm o 1800 MKM, M3MEpPSEMyl0 MNOCPEACTBOM
cUTOBOrO aHanu3a. B ogHOoM  BOMMOWEHWM  MHOroeAvHUYHas  nepoparbHas
nekapcteeHHaa dopma npefcTaBnsgeTr CcoboM  MHOrOeAVHUYHYKO  NepopanbHYyro
nekapcTBEHHYIO POpMYy, B KOTOPOW pasmep 4actuy nenneT BTOPOoro MHOXecTsa nennet
NMMPUAOKCMHA MU ero dapMayeBTUYECKN MPUEMIEMON CONMU C MOAUDULMPOBAHHBIM
BbICBOOOXKAEHMEM SABMNAETCA TaKMM, YTO MO MeHbLen mepe 90% nenneT MMeeT pasmep
yactumy ot 600 mkm o 1600 MKM, N3MEPSEMbIN NOCPELCTBOM CUTOBOrO aHanusa, u no
mMeHbLlen mepe 90% nennet umeet BapmabenbHOCTb pasmepa vactuy He 6onee 150 MKm
OT JaHHOro 3sHaveHus, cocraesnswowero ot 800 mkm o 1400 mMKM, M3MepsSieMyro
nocpeacTBOM CUTOBOrO aHanuia. B ogHOM BONMOLEHUN MHOroeAMHUYHaa nepopanbHas
nekapctBeHHass opma npegcTaBnsgeTr CobOW  MHOTOEAMHUYHYIO  MepopanbHyo
neKapCcTBEHHYIO (hopMy, B KOTOPOW pasmep 4actuy nenneT BTOPOro MHOXecTBa nennet
NMPUAOKCMHA MNN ero apmMayeBTUYECKM MPUEMIEMON CONMM C MOANDULMPOBAHHbBIM
BbICBOOOXAEHMEM ABMNAETCHA TaKMM, YTO MO MeHbLuen mepe 90% nenneT MMeeT pasmep
yactmy oT 710 mkm 4o 1400 MKM, n3MEepSeMbIA NOCPELCTBOM CUTOBOrO aHanmsa, U no
meHbLlen mepe 90% nennet umeeT BapmadenbHOCTb pasmepa vyactuy He 6onee 100 MKm
OT [AaHHOro 3HaudeHusi, cocraesnswowero or 850 mMkm o 1250 mMKMm, Mn3amMepsaemyro
nocpeacTBOM CUTOBOro aHanusa. B ogHOM BOMNOLWEHUN MHOrOeaMHUYHas nepopanbHas
nekapctBeHHas dopma npefcTaBnseTr CobOM  MHOrOeAVMHUYHYKD  NepoparnbHYyHo
NeKkapCTBEHHYO POPMY, B KOTOPOW pasmep 4actuvy nenneT BTOPOro MHoOXecTsa nenner
NMMPUAOKCMHA MNN ero dapmMayeBTUYECKN MPUEMIEMON CONMM C MOAUPULMPOBAHHBIM
BbICBOOOXKAEHMEM ABMAETCSH TaKMM, YTO MO MeHbLuen mepe 90% nenneT MMeeT pasmep
yacTtumy oT 800 mkm 4o 1400 MKM, N3MEPSEMbIA NOCPELCTBOM CUTOBOIO aHanmusa, U no
MeHbLen mepe 90% nennet nveet BapuabenbHOCTb pasmepa Yyactuy He bonee 75 MKm
OT [4aHHOro 3HaudeHusi, cocraesnsawowero or 900 mkm o 1180 MKM, M3MEpPAEMYIO
nocpeacTBOM CUTOBOrO aHanmaa.

B ogHOM BONMOLEHMM MHOrOeAMHUYHAsA nepopanbHas nekapcreeHHas opma no
HacTodAweMy U306peTEHNI0 COAEPXKUT dapMaLeBTMHECKN NPUEMIIEMOE UHEPTHOE SAPO,
UMEIOLLIEE pasMep 4acTuu, Takon, 4To Mo MeHblen mepe 90% MHEPTHbIX S4EP UMEIOT
pasmep vactuy ot 300 mkm 40 1700 MKM, MU3BMEPEHHbBIN MOCPELCTBOM CUTOBOIrO aHanuaa,
M no meHbwen mepe 90% dhapmaueBTUYECKU MNPUEMMEMbIX WHEPTHBIX S4ep UMeeT

BapnabenbHOCTL pasmvepa 4vactuy He 6ornee 200 MKM OT JaHHOMO 3HA4YeHMs,
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cocrasnawowero ot 500 mkm go 1400 mKM, M3MepaemMyto MOCPenCTBOM CUTOBOrO
aHanusa; pasmvep 4acTviy nenneTt nepBoro MHOXeCTBa NenneT AOKCUNammHa unu ero
hapmayeBTMYECKM NPUEMSIEMON CONMM € MOAUMULMPOBAHHBLIM  BbICBODOXAEHUEM
SIBMSIETCA TaKNM, YTO NO MeHbLien mepe 90% nennet nmeet pasmep 4actuy ot 400 MKm
40 2000 MKkm, nsmepsieMbii NOCPEACTBOM CUTOBOMO aHanusa, 1 no meHbwen mepe 90%
nennet umeet BapumabenbHOCTb pasmepa 4actuy He 6Gonee 200 MKM OT AaHHOro
3Ha4vyeHuna, cocrtasnawowero or 600 mkm o 1800 MKM, M3MEpSeMylo MNOCPEACTBOM
CVUTOBOrO aHanu3a, U pasmep 4Yactuy nennet BTOPOro MHOXeCTBa NenneT nUpuaoKCuHa
nnu ero papmauesTUYECKN NPUEMMNEMON CONMU C MOANMPULMPOBaAHHBIM BbICBODOXAEHNEM
SIBMSIETCA TaKNM, YTO NO MeHbLuen mepe 90% nennet nmeet pasmep 4actuy ot 400 MKm
40 2000 MKM, nsmepsieMbii NOCPEACTBOM CUTOBOMO aHanusa, n no meHblen mepe 90%
nennet umeet BapumabenbHOCTb pasmepa 4actuy He 6Gonee 200 MKM OT AaHHOro
3Ha4eHus, coctasnsawwero or 600 mMkm o 1800 MKM, M3MepsSEMyld MNOCPEACTBOM
CVUTOBOrO aHanusa.

B ogHOM BONMOLLEHMM MHOrOeAMHUYHAA nepoparibHas nekapcreseHHas opma no
HacTosILEMY N30OPETEHNIO COAEPXKUT hapMaLEBTUYECKM NMPUEMIIEMOE MHEPTHOE A4P0,
UMelLlee pasmvep 4YacTtul, Takor, YTo nNo MeHblien mepe 90% WHEPTHbIX S4ep UMET
pasmep vactuy ot 300 mkm 40 1400 MKM, MU3MEPEHHbIN NOCPELCTBOM CUTOBOIrO aHanuaa,
M no meHbwen mepe 90% ddapmaueBTUYECKU MNPUEMMEMbIX WHEPTHbIX S4ep UMeeT
BapnabenbHOCTbL pasvepa 4vactuy He 6onee 150 MKM OT [JaHHOrO 3HA4YeHus,
cocrasnsowero ot 450 mkm go 1250 MKM, M3MEPSIEMYID MNOCPEACTBOM CUTOBOMO
aHanusa; pasvep 4acTtviy nenneTt nepBoro MHOXeECTBa NenneT AOKCUNammHa unu ero
hapmaueBTMHECK NPUEMIIEMON CONMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHNEM
SBMSIETCA TAKNM, YTO NO MeHbLuen mepe 90% nennet nveet pasmep Yactuy ot 600 MKm
4o 1600 MKmM, nsamepsieMbIin NOCPEACTBOM CUTOBOIO aHanmsa, 1 no meHolen mepe 90%
nennet umeeTt BapuabenbHOCTb pasmepa 4actuy He 6Gonee 150 MKM OT AaHHOro
3Ha4veHuns, cocrtasnswowero ot 800 mkm o 1400 MKM, M3MEPSIEMYIO MNOCPELCTBOM
CWTOBOrO aHanu3a, U pasmep 4Yactuy nennet BTOPOro MHOXeCTBa NenneT nUpuLoKCcuHa
unu ero papmayesTUYECKN NPUEMIEMON COMU C MOANMPULMPOBaHHBIM BbICBOOOXAEHNEM
SIBMSIETCA TAKNM, YTO NO MeHbLlen mepe 90% nennet nmeet pasmep 4actuy ot 600 MKm
4o 1600 MKkm, nsmepsieMbIin NOCPEACTBOM CUTOBOMO aHanmusa, 1 no meHolwen mepe 90%
nennet umeeTt BapuabenbHOCTb pasmepa 4actuy He 6Gonee 150 MKM OT AaHHOro
3Ha4vyeHuns, cocrtasnsawowero or 800 mkm o0 1400 MKM, M3MEpPSiEeMyld MNOCPEACTBOM
CVTOBOrO aHanusa.

B ogHOM BONMOLEHMM MHOrOEAMHUYHAsA nepoparbHas nekapcreeHHas opma no

HacTosILLeMY M306pETEHMIO COLEPXKUT hapMaLeBTUYEeCKM NpUemMnemMmoe UHEepPTHoe SApPO,
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MMEIOLLIEE TaKOW pasmMep 4acTtuuy, YTO No MeHblen mepe 90% WMHEPTHLIX SAEP UMEIOT
pasmep vactuy ot 600 mkm 40 1180 MKM, MU3MEPEHHbBIN MOCPELCTBOM CUTOBOIrO aHanuaa,
M no meHbwen mepe 90% dhapmaueBTNYECKN MNPUEMIMEMbIX WHEPTHBIX S4ep WUMeeT
BapnabenbHOCTL pasmvepa 4vactuy He 6ornee 100 MKM OT [JaHHOrO 3HA4YeHUs,
coctasnawowero ot 710 mkm go 1000 MKMm, U3MEpPSEMYO MNOCPEACTBOM CUTOBOrO
aHanmsa; no meHbwen mepe 90% dapmMaueBTUYECKM MPUEMIIEMbIX MHEPTHLIX SAEpP
UMEIOT pasMep 4actuy nenrneT NepBoro MHOXECTBa nMenneT AOKCUNnamuHa wnuv ero
hapmayeBTMYECKM NPUEMIIEMON COMM € MOAUMULMPOBAHHLIM  BbICBODOXAEHUEM
SABNSIETCA TaKNM, YTO NO MeHbLuen mepe 90% nennet nmeet pasmep 4actuy ot 710 MKm
40 1400 MKM, nsmepsieMbi NOCPEACTBOM CUTOBOMO aHanusa, n no meHblen mepe 90%
nennet umeet BapumabenbHOCTb pasmepa 4actuy He 6Gonee 100 MKM OT AaHHOro
3Ha4vyeHunsa, cocrtasnawowero or 850 mkm o 1250 mKkMm, M3MepsemMylo NocpencTBOM
CVUTOBOrO aHanusa; u pasmep 4Yactuy nennetT BTOPOro MHOXeCTBa NenneT nUpuLoKCUHa
nunun ero papmayeBTUYECKN NPUEMIEMON CONMN C MOANMULMPOBAHHBIM BbICBOBOXKAEHNEM
SABNSAETCA TaKMM, YTO MO MeHbLuen mepe 90% nennet nmeet pasmep vactuy ot 710 Mkm
40 1400 MKM, M3MEpPSIEMbIA NOCPEACTBOM CMTOBOrO aHanusa, u no meHblen mepe 90%
nennet umeeTr BapmabenbHOCTb pasmepa uvactuy He Gonee 100 MKM OT AaHHOro
3Ha4vyeHuns, cocrtasnsawowero or 850 mMkm 4o 1250 MKM, M3MepsiemMyld NOCPEACTBOM
CVUTOBOrO aHanusa.

B ogHOM BONMOLLUEHMM MHOrOeAMHUYHasA nepoparnbHas nekapcrseHHas opma no
HacTosALweMy N306peTEHNIO COAEPXKUT PapMaLeBTMHECKN NPUEMIIEMOE UHEPTHOE SAPO,
MMEIOLLIEE TaKoW pasMep YacTuul, YTO No MeHblen mepe 90% WHEPTHLIX SAEpP UMEIT
pasmep vactuy ot 710 mkm 4o 1000 MKM, MU3BMEPEHHbIN NOCPELCTBOM CUTOBOIrO aHanuaa,
M no meHbwen mepe 90% ddapmaueBTUYECKU MNPUEMMEMbIX WHEPTHbIX S4ep UMeeT
BapnabenbHOCTb pasmepa 4actuy He ©Oonee 75 MKM OT J[aHHOrO 3HadeHus,
coctasnsaowiero ot 800 mkm 4o 900 MKM, n3MepsieMyro NocpeaCTBOM CUTOBOrO aHanmsa,
pasmep 4acTuy nenneT nepBOoro MHOXEeCTBa Nennet AOoKCMnamumHa Wnm  ero
hapmaueBTMHECKM NPUEMIIEMON COMM € MOAUDULMPOBAHHLIM  BbICBOOOXAEHUEM
SIBMSIETCA TaKNM, YTO NO MeHbLUen mepe 90% nennet nmeet pasmep 4actuy ot 800 MKm
40 1400 MKM, nsmMepsieMbIi NOCPEACTBOM CUTOBOMO aHanmusa, 1 no meHowen mepe 90%
nennet umeet BapumabenbHOCTb pa3mepa yactuy He 6onee 75 MKM OT JaHHOro
3HaveHuns, cocrtasnsawowero ot 900 mkm o 1180 MKM, M3MEPEHHYO MNOCPEACTBOM
CWTOBOrO aHanu3a, U pasmep 4yactuy nennet BTOPOro MHOXeCTBa NenneT nUpuLoKCuHa
unu ero papmayesTUYECKN NPUEMIEMON CONMU C MOANMPULMPOBaAHHBIM BbICBOOOXAEHNEM
SIBMSIETCA TAKNM, YTO NO MeHbLUen mepe 90% nennet nmeet pasmep 4actuy ot 800 MKM

40 1400 MKM, n3mMepsieMbIi NOCPEACTBOM CUTOBOMO aHanusa, u no meHowen mepe 90%
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nennet umeet BapumabenbHOCTb pa3mepa 4actuy He 6ornee 75 MKM OT JaHHOro
3Ha4vyeHunsa, cocrtasnsaowero or 900 mMkm A0 1180 MKM, M3MepsieMylo NOCPeACTBOM
CVTOBOrO aHanusa.

Pasmep uvactuy capmayeBTMyYecKM MPUEMMEMOro WHEPTHOro sapa, NenneTos,
aKTUBHbIX MHIPEAUEHTOB U BCMOMOraTeNbHbIX BELECTB MOXET OblTb N3MEPEH cnocobom,
pacKkpbiTbiM B COBPEMEHHOM YpPOBHE TexHuku. [lpumepbl cnocobos, 0ObIYHO
nucnomnb3yembliXx AN U3MEPEeHMs  pasMepa 4actuy, SBMASIOTCA  CneayroluMu:
anHamndeckoe paccesHne cseta (DLS - ot adrn. Dynamic light scattering),
coobLjaoLLee CpefHEeYUCrnoBoe 3HayYeHne auameTpa, aTtOMHO-CUIIOBas MUKPOCKOMMUS
(AFM - ot aHnrn. Atomic force microscopy) wunuM npoceseunBarOLlaa 3INeKTPOHHAA
mukpockonmsa (TEM - oT aurn. transmission electron microscopy) Ans wuaMepeHus
BbICYLLEHHbIX YacTul; nasepHasa gudpakuymsa (Laser Mastersizer, Mie Theory; ISO 13320-
1) 1 nocpenCcTBOM CeanMeHTaUMoHHOro aHanuaa (Sedigraph-Stoke’s Law; 1ISO 13317-3)
N NOCPEeACTBOM CMTOBOro aHanusa. B yensix HacToswero nsobpeteHns pasmep vactuy
hapmaueBTUYECKM MPUEMMNEMOrO MHEPTHOro fapa W nennet nepBoro M BTOPOro
MHOXECTBA, Kak onpejeneHo B AaHHOM [AOKYMEHTe, MNpPeanodYTUTENbHO W3MEPSETCH
nocpeacTBOM CUTOBOrO aHanmMsa, B 4aCTHOCTM, B COOTBETCTBMM C yKasaHMsIMU
EBponenckon papmakonen (cm. Takke EBponeickas dapmakones, rnasa 2.9.38).

TepMUuHbl «BapnabenbHOCTb» U «4UCNEPCUSI» UMEKOT OAHO M TO K& 3HaYeHue n
NCnonb3yTcs B3aumodameHsemo. OHM OTHOCATCA K TOMY, Kak pacnpegensercs Habop
AaHHbIX. BapnabenbHocTb gaeT Bam cnocob OnMcaHns Toro, kak CUbHO Habopbl AaHHbIX
BapbUpyloT. B 4acTHOCTW, TepMunH «BapuabenbHOCTb pasmMepa 4actuy» OTHOCUTCA K
TOMY, HACKOMbKO pacnpoCTPaHEHHbIM SBMSETCA pasMep YacTul 4aHHOW BENUYMHBI.

BblipaxkeHue «no meHblien mepe 90% [...] nmeet pasmep 4Yactmy ot X 4o Y MKM»
o3HavaeT, 4to 90% obwero konuyecTesa NOMNYNAUMM 4YacTUL MMEET pasMep 4YacTtuu,
coctasnsaowmn ot X 0 Y MkMm. B yensx nsobpeteHns BblpaXkeHUe «Nno MEHbLUEN Mepe
90% apmaueBTUYECKM TMPUEMIMEMbIX WHEPTHLIX 4dAAep WNM  Nennet  umeer
BapnabenbHOCTb pasmepa 4vactuy He Gonee 200 MKM» O3Ha4aeT, YTO OT JaHHOro
3Ha4veHnsa 90% nonynaymMm dapmaueBTUYECKN NMPUEMIEMbIX MHEPTHBIX SA4EP UK nennet
MMEET pasmep YacTuy, oxeaTbiBarowmi £ 200 MKM OT JaHHOro 3HadYeHus. Hanpumep, ans
3ayCTaHOBMEHHOrO 3HaveHuss 500 mkm, no wmeHbwen wmepe 90% nonynsayin
hapmaueBTUYECKN NPUEMIIEMbBIX MHEPTHBLIX S4ep NMEIT pasmep vactmy oT 300 Mkm 4o
700 mMkm (a umeHHO £ 200 mkm). BapmnabenbHoOCTb pasmepa 4actuy dapmMmaleBTUHeCcKU
NPUEMNEMbIX WHEPTHbIX AAep WM NEenneT MOXHO M3MepuTb nobbiMm  cnocobom,
pacKkpbiTbiM B COBPEMEHHOM YpPOBHE TexHuku. [lpumepbl cnocobos, 0B6bIYHO

NCMONb3YyEMbIX 4N U3MEPEHUST BapuabenbHOCTN pa3mvepa YacTvl, NPeaCcTaBnsoT cobon
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cneaywowme: anHamumyeckoe paccesHne ceseta (DLS), coobuwaroulee cpegHeumcnosoe
3HavyeHne pgumameTpa, aToMHOo-cunoBas Mukpockonus (AFM) unn npoceedmnaroLias
anekTpoHHaa wmukpockonusa (TEM) ans M3MepeHus BbICYLLUEHHbLIX 4acTuy, nasepHas
andpakyna (Laser Mastersizer, Mie Theory; [1SO 13320-1), nocpeacTBOM
cepumeHTaumoHHoro aHanusa (Sedigraph-Stoke’s Law; ISO 13317-3), nocpeacTtsom
CUTOBOrO aHanmMsa u OMNTUYECKOW MUKpocKonuMu. B uenax HacToswero msobpeteHus
BapnabenbHOCTb pasmepa 4actuy npeanoyvTUTENbHO U3MEPSAETCs  NOCPeACTBOM
CVTOBOrO aHanusa.

B ogHOM BONMOLWEHMM MHOrOeAWHWYHAs nepopanbHas nekapcTBeHHas dopma
npeacraesnseT cobon MHOroeAMHUYHYIO NEPOpParnbHYO NEKapCTBEHHYIO POPMY, B KOTOPOU
pasmep 4YacTuy AoKcunamuHa unuM  ero  apmauyeBTUYeCKu nNpUEMNEMON  COMnu
xapakrepusyeTtcs Tem, 4Yto mmeet D90, paBHbin Mnn meHble vyem 250 mkm. B ogHom
BOMMOLEHNN MHOroeAuvHUYHaAA nepopanbHas nekapcTBeHHas dopma npejcrasnseT
cobOM MHOrOEAMHUYHYKD NEepoparnbHYO NEKapPCTBEHHYK (OpMy, B KOTOPOW pasmep
4yacTuy NUPUAOKCUHA UNn ero hapmaueBTUYECKM NPUEMMIEMON COMWU OTNNYAETCH TeM,
yto wumeetr D90, paBHblM MM MeHbwe Yem 250 mkm. B oaHOM BONMOLYEHMM
MHOroeAnHNYHAsa nepopanbHas nekapcTBeHHass opma npeacrasnser  cobou
MHOIOEANHUYHYIO MepoparnbHyd NEKapCTBEHHYIO OpPMYy, B KOTOPOW pasmep 4Yactuy
AOKCUNamMmnHa nnm ero hapmaleBTUHECKN NPUEMIEMON COMNMKM OTNINYAETCA TEM, YTO NMEET
D90, paBHbI UM MeHble 4Yem 250 MKM; 1 pasMmep 4acTuy NUPUAOKCUHA WUNKM ero
hapmaueBTMHYECKM MPUEMMNEMON COMM OTnMYaeTcs Tem, 4to umeeT D90, paBHbIN UnK
MeHbLUe Yem 250 MKM;

B ogHOM BONMOLWEHMM MHOrOEAWHWYHAs nepopanbHas nekapcTBeHHas dopma
npeacrasnseT cobon MHOroeAMHUYHYIO NEpPopanbHYO NeKapCTBEHHYIO POpMYy, B KOTOPOU
pasmep Yactuy o4HOro unmn 6onee aHTUCNEXMBATENEN, XapaKTEPU3YETCA TEM, YTO UMeeT
D90, paBHbIn UnNu MeHbwe 4Yem 250 mkm. B ogHOM BOMMOLWEHUMWM MHOroeauHUYHas
nepopanbHas nekapcTBeHHas dopma npeacraBnsaer Ccobon  MHOrOEAUHUYHYIO
nepopanbHy0 NEKapCTBEHHYO POpMy, B KOTOPOW pasmep 4vactuy ogHoro mnm Gonee
BO3MOXHO MPUCYTCTBYIOLMX NOPOOBpasyoWmMxX areHTOB XapaKTepu3yeTcs Tem, 4To
umeeT D90, paBHbI NN MeHbLUE YeM 250 MKM.

3HavyeHne DX nokasbiBaeT, 4TO oOnNpeAeneHHbIn npoueHT X yvactuy umeeT
Maccy/06beM/KONNYECTBO, PaBHYHO/bI/OE UMM MEHbLUE onpeaeneHHoro npegena. D90
nokaseiBaeT, 4t0 90% yactuy UMEET MacCy/o6bLeM/KONMYECTBO, pPaBHYIO/bIA/OE WNK
MeHbLUE onpegeneHHoro npegena. D90 MOXHO BhipaxkaTtb No o6bemy, NO Macce Unu no
konuyectsy. B uensax HacTtosiero umsobpeteHmss D90 akTMBHbIX WHIPEAMEHTOB

(aokcunammHa N nupuanHa) BeipaxaroT no obvemy. M, D90 aHTUCRnexuBaTenemn, Takux
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Kak TanbK, BblpaxaloT no macce. Hanpumep, 3HayeHne D90 pokcunammHa wnm
NUPUAOKCMHA, PaBHOE UM MeHbLUe Yyem 250 mkm, o3Ha4vaeT, uTto 90 06.% vactuy nmeet
AnameTp, paBHbid UMM MeHblle Yem 250 mkm. W 3HadeHne D90 Tanbka, paBHOE unn
MeHblwe 250 mkMm, o3Havaet, 4To 90 macc.% vacTuy MMeeT AuameTp, PaBHbIA UMK
MeHbLle yem 250 mkm. DX (1, B yactHocTK, D90) MOXHO M3MEPUTb C UCMONb3OBaAHUEM
cooTBeTCTBYOWEro crnocoba, packpbITOro BbiWe, ANS M3MEPEHUa pasmepa vactuy,
hapmaleBTMYECKM MPUEMNIEMOrO WHEPTHOrO SApa, NenneT C MOKPbITUEM, aKTUBHbIX
WHIPEANEHTOB M BCNOMOraTenbHbIX BELECTB NO HAaCTOALEMY U30OPETEHUIO, TaKoro Kak,
Hanpvmep, CUTOBOW aHanms3. B yacTHoCTU, cpeamn NOAXOAALMX CrocoBoB, YNOMSHYTbIX
Bblwe, crnoco® ManeepHa (Laser Mastersizer, Mie Theory; ISO 13320-1) gasnsetcs
npeanoyTUTENbHBIM BapuaHtoMm Ana onpeaeneHna D90 u pacnpegeneHvs yactuy
JOKCMNamMuHa mnn ero dapmaueBTUHECKM NPUEMNEMON CONM No pasmepy K Takxke D90
NMMPUAOKCMHA Nnn ero apMaLeBTUHECKN MPUEMIIEMON COMMU.

B ogHOM BONMOLWEHMM MHOroOeAWHWYHAsA nepopanbHas nekapcTBeHHas dopma
COAEPXMT MEepBOE MHOXECTBO MENneToB, KOTOPOE COAEPXUT TepaneBTUYEeCKU
3 EKTMBHOE KOMUYECTBO hapmMauleBTUYECKM MNPUEMINEMON COMM  AOKCUNamMuHa, B
YacTHOCTW, CyKuMHata JokcunammHa. B ogHOM  BOMMOWEHUN MHOroeaunHUYHas
nepopanbHas nekapCTBEHHas oopmMa COAEPNKUT NEPBOE MHOXECTBO MENNETOB, KOTOPOe
coaepuT ot 5 Mr o 50 Mr Ha nepopanbHyO NeKapCcTBEHHYIO hOpMYy AOKCUNnamMuHa nnu
ero hapmayeBTUYECKN NPUEMNEMON CONMM HA MHOMOEAMHNYHYIO NEKAPCTBEHHYIO hopMmy,
B YacTHOCTK, oT 6 mr go 40 mr, ot 7 mr g0 30 mr, 6onee KOHKpPeTHO oT 8 Mr Ao 22 wmr. B
OAHOM BOMMOLEHNN MHOrO€AMHUYHas nepopanbHas nekapCTBeHHass opma COAEPXUT
nepsoe MHOXECTBO, MMelollee B 4acTHOCTM oT 5 mr go 50 mMr Ha nepopanbHyk
NeKapCTBEHHYO POPMY AOKCUMNamMmHa CyKuMHaTa Ha MHOTMOAUHUYHYKO NEKapCTBEHHYHO
dopmy, B 4acTHOCTM OT 6 Mr 4o 40 mr, oT 7 Mr 50 30 mr, 6onee KOHKPETHO OT 8 Mr o 22
MI; HamHoro 6onee KOHKpeTHO, oT 9 mMr Ao 11 Mr gokcmnamuHa cykuuHata. B Gonee
KOHKPETHOM BOMMOLEHMM MHOrOeAMHUYHaa nepopanbHas nekapcTBeHHas dopma
COAEPXKMT MNEpPBOE MHOXECTBO nennetos, umewwmx 10 Mr gokcunamvHa wnm ero
hapmaueBTUYECKM MNPUEMMEMON COMW; B YacTHOCTW, AOKCUNaAMWHA CyKuMHata Ha
MHOIOEANHNYHYIO NEeKapCTBEHHYO opmy. B elle ogHOM BOMMOLWEHUN MHOrO€ANHUYHAsNA
nepopanbHas nekapcTBeHHas opMa COAEPKUT MNepBOe MHOXECTBO MEMNNeTos,
UMEKLMX, B YacTHOCTKU, OT 19 Mr go 21 mr gokcunamuHa vunu ero dapmaleBTUYeCKn
npueMNeMon Cconu; B YacTHOCTM, AOKCuUnamuHa cykuywHata. B ewe opaHom Gonee
KOHKPETHOM BOMMOLEHMM MHOrOeAMHUYHaa nepopanbHas nekapcTBeHHas dopma
COAEPXKMT MNEpPBOE MHOXECTBO nennetos, umewwmx 20 Mr gokcunamvHa wnm ero

hapmaueBTU4ECKM NPUEMIIEMON CONMW; B YaCTHOCTM, AOKCUNamuHa CykuvHarta Ha
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MHOIOEANHNYHYIO NTIEKAaPCTBEHHYIO hOopMYy.

B ogHOM BOMMOLWEHMM MHOrOEAWHWYHAs nepopanbHas nekapcTBeHHas dopma
COAEPXKUT BTOPOE MHOXECTBO MENMeTOB, KOTOPOE COAEPKUT TepaneBTUYECKU
abbekTMBHOE KONMMYECTBO papmaueBTUYECKM MPUEMIEMON COMM MUPUAOKCMHA, B
YaCTHOCTW, MUPUAOKCUHA ruapoxnopuaa. B ogHOM BOMMOWEHUN MHOrO€AMHUYHAS
nepopanbHas nekapcTBeHHasa popmMa COAEPXKUT BTOPOE MHOXECTBO MENNeToB, KOTopoe
coaepuUT oT 5 Mr o 50 Mr Ha nepoparnbHYO NEKapPCTBEHHYIO (POPMY NMUPUAOKCUHA UMK
ero papmaueBTMYECKM MPUEMITEMON COMU, HA MHOTOEAMHUYHYIO NEKAPCTBEHHYIO Popmy,
B 4acTHOCTK, oT 6 mr go 40 mr, ot 7 mr 5o 30 mr, 6onee KOHKpeTHO oT 8 Mr 4o 22 wmr. B
OAHOM BOMMOLLUEHNN MHOrO€AMHUYHAsA nepoparnbHas nekapcrBeHHas opma COAEPXUT
BTOPOE MHOXECTBO MEenneToB, WMMEKLWMX, B 4YacTHocTn, oT S5 mMr go 50 mr Ha
nepoparnbHyto NeKapCTBEHHYIO POpMYy NMUPUAOKCUHA MMAPOXITIOPUAA Ha MHOTOEUHUYHYIO
nekapCcTBEHHYIO POpMy, B YacTHOCTU, OoT 6 Mmr 4o 40 mr, B yactHocTn, ot 7 mr 40 30 wr,
fonee KOHKpPEeTHO OT 8 Mr go 22 wmr; ropasgo 6onee KOHKpeTHo oT 9 mr go 11 wmr
nMpuaoKkcMHa rmgpoxnopuga. B Gonee KOHKPETHOM BOMMOLWEHUN MHOroeAuHUYHas
nepoparnbHas nekapcTeeHHas opma COAEePXKUT BTOPOE MHOXECTBO NENNETOB, UMEOLLNX
10 Mr nuMpuaoKkcuHa wunu ero dapmMmaleBTUY4ECKN MNPUEMINEMON COMWU;, B 4YaCTHOCTMW,
rmapoxnopuaa nmpMaoKCMHa Ha MHOrOeANHNYHYIO NEKapCTBEHHYIO opmMmy. B elle ogHOM
BOMMOLEHNN MHOrOEAUHNYHAsS nepoparnbHas NnekapcTBEHHas hopma COLEPXKUT BTOpOe
MHOXECTBO NENNETOB, UMEKLUMX B YACTHOCTU, OT 19 Mr 40 21 Mr nMpULOKCMHA UMK €ro
hapmaLeBTUYECKM NPUEMNEMON CONKY; B HAaCTHOCTUM, MUPUAOKCUHA rngpoxnopuaa. B ewe
oaHoM 6onee KOHKPETHOM BOMMOLLEHMM MHOrOEANHNYHASA nepopanbHas nekapcTBeHHas
dopma CoAEPHKUT BTOPOE MHOXECTBO nenneTos, umeromx 20 Mr nMpnaoKkcnHa unm ero
hapmaueBTUYECKM NMPUEMIIEMON COMW; B YaCTHOCTWU, NUPUAOKCMHA MMApoxsropuaa Ha
MHOIOEANHNYHYIO NTIEKAaPCTBEHHYIO hOpMY.

B ogHOM BOMMOWEHMM MHOrOEAWHWYHAs nepopanbHas nekapcTBeHHas dopma
COAEPXKMT MNEPBOE MHOXECTBO MEMNMETOB, KOTOPOE COAEPKUT AOKCUNaMUH UNu
TepaneBTnHYeckn 3PPEKTUBHOE KONMYECTBO €ro hapmaueBTUYECKA NPUEMITEMON COMNU, B
YaCTHOCTW, JOKCUIaMMHA CYKUMHATa; N BTOPOE MHOXECTBO NENNETOB, KOTOPOE COAEPKUT
TepanesTnyeckn 3PdPEKTUBHOE KONMMYECTBO NMUPUAOKCUHA UNK ero dhapmaueBTUYeckm
npueMnemMon conu, B YacTHOCTW, NMUPUAOKCUHA rugpoxrnopuga. B ogHom BonnoweHun
MHOroeANHNYHAA nepopanbHas NekapCcTBeHHast hopma COAEPXKUT MNEPBOE MHOXECTBO
nenneTos, KOTOPOe CoaepPXnT oT 5 Mr 4o 50 Mr gokcnnammHa unm ero hapmaueBTUYeCKN
NpUEMNEMON COMM; B YaCTHOCTW, AOKCUMIaMUHA CyKUMHAta Ha MHOrO€AUHUYHYIO
nexkapcTBeHHyo copmy, B 4acTtHoctn, 10 mr mnu 20 Mr gokcunammHa wnu ero

hapmaueBTU4ECKM NPUEMIIEMON CONMW; B YaCTHOCTM, AOKCUNamuHa CykuvHarta Ha
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MHOMOEANHUYHYIO NEKapCTBEHHYIO (OPMYy; M BTOPOE MHOXECTBO MNENMETOB, KOTOpoe
cogepxut ot 5 mr 4o 50 mMr nupnaokcmHa nnm ero apmayeBTU4ECKU NMPUEMITEMON COMK;
B 4YaCTHOCTMW, MMPUAOKCUHA rMAPOXNopnUAa HA MHOTOEAMHUYHYIO NEKapPCTBEHHYO opmy,
B YacTtHocTu, 10 mMr unm 20 Mr NMPUAOKCUHA N ero hapmayeBTUHECKU NPUeEMEMON
COMW; B YaCTHOCTWU, NUPUAOKCUMHA MMAPOXIIopuAa Ha MHOFOEAMHUYHYIO JeKapCTBEHHYIO
dopmy. B KOHKPETHOM BOMMOLLEHMM MHOrOEAUHWYHAA nepopanbHas nNekapcTBeHHas
dopma CoaepKUT NepBoe MHOXECTBO NENneToB, KOTopoe coaepXuT 10 Mr JokcnnammHa
unu ero papmaleBTUYECKN NPUEMIEMON COMNU; B YAaCTHOCTU, JOKCUNAMUHA CyKLUHaTa Ha
MHOMOEANHUYHYIO NEKAPCTBEHHYIO (POPMY, 1 BTOPOE MHOXECTBO MENNETOB, COAepKaLmnX
10 ™Mr nupuagokcmHa unm ero apmayeBTUYECKM MNPUEMMEMON COMU;, B YacTHOCTW,
NMUPUAOKCHMHA TMAPOXIOPUAa Ha MHOrOEANHNYHYIO NEeKapCTBEHHYIO hopmy. B elle ogHOM
KOHKPETHOM BOMMOLUEHMM MHOrOeAMHUYHaa nepoparnbHas nekapcTBeHHas dopma
COAEPXMT NEepBOE MHOXECTBO MENNEeToB, KOTOpoe cogepXut 20 Mr JokCunaMmmHa unm ero
dapmaueBTU4EeCKn NPMEMMEMON COMKW; B YaCTHOCTW, JOKCUNaAMuMHa CyKuuMHata Ha
MHOIOEANHUYHYIO NEKAPCTBEHHYIO (POPMY, N BTOPOE MHOXECTBO MENNeToB, CoAepKaLlmnX
20 Mr nupuaokcuHa wunu ero dapmMayeBTUYECKM MNPUEMINEMON COMWU; B 4YaCTHOCTMW,
NUPUAOKCMHA A POXNOPUAA Ha MHOFOELUHUYHYIO NEKAPCTBEHHYIO OOpMY.

B ogHOM BOMMOLLEHUM MHOIOEANHUYHANA nekapcTBeHHasa opma cogepxmt ot 20
Mr o 220 Mr nepBoro MHOXECTBa MENNEeTOB, KOTOPOE COAEPXUT TepaneBTUYECKn
3ahbbeKkTMBHOE KONMMYECTBO AOKCUITaMMHa UK ero hapmMaleBTUYECKN NPUeMnemMon conu,
B 4aCTHOCTW, JOKCMNammHa CcykuuHata. B ogHOM BOMMOWEHUM MHOroeauHu4Has
nekapcteeHHasa dopma cogepxxut ot 40 mr 4o 140 mr nepBOro MHOXeCTBa NenneTos,
KOTOPOE COAEPXKMT TepaneBTUYEeCKU 3(PEPEKTMBHOE KONMMYECTBO AOKCUNAMWUHA UNKU €ro
hapmaueBTUHECKM NPUEMIIEMON COMK, B YAaCTHOCTN, AOKCUNaAMMHA CyKLMHaTa.

B ogHOM BOMMOWEHUN MHOrOEAMHUYHAS IeKapCTBEHHAs opma  COAEPXKUT
npyumepHo 60 Mr NEpBOro MHOXECTBa NENNETOB, KOTOPOE COAEPXKUT TepaneBTUYECKU
3hbheKTMBHOE KONMMYECTBO AOKCUITaMMHa UMK ero hapmMaleBTUYECKN NPUeMNeMon Conu,
B YACTHOCTW, AOKCUNAMMHA CyKLMHaTa.

B ewe ogHOM BOMMOWEHUN MHOrOEAVHUYHAA NEeKapcTBEHHaA oopma COAEPXKUT
npumepHo 120 Mr NepBoOro MHOXECTBa MENSETOB, KOTOPOE COAEPXKUT TepaneBTUYECKN
3(hhEeKTMBHOE KONMMYECTBO AOKCUITAaMMHA UMK €ro hapmMaleBTUYECKN NPUEMNEMON COmnu,
B YaCTHOCTU, AOKCUNAMMHA CyKLMHaTa.

B o4HOM BOMMNOLEHUM MHOIOEANHUYHAA NnekapcTeeHHaa popma cogepxumt ot 20
Mr o 220 Mmr BTOPOro MHOXeCTBa MNENNeToB, KOTOPOE COAEPXUT TepaneBTUYECKU
3ahbheKkTMBHOE KONMMYECTBO NUPUAOKCMHA UK ero hapmaueBTUYECKU NPUEMMIEMON COMMK,

B 4aCTHOCTW, NMUPUAOKCUHA ruapoxnopuga. B ogHOM BOMMOLIEHUM MHOroeAuHUYHas
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nekapcrteeHHaa dopma cogepxmt ot 40 mr go 140 mr BTOPOro MHOXeCTBa MNenneTos,
KOTOpOE COAEPXWT TepaneBTUYeckn 3PIPEKTUBHOE KONMMYECTBO MUPUAOKCMHA WUNN €ro
hapmayeBTUYECKM MPUEMMEMON COMKW, B YacTHOCTWU, NMUPMAOKCMHA ruagpoxnopuaa. B
OAHOM BOMMNOLWEHMM MHOrOeAuHMYHAas nekapcTBeHHas doopma CoAepPXUT npumepHo 60
Ml BTOPOrO MHOXECTBa MENneToB, KOTOPOE COAEPXUT TepaneBTUYeCKn 3apdeKkTnBHoe
KONMMYeCTBO NUPUAOKCUHA UK ero papmaueBTUYeCKn NPUEMIEMON COMU, B YaCTHOCTH,
nMpuMaoKCMHa  ruapoxropuga. B ewe o0aHOM  BOMMOWEHUM  MHOroeAuHW4YHas
nexkapcrteBeHHaa dopma coaepxut npumepHo 120 mMr BTOPOro MHOXecTBa NenneTos,
KOTOpOEe COAEPXUT TepaneBTUYeckn 3PIPEKTUBHOE KOMNMMYECTBO MUPUAOKCMHA WUNN ero
hapmayeBTUYECKM NMPUEMIIEMOWN COMU, B YAaCTHOCTU, MMPUAOKCUHA rMapoXnopuaa.

B ogHOM BOMMOLWEHUN MHOrOeANHUYHAA nekapcTeeHHaa opma cogepxut ot 20
Mr go 220 Mr nepBoro MHOXeCTBA MENneToB, KOTOPOE COAEPXUT TepaneBTUYeCKn
3 HEKTMBHOE KONMYECTBO AOKCUNAMMHA UNKN ero hapmaueBTUYECKM NPUEMMIEMON COMN,
B YacCTHOCTW, AoKcMnammHa cykumHata;, u ot 20 mr go 220 mMr BTOPOro MHOXECTBa
nenneToB, KOTOPOE COAEPXUT TepaneBTUYECKMn 3PAEKTUBHOE KONMMYECTBO NMUPUAOKCUHA
unn ero apmauyeBTUYECKM MpUEeMNEMON COMW, B  YACTHOCTW, MApPoOXropuaa
nupuaokcmHa. B ogHOM BONSOWEHUN MHOFOEANHNYHASA NEekapCTBEHHAA popma CoaepKUT
oT 40 mr go 140 wmr, 6onee KOHKPETHO npumepHo 60 Mr, NepBOro MHOXECTBA NENNeToB.,
KoTOopoe coaepuT oT 5 mr o 50 mr gokcmnamumHa cykuyumHarta, B 4actHoctn, 10 mr
JoKkcunamuHa cykumHata; n ot 40 mr go 140 mr, 6onee KOHKpeTHO 60 mr, BTOPOro
MHOXECTBa NeNnneToB, KOTOPOe COAEPHKUT OT 5 Mr 4o 50 Mr nMpmMaoKCUHa rmapoxnopuaa,
B YacTtHocTK, 10 Mr nMpmnaoKkcmHa rugpoxnopuaa.

B ewe ogHOM BOMMOWEHUN MHOrOEAVMHUYHANA NeKapcTBEHHas popma COAEPXKUT
oT 40 mr go 140 mr, 6onee KOHKPETHO NpuMepHO 120 Mr, NEPBOro MHOXECTBa NENneToB.,
KOoTOopoe coaepUT OoT 5 Mmr go 50 mr gokcunamuHa cykuumHarta, B 4actHoctn, 20 mr
JOoKcMnamuHa cykumHata;, n ot 40 mr go 140 wmr, 6onee KoHkpeTHo 120 mr, BTOPOro
MHOXECTBa NenneToB, KOTOPOoe COAEPXUT OT 5 Mr 4o 50 Mr rugpoxnopuga nMpuaoKCMHa,
B 4YacTHOCTK, 20 Mr rnapoxnopuga nmpuaoKcuHa.

B ogHOM BONMOWEHUN MHOrOEAMHUYHAS IEeKapCTBEHHAs opma  COAEPXKUT
nepBoe MHOXECTBO MENNETOB, KOTOpOe coaepmuT oT 5 mr go 50 mr pgokcunamuHa
CykuumHaTa, B 4actHocth, 10 Mr JokcunamuHa cykyumHaTa; U BTOPOE MHOXECTBO
nenneToB, KOTopoe coaepuT oT 5 mr go 50 mMr rugpoxnopuga nUPUAOKCUHA, B
yactHoctn, 10 wMr rugpoxnopuga nUPUAOKCUHA. B  KOHKPETHOM  BOMSOLLEHWUN
MHOroeANHNYHAA fekapcTBEHHaa opma COAEPXKUT MNEpPBOE MHOXECTBO MNENNeToB,
koTopoe coaepuTt 10 Mr gokcmnammHa cykuuHata, U BTOPOE MHOXECTBO MENneTos,

cogepxawmx 10 mr rmgpoxnopuaa nupuaoKkcmHa.
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B elwe o0gHOM BOMMOLEHMM MHOFOEANHNYHAS NEKapCTBEHHAA opma COAEPXKUT
nepBoe MHOXECTBO MENNETOB, KOTOpoe coaepXmT oT 5 mr go 50 mr pgokcunamuvHa
CykumHata, B 4actHoctM, 20 Mr pokcunamumHa CyKUuHaTa; M BTOPOE MHOXECTBO
nenneToB, KOTopoe coaepXUT oT 5 mr go 50 Mr nupuaoKcuHa rugpoxnopuga, B
yactHoctn, 20 Mr nupuMaokcMHa rugpoxnopuga. B KOHKPETHOM  BOMSOLEHWUN
MHOroeanHN4YHasi nekapCcTBeHHas opMa COAEPXUT MNEepBOE MHOXECTBO MNENETOB,
koTopoe coaepxmnt 20 Mr gokcunamuHa CykuuHata, M BTOPOE MHOXECTBO MNENneToB,
cogepxawmx 20 Mr nMpUaoKCUHa rugpoxnopuaa.

TepMUH «aHTUCNEXMBATENLY WM «aHTUCHEXMBATENN» OTHOCUTCS K nobomy
hapmaueBTMYECKM MPUEMIIEMOMY CPEACTBY, CMNOCOOHOMY YMeEHbLUaTb  TONLUHY
NOBEPXHOCTM M 4acTOTy BO3HUKHOBEHUSI siapa WM NENMeToB, CRUMWNXCA BMECTE BO
BPEMSI HaHECeHWs MOKPbLITUSA, WU, Kak CrneacTtsme, ynydwatb 3pgeKkTUBHOCTb crnocoba,
OA4HOPOAHOCTb MOKPbITUS WU BHEWHWA BWuh, npeaoTBpawas obpasoBaHWe KOMKOB
(arperatoB), wn ofecneymBaeT oOONErYeHMe ynakoBKW, TPaHCNOPTA, CbINy4yecTy,
HanOMHEHMS B KOHEYHYKD neKapCTBEHHYK opmy U notpebnenus. [Mpumepbl
aHTUCNEXMBATENEN, BKMNIOYAIOT CTeapaTt kanbUus, cTeapaTr MarHusi, AUOKCUA KPEMHUS,
cunukaTtbl, TanbkK, MYyKy, Kpaxman, Tpukanouyumndocdar, cunmkat  Kanbuus,
NOPOLLKOOOPAa3sHy0 LENMoNo3y, OKCUA MarHusa, CUNuUKaT MarHus, TPUCUIMKaT MarHus,
ANOKCUA, KpemMHMst 3yOHOro Tuna, rmapodOoOHbIN  KOMMOUAHBIN  ANOKCUA KPEMHUS,
KONMOMAHBIA AVMOKCUA KPEMHUSA, cTeapaT HaTpusi U UX CMECb, HO HE OrpaHuYMBalOTCS
uMn. B 0gHOM BOMMOLWEHUN MHOrO€AUHUYHAsS NeKapcTBeHHas dhopma COAEPKUT OAMWH
unn 6Gonee aHTUCNexuBaTenen, BbIOPAHHLIX W3 TPYMNMbl, COCTOSALEN W3 Tarnbka WU
Anokcnaa KpemHusi (KONnouaHOro AMOKCuaa KpeMHUs, B YactHocTu, Aerosil) n nx cmecun.
B oaHOM BOMMOLEHUM MHOFOEAUHUYHAS NEKapCTBEHHas opma COAEPXKUT TanbK B
KadyecTBe aHTucnexusatensd. B ogHOM BOMMOLWEHUM MHOFOEAUHUYHASA NeKapCTBEHHas
dopma cogepxuT oguMH unu 6Gonee aHTUCNEXUBATENEW, UMELMX pacnpejeneHme
yacTuy no pasmepy, oTnmyalLeecs Tem, 4to nveet D90, paBHbIN MK MeHbLULEe Yem 250
MKM; B YaCTHOCTW, MeHbLue Yyem 150 mkm; 6onee KOHKpPETHO, MeHblie Yyem 100 mkm. B
OAHOM BOMMOLEHMM MHOTOEAMHUYHAS feKapCTBEHHas opma COAEPKUT OAUH UMK
bonee aHTUCNEXMBaATEMNEN, UWMEKLWMX pacnpefeneHne 4yactuy no  pasmepy,
oTnunyaroweecs Tem, 4yto umeet D90, paBHbIA UMM MeHbLUe 4YemM 75 mkm. B ogHOM
BOMMOLWEHNN MHOTrOeAMHUYHAS IEeKapCTBEHHAA opma COLEPXKUT TamnbK B KayecTse
aHTucnexuearens, umewowero auametp 4vactuy D90, meHbwe yem 250 MKM; B
YacTHOCTW, MeHblle YemM 150 mkm; Bonee KOHKPEeTHO, MeHble Yem 100 mkm. B ogHOM
BOMMOLWEHNN MHOTrOeAMHUYHAS IEeKapCTBEHHAA opma COLEPXUT TamnbK B KayecTtse

aHTucnexuearens, umerowero auametp vyactuy D90, meHbLle Yem 75 MKM.
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TepMnH «nopooBpasylomin areHT» OTHOCUTCS K nobomy dapmMaueBTUHECKN
npuemMnemMomMmy Cpeactesy, cnocobHomy obpasosbiBaTe OfHy wunmn 6Gonee nop B
obonouke/nokpbITUN Ans obecnevyeHns MogNULMPOBAHHOIO BbICBODOXAEHNSA aKTUBHbIX
WUHrpeameHToB. [lopoobpasylowmin areHT MOXeT  OblTb  OpPraHuYeckum  Unu
HeopraHndecknm unu nobon mx kombuHauuen. MNMpumepsl nopoobpasyowero cpeacrsa
BKtovaT nonuatuneHrmnukons (M3N), NpOnNUNEHrnuKonb, M3OMPONUNOBbLIA  CMUPT,
rMULEPUH, NakTo3y, rMIoKO3Y, caxapo3y, MaHHUT, COPOUT, XNOpUA HaTpUNA, XNopua kanuvs,
Tanbk, A POKCUNPONUNLUENIONo3Y, TOHKOAMNCNEPCHbIV caxap,
rmapokcunponunmeTunuennionody (I'MML), nonueBuHMNOBBIE CMNUPTBLI, COMONUMEPSI
METaKpUNOBOW KUCIOTbl MM WX CMECb, HO He orpaHuyMsaTca uMMu. B ogHom
BOMMNOLWEHNN nopoobpasyromi areHT BbIOpaHo M3 rpynnbl, COCTOSALWEN W3 Tarbka,
TOHKOAUCNEPCHOro caxapa, xnopuaa HaTpua unu kanus n mx cmecu. Kak yrnomsiHyTo
BblLLE, MHOrOEAWHUYHAA nepopanbHaa nekapcTBeHHas dopma ¢ MoAUMPULMPOBAHHBIM
BbICBODOXAEHMEM NO HACTOALLEMY N30OPETEHNIO, BO3MOXHO, COAEPXKMT OAMH nnn 6onee
nopoobpasyromnx areHto. B ogHOM BONMoOwWeHUM oanH unu 6onee nopoobpasyroLymnx
areHToB, Kak OnpejeneHo BbilWe, HaxOAATCS B MHOMOEAMHUYHOW MnepopanbHOM
nekapctseHHon d¢opme. B ogHOM BOMMNOWEHUN OAWH unu Gonee nopoobpasyromx
areHToB, Kak OnpeAeneHo Bbile, OTCYTCTBYIOT B MHOrO€4WHWYHOW MepopanbHON
nekapcTBeHHOM hopme.

TepMnH «apmMaleBTUYECKN MPUEMIIEMbIA» OTHOCUTCA K NoGOK KOMMo3nuuu,
COEAVMHEHUI0 WM BELLECTBY, MOAXOASALUEMY ANS NPUMEHEHMs B hapmaueBTUYECKON
TexHonormn. B uenax Hactosiwero wu3obpeTeHns TEepMUH  «hapmayeBTUYECKN
npuemnemble BCMOMOraTenbHble BewecTBa WAWM HOCUTENW» OTHOCUTCA K Takum
BCNOMOratenbHbIM BELYECTBAM WM HOCUTENAM ANS  MNONYYEHUS KOMMO3ULMA  C
MEANLUMHCKUM npuMmeHeHnem. COOTBETCTBYOLME BCMOMOraTenbHble BeljecTsa wwunm
HOCUTENN N UX KONMYecTBa MOryT ObiTb BbICTPO onpegeneHbl cneynannuctamm B 4aHHON
obnactn B COOTBETCTBUM C TWUMOM MOMy4YaemMon Komnosvuuu. B ogHOM BONNOLEHWM
MHOroeANHNYHAA nekapCcTBEHHaa opma ¢ MOAMPULMPOBAHHBIM BbICBOOOXAEHMEM MO
HacTodawemMy M300peTeHMIO AOMNOMHUTENbHO COAEPXKUT OAUH Unn Bonee CBA3YOLWMX
BELECTB, BELJECTB, CrOCOOCTBYIOLUMX CKOMBbXEHWUID, HAaMOMHUTENEN, CMa3blBatoLMX
BELLECTB, CPEeACTB, CnocobCTBYOLMX BMUTbIBAHUIO BRarn, U uMx cmecn. B ogHom
BOMMNOLWEHNN Ccnocob BKMIOYAET MOMYYEHNE MHOFOELUHNYHOW NEKAPCTBEHHOW hOPMBbI,
KoTopas MOXeT cogepXaTtb OAHO unu OGonee dapmaueBTUYECKU MNPUEMMNEMbIX
BCMOMOrartenbHbIX BELYECTB UNK HocuTenen. Kak ynomsaHYTO Bbille, MHOroeauvHu4Has
nepopanbHas nekapcTBeHHas gopma € MOAUPULUMPOBaHHBIM BbICBOBOXAEHMEM MO

HacTosILLeMy W30OpeTeHUo, BO3MOXHO, COAEPKUT OfHO unv Bonee dhapmaleBTU4ecKm
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npuemMnemMbIX BCMNOMOraTenbHbIX BELYECTB WM Hocutenen. B ogHom BonnoweHun
MHOroeANHNYHAA nepopanbHas nekapcTBeHHas dopma € MOAUMDULMPOBAHHBIM
BbICBODOXAEHMEM COAEPXUT OAHO unn OGonee ddapmayeBTU4ECKM NpUEMNEMbIX
BCMOMOrarternbHbIX BELLECTB UM HOCUTENEN.

B ogHOM BONMOLWEHMM MHOrOeAWHWYHAs nepopanbHas nekapcTBeHHas dopma
COAEPXUT OaMH Unn Bonee nNopoobpasyroLmMX areHToB, Kak ONpPeAeneHo Bbile; U O4HO
unu 6onee papmaleBTUYECKN NPUEMITEMbIX BCOMOraTernbHbIX BELLECTB UMNN HOCUTENEN.

TepMuH «cCBA3ylOLLEEe BELLEeCTBO» OTHOCUTCA K mnobomy dapmaueBTUyYecku
npuemnemMomy coeavHeHuo, obnajarowemy CBOUCTBaMM CBA3blBaHMSA. BelecTtsa,
06bI4HO ncnonb3yemble B KayecTBe  CBA3YIOLMX  BELUECTB, BKMOYAIOT
MUKPOKPUCTANMUYECKYIO  LIENMono3y, MNONMBUHUNMUPPONMAOH (TakkKe HasblBaeMbIn
nosugoHom wunu [1BI1), nonuMmepbl METUNUENNoNo3bl, FMAPOKCUITUNLENIONO3Y,
rMAPOKCUNPONUIILENSIIONO3Y, L-rnapokcnnponunuennionosy (HM3KO3aMELLEHHYID),
rAPOKCUNPONUIMETUILENTIONO3Y (rrmML), HaTpui-kapOOKCUMETUNLENIONO3Y,
kapBboKCMMETUNEH, KapOOKCUMETUNTMAPOKCUITUNLENIONO3Y U APYyrMe MNpOoU3BOAHbIE
Lennonosbl, Kpaxmarnb! UM MognuULMpoBaHHbIe Kpaxmansbl, nunuatuneHrnukons (Mar)
6000, ryapoBylo kamenb, Kpaxman Wnu Lwwennak u ux cmecb. [pumepbl CBA3YHOLMX
BELECTB BKMOYAOT Kamenb, arap, anbrMHOBYK KWUCIOTY, kapboHaTt kanbuus, nakrart
Kanbums, HaTPUN-kapOOKCUMETMNUENMONO3y, LUEnmonosy, MUKPOKPUCTANMYECKYHO
Lenmnonosy, KOMOBUAOH, AEKCTpaTbl, AEKCTPUH, ISTUMUENMONo3y, XenaTuH, >XUAKYHO
rIOKO3Y, rnyepunberenar, rnuyepunanberexHar, ryapoByto kamegb,
rMAPOKCUITUNLENNIIONO3Y, M4 POKCUNPONUALENIONO3Y, HN3KO3aMELLEHHYIO
rMAPOKCUMPONUNLENIIIONO3Y, MNPOMENNO3Y, rMNPOMENOo3bl ayetaTa CyKUMHAT, UHYIWH,
WHBEPTUPOBAHHbLIA  caxap, MOHOrMApaT nakTo3bl, ManbTOAEKCTPUH, MarnbTo3y,
METUNUENMONOo3Y, TMAPOreHN3NPOBAHHYHO NONUAEKCTPO3y, NONN3TUNEHOKCUA,
NONMMBUHUITNMPPONMAOH (Takke HasbiBaeMbI NoBugoHOM unu MNBI1), nynnynaH, wennak,
anbrMHaT  HaTpuda,  MPEeXENaTUHU3MPOBAaHHbIA  Kpaxman,  MOAUPULMPOBAHHbLIN
NpeXenaTMHU3NPOBAHHbINA Kpaxmarn, Kpaxman KyKypy3bl, MapOKCUNPONUIOBLIN Kpaxmarn
KYKYPY3bl, NpexenaTtnHU3npoBaHHbIA MAPOKCUMPONUIOBLIN Kpaxman KyKypy3bl, Kpaxman
ropoxa, MMAPOKCUNPONUIOBLIN Kpaxman ropoxa, npexenaTMHN3NPOBaHHbIN
T4 POKCUMPONUIOBLIN Kpaxman ropoxa, KapTodenbHbIA Kpaxmarn, rmapoKCunponuioBbIn
Kpaxman kaptodens, npexenatMHU3MPOBaHHbIM  MMAPOKCUMPOMNUIIOBBLIN  Kpaxman
kapTodensd, kpaxman Tanuoka, Kpaxman MweHULbl, rMaPOreHNn3MpPoBaHHbIN rMaponmsarT
Kpaxmarna, caxaposy, NOACOMHEYHOE Macro, nNaTtoky, Tperanosy, rmaporeHn3npoBaHHoe

pactutTenbHoe Mmacno, BUTaMmunH E nonnatuneHrnmkone CyKUMHaT.
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B ogHOM BOMMOLWEHMM MHOrOEAWHWYHASA nepopanbHas nekapcTBeHHas dopma
npeacrasnseT cobon MHOroOeAMHUYHYIO NEPOpPanbHY NEKAapCTBEHHYIO POPMY, B KOTOPOU
hapmayeBTUYECKM NPUEMIEMbIE BCMNOMOraTenbHble BELECTBA UM HOCUTENN BKMOYAIOT
ogHO unn 6Gonee CBA3YOLWMX BELIECTB, NPEANOYTUTENBHO BKMAKOYAKT LEnnak wu
nonmeuHUNnuppoanaoH (MNBI1), n 6onee KOHKPETHOE BOMMOLEHME NpeacTaBnsaeT cobon
wennak, He cogepxawun Bock, n PVP-K30.

TepMnH  «BELLECTBO,  CrMOCOOCTBYIOLLUEE  CKOSIbXEHMIO»  OTHOCUTCA K
hapmayeBTUYECKM MNPUEMMEMOMY BELLECTBY, KOTOPOE YMyyllaeT XapakTepUCTUKU
TEKy4YeCTU MOPOLLKOBbIX CMECEeN B CyXOM COCTOSHUW. BelyecTtBa, 06bIYHO MCMOMb3yemble
B KayecTBe BeLeCcTBa, CMOCOOCTBYIOLLEro CKOMbXEHWIO, BKIOYAKT cTeapar MarHus,
ANOKCUA, KpeMHUS (KONMNMOUAHBIA AUOKCUA KPEMHUS, B YacTHoCTK, Aerosil) nnu tanek. B
OAHOM  BOMMIOLWEHUM  MHOrOEAUHWYHAA  nepopanbHas nekapcTBeHHas  copma
npeacrasnseT co60oN MHOrOEANHUYHYIO NepoparbHY NEKapCTBEHHY (OPMY, B KOTOPOU
hapmaLeBTUYECKM NPUEMINEMbIE BCMOMOraTenbHble BELECTBA UMM HOCUTENN BKMIOYAIOT
OAHO 1Ny 6onee BeLecTB, CnOCOOCTBYIOLLMX CKOMNBbXEHUIO; MPEANOYTUTENBHO, BKIIOYaIOT
KONNounaHbIA AMOKCUA KpemHus n 6onee npeanoututensHo Aerosil 200 Pharma.

TepMUH  «CMasbiBalOLlee BELUECTBO»  OTHOCUTCA K  dhapmaLeBTUYECKU
npuemnemMomMy BELLECTBY, KOTOpPOE npeaynpexaaeT COBMECTHOE arpermpoBaHve wu
npunMNaHne WHrpeaMeHTOB KOMMO3MUMKM K TabneTouyHOMY Mpeccy Wnu maluvHe Ans
3anosiHEHMA Kancyn W ynyywaeT Cbiny4ecTb cMecu komnosvymn. Bewjectsa, 0Obl4HO
ncnonb3yemble B KQYeCTBE CMasblBaKOLLEro BELECTBA, BKMOYAOT onear HaTpus, cteapar
HaTpus, GeHsoaT HaTpus, cTeapaTt HaTpus, XIopwuh HaTpusi, CTEAaPMHOBYHO KUCIIOTY,
cTeapundymapart HaTpus, cteapaTt Kanbuusi, cteapart MarHus, naypuncynbdar marHus,
cTeapundymapat HaTpus, CroXHble 3Mpbl Caxapo3bl UMW KUPHYK KWUCMOTY, LWMHK,
NONU3TUNEHINNKOMNb, Tanbk N NX cMecu. Npumepbl CMasbiBaOLWMX BELLECTB BKNIOYAOT

B6exeHOUNNONMOKCUNINLEPUAbI, CTeapaT Kanbuus, MMAPOreHU3NpPOBaHHOE KacTopoBOe

macno, MMAPOrEHN3NPOBAHHOE KOKOCOBOE macno, rmmyepunGerexar,
rmvuepunauberenar, rMALEPUNMOHO- M Avkanpunar, rMMLEPUITMOHO- "
AvKanpunokanpar, rmMuepunMoHoKanpunar, rMMUePUNMOHOKanpunokanpar,

rMUUepUnNMOHOCTeapaT, rnuuepuntpukanpunat, rnuuepunTpucTeapar, naypuHOBYHO
KUCMOTY, CTeapaT MarHusi, CBETNIOe MMHEpPAanbHOE MAacno, MUPUCTUHOBYIO KUCIOTY,
rMAPOreHN3MPOBaHHOE ManbMOBOE MAacCo, NanbMUTUHOBYKD KUCHOTY, MOnoKcamep,
NONMMATUNEHINVMKONb, nonuatuneHrnukons 3350, nonuokcun  10-oneunnosbin 3P,
nonuokecun-15-rmapokcucteapar, Nonmokenn-20-keTocTeapunosbin 3pup, NONUOKCUN-35-
kacTopoBoe Macno, nonmokcnn-40 rmaporeHM3nMpoOBaHHOE  KacTOpPOBOE  MAacro,

nonuokcun-40-cteapat, nonucopbar 20, nonuncopbar 40, nonncopbar 60, nonncopbaT
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80, OeHsoar kanua, OeH3oaT HaTpus, naypuncynbdart Hatpusi, cTeapat HaTpus,
cTeapundymapar  HaTpusi,  MOHonaypatr  copbutaH, MoOHooneaT  copbuTa,
MoHonaneMuTat copbutaH, MoHocTeapart copbutaH, copbutaHcecksmoneart, Tpuonear
copbuTaH, CTEapuHOBYIKD KWCMOTY, OYMLUEHHYIO CTEapuHOBYIO KWCMOTY, CcTeapar
caxaposbl, Tanbk, MapOreHN3NPoOBaHHOE pacTUTENbHOE Macno Tuna | u cteapart uuHKa.
Hannune cmasbiBaloLlero sewjectsa O0COOEHHO NPEeAnoOYTUTENBHO, KOrga KOMMo3uuus
npeacraenseT cobon TabneTky ANs ynyyweHnsa npouecca tTabnetnposaHus.

TepMUHbl «HanonHUTENb» U «pa3baBuUTENb» MMEKT OAHO U TOXEe 3HaYeHue u
ncnonb3yTcs B3ammosameHsiemo. OHM  oTHocATCA K nobomy dapmayeBTUYeCKn
npuemnemMomMy BCMOMOraTenbHOMY CpPeAcCTBY WM HOCUTENIO (BELLECTBY), KOTOpoe
HanomnHaeT pasmep KOMMo3uuuu, Aernas ee npurogHon Ana nonyyeHus n yaobHoun ans
npumeHeHns notpebutenem. Bewectsa, O0OblMHO UCNONb3yemble B  KayecTse
HanonHUTEns, BKMOYaloT kapboHaT kanbums, docdaT kanbums, ABYXOCHOBHbIN dhocdaT
Kanbuusi, TPEXOCHOBHbIM cynbdaT kanbuus, KanbUui-kaboKCMMETUNLEennonoasy,
Lennonosy, NPoAYKTbl LEenmionosbl, Takne kak MUKPOKpUCTaNNMYeckas Lenmnonosa un ee
Conn, NPOu3BOAHbIE AEKCTPUHA, AEKCTPUH, AEKCTPOo3y, PPYKTO3y, NaKTUTOM, NakToay,
Kpaxmarnbl Unn MoAUMPUUMPOBaHHbIE Kpaxmarnbl, kapboHaT MarHus, OKCMA MarHus,
ManbTUTOMN, ManbTOAEKCTPUHBI, ManbTO3y, MaHHUT, COPOUT, Kpaxman, caxaposy, caxap,
KCUNUTON, 3pUTPUTON N UX CMecu. B 04HOM BONMNOLLEHMN MHOIrOEANHMYHAS NepopanbHas
nekapcteeHHaa dopma npefctaBnseTr CobOM  MHOrOEAVMHUYHYKD  NepopanbHYyHo
nekapcTBEHHYO (hopMy, B KOTOPOW hapMaleBTUYECKM NPUEMneMbI€ BCNOMOraTerbHble
BELECTBa UNN HOCUTENW BKNIOYAOT OAUH Unn Bonee HanonHUTenen; NPeLnoYTUTENBLHO
BKMIOYAET caxapo3y, Kpaxman WM MUKPOKPUCTANNUYeCcKyo uenmnonosy. [lpumepsi
HanOMHWTENEN BKIKOYAT COMONMMEP aMUHOMETakpunarta; Cononumep MeTakpunara
aMMOHMWS, AUCNEPCUID COMoONMMEpa MeTakpunata amMmoHus; KkKapboHaT Kanbuus,
ABYXOCHOBHbIA pochaTr kanbums, ©6€3BOAHLIA; ABYXOCHOBHbIA ocdar kanbuus,
Aurngpart; TPexoCHOBHbIM  cocdaT kanbuus; cynbdat kanbuyus; uennabypar;
MUKPOKPUCTANMMYECKYIO LIENMONO3Y; OKPEMHEHHYIO MUKPOKPUCTANNMYECKYO LENonosy;
NMOpPOLLKOOOpa3Hyo LEennonosy; auetar Uennionosbl; KyKYPY3HYO NaToKy; CyXyt
KYKYPY3HYIO NaToKy; AEKCTpaTbl, AESKCTPWUH; LEKCTPO3Yy; BCMOMOraTteribHOe BeLJecTBO -
AEKCTPO3y; 3pUTPUTON; AUCNEPCUMIO COMONMMEpa 3Tunakpunara u MeTUnNMeTakpunara;
hOPYKTO3Yy; WHBEPTMPOBAHHBLIN Caxap; W3OManbT, KaonuH; anbda-nakransbymuH;
naktuton; 6e3BOAHYI0 NakTo3y; MOHOMMAPAT NaKTO3bl; kKAPOOHAT MarHus; OKCUL MarHus,
ManbTUTOMN; ManbTOAEKCTPUH, ManbTO3y; MaHHUT; CONONMMEP METaKPUOBOW KUCIOThbI U
aTMnakpunaTa; AWUCNEepCuMio CononmMepa METaKpUIOBOW KUCMOTbl U 3Tunakpunara,

COMonuMep  MEeTakpunoBOW  KUCMOTbl M MeTWNMeTakpunara,  nonugekcTposy
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NONNITUNEHININKOND,  NONMUATUNEHrNUKONe3350;  NPONUMEHINMKOMNL  MOHOKanpunar,
nynnynaH; CUMETUKOH; XIIOpUA HaTpusa; copobuTon; npexenaTtMnHU3NPOBaHHbIA Kpaxmart,
MOAMMULUMPOBAHHBIA  MPEXENATUHU3NPOBAHHBLIN  Kpaxmarn; KyKypy3Hbld  Kpaxman,
KYKYPY3HbIA  TMAPOKCUMPONUIIOBLIN  Kpaxmarn, KYKYPY3HbIA MpexenaTMHN3NPOBaHHbIN
rMAPOKCUMPONUIOBLIN  Kpaxmar, Kpaxman ropoxa; rMapoKCUNPONUoBbIA Kpaxman
ropoxa; npexenaTuHN3NPOBaHHbIN rMAPOKCUNPONUMOBbLIN Kpaxman ropoxa;
KapTodenbHbIN  Kpaxman; KapTodenbHbI MMAPOKCUNPONUIKpaxman, KapTtodenbHbIN
NPeXenaTtuHU3NPOBAHHbIM  MMAPOKCUMPONUIKPaxmMarn; Kpaxman Tanuoka, Kpaxmarn
MWEeHUUpbI; rMaponM3aT rMAPOreHU3NPOBaHHOrO Kpaxmarna, caxaposy; NpPecCOBaHHbIN
caxap; caxap KOHAUTEPCKOro Msgenus; caxapHble cdepbl; NOACONHEYHOE MACMO; Tarnbk,;
Tperanosy u KCUnuTon.

TepMuH «cpefcTea, CrnocobCTBYOLME BNUTLIBAHWUIO BRarM» OTHOCUTCH K
dapmaueBTU4ECKN NpUeMnemMomy BCMOMOraTenbHOMY BeLlecTBy, KoTopoe obnajaer
CnocobHOCTBLIO BTArMBaThL BOAY B MOPOBYIO CETb yCTpoucTBa goctasku. OHO obnajaet
CrnocobHOCTLIO NoABepraTbCsl PU3NUECKON copbLmmn B OTHOLLEHUN BOAbI. Ponb cpeacTBaa,
CcnocobCTBYIOLLEro BMUTBLIBAHUIO Brary, 3akniovaeTca B AEVNCTBMM NOAOOHO HOCUTEMIO U
obneryeHmn NOCTynneHns BoAbl BO BHYTPEHHNE NOBEPXHOCTU siapa. BewecTtsa, 06bIvHO
ncnonb3yemble B Ka4ecTBe CpeAcTBa, CNOCOOCTBYIOLErO BNUTLIBAHMIO BNaru, BKNOYaoT
naypuncynbart HaTpus, KaonuvH, AWOKCWMA TUTaHa, OKCUA antoMuHUS, OEHTOHWUT,
MarHMeBo-anioMMHUEBbLIN CUNUKAT, NOBUAOH U KONMOUAHbLIA guokens kpemuus (Aerosil). B
OAHOM BOMMOWEHNM MHOrOEAUHUYHaA nepopanbHas nekapcTBeHHass dopma no
n3obpeTeHntio npeacTaBnsieT coOOM MHOFOEAUHUYHYID MNEePOoparnbHYO NeKapCTBEHHYIO
chopmy, B KOTOPOW hapmauleBTMYECKM MpUeMnemMble BCMOMOraTenbHble BELecTBa Unu
HOCUTENWN BKIIOYAOT OAHO unu Bonee cpeacTts, CNOCOOCTBYIOLWMX BNUTbIBAHWUIO Braru;
NPeAnOYTUTENbHO, KaOMNWH, AUOKCUA TUTaHA, OKCUA antoMuHUs, GEHTOHWUT, MarHueBo-
antoMUHUEBBIA CUIMMKAT, MOBUAOH N KOMNMOUAHLIA guokcug kpemuus (Aerosil). B ogHOM
BOMMOLEHNN MHOrOeAMHUYHAA nepopanbHasa nekapcTBeHHas dopma no n3obpeTeHuto
npeacrasnseT cobon MHOrOeAMHUYHYIO NEPOpPanbHYO NEKapCTBEHHYIO POPMY, B KOTOPOU
hapmaleBTUYECKM NPUEMIEMbIE BCMOMOraTenbHbI€ BELECTBA UM HOCUTENN BKIOYaOT
oaHO unu Bonee cpefcTts, CnocoOCTBYOWMX BMUTLIBAHMIO BRarn, nNpeanovTUTENbHO
BKMIOYAOT NOBUAOH MMM KOMMOUAHbBIA AUOKCUA, kpemHus (Aerosil) nnm nx cmecs.

B ogHOM BONMOLEHMM MHOrOEAMHUYHAsA nepoparnbHas nekapcrseHHas opma no
n3obpeTeHnio npeacTaBnsieT coOOM MHOFOELUHUYHYKD MNEPOPAnbHYK NEKaApPCTBEHHYIO
chopmy, rae  MHOroeAuHUYHaa  nepopanbHas  nekapcTBeHHaa  dopma C
MOANPULUMPOBAHHLIM  BbICBODOXAEHNEM COAEPXMWT. MEepBOE€ MHOXECTBO nenneT

AOKCUNaMuHa unv ero capmaleBTU4eckn NpUemMnemon cConm ¢ MoguULMPOBaHHbIM
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BbICBOOOXKAEHMEM, COAEPKALLUMX BHYTPEHHUN aKTUBHBIA CITON MOKPbITUS, COAEPXKaLUMA OT
6 ao 20 macc.% ogHoro nnu 6onee NOKpbIBAKOLMX areHTOB OTHOCUTENBHO 00Len Macchl
BHYTPEHHEro akTMBHOMO CIOS MOKPbLITUS.

B ogHOM BONMOLUEHMM MHOrOeAMHUYHAsA nepoparbHas nekapcrseHHas opma no
n3obpeTeHnio npeacTaBnsieT CoOOM MHOFOEAMHUYHYKD MNEPOPArnbHYIO NEKapCTBEHHYIO
dhopmy, rae  MHOroeAuHWYHaa  nepopanbHaa  nekapcTBeHHaa  dopma C
MOANMPULUMPOBAHHLIM  BbICBODOXAEHNEM COAEPXMWT. MepBOE€ MHOXECTBO nenneT
JOKCUnammuHa mnn ero drapmayeBTUYECKM MPUEMIIEMON CONMU C MOAUMULNPOBAHHBLIM
BbICBOOOXKAEHMEM, COAEPKALLUMX BHYTPEHHUN aKTUBHbIA CITON MOKPbLITUS, COAEPXKaLLMA OT
15 po 30 macc.% ogHoro unu 6onee aHTUCNEXUBaATENEN, OTHOCUTENBHO OOLLEn Macchl
BHYTPEHHEro akTUBHOMO COS MOKPbLITUS.

B ogHOM BONMMOLLEHMM MHOrOEAMHUYHAA nepoparbHas nekapcrseHHas opma no
n3obpeteHnto npegcTaBnseT cobOoN MHOTOEAUHWYHYKO MepopanbHY0 NEeKapCTBEHHYIO
dopmy, rae  MHOroeAuHWYHaa  nepopanbHas  nekapcTBeHHaa  dopma C
MOANMPULMPOBAHHBIM  BbICBODOXAEHWEM COAEPXKUT. MNEPBOE MHOXECTBO MenneT
AOKCMNMamMuHa unu ero dapmayeBTU4eckn NPUEMMEMON CONn C MOANMDULNPOBAHHBIM
BbICBOOOXAEHNEM, COAEPKALLUMX BHYTPEHHUIN aKTMBHbIA CNOW NOKPbITUS, COAEPXKaLLMn OT
6 o 20 macc.% ogHoro nnu onee NOKpbIBaKOLLMX areHTOB OTHOCUTENBHO 00LLEn Macchl
BHYTPEHHEro akTMBHOro cros nokpbitus; ot 15 po 30 macc.% opHoro unu 6Gonee
aHTUCnexueaTenen, OTHOCUTENbHO OOLWEen Maccbl BHYTPEHHEro akTUBHOMO CHos
MOKPbITUS,, U BO3MOXHO OAMH Ui Gonee nopoobpasylolmx areHToB, COCTaBMSHOLMX
CYMMY KOMMOHeHTOB BMnotb A0 100 macc.% OTHOCUTENBHO MacChbl BHYTPEHHEro
aKTUBHOTO CINOS NOKPbITUS.

B ogHOM BONMOLEHMM MHOroeaMHUYHasA nepopanbHas nekapcreeHHas opma no
n3obpeTeHntio npeacTaBnsieT cobOM MHOFOEAUHUYHYKD MNEPOPanbHY NeKapCTBEHHYIO
hopmy, rae  MHOroeAuHUYHas  nepopanbHas  nekapcTBeHHas  dopma C
MOANPULUMPOBAHHLIM  BbICBODOXAEHNEM COAEPXMWT. MEepBOE MHOXECTBO nenneT
AOKCUNamMmnHa mnn ero gapmauyeBTUYECKM MPUEMIIEMON CONMU C MOAUMDULNPOBAHHBLIM
BbICBODOXKAEHMEM, COAEPXKALUMX MPOMENKYTOUHBLIA CNOW NOKPbLITUS C BbICBOOOXKAEHMEM B
KULLIEYHMKe, cogepkawum oT 45 go 65 macc.% ogHoro unm 6onee KNLWEeYHOPaCTBOPUMbIX
MOKPbIBAIOLUMX areHTOB OTHOCUTENbHO OBLLEN MacChbl NPOMEXYTOYHOIO CroS MOKPbITUS C
BbICBODOXAEHNEM B KULLEYHMKE.

B ogHOM BONMOLEHMM MHOrOEAMHUYHAsA nepopanbHas nekapcreeHHas opma no
n3obpeTeHnio nNpeacTaBnsieT cobOM MHOFOEAMHUYHYKD MNEPOPArnbHYK NEKapCTBEHHYIO
hopmy, rae  MHOroeAuHWYHaa  nepopanbHas  nekapcTBeHHaa  dopma C

MOANDULMPOBaAHHBIM  BbICBOOOXAEHNEM  COLEPXKUT: TMNEepBOE MHOXECTBO nennet
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AOKCUnammuHa mnn ero drapmauyeBTUYECKM MPUEMIIEMON CONMU C MOAUMULNPOBAHHBLIM
BbICBOOOXKAEHMEM, COAEPKALUMX MPOMENKYTOUHBIA CNOW NOKPLITUS C BbICBOOOXKAEHMEM B
KuweyHuke, cogepxawmm ot 35 go 55 macc.% ogHoro nnmn 6onee aHTUCNEXuBaTenen,
OTHOCUTENBLHO OBLLENn MacChbl NMPOMEXYTOYHOIO Crosi MOKPbITUS C BbICBOOOXAEHNEM B
KMLLEYHMKE, N BO3MOXHO OAMH unu 6onee nopoobpasyoLmnx areHTos.

B ogHOM BONMMOLLEHMM MHOrOEAMHUYHAsA nepoparbHas nekapcreeHHas opma no
n3obpeTeHnio npeacTaBnseT coboM MHOFOEAMHUYHYKD MNEPOPArnbHYIO NEKapPCTBEHHYIO
dhopmy, rae  MHOroeAuHWYHaa  nepopanbHag  nekapcTBeHHaa  dopma C
MOAMMPULUMPOBAHHLIM  BbICBODOXAEHNEM COAEPXMWT. MepBOe MHOXECTBO nenneT
JOKcunammHa mnn ero drapmauyeBTUYECKM MPUEMIIEMON CONMU C MOAUMULNPOBAHHBLIM
BbICBOOOXKAEHMEM, COAEpPXKALUMX MPOMEXKYTOUHBIA CNOW NOKPbLITUSA C BbICBOOOXAEHMEM B
KULIEYHUMKe, cogepawium oT 45 o 65 macc.% ogHoro unm 6onee KNLWEeYHOPaCTBOPUMbIX
MOKPbIBAKOLUNX areHTOB OTHOCUTENbHO OBLLEN MacChbl NPOMEXYTOYHOTO CrOS MOKPbITUSI C
BbicBOOOXAEHMEM B KuwedyHuke, oT 35 po 55 macc.% opgHoro unu 6Honee
aHTUCnEXMBaTENen, OTHOCUTENbHO OOLIEN MacCbl NMPOMEXYTOYHOrO Crosi MOKPbITUS C
BbICBODOXAEHMEM B KULLEYHMKE, W, BO3MOXHO, OAMH unn 6Gonee nopoobpasyroLmx
areHToB, W, BO3MOXHO, OAHO wnM Oonee apmaueBTMHECKM  NPUEMMNEMbIX
BCMOMoOraTtenbHbIX BELLECTB, COCTaBNSAIOWMNX CYMMY KOMMNOHEHTOB BNNoTh 40 100 macc.%
OTHOCUTENBHO MAacCChl MPOMEXYTOYHOIO CINOSA MOKPbITUS C  BbICBOOOXAEHMEM B
KNLLEYHMKE.

B ogHOM BONMOLLUEHMM MHOrOoeaMHUYHasA nepoparnbHas nekapcreeHHas opma no
n3obpeTeHntio npeacTaBnsieT coOOM MHOFOEAUHUYHYID MNEePOoparnbHYO NeKapCTBEHHYIO
hopmy, rae  MHOroeAuMHUYHas  nepopanbHas  nekapcTBeHHas  dopma C
MOANPULUMPOBAHHLIM  BbICBODOXAEHNEM COAEPXMWT. MEepBOE€ MHOXECTBO nenneT
AOKCUNaMmnHa mnn ero apmaueBTUYECKM MPUEMIIEMON CONMM C MOAUMULNPOBAHHBLIM
BbICBODOXAEHNEM, COAEpPXKALUMX BHELUHWA CROM MOKPbITUS C MOANDULMPOBaHHBIM
BbicBOOOXKAEHMEM, cogepxawmn o1 7 po 14 wmacc.% ogHoro wnm  Gonee
KMLLIEYHOPACTBOPUMbBIX MOKPbIBAKOLMX AreHTOB OTHOCUTENbHO OBOLIEN MacCbl BHELUHEro
CMos NOKPbITUSA C MOANDPULMPOBAHHBIM BbICBODOXAEHNEM.

B ogHOM BONMOLEHMM MHOrOeAMHUYHAsA nepoparbHas nekapcreeHHas opma no
n3obpeTeHnio npeacTaBnseT cobOM MHOFOEAUHUMYHYKD MNEPOPAnbHYK NEKapCTBEHHYIO
chopmy, rae  MHOroeAuHUYHaa  nepopanbHas  nekapcTBeHHaa  dopma C
MOANPULUMPOBAHHLIM  BbICBODOXAEHNEM COAEPXMWT. MEepBOE MHOXECTBO nenneT
AOKCUNamMmuHa mnn ero gapmauyeBTUYECKM MPUEMIIEMON CONMU C MOAUMULNPOBAHHBLIM
BbICBODOXAEHUEM, COAEepXKalUX BHELIHWA CrOM MOKPbITUS C MOANDULMPOBAHHBIM

BbICBOOOXKAEHMEM, coaepxkawmn oT 38 4o 46 macc.% OfHOro nnm 6onee NOKpbIBAOLNX
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areHToB ¢ MOAMMULUMPOBAHHBIM  BbICBOOOXKAEHMEM OTHOCUTENLHO OOWEen Macchl
BHELUHEro Crnos NOKPbITUS C MOANMULNPOBAHHBIM BbICBODOXAEHNEM.

B ogHOM BONMOLLUEHMM MHOrOEAMHUYHAsA nepoparbHas nekapcrseHHas opma no
n3obpeTeHnio npeacTaBnsieT CoOOM MHOFOEAMHUYHYKD MNEPOPArnbHYIO NEKAPCTBEHHYIO
dhopmy, rae  MHOroeAuHWYHaa  nepopanbHaa  nekapcTBeHHaa  dopma C
MOANPULUMPOBAHHLIM  BbICBODOXAEHNEM COAEPXMWT. TMepBOE€ MHOXECTBO nenneT
JOKCunammHa mnn ero drapmauyeBTUYECKM MPUEMIIEMON CONMU C MOAUMULNPOBAHHBLIM
BbICBODOXAEHUEM, COoAepXKalyuX BHELUHWA CrOoM MOKPbITUS C MOAUDULMPOBAHHBIM
BbicBOOOXKAEHMEM, cogepxawmn oT 42 po 52 wmacc.% ogHoro wunn  Gonee
aHTUCneXmBaTenen, OTHOCUTENbHO OOLWEen Maccbl BHELUHEro Crios MOKPbITUS C
MOANPULMPOBAHHBLIM BbICBODOXEHNEM, N BO3MOXHO OAMNH unn 6onee nopoobpasyomx
areHToB, COCTaBMAWMNX CYMMY KOMMOHEHTOB BroTh A0 100 macc.% OTHOCUTENbHO
MacCbl BHELLHErO Criosi MOKPbITUS C MOANPULMPOBAHHBIM BbICBODOXAEHMEM.

B ogHOM BONMOLLEHMM MHOrOEAMHUYHAA nepoparibHas nekapcreseHHas opma no
n3obpeTeHunto npeacrTaBnseT CoO0M MHOrOEAMHUYHYKO MepoparnbHYy0 NEeKapCTBEHHYHO
dopwmy, rae  MHOroeAuHWYHaa  nepopanbHas  nekapcTBeHHaa  dopma C
MOANULUMPOBAHHLIM  BbICBODOXAEHMEM COAEPXKUT MEPBOE  MHOXECTBO nennet
AOKCUNaMMHa mnn ero apmaueBTUYECKM NPUEMIIEMON CONMM C MOAUMULNPOBAHHBLIM
BbICBOOOXAEHMEM, COAEpXKaLUMX BHELUHWA CROM MOKPbITUSE C MOANDULMPOBaHHBIM
BbICBOOOXAEHMEM, coaepxawmnm o1 7 po 14 wmacc.% ogHoro wnu  Gonee
KULLEYHOPACTBOPUMbBIX MOKPbIBAOLMX areHToB; oT 38 fo 46 macc.% ogHoro unm 6onee
MOKPbIBAIOLUMX areHTOB C MOANMPULMPOBaAHHBIM BbICBODOXAEHMEM OTHOCUTENBHO OOLLEN
MacCCbl BHELUHEro Crios NOKPbITUSA ¢ MOANMULMPOBAHHBIM BbICBOOOXKEHMEM; OT 42 A0 52
Macc.% ogHoro unn 6onee aHTUCNEXUBATENEN, OTHOCUTENBHO 00LEN MacChl BHELLHErO
CNoS NOKPbITUS C MOANMDULNPOBAHHBIM BbICBODOXAEHNEM, 1 BO3MOXHO O4HO unn 6onee
hapmaueBTUYECKM NPUEMIIEMbIX BCMOMOraTesnbHbIX BELECTB, COCTaBMALMX CyMMY
KOMMOHeHTOoB BNMoTb A0 100 Macc.% OTHOCUTENBHO MAcChl BHELLHEro Cnos MOKPbITUA C
MOANPULMPOBAHHBLIM BbICBODOXKAEHMEM.

B ogHOM BONMOLEHMM MHOrOeAMHUYHAsA nepoparbHas nekapcreeHHas opma no
n3obpeTeHnio npeacTaBnsieT coOOM MHOFOEAUHUYHYKD MNEPOPAarnbHYK NEeKapCTBEHHYIO
hopmy, rae  MHOroeAuHUYHaa  nepopanbHas  nekapcTBeHHada  dopma C
MOANPULUMPOBAHHLIM  BbICBODOXAEHMEM  COAEPXKUT MNEPBOE MHOXECTBO nennet
AOKCUNamMmuHa mnn ero gapmayeBTUYECKM MPUEMIIEMON CONMU C MOAUMDULNPOBAHHBLIM
BbICBODOXAEHUEM, COAEpKALLMX:

- BHYTPEHHUIN aKTUBHbBIW CIOW NOKPLITUS, COAEPKaLLWNA:

TepaneBTU4ECKM  3DEKTUBHOE  KONMMYECTBO  JOKCUMNaMuHa  MnM ero
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hapmaueBTMyeckn npuemnemon conm; ot 6 pgo 20 macc.% ogHoro wunu Bonee
MOKPbIBAIOLMX areHTOB OTHOCUTENbHO OOLUEN MaccCbl BHYTPEHHEro aKkTMBHOMO Cros
MOKPLITUS, U

ot 15 po 30 macc.% opHoro unu Oomnee aHTUCNEXUBATENEN, OTHOCUTENBHO
obLen maccbl BHYTPEHHEro0 aKTUBHOrO CIOSA MOKPbITUS, U BO3MOXHO OAUH unu Gonee
nopooBpasyoLMX areHTOoB;

BO3MOXHO OAHO unun 6onee hapmMaueBTUYECKM NPUEMMEMbIX BCMOMOraTenbHbIX
BELECTB; U COCTaBNALWMX CYMMY KOMMOHEHTOB BNOTb 40 100 macc.% OTHOCUTENBbHO
MacCbl BHYTPEHHErO akKTUBHOIO CrOS NMOKPbITUS,

- BO3MOHO MPOMEXYTOUHBIA CNOWN MOKPLITUS C BbICBODOXAEHMEM B KULLEYHMKE,
coepxaLymn:

ot 45 po 65 macc.% opHoro unu 6onee KULWEYHOPACTBOPUMbIX MOKPbIBAKOLLMX
areHToB  OTHOCUTENMbHO OOLiEN MacCbl MPOMEXYTOYHOrO Crnosi  MOKPbITUS  C
BbICBODOXAEHNEM B KULLEYHUKE;

n ot 35 go 55 macc.% opHoro unu 6onee aHTUCNEXMBATENEW, OTHOCUTENBHO
obLyern maccbl MPOMEXYTOUYHOIO CrOSsi MOKPbITUA C BbICBOOOXAEHWEM B KULLEYHWUKE, U
BO3MOXHO OAMH uMnn 6onee nopoobpasylolmx areHToB, BO3MOXHO OAHO wmnn 6Gonee
hapmaleBTUHECKM NPUEMIIEMbIX BCMIOMOraTebHbIX BELLECTB;

MU COCTaBnSAKOLWMX CYMMY KOMMOHEHTOB BMnoTb 40 100 macc.% OTHOCUTENbHO
MacCbl NPOMEXYTOUHOIO CMOS MOKPbITUS C BbICBODOXAEHNEM B KULLEYHMKE;

- BHEWHWA CINMOW MNOKPbITUS C  MOAUMDULMPOBAHHLIM  BbICBODOXAEHMEM,
coepXaLyun:

OoT 7 po 14 macc. % ogHoro unn Gonee KULLEYHOPACTBOPUMBIX MOKPbIBAKOLLMX
areHToB OTHOCUTENbHO OBLLEN MacChbl BHELLHErO Crosi MOKPbITUS C MOANMPULMPOBAHHBIM
BbICBOD O] EHNEM;

ot 38 p0 46 wmacc.% opgHoro wunu 6Gonee NOKpbIBAKOLMX areHToB C
MOANPULNPOBAHHLIM BbICBODOXAEHNEM OTHOCUTENBLHO OBLLEN MacChbl BHELUHEro Crios
MOKPbITUS C MOANMPULMPOBaAHHBIM BbICBOBOXAEHNEM; 1

oT 42 po 52 macc.% opHoro unu Oonee aHTUCNEXUBATENEN, OTHOCUTENBHO
ofLen mMaccbl BHELUHEro Crosi NOKPbITUA C MOANMPULMPOBAHHLIM BbICBODOXAEHMEM, U
BO3MOXHO OAWH unn Bonee nopoobpasylolnx areHTOB; BO3MOXHO OAHO unu 6Gonee
hapmaleBTMHECKM NPUEMIEMbIX BCMOMOraTenbHbIX BELLECTB; U COCTaBNALWMNE CyMMY
KOMMOHeHTOoB BNMoTb A0 100 Macc.% OTHOCUTENBHO MAacChl BHELLUHEro Cnos MOKPbITUSA C
MOANPULMPOBAHHBIM BbICBODOXKAEHMEM.

B ogHOM BONMOLEHMM MHOrOEAMHUYHAsA nepoparbHas nekapcreeHHas opma no

n3obpeTeHnio npeacTaBnsieT coOOM MHOFOEAMHUMYHYKD MNEPOPAnbHYI NEKAPCTBEHHYIO
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dopmy, rae  MHOroefuHuUYHas  mepopanbHas  nekapcTBeHHas  dopma C
MOANMDULUMPOBAHHBIM  BbICBOOOXAEHMEM  COLEPXKUT BTOPOE  MHOXECTBO  MEnneT
MPUAOKCMHA UNKU ero apmaleBTUYECKU MPUEMIIEMOA CONMM C MOAUMULMPOBAHHBIM
BbicBOOOXKAEHMEM, coaepxawmx oT 13 go 25 macc.% ogHoro nnn 6onee NoKpbiBaLMNX
areHToB OTHOCUMTENBbHO OOLWEN MacCbl BHYTPEHHErO aKTUBHOMO Criosi MOKPbITUS; W
BO3MOXHO OfHO unn Oonee dapmMayeBTUYECKM NpPUEMMEMbIX BCMOMOraTenbHbIX
BELECTB; COCTaBNALWMX CYMMY KOMMOHEHTOB BMoTb A0 100 macc.% OTHOCUTENbHO
MaccCbl BHYTPEHHErO aKTUBHOIO CrOS MOKPbITUS.

B oaHOM BOMMOWEHMN  MHOXECTBEHHBIMW  CTPYKTYPHO  060COBNEHHBIMM
eAnHnLamMm nepoparnbHasa nekapcTBeHHas popma no n3obpeTeHnto npeacrasnseT cobon
MHOrOEAUHNYHYIO  MepoparnbHyl0  NEKapCTBEHHYIO (POpMy, rAe  MHOroeAuHUYHas
nepoparnbHas nekapcTBeHHass dopma C MOAUPULUMPOBAHHLIM BbICBOBOXAEHNEM
COAEPXUT BTOPOE MHOXECTBO MNeEnneT nuMPUAOKCMHA wnu ero  dapmaueBTUYECKM
npUeMNeMon conm ¢ MOANMPULMPOBaHHBIM BbICBOOOXAEHMEM, COAEpKaLyMX BHELLHWUA
CMNOW MNOKPbITUS C MOAUULMPOBAHHLIM BbICBODOXAEHNEM, cogepxawmn ot 2 fo 8
macc.% ogHoro nnm 6onee KNLWEeYHOPACTBOPUMbIX NMOKPbIBAKOLLMX areHTOB OTHOCUTENBHO
o6Len Mmacchbl BHELLHEro Crosi MOKPbITUS € MOANMULMPOBAHHBIM BbICBOOOXAEHMNEM.

B ogHOM BONMOLLEHMM MHOTOEAMHUYHAs NepoparnbHas nekapcTeBeHHas dhopma no
n3o0peTeHntio npeacTaBnseT coOOM MHOFOEAUHUYHYID MNEPOoparnbHY NeKapCTBEHHYIO
dhopmy, rae  MHOroefuHMYHas  nepopanbHas  nekapcTBeHHas  opma ¢
MOANMDPMLUMPOBAHHBIM  BbICBODOXAEHMEM  COLEPXKUT BTOPOE  MHOXECTBO  MenneT
MPUAOKCMHA UNKU ero apmaleBTUYECKU MPUEMIIEMOA CONMM C MOAUMULMPOBAHHBIM
BbICBODOXAEHNEM, COAEPXKALUMX BHELLUHUA CIOW MOKPbITUS C MOAU(PULMPOBAHHBIM
BbICBOOOXKAEHMEM, cogepxawmn oT 30 go 49 macc.% ogHoro nnm 6onee NoKpbIBaOLNX
areHToB ¢ MOAMMULMPOBAHHBIM  BbICBOOOXAEHNEM OTHOCUTENLHO OOWen Macchl
BHELLHEro Crosi NOKpbITUS ¢ MOANMULMPOBAHHBIM BbICBOOOXKAEHNEM.

B ogHOM BONMOLLEHMM MHOTMOEAMHUYHAS NepoparnbHas nekapcTeeHHas dhopma no
n3obpeTeHnio npeacTaBnseT cobOM MHOFOEAUHUMYHYKD MNEPOPAanbHYK NEeKapCTBEHHYIO
dopmy, rae  MHOroefuHuMYHas  mepopanbHas  nekapcTBeHHas  dopma C
MOANMDULUMPOBAHHBIM  BbICBODOXAEHMEM  COLEPXKUT BTOPOE  MHOXECTBO  MEnneT
MMPUAOKCMHA UNKU ero apmaleBTUYECKU MPUEMIIEMOA COMM C MOAUMULMPOBAHHBIM
BbICBODOXAEHNEM, COAEPXKALUMX BHELLUHUA CIOW MOKPbITUS C MOAUMPULMPOBAHHBIM
BbICBOOOXKAEHMEM, coaepxawmnin oT 46 po 65 wmacc.% ogHoro wunn  OGonee
aHTUCnEeXMBaTENEN, OTHOCUTENbHO OOLWEN MacCbl BHELUHEro Crosi MOKPbITUS C
MOANPULMPOBAHHLIM BbICBOOOXKAEHMEM U BO3MOXHO OAMNH unu 6onee nopoobpasyromx

areHToB, COCTaBMALWNX CYMMY KOMMOHEHToB BnfoTh A0 100 macc.% OTHOCUTENbHO
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MacCbl BHELLHErO CIosi MOKPLITUA C MOAUMPULMPOBAHHBLIM BbICBODOXAEHUEM.

B ogHOM BONMOLLUEHMM MHOrOEAMHUYHAsA nepoparbHas nekapcrseHHas opma no
n3obpeTeHnio npeacTaBnsieT coOOM MHOFOEAMHMYHYKD MNEPOPArnbHYI NEKAPCTBEHHYIO
dhopmy, rae  MHOroeAuMHWYHaa  nepopanbHas  nekapcTBeHHaa  dopma C
MOANMPULUMPOBAHHLIM  BbICBOOOXAEHUEM  COAEPXUT BTOPOE MHOXECTBO nenneT
NMMPUAOKCMHA NN ero dapmMayeBTUYECKN MPUEMIEMON CONMU C MOAUDULUMPOBAHHBIM
BbICBODOXAEHUEM, CoAepXKalyuX BHELUHWA CroM MOKPbITUS C MOAUDULMPOBAHHLIM
BbicBOOOXKAEHMEM, coaepxawmi: oT 2 po 8 wmacc.% opgHoro wunm  Gonee
KMLLIEYHOPAaCTBOPUMbBIX MOKPbIBAKOLMX AreHTOB OTHOCUTENbHO OOLIEN MaccCbl BHELUHEro
CNosi NOKPbITUSI C MOANULMPOBaHHbIM BbicBOOOXaeHMEM; oT 30 go 49 macc.% ogHoro
unn OGonee MOKPbIBALWMX areHToB C MOAUMPUUNPOBAHHLIM  BbICBOBOXAEHNEM
OTHOCUTENbHO OOLWEeN MacCbl BHELLUHEro Cros MOKPbITUS C  MOANMPULMPOBAHHBIM
BbicBOOOXAEHUEM, OT 46 a0 65 macc.% opgHoro unu 6onee aHTUCHEXUBaTENewn,
OTHOCUTENBHO OOLEeNn MacCbl BHELUHEro Cros MOKPbITUA C  MOAMMDPULMPOBaHHBLIM
BbICBOOOXAEHMEM M BO3MOXHO OAWH unu 6onee nopoobpasylolmx areHTOB; BO3MOXHO
OAHO wnn Gonee apmaueBTUYECKU MPUEMNEMbIX BCMOMOraTenbHbIX BELLECTB,
COCTaBNAOWMX CYMMY KOMMOHEHTOB BnfoTb A0 100 macc.% OTHOCUTENBHO MaccChl
BHELLUHEro Crnosi NOKPbITUS C MOANMDULMPOBAHHBIM BbICBOOOXAEHNEM.

B ogHOM BONMOLLUEHMM MHOrOoeAMHUYHasA nepoparnbHas nekapcreseHHas opma no
n3o0peTeHntio npeacTaBnseT CoOOM MHOFOEAUHUYHYKD MNEPOoparnbHYO NeKapCTBEHHYIO
dhopmy, rae  MHOroeAuHUYHas  nepoparnbHas  nekapcTBeHHas  dopma C
MOANULUMPOBAHHLIM  BbICBOOOXAEHMEM  COAEPXUT BTOPOE  MHOXECTBO  nenneT
NMMPUAOKCMHA MNN ero apmMayeBTUYECKN MPUEMIEMON CONMM C MOANDULMPOBAHHBIM
BbICBODOXAEHNEM, COAEPKALLMX:

- BHYTPEHHUIN aKTUBHbIW CINOW NOKPbITUS, COAEPXKALLMNA:

TepaneBTMYECKN  3(PPEKTMBHOE  KOMMYECTBO  MUPUAOKCMHA  vnn  ero
apmaueBTmyeckn npuemnemon comm; n ot 13 go 25 macc.% ogHoro unu 6Gonee
MOKPbIBAIOLMX areHTOB OTHOCUTENbHO OOLIEN MaccCbl BHYTPEHHErO aKTMBHOMO Cros
NOKPbITUS,

BO3MOXHO OAHO unn 6onee hapmaueBTUYECKM NPUEMMEMbIX BCMOMOraTenbHbIX
BELLECTB; U

COCTaBNALMX CYMMY KOMMOHeHTOoB BnnotTe A0 100 macc.% OTHOCUTENBHO
MacCbl BHYTPEHHEIO aKTUBHOIO COS NMOKPbITUS,

- BHELHWA CNOW MOKPbITMS C  MOAUMUUNPOBaAHHBIM  BbICBODOXIEHMEM,
coepXaLymn:

OoT 2 oo 8 macc.% ogHoro unu Gonee KULIEYHOPACTBOPUMBIX MOKPbLIBAKOLLMX



10

15

20

25

30

35

41

areHToB OTHOCUTESNbHO OBLLE MacChbl BHELLHErO Crosi MOKPbITUS C MOANMULMPOBAHHBIM
BbICBOD O] EHNEM;

ot 30 po 49 wmacc.% ogHoro wunu 6Gonee nNOKpbIBAKLMX areHToB C
MOANPULNPOBAHHLIM BbICBODOXAEHNEM OTHOCUTENBLHO OBOLLEeN MacChbl BHELUHEro Crios
MOKPbITUS C MOANMPULMPOBaAHHBIM BbICBOBOXAEHNEM; U

oT 46 po 65 macc.% opHoro unu Oonee aHTUCNEXUBATENEN, OTHOCUTENbHO
obLen maccbl BHELUHEro Cros MOKPbITUA C MOANMPULMPOBAHHLIM BbICBODOXAEHUEM, U
BO3MOXHO OAWH nnun 6onee nopoobpasyoLmx areHToB;

BO3MOXHO OAHO unun 6onee hapmaueBTUYECKN NPUEMIEMbIX BCMOMOraTenbHbIX
BELLECTB; U

COCTaBNALMX CYMMY KOMMOHeHTOB BnnoTe A0 100 macc.% OTHOCUTENBbHO
MaccCbl BHELLHErO Crosi MOKPLITUA C MOAUMPULIMPOBAHHBLIM BbICBODOXAEHUEM.

B ogHOM BONMMOLLEHMM MHOrO€AMHUYHAA nepoparbHas nekapcrseHHas opma no
n3obpeTeHnto npeacrTaBnseT CoOOM MHOFOEAMHUYHYKO MepoparnbHYy0 NEeKapCTBEHHYHO
dopmy, rae  MHOroeAuHWYHaa  nepopanbHas  nekapcTBeHHaa  dopma C
MOANPMLMPOBAHHBIM BbICBOOOXAEHNEM COAEPXKUT:

nepBoe MHOXECTBO nenneT JAOoKcunammHa wunm  ero  apmMmayeBTUYECKN
npuemMnemMon conn ¢ MoANMPULNPOBaHHLIM BbICBODOXAEHNEM, COAEPKALLMNX:

- (hapmaueBTUYECKN NPMEMIIEMOE MHEPTHOE AAPO;

- BHYTPEHHUIN aKTUBHbIW CINOW NOKPbITUS, COAEPXKALLNNA:

TepaneBTMyeckn  3PPEKTUBHOE  KONMUYECTBO  AOKCUMNamMuMHa WM ero
hapmayeBTMHECKM NPUEMIIEMON COMK,

oT 6 oo 20 macc.% ogHoro unu 6onee NOKPbIBAKOLMX areHTOB OTHOCUTENbHO
obLien maccbl BHYTPEHHErO akTMBHOIrO CNosi MOKPbITUSA, U

ot 15 po 30 macc.% opaHoro unu Oomnee aHTUCNEXUBATENEN, OTHOCUTENBHO
ofLen maccbl BHYTPEHHErO aKTUBHOIO CIOS MOKPbITUS, U BO3MOXHO OAWH unu Gonee
NopooBpasyoLLMX areHTOoB;

BO3MOXHO OAHO unn 6onee hapmayeBTUYECKN NPUEMMEMbIX BCMOMOraTenbHbIX
BELLECTB; U

COCTaBNALMX CYMMY KOMMOHeHTOoB BnnoTe A0 100 macc.% OTHOCUTENBHO
MacCbl BHYTPEHHEIO aKTUBHOIO COS NMOKPbITUS,

- BO3MOHO MPOMEXYTOYHBIA CMON MOKPLITUS C BbICBODOXAEHMEM B KULLEYHMKE,
coaepaLmn:

oT 45 po 65 macc.% opgHoro unu 6onee KULWEYHOPACTBOPUMBbIX MOKPbLIBAKLLMX
areHToB  OTHOCUTENbHO OOLWEeNn MacCbl MNPOMEXYTOYHOrO CNOA  MOKPbITUA C

BbICBOOOXKAEHNEM B KULLEYHUKE; U



10

15

20

25

30

35

42

oT 35 po 55 macc.% opHoro unu Oomnee aHTUCNEXUBATENEN, OTHOCUTENBHO
obLen maccbl NPOMEXYTOYHOIO CMOSA MOKPbITUS C BbICBOOOXAEHMEM B KULLEYHUKE, U
BO3MOXHO OAWH nnun 6onee nopoobpasyoLmx areHToB;

BO3MOXHO OAHO unun 6onee hapmaueBTUYECKM NPUEMMEMbIX BCMOMOraTenbHbIX
BELLECTB; U

COCTaBNALWMX CYMMY KOMMOHEHTOB BnnotTe A0 100 macc.% OTHOCUTENBHO
MacCbl NPOMEXYTOYHOIO CrOSA MOKPbITUSA C BbICBOOOXKAEHNEM B KULLEYHUKE;

- BHEWHWA CINOW MNOKPbITUS C  MOAMMULMPOBAHHLIM  BbICBODOXAEHMEM,
coaepxaLymn:

oT 7 o 14 macc.% ogHoro unu Gonee KNLWLEYHOPACTBOPUMbIX MOKPbIBAKOLLMX
areHToB OTHOCUTESbHO OBLLEN MacChl BHELLHErO Crosi MOKPbITUS C MOANMPULIMPOBAHHBIM
BbICBOD O] EHNEM;

oT 38 p0 46 wmacc.% ogHoro wunuM Oonee MOKPbIBAOLWMX areHToB C
MOANMPULMPOBAHHBIM BbICBODOXAEHMEM OTHOCUTENBbHO OOLLEN MacCbl BHELUHEro Cros
MOKPLITUS C MOANDULMPOBAHHBIM BbICBODOXAEHNEM; U

oT 42 po 52 macc.% opHoro unu Oonee aHTUCNEXMBATENEW, OTHOCUTENbHO
ofbLen mMaccbl BHELUHEro Crosi NOKPbITUA C MOANMULMPOBAHHLIM BbICBODOXAEHMEM, U
BO3MOXHO OAWH nnun 6onee nopoobpasyoLmx areHToB;

BO3MOXHO OA4HO mnn 6onee hapmaueBTUYECKM NPUEMMEMbIX BCMOMOraTenbHbIX
BELLECTB; n

cocTaBnsAloLMe CyMMYy KOMMOHEHTOB BMnoTb Ao 100 macc.% oOTHOCUTENBbHO
MacCbl BHELLHErO Crosi MOKPbITUSA C MOANMPULMPOBAHHBIM BbICBODOXAEHUEM;

n

BTOPOE MHOXECTBO nenner nupuMAOKCMHa unn  ero  apmMmayeBTUYECKN
npuemMneMon conu ¢ MoANMPULNPOBaHHLIM BbICBODOXAEHNEM, COAEPKALLMNX:

- (hapmaueBTUYECKN NPUEMIIEMOE MHEPTHOE AAPO;

- BHYTPEHHUIN aKTUBHbIW CINOW NOKPbITUS, COAEPKALLMNA:

TepaneBTMYECKN  3(PPEKTMBHOE  KOMMYECTBO  MUPUAOKCMHA  vnn  ero
apmauesTmnyeckn npuemnemon comm; n ot 13 go 25 macc.% ogHoro unu 6Gonee
MOKPbIBAIOLMX areHTOB OTHOCUTENbHO OOLIEN MacCbl BHYTPEHHErO aKTMBHOMO Cros
MOKPbITUS,

BO3MOXHO OAHO unn 6onee hapmayeBTUYECKM NPUEMMEMbIX BCMOMOraTenbHbIX
BELLECTB; U

cocTaBnAlWMe CyMMYy KOMMOHEHTOB BMMnoTb Ao 100 macc.% OTHOCUTENBHO
MacCbl BHYTPEHHEIO aKTUBHOIO COS NMOKPbITUS,

- BHELHWMA CNOW MOKPbITMS C  MOAUMUUMPOBaAHHBIM  BbICBODOXIEHMEM,
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coaepaLymn:

oT 2 o 8 macc.% ogHoro unu Gonee KULIEYHOPAaCTBOPUMBIX MOKPbLIBAKOLLMX
areHToB OTHOCUTESNbHO OBLLEN MacChl BHELLHErO Crosi MOKPbITUS C MOANMPULMPOBAHHbIM
BbICBOD O] EHNEM;

ot 30 po 49 wmacc.% opgHoro wunu 6Gonee nNOKpblBAKLMX areHToB C
MOANPULNPOBAHHLIM BbICBODOXAEHNEM OTHOCUTENBLHO OBOLLEeN MacChbl BHELUHEro Crios
MOKPbITUS C MOANMPULMPOBaAHHBIM BbICBOBOXAEHNEM; U

oT 46 po 65 macc.% opHoro unu Oonee aHTUCNEXUBATENEN, OTHOCUTENBHO
obLen mMaccbl BHELUHEro Crosi NOKPbITUA C MOANPULMPOBAHHLIM BbICBODOXAEHUEM, U
BO3MOXHO OAWH nnun 6onee nopoobpasyoLmx areHTos;

BO3MOXHO OAHO unun 6onee hapmMaueBTUYECKM NPUEMIEMbIX BCMOMOraTenbHbIX
CPEACTB; U

cocTaBnawowme CymMmmy KOMMOHEHTOB BMMnoTb A0 100 macc.% OTHOCUTENbHO
MacCbl BHELLHErO Criosi MOKPbITUS C MOANPULMPOBAHHBIM BbICBODOOXAEHMEM.

B oaHom BonnoweHun MoanduULUMPOBaHHAA, MHOroeguvHUYHas nepopanbHas
nekapctBeHHas dopma no HacTosiemy M300peTeHunio npeacraensieTr  cobou
MOANDULMPOBAHHYIO, MHOTOEAMHUYHYIO NEPOpanbHYy0 NeKapCTBEHHYO hopmy, KoTopas
AEMOHCTPUPYET NPorb PacTBOPEHUS, B COOTBETCTBUN C KOTOPbIM:

ot 5 macc.% ao 35 macc.% coaepxaHus aokcunamuHa pactesopsieTca Ha 1 4 B
cpeae 0,1 H. HCI (pH paseH 1);

3arem, cpeay 3ameHsoT cpegon ¢ pH, paeHbiv 4,5 (0,05 M aueTtatHbii Bydep), n
Ha 4°™ 4 3 HakonneHHoro pacTteopseTcsa 6onee yem 35 macc.% - 75 macc.% UCXo4HOro
coaepKaHus LOoKCMNnammnHa,

3arem, cpeay 3ameHsoT cpegon ¢ pH, pasHeim 6,8 (0,05 M docdaTtHbin Bydep),
n Ha 7° 4y pacTBOPSAIOTCA MO MEHbLUEN Mepe HakomnneHHble Gonee yem 75 macc.%
NCXOAHOro COAEPKAHUS JOKCUNamMuHa; n

5 macc.% - 35 macc.% cogepxaHus nUpuaokcuHa pacteopsietca Ha 1° v B cpeae
0,1 H. HCI (pH paBeH 1);

3atem, cpegy 3ameHsioT cpegon ¢ pH, paeHbiv 4,5 (0,05 M aueTtatHbi Bydhep), n
Ha 4°™ 4y U3 HakonneHHoro pacTeopsieTca 6onee yem 35 macc.% - 75 macc.% UCXOAHOro
CoAepKaHusa NMPUAOKCUHA;

3atem, cpeay 3ameHsitoT cpegon ¢ pH, pasHeim 6,8 (0,05 M docaTtHbin Bydep),
M Ha 7° 4y pacTBOPSAKOTCA MO MEHbLUEN Mepe HakomnneHHble Gonee yem 75 macc.%

NCXOAHOIO COAEPXKaHUS NMMPUAOKCHHA,
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rae npodounb pPacTBOPEHUS U3MEpPSIOT, ucnonbdys npubop USP Ttuna 2
(kop3mHka), nomewjas komnodmumio B 900 mn CoOTBETCTBYIOWMX cpes / Bydepos npu
37°C £ 0,5°C 1 100 06./mMyH. (060pOTOB B MUHYTY).

B ogHom BONMOWEHUN MOAUDULNPOBAHHAS MHOrOeAMHUYHAsA nepopanbHas
nekapcTeeHHass opmMa no HacToswemy usobpeteHuio npeacrasnset coboun
MOANMPULNPOBAHHYIO MHOFOEAMHUYHYIO NepoparnbHYy0 NEKapCTBEHHY POpMYy, KOoTopas
AEMOHCTPUPYET Npodurnb pacTBOPEHUSA, B COOTBETCTBUN C KOTOPbIM:

10 macc.% - 35 macc.% coaepXkaHus AoKcunamuHa pacteBopsaetca Ha 1" u B
cpeape 0,1 H. HCI (pH paseH 1);

3arem, cpegy 3ameHsaT cpegon ¢ pH, pasHbeim 4,5 (0,05 M auyetatHbin Bydhep), n
Ha 4° 4y u3 HakonneHHoro pacteopsaeTca 45 macc.% - 70 macc.% UCXOAHOro CogepXKaHus
AOKCUNAMUNHA;

3aTem, cpeay 3ameHsiioT cpeaon ¢ pH, pasHbim 6,8 (0,05 M cdocdaTHbIn Bydepa),
M Ha 7° 4 pacTBOPAIOTCA NO MeHbLUen Mepe HakonneHHble 80 macc.% WCXOAHOro
coaepXaHusa JoKCunamuHa; u

ot 10 macc.% Ao 35 macc.% cogepaHus MMPUAOKCUHA pacTeBopsaeTca Ha 1%y B
cpeae 0,1 H. HCI (pH paBeH 1);

3arem, cpeay 3ameHsT cpegon ¢ pH, paBHbiv 4,5 (0,05 M aueTtatHbi Oydep), n
Ha 4° 4y u3 HakonneHHoro pacteopseTca 40 macc.% - 65 macc.% UCXO4HOro CogepXKaHus
NMMPUAOKCHHA,

3arem, cpeay 3ameHsoT cpegon ¢ pH, pasHbim 6,8 (0,05 M docdaTtHbin Bydep),
M Ha 7° 4 pacTBOPAIOTCA MO MeHblUen Mepe HakonneHHble 80 macc.% WCXOAHOro
coaepKaHus NMMpUAOKCUHA;

rae npodunb pPacTBOPEHUS U3MEPSIOT, wucnonb3ys npubop USP Ttuna 2
(kop3uHka), nomeryasn komnosmuymio B 900 mn cooTeBeTCcTBYOWMX cpea/bydepos npn 37°C
1 0,5°C 1 100 06./MyH. (060pOTOB B MUHYTY).

Kak ynomumHaeTcsa Bblle, NekapcTBeHHas hopma no HacTosAweMy n3obpeTeHuto
npeacraenser CcoboM  «KMHOrOEAUMHWMYHYIO  NEeKapCTBEHHYKO dopmy». B ogHom
BOMMOLEHNN MHOrOEAUHNYHASA NeKapCTBEHHAsa opma npeacrasnseT cobon kancyny,
HaNOMHEHHYIO NEPBbIM U BTOPbIM MHOXECTBOM MNENMET MO HacTosilemy n3obpeTeHuo B
kayectse cybbeauHWL, WMELWMX akTUBHbIM WHrpeaueHt. B ogHom BonnoweHun
MHOroeAnHNYHasa nekapcTeeHHas opma npeacrasnseT cobon TBEPAYIO Kancyny.

B uensax nsobpeteHns nog TBEpAOKW Kancyron nogpasymMeBaloT TBEPAYIO Kancyny,
NoAXOAALLYIO ANA MPUMEHEHUS B MOMHOCTbIO aBTOMATU3VPOBAHHOW MaluMHE Ans
3anonHexns kancyn. O6blYHO, AaHHbIE Kancynbl COCTaBMNEHbl U3 ABYX LUIUHAPUYECKUX

NOMNOBWH, rAe oaHa M3 HUX Oonbluas B AMAMETPE, HO KOpPOYe MO ANVHEe, HasblBaemas
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KONMaykoMm, U gpyras Kopoye B guameTpe, HO ANMHHEE MO ANUHE, HasbiBaemas Tenom. B
OAHOM  BOMSIOLWEHUM  MHOFOEAUHUYHas  nepopanbHas nekapcTBeHHas  dopma
npegcrasnseT cobon TBEpAYHO Kancyny, UMEIOLLYIO pa3mep kancynbl, oT pasmepa 0 go
pasmepa 5. B ogHOM BONMOLWEHWM MHOrOeAMHUYHaA nepopanbHas nekapcTBEHHasA
dhopma npeacraBnaeT cobon TBEPAYIO Kancyny, UMEIOLLY0 pasmMep Kancynbl OT pasmepa
1 8o pasmvepa 5. B 04HOM BOMMNOLWEHUN MHOMOEANHUYHAA nepopanbHasa fekapCcTBeHHas
dopma npeacrasnaeT cobon TBEPAYIO Kancyny, UMEIOLLYI0 pasmMep Kancynbl OT pasmepa
1 40 pasmvepa 4. B 04HOM BOMMNOLWEHUN MHOTOEAUHUYHAA nepopanbHasa fekapcTBeHHas
dopma npeacraBnsaeT cobon TBEPAYIO Kancyny, MMEKLYIo pasmep kancynel 3. B ogHOM
BOMMOLEHNN MHOroeAMHUYHaa nepopanbHas nekapcTBeHHas dopma npejcrasnseT
cobon TBEpAyl Kancyny, VMeLWyl pasmep kancynel 2. B ogaHom BonnowjeHuu
MHOroeAnHUYHaa nepoparnbHaa nekapcTBeHHas dopma npepcrasnsaer cobon TBEpAYHO
Kancyny, umMmerowyro pasmep kancyrnbl 1. B ogHOM BOMMAOLWEHWM MHOroeAaMHUYHas
nepopanbHasi nekapcTBeHHas hopma O HacTosLEMY N300peTeHNtO npeacTasnsaeT cobomn
TBEPAYIO Karncyny, COCTOSLLYI M3 BELECTBa, BbIOPaHHOro M3 rpynnbl, COCTOSLIEN U3
wenaTtuHa, rmgpokcunponmnveTunyennionossl (rmnpomennosa, MML), nynnynaHa n mnx
cmecu. B ogHOM BOMMOLWEHMM MHOTOEANHUYHAA NeKapCTBEHHas hopma no HacTosLemy
n3o0peTeHnio npeacTaBnaeT cobor >XenaTuHOBYK TBepaylo kancyny. B opHom
BOMMOLEHNN MHOroeANHNYHAA nekapcTBEHHas oopmMa no HacTosWweMy U300peTeHuto
npeacrasnseT cobon TBEPAYIO Kancyny 13 ruapoKCUNponUNIMETUNLENNIONO3bI. .

B ogHOM BONMOLWEHMM MHOrOEANHNYHAA NekapcTBEHHas oopmMa No HacToswemy
n3obpeTeHunio npeacrasnsaeT cobon TBEpAY Kancyny n cogepxut ot 20 mr go 220 mr
NepBOro MHOXeCTBa NenneT OoKCunammHa unn ero apmaueBTUYECKN MPUEMIEMON
conu ¢ moaudnymposaHHbiM BbicBOOOXAEHMEM, U oT 20 mr go 220 Mr BTOPOro
MHOXeCTBa NenneT MUPUAOKCUHA WNn ero apmMmayeBTUYECKU MNPUEMNEMON COMM C
MOANPULUMPOBaHHLIM  BbicBOOOXAEeHEM. B OfHOM BOMMOLWEHUM MHOroeAnHU4YHas
nekapcTBeHHasi popmMa no HaCTosILLEMY M300peTeHuto npegctaBnsieT cobon TBepayto
kancyny n cogepxut oT 40 mr 4o 140 Mr nepBoro MHOXeCTBa NenneT AoKCcunammHa unm
ero apmaueBTMYECKM NPUEMIEMON COMU C MOANDULMPOBAHHBIM BbICBODOXAEHNEM; U
oT 40 mr go 140 mMr BTOPOro MHOXeCTBa NenneT NMpUAOKCUHa Unn ero hapmaueBTUYECKN
NpUEMNEMON COnn ¢ MOANDULNPOBAHHBIM BbICBODOXIEHNEM.

B ogHOM BONMOLWEHMM MHOrOeANHNYHAA NekapcTBEHHAA oopmMa No HacTosLwemy
n3obpeTeHnio npeacTaBnaeT cobon TBepAyw Kancyny M COAEPXUT npumepHo 60 mr
NepBOro MHOXeCTBa NenneT OoKCunammHa unn ero dgapmaueBTUYECKN MNPUEMIEMON
CONnn ¢ MOAUMPULUMPOBaHHBIM BbICBOBOXAEHNEM; U NPUMEPHO 60 Mr BTOPOro MHOXECTBa

nennetT  NUMPMAOKCMHA WM ero  dapMaueBTMYeCkM Npuemnemon  conu ¢



10

15

20

25

30

35

46

MOANPULMPOBAHHBIM BbICBODOXKAEHMEM; B YAaCTHOCTW, TBEPAAA Kancyna uMmeeT pasmep,
BbIOpaHHbIA M3 pasmepa 2 unu pasmepa 3 unu pasvepa 4, 6ornee KOHKPETHO UMeEET
pasmep 3.

B ogHOM BOMMOLWEHM MHOrOEAMHMYHAS NekapCcTBeHHas opmMa no HacTosALeMyY
n3obpeTeHntio npeacrasnaeT cobon TBEpPAYK KanCyny U COAEPXKMT npumepHo 120 mr
nepBoro MHOXeCTBa NenneT oKcunammHa unn ero dpapmMaueBTUYECKN NPUEMIEMON
CONKn ¢ MOANMPULNPOBaAHHBIM BbICBOOOXKAEHNEM; N NPUMEPHO 120 Mr BTOPOro MHOXECTBa
nennet NUPUAOKCMHA WM ero  apmaueBTUyeckn npuemMnemod conm  C
MOANMPULMPOBAHHBIM BbICBODOXKAEHUEM; B YAaCTHOCTW, TBEpAAA Kancyna uveeT pasmep,
BbiOpaHHbIn M3 pasmepa 1, pasmepa 2 un pasuvepa 3. B ogHOM BONMOLWEHWM
MHOroeANHNYHAA nekapcTBeHHaa popma Mo HaCTOosLEMY U3O0OpeTeHuIo npeacTaBnseT
cobon TBepaylo kancyny v cogepxut npumepHo 10 Mr Ha kancyny JokcunamuHa
CykuuMHaTa 1 npumepHo 10 Mr Ha kancyny NMPUAOKCUHA TMAPOXIIopuaa; B YaCTHOCTH,
TBEepAaa kancyna wumeer pasmep 3. B ogHOM BONMOWEHWM MHOrOEAUHWYHAA
nekapcTBeHHas opma Mo HacTosiemy M3obpeTeHuto npeactaBnseT cobon TBEPAYH
Kancyny v cogepxut npumepHo 20 Mr Ha Kancyny AoKCunamMuHa CykuuHata u npuMepHo
20 Mr Ha kancyny nvpuaoKkCuHa rapoxnopuaa; B YacTHOCTW, TBEpAas kancyna mmeet
pasmep, BbibpaHHbIN 13 pasmepa 1, pasmepa 2 u pasmepa 3.

B yensx HacToswero n3obpeTeHns MHOroeAuHNYHas nekapcteeHHas dopma no
HacTosAwemMy W300pEeTEHU0, B 4YacTHOCTM TBEpPAble Kancynbl MOTYT HaxOAMTbCA B
COOTBETCTBYIOLLEN ynakoBke. Tun ynakoBKWM MOTYT NErko onpeaenutb crneyuanucTbl B
JaHHoOW obnactu B COOTBETCTBMM C TUMOM MOMy4aemMon Komnosvumn. B opgHOMm
BOMMOLEHNN MHOroeAMHUYHaa rnekapCTBeHHas dopma C  MOAUDULMPOBAHHBIM
BbICBOOOXAEHMEM MO HacToseMy K300peTeHuo ynakosaHa B Onuctepbl. B ogHOM
BOMMOLEHNN MHOroeAMHUYHAA nekapCTBeHHas dopma C  MOAUDMLMPOBAHHBIM
BbICBOOOXAEHMEM MO HACTOSLLEMY W300peTeHnto ynakoBaHa B OyTbinm ¢ unm 6es
OCYLUMTENS, PAaCMONOXEHHOro BHYTPU OyTbinv, WNN WHTErpMpoBaHa B YKYMOPOWYHYHO
cuctemy 6yThbinm).

B yensax n3obpeTteHna MHOroegmHuYHas nekapcTeeHHas oopma no HacTosLwemMy
n306peTeHnto, B YaCcTHOCTU TBEPAbIE Kancynbl, NEPBUYHO ynakoBaHa B Gnmcrepbl unm
OyTblNW, Kak ONPEeAEeneHO Bbile, M BTOPUYHO YMNAKOBaHa BO BHELLHIOK KaTOHHYHO
ynakoeky. BeulectBa, obbl4HO ucnonb3yemble ans cOopku GnUCTEpHbIX YNakoBOK, B
KOTOpble NEPBUYHO yNakoBaHa MHOroeAuHUYHasa nekapcTBeHHas opma no HacTosaLemMy
n300peTeHnIo, B YaCTHOCTW, TBEPAbIE KancCynbl, NpeacTaBnsanT cobon cnegyrowme: MNBX
(nonueuHunnxnopwug), NBOX (nonusuHunuaenxnopua), M3 (nonuatvneH, coaepawmn

M3BM unu nonusTUneH BbICOKOW nnoTHocTM U TOHIM unu nonusTUNeH HU3KOWN



10

15

20

25

30

35

47

nnotHoctn), MN3TP (nonuatuneHtepedranar), MN3TPI (nonustuneHtepedTanar-
rnukone), MNMXTPS (NonuxnopTpuTOPITUIEH, UMEIOLLMACA B npogaxe, kak polyAclar®),
NBX/N3/MNBOX (Mmerowunca B npogaxe, kak AquaBa®), LOC (yuknooneduHOBbIN
CONONMMEp), antoMUHUA UM ux kombuHauusi. Belgectsa, OObIMHO MCMONb3yemble Ans
nony4YeHns 6yTbINen U peneBaHTHbIX YKYMOPOK W KOMMa4ykoB, B KOTOPbIX MHOrOEANHNYHAs
nekapcTBeHHasi hopma no HacTosILLEMY N30BPETEHMIO, B YACTHOCTU, TBEPAbIE Kancynbl,
NepBUYHO YMNakoBaHbl, MNPEACTaBNSAT COOOM BeELeCcTBa - CTEKMO, anioMUHUKA WU
nnactmaccy. lMpumep BelyecTBa -nnacrmaccel npeacrasnset cobon 3 (copepxawun
NaBM n M3HM), M3T®, MM (nonunponuner), MNMBX, M3T®r, MC (nonuctupon), LOC
n/vnn cmecb 6onee 4Yem OAHOroO BelecTBa — MMacTMacChbl W/UMM CMECb OAHOMO UMn
Oonee BewecTB - nnacrmacc ¢ gononHutenbHbiMn gobaskamu. [Npumep aobasok K
BEL|eCTBY — nnacTtMacce npeacTtaBnseTr cobon CBA3ylwMe BewecTsa, OCyLUUTemnm,
nNNacTuKaTopbl, aHTUNUPEHbI, aHTUOKCUAAHTbI, KUCMOTHbIE MOrNOTUTENWN, CBETO- U
TepmocTabnnmsaTopbl, CMasbiBaloLMe BELLECTBA, MUIMEHTbI, aHTUCTaTUKN, COEANHEHMS,
obneryalowme  CKonbXeHue, u  TepmocTtabunusatopbl. [lpymepbl  ocyLuMTeEnen
npeacTaBnsaioT cobon BelwecTsa - Bnaroygepxmsatowme 6apbepbl, MONEKYNAPHOE CUTO,
Takoe Kak, Hanpumep, LEeOnuTbl, OKCWUA KanbUus, aKTUBUPOBAHHbLIW Yronb, cynbdart
Kanbums, xnopug Kanbums u guokcng Kpemumns. OcywmTens MoXeT ObiTb MW CMELUaH
C/BKMIOMEH B MOAXOASLLEE CBS3ylOLlee CPEeACTBO B BELWECTBE — MnacTtmacce,
UCMOMb3yeMOM AN MonyyeHust OyTbinnv, WM MOMELUeH BHYTPb OyTbinn  unn
WHTErpUpoBaH B YKYNMOPOYHYIO cUcTemy OyTbInun.

ABTOpbI U300pETEHNSI HEOXKMAAHHO ODHaPYXMMK, YTO MEepPBUYHAs YMNaKOBKa, Kak
OMNNCaHOo BbIWE, SBMSETCA NPEUMYLLUECTBEHHONW C TOYKM 3peHust cTabunbHocTu. B
4YacTHOCTKN, OHM obecneumBardT xpaHeHue npu 25°C unu HMWXKE WU OTHOCUTENBHOW
BnaxHoctTn 60%. 370 4ABNSETCS NPENMYLLECTBEHHbIM, MOCKOMbKY MHOroeaunHUYHas
nekapcTBeHHas popmMa Mo HacTosiLeMy M300peTeHnto nogowna Obl Ans ANMTENbHOro
XpaHeHus1, Jaxe B CTpaHax Knumartuyeckon 30Hbl | u Il (CTpaHbl ymepeHHoOW wn
Cpean3eMHOMOPCKOW/CyOTpONNYECKON 30HbI), 6€3 KOHKPETHbIX OrPaHUYEHNn, HanpuMep,
6e3 HeoBXO0AMMOCTN B XPaAHEHUN B XOINOANMBHMKE.

B ogHOM BOMNOLEHNM MHOFOEAUHMYHAS NEKapCTBEHHAs hopma No HacTosiLemy
n3obpeteHnto  npegcrasnaetr cobon  TBEpAble  xematuHosble  wunm [TIMLU
(r(MAPOKCUMNPONUNMETMALENNIONO3a)  KanCynbl, WUMEKLME  MEPBUYHYIO  YNAKOBKY,
BbIOpAHHYIO M3 rpynnbl, COCTOAWEN U3 ONMCTEPHOM YMaKOBKW, CAENaHHOW u3 noboro
Martepuana, ynoMsiHyTOro BbIlE, W nnacTtmaccoBon OyTbinu, caenaHHom us nboro

Bellectesa — niacrMacchl, YNOMAHYTOrO BblLLE, N3 OCYLUUTENA. OHn aBnsitoTCst 0COBGEHHO
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NPENMYLLECTBEHHbIMW, MOCKOMNbKY SBMSIOTCA CTAbUNbHbIMW, 4YTO AenaeT BO3MOXHbIM
xpaHeHue npu 25°C unu HMKe 1 OTHOCUTENBHOW BNaXHOCTM 60%.

B KOHKpETHOM BOMMOLEHUN MHOrOEAUHNYHAA nekapcTBeHHas opma no
HacTosiemMy M300peTeHuo npeacrtaBndeT cobon TeBepable xenatuHosble wunu TIMLU
Kancynbl, UMEoLME NEPBUYHYID ynakoBky B Onimctepe, caenaHHom m3 MNBX/TBOX (Ha
OfHOM CTOpOHe Onuctepa) M antoMUHUA (Ha ApYyron CTopoHe 6nucrepa), Oyayum
CTabunbHOW, YTO AenaeT BO3MOXHbIM XpaHeHune npu 25°C unn Huxe n OTHOCUTENbHOW
BNaxHoctTn 60%. 31O ABNSETCA NPEUMYLLECTBEHHbIM, MOCKOMbKY AaHHbIA  TUM
ONNCTEPHOW YMakoBKM LUMPOKO MCnonb3yetcs u ypobeH B obpaweHunm Ha cragum
N3roTOBNEHNA NEPBUYHON YNAKOBKU, N, Taknm o6pasomM, HUYErO He CTOUT.

B KOHKpeTHOM BOMMOLIEHUN MHOroeAUHNYHAsA nekapcTBeHHas dopma no
HacTosiLeMy M300peTeHMI0 npeacTaBnseT cobon TBEPAYIO Kancyny, CAENaHHyk W3
xenatnHa unu MML, nepBUYHO ynakoBaHHYO B NiiacTMaccoBble OyTbinm ¢ OCyLUMTENEM.
OHK aBRAOTCS OCOBEHHO NPEVMMYLLECTBEHHLIMA C TOYKM 3PEHUS CTabUnbHOCTW, YTO
AenaeT BO3MOXHbIM xpaHeHue npy 30°C unu HUWXKe N OTHOCUTENbHOW BNAXHOCTN 75%.
3TO ABNSETCA NPeUMyLLECTBEHHbBIM, MOCKOMNbKY MHOrOEANHNYHAA NekapcTBEHHas opma
no Hacroswemy wusobpeteHuto nogowna Obl ANS ANUTENBHOrO XPaHEHMSI TakXKe B
cTpaHax knumaTtndeckonm 30Hbl Il m IV (CTaHbl >KapKOW CyxOM U  KapKow
BNaXKHOW/TPONUYECKON  30H) ©0€3  KOHKPETHbIX OorpaHuyeHun  (Hanpumep, 6e3
HeOOXOAUMOCTM B XPaHEHUM B XONOAWNbHUKE). [OMOMHMTENbHOE NPEMMYLLECTBO
3akniodaetca B um3beraHMm  MCNOMb3OBaHWS  CTEKNSIHHbIX  OyTbinen, KOTOpble
npeactaBnaloT  cobOM  HEMPOHMUAEMblE  KOHTEWHEPbl, W MOFYT  MNpPeanoXntb
MakCMMarnbHylo 3aluTy OT BRarn, HO SBNAOTCA Oonee Xpynkumu n TSXKENbIMK, MO
CPaBHEHMIO C NnacTMaccoBbiMM OyTbinaAMKM, W, Takum oOpasom, OHM ropasgo bonee
TPYAHbI B OOpalleHMM C NOTMCTUYECKON TOYKM 3PEHMSI MPU MOBbIWEHHbIX 3aTparax u
pucke 4Nns nponssoauTens n notpebutens.

B ogHOM BONMOLWEHMM MHOroeANHNYHAA NekapcTBEHHaa opmMa Nno HacToswemy
n3obpeTeHnio npeacrtaBnseT cobon TBEPAYHIO Kancyny, CAENaHHyl U3 XenaTuHa Wunu
MML, nepBnYHO ynakoBaHHYO B BrINCTEp, CAENaHHbIN U3 MaTepmanoB, Kak onpeseneHo
BbiLLE, UM NnactMaccoBble OyTbiNM C OCyLUMTENEM, MOCKOMbKY MepBMYHAs ynakoBka
aBnsieTca ewe 6Oonee nNPEMMYLECTBEHHOM C TOYKM 3peHus cTabunbHOCTW, Aenas
BO3MOXHbIM XpaHeHne npu 30°C unu HMWXKEe M OTHOCUTENBHOW BRAXHOCTU 75%. 37O
ABNAETCA NPEVMYLLECTBEHHbIM, MOCKOMbKY MHOroOeAUHUYHAa nekapcTBeHHas dopma no
HacTodawemy nsobpeteHnio nogowna bl 4NA ANUTENBHOIO XPaHEHUS, TaKKe B CTpaHax
KnumaTtmyeckon 30Hbl Il v IV (CTpaHbl kapKor 1 CyXOM U >Kapkon 1 BNaXKHOW/TPOMMYECKON

30H) 6e3 KOHKPETHbIX OrpaHudeHnn (Hanpumep, 6e3 HeobXxOoAMMOCTU B XPaHEeHUN B
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XONOAUNbHUKE).

B ogHOM BONMOLWEHMM MHOroeANHNYHAA NekapcTBEHHAA oopmMa No HacTosaLwemMy
n3obpeTteHunto npeacrasnseT cobon Teepable kancynbl u3 [MML, nepBMYHO ynakoBaHHbIE
B Onucrep, caenaHHblM M3 MaTepuanos, Kak OMpPeAeneHO BblWe, W, B YacTHOCTH,
caenaHHbin 3 AquaBa® vnu antoMmHus (ogHa CTopoHa Snuctepa) u antoMmuHus (apyras
ctopoHa 6nuctepa). OHM 4BRSAIOTCA NPEVMMYLLECTBEHHbIMW, MNOCKOMNbKY SBMSIOTCS
CcTabunbHbIMY, YTO JenaeT BO3MOXHbIM xpaHeHue npu 30°C nnm HMKe n OTHOCUTENbHOW
BNaXHoCTNn 75%. 3710 ewe 6Gonee npeumyLiecTBEHHO Ans noTpebuTtena B cTpaHax
Knumatmyeckon 30HblI Il n IV (CTpaHbl »apKon 1 CyXOM U XKapkon 1 BNaXKHOW/TPONMYECKON
30H), MNOCKOMbKY 3TO HEe TOMbKO AenaeT BO3MOXHbIM XpaHeHue ©6e3 KOHKPETHbIX
orpaHnyeHnn (Hanpumep, 6e3 HeoBXOaMMOCTM B XPaHEHUU B XOINOAUMBHUKE), HO Takke
Nnockonbky O6nucTepHble ynakoBku nerdye B obpaweHun, yem OyTbinn (Hanpumep, ux
MOXHO erko MMeTb Mo PYKOW B Criyvae NyTewwecTBus), M Kancynbl NO OTAEMbHOCTU
3aluueHbl Npu xpaHeHun B Gnuctepe, Takum obpasom, aenasi BO3MOXHbiM Oonee
6esonacHoe n 6onee ygo6HOE NPMMEHEHME.

BTtopon acnekt HacToswero wmsobpeTeHusi OTHOCUTCS K cnocoby nonyyveHus
MHOIOEANHUYHON MNepopanbHOW  NEKapCTBEHHOW ()OPMbl MO  MNEPBOMY  acrekTy
n3obpeTeHuns. B yacTHOCTW, AaHHbIA CNOCOO BKMOYAET:

(a1) nonyveHue nNepPBOro MHOXeCTBa MNEnneT AoKCcMnammHa wnm  ero
hapmaueBTMHECKM NPUEMIIEMON CONMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NnocpeaCcTBOM MOKPLITUA NENNeT LOKCUNaMmuHa nnm ero papmaueBTU4eCckn NpuemnemMmon
CONMKW, UMEIOLLMX BHYTPEHHUN aKTUBHLIA CNOW MOKPbLITUS U, BO3MOXHO, MPOMEXKYTOUHbIN
KMLLEYHOPACTBOPUMBIN CMOM  MNOKPbITUS, nyTem gobaBneHnss opgHoro wunu 6onee
KMLLEYHOPAaCTBOPUMbBIX MOKPbIBAOLMX areHToB, OAHOro wunu 6onee nOKpbIBAOLWMX
areHToB C  MOAMMUUMPOBAHHLIM  BbICBOOOXAEHMEM, ogHoro  unu  Bonee
aHTUCneXxueaTenenm, BO3MOXHO, OAHOro unu 6onee nopoobpasyloLmMx areHToB, U
BO3MOXHO oaHoro unu 6onee dapmayeBTUYECKN MNPUEMMEMbIX BCMOMOraTenbHbIX
BEWECTB, rae pasmep vactuy dapmMayeBTUYECKN MPUEMMEMOro MHEPTHOro sapa
SIBMSIETCA TaKUM, 4YTO No MeHbLien mepe 90% MHEPTHbIX S4ep MMEKT pasMep Yactuy oT
300 mkm o 1700 MKM, M3MEPEHHbIA MOCPEACTBOM CUTOBOrO aHanmsa, M N0 MEHbLUEN
mepe 90% MHEpPTHbIX saep nveeT BapuabensHOCTL pasmepa Yactuy He 6onee 200 MKM;
B YyacTHocCTU, He B6onee 150 MKM; B YacTHOCTU, He 6onee 100 MKM; W, B YAaCTHOCTWU, He
Bonee 75 MKM, N3MEPSIEMYIO NOCPELCTBOM CUTOBOrO aHanmsa; un

(b1) nony4yeHne BTOPOro MHOXeCTBA NenneT nNMPUAOKCUHA WNn  ero
hapmaueBTMYECKM MPUEMMEMON COMM C  MOAUDULUMPOBAHHLIM  BbICBODOXAEHNEM,

nocpeacTBOM HaHeCeHnsa NOKPbITUA Ha nenneTbl nMpUaoKCnuHa nnn ero
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hapmaueBTMHECKN NPUEMMNEMON COMU, NMEIOLLNE BHYTPEHHUI aKTUBHbIA CITOW MNOKPLITUS,
nytem aobasneHns ogHoro unun 6onee KULWLEYHOPACTBOPUMbIX MOKPbIBAKOLUX areHToB,
oaHoro unu 6onee MOKPbIBAIOWMX areHToB C MOAUMULUPOBAHHBIM BbICBOBOXAESHNEM,
BO3MOXHO, OfHOro unu 6ornee nopoobpasylomx areHToB, U BO3MOXHO OLHOrO Wnn
Bonee hapmaLeBTNYECKN NPUEMIIEMbIX BCNOMOraTenbHbIX BELLECTB, A€ pasmep yactuy,
hapmaleBTMYECKM MPUEMIIEMOrO UHEPTHOrO Sapa SBNAETCH TakMM, YTO MO MEHbLUEW
mepe 90% uHepTHbIX aaep umetoT pasmep vactuy ot 300 mkm 40 1700 MKM, N3MEPEHHDBIN
nocpeacTBOM CUTOBOro aHanusa, n no mMeHbwen mepe 90% WHEPTHbIX S4ep UMeeT
BapunabenbHOCTb pasmepa vactuy He 6onee 200 MkMm; B 4acTHOCTU, He Bonee 150 MKMm; B
yacTtHocTn, He 6Gornee 100 MKM;, WU, B 4acTHOCTU, He Bonee 75 MKM, M3MEPAEMYIO
nocpeacTBOM CUTOBOro aHamusa. Kak ynomMsHyToO Bblle, AaHHbIM crnocob peluesne,
fonee HaaexeH, BOCMPOM3BOAMM W nerye nojasepraetca macwrtabuposaHuio, Mo
CpPaBHEHNIO CO crnocobamy COBPEMEHHOrO YPOBHA TexHukM. OH Mo3BONsieT nony4vatb
OAHOPOAHbIE MapTMN OBOMX MHOXECTB MENneT C BbICOKUM BbIXoAoM 6e3 noTtepu
3HaAUUTENbHOrO MMM OonbLUEro KomuMyecTBa BbIXO4A HA CTaAusiX MNPOCEMBaHUS, C
NnonyyYyeHMemM BbICOKOrO KOHEYHOro BbixoAa. Bce BOMMOLWEHWA, pacKkpbiTble BbilE B
OTHOLLEHUN pasmepa 4YacTuy M BapuabenbHOCTU pasmepa yacTuy dapmauleBTUYEeCKU
npuemMnemMoro sapa, M NepBoe U BTOPOE MHOXECTBO MenneTr u ux kombuHauus,
pacKkpbiTble B NEPBOM acnekte WU300peTeHUs, Takke pacnpoCTPaHATCA Ha cnocob
BTOPOro acnekTta nsobpeTeHus.

B ogHomM BomnoweHnM cnoco® mnonyyYeHUss MHOrOeAVHUYHON NepopanbHON
nekapcTBEHHON POPMbI NEPBOrO acrnekTa N3obpeTeHns BKIKOYaET:

(a1) nonyyeHne nNepBOro MHOXecTBa nenneT AoKcunammHa Wnu  ero
hapmaueBTMHECKM NPUEMIIEMON CONMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NnocpeaCcTBOM MOKPLITUSA NENneT SOKCUNamMmuHa nnm ero papmaueBTU4eCckn NpuemnemMon
CONKU, NMEIOWMX BHYTPEHHUA aKTUBHbLIA CFOW MOKPbITUSE N BO3MOXHO MPOMEXYTOYHbIN
KMLLEYHOPACTBOPUMbBIN CMOW MOKPbITUS, MYTEM HEMNPEPbLIBHOrO WNU NEPUOZNYECKOrO
pacnbiNEHNsT XXUAKOW CMeCK, cogepxawlern oauH unu 6onee KULWEeYHOPaCTBOPUMbIX
MOKPbIBAIOLUMX areHToB, OAWNH U Bonee NoKpbIBaKLUX areHToB C MOANDULMPOBAHHbBIM
BbICBODOXAEHMEM U BO3MOXHO OAHO wunn Gonee dapmayeBTUYECK MNPUEMIIEMbIX
BCMOMOraTenbHbIX BELYECTB, BO3MOXHO, Jenas ogHy wunu ©Gonee OCTaHOBOK, W,
BO3MOXHO, NOCPELCTBOM HEMPEPLIBHOW UM NEPUOLNYECKON CYLLIKA MOTOKOM BO34YXa; U

(b1) nony4yeHne BTOPOro MHOXeCTBa NenneT nMPUAOKCUHaA WNn  ero
hapmayeBTMYECKM NPUEMIIEMON COMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NnocpeaCcTBOM MOKPbLITUS NEnneT NUpUAOKCUHa Unn ero papmMmayeBTUYECKN NPUEMIEMON

CONWU, UMELNX BHYTPEHHWUI aKTMBHbIA CHOW MOKPbITUS, MyTEM HENPepbIBHOrO W



10

15

20

25

30

35

51

NepuoaNHECKOro pacrnbliMeHns XUAKOW CMECK, coaepxawen oguH wnn  bonee
KMLLIEYHOPAaCTBOPUMbIX NMOKPbIBAIOLUMX areHTOB, OAMH Unu 6onee noKpbIBaKOLWUX areHToB
C  MOAUMUUMPOBAHHBIM  BbICBOOOXAEHMEM U, BO3MOXHO, oOAHO wunu 6Gonee
hapmayeBTUYECKM NPUEMMEMbIX BCMOMOraTenbHbIX BELECTB; BO3MOXHO, NOCPEACTBOM
OCYLLECTBINEHNSI O4HON M 6onee OCTaHOBOK; U BO3MOXHO NOCPeACTBOM HEMPEPbLIBHOW
UV NEPUOAMNYECKON CYLLKM C MOMOLLIbIO MOTOKA BO3AyXa.

B ogHom BonnoweHnn ctagum (al) m (b1) cnocoba no wunsobpereHuto
OCYLLIECTBIAIOT MOCPEACTBOM  HEMPEPLIBHOIO  PacnbifieHNa  KUAKOW CMEeCcu, Kak
onpeaeneHo Bbiwe. B ogHom BonnoweHnn ctagum (al) n (b1) cnocoba msobperteHus
OCYLLIECTBIAIOT MOCPEACTBOM  HEMPEPLIBHOIO  PacrnbifieHNa  XUAKOW CMEeCcu, Kak
onpefeneHo BbIle, U BKMIOYEHMA OAHOro nnm 6onee BpeMeHHbIX NepnosoB OCTaHOBOK. B
ogHom BonnoweHnn ctagum (al) n (b1) cnocoba no M306pPETEHUIO OCYLLECTBRSIOT
NMOCPEACTBOM HEMPEPbLIBHOrO PacnbINIEHNs XUAKOW CMECU, Kak OnpefeneHo Bbille, U
BKIMIOYEHUS OJHOro unu 6onee BPEMEHHbIX NEPUOJOB OCTaHOBOK, WU NOCPELCTBOM
HENpPEepbIBHOW CyLLKM MOTOKOM Bo3ayxa. B ogHom BonnoweHun ctagum (al) u (b1)
cnocoba no M3o0peTeHuto OCYLLECTBASIOT NOCPEACTBOM HEMPEPbLIBHOMO pPacrblfeHns
XNOKOW CMECH, kak OnpeaeneHoO BbIle, M BKIIOYEHUS O4HOro unu 6onee BpeMEeHHbIX
NneprvoaoB OCTAHOBOK; M NOCPELCTBOM NEPUOANHECKON CYLLKM NOTOKOM BO3AYyXa.

B ogHom BonnoweHnun ctagum (al) m (b1) cnocoba no wusobpereHuto
OCYLLIECTBNAIOT MOCPEACTBOM MNEPUOAMYECKOrO pPaChbINiEHUsT KUAKOW CMeCcH, Kak
onpefeneHo BbIle, U BKMIOYEHMS O4HOro nnm 6onee BpeMeHHbIX NepPMos0B OCTaHOBOK. B
ogHom BonnoweHnn ctagum (al) u (b1) cnocoba no un3obpeTeHnMid NpPOBOAAT
NnocpeacTBOM MEPUOAMNYECKOrO PaChbIIEHNS XUAKON CMECU, Kak OnpeaeneHoO Bbiwe, U
NocpeaCcTBOM HENPEPLIBHOM CYLLKM NOTOKOM BO3ayxa. B ogHOM BonnoweHun ctagum (al)
n (b1) crnocoba no KnIOOPETEHUIO OCYLLUECTBNAIT MNOCPEACTBOM MNEPUOANHECKOTO
pacnbifieHNs XULKOW CMECH, Kak OnpeAerieHo Bbie, U NOCPeACTBOM MEPUOLNYECKON
CYWKM nNOTOKOM BO3gyxa. B ogHom BonnoweHun ctagmm (al) n (b1) cnocoba no
n306peTeHno NPOBOAAT NOCPELCTBOM MNEPUOLNYECKOTO PaCMbINIEHNS XXUAKON CMECH, Kak
onpefeneHo BbiLE, BKIIOYEHUS OAHOro unm 6onee BpeMEHHbIX NEPUOLOB OCTAHOBOK U
nocpeacTBOM NEPUOANYECKON CYLLIKM NOTOKOM BO3AyXa.

B ogHOM BoOMMoWweHMM cnoco® mnonyyYeHUss MHOTFOeAVHUYHOW MepopanbHON
nekapCcTBEHHON POPMbI NO MEPBOMY aCNEKTy N30OPETEHNS BKIOYAET:

(a1) nony4yeHue nNePBOro MHOXeCTBa MNENneT AOoKCMnammHa uWnm  ero
hapmayeBTMYECKM NPUEMIIEMON COMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NocpeaCcCTBOM MOKPLITUS NENneT LOKCUNaMmuHa nnm ero papmaueBTU4EeCKn NpUemnemMon

CONKW, UMEIOLLMX BHYTPEHHUN aKTUBHLIA CMOW MOKPLITUSI U, BO3MOXHO, MPOMEXKYTOUHbIN
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KMLLEYHOPAaCTBOPUMBIN CMOW MOKPbITUS, MYTEM HEMNPEPbLIBHOrO WNU NEPUOZNYECKOro
pPacnbiNEHNsT XUAKOW CMEeCK, cogepxawlern oauH unm 6onee KULeYHOPaCTBOPUMbIX
MOKPbIBAIOLUMX areHToB, OAWNH Unn Bonee NoKpbIBaKLUX areHToB C MOAUPULMPOBAHHbBIM
BbICBODOXAEHMEM W BO3MOXHO OAHO wunn Gonee dapmayeBTUYECK MNPUEMIEMbIX
BCMOMOratenbHbIX BELEeCTB; W MNOCPeACTBOM JobaBneHus, OAHOBPEMEHHO WNn
nooyepegHo, cmecum B (opme nopolwka, coaepxawen oauvH unu  Bonee
aHTucneXxmeaTenen, BO3MOXHO 04MH nnn 6onee nopoobpasyroLMx areHTOB U, BO3MOXHO,
ogHo wunu Oonee apmaueBTUYECKM MPUEeMMEMbIX BCMOMOraTenbHbIX BELLECTB;
BO3MOXHO, MOCPEACTBOM OCYLLECTBIEHNS OAHOW unu Bonee OCTaHOBOK; U, BO3MOXHO,
nocpeaCcTBOM HENPEPbLIBHOW UMW NEPUOLNYECKON CYLLIKU NOTOKOM BO3AyXa; U

(b1) nonyyeHne BTOPOro MHOXeCTBA nNenneT nNMPUAOKCUHA Wnn  ero
hapmayeBTMYECKM NPUEMSIIEMON COMU € MOAUPULMPOBAHHLIM  BbICBODOXAEHUEM
NOCPEeACTBOM MOKPbITUS NENNET NUPUAOKCUHA UNu ero apmaueBTUYECKN NPUEMIEMON
COMW, UMEKLNX BHYTPEHHUA aKTMBHbLIA CIIOW MOKPbITUSA, MYyTEM HEMPEPbLIBHOMO MWK
NepuoaMYECcKOro pacnbiNeHUs KUAKOW CMmecu, coaepxaljen oauH wunu  Gonee
KMLLEYHOPaCTBOPMMbIX MOKPLIBAIOLUMX areHToB, O4WH Unn 6onee NoKpbIBaLUX areHToB
C MOAUMMUMPOBAHHBbIM  BbICBOOOXAEHMEM W, BO3MOXHO, OAHO wunu 6Gonee
hapmaueBTUYECKM NPUEMMNEMbIX  BCMOMOraTernbHbIX BELWEeCTB, W  MNOCPeACTBOM
fobaBneHns, O4HOBPEMEHHO MMM NMOOYEPEAHO, CMECU B hOpME MOPOLLKA, CoaepKaLlen
oavH unu 6Gonee aHTUCNEXuBaTenen, BO3MOXHO OAWMH Unu Gonee nopoobpasyroLymx
areHToB M, BO3MOXHO, OAHO wunu Oonee apmaueBTUYECKN  MNPUEMNEMbIX
BCMOMOraTenbHbIX BELLECTB; BO3MOXHO, MOCPEACTBOM OCYLLECTBMNEHMA O4HON unn 6onee
OCTaHOBOK, BO3MOXHO, OAHOr0 wunu ©Gonee BPEMEHHbIX MNEPUOAOB OCTaHOBOK, W,
BO3MOXHO, NOCPEACTBOM HENPEPLIBHOW UMW NEPUOLNYECKON CYLLIKUN NOTOKOM BO34yXa.

B oaHom BonnoweHun ctagum (al) n (b1) cnocoba no n3obpeTeHntd NpoBoaAT
NoCpPeaCTBOM HEMPEPLIBHOMO PacrbINEHNsA XUAKOW CMECW, Kak OMNpeAeneHo Bblle, U
oaHOBpeMeHHoro gobasneHns cmecu B popme nopoluka. B ogHoOM BONMOLWEHMM CTagum
(@1) n (b1) cnocoba no wn3oOpeTeHNO MNPOBOAST MOCPEACTBOM HEMPEPLIBHOMO
pacnbIfEHNs XXUAKOM CMECH, KaK OnpefeneHo Bbiwe, U gobaBneHns NooyepesHO CMeCcU B
Buge nopowwka. B ogHom BonnoweHun ctagum (al) u (b1) cnocoba no nsobpeTeHuto
NpPOBOAAT MOCPEACTBOM HEMPEPLIBHOMO PacrbIfIEHNs XUAKOW CMECK, Kak ornpeaerneHo
BbllLle, OJHOBPEMEHHO pobaBneHMs CcmMecn B BUAE MNOPOLLKA; U MNOCPEACTBOM
HenpepbIBHOM CYLIKM MOTOKOM BoO3gyxa. B ogHom sonnoweHun ctagum (a1) un (b1)
cnocoba no M3oBpeTeHUd NPOBOAST NOCPEACTBOM HEMPEPLIBHOMO PaCMbINEHNS KNLKOW
CMecK, kak onpefeneHo Bbiwe, AoOaBneHns nooyepesHo CMeCu B BUAE MOPOLLKA; U

NocCpesCcTBOM HENPEPLIBHOM CYLLKM NOTOKOM BO3Ayxa. B ogHOM BonnoweHun ctagum (al)
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n (b1) cnocoba no wun3OOpPETEHUIO OCYLWECTBNSAIOT MNOCPEACTBOM HEMPEPLIBHOMO
pacnbIfeHns XUAKON CMecu, Kak onpeaeneHo Bbiwe, 4o6aBneHns O4HOBPEMEHHO CMeCH
B BMAE MOPOLUKA; W MOCPEACTBOM MEPUOAMYECKOM CYLLKM MOTOKOM BO3ayxa. B ogHom
sonnoweHun ctagum (al) n (b1) cnocoba no N30BPETEHMIO OCYLLIECTBNSAIOT NOCPELCTBOM
HEMNPEpPbLIBHOIO pacrbIfiEeHNs XUAKOW CMECWU, Kak onpejeneHo Bblwe, gobasneHus
nooyepesHO CMECU B BMAE MOPOLLKA; U MOCPELCTBOM MEPUOANYECKON CYLLKA MOTOKOM
BO34yxa.

B oaHom BonnoweHnn ctagum (al) n (b1) cnocoba no n3obpeTeHnto npoBoaaT
nocpeacTBOM NEPUOANYECKOrO PaCbINIEHUS XUAKON cMecu, JoOaBneHns O4HOBPEMEHHO
CMecu B BUAE NopoLLKa U nocpeacTBOM OCYLLECTBNEHNS Og4HOM nnu 6onee ocTtaHoBOK. B
ogHom BonnoweHnn ctagum (al) u (b1) cnocoba no unsobpeTeHmMo NpPoOBOAAT
nocpeacTBOM NEPUOANYECKOrO PaCbINEHUS XUAKON cMecu, fJoOaBneHns 04HOBPEMEHHO
CMeCu B BUAE NOpoLLKa N HEMPEPbLIBHOW CYLLKW NOTOKOM BO3ayxa. B ogHOM BOonnoLweHum
ctragnm (al) u (b1) cnocoba no U3OOPETEHUIO OCYLLECTBMAIOT MNOCPEACTBOM
NepuoaNYECcKOro pacnbIneHUs XUaKon cmecu, 4o6aBneHnss O4HOBPEMEHHO CMECU B BUAE
nopowka W MOCPEACTBOM NEPUOAMYECKOM CyLUKM MOTOKOM Bo3jyxa. B opgHom
sonnoweHnn ctagmm (a1) n (b1) cnocoba nNo n3oOpeTEHUIO OCYLLECTBAOT NOCPEACTBOM
HENPEPbLIBHOIO PacnbIfieHNs XXUAKOW cmecn, fobaBneHnss O4HOBPEMEHHO CMECU B BUAe
NopoLLKa, NOCPEACTBOM OCYLLIECTBNEHNSA OAHOW U Bonee OCTaHOBOK; U NEePUOANHECKON
CYLWIKM NOTOKOM BO3ayxa. B ogHom BonnoweHun ctagum (al) u (b1) cnocoba no
N306peTEHNIO OCYLLECTBNSAIOT NOCPEACTBOM HEMPEPLIBHOMO PaCbINEHUN XULKOW CMecn,
fobaBneHnsa nooyepesHO CMeCcu B BUAE NOPOLLKA M MOCPEACTBOM OCYLLECTBMNEHMS O4HON
unn Oonee octaHoBOk. B oaHom BonnoweHun crtagumm (a1) m (b1) cnocoba no
N300peTEHNIO  OCYLLIECTBNAKOT MNOCPEACTBOM MNEPUOANYECKONO PaChbINIEHNSA  XKUAKOW
cmecn, gobasneHusa noodYepeaHo CMeCcU B BUAE NOPOLLKA N NOCPEACTBOM HEMPEPbIBHON
CYWKM nOTOKOM BO3gyxa. B ogHom BonnoweHun ctagmm (al) n (b1) cnocoba no
N306peTEHNIO  OCYLLECTBNAIOT MNOCPEACTBOM NEPUMOANYECKOTO PaChbINIEHNA  XKUAKOW
cmecu, gobaBneHna NooYepesHO CMECK B BUAE NOPOLLKA U NOCPELCTBOM NEPUOANYECKON
CYWKM nOTOKOM BO3gyxa. B ogHom BonnoweHun ctagmm (al) n (b1) cnocoba no
N300peTEHNIO  OCYLLECTBNAIOT MOCPEACTBOM NEPUOANYECKONO PacChbIfIEHNA  XKUAKOW
cmecn, gobaBneHnsa nooyYepesHo CMECU B BMAE MOPOLLKA, MOCPEACTBOM OCYLLECTBEHMNS
oaHom nnmn 6onee O0CTaHOBOK; N MOCPEACTBOM NEPMOLNYECKON CYLLKM MOTOKOM BO3ayxa. B
ogHom BonnoweHnn ctagum (al) n (b1) cnocoba no M30OPETEHUIO OCYLLECTBRSIOT
nocpeacTBOM  MEPUOAUYECKOrO  pacnbiNeHna  Xugkom cmecu wun  gobasneHus

OAHOBPEMEHHO CMecu B Buae nopowka. B ogHom sonnoweHun ctagum (al) mn (b1)
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cnocoba No M30OpETEHMIO OCYLLECTBRAIOT MOCPEACTBOM MEPUOANYECKOrO PacrblfeHNs
XNAKOWM cmecn 1 Ao6aBneHnss NooYepesHO CMECU B BUAE MOPOLLIKA.

B uyensx mns3obpeTteHnss TEPMUH <«KMAKas CMECb» OTHOCUTCS K nobon cmecu
OAHOro Mnu Gonee KOMMOHEHTOB, KaK OMPEAENEHO B HACTOSILLEM M30OpETEHMM, Takux
Kak, Hanpumep, MOKPbIBAKOLLME areHTbl, MOKPbIBAOLME areHTbl C MOANMULNPOBAHHBIM
BbICBOOOXAEHNEM, (hapmauUeBTUYECKU MPUEMMEMbIE BCMOMOraTenbHble BELLECTBA,
dhapmaLeBTUYECKN aKTUBHbIE WHrpeAneHTbl (MUPUAOKCUH U AOKCUMNaMuHa), rae CMechb
BeAeT cebsA Kak XMAKoe COCTOSHME. TEpMUH «MNOBEAEHME KUAKOTO COCTOSIHUS»
OTHOCUTCA K CMECU UNn BELLECTBY, KOTOPOE MOXET TeYb, HE UMEET (PUKCUPOBAHHOM
dopmMbl M He sABnseTCA TBEPAbIM BELIECTBOM WNU ra3om. [laHHas CMeCb MOXET
HaxoAMTbCS B BMAE pacTBopa Unn B BUAE CyCrneH3uMu (Unu ryCton cycneHsuu). Pactsop
npeacraesnseT cobon TUN roMOreHHoOW CMecu, CocTosaen us asyx unm Gonee sewects. B
Takow CMecu pacTBOPEHHOE BELLECTBO NpeacTaBnsieT cobomn BELWECTBO, paCTBOPEHHOE B
elle O4HOM BeLLeCTBe, N3BECTHOM Kak pacTteoputenb. CycneHsms npeacrasnset coboun
reTEepPOoreHHyt0 CMeCb, KOTOpasi COAEPXUT TBEPAbIE YacTuupl B XULKOM pacTBopuTene.
dakTnyecku, TBEpAbIE YaCTULbl HE PACTBOPSIIOTCA B XUAKOM pacTBoOpUTene.

TEPMUH «CKUAKAA pPacTBOPUTENb» OTHOCUTCA K NOOOMY OpraHM4yeckomy u
HEOpraHM4YeCcKoMy >KUAKOMY PacTBOPUTENIO WM UX CMecH, CrnocobHOM pacTBOpATb
COEANHEHNE/KOMMOHEHT/UHIPEANEHT, CO34aBas >XUAKAMA pacTBOp, WM OTHOCUTCH K
ntobon XKUAKOCTM, CNOCOOHOM CO34aBaTh CYCMEH3U UM TYCTYIO CYCMEH3UI0 O4HOMo 13
COeANHEeHUI/KOMNOHEHTOB/MHIpeaneHToB unu donee. Xugkun pactBoputenb BbiOpaH
NPEeANOYTUTENBHO M3 TPYNMbl NETYYEro >XUAKOro pacTBOPUTENS (TOYKa KUMEHMSI HUXKE
125°C), Bkntovawwen oauH wnn 6onee opraHMYecKn XUAKMX pPacTBOPUTENEN,
BblOpaHHbIX M3 rpynnbl, coctoswen us (Cq-Cq)cnupta, (C4-Cq)ankun-CO-(C4-Cy)ankuna,
(Ci-Cpankmn-CO-O-(C4-Chlankmna wvnm BOAbI UAM UX CMECENn. TEPMUH «CUPT»
OTHOCUTCS K «arkaHy», B KOTOPOM MO MEHbLUEN MEpe OAWH aTOM BOAOpOAa 3aMeLLeH
MMAPOKCUMNBHOM TPYMNOM U KOTOPbIA COAEPKUT YMCNO aTOMOB Yrnepoaa, YyCTaHOBNEHHOe
B ONUcCaHum unu opmyne n3obpeTeHus. TEPMUH «arnkaH» OTHOCUTCS K HaCbILEHHOMY,
pasBeTBNEHHOMY WU NMHEWHOMY YIMEBOLOPOAY, KOTOPbIA COAEPXKUT YMUCNO aTOMOB
yrnepoja, ykasaHHoe B OMMUCaHUM unum dopmyne mn3obpetenus. Mpumepbl BKMoYaoT
METaHOM, 3TaHON, H-MponaHon, uaonponaHon, BytaHon, u3obytaHon u emop-6yTaHon.
TepMUH «ankun» OTHOCUTCS K HaCbILLEHHOW NPSIMON UNWN pa3BEeTBNEHHOMW Lienn yrneBoaa,
KOTOpasi COAEPXKUT YMCNO aTOMOB YIMEPOAA, YKa3aHHOE B OnucaHuu wunu dopmyne
n3obpeteHus. [lMpumMepbl BKNOYAKT, Ceau NpoYUMX, Tpynny METWA, 3Tun, nponun,
nsonponun, 6ytun, nsodbytun, emop-6ytnn n mpem-o6ytn. B ogHOM BOMMNOLLEHMM CNOCOB

npeacraesnsaeT cobon cnocob, B KOTOPOM CMECH BKMIOYAET O4WNH UNu Bonee opraHn4eCcKnx
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pacTtBopuTenen, BbIOPaHHbIX W3 TPyMnbl, COCTOSILEN W3 3TaHOMa, 2-NponaHona,
MeTaHona, aueTtoHa, OyTaHOHa, J3Tunauyetara, BOAbl M UX CMECKU, B YacCTHOCTW,
BbIOpaHHbIX W3 3TaHOMA, aueToHa, BOAbl U ux cmecn. OTCyTCTBYET OrpaHuyeHune
OTHOCUTENBLHO >XNAKOrO PaCTBOPUTENS, 3a WUCKIHOYEHMEM TOro, €Cnu UCMOonb3oBaTb B
TepaneBTUHECKUX LeNnsiX, OHU AOMKHbI ObITb hapmaleBTUYECKN MPUEMITIEMBIMMU.

TepMUH «CMeCb B BUAE MOPOLLKA» OTHOCUTCS K NIOObIM OTAENbHbIM TBEPAbIM
COEANHEHUAM/KOMMOHEHTaM/VHIPeAMEHTaM MM UX KOMOMHAUUW, Kak OMpeneneHo B
HacTosiemM un3obpeTeHuKn, KOTOpble NpPeAcTaBnsaloT cobon TBepable BelecTBa WU
Haxo4ATCA B BUAE nopoluka. B yensx nsobpeteHns oopma nopoLLka CHUTaeTCs TBEPAbIM
BELLECTBOM B BMAE NOpoLlKa, korga oH nmeet D90, paBHbIM unn meHbLue vYem 500 MKm,
NPeAnoOYTUTENBHO PaBHbIN UNK MeHbLLE Yem 250 MkMm 1 Bonee NpeanoyYTUTENBbHO PaBHbLIN
nnn meHbLue yem 150 mkm.

TepMUH «HENPEPBLIBHOE pachbifiEHNe» OTHOCUTCS K PaCrbINEHMIO, HA NPOTSKEHNN
onpegeneHHon ctagmm cnocoba, HENPepPbIBHO C TEYEHMEM BPEMEHM A0 TEX NOP, NoKa BCS
XNOKOCTb, noanexaiwjass pacnbineHuo, He Oyaer wm3pacxogoBaHa.  TepMmuH
«nepuoamyeckoe pacrblfieHUe» OTHOCUTCA K MPEepPbIBUCTOMY U LIMKINYECKOMY
pPacnbiNEHNI0 C TEYEeHWEM BPEMEHW. OTO O3HaYaeT pacnblifieHNE Ha MNPOTKEHUU
OnpeaeneHHoro nepuoaa BPEMEHW, OCTAHOBKY pacrbifNeHusi Ha ewe OoAuH nepuos
BPEMEHU U MOBTOP AAHHOIO «LUMKNa» HeobxoaMmoe KOMMYEeCTBO pas 4O TEX Mop, noka
BCA >XMAKOCTb, MoANexawas pacnbineHntio, Heobxoaumasa Anst KOHKPETHOW CTaguu
cnocoba, He BygeT nspacxopoBaHa.

TepMmnH «pobaBneHne O4HOBPEMEHHO CMECUM B BUAE MOPOLLKa» OTHOCUTCH K
OAHOBpEMEHHOMY A00aBMNEHNIO TBEPAbLIX BELECTB C TEYEHUEM BPEMEHU B OTHOLLEHUU
pacnbINEHNs XUAKON CMECU Ha NPOTSKEHUN O4HOM CTagum crnocoba. OTO 03HaAYaeT, YTo
korga 4006aBnsalT CMECh NOPOLLKA, XKMUAKas CMEChb TakkKe PacnbieTCsl B TOT XK€ MOMEHT
BpeMeHW. BO3MOXHO, YTO pacnblfieHne SBNSeTCS NOCTOSHHBIM U HEMPEPbIBHLIM, UMK YTO,
HaoBOPOT, OHO MPEPLIBAETCH, XOTA OHO BCErga coBnagaeT ¢ pacnbineHnem, 6yab TO 370
HenpepbIBHOE UMM NEPUOAMYECKOe pacnbineHne. TepMmnH «gobasneHne nooyepenHo
CMEecu B BMAE MOPOLUKa» OTHOCUTCS K foBaBneHMto CMecu TBEPAbIX BELWECTB B BUAE
nopoLlka HEeOAHOBPEMEHHO, KOTOpOe SABMSETCA MPEPLIBUCTBIM U NEPUOAUNHECKUM B
OTHOLUEHNN PachbIIEHUsT XKUAKMX CMECEHN, KOTOpOe TaKkKe SIBMSETCA MPEpPbIBUCTBIM U
NepuoaMYECKUM, LMKNUYECKUM (B «UMKME») MNOBTOPEHWEM AaHHOro mnpouecca Ao
3aBepweHns pobaBneHMs TBEPAbIX BELIECTB B BUAE MOPOLUKA WWUNU CNpest >KULKOon
cMmecn.

TepMMH «HenpepbIiBHAsA Cyllka» OTHOCUTCA K PakTy CYLUKM MOTOKOM BO3Ayxa

nenneTt B yCTaHOBKE ANA HaHeCeHNA NOKPbITUA Ha NPOTAXEHUU BCEro nepnoja spemMeHu,
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Korga ctagus noKpbITUS NPOLOIMKAETCH, HE 3aBUCUMO OT TOro, ABNAETCA N pacnbifeHne
HENpPEepPbIBHbIM UMW NEPUOANYECKUM, UNKU ABRSETCA Nu jobasneHne TBepaoro BeLlecTsa
OAHOBPEMEHHBIM NN anbTEPHATMBHbLIM. TEPMUH «NEPUOUNYECKAS CYLLIKa» OTHOCUTCS K
hakTy CyLLUKM MNOTOKOM BO3AYyXa NEnneT B yCTAHOBKE AN HAHECEHUSA NOKPbITUS TONbKO Ha
NPOTSPKEHUN OMpPeAeneHHOro nepuoja BpeMeHn B npejenax «uukna», He3aBuCumo oT
TOro, AABMSIETCA MM pacnbifieHNe HenpepbIBHbIM UNN NEPUOAUYECKUM, NN ABASETCA N
fobasneHve TBEpPAOro BeLecTBa O4HOBPEMEHHBIM UM anbTepPHATUBHbIM.

TepMUH «NOTOK BO3ayxa» OTHOCUTCSI K MOTOKY CyXOro Bo3gyxa, npu Temneparype
oT 5 a0 90°C, namepsiemMomy B M° /u.

TepMUH «OCTaHOBKa» OTHOCUTCS K ONPEAENEHHOMY NEPUOAY BPEMEHU BO BPEMS
«UuKna», NOBTOPSIIOWEMYCS Ha MNPOTSHIKEHUM CTaguMu MNOKPbITMS, KOrga OTCYyTCTBYET
pacnbineHme Kakon-nnbo Xuakon cmecu, otcyTcTeyeT gobasneHne kakon-nmbo Teepaon
CMecCH B BUAE NOPOLLIKA N OTCYTCTBYET CyLLUKa NOTOKOM BO3Ayxa. Ha npoTskeHun JaHHoro
BPEMEHMW, YCTaHOBKa ANSA HAaHECEHUA MOKPbITUS TOMbKO BpaLaeTca U nepemMeLumBaeT U
FOMOreHM3MpyeT nenneTbl. TEPMUH «LUMKI» OTHOCUTCS K NOCNefoBaTernbHOCTU, KoTopas
anutes onpegeneHHbIn nepvoa BPEMEHN crtagum NOKPbITUS, JaHHas
nocrneaoBaTenbHOCTb MOBTOPSIETCA HENPEPbLIBHO HEOOXOAMMOE KONMMYECTBO pas Ao
3aBEpLUEHNa CTagum MoKpbITMS. [aHHbIM  UMKN  BKMKOYAET MO MEHbLUEN Mepe
onpefeneHHbIN Neproj pacnblNeHNs XNAKOM CMECU, PaBHbIM UMM MEHbLUE YEM NEPUOS
BPEMEHM LMKNA, BO3MOXHO, OMpeAerieHHbln nepuog AobaBneHuss cmecnm B Buae
MOPOLLKA, paBHbIA UMM MEHbLLE YeM NePUOS BPEMEHM LMKNa, BO3MOXHO O4UH nnn 6onee
BPEMEHHbIX MEPMOAOB OCTAHOBKW, MEHbLUE YEeM MNEPUOj BPEMEHU LMKNa, BO3MOXHO
nepuog, BPEMEHN CYLLKW, PaBHbIN UM MEHbLLE YEM NEPMOA BPEMEHU LMKNa.

B ogHOomM BomnoweHnn cnoco® mnonyyYeHUss MHOrFOeAVHUYHOW NepopanbHON
nekapcTBEHHON POPMbI NO BTOPOMY acnekTy n3obpeTeHns BKIOYaEeT:

(a1) nonyvyeHue nNEepPBOro MHOXeCTBa MNENNeT AOoKCMNnammHa wWnm  ero
hapmaueBTMHECKM NPUEMIIEMON CONMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NnocpeaCcTBOM MOKPLITUA NENneT JOKCUNaMmuHa nnm ero papmaueBTU4eCkn NpUemnemMon
CONKU, NMEIOLWMX BHYTPEHHUA aKTUBHBLIA CFOW MOKPbITUSE N BO3MOXHO MPOMEXKYTOYHbIN
KMLLEYHOPACTBOPUMBIN CMOM  MNOKpbITUS, nyTem gobasneHnst opgHoro wunu 6Gonee
KMLEYHOPaCTBOPUMbBIX MOKPbIBAOLMX areHToB, OAHOro wunu 6onee nOKpbIBaOLWMX
areHToB € MOAMMUUMPOBaHHLIM  BbICBOOOXAEHMEM, ogHoro  unu  Bonee
aHTucneXxueaTenen, BO3MOXHO OAHOrO wunu 0Gonee nopooBpasyloLMX areHToB, WU
BO3MOXHO oaHOro unu 6onee dapmayeBTUYECKN MNPUEMMAEMbIX BCMOMOraTenbHbIX
BELECTB, rae pasmep vactuy dapmMayeBTUYECKN MPUEMNEMOro MHEpPTHOro sapa

SIBMSIETCA TaKUM, YTO No MeHbLen mepe 90% MHEPTHbIX S4ep MMEKT pasMep 4actuy oT
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300 mkm o 1700 MKM, M3MEPEHHbIN MOCPEACTBOM CUTOBOrO aHanmsa, U N0 MEHbLUEN
mepe 90% MHEpPTHbIX saep nveeT BapruabensHOCTb pasmepa Yactuy He 6onee 200 MKMm;
B 4YaCTHOCTW, BapuabenbHOCTb pasmepa 4vactuy He 6Gonee 150 MKM; B 4acCTHOCTW,
BapunabenbHOCTL pasmepa vactuy He 6onee 100 MKkM; 1, B 4acTHOCTU, BapuabenbHOCTb
pasmepa 4actuy He Bonee 75 MKM, M3MepSEeMyl0 MOCPELCTBOM CUTOBOrO aHanusa; u
CYMMa KMLLEYHOPACTBOPUMbIX MOKPLIBAOLUMX areHTOB W MOKPbIBAIOLUX areHToB C
MOANPULMPOBAHHLIM BbICBOOOXAEHNEM B XUAKOW CMECWU ANA pacrbifieHns CocTasnseT
o1 10 macc.% a0 49 macc.% OTHOCUTENbHO MAacChl XXUAKOW CMECH; U

(b1) nonyyeHne BTOPOro MHOXeCTBA nNenneT nNMPUAOKCUMHA WNn  ero
hapmaueBTUYECKM MPUEMMEMON COMM C  MOAUMDULUMPOBAHHBIM  BbICBODOXAEHNEM,
NnocpeacTBOM  HaHECeHWs  MOKPbITUS  Ha  nNennetbl  MNUPUAOKCUMHA WK ero
hapmaueBTMYECKM NPUEMMNEMOKN COMU, NMEIOLLME BHYTPEHHUIN aKTUBHbIA CITOW MOKPbLITUS,
nytem gobaBneHus oagHoro unu 6onee KULWEeYHOPaACTBOPUMbIX MOKPbIBAIOLMUX areHTOoB,
OAHOro mnn BGonee MOKPbIBAKOLUMX AreHTOB C MOAUMULMPOBAHHBIM BbICBOBOXAEHMEM,
oAHoro nnn 6onee aHTUCNEXMBaTenen, BO3MOXHO O4HOro unu 6onee nopoobpasyroLmx
areHToB, W, BO3MOXHO, OAHOro wunu ©Gonee apmaueBTUYECKN NPUEMMIEMbIX
BCMOMOraTenbHbIX BELYECTB, r4e pasmep 4actuy apmaueBTU4eCKn npuemnemoro
WHEPTHOro aapa SIBMAETCHA Takum, YTO No MeHblen mepe 90% MHEPTHbIX S4ep UMET
pasmep vactuy ot 300 mkm 40 1700 MKM, MU3MEPEHHbIN NOCPELCTBOM CUTOBOrO aHanuaa,
M no meHblen mepe 90% UHEpPTHbIX aaep nmeeT BapuabenbHOCTbL pasmepa 4acTul He
6onee 200 MKM; B 4acTHOCTU, BapuabenbHOCTb pasmepa 4actuy He 6onee 150 MkwM; B
yacTHocTK, BapuabenbHOCTb pasmepa 4actmy He 6onee 100 MKM M, B 4acTHOCTM,
BapnabenbHOCTb pa3mepa 4vactuy He Oonee 75 MKM, W3MEPEHHYIO NOCPEACTBOM
CATOBOrO aHanmsa, M CyMMa KULLEYHOPaCTBOPUMbIX TMOKPbIBAIOWNX areHToB WU
MOKPbIBAIOLMX areHToB C MOANMULMPOBAHHBLIM BbICBODOXAEHNEM B XUAKON CMECU 4NN
pacnbineHms coctaenseT ot 10 macc.% no 49 macc.% OTHOCUTENBHO MacChl >KUAKOW
cvecn. Bce BonnoweHus, packpbiTbie Bbie, B OTHOLWIEHUM pasmepa vactuy Wu
BapmabenbHOCTM pasmepa 4yactuy apmaueBTUHEeCKU NPUeMnNeEMOro sapa, 1 nepsoe u
BTOPOE MHOXECTBO nennet u ux kombumHaumsa, packpbiTble B MNEPBOM acrekTe
n3obpeTeHuns, TaKkKe pacnpoCTPaHATCS Ha cnoco® No BTOPOMY acnekTy usobpeTteHus.

B ogHOM BomnoweHnM cnoco® mnonyyYeHUss MHOTFOeAVHUYHOW MepopanbHON
nekapCcTBEHHON POPMbI NO MEPBOMY aCNEKTy N30OPETEHNS BKIOYAET:

(a1) nonyvyeHue nNeEPBOro MHOXeCTBa MNeNnneT AoKCcunammHa uWnm  ero
hapmaueBTMYECKM NPUEMSIEMON COMM C  MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NnocpeaCcTBOM MOKPLITUA NENneT LOKCUNaMmuHa nnm ero papmaueBTU4EeCKUn NpUemnemMon

CONKW, UMEIOLLUMX BHYTPEHHUW aKTUBHLIA CMOW MOKPLITUSI U, BO3MOXHO, MPOMEXKYTOUHbIN
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KMLLEYHOPAaCTBOPUMBIN CMOW MOKPbITUS, MYTEM HEMNPEPbLIBHOrO WNU NEPUOZNYECKOro
pacnbiNneHns XUAKon cmecn, copepxxawen ot 1,0 go 7,5 macc.% ogHoro mnn Gonee
KULLEYHOPacTBOPUMbIX MNokpbiBaowmx areHtos, oT 10,0 go 35,0 macc.% oaHoro vnm
fonee NOKPbIBAOLWNX areHTOB C MOAUMULUMPOBaHHLIM BbICBOOOXAEHWEM, U pasmep
yactuy apmaueBTUYECKN MPUEMMEMOro MHEPTHOro fapa SBNAETCA Takum, 4YTO Mo
MeHbwen mepe 90% MHEPTHbIX saep umetoT pasmep vactuy ot 300 mkm 4o 1700 MKm,
N3MEPEHHLIN NOCPEACTBOM CUTOBOrO aHanmsa, u no MmeHbLien mepe 90% MHEPTHbIX Saep
umeetr BapuabenbHOCTb pasmepa 4actmy He 6Gonee 200 MKM, B 4acTHOCTW,
BapuabenbHOCTL pasmepa 4vactuy He Bonee 150 MKM; B 4acTHOCTWU, BapuabenbHOCTb
pasmepa yactuy He 6onee 100 MKM 1, B HaCTHOCTU, BapuabenbHOCTb pasmMepa 4YacTuy He
Bonee 75 MKM, U3MEPEHHYIO MOCPEACTBOM CMTOBOrO aHanusa;

(b1) nony4yeHne BTOPOro MHOXECTBA NenneT MUMPUAOKCUMHA wnn  ero
dapmaueBTU4eCkn NpPUEMNEMON CONMM C  MOAUPULMPOBAHHLIM  BbICBODOXKAEHMNEM
NOCPEeACTBOM MOKPbLITUS NENNeT NUPUAOKCUHA UNu ero apmaueBTUYECKN NPUEMIEMON
COMnW, MMEILWMX BHYTPEHHWMA aKTUBHBLIW CMOW MOKPbITUA MyTEM HEMNPEPbIBHOrO MMn
NeproanNHECKOro pacnbineHns Xnakom cmecn, cogepxawlen ot 1,0 go 7,5 macc.% ogHoro
unu Bonee KMLWEeYHOPacTBOPUMbIX MNOKpbiBatowmx areHto, ot 10,0 go 35,0 macc.%
oAHOro nnu 6onee NOKPbIBALMX areHTOB C MOAUMULMPOBAHHBIM BbICBOOOXKAEHMEM, U
pasmep vactuy papmaueBTUHECKM NPUEMNEMOrO NHEPTHOIO siapa SABMNSETCS TakMM, YTO
no meHbLuen mepe 90% NHEepPTHbIX aaep umetoT pasmep Yactuy ot 300 mkm 4o 1700 MKm,
N3MEpPEHHbIN NOCPEACTBOM CUTOBOrO aHanmsa, u no meHoLen mepe 90% NHEPTHbIX saep
umeetr BapuabenbHOCTb pasmepa Yactmy He 6Oonee 200 MKM, B 4aCTHOCTW,
BapunabenbHOCTb pasmepa 4vactuy He 6onee 150 MKM; B 4acTHOCTW, BapuabenbHOCTb
pasmepa yactuy He 6onee 100 MKM 1, B HaCTHOCTU, BapuabenbHOCTb pasmMepa 4YacTuy He
bonee 75 MKM, M3MEPEHHYIO NOCPEACTBOM CUTOBOrO aHanmsa. Bce BonnoLwleHus,
pacKkpbITble Bblle B OTHOLUEHUW pasmepa 4actuy v BapuabenbHOCTU pasmepa YacTuy
hapmaueBTMHECKM NPUMEMIIEMOrO S4pa, U NepBoe U BTOPOE MHOXECTBO NENMeT U Ux
KoMOUHaLUWs, pacKkpbiTble B MEPBOM acnekTe U3obpeTeHns, Takke pacnpoCTPaHAETCS Ha
cnocob No BTOPOMY acnekTy nsobpeTeHus.

B ogHom BomnoweHnn crnoco® mnonyyYeHUss MHOFOeAVHUYHOW MepopanbHON
nekapcTBEHHON POPMbI NEPBOro acnekTa N3obpeTeHns BKIKOYaET:

(a1) nonydvyeHwe nNepPBOro MHOXeCTBa MNeNnNeT JAoKCcunammHa uWnm  ero
hapmayeBTMYECKM NPUEMSIEMON CONMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NnocpeaCcTBOM MOKPLITUA NENneT JOKCUNaMuHa nnm ero papmaueBTUYEeCkn NpUemnemMon
CONMKW, UMEIOLLMX BHYTPEHHUN aKTUBHLIA CMOW MOKPLITUSI U, BO3MOXHO, MPOMEXKYTOUHbIN

KMLLEYHOPaCTBOPMMbIN CIOA MOKPbLITUS MyTEM HENpPEepbIBHOrO WU  NepUoANYECKOro
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pacnbifNeHns XMAKOW CMecu, rAe MacCoBOoe COOTHOWEHUA oaHoro unum  6onee
KMLLIEYHOPAaCTBOPUMbBIX MOKPbIBAIOLWMX areHToB U OAHOro unv 6onee nokpbiBaoLmMX
areHToB C MOANMUUMPOBAHHBLIM BbICBOOOXAEHMEM B CMECU AnS  pacnblfieHns
coctaBnsaeTr ot 595 po 30:70, n pasmep 4actuy dapmaueBTUYECKM MNPUEeMIIEMOro
WHEPTHOro aapa SIBMSETCH TakuMm, YTO NO MeHblen mepe 90% MHEPTHbIX S4ep UMEKT
pasmep vactuy ot 300 mkm 40 1700 MKM, U3MEPEHHbBIN MOCPEACTBOM CUTOBOIrO aHanuaa,
N no meHblen mepe 90% WHEPTHbIX aaep nMeeT BapnabenbHOCTL pasmepa 4acTuy He
B6onee 200 MKM; B 4YacTHOCTU, BapmabenbHOCTb pasmepa 4actuy He 6onee 150 Mkwm; B
yacTHocTK, BapuabenbHOCTb pasmepa 4actmy He 6onee 100 MKM M, B 4acTHOCTM,
BapnabenbHOCTb pa3mepa 4vactuy He Oonee 75 MKM, W3MEPEHHYIO NOCPEeACTBOM
CVUTOBOrO aHanuaa; un

(b1) nonyyeHne BTOPOro MHOXECTBA NenneT nUPUAOKCMHA WUNu  ero
dapmaueBTU4eCkn NpPUEMNEMON CONMM C  MOAUPULMPOBAHHLIM  BbICBODOXKAEHMNEM
NOCPEeACTBOM MOKPbLITUS NENneT NUPUAOKCUHA UNu ero dapmaueBTUYECKN NPUEMIEMON
COMnMn, UMEKLNX BHYTPEHHUA aKTMBHbLIA CIIOW MOKPbITUSA, MYyTEM HEMPEPbIBHOMO WMu
NepuoaNYECKOro pacnbIfEHNs XNLKOM CMECH, TAE MAaCCOBOE COOTHOLLEHNE MEXAY OAHUM
unn 6onee KULIEYHOPaCTBOPUMbIMM CPEeACTBaMM MOKPbITUSS U OAHMM unu Gonee
CpeacTBaMM MOKPbITUS C  MOAUMMUMPOBaAHHBbIM  BbICBODOXAEHMEM B CMecn Ans
pacnbineHma cocraesnsetr ot 5:95 po 30:70, u pasmep uvactiy ddapmaueBTUYEeCKN
NPUEMNEMOro MHEPTHOrO siapa SABNSAETCS TakMM, YTO NO MeHblien mepe 90% WMHEPTHbIX
aaep umetoT pasmep Yactuy ot 300 mkm go 1700 MKM, M3MEPEHHbIA MOCPEACTBOM
CUTOBOrO aHanmsa, u no meHolwen mepe 90% WHEPTHbIX aaep nmeeT BapuadenbHOCTb
pasmepa 4actuy He 6onee 200 MKM; B YaCTHOCTW, BapnabenbHOCTb pa3mepa 4Yactuy He
6onee 150 MkM; B 4acTHOCTW, BapuabenbHOCTb pasmepa Yactuy He 6onee 100 Mkm u, B
4yacTHoOCTK, BapumabenbHOCTb pasmepa vactuy He OGonee 75 MKM, W3MEPEHHYHO
nocpeacTBOM CUTOBOrO aHanmsa. Bce BONNOLWEHWS, pacKpbiTble Bbile€ B OTHOLUEHUU
pasmepa Jactvy n sapmabenbHOCTU pasmepa Yactuy papmayeBTUYeCcku NpUemMnemMoro
AApa, U NEPBOE N BTOPOE MHOXECTBO NENneT U ux kombnHauyms, packpbiTble B NEPBOM
acnekte mn3obpeTeHus, Takke pacnpoCTPaHATCS Ha cnoco® no BTOPOMY acnekTy
n3obpeTeHus.

B ogHOM BoOMMoWweHMM cnoco® mnonyyYeHUss MHOTFOeAVHUYHOW MepopanbHON
nekapCcTBEHHON POPMbI NO MEPBOMY aCNEKTy N30OPETEHNS BKIOYAET:

(a1) nonyvyeHue nNeEPBOro MHOXeCTBa MNeNnneT AoKCcunammHa uWnm  ero
hapmayeBTMYECKM NPUEMIIEMON COMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NocpeaCcCTBOM MOKPLITUS NENneT LOKCUNaMmuHa nnm ero papmaueBTU4EeCKn NpUemnemMon

CONMKW, UMEIOLLUMX BHYTPEHHUN aKTUBHLIA CMOW MOKPLITUSI U, BO3MOXHO, MPOMEXKYTOUHbIN
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KMLLEYHOPAaCTBOPUMBIN CMOW MOKPbITUS, MYTEM HEMNPEPbLIBHOrO WNU NEPUOZNYECKOro
pacnbiNneHns XUAKon cmecn, copepxxawen ot 1,0 go 7,5 macc.% ogHoro mnn Gonee
KULLEYHOPacTBOPUMbIX MNokpbiBaowmx areHtos, oT 10,0 go 35,0 macc.% oaHoro vnm
fonee NOKPbIBAOLMX areHToB C MOANMULMPOBaHHLIM BbICBODOXAEHMEM, F4€ MAacCoBOe
COOTHOLLEHNE MeXAy OAHUM nnu 6onee KNWEYHOPaACTBOPUMbIMU CPEeACTBaMMU MOKPLITUS
n ogHUM nnun Gonee cpeacTsamMu MOKPbITUS C MOANMDULNPOBAHHBIM BbICBOOOXEHVEM B
cMecu Janga pacnblfieHns coctasngetr oT 595 pgo 30:70, u pasmep vactuy
hapmaLeBTMYECKM MPUEMIEMOrO UHEPTHOrO Sapa SBNAETCA TakMM, YTO MO MEHbLUEW
mepe 90% uHepTHbIX aaep umetoT pasmep vactuy ot 300 mkm 40 1700 MKM, NU3MEPEHHbBIN
nocpeacTBOM CUTOBOro aHanusa, n no meHbwen mepe 90% WHEPTHbIX A4ep UMeeT
BapuabenbHOCTb pasmepa 4vactmy He Bonee 200 MKM; B 4acTHOCTWU, BapuabenbHOCTb
pasmepa 4acTtuy He 6onee 150 MkM; B YaCTHOCTW, BapnabenbHOCTb pasmepa 4Yactuy He
6onee 100 MKM 1, B 4acTHOCTW, BapnabenbHOCTb pasmepa 4vactuy He bonee 75 MKMm,
N3MEepeHHYI0 NOCPeACTBOM CUTOBOrO aHanmsa; u

(b1) nonyyeHue BTOPOro MHOXeCTBA NenneT MnUPUAOKCUMHA Wnn  ero
dapmaueBTU4eCkn nNpUeMneMon Cconnm C MOAUPULMPOBAHHLIM  BbICBOOOXAEHMEM
NnocpeacTBOM MOKPbLITUS NenneT NUpuaoKCuHa nnm ero apmayeBTUYECKn NpUeMnemon
COMN, NMEKLUMX BHYTPEHHUMA aKTUBHbIA CIION MOKPbITUS, MYTEM HEMNPEPbIBHOMO WK
NepuoanYecKoro pacnbieHns Xnakom cmecu, cogepxawen ot 1,0 go 7,5 macc.% ogHoro
unn Bonee KULEeYHOPACTBOPUMbIX MOKpbiBaowmx areHtos, ot 10,0 go 35,0 macc.%
oaHoro unn 6onee MOKPbIBAOWMX areHToB C MOANMULMPOBAHHBIM BbICBODOXAEHNEM,
r4€ MacCcOBOE€ COOTHOLUEHWE Mexgy OAHMM wunn 6onee Kue4YHOPaCTBOPUMbIMMN
cpeactBaMM  MOKPbITMS U OogHMM  unu  Bonee  cpegctBamMm  MOKPbITUS €
MoANPULMPOBAHHLIM BbICBODOXIEHMEM B CMECU AN pacnbiNeHns cocTaBnsieT ot 5:95
4o 30:70, n pasmep 4yactuy hapmayeBTUYECKM NPUEMIIEMOrO MHEPTHOIO sapa ABNSeTCH
TakMM, YTO MO MeHblien mepe 90% MHEPTHBIX S4ep UMEKOT pasmep Yactuy ot 300 Mkm
40 1700 MKM, U3MEPEHHbINA NOCPEACTBOM CUTOBOrO aHanmsa, U no MmeHblen mepe 90%
WHEPTHbIX Aaep uMmeeT BapuabenbHOCTb pasmepa 4actuy He Gonee 200 MKMm, B
YacTHOCTK, BapuabenbHOCTb pasmepa 4Yactuy He OGonee 150 MKM; B 4acCTHOCTW,
BapunabenbHOCTL pasmepa 4actuy He 6onee 100 MKM KU, B YaCTHOCTU, BapuabenbHOCTb
pasmepa 4actuy He 6onee 75 MKM, N3MEPEHHYIO MOCPEACTBOM CUTOBOrO aHanusa; Bce
BOMMOLLEHNS, PacKpbITble Bblle B OTHOLWIEHUM pa3mepa 4actuy v BapuabenbHOCTU
pasmepa 4actuy papmaleBTUYECKu NPUEMNEMOro sapa, U NepBoe N BTOPOE MHOXECTBO
nennetr M wux kombuHauusa, packpbiTble B MEPBOM acnekte wus3obpeTeHus, Takxe

PacnpOCTPaHAIOTCA Ha CrnocoG BTOPOro acnekTa n3obpeTeHus.
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B ogHOmM BomnoweHnn cnoco® mnonyyYeHUst MHOTFOeAVHUYHOW MepopanbHON
nekapcTBEHHON POPMbI NO NEPBOMY aCNeKTy N300pETEeHNS BKIOYAET:

(a1) nonyyeHne nNepBOro MHOXeCTBa nenneT JAOoKCcunammHa Wnu  ero
hapmayeBTUYECKM NMPUEMNEMON COMM C MOAUMPULUMPOBAHHBIM BbICBODOXAESHUEM, rae
CPeAHSA CKOPOCTb MOTOKA NPWU pacnbIfieHU CMECU, COAEPXKALLEN MOKPbITUE, COCTaBNSAET
ot 0,30 go 5,00 r/MmunH Ha Kr chapmaueBTUYeCKM NMPUEMIIEMOro MHEPTHOrO S4pa; U

(b1) nonyyeHne BTOPOro MHOXeCTBA nNenneT nNMPUAOKCUMHA WNn  ero
hapmayeBTUYECKM NPUEMNEMON COMM C MOAUMPULUMPOBAHHBIM BbICBODOXAEHUEM, rae
CPeAHSAa CKOPOCTb NOTOKA MPU pacnbIfieHn CMeCU, CoaepiKallien NOKpPbIBaKOLME areHThbl,
coctasnseT ot 0,30 go 5,00 r/MuMH Ha Kr papmaueBTUYECKN NPUEMNEMOrO MHEPTHOrO
aapa.

B ogHom BonnoweHnn cnoco® nonyyYeHMss MHOrOeAVHUYHOW nepopanbHOW
nekapcTBeHHOW OOPMbI MO NEPBOMY aCMEKTY M30OPETEHMSA BKIOYAET:

(a1) nonyyeHue nNepBOro MHOXeCTBA NENneT AOoKcunammHa wunu  ero
dapmaueBTU4EeCKn NPUEMNEMON CONMM C MOANMDULNPOBaHHLIM BbICBODOXAEHNEM, rae
MECTHasi CKOPOCTb NMOTOKA NPW pacnbifieHNM CMECH, CoaepKaLlen NoKpbITUE, CoCTaBnseT
ot 0,30 50 9,00 r/MUH Ha Kr chapmaLeBTNYECKM NPUEMITEMbIX MHEPTHBIX S4Ep; U

(b1) nonyyeHne BTOPOro MHOXECTBa nNennetT nMPUAOKCUHA WNn  ero
hapmaueBTUYECKM NPUEMNEMON COMM C MOAUMPUUMPOBAHHBIM BbICBODOXAEHUEM, rae
MECTHasi CKOPOCTb MOTOKAa NPV pacnbifiEHMM CMECU, CoaepKaLLen NOKpbITUe, CocTaBnseT
ot 0,30 8o 9,00 r/MWUH Ha Kr hapmaLeBTUYECKN NPUEMIIEMbIX UHEPTHBIX S4EP.

B ogHOomM BomnoweHnM cnoco® mnonyyYeHUss MHOrOeAVHUYHON nepopanbHON
nekapcTBEHHON POPMbI NO NEPBOMY aCneKTy N300pEeTEeHNs BKIOYAET:

(a1) nonyyeHne nNepBOro MHOXecCTBa nenneT JAOoKcunammHa Wnu  ero
hapmaueBTUYECKM NPUEMNEMON COMM C MOAUMPUUMPOBAHHBIM BbICBODOXAEHUEM, rae
cpeaHee ckopoctn fobasneHns TBEPAbIX BELWECTB CMECU B TBEPAON hOpmMe CoCTaBnseT
oT 0,95 oo 18 r/MVH Ha Kr chapmaleBTUYECKN NMPUEMIEMBIX UHEPTHbLIX S4ep; U

(b1) nonyyeHne BTOPOro MHOXeCTBa nNennetT nNMPUAOKCUHaA WNn  ero
hapmaueBTUYECKM NPUEMNIEMON COMM C MOAUMPUUMPOBAHHBIM BbICBODOXAEHUEM, rae
cpeaHee ckopoctu fobasneHns TBEPAbIX BELWECTB CMECU B TBEPAON hOpME COCTaBnseT
ot 0,10 80 2,25 r/MWH Ha Kr hapmaneBTUYECKN NPUEMIIEMbIX UHEPTHBIX S4EP.

B ogHOM BomnoweHnM cnoco® mnonyyYeHUst MHOFOeAVHUYHOW MepopanbHON
nekapcTBEHHON POPMbI NO NEPBOMY aCNeKTy N300pETEeHNS BKIOYAET:

(a1) nonyyeHne nNepBOro MHOXeCTBa nenneT AOoKCcunammHa Wnu  ero
hapmayeBTUYECKM NPUEMNIEMON COMM C MOAUMPUUMPOBAHHBIM BbICBODOXAEHUEM, rae

MeCTHasi CKOpPOCTb [00aBneHUs TBEpPAOro BeL|ecTBa CMecu B TBepaown gopme
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coctasnseT oT 0,95 po 40,0 r/MMH Ha Kr dhapmaueBTUYECKN MPUEMEMbIX WUHEPTHbIX
aaep; u

(b1) nonyyeHne BTOPOro MHOXeCTBA nNenneT nNMPUAOKCUHA WNnM  ero
hapmayeBTUYECKM NMPUEMNEMON COMM C MOAUMPULUMPOBAHHBIM BbICBODOXAESHUEM, rae
MECTHas CKOpoCTb AobaBneHns TBepAblX BELLECTB CMECU B TBEpAON hopMe COCTaBnseT
ot 0,10 go 40,00 r/munH Ha Kkr dhapmaleBTUYECKM NPUEMMNEMbIX UHEPTHBIX A4ep.

B ogHom BonnoweHnn cnoco® nonyyYeHUss MHOrOeAVHUYHOW MepopanbHON
nekapcTBEHHON POPMbI NO MEPBOMY aCNeKTy N30OPETEeHNS BKIOYAET:

(a1) nonyvyeHwe nNepPBOro MHOXeCTBa MenneT AoKcunammHa unm  ero
hapmayeBTUYECKM NPUEMNEMON COMM C MOAUMPULUMPOBAHHBIM BbICBODOXAEHUEM, rae
COOTHOLLEHME CPeAHEN CKOPOCTU NOTOKa MPU pacrnblfIEHUN XXUAKOW CMECU, COoaepKaLlen
MOKPbIBAIOLUME areHTbl, N CPEeAHUM CKOPOCTU AobaBneHus TBEPAbIX BELLECTB CMecu B
TBEpaon opme coctasnseT ot 90:10 go 60:40, B wactHocTn, ot 90:10 go 70:30; n

(b1) nonyyeHune BTOPOro MHOXeCTBA NenneT MUPUAOKCUMHA wWnn  ero
dapmaueBTU4EeCKn NpUeMNEMON COMM C  MOAUMPULUMPOBAHHBIM BbICBODOXAEHMEM,
COOTHOLLEHME CPefHEN CKOPOCTU MOTOKA MPWU PacnbIiNEHUN XULKOW CMECK, Coaep KaLlen
MOKPbIBAOLUME areHTbl, U CPeAHEro CKoOpocTn aobaBneHns TBEPAbIX BELLECTB CMECK B
TBEpAON dhopme coctaBnseT oT 90:10 go 60:40, B yacTHocTu, oT 80:20 go 60:40.

B oaHom BonnoweHnM cnoco® mnonyyYeHUss MHOrOeAVHUYHON nepopanbHON
nekapcTBEHHON POPMbI NO NEPBOMY acneKkTy N3obpeTeHns BKIOYaET:

(a1) nonyyeHne nNepBOro MHOXecTBa nenneT AoKcunammHa wnu  ero
hapmaueBTUYECKM NPUEMNEMON COMM C MOAUMPUUMPOBAHHBIM BbICBODOXAEHUEM, rae
CpPeAHsa CKOPOCTb MOTOKA NPY PaCcnbIfIEHUMN XULKON CMECK, codepKallen NoKpbiBatoLwme
areHtbl, cocrasnser ot 0,30 go 5,00 r/MMH Ha Kkr dapmaueBTUYECKN MNpPUEMMNEMbIX
WHEPTHbIX S4ep; N CpefHee CKOpoCTU A00aBneHnst TBEPAbIX BELECTB CMECU B TBEPAOU
dopme coctaesngetr ot 0,95 po 18,00 r/MMH Ha Kr dhapmaueBTUYECKN MNpUEMMEMbIX
WHEPTHbIX s4ep; n

(b1) nonyyeHne BTOPOro MHOXeCTBa nNennetT nNMPUAOKCUHaA WNn  ero
hapmaueBTUYECKM NPUEMNIEMON COMM C MOAUMPUUMPOBAHHBIM BbICBODOXAEHUEM, rae
CPeAHSAA CKOPOCTb NOTOKA MPU pacnbifieHn CMECU, CoAep KaLlen NOKPbIBAKOLME areHThbl,
coctasnsier or 0,30 go 5,00 r/MMH Ha Kr dhapmaueBTUYECKN MPUEMMEMbIX WUHEPTHbIX
aaep; cpepHee ckopocTn aobaBneHns TBEPAbIX BELEeCTB CMEeCcu B TBepaown dopme
coctasnsier or 0,10 o 2,25 r/MMH Ha Kr dhapmaueBTUYECKN MPUEMMEMbIX WUHEPTHbIX
aaep.

B ogHOomM BomnoweHnn cnoco® mnonyyYeHUss MHOTFOeAVHUYHOW MepopanbHON

nekapcTBeHHOW hOopMbI MO NEPBOMY acnekTy N300peTeHNs BKIOYaeT:
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(a1) nonyyeHne nNepBOro MHOXeCTBa nenneT JAOoKCcunammHa Wnu  ero
hapmayeBTUYECKM NMPUEMNIEMON COMM C MOAUMPULUMPOBAHHBIM BbICBODOXAEHUEM, rae
MECTHasi CKOPOCTb MOTOKa NPY PacnbINEHUN XNAKOW CMECK, CofepKallen NoKpbiBaroLme
areHTtbl, coctasnsetr ot 0,30 go 9,00 r/MuMH Ha Kr dapmMaueBTUYECKN MNPUEMNEMOrO
WHEPTHOro f4pa, U MEeCTHas CKOpoCTb AoOaBneHns TBepAbIX BELLECTB CMECU B TBEPAOW
dopme coctasnaeT oT 0,95 g0 40,00 r/MUH Ha KIr MHEPTHbIX S4ep; U

(b1) nonyyeHne BTOPOro MHOXeCTBA nNenneT nNMPUAOKCUMHA WNn  ero
hapmayeBTUYECKM NPUEMNEMON COMM C MOAUMPULUMPOBAHHBIM BbICBODOXAEHUEM, rae
MECTHas CKOPOCTb MOTOKA NPW PacrnbINEHUN XNAKOWU CMECK, cofepKallen NoKpbiBaroLwme
areHTbl, coctasngaet oT 0,30 g0 9,00 r/MnH Kr bapmaLeBTUYECKN NPUEMITIEMbIX UHEPTHbIX
AAep, N MecTHaa CKOpoCTb Jo6aBrneHus TBEPAbIX BELECTB CMECU B TBEpAOW dhopme
coctasnseT oT 0,10 go 40,00 r/MWUH Ha Kr MHEPTHbIX S4ep.

B oaHom BonnoweHun cnoco® nonyyYeHus MHOrOEAMHUYHOW nepopanbHOn
nekapcTBeHHOW OpMbl MO NEPBOMY aCMEKTY M30OPETEHMSA BKIOYAET:

(a1) nonyyeHue nNepBOro MHOXEeCTBA NENneT AOoKcunammHa wunu  ero
dapmaueBTU4ECKn NPUEMNEMON COnMM C MOAUMDULMPOBaHHLIM BbICBODOXAEHNEM, rAe
CpeAHsa CKOPOCTb MOTOKA NPY PaCnbIIEHUMN XULKON CMECH, coaepKalleln NOKpbIBatoLme
areHTtbl, coctasnser ot 0,30 go 5,00 r/MMH Ha Kkr dhapmaueBTUHECKN MNpUEMMNeMbIX
WHEPTHbIX AAEP, CpeaHee CKOpPOCTM A00aBneHns TBEPAbIX BELLECTB CMECU B TBEPAOMU
dopme coctasngetr ot 0,95 po 18,00 r/MMH Ha Kr hapmaueBTUYECKN MNPUEMMNEMbIX
WHEPTHbIX SAEP, U COOTHOLLEHNE CPeAHEN CKOPOCTM MOTOKA MpU pacnblifieHUM XKNLKOW
CMeCH, coaeprkaLlen NOKpbIBaOLWME areHTbl, N CPEeAHEro CKOpoCcTn A00aBneHnsa TBepabIxX
BELLECTB CMecu B TBepaon opme coctasnseTt ot 90:10 go 60:40, B wactHocTh, ot 90:10
no 70:30;

n

(b1) nonyyeHne BTOPOro MHOXeCTBa nNenneT nNMPUAOKCUHA WM ero
hapmayeBTUHYECKM NPUEMIIEMON COMM C MOAUDULNPOBAHHBLIM BbICBOOOXAEHNEM, TAE:
CPeAHSa CKOPOCTb NOTOKA MPU pacnbifieHn CMECU, Coaep KaLlen NOKPbIBAKOLLME areHThbl,
coctasnsier or 0,30 go 5,00 r/MMH Ha Kr dhapmaueBTUYECKN MPUEMIEMbIX WUHEPTHbIX
aaep; cpepHee ckopocTn aobaBneHns TBEPAbIX BELEeCTB CMEeCcu B TBepaon dopme
coctasnsier or 0,10 o 2,25 r/MMH Ha Kr dhapmaueBTUYECKN MPUEMMEMbIX UHEPTHbIX
AAEp;, U COOTHOLUEHME CpEeAHEen CKOPOCTU MOTOKa NPW pacnbifiEHUN XXUAKOW CMECH,
copepkalien noKpbiBaOLWME areHTbl, W CpefHero ckopoctn aobasneHns TBepAbIX
BELLECTB CMecKu B TBepaon opme coctasnseT ot 90:10 go 60:40, B wactHocTu, o1 80:20
no 60:40.
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B ogHOmM BomnoweHnn cnoco® mnonyyYeHUst MHOTFOeAVHUYHOW MepopanbHON
nekapcTBEHHON POPMbI NO NEPBOMY aCNeKTy N300pETEeHNS BKIOYAET:

(a1) nonyyeHne nNepBOro MHOXeCTBa nenneT JAOoKCcunammHa Wnu  ero
hapmayeBTUYECKM NMPUEMNEMON COMM C MOAUMPULUMPOBAHHBIM BbICBODOXAESHUEM, rae
MECTHasi CKOPOCTb MOTOKa NPV pacnbIifieHMn CMECU, cojepKallen NoKpbITUe, CocTasnaeT
oT 0,30 go 9,00 r/MuH Ha Kr bapmaLeBTUYECKM NPUEMIEMbIX MHEPTHbBIX S4€P, U MeCTHasa
CKOpOCTb agobaBneHnsa TBEPAbIX BELLECTB CMeCcn B TBepAon chopme coctasnseT ot 0,95
40 40,00 r/MWH Ha KIr MHEPTHLIX a4ep; U

(b1) nonyyeHne BTOPOro MHOXeCTBA nNenneT nNMPUAOKCUMHA WNn  ero
hapmayeBTUYECKM NPUEMNEMON COMM C MOAUMPULUMPOBAHHBIM BbICBODOXAEHUEM, rae
MECTHasi CKOPOCTb MOTOKAa NPW pacnbIfieHUn CMECU, cojepKallen NoKpbITue, CocTasnaeT
oT 0,30 go 9,00 r/muH Kr cbapmMaueBTUIECKM NPUEMIIEMbIX MHEPTHBIX A4ep, U MeCTHasa
CKOPOCTb fobaBneHns TBepablx BELWECTB cMecu B TBepaon opme coctasnset oT 0,10
80 40,00 r/MMH Ha KIr UHEPTHBIX S4ep.

B oaHom BonnoweHun cnoco® nonyyYeHusi MHOrOEAMHWYHOW nepopanbHOn
nekapcTBeHHOW OPMbI MO NEPBOMY aCMEKTY M30OPETEHMSA BKIOYAET:

(a1) nonyyeHne nNEPBOr0 MHOXECTBa nNenneT AoKcunamumHa wnm  ero
hapmaueBTMHECKM NpPUEMNIEMON CONMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NnocpeaCcTBOM MOKPLITUS NENneT LOKCUNaMmuHa nnm ero papmaueBTU4eCckn NpuemnemMmon
CONKW, NMEIOLWMX BHYTPEHHUA aKTUBHBLIA CFOW MOKPLITUSE N BO3MOXHO MPOMEXYTOYHbIN
KMLLEYHOPACTBOPUMbBIN CMOW MOKPbITUS, MYTEM HEMNPEPbLIBHOrO WNU NEPUOZNYECKOrO
pacnbineHns Xuagkon cmecn, coaepxxawen ot 1,0 go 7,5 macc.% ogHoro mnn Gonee
KULLEYHOPacTBOPUMbIX MNokpbiBatowmx areHtos, oT 10,0 go 35,0 macc.% oaHoro wnm
fonee NOKpbIBAKOLWMX areHTOB C MOANMPULMPOBAHHbIM BbICBODOXAEHNEM, B MAacCOBOM
COOTHOLIEHMM MeXay Humm oT 5:95 po 30:70, n BO3MOXHO OAHO wunun 6Gonee
hapmaueBTUYECKM NPUEMMEMbIX BCMOMOraTesflbHbIX BELWECTB, W  MNOCPeACTBOM
fobaBneHus, OAHOBPEMEHHO UMM NOOYEpPesHO, CMECU B BUAE NOPOLLKA, COAEpKallen
oaHO unu 6Gonee aHTMCNEXUBATENEW, BO3MOXHO OAMH UNu Gonee nopoobpasyroLymx
areHToB UM BO3MOXHO OAHO wunu Bonee  apmaueBTUYECKM  NPUEMIIEMbIX
BCMOMOrarTenbHbIX BELECTB,

rae: CpefHsast CKOPOCTb MOTOKAa MPU pacnbifiEHUN CMECU, COAEpPKaLLEN NOKPbITUE,
coctasnsier ot 0,30 go 5,00 r/MMH Ha Kr drapmaueBTUYECKN MPUEMMEMbIX WUHEPTHbIX
Aaep; cpepHee ckopocTn aobaBneHns TBEPAbIX BELEeCTB CMecu B TBepaon dopme
coctasnsier or 0,05 go 1,50 r/MMH Ha Kr drapmaueBTUYECKN MPUEMMEMbIX WUHEPTHbIX

A4ep; U COOTHOLLEHME CPEHEN CKOPOCTM NOTOKa MPU PacrbINEHNN CMECU, COoAepXKaLLen



10

15

20

25

30

35

65

MOKPbIBAIOLUME areHThbl, U CPeAHero Ckopoctn aobaBneHus TBEPAbIX BELLUECTB CMECU B
TBEpAON hopme cocTtasnsieT oT 90:10 go 60:40, B yactHocTu, oT 90:10 go 70:30; u

(b1) nonyyeHne BTOPOro MHOXeCTBA nNenneT nNMPUAOKCUHA WNnM  ero
hapmayeBTMYECKM NPUEMSIEMON CONMM € MOAUPULMPOBAHHLIM  BbICBOOOXAEHUEM
NnocpeacTBOM MOKPbLITUS NenneT NUpUAOKCUHa Unn ero papmMmaneBTUYECKN NPUEMNEMON
COMN, UMELMX BHYTPEHHUM aKTUBHbIA CIIOW MOKPLITUS, MYTEM HEMNPEpPbIBHOMO WU
NepuoaNYECKOro pacnbifiEHNs XXNAKOM cmeck, cogepxawen ot 1,0 go 7,5 macc.% ogHoro
unn Bonee KMLWEYHOPaCTBOPUMbIX MoKpbiBawwmx areHtos, ot 10,0 go 35,0 macc.%
oAHOro unu 6onee MOKPbIBAOLNX areHToB C MOAUMPULMPOBAHHBIM BbICBODOXAEHNEM B
MaccoBOM COOTHOWEeHMMn oT 595 po 30:70, M BO3MOXHO OAHO unu Oonee
hapmaueBTUYECKM NPUEMMNEMbIX  BCMOMOraTerflbHbIX BELWEeCTB, W  MOCPeACTBOM
gobasneHus, 04HOBPEMEHHO UNK nooyepenHo, CMEeCU B BUAE MOPOLLKA, coaepxallen
oAaHO unn Oonee aHTUCnexuBaTenen, BO3MOXHO OAWH unu Gonee nopoobpasyroLmx
areHToB U1 BO3MOXHO OAHO wnuM Gonee  apmaueBTUYECKM  MPUEMMEMbIX
BCMOMOrarernbHbIX BELECTB,

roe: CpefHss CKOpOCTb MOTOKA MpW  pacnbifieHun CMecu, Coaepxallen
nokpbisaowue areHTbl, coctaengetr ot 0,30 go 5,00 r/MUH Ha Kr dhapmaleBTUYECKU
npuemMnemMbIX MHEPTHbIX SAEP; CPeaHee CKOPOCTN A00aBnNeHNs TBEPAbIX BELLECTB CMECK
B TBepaon copme coctasnaetr or 0,10 go 2,25 r/MmmH Ha kr dapmaueBTUYECKU
NpUEMNEMbIX WHEPTHbIX S4Eep; W COOTHOLUEHWE CPEefHEN CKOPOCTU MOToKa npwm
pacnbifieHMn CMeCK, CofepKaljen MOKpbIBaLWME areHTbl, U CPeaHEero CKOpOCTU
gobaBneHus TBepabIx BELLECTB cmecu B TBepaon dopme coctasnseTt ot 90:10 go 60:40,
B yacTtHocTun, o1 80:20 o 60:40.

B ogHOomM BomnoweHnM cnoco® mnonyyYeHUss MHOrOeAVHUYHOW NepopanbHON
nekapcTBEHHON POPMbI NO NEPBOMY acnekTy N30bpeTeHns BKIOYAET:

(a1) nonyvyeHue nNEepPBOro MHOXeCTBa MNENNeT AOoKCMNnammHa wWnm  ero
hapmaueBTMHECKM NPUEMIIEMON CONMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NnocpeaCTBOM MOKPLITUS NENneT SOKCUNaMmuHa nnm ero papmaueBTU4eCkn NpUuemnemMon
CONKU, NMEIOLWMX BHYTPEHHUA aKTUBHBLIA CFOW MOKPbITUSE N BO3MOXHO MPOMEXKYTOYHbIN
KMLLEYHOPACTBOPUMBIN CMOW MOKPbITUS, MYTEM HEMNPEPbLIBHOrO WNU NEPUOZNYECKOrO
pacnbiNeHns XUAKON cmecn, copepxkawen ot 1,0 go 7,5 macc.% ogHoro mnn Gonee
KULLEYHOPacTBOPUMbIX MNoKpbiBatowmx areHTos, oT 10,0 go 35,0 macc.% oagHoro wnm
fonee NOKpbIBAOLMX areHToB C MOANMPULMPOBAHHbIM BbICBOOOXAEHNEM, B MAacCOBOM
COOTHOWIEHMMN Mexay Humm oT 5:95 pgo 30:70, n BO3MOXHO OAHO wunun 6Gonee
hapmaueBTUYECKM NPUEMMEMbIX BCMOMOraTernlbHbIX BELWECTB, W  MNOCPEACTBOM

AobaBneHns, 0g4HOBPEMEHHO MIMU MOOYEPEAHO, CMECU B BUAE MOPOLUKA, CoaepKallen
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oavH unn 6Gonee aHTUCNEXMBATENEW, BO3MOXHO OAMH Mnu Gonee nopoobpasyroLymx
areHToB M, BO3MOXHO, o0AHO wunu OGonee apmaueBTUYECKN NPUEMNEMbIX
BCMOMOrarenbHbIX BELECTB,

rae. MecTHasg CKOpOCTb MOTOKa MpUW pacnbifieHUn CMECK, CoepiKallen NoKkpbITue,
coctasnset oT 0,30 go 9,00 r/MMH Ha Kr dhapmaueBTUYECKN MPUEMMEMbIX WUHEPTHbIX
AAEp; U MecTHasa CKopocTb JobaBneHusa TBepablX BewecTB CMecu B TBepaown dopme
coctasnseT ot 0,95 pgo 40,00 r/MuH Ha Kkr dapmaueBTUYECKN NPUEMIEMbIX UHEPTHbIX
aaep; u

(b1) nonyyeHne BTOPOro MHOXeCTBA nNenneT nNMPUAOKCUMHA WNn  ero
hapmayeBTMYECKM NPUEMSIEMON COMU € MOAUPULMPOBAHHLIM  BbICBODOXAEHUEM
nocpeacTBOM MOKPbLITUS NEnneT NUPUAOKCUHA NN ero apmMmayeBTUYECKN NPUEMNEMon
COMN, UMEILMX BHYTPEHHUM aKTUBHBIA CIIOW MOKPLITUSA, MYTEM HEMNPEPbLIBHOMO WU
NepruoaMHECKOro pacnbinNeHns XXnakon cmecn, cogepxawlen ot 1,0 go 7,5 macc.% ogHoro
unu Bonee KULWEeYHOPacTBOPUMbIX NOKpbiBatowmx areHtoB, ot 10,0 go 35,0 macc.%
OAHOro nnm 6onee MoKPbIBAKOLMX areHToOB C MOAUMUUMPOBAHHBIM BbICBOOOXAEHNEM B
MaccoBOM coOTHowleHun oT 595 po 30:70, M BO3MOXHO OfHO unu 6Gonee
hapmaueBTUYECKM NPUEMMNEMbIX  BCMOMOraTernbHbIX BELWEeCTB, W  MNOCPeACTBOM
fobaBneHns, O4HOBPEMEHHO UMM NOoYepenHO, CMECU B BUAE NOPOLLKA, COAepKallen
0AaHO unu 6Gonee aHTUCNEXUBATENEN, BO3MOXHO OAWMH UNu Oonee nopoobpasyroLymx
areHToB M, BO3MOXHO, OAHO wunu Oonee (papmaueBTUYECKN  NPUEMMNEMbIX
BCMOMOraTenbHbIX BELLYECTB, F4e. MECTHas CKOPOCTb MOTOKa NMpPpW pacnbiieHUn Cmecw,
cogepxawien nokpbiTne, coctaenser ot 0,30 go 9,00 r/mMuH Ha kr cdapmaueBTUYeCKn
npueMneMbIX MHEPTHbIX SAEP; N MeCTHas CKOpOCTb foOaBneHuss TBEPAbIX BELLECTB
cvecn B TBepaon cdopme coctasnsiet ot 0,10 go 40,00 r/MmnH Ha Kkr cdbapmaueBTUHECKU
npueMnemMbIX UHEPTHbIX S4ep.

TepMUH «CpeaHas CKOPOCTb MOTOKa MPWU PachbIIEHNN» OTHOCUTCS K CpeaHen
CKOPOCTU pacrbiEHNA Ha NPOTSXKEHUN LMKNa, KOTOpas COOTBETCTBYET TaKKe CpeaHen
CKOPOCTU pacnblfieHnst COOTBETCTBYIOLLEN CTaanmn NOKPbITUA, MOHMMAas €€, Kak pesynbTaT
AeneHns obwero KOMMYecTBa, pPacnbiiiEMOro Ha MPOTSHKEHWM UMKNa, Ha nNepuoj
BpeMeHM, TpebyoLWmncs ANs 3aBepLUEHUA 4aHHOMO LMKNa, KOTOPbIA ABASETCS TakuM e
pesynbTaTtoMm geneHns obLlero KOnmMyecTsa MXUAKOM CMECK, NOANEXallen pacnbineHUo
BO BpPEMS CTaguu NOKPbITUS, Ha Bpems, Tpebyemoe anea 3aBepLUeHMs CTagumn NOKPbITUS,
koTopas OOblYHO BblpaXeHa B [/MWH UMW B AAHHOM [AOKYMEHTE TakkKe B /MWUH Ha Kr
hapmaleBTMYECKM MPUEMMNEMbIX WHEPTHbIX agep. CpeaHio CKOPOCTb MOTOoKa npu
pacnbifieHMN MOXHO WM3MEPSTb NMOObIM M3BECTHbIM CMOCOBOM COBPEMEHHOIO YPOBHSA

TexHukn. W, TEPMUH «MeCTHaA CKOPOCTb MOTOKa MNpu pacnblieHUm» OTHOCUTCA K
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peanbHOMW CKOPOCTU MOTOKa, paccmaTtpuBas OauH unm  Oonee  pacnbinuTenen,
paboTaloLux napannensHo B OAHO U TO K& BPEMSI B CUCTEME pacrbiUTENEN, KOTOPYIO
npeanaraet KomOuHaumsi (COBOKYMHOCTb) BCEX pacnbinMTENen [aHHOW CUCTEMbI
pacnbINUTENen, korga AaHHble pacnbinuTenu padoTarT (OCYLECTBRSIOT pachbifieHne).
MecTHasi CKOPOCTb MOTOKA MPWU PacnbIIEHUN MOXET ObiTb M3MEpPEHa MOObIM N3BECTHBIM
cnocobom COBPEMEHHOTO YPOBHSI TEXHUKW. B Lensx HacToswero n3obpeteHns «MecTHas
CKOPOCTb MOTOKa MPWU pacnbiNieHUN» U3MEPSIETCA MOCPEACTBOM MpeaBapuUTENbHON
KanmbpoBKN COOTBETCTBYIOLLEIO Hacoca pacnblUTENen, ANs ONPeAeneHHOro 3HaYeHus
KayaHusl, OCYLLECTBNSSA AerneHue pacrnbingemMoro obbema Ha BpeMsi, Ha MPOTSHKEHWM
KOTOpOro paboTaer Hacoc, UM UCMOMNb3yst MAacCOBbIA AATYMK UMW U3MEPUTENb CKOPOCTU
MoTOKa BO BPEMS BPEMEHHOrO nepuoja pacnbineHus. Takum obpas3om, pasnuume Mexay
«CPefHEen CKOPOCTbIO MOTOKA MPU PacrbifIEHUN» U KMECTHOW CKOPOCTbIO MOTOKa Mpu
pacnbINeHMn» 3aknioyaeTcs B TOM, YTO MECTHAasi CKOPOCTb NMOTOKa NpeacTasnsieT cobon
peanbHyl0 CKOPOCTb MOTOKa, KOTOPYI MnpejnaraeTr cuctema pacnbinutenen, Koraa
paboTaeT (OCyLeCTBNSET pacnbifieHne), N CpeaHss CKOPOCTb NOTOKa MPWU pacnbifieHun
npeacTaBnseTr cobon cpeaHee Ha MNPOTSKEHUM UMKNa Wnn CTaguu  NoKpbiTva (1
pacnbinsemMon MXUAKON cmecu B MUHYTY). O4eBUAHO, CpPeaHsAs CKOPOCTb MOTOKa npwu
pacnbiNeHUN HWXe, YeM MECTHasi CKOPOCTb MOTOKa MpW PacnblfiEHUU, KOraa XUAKYHO
CMeCb pacnbinaloT MNEePUOSUYECKM, U paBHaA €W, KOraa >XMAKYI CMEeCb pacnbinsioT
HEeNpPepbIBHO.

TepMUH «CpefHsin CKOpOCTb A00aBneHust TBEPAbIX BELLUECTB» OTHOCUTCH K
cpeaHen ckopoctn pobaBneHus TBEPAOW cmecun B hOpMe MOpOoLUKA Ha MPOTSHKEHUU
UMKna, KoTopasi COOTBETCTBYET TaKxke CpeAHen CKopocTM fobaBneHust nopoLuka
COOTBETCTBYIOLLEN CTagun MOKPbITUS, MOApasymeBasi Noj Hen pesynbTaT AeneHus
obuwjero [o6aBnseMoOro KonmMyecTBa Ha MNPOTSKEHUM UMKNa Ha Nepuoj BPEMEHW,
Tpebyembli ANs 3aBEPLUEHUS] JAHHOMO LMKNA, KOTOPbIA SBMSIETCS TEM e pe3ynbTaToM
AeneHns obljero KonuyecTsa TBEPAOro BeLECTBa/MOPOLLKa/CMECH, MOoAnexallero
A00aBNeHNIo, Ha NPOTSPKEHWUN CTaLUM MOKPLITUS, Ha BpeMmsi, Tpebyemoe Ans 3aBepLUeHus
AaHHOW CTagumn NOKPbITUS, OObIYHO BblpaXKeHa B I/MVH U B 4@HHOM AOKYMEHTE Takke B
r/MUH Ha Kr dpapmaueBTUYEeCKM MNPUEMMNEMbIX WHEPTHbIX saep. CpepHee CKOPOCTU
gobaBneHns TBEPAbIX BELIECTB MOXHO U3MEPSTb NOObIM  U3BECTHbIM  CNOCOOOM
COBPEMEHHOIO YPOBHSA TEXHUKW. M, TEPMUH «MECTHas CKOpPOCTb Ao0GaBneHUs TBEpAOro
BELleCTBa» OTHOCUTCS K peanbHOM CKOpoCcTM AobaBneHuss TBEPAOro BELLECTBA,
COOTBETCTBYIOLLEN TOW, KOTOPYIO NpeanaraeT yCTPOWUCTBO No4a4vyn BUHTOBOIO KOHBENEPA,
UNn paxe CKOpOCTM AobaBneHusi, koTopasi COOTBETCTBYET KONMMYeCTBy, AobaBnsiemomy

BPYYHYIO, 32 KOPOTKMA nepuos BpemeHun, Tpebyembin ansi pobaBneHuss TBeEpAoro
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BELleCTBa BpPY4YHY0. MeCTHYIO CKOpOCTb A00aBneHNss TBEPAOrO BELLUECTBA MOXHO
n3mepaTe MbbIM U3BECTHLIM CMOCOBOM COBPEMEHHOIO YPOBHSA TeEXHMKW. B uyensax
HacTosIlero wm3obpeTeHns «MeCcTHasi CKOpoCTb AobaBneHust TBEpAOro BeLjecTBay
N3MepSIETCS NOCPELCTBOM NPEABaAPUTENBHON KanMOpOBKM COOTBETCTBYHOLLENO BUHTOBOMO
yCTpOMCTBa ANs nojayn Wunu nocpeACcTBOM B3BELLUMBAHUSA KONMMYECTBA MOPOLLIKA,
A00aBNSEMOro BPY4YHYH0, Ha MPOTSHKEHUN Nepuoja BpeEMeEHU, TpebyemMoro Ast MECTHOMO
pobaeneHus. Takum obOpasom, pasHMua Mexay «CpeaHum CckopocTn pobasneHus
TBEPAOro BELecTBa» W «MECTHOM CKOpPOCTbIO AobaBneHns TBEpAoro BeljecTsa»
3aKMYaeTcs B TOM, YTO MECTHasi CKOpOCTb Ao0aBneHust nopoLlka npeacrasnseT cobon
peanbHyl0 CKOPOCTb A00aBNEHUs, KOTOPYH NPEeAoCTaBNsiET BUHTOBOE YCTPOWCTBO
nojgadn unun Tawkke npegocrasnsieT gobaBneHne BPYYHYO (C MOMOLLbIO nonaThl), Koraa
npoucxoautT pobaBneHne nopollka, WM CpejHss CKOpoCTb Ao00aBneHus nopoLuka
npeacTaBnsieT cobon cpefHee Ha MNPOTSKEHWM LUMKNa WNU Ha MNPOTSKEHUN CTagum
nokpbitnss  (r gobasnsiemoro nopowka B MuHYTY). O4yeBMAHO, CPeaHss CKOPOCTb
AobaBneHns nopoLuka HWKe, YeM nokanbHas CKOpOCTb A06aBneHWs nopoluka, korga
XMAKYIO CMECb pacnbInsioT NEPUOANYECKM, N NOPOLLOK A06aBNAIOT O4HOBPEMEHHO UMK
nooYepeaHo, 1 Koraa Xuakyto CMecb pacnbinsioT HENPEPbIBHO, HO NOPOLLOK f06aBnsioT
NnooYepesHo, N paBHa MECTHOW CKOPOCTM J00aBNEHUS MOPOLLKA, TOMbKO KOrAa KMAKYHo
CMEeCb pacnbINsOT HEMPEPbIBHO, U MOPOLLIOK A06aBNAT O4HOBPEMEHHO.

Bbipa)KeHne «COOTHOLLEHME CPEeAHEeN CKOPOCTM MOTOKa MpY pacrbifIEHUN CMECH,
coaepalien MOoKpblBaloLWMe areHTbl, U CPeAHEro CKopocTM A00aBneHUs TBEPAbIX
BELLECTB» OTHOCMTCS K B3aUMOCBA3M Mexay obenmmn ckopocTsiMu. [JaHHOe COOTHOLLEHUE
MOXHO W3MEPUTb NOCPEACTBOM JENEHUs OAHOro Ha Aapyroe. W, BbipaxeHue
«COOTHOLLEHME MECTHOW CKOPOCTU MOTOKa MpU pacnbifEHUN CMECKH, COAepKaLlen
MOKPbIBAKOLUME areHTbl, MU MECTHOM CKOPOCTblO AobaBneHnss TBEPAOro BeLecTBay
OTHOCUTCS K B3aMMOCBA3N Mexay obevMu CKopoCTAMU. [JaHHOE COOTHOLLEHWE MOXHO
N3MepUTb NOCPEACTBOM AENEHUS O4HOMO Ha Apyroe.

Kak packpbiTO BbIle, MHOMOEAMHWYHAsS NeKapCTBEHHast opma Mo nepsBoMy
acnekTy M3o0peTeHusi, Kak OMpPeAEeNneHO BbIle, BO3MOXHO COAEPXUT MPOMEXKYTOYHbIN
CNOW MOKPbITUS C BLICBOOOXAEHMEM B KULLEYHUKE, cogepXkawuin oauH unm Bonee
KMLLEYHOPACTBOPMMbIX MOKPbIBAOLUMX areHToB, OAUH Mnn Oornee aHTucnexusaTenen,
BO3MOXHO OAWH nnun 6onee nopoobpasylolmx areHToB; U BO3MOXHO OgHO unu Gonee
dhapmaueBTU4ECKN NPUEMIEMbIX BCOMOraTeNbHbIX BELLECTB.

B ogHom BonmoweHun crnocob no M30OPETEHWMIO BKMOYAET  MOMy4YeHue
MHOFO€ANHNYHOW NEKAPCTBEHHOW (POpPMbI MO MNEPBOMY achnekTy Wu300peTeHus, Kak

onpefeneHo Bbllle, BKMIOYAET MPOMEXYTOYHbLIN CrOW MOKPbITUS C BbICBOOOXAEHNEM B
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KALEYHMKE, COAepXalnhn oauH unn Bonee KUWEYHOPACTBOPUMMbIX MOKPbIBAOLLMX
areHToB, WU oAMH wWnNM 6Oonee aHTUCNEeXuBaTenen, BO3MOXHO OAMH wunu Oonee
nopoobpasyloWmnx areHToB, U BO3MOXHO OAHO wunu 6Gonee apmayeBTUYECKU
npuemnemMbIx BCNOMOraTenbHbIX BELLECTB.

B ogHOM BOMMoOLWeHWn, rae MHOroeAnHNYHasa nekapcreeHHas opma no nepsomy
acnekTy Wn300peTeHus, kak OMpPeAeneHO BblE, COAEPXKUT MNPOMEXYTOUYHbLIA CrOWn
MOKPbITUS C BbICBOOOXAEHMEM B KULLIEYHMKE, Torga cnoco® AOMOMHUTENbHO BKMOYaeT
npeaBapuUTEnbHYIO CTaaMIo NOKPbITUS NO OTAEMNBbHOCTHU:

(a2) nennet pokcunammHa unu ero apmMaueBTUYECKA MPUEMMNEMON COMK,
UMEIOWNX BHYTPEHHUW aKTMBHbIA CMOW  MOKPbLITUS MyTEM HEMPEepbIBHOrO  WUNnn
NepuoanNYECcKoro pacrnbleHns XUAKOW CMeCcWn, coaepxawen oauH wnn  bonee
KMLLIEYHOPAaCTBOPUMbBIX MOKPbIBAKOLMX areHToB U BO3MOXHO OAHO wunu Bonee
hapmayeBTUYECKM NPUEMIIEMbIX BCMIOMOraTerbHbIX BELLECTB; U

(b2) hapmayeBTUYECKM NPUEMIIEMOrO MHEPTHOIO S4pa NYTEM HENPEPLIBHOrO UMK
NepuoaMYECcKOro pacnbiNeHUs KUAKOW CMmecu, coaepxaljen oauH wunu  Gonee
NMOKPbIBAIOLUMX areHToB, TepaneBTUYeckn IPPEeKTUBHOE KONMUYECTBO MUPUAOKCUHA WUNA
ero apmaueBTMYEeCKM MNpMEMIIEMOM COMM U BO3MOXHO OAHO wunn  Gonee
hapmaLeBTUHECKM NPUEMIIEMbIX BCMIOMOraTebHbIX BELLECTB.

B ogHOM BOMMOLWEHWM, rae MHOroeAuHNYHas nekapcTBeHHas popma no nepsomy
acnekTy Wn300peTeHus, Kak OnpeaeneHo Bblle, COAEPXKUT MNPOMEXYTOUYHbIA CrOWn
MOKPbITUSI C BbICBOOOXAEHNEM B KULLEYHMKE, B TakOM criydae crnocob AONONHUTEMNBbHO
BKITHOMAET NpeaBapuUTENbHYO CTauNlo NOKPLITUSA B OTAENbHOCTU:

(a2) nennet pokcunammHa unu ero apmMaueBTUYECKA NPUEMNEMON COMK,
UMEIOLNX  BHYTPEHHWA aKTUBHbIA CMOW  MOKPbITUSA, MyTEM HEMNPEPbIBHOrO  UNn
NepuoanHeckoro pacnbieHns >XUAKOW CMeCcKu, coaepxawjen oguH wunn  Gonee
KMLWEYHOPAaCTBOPUMbIX MOKPbIBAOLUX areHToB W, BO3MOXHO, OAHO wunu 6Gonee
hapmaueBTUYECKM NPUEMMEMbIX BCMOMOraTeslbHbIX BELWEeCTB, W  MNOCPeACTBOM
aobaBneHns, 04HOBPEMEHHOIO UM NOOYEPELHO, CMECU B TBEPAON hopMe, coaepKaLlen
oavH unu 6Gonee aHTUCNEXuBaTenen, BO3MOXHO OAMH UNu Gonee nopoobpasyroLymx
areHToB 1, BO3MOXHO, o0AHO wunu OGonee (apmaueBTUYECKN MNPUEMINEMbIX
BCMOMOraTerbHbIX BELLECTB; U

(b2) dbapmaueBTNYECKN NMPUEMIEMOrO MHEPTHOMO S4pa NyTeEM HEMPEPLIBHOMO UMK
NepuoaNHECKOro pacrnbiMeHns XUAKOW CMeCK, coaepxawen oguH wnn  bonee
MOKPbIBAIOLUMX areHTOB, W, BO3MOXHO, OAHO nnn 6onee cdapmaueBTMYECKM NPUEMMNEMbIX
BCMOMOratenbHbIX BELYECTB; W NOCPeACTBOM JobaBneHns, OAHOBPEMEHHO WA

nooyepefHo, B OpMe nMOpoLKa TepaneBTUYECKn 3PPEKTUBHOIO KONMYecTea
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NMMPUAOKCMHA UK ero hapmayeBTUYEeCKU NPUEMNEMON COMN U, BO3MOXHO, OLHOrO Unn
Bonee dhapmauyeBTUYECKN NPUEMIEMbIX BCMOMOraTenbHbIX BELLECTB.

B ogHOM BOMMoOLWEHWW, rae MHOroeAuHNYHasa nekapcreeHHas opma no nepsomy
acrnekTy Wn300peTeHus, kak OnMpPeAeneHO BblE, COAEPXKUT MNPOMEXYTOUYHbLIA CION
MOKPbITUS C BbICBOOOXAEHNEM B KULLEYHUKE, B TakOM criyyae, cnoco® AOnOnHUTENBHO
BKITOMAET NpeBapuUTeNbHYIO CTaunio NOKPLITUA B OTAENbHOCTU:

(a2) nennet pokcunammHa unu ero apmMaueBTUYECKA MPUEMMNEMON COMK,
UMEIOLNX BHYTPEHHWA aKTUBHbIA CMOW  MOKPbITUA, MYTEM HEMNPEpPbIBHOrO WA
NepuoanNYECKOro pacrbifiEHNs XUAKON cMecun, cogepxailen ot 5 go 15 macc.% ogHoro
nnu 6onee KULWEYHOPACTBOPUMbIX MOKPLIBAIOLLMX areHTOB U BO3MOXHO O4HO unu 6onee
hapmaueBTUYECKM NPUEMMNEMbIX  BCMOMOraTerflbHbIX BELWEeCTB, W  MOCPeACTBOM
pobaBneHns, O4HOBPEMEHHO UMM NOoYepesHo, cmecu B nopollke oT 5,0 4o 6,5 r Ha «kr
dapmaLeBTU4ECKN NPUEMIEMbIX MHEPTHBIX SAEP CMECU B TBEPAOWN hopme, cogepallen
OAMH unn Oonee aHTUCneXuBaTenen, BO3MOXHO OAWH unu Gonee nopoobpasyroLmx
areHToB M BO3MOXHO ©OAHO wunn  6onee dapmayeBTUYECKM  NpUeMneMbIX
BCMOMOrarernbHbIX BELLECTB;

n

(b2) hapmaueBTUHECKM MPUEMIEMOrO  WHEPTHOro  sapa  nocpeacTBOM
pacnbifieHns, OLHOBPEMEHHO UMM MOOYEPEHO, XMAKOW cmecn, coaepxawen ot 20
macc.% p0 45 macc.% ogHoro unu 6onee NoKpbIBAOLUX areHTOB 1 BO3MOXHO OA4HO UMK
Bonee apmauyeBTNYECKN NPUEMMNEMbIX BCMOMOraTenbHbIX BELWECTB; U MOCPeACTBOM
fobaBneHus, OAHOBPEMEHHO WM MOOYEpPeHO, B (Popme nopoluka TepaneBTUYECKU
3 PEKTMBHOrO KONMYECTBa NMPUAOKCUMHA UK ero hapmaueBTUYECKU NPUEMIEMON COMnu
N BO3MOXHO OAHO wnu 6Gonee dapmaleBTUYECKN NPUEMIIEMbIX BCMNOMOraTenbHbIX
BELLECTB.

B ogHOM BOMMOLWEHWM, rae MHOroeAuHNYHasa nekapcTBeHHas popma no nepsomy
acnekTy Wn300peTeHus, Kak OnpeAeneHoO Bblle, COAEPXKUT MNPOMEXYTOYHbLIA CION
MOKPbITUST C BbICBOOOXAEHNEM B KULLEYHMKE, B TakOM criydyae crnocob AONONHUTEMNBbHO
BKITOMAET NpeaBapuTENbHYIO CTauNilo NOKPbITUSA B OTAENbHOCTU:

(a2) nennet pokcunammHa unu ero hapMaueBTUYECKA NPUEMMNEMON COMN,
UMEIOLNX  BHYTPEHHWA aKTUBHbIA CMOW  MOKPbITUA, MYTEM HEMNPEPbIBHOrO UK
NepuoagnNHEcKoro pacnbieHns XUAKOW CMeCK, copepxawen oauH wnn  bonee
KMLLIEYHOPaCTBOPUMbBIX MOKPbIBAKOWMX areHToB U BO3MOXHO OAHO wunu Bonee
hapmaueBTUYECKM NPUEMMNEMbIX BCMOMOraTenbHbIX BELWECTB, W  MNOCPEACTBOM
JobaBneHnsi, O4HOBPEMEHHO UINM NMOOYEPELHO, CMECKU B TBEPAOU hopme, coaepkallen

oavH unn 6Gonee aHTUCNEXMBATENEW, BO3MOXHO OAMH uUnu Gonee nopoobpasyroLymx
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areHToB M BO3MOXHO OfHO wunu 6Honee hapmaleBTMYECKM  MpUEMMEMbIX
BCMOMOrarTenbHbIX BELLYECTB; FAe CpeAHee CKOPOCTM MOTOKa Mpu pacnbifieHnuM cmecw,
cogepallen KMwe4yHopacTBoOpuUMbIE NOKpbIBaKOLWME areHTbl, coctasnsieT ot 0,30 go 3,00
r/MUH Ha Kr papmaleBTUYeCKn NpUeMneMbIX MHEPTHBIX SAEP; U

(b2) dbapmaueBTNYECKN NMPUEMIEMOrO MHEPTHOO S4pa NyTEM HEMPEPLIBHOMO UMK
NepuUoOANYECKOro pacrnbleHns XUAKOW CMECK, coaepxawen oauH wnn  bonee
MOKPbIBAIOLUMX areHTOB U BO3MOXHO OAHO unu Gonee dapmaueBTUYECKUM NpUEMMEMbIX
BCMOMOrartenbHbIX BELEeCTB; U MNOCPeAcTBOM JobaBneHuns, OAHOBPEMEHHO WA
nooyepefHo, B opme nopowka TepaneBTUYECKU IPPEKTUBHOIO KONUYecTea
NMUPUAOKCMHA UK ero papmaueBTUYECKN NPUEMIEMON COMU U BO3MOXHO OAHOro Unu
Bonee dapmaueBTUYECKM MpPUEMIEMbIX BCMOMOraTenbHbIX BELUECTB; rAe. CpefHss
CKOPOCTb MOTOKa MNPW pacrbifieHnM CMeCU, COAEepXallen MOKPbIBaOLWME areHThbl,
coctasnaet ot 0,30 go 4,50 r/MmmH Ha Kr papmaueBTUHECKN MPUEMMNEMbIX UHEPTHbIX
anep.

B ogHOM BOMMoLweHun, rae MHOroeAnHNYHasa nekapcreeHHas opma no nepsomy
acnekty u3obpeTeHus, Kak OnpefeneHo Bbille, COAEPXUT MNPOMEXKYTOUHbIA CrOW
MOKPbITUSI C BbICBOOOXAEHMEM B KULLEYHMKE, Torga cnoco® AOMOMHUTENbHO BKMOYaeT
npeaBapuUTENbHYO CTaAMI0 NOKPbITUS B OTAEMNbHOCTH:

(a2) nennet pokcunammHa unu ero apmMaueBTUYECK NPUEMMNEMON COMK,
UMEIOLNX  BHYTPEHHWA aKTUBHbIA CMOW  MOKPbITUSA, MYTEM HEMNPEPbIBHOrO  UNn
NepuoanYeckoro pacnbiNeHns >XUAKOW CMeCcWu, coaepxawleln oauH wunn  bonee
KMLEYHOPAaCTBOPUMbIX MOKPbIBAKOWMX areHToB U BO3MOXHO OAHO wunu Gonee
hapmaueBTUYECKM  MNPUEMMNEMbIX  BCMOMOraTernbHbIX BELWEeCTB, W  MNOCPeACTBOM
JobaBneHns, 0O4HOBPEMEHHO UMK NMOOYEPEAHO, CMECU B TBEPAOU hopme, coaepkallen
oavH unu 6onee aHTUCNEXuBAaTenen, BO3MOXHO OAWMH UNu Gonee nopoobpasyroLymx
areHToB M BO3MOXHO OAHO wunu Gonee apmaueBTMYECKM  MpUEMMEMbIX
BCMOMOraTenbHbIX BELECTB; M4e MECTHasi CKOPOCTb MOTOKa MNPV pacrnbifieHnM CMmecw,
cojepxallen KMwe4yHopacTBoOpuUMbIE NOKpbIBaKOLWME areHTol, coctasnseT ot 0,30 go 8,00
r/MUH Ha Kr papmayeBTUYECKN NPUEMMEMbIX MHEPTHBIX SAEP; U

(b2) dbapmaueBTNYECKN NPUEMIEMOrO MHEPTHOMO S4pa NyTEM HEMPEPLIBHOMO UMK
NepuoanNHEcKoro pacnbieHns XUAKOW CMeCK, copepxawen oguH wnn  bonee
NMOKPbIBAIOLUMX areHTOB U BO3MOXHO OAHO unu 6onee gapmaueBTUYECKM NPUEMIIEMbIX
BCMOMOratenbHbIX BELYECTB; W MNOCPeACTBOM JobaBneHns, OAHOBPEMEHHO WA
nooyepefHo, B opmMe nopowKa TepaneBTUYECKM 3SMPEPOEKTUBHOIO KONMYecTea
NMMPUAOKCMHA MK ero apmaueBTUYECKN NPUEMIIEMON COMU U BO3MOXHO OAHOro Unu

fonee apmaueBTUHECKM MNpUEeMIEMbIX BCMOMOraTenbHbiX BELecTB;, rae: MecTHas
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CKOPOCTb MOTOKa MNPU pacrnbifieHnM CMeCU, COAEpXallen MOKPbIBaOLWME areHThbl,
coctasnset oT 0,30 ao 9,0 r/M1H Ha Kr hapmaueBTUYECKU MPUEMMEMbIX MHEPTHbLIX S4ep.

B ogHOM BOMMoOLWEHWW, rae MHOroeAuHNYHasa nekapcreeHHas opma no nepsomy
acrnekTy Wn300peTeHus, kak OnMpPeAeneHO BblE, COAEPXKUT MNPOMEXYTOUYHbLIA CION
MOKPbITUS C BbICBOOOXAEHVEM B KULLEYHMKE, B TakOoM criyyae crnoco® AONONHUTEMNBbHO
BKITOMAET NpeBapuUTeNbHYIO CTaunio NOKPLITUA B OTAENbHOCTU:

(a2) nennet pokcunammHa unu ero apmMaueBTUYECKA MPUEMMNEMON COMK,
UMEIOLNX BHYTPEHHWA aKTUBHbIA CMOW  MOKPbITUA, MYTEM HEMNPEpPbIBHOrO WA
NepuoaNYECKOro pacrnblieHUs XUAKOW CMeCK, coaepxawen oauH wnn  bonee
KMLLIEYHOPACTBOPUMbBIX MOKPbIBAIOLMX areHToB U BO3MOXHO OfHO wunu Oonee
hapmaueBTUYECKM NPUEMMNEMbIX  BCMOMOraTerflbHbIX BELWEeCTB, W  MOCPeACTBOM
pobaBneHns, O4HOBPEMEHHO UM NOoYepeaHO, CMECU B TBEPAON bopme, coaep kallen
oAMH unn Gonee aHTUCneXuBaTenen, BO3MOXHO OAWH unu Gonee nopoobpasyroLmx
areHToB M BO3MOXHO ©OAHO wunn  6onee dapmayeBTUYECKM  MpUeMMeMbIX
BCMOMOraTenbHbIX BELUeCTB; rae cpejHee ckopoctun fobaBneHus TBEpPAbIX BELLECTB
cvmecu B TBepaon opme coctasnsiet ot 0,025 go 0,40 r/mMUH Ha Kr papmaleBTUHECKM
npueMneMbIX UHEPTHbIX S4ep; U

(b2) dbapmaueBTNYECKN NPUEMIEMOrO MHEPTHOO Si4pa NyTEM HEMPEPLIBHOMO UMK
NepuoagnYeckoro pacnbiNeHns >XUAKOW CMeCcWu, coaepxawleln oauH wunn  bonee
NMOKPbIBAIOLUMX areHTOB U BO3MOXHO OAHO unu 6onee gapmaueBTUHECKM NPUEMIIEMbIX
BCMOMOratenbHbIX BELECTB; W MNOCPeACTBOM AobaBneHnsi, OAHOBPEMEHHO WM
nooyepefHo, B opmMe nopolka TepaneBTU4eckn 3MPEPEKTUBHOIO KONM4ecTasa
NMMPUAOKCMHA MK ero hapmayeBTUYECKN NPUEMIEMON COMU U BO3MOXHO OAHOro Unu
Bonee dapmaueBTMHECKM MPUEMMEMbIX BCMOMOraTenbHbIX BELECTB, rAe. cpeaHee
ckopocTn gobaBneHus TBEpAbIX BeLeCTB nopowka cocrasnset ot 0,50 go 9,0 r/mmH Ha
Kr dhapmMaLeBTUYECKN NMPUEMITEMbIX UHEPTHbIX S4ep.

B ogHOM BOMMOLWEHWN, rae MHOroeAuHNYHasa nekapcTBeHHas opma no nepsomy
acnekTy Wn300peTeHus, Kak OnpeAeneHO BblE, COAEPXKUT MNPOMEXYTOYHbLIA CION
MOKPbITUS C BbICBOOOXAEHMEM B KULLEYHMKE, Torga cnocob AOMOMHUTENbHO BKMOYaeT
npeaBapuUTENbHYO CTaAMI0 NOKPbITUS B OTAEMNbHOCTH:

(a2) nennet pokcunammHa unu ero apmMaueBTUYECKA NPUEMMNEMON COMK,
UMEIOLNX  BHYTPEHHWA aKTUBHbIA CMOW  MOKPbITUA, MYTEM HEMNPEPbIBHOrO  UNn
NepuoaNHECKOro pacrnblieHns XUAKOW CMEeCK, coaepxawen oguH wunn  bonee
KMLEYHOPAaCTBOPUMbBIX MOKPbIBAKOWMX areHToB U BO3MOXHO OAHO wunu Bonee
hapmaueBTUYECKM NPUEMMEMbIX BCMOMOraTernlbHbIX BELWECTB, W  MNOCPEACTBOM

JobaBneHns, O4HOBPEMEHHO UM NOOYEpPEeaHO, CMECU B TBEPAON hopme, copepKallen



10

15

20

25

30

35

73

oavH unn 6Gonee aHTUCNEXMBATENEW, BO3MOXHO OAMH Mnu Gonee nopoobpasyroLymx
areHToB M BO3MOXHO OAHO wunu 6Honee hapmaueBTMYECKM  MpUEeMMEMbIX
BCMOMOrartenbHbIX BELLECTB; r4e MeCTHas CKOpocCTb JoOaBrneHusa TBepAoro BeLlecTBa
cmecn B TBepaon cdopme coctasnset ot 0,025 o 0,40 r/MyH Ha Kr dhapmaleBTUYECKU
npuemMnemMbIX UHEPTHbIX S4ep; U

(b2) dbapmaueBTNYECKN NMPUEMMEMOrO MHEPTHOMO S4pa NyTEM HEMPEPLIBHOMO UMK
NepuoaNYECKOro pacrnblieHUs XUAKOW CMEeCK, coaepxawen oauH wnn  bonee
MOKPbIBAIOLUMX areHTOB U BO3MOXHO OAHO unu Bonee dapmaueBTUYECKM NpUEMMEMbIX
BCMOMOrartenbHbIX BeLJeCcTB, U nocpeicTBOM Ao0aBneHusi, OJHOBPEMEHHOIO WU
nooyepefHo, B opmMe nopowka TepaneBTUYeCKkn 3IPPEKTUBHOIO KONUYecTea
NMMPUAOKCMHA UK ero papmaueBTUYEeCKn NPUEMEMON COMU U BO3MOXHO OJHOro Unu
Bbonee dapmayeBTUYECKN MPUEMMEMbIX BCMOMOraTernbHbIX BELUECTB; rae. MeCTHas
CkopoCTb gobaBneHnsa TBepAOro selectsa nopollka cocrasnseT ot 0,95 go 40,0 r/muH
Ha Kr papmaLeBTUYECKM NPUEMMNEMbIX UHEPTHbIX SAEp.

B ogHOM BOMMoLweHun, rae MHOroeAuHNYHasa nekapcreeHHas opma no nepsomy
acnekty u3obpeTeHus, Kak OnpefeneHo Bbille, COAEPXUT MPOMEXKYTOUHbIA CroW
MOKPbITUSI C BbICBOOOXAEHMEM B KULLEYHMKE, Torga cnoco® AOMOMHUTENbHO BKMOYaeT
npeaBapuTENbHYO CTaAMI0 NOKPbITUS B OTAEMNBbHOCTH:

(a2) nennet pokcunammHa unu ero apmMaueBTUYECK NPUEMMNEMON COMK,
UMEIOLNX  BHYTPEHHWA aKTUBHbIA CMOW  MOKPbITUSA, MYTEM HEMNPEPbIBHOrO  UNn
NepuoanYeckoro pacnbiNeHns >XUAKOW CMeCcWu, coaepxawleln oauH wunn  bonee
KMLEYHOPAaCTBOPUMbIX MOKPbIBAKOWMX areHToB U BO3MOXHO OAHO wunu Gonee
hapmaueBTUYECKM  MNPUEMMNEMbIX  BCMOMOraTernbHbIX BELWEeCTB, W  MNOCPeACTBOM
fobaBneHusi, O4HOBPEMEHHOrO WNU MOOYEPEAHO, cmecu B TBEpAouM dopwme,
cogepxawen oguH unn Oonee aHTUCNEeXuMBaTenen, BO3MOXHO OaAuH unn 6Bonee
nopoobpasylolmnx areHToB M BO3MOXHO OAHO wunun 6Gonee hapmaleBTUNHECKM
npuemMnemMbIX BCMOMOraTenbHbIX BELECTB; r4e COOTHOLLEHME CPeAHEN CKOPOCTU MOTOKa
npyv pacnbiNEeHUNn CMEeCH, CopepKaliel MNOKPbIBalLMe areHTbl, U CPELHEro CKOPOCTU
JobaBneHns TBepAblX BELLECTB CMECK B TBEPAOM hopme cocTaBnsaeT oT 85:15 go 95:5; u

(b2) dbapmaueBTNYECKN NPUEMIEMOrO MHEPTHOMO S4pa NyTEM HEMPEPLIBHOMO UMK
NepuoanNHEcKoro pacnbieHns XUAKOW CMeCK, copepxawen oguH wnn  bonee
NMOKPbIBAIOLUMX areHTOB U BO3MOXHO OAHO unu 6onee gapmaueBTUYECKM NPUEMIIEMbIX
BCMOMOratenbHbIX BELYECTB; W MNOCPeACTBOM JobaBneHns, OAHOBPEMEHHO WA
nooyepefHo, B opmMe nopowKa TepaneBTUYECKM 3SMPEPOEKTUBHOIO KONMYecTea
NMMPUAOKCMHA MK ero apmaueBTUYECKN NPUEMIIEMON COMU U BO3MOXHO OAHOro Unu

fonee apmMaueBTMYECKM NPUEMNEMbIX BCMOMOraTenbHbIX BELLECTB; r4e COOTHOLUEHNE
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CpeAHEen CKOPOCTU NOTOKA NPY PacnbINEHUN CMECU, coepIKaLlien NOKPbIBAKOLUE areHThbl,
N cpegHero ckopocTtn gobaBneHns TBepabIX BELWECTB cocTasnseT oT 25:75 go 40:60.

B ogHOM BOMMoOLWEeHWW, rae MHOroeAuHNYHasa nekapcreeHHas opma no nepsomy
acrnekTy Wn300peTeHus, kak OnMpPeAeneHO BblE, COAEPXKUT MNPOMEXYTOUYHbLIA CION
MOKPbITUS C BbICBOOOXAEHVEM B KULLEYHMKE, B TakOoM criyyae crnoco® AONONHUTEMNBbHO
BKITOMAET NpeBapuUTeNbHYIO CTaunio NOKPLITUA B OTAENbHOCTU:

(a2) nennet pokcunammHa unu ero apmMaueBTUYECKA MPUEMMNEMON COMK,
UMEIOLNX BHYTPEHHWA aKTUBHbIA CMOW  MOKPbITUA, MYTEM HEMNPEpPbIBHOrO WA
NepuoaNYECKOro pacrnblieHUs XUAKOW CMeCK, coaepxawen oauH wnn  bonee
KMLLIEYHOPAaCTBOPUMbBIX MOKPbIBAOLMX areHToB U BO3MOXHO OAHO wunu Oonee
hapmaueBTUYECKM NPUEMMNEMbIX  BCMOMOraTerflbHbIX BELWEeCTB, W  MOCPeACTBOM
pobaBneHns, O4HOBPEMEHHO UM NOoYepeaHO, CMECU B TBEPAON bopme, coaep kallen
oAMH unn Gonee aHTUCneXuBaTenen, BO3MOXHO OAWH unu Gonee nopoobpasyroLmx
areHToB M BO3MOXHO ©OAHO wunn  6onee dapmayeBTUYECKM  MpUeMMeMbIX
BCMOMOrarTenbHbIX BELLECTB; FAe CpeAHee CKOPOCTM MOTOKa Mpu pacnbifNeHuM cMmecw,
coaepallen Knwue4yHopacTBoOpuMble NOKpbiBaoLme areHTbl, coctasnsaeT ot 0,30 go 3,00
r/MUH Ha Kr papmaueBTUYECKN NPUEMMNEMbIX WHEPTHbIX SAEP, CPeAHee CKOPOCTU
JobaBneHus TBepAbIX BELECTB cmecu B TBepaon dopme coctasnsaeT 0,025 — 0,40 r/muH
Ha Kr dapmaueBTUYECKM MNPUEMIIEMbIX WHEPTHbIX S4ep; W COOTHOLUEHME CpeaHewn
CKOPOCTU MOTOKa MNpW pacnbifieHUN CMECK, COoAepKaller MNOKPbiBaLWMe areHTbl, W
cpeaHenm ckopoctn pobaBneHus TBEpAoro BewlecTBa CMeCU B TBEpAoOM dopme,
coctasnget oT 85:15 0o 95:5; n

(b2) hapmavneBTUHECKM NPUEMIEMOrO NHEPTHOIO S4pa NyTeM HENPEPLIBHOMO UMK
Nepuoanyeckoro pacnbieHns >XUAKOW CMeCcKu, coaepxawlen oguH wunn  bonee
MOKPbIBAIOLUMX areHTOB U BO3MOXHO OAHO unu 6onee apmaueBTUHECKM NPUEMIIEMbIX
BCMOMOratenbHbIX BELYECTB; W MNOCPeACTBOM JobaBneHnsi, OAHOBPEMEHHO WNN
nooyepefHo, B opmMe nopolKka TepaneBTU4eCKn 3MPEPEKTUBHOIO KONMYecTaa
NMMPUAOKCMHA MK ero apmauyeBTUYECKN NPUEMIIEMON COMU U BO3MOXHO OAHOrO UNu
Bonee dapmayeBTMYECKM MpPUEMMEMbIX BCMOMOraTenbHbIX BELUECTB, rAe. CpPenHss
CKOPOCTb MNOTOKa MNPW pacrnbifieHNM CMeCU, COAEpXKallen MNOKPbIBaKOLWME areHThbl,
coctasnsier or 0,30 go 4,50 r/MMH Ha Kr dhapmaueBTUYECKN MPUEMMEMbIX UHEPTHbIX
aaep, cpegHee ckopocTn pobaBneHns TBEPAbIX BewecTB nopowwka coctasnseT ot 0,50
40 9,0 r/MWH Ha Kkr doapmMaleBTUYECKN NMPUEMIEMbIX MHEPTHBIX S4EP, U A€ COOTHOLLEHNE
CpeAHEen CKOPOCTU NOTOKA NPY PachbINEHUN CMECU, CoepIKaLlien NOKPbIBAKOLNE areHThbl,

N cCpeaHero ckopocTtu AobaBneHns TBepabIX BELWECTB cocTasnsieT oT 25:75 go 40:60.
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B ogHOM BOMMOLWEHWW, rae MHOroeAuHNYHasa nekapcreeHHas opma no nepsomy
acnekTy Wn300peTeHus, kak OMpPeAeneHO BblE, COAEPXKUT MNPOMEXYTOYHbLIA CION
MOKPbITUS C BbICBOOOXAEHMEM B KULLEYHMKE, Torga cnocob AOMOMHUTENbHO BKMOYaeT
npeaBapuUTEnNbHYO CTaAMI0 NOKPbITUS B OTAEMNBbHOCTU:

(a2) nennet pokcunammHa unu ero apmMaueBTUYECKA MPUEMMNEMON COMK,
UMEIOLNX BHYTPEHHWA aKTUBHbIA CMOW  MOKPbITUA, MYTEM HEMNPEPbLIBHOrO WA
NepuoaNYECKOro pacrnblieHUs XUAKOW CMEeCK, coaepxawen oauH wnn  bonee
KMLLIEYHOPaCTBOPUMbBIX MOKPbIBAKOWMX areHToB W  BO3MOXHO OfHO wunu Oonee
hapmaueBTUYECKM NPUEMMEMbIX BCMOMOraTerbHbIX BELWECTB, W  MNOCPeACTBOM
pobaBneHns, O4HOBPEMEHHO UM NOOYEpPEeaHO, CMECU B TBEPAON bopme, coaep Kallen
oavH unn 6onee aHTUCNEXUBaTENEW, BO3MOXHO OAMH mMnu Gonee nopoobpasyroLymx
areHToB M BO3MOXHO OAHO wunu 6Honee hapmayeBTUYECKM  MpUEeMMEMbIX
BCMOMOrartenbHbIX BELEeCTB; r4e MECTHasi CKOPOCTb MOTOKa MpW pacrbifieHnuM CMmecw,
copepalien Kuwe4YHopacTBOpUMbIE MOKpbiBaoLme areHTbl, coctasnseT ot 0,3 go 8,0
r/MUH Ha Kr dpapmaueBTUYECKM NPUEMIIEMbIX MHEPTHObIX SAep, U MECTHas CKOPOCTb
fobaBneHus TBEpPAOro Beljectsa cmecu B TBepaon dopme cocrasnset 0,025 — 0,40
r/MUH Ha Kr papmaleBTUYECKN NPUEMMEMbIX MHEPTHBIX SAEP; U

(b2) hapmavueBTUHECKM MPUEMIEMOrO NHEPTHOrO Sapa NyTeM HENPEPbLIBHOMO UMK
NepuoagnYeckoro pacnbiNeHns >XUAKOW CMeCcWu, coaepxawleln oauH wunn  bonee
MOKPbIBAIOLUMX areHTOB U BO3MOXHO OAHO unu 6onee apmaueBTUHECKM NPUEMIEMbIX
BCMOMOratenbHbIX BELECTB; W MNOCPeACTBOM AobaBneHnsi, OAHOBPEMEHHO WM
nooyepefHo, B opmMe nopolka TepaneBTU4eckn 3MPEPEKTUBHOIO KONM4ecTasa
NMMPUAOKCMHA MK ero hapmayeBTUYECKN NPUEMIEMON COMU U BO3MOXHO OAHOro Unu
Bonee dapmayeBTMYECKN NPUEMMEMbIX BCMOMOraTernbHbIX BELYECTB; rA4e. MeCTHas
CKOPOCTb MOTOKa MNPW pacrnbifieHnM CMeCW, COAEpXKallen MNOKPbIBaKOLWME areHThl,
coctasnsieT oT 0,30 g0 9,0 r/MWUH Ha Kr dhapmaLeBTUYECKN NPUEMIIEMbIX UHEPTHBIX S4ep,
N MEeCTHasi CKOpoCTb AobaBneHns TBepAOro BellecTsa nopollka cocrasnset ot 0,95 no
40,0 r/MWH Ha Kr chapmaLeBTUYECKN NPUEMMNEMbIX UHEPTHBLIX S4EP.

B ogHOM BOMMOLWEHWM, rae MHOroeAuHNYHasa nekapcTBeHHas opma no nepsomy
acnekTy Wn300peTeHus, Kak OMpPeAeneHO BblE, COAEPXKUT NPOMEXYTOYHbLIA CIOWN
MOKPbITUS C BbICBOOOXAEHNEM B KULLEYHMKE, B TakOM criyyae crnocob AONONHUTEMNBbHO
BKITOMAET NpeBapuUTENbHYO CTaf o NOKPbITUSA B OTAENbHOCTU:

(a2) nennet pokcunammHa unu ero hapmMaueBTUYECKA NPUEMMNEMON COMN,
UMEIOLNX  BHYTPEHHWA aKTUBHbIA CMOW  MOKPbITUA, MYTEM HEMNPEPbIBHOrO  UNn
NepuoagNHECcKOro pacnbiTEHNs XKUAKON CMecn, cogepxailen ot 5 go 15 macc.% ogHoro

unn 6onee KNLIeYHOPaCTBOPUMbIX MOKPbIBAKLWMX areHToB 1 BO3MOXHO O4HO UK Oonee
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hapmaueBTUYECKM NPUEMMNEMbIX  BCMOMOraTerflbHbIX BELWECTB, W  MOCPEACTBOM
AobaBneHns, O4HOBPEMEHHO WM NOOYEPEHO, cmecn B hopme nopowka ot 50 406,51
Ha Kr dpapmaueBTMYECKM NPUEMMEMbIX WHEPTHbIX SAEp CMecu B TBepaon dopwme,
cogepxawen oguH unn Oonee aHTUCNEXMBaTENeEn, BO3MOXHO OAWMH unn Bonee
nopoobpasylolmnx areHToB U BO3MOXHO OfHO unu 6Gonee apmaueBTnyeCcKu
npueMnemblX BCMOMOraTesnlbHbIX BeLeCTB; rAe: CpeaHee CKOpOoCTU MoToka npwu
pacnbifeHn CMecu, cofepKallen KULEYHOPaCTBOPUMbIE MOKPbIBAOLME areHThl,
coctasnsaeT ot 0,30 go 3,00 r/MuH Ha Kr cbapmaueBTUYECKN MPUEMMEMbIX UHEPTHBLIX
aaep; cpefHee ckopocTn aobaBneHns TBEPAbIX BELEeCTB CMecu B TBepaou dopme
coctasnsaeT ot 0,025 go 0,400 r/MuH Ha Kr pbapmaueBTUYECKU NPUEMNEMbIX UHEPTHbIX
AAEep; N COOTHOLLEHME CpedHEN CKOPOCTU MOTOKA NPWU PacrnbIieHnn CMecK, coaepaLlen
NMOKPbIBAIOLLME areHThbl, U CpeaHero CKopocTun aobaBneHus TBEPAbIX BELLUECTB CMECU B
TBEPAOW hopme cocTasnseT oT 85:15 o 95:5; n

(b2) hapmaueBTMHECKN MPUEMIIEMOrO  UHEPTHOrO  sapa  NOCPeACTBOM
pacnbineHns, OAHOBPEMEHHO MMU MOOYEPESHO, XUAKOW cmecn, copepxawen ot 20
macc.% po 45 macc.% oavH unmn 6onee NOKPbIBAOLMX areHTOB U BO3MOXHO O4HO UMK
Bbonee apmaueBTUYECKN NPUEMMNEMbIX BCMOMOraTenbHbIX BELECTB; U MOCPeACTBOM
fobaBneHus, OAHOBPEMEHHO WM MOOYEpPeHO, B (popme nopollka TepaneBTUYECKU
3 PEKTMBHOrO KONMYECTBa NMPUAOKCUMHA UK ero hapmaueBTUYECKU NPUEMIEMON COMnMu
N BO3MOXHO OfHOro unu Gonee apmaueBTUYECKN NPUEMIEMbIX BCMOMOraTenbHbIX
BELECTB, TAe. CPEeAHAs CKOPOCTb MOTOKa MpPW pacnbifieHun CMeCK, COaepKallen
nokpbisaowme areHTbl, coctaBnaet ot 0,30 go 4,50 r/MuH Ha kr hapmaueBTU4ECKN
NpUEMnNEMbIX MHEPTHbIX SAep; CpefHee CcKopocTM pobaBneHus TBEPAbIX BELLECTB
nopowka coctaenget ot 0,50 go 9,00 r/MuH Ha kr dapmaueBTMHECKN MPUEMIIEMBbIX
WHEPTHbIX SA4EP; W COOTHOLLUEHUE CPEeAHEN CKOPOCTU MOTOKa MpW PacrbifiEHUN CMECH,
cogepalien noKpbiBaOLWME areHTbl, W CPefHero ckopoctn aobasneHns TBEPAbIX
BewlecTs cocrasnseT oT 25:75 no 40:60.

B ogHOM BOMMOLWEHWM, rae MHOroeAuHNYHasa nekapcTBeHHas opma no nepsomy
acnekTy Wn300peTeHus, Kkak OnpeAeneHO BblE, COLEPXKUT NPOMEXYTOYHbLIA CIOWN
MOKPbITUS C BbICBOOOXAEHMEM B KULLIEYHMKE, Torga cnocob AOMOMHUTENBHO BKOYaeT
npeaBapuUTENbHYO CTaAMI0 NOKPbITUS B OTAEMNbHOCTH:

(a2) nennet pokcunammHa wnuM ero apmaueBTUYECKM MPUEMIIEMOM COMMK,
UMEIOLNX BHYTPEHHWA aKTUBHbIA CMOW  MOKPbITUA, MYTEM HEMNPEPbLIBHOrO WA
NepuoagnNHECcKoro pacnbiieHNs XKUAKON CMecn, cogepxailen ot 5 go 15 macc.% ogHoro
unu 6onee KULWIEYHOPACTBOPUMbIX MOKPbIBAIOLLMX areHTOB U BO3MOXHO O4HO unu 6onee

hapmaueBTUYECKU MNPUEMIIEMbIX  BCMOMOraTenlbHbIX BELECTB, W  MOCPEenCTBOM
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AobaBneHns, O4HOBPEMEHHO UMM NOOYEPEHO, cmecn B hopme nopowka ot 50 406,51
Ha Kr dpapmaueBTMYECKM MNPUEMMEMbIX WHEPTHbIX SAEp CMecu B TBepaon dopwme,
cogepxawen oguH unn 6onee aHTUCNEXMBaTenen, BO3MOXHO OAWMH unn Bonee
nopoobpasylolmnx areHToB U BO3MOXHO OfHO unu 6Gonee apmauyeBTNYECKn
npueMnemMblX BCMOMOraTenbHbIX BELWEeCTB;, rAe. MeCTHad CKOPOCTb MoToka npu
pacnbifieHMn CMecH, cofepKallen KULIEYHOPaCTBOPUMbIE MOKPbIBAOLME areHThl,
coctasnset oT 0,3 g0 8,0 r/M1H Ha Kr bapmMauleBTUYECKM NPUEMMNEMbIX UHEPTHBIX A4Ep, U
MEeCTHaa ckopocTu pJobaeBneHus TBEpAoOro BeLjecTBa CMecM B TBepaoun dopme
coctasnsaet ot 0,025 o 40,0 r/MUH Ha Kr doapmaueBTUYECKN NPUEMITIEMbIX UHEPTHbIX
aaep; u

(b2) apmaueBTMYECKM NPUEMIIEMOrO  WHEPTHOro  4aapa NocpeaCTBOM
pacnbineHns, O4HOBPEMEHHO UMM MOOYEPEHO, XMAKOW cmecu, cogepxawen ot 20
macc.% po 45 macc.% ogHoro unu 6onee NoKPbIBAKOLMX areHTOB N BO3MOXHO OfHOro
unun 6onee dapmaleBTNYECKN NPUEMMIEMbIX BCMOMOraTenbHbIX BELLECTB; U MOCPEACTBOM
AobaBneHns, OQHOBPEMEHHO WM MNOOYEPEAHO, B (PopMe MnopoLlka TepaneBTUYECKU
3P PEKTUBHOrO KONUYECTBa NUPUAOKCUHA UK ero hapmaLeBTUHECKN NPUEMNEMON COMK
N BO3MOXHO OfHOro unu 6Gonee apmaueBTUYECKN NPUEMMEMbIX BCMOMOraTenbHbIX
BELECTB, r4e. MEeCTHas CKOPOCTb MOTOKa MpU pacnbiNeHUn CMecK, cogepKallen
nokpbisalowme arentbl, coctasnaer ot 0,30 go 9,0 r/MMH Ha Kr dapmaueBTUYECKN
NpUEMNEMbIX MHEPTHbIX SAEP, U MECTHas CKOpOCTb AobaBneHus TBEpAOro BeLlecTsa
nopowka cocrtasngaet ot 0,95 go 40,0 r/MWH Ha kr dapmaueBTMHECKN MPUEMMIEMbIX
WHEPTHbIX s4ep.

B oaHom BonnoweHun crnoco® nO M30OPETEeHMIO BKMIOYaeT nonyyeHue
MHOFO€ANHNYHOW MNepopanbHOM  NeKapCTBEHHOM OPMbl MO  MNEPBOMY  aCMeKTy
n3o0peTeHns, kak OMpPeAENnEeHO Bbile, KOTOpasi HE COAEPXKUT MPOMEXYTOYHbLIA CIOW
MOKPbITUST C BbICBOOOXAEHMEM B KULLEYHMKE, coaepxawun oguH wunm 6Gonee
KMLLEYHOPAaCTBOPUMbBIX MOKPbIBAOLWMX areHToB, OAWH wunn Bonee aHTUCnexwusaTenen,
BO3MOXHO, OauH Unn 6onee nopoobpasylolmx areHToB; 1 BO3MOXHO O4HO munn 6onee
hapmaLeBTUYECKM NPUEMIIEMbIX BCMIOMOraTenbHbIX BELWECTB. B ogHOM BONNnoLweHuw, rae
MHOroeAMHNYHAA nepopanbHas nekapcTBeHHas dopma no  NEepBOMY  acrekTy
n300peTeHns], Kak ONPeAEneHo BbILE, HE COAEPKUT MPOMEXKYTOUHBIA CINOW MOKPbLITUS C
BbICBODOXAEHMEM B KULUEYHWUKE, Torga cnoco® [OMOMHUTENbHO BKMOYaeT CTaauto
ocyuwjecteneHuna (b2), kak onpegeneHo Bbllwe. Bce BONMOLWEHUA, pacKkpbITble Bbile NS
cragun (b2) cnocoba MONMy4YeHUs MHOTOEAMHUYHOW TNEeKapCTBEHHOM (OopMbl MO
HacTosiLemMy M300peTeHuto, cogepXawen MNPOMEXKYTOYHbIA CrOM  MOKPbITUA €

BbICBOOOXAEHMEM B KULLEYHMKE, TakKe pacrnpoCTPaHSATCA Ha crnocob nonyyYeHus
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MHOFO€ANHNYHOW NEKapCTBEHHOM (POPMBbI, KOTOpAs HE COLEPXMKUT NMPOMEXKYTOYHbLIN CITOW
MOKPbITUS C BbICBODOXAEHNEM B KULLEYHUKE.

B ogHOmM BoMnoweHnM cnoco® mnonyyYeHUss MHOTFOeAVHUYHOW MepopanbHON
nekapcTBeHHON OPMbl MO MEPBOMY acnekTy M300peTeHus, kak OnpefeneHo Bbille,
AOMONHUTENBHO BKIIOYaET nNpeaBapuTenbHyo ctagnio (a3) nokpbiTUa dapmaueBTUyeckm
NPUEMNEMOro MHEPTHOrO Sapa NyTeM HEMPEPLIBHOrO UM NEPUOANYECKOrO pacrblNeHns
KUAKOW CMEeCH, cogepxallen oamH nnmn 6onee noKpbIBaoLMX areHToB, TepaneBTNYeCcKoe
3P PEKTMBHOE KONMYECTBO AOKCUTaMMHa Unn ero papmMaleBTUYECKN NPUeMNeMon Conu,
N BO3MOXHO OAHO unn Gonee  apmaueBTUYECKM MPUEMIEMbIX BCMOMOraTenbHbIX
BELLECTB.

B ogHom BonnoweHnn cnoco® nonyyYeHUss MHOrOeAUHUYHOW nepopanbHOU
nekapcTBeHHON OPMbl NO MEPBOMY acnekTy M300peTeHus, Kak onpejeneHo Bbille,
JOMOMHUTENbHO BKMIOYAET NpeaBapuTenbHyto cTaguio (ad) NokpbITUA dapmMaleBTUYeCKkU
NPUEMNEMOro MHEPTHOro Aapa NyTemM HEMNPEPbLIBHOrO UMM NEPUOANYECKOro pacrblfeHus
XNOKOM CMecn, coaepawjen oaguH mnn 6onee MOKPbIBaKWMX areHTOB WM, BO3MOMXHO,
oAgHO wunu 6Gonee dapmMaueBTUYECKN NPUEMMEMbIX BCMOMOraTenbHbIX BELYECTB; U
nocpeactsom AobaBrneHnsl, O4HOBPEMEHHO UMK NOOYEPELHO, CMECK B hOpMe MOPOLLIKA,
cogepxawen TepanesTudeckoe 3(PPEKTMBHOE KOMMYECTBO AOKCUMNaMmMHa WnuM ero
hapmaueBTMHECKM NMPUEMNEMON COMNMKU, OANH uUnu Bonee aHTUCNEXUBaTENEN, BO3MOXHO
OAVH wunn 6Gonee nopoobpasyloLlmx areHToB U BO3MOXHO OaHO unu bonee
hapmaLeBTUHECKM NPUEMIIEMbIX BCMIOMOraTebHbIX BELLECTB.

B ogHOM BoMMoWweHMM cnoco® mnonyyYeHUss MHOrOeAVHUYHON nepopanbHON
nekapcTBEHHON POPMbl MO MEPBOMY acnekTy M300peTeHusi, kak OnpefeneHo Bbille,
AOMONHUTENBHO BKMIOYaET nNpeaBapuTenbHyo ctaguio (a3) nokpbiTus hapmaueBTyeckm
NPUEMNEMOro MHEPTHOrO siapa NyTEM HEMPEPLIBHOrO UM NEPUOANYECKOrO pacrbineHns
Xugkonm cmecu, cogepxawen ot 15 macc.% po 40 macc.% opHoro unu Gonee
MOKPbIBAIOLUMX areHTOB U BO3MOXHO OAHO unu Gonee apmaueBTUHECKM NPUEMIIEMbIX
BCMOMOratenbHbIX BELECTB; W MNOCPeACTBOM JobaBneHns, OAHOBPEMEHHO WK
noo4yepegHo, cMmecn B hopMe MOPOLLKa, cogeprkallen TepanesTudeckoe adhpekTuBHoOe
KONMWMYECTBO A0KCUNIAaMMHA UNU ero hapmMaueBTUYECKU npueMnemMon conm, ot 18 go 36
macc.% ofgHoro unu 0Oonee aHTUCNEXUBAaTeneW, BO3MOXHO OAWH wunu 6Gonee
nopoobpasylolWmnx areHtoB U BO3MOXHO OfHO unu 6Gonee apmayeBTnyeCKn
npuemMnemMbIX BCNOMOraTenbHbIX BELLECTB.

B ogHOM BoMMoWweHMM cnoco® mnonyyYeHUss MHOTFOeAVHUYHOM MepopanbHON
nekapcTBEHHON POPMbl MO MEPBOMY acnekTy M300peTeHus, kak OnpefeneHo Bbille,

AOMONHUTENBHO BKIIOYaET NpeaBapuTenbHyo ctagnio (a3) nokpbiTUa dhapmaueBTUYeCckm
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NPUEMNEMOro MHEPTHOrO Sapa NyTeM HENPEPLIBHOrO UM NEPUOANYECKOrO pacrblNeHns
XKUAKON CMECK, coaepkallen oguH nnm 6onee noKpbIBaOLWMX areHTOB U BO3MOXHO O4HO
unu 6onee apmaleBTUYECKN NPUEMIEMbIX BCMIOMOraTesbHbIX BELLECTB; U NOCPEACTBOM
fobasneHns, 04HOBPEMEHHO UMK NOOYEPEHO, CMecu B hOpMe MOpPOLLKa, coepKaLlen
TepanesTnyeckoe ahPEKTUBHOE KOMMYECTBO AOKCUINIaMmHa unm ero drapmaueBTUYeckm
npuemMnemMon conu, oguMH unu Gonee aHTUCNEXMBATENEN, BO3MOXHO OAWH unn Gonee
nopoobpasylolmnx areHToB U BO3MOXHO OfHO unu 6onee apmauyeBTnYeCcKu
npueMnemblX BCMOMOraTenbHbIX BELWECTB, [FAe. CPedHAs CKOPOCTb MoToka npwu
pacnbiNeHnn CMecK, coaepxallen nokpbisalowme areHtbl, coctasnsaeTt ot 0,30 go 4,50
r/MUH Ha Kr papmaleBTUYeCcKu NnpuemMnemMbiX MHEPTHBIX SAEpP.

B ogHom BonnoweHnn cnoco® nonyyYeHUss MHOrOeAUHUYHOW nepopanbHOU
nekapcTBeHHON OPMbl NO MEPBOMY acnekTy M300peTeHus, Kak onpejeneHo Bbille,
JOMOMHUTENbHO BKMIOYAET NpeaBapuTenbHyto cTaguio (ad) NokpbITUA dapmMaleBTUYeCKkU
NPUEMNEMOro MHEPTHOro Aapa NyTemM HEMNPEPbLIBHOrO UMM NEPUOANYECKOro pacrblfeHus
XNOKOM CMEeCH, coaepallen ogunH unmn 6onee NokpbIBaoLWMX areHTOB 1 BO3MOXHO Of4HO
unun 6onee dapmaleBTUYECKM NPUEMMIEMbIX BCMOMOraTenbHbIX BELLECTB; U NOCPEACTBOM
fobaBneHns, O4HOBPEMEHHO MMM NMOOYEPEAHO, CMECU B hOpME MOPOLLKA, CoaepKaLlen
TepanesTnyeckoe ahdEKTUBHOE KOMNYECTBO AOKCUINIaMUHa unn ero dhapmaueBTUyeckm
npuemMnemMon conu, oguH unu donee aHTUCNEXUBATENEN, BO3MOXHO OAWH unn Gonee
nopoobpasyloLlmnx areHtoB U BO3MOXHO OfHO unn 6Gonee hapmayeBTNYECKN
npuemMnemMbIX BCMOMOraTenbHbIX BELWECTB, rAe. MeCTHas CKOPOCTb MOToka npu
pacnbiNneHMn CMecK, CopeplKallen nokpbiBalowme areHTbl, coctaBnset ot 0,30 go 9,0
r/MUH Ha Kr papmayeBTUYECKN NPUEMNEMbIX MHEPTHBIX SAEP.

B ogHOomM BomnoweHnM cnoco® mnonyyYeHUss MHOrOeAVHUYHOW NepopanbHON
nekapcTBeHHOM POPMbl MO MEPBOMY acnekTy M300peTeHusi, kak OnpefeneHo Bbille,
AOMOMNHUTENBHO BKIIOYaET nNpeaBapuTenbHyo ctagunio (a3) nokpbiTUs dhapmaueBT4eckm
NPUEMNEMOro MHEPTHOrO Sapa NyTEM HEMPEPLIBHOrO UM NEPUOANYECKOrO pacrblfNeHns
XKUAKON CMECK, coaepkallen oguH nnm 6onee noKpbIBaOLMX areHTOB U BO3MOXHO O4HO
unu 6onee apmaleBTUYECKN NPUEMINEMbIX BCMOMOraTebHbIX BELECTB; U NOCPEACTBOM
fobaBneHns, OAHOBPEMEHHOrO WM MOOYEPEaHO, CMecu B OpPME  MOPOLLKA,
cogepxawen TepanesTudeckoe 3(PPEKTUBHOE KOMMYECTBO AOKCUNaMMHA WnvM  €ero
hapmaueBTMHECKN NMPUEMNEMON COMNMKU, OANH unu Gonee aHTUCHEXUBATENEN, BO3MOXHO
oavH wvnn 6Gonee nopoobpasyrolmx areHToB W, BO3MOXHO, OAHO wunu 6onee
hapmayleBTMYECKM MPUEMIIEMbIX BCMOMOraTenbHbIX BELLECTB, FAe. CpeaHee CKOpPOCTU
gobaBneHus TBEPAbIX BELWECTB cmecn B opme nopowka coctasnseTt ot 0,95 go 18,0

r/MVH Ha Kr doapmaLeBTUHECKN NPUEMITEMbIX MHEPTHbIX SAEp.
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B ogHOmM BomnoweHnn cnoco® mnonyyYeHUst MHOTFOeAVHUYHOW MepopanbHON
nekapcTBeHHON OOPMbl MO MEPBOMY acnekTy M300peTeHus, kak OnpefeneHo Bbille,
AOMONHUTENBHO BKIMIOYaET NpeaBapuTenbHyo ctaguio (a3) nokpbIiTUa drapmaueBTUYeckm
NPUEMNEMOro MHEPTHOrO Sapa NyTeM HEMNPEPbLIBHOrO UM NEPUOANYECKOrO pacrblfeHns
XKUAKON CMECK, coaepxallen oguH nnm 6onee noKpbIBaOLWMX areHTOB U BO3MOXHO O4HO
unu 6onee apmaleBTUYECKN NPUEMIEMbIX BCMIOMOraTesbHbIX BELLECTB; U NOCPEACTBOM
fobasneHns, 04HOBPEMEHHO UMK NOOYEPEHO, CMecu B hopMe MOpPOLLKa, cofepallen
TepanesTnyeckoe ahPEKTUBHOE KONNYECTBO AOKCUINIaMmHa unm ero dpapmaueBTUYecKkm
npuemMnemMon conu, oagnH unu Gonee aHTUCNEXUBATENEN, BO3MOXHO OAWH unn Gonee
nopoobpasylolmnx areHToB U BO3MOXHO OfHO unu 6onee dapmaueBTNyecKu
npuemMnemMbIx BCroMoraTenbHbIX BELECTB, F4e: MEeCTHas CKOpPOCTb JobaBneHnsa TBepaoro
Bewlecrsa cmecu B popme nopowka cocrtasnaer ot 0,95 pgo 40,0 r/MMH Ha Kr
hapmaLeBTUYECKM NPUEMITEMbIX UHEPTHbLIX A4€EP.

B oaHom BonnoweHun cnoco® nonyyYeHust MHOrOEAMHUYHOW nepopanbHOn
nekapcTBeHHON POpMbl MO MNEPBOMY acnekTy n3obpeTeHus, Kak onpeaeneHo Bbille,
AONOIHUTENBHO BKIMIOYAET NpeaBapuTenbHYO cTagnio (a3) NokpbITUSa hapMaleBTyYeCKN
NPUEMNEMOro MHEPTHOrO siapa NyTeM HEMPEPbLIBHOrO UM NEPUOANYECKOrO pacrbiNeHns
KUAKOM CMecu, coaepkallen oauH unm Oonee MNOKPbIBAOLWMX areHToB U, BO3MOMHO,
ogHoO wunu 6Gonee apmaueBTUYECKM MNPUEMMNEMbIX BCMOMOraTesbHbIX BELECTB, U
nocpeactsom AobaBneHnsi, OAHOBPEMEHHOrO WM MNOOYEPELHO, CMecn B dopme
NMopoLLKa, cogepallen TepaneBTUYECKN 3PPEKTUBHOE KONMUYECTBO AOKCUNAMUHA UMK
ero dapmaueBTMYeCckn MNpUeMNeEMOn Cconn, OAWH wunu Oonee aHTUCNEXMBaTENEWN,
BO3MOXHO OAMH uUnn 6onee nopoobpasylomx areHToB U, BO3MOXHO, O04HO unu 6onee
hapmaueBTUYECKM NPUEMMNEMbIX BCMOMOraTenbHbIX BELWEeCTB, [Ae:. COOTHOLUEHMWe
CpeAHen CKOPOCTU NOTOKA NPV PachbINEHUN CMECH, CoepIKaLLen NOKPbIBAKOLNE areHThbl,
N cpeaHero ckopoctn pobaBneHus TBEPAbIX BeLWecTB cMecn B popme nopoLuka
coctasnget ot 15:85 go 30:70.

B ogHOomM BoMmnoweHnM cnoco® mnonyyYeHUss MHOMOeAVHUYHON MepopanbHON
nekapcTBeHHOM POPMbl NO MEPBOMY acnekTy M300peTeHusi, kak OnpefeneHo Bbille,
AOMONHUTENBHO BKIIOYaET NpeaBapuTenbHyo ctagunio (a3) nokpbIiTUs dhapmaueBTYeckm
NPUEMNEMOrO MHEPTHOrO iapa NyTEM HEMPEPLIBHOMO UM NEPUOANYECKOrO pacrbifNeHns
XKUAKOWM CMecH, coaepawen oauH unm 6onee MOKPbIBAOLMX areHToB U, BO3MOMHO,
ogHoO wunu 6Honee apmaueBTUYECKM MNPUEMMNEMbIX BCMOMOraTesbHbIX BELLECTB;, U
nocpeactsom fobasrneHnsa, O4HOBPEMEHHO UMK NOOYEPEHO, CMECU B hOpMe MOPOLLIKE,
cojgepxawen TepaneBTudeckoe 3PPEKTMBHOE KOMMYECTBO AOKCUNaMMHA WnuM  €ero

hapmaueBTMHECKM NMPUEMNEMON COMNMKU, OANH unu Gonee aHTUCHEXUBATENEN, BO3MOXHO
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oavH wvnn 6Gonee nopoobpasyrolmx areHToB W, BO3MOXHO, OAHO wunu 6onee
hapmaueBTUYECKM NMPUEMINEMbIX BCMOMOraTenbHbIX BELLYECTB, FAe. CPEeAHAA CKOPOCTb
noToka Mpu pacrnbifieHMM CMEeCU, COoAepKallen MOKpbIBaloLMe areHTbl, COCTaBnsaAeT oT
0,30 o 4,50 r/MnH Ha Kr chapmaueBTUYECKN NPUEMIIEMbIX NHEPTHbIX S4EpP, N CpeaHee
CKOpOCTK gobaBneHus TBEPAbIX BELECTB CMecu B hopme nopoluka cocrtasnset ot 0,95
40 18,0 r/MnH Ha Kr dhapmayeBTUYECKN NPUEMMEMBIX UHEPTHBIX A4ep; U B YaCTHOCTH,
COOTHOLLEHWE CpeAHen CKOPOCTM MOToKa Mpu pPachnbiieHUn CMecu, copepKallen
NMOKPbIBAIOLUME areHThbl, U CPeAHero CKopocTu aobaBneHus TBEPAbIX BELLUECTB CMECU B
dopme nopolka coctasnaeT oT 15:85 go 30:70.

B ogHom BonnoweHnn cnoco® nonyyYeHust MHOrOeAVHUYHOW nepopanbHON
nekapcTBeHHON OPMbl NO MEPBOMY acnekTy M300peTeHus, Kak onpejeneHo Bbille,
AOMOMNHUTENBbHO BKMIOYaET nNpeaBapuTenbHyo ctaguio (a3) nokpbiTUa dpapmaueBTUyeckm
NPUEMNEMOro MHEPTHOro Aapa NyTemM HEMPEPbLIBHOrO UMM NEPUOANYECKOro pacrblfeHns
XNOKOM CMEeCH, coaepallen ogunH unmn 6onee NoKpbIBaoLWMX areHTOB 1 BO3MOXHO O4HO
unun 6onee dapmaleBTUYECKM NPUEMMIEMbIX BCMOMOraTenbHbIX BELLECTB; U NOCPEACTBOM
AobaBneHns, 04HOBPEMEHHO UMM NOOYEPEAHO, CMEecU B hOpMe MOpPOLLIKA, CoaepKaLLlen
TepaneBTMYeCkn 3PPEKTUBHOE KOMUUECTBO JOKCUNaMMHA UM ero grapmMaleBTUyYecKu
npuemMnemMon conu, oguH unu donee aHTUCNEXUBATENEN, BO3MOXHO OAWH unn Gonee
nopoobpasyloLmnx areHToB U, BO3MOXHO, OAHO wunn 6Gonee apmayeBTUYECKN
npuemMnemMbIX BCMOMOraTenbHbIX BELWECTB, rAe. MeCTHas CKOPOCTb MOToka npu
pacnbiNneHMn CMecK, Copeprkallen nokpbiBalowme areHTbl, coctaBnset ot 0,30 go 9,0
r/MUH Ha Kr gapmMaueBTMYECKN MNPUEMIEMbIX MHEPTHbIX S4ep, U MeCTHasi CKOPOCTb
JobaBneHns TBEPAO0ro BewecTsa cmecu B opme nopollka coctasnsaet ot 0,95 no 40,0
r/MUH Ha Kr papmayeBTUYECKN NPUEMNEMbIX MHEPTHBIX SAEP.

B ogHomM BoMnoweHnM cnoco® mnonyyYeHUss MHOFOeAVHUYHOW NepopanbHON
nekapcTBeHHOM POPMbl MO MEPBOMY acnekTy M300peTeHusi, kak onpefeneHo Bbille,
AOMOMNHUTENBHO BKIIOYaET nNpeaBapuTenbHyo ctagnio (a3) nokpbiTUs hapmaueBT4eckm
NPUEMNEMOro MHEPTHOrO sapa NyTeM HEMPEPbLIBHOMO UMM NEPUOANYECKOrO pacrblfeHns
Xuagkonm cmecn, cogepxawen ot 15 macc.% po 40 macc.% opHoro unu 6Gonee
MOKPbIBAIOLMX areHTOB U BO3MOXHO OAHO unun 6onee dapmaueBTUYECKM NPUEMIIEMbIX
BCMOMOratenbHbIX BELECTB; W NOCPeACTBOM JobaBneHns, OAHOBPEMEHHO WA
noo4yepenHo, cMecn B bopme MOPOLUKA, coaepxallen TepaneBTMyeckn dhheKkTBHOE
KONMMYECTBO A0KCUNMIAMMHA UMK ero hapMaueBTUHECKU npueMnemMon conm, ot 18 o 36
macc.% ojgHoro unu ©Oonee aHTUCNEXUBaTeneW, BO3MOXHO OAWH wunn 6Gonee
nopoobpasyloLmnx areHToB U, BO3MOXHO, OAHO wunn 6onee apmayeBTNYECKN

npuemMmnemMbiX BCNOMOrartesnbHbIX BeLWecCcTB, rae. cpeaHAAa CKOPOCTb NOTOKa npu
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pacnbiNeHMn CMecK, coaepkallen nokpbisalowme areHtbl, coctasnseTt ot 0,30 go 4,50
/MUH Ha Kr papmaueBTUYECKN MNPUEMNEMbBIX WHEPTHbIX SAEP; CPeAHEee CKOPOCTU
gobaBneHns TBEPAbIX BeWecTs cmecn B opme nopowka cocrasnsieT ot 0,95 go 18,0
/MUH Ha Kr dapMaueBTUYECKN MPUEMMEMbIX WHEPTHbIX $SA4EP; W B YacCTHOCTH,
COOTHOLLEHWE CpeAHen CKOPOCTM MOToKa MNpu  pachnbieHUn CMecu, copepKallen
NMOKPbIBAIOLUME areHThbl, U CPeAHero CKopocTn aobaBneHus TBEPAbIX BELLUECTB CMECU B
dopme nopoLluka cocrasnaeT oT 15:85 pgo 30:70.

B ogHom BonnoweHnn cnoco® nonyyYeHUss MHOrFOeAVHUYHOW nepopanbHON
nekapcTBeHHON OPMbl MO MEPBOMY acnekTy M300peTeHus, kak onpefeneHo Bbile,
AOMONHUTENBHO BKMIOYaET nNpeaBapuTenbHyo ctagnio (a3) nokpbiTUa drapmaneBTUyeckm
NPUEMNEMOro MHEPTHOrO Sapa NyTeM HEMPEPbLIBHOrO UMM NEPUOANYECKOro pacrblfneHus
Kuakon cmecu, cogepxawen ot 15 macc.% po 40 macc.% opHoro unu 6Gonee
MOKPbIBAKOLUNX areHTOB M, BO3MOXHO, OAHO unu 6onee dapmMaueBTU4eCcKn NpuemMnemMbIx
BCOMOraTenbHbIX BELECTB, W MOCPeACTBOM A00aBneHUsi, OAHOBPEMEHHO UMK
nooyepenHo, cMecn B hopme MOpoLLKa, CoAepKallen TepaneBTUYeckn apdeKkTnBHoe
KONMYeCTBO AOKCUIamuHa unu ero papmayesTnyeckn npuemnemon conm, ot 18 go 36
mMacc.% opHoro unu 6onee aHTUCNEXUBaTenew, BO3MOXHO OAWH unu Oonee
nopoobpasylolmnx areHToB U, BO3MOXHO, OAHO wunn 6Gonee apmayeBTU4ECKN
npueMnemMbIX BCMOMOraTenbHbIX BELWECTB, rAe. MeCTHas CKOPOCTb MOToka npu
pacnbiNneHMn CMecK, Copeprkallen nokpbiBalowme areHTbl, coctaBnset ot 0,30 go 9,0
r/MUH Ha Kr apmMaueBTMYECKN MNPUEMIEMbIX MHEPTHbIX Si4ep, M MeCTHasi CKOPOCTb
JobaBneHns TBEPAO0ro Bewectsa cmecu B opme nopoluka coctasnsaet ot 0,95 no 40,0
r/MUH Ha Kr papmayeBTUYECKN NPUEMNEMbIX MHEPTHBIX SAEP.

B ogHOomM BomnoweHnM cnoco® mnonyyYeHUss MHOrOeAVHUYHOW NepopanbHON
NekapcTBEHHON (POpPMbI MO NEPBOMY acnekTy W30OpeTeHus BKMIOYaeT nonyveHue
NepBOro MHOXeCTBa NenneT AOoKCunammHa unn ero gapmaueBTUYECKN MPUEMIEMON
CoOnMM C MOANMDULUMPOBaHHBIM BbICBODOXAEHNEM MOCPEACTBOM MOKPbITUS nenneT
AOKCUNamMmHa unu  ero  apmaueBTUYECKU NPUEMIIEMON  CONMM  MOCPELCTBOM
ocywlecteneHms ctagun (a2) u (al), kak onpegeneHo Bbiwe. B ogHOM BOMMOLEHWM
cnocob nony4yeHnst MHOrO€ANHNYHOW NMepopanbHON NEKAPCTBEHHON POPMbI MO NEPBOMY
acnekty m3obpeTeHus BKMOYaeT NoslydyeHne NepBOro MHOXECTBA NenneT AoKcunamuvHa
unu ero papmayesTUYECKN NPUEMIEMON COMU C MOANMPULMPOBaAHHBIM BbICBOOOXAEHNEM
nocpeacTBOM MOKPbLITUS hbapMaLeBTUYECKN NPUEMIIEMOrO MHEPTHOMO A4pa NOCPEACTBOM
ocywlecteneHus ctagun (a3), (a2) un (al1), kak onpegeneHo Bbiwe. B 0gHOM BONMOLWEHN
cnocob nony4yeHnst MHOrO€ANHNYHOW NMepopanbHON NEKAPCTBEHHON POPMbI MO NEPBOMY

acnekty I/I306peTeHI/IFI BKNO4YaeT nony4yeHne nepBoro MHOXecCtBa nenneTt goKCunamumHa
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unu ero papmayesTUYECKN NPUEMIIEMON CONMU C MOANMPULMPOBaAHHBIM BbICBOOOXAEHNEM
NnocpeacTBOM MOKPLITUA NENNeT JOKCUNaMuHa nnm ero papmaueBTU4EeCckn NpUuemnemMon
COMnn NOCPEACTBOM OcyLecTBnaa ctagum (a3) n (al), kak onmcaHo BblLLe.

B ogHOomM BoMnoweHnn cnoco® mnonyyYeHUss MHOTFOeAVHUYHOW MepopanbHON
nekapcTBEHHOW POpMbI NO NEPBOMY acCnekTy N3obpeTeHns BKYaeT NonyYeHne BTOporo
MHOXeCTBa NenneT MUPUAOKCUHA WNU ero gapmayeBTUYeCcKn npUEMNEMOn conm C
MOANMPULUMPOBAHHLIM BbICBODOXKAEHMEM MNOCPELCTBOM MOKPbITUA hapMaLeBTUYECKN
NpUeMnIemMoro MHEPTHOro aapa, ocywectenaa ctagum (b2) n (b1).

B ogHom BonnoweHnn cnoco® nonyyYeHuss MHOrOeAVHUYHOW nepopanbHOW
nekapcTBEHHON (POPMbl MO MEPBOMY acrekTy M3o0peTeHUs BKIMoYaeT MofnyyeHue no
OTAENMbHOCTU. MEepPBOro MHOXECTBA MenneT AOKCMNamuvHa unu ero dgapmaueBTU4ecKu
npueMnemMon conm € MoAUMPULMPOBAHHBLIM BbICBOOOXAEHMEM MNOCPEACTBOM MOKPLITUS
nenneT AoKcunamvHa unu ero dapmMaueBTUYECKM MNPUEMIEMON CONMU NOCPEACTBOM
ocyuwjecteneHuna cragum (a2) u (al), kak onpeaeneHo Bbile;, U BTOPOro MHOXEeCTBa
nenneTr NUMPMAOKCUMHA wnn  ero  dapmMaueBTUYeCKM MpUeMnemMon conum ¢
MOANMPULMPOBAHHBIM BbICBOOOXAEHMEM MNOCPEACTBOM MOKPLITUA  hapMaLeBTUYECKN
NpPUeMNemMoro MHEPTHOro sapa, ocylwectenasa craguu (b2) u (b1).

B oaHom BonnoweHun cnoco® mnonyyYeHUss MHOrOeAVHUYHOW nepopanbHON
NekapcTBEHHOM (POPMbl MO MEPBOMY acrnekTy M3oOpeTeHns BKMoYaeT MNonyyYeHue no
OTAENbHOCTU. MEPBOr0 MHOXECTBA NEnneT AOKCMNaMmuMHa unum ero apmaueBTU4eCKu
npueMNeMon Conm € MoOAUMPMUMPOBAHHBIM BbICBOOOXAEHMEM NOCPEACTBOM MOKPbITUS
dhapmaueBTUYECKUM NPUEMIIEMOrO UHEPTHOro sapa, ocyuwlectensas cragum (ad), (a2) wn
(a1), kak onpeneneHo BbIWE, M BTOPOro MHOXECTBa NenneT nUpUAOKCUHA Wnu ero
hapmaueBTMHECKM NPUEMIIEMON CONMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NnocpeacTBOM  MOKPbITUS  papMaueBTMYECKM  NPUEMMEMOro  MHEpPTHOro  aapa,
ocyujectensas ctagum (b2) n (b1).

B ogHomM BomnoweHnn cnoco® mnonyyYeHUss MHOTFOeAVHUYHOW MepopanbHON
NeKkapCcTBEHHON (POpPMbl MO NMEPBOMY acrnekTy M3oBpeTeHns BKMOYaeT MNonyyYeHue no
OTAENbHOCTU: MEPBOr0 MHOXECTBA MENneT AOKCMMamMmuHa unum ero gapmaueBTU4ECKU
NpPUEMNEMON CONMN C MOAUMPULUMPOBAHHBIM BbICBOOOXAEHMEM MOCPEACTBOM MOKPbITUS
chapmaueBTUYECKN NPUEMIIEMOrO MHEPTHOrO aapa, ocywecTensasa ctagmm (a3) m (al), kak
onpefeneHo BbIlWe, W BTOPOrO MHOXeCTBA NennetT nupuaokcuHa wunuM  ero
hapmayeBTMYECKM NPUEMIIEMON CONMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
nocpeacTBOM  MOKPbITUS  hapMaueBTUYECKM  NPUEMMEMOro  MHEpPTHOro  aapa,

ocyujectsnasa ctagum (b2) n (b1).
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B ogHOM BOMMOLEHMM KaxKaYyH U3 CTagui MOKpbITUS cnocoba no n3obpeTeHuto
nNpoBOASAT Npu TemnepaType Bosgyxa ot 5°C pgo 80°C; B wactHoctn, ot 20°C pgo 70°C;
B6onee koHkpeTHO OT 25°C po 65°C u ropasgo 6onee koHkpeTHo oT 25°C po 55°C. B
OAHOM BOMIOLLEHUN KaXaylo N3 CTagnin nokpbitms cnocoba no n3obpeTteHno nNpoBoaSAT
npu noTtoke Bo3gyxa oT 0 fo 20 M°/4 Ha Kr hapMaLEBTUYECKV MPUEMIIEMbIX UHEPTHbBIX
sAep; B yacTHocTn oT 0 40 6 M°/4 Ha Kr hapMaLEeBTMUYECKN NPUEMMEMbIX MHEPTHbIX SAEP.
MNoToK BO3AyXa KOHTPOMUPYIOT, UCMOMb3ys CUCTEMY BbISIBMEHUS BO3jyxo3abopa Tuna
aHemomeTpa. B 0OgHOM BOMMOWEHUN KaKAYD W3 CTagun nokpblTua crnocoba no
n3obpeTeHunio NPoBOAAT Npy Temnepatype sosgyxa ot 5°C go 80°C n noToke Bosgyxa oT
0 10 20 M°/4 Ha kr hapMaLeBTUYECK MPUEMIIEMbIX UHEPTHBIX SAEP.

B ogHOM BonnowleHnn kaxaas ns Ctagum nokpbiTus crnocoba no msobpeTeHuio,
KOTOpas BKMOYaEeT pacnbiieHne CMecu OAHOro wunu Bonee KULEYHOPaCTBOPUMbIX
MOKPbIBAIOLMX a@reHToB W  OAHOro wunn 6onee  NOKpbIBALWUX areHToB C
MOANMPULUMPOBAHHBIM  BbICBODOXAEHMEM, Kak OMNPEAEneHo BbIe, B YaCTHOCTMH,
KMLLEYHOPaCTBOPUMOE MOKPbITUE NpeacTaBnseTr cobon cononvmep MEeTaKpuoBOWn
KACMOTbl W MeTUNMeTakpunaTa; W MOKPbIBALWWUA areHT ¢  MOAUMULUUPOBAHHBIM
BbICBOOOXAEHMEM NpeacTaBnaeT cobon wennak. B ogHOM BOMMOLWEHUM Kaxkaas U3
cTaaun nokpbiTMs cnocoba no n3obpeTeHuto, KOTopas BKMOYAET pacnbifieHne CMecu
0O4HOro unu 6onee KULWEeYHOPaCTBOPUMbIX MOKPbIBAOLMX areHTOB M O4HOro unmn Gonee
MOKPbIBAKOLLMX areHToB c MOANPULMPOBAHHBIM BbICBOOOXAEHNEM,
KMLLEYHOPAaCTBOPUMOE TMOKPbITUE MPEACTaBnseT Ccobon Ccononmmep MEeTakpuoBOU
KMCNOTbl U METUNMETakpunara, B YaCTHOCTM, COMOMMMEP METaKPUNOBOW KUCMOTbl W
metunmetakpunara (1:1) (Eudragit L); n cpeactsom nokpbITUS ¢ MOANDULMPOBAHHBLIM
BbICBOOOXAEHMEM saBnseTca wennak. B ogHom BoOnnoweHun kaxkgas w3 cragun
nokpbITss cnocoba no un3obpeTeHnto, KOTopasi BKMOYAET pacrblieHne CMecH,
cogepxawen ognH nnn Bonee KULLEYHOPaCTBOPMMbIX MOKPbIBAOLMX areHTOB U OAMH
unn Gonee nNOKPbIBALWMX areHToB C MOAUMPUUMPOBAHHBIM  BbICBOOOXAEHNEM,
KULLEYHOPAaCTBOPUMOE TMOKPbITUE MPEACTaBnseT Ccobon cononMmep METakpuoBOU
KMCNOTbl U METUNMETaKpunara, B YaCTHOCTM, COMOMMMEP METaKPUNOBOW KUCIOTbl W
metunmeTakpunaTta (1:1) (Eudragit L); n nokpbiBaloWmin areHT ¢ MOANMULMPOBAHHbBIM
BbICBOOOXKAEHMEM NpeacTaBnsieT cobon Lennak B MacCoBOM COOTHOLLEHUM OT 5:95 po
30:70; B yacTtHocTH, oT 8:92 go 20:80.

B ogHOM BOMMoOWEHMM HaA cTagum nokpbitust ctagum (al) cnocoba no
N300peTEeHNIO, KOTOPas BKIIOYAET pachnbiieHMe CMECU, cogepkawlen ogmH unun 6onee
KMLLEYHOPAaCTBOPUMbIX MOKPbIBAKOLMX areHTOB U O4UH unn 6onee NnoKpbIBAOLUX areHToB

C MOAMPUUNPOBaHHBIM  BbICBOOOXKAEHMEM, pachbiNsgemMasl CMeCb COAEPXUT OT 4 4o 7
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Macc.% KMLIEYHOPACTBOPUMbIX MOKPbIBAKOLMX areHToB, B YacTHOCTW, cononumepa
METaKpUNOBOW KMCNOThl U meTunmetakpunara (1:1) (Eudragit L), n ot 15 go 25 macc.%
MOKpbIBaKOLME areHTbl C MOAMMPULUPOBAHHBIM BbICBODOXAEHMEM, B YacCTHOCTH,
wennaka, (He cogepxawlero Bock). B 04HOM BONMOLWEHNN Ha CTagun NMOKPbITUS CTagun
(a1) cnocoba no n3obpeTeHnto, KOTOPbLIN BKMOYAET pPacChbifieHNe CMECH, CoaepKallen
OAVH YN Bornee KULIEYHOPaCTBOPUMbIX MOKPbIBAIOLMX areHToB U oauvH unn Bonee
MOKPbIBAIOLUMX areHTOB C MOAUMMLUMPOBAHHBLIM BbICBOOOXAEHNEM, pacrnbinsgemas CMecb
cogeput oT 4 po 7 macc.% KULWEYHOPAaCTBOPUMbIX MOKPbIBAIOWMX areHToB, B
YaCTHOCTK, CONONMMMEpPa METaKPUNOBOW KNCNOTbI N meTunmeTakpunara (1:1) (Eudragit L),
n ot 15 po 25 macc.% nokpbiBarOLMe areHTbl ¢ MOANPULMPOBAHHBIM BbICBODOXAEHNEM,
B YaCTHOCTW, Wennaka, (He cogepxallero BOCK), B MacCOBOM COOTHoLleHnn ot 15:85 go
30:70. B opHOm BONMfoweHMM Ha cTagum nokpbitua ctagum (b1) cnocoba no
N306peTEHNIO, KOTOPbIA BKMNOYaET pacnbiNeHne cCMecu, cogepaljen oauH unmn bonee
KMLLEYHOPaCTBOPMMbIX MOKPbIBAKOLLNX areHTOB 1 OAMH U 6onee NokpbiBaoLLMX areHToB
C MOAUULMPOBAHHBIM BbICBODOXEHNEM, CMECL AN pacnbineHns cogepxut ot 2,0 o
7,5 macc.% K/AWEYHOPacTBOPMMbIX MOKpbiBalowmx areHtoB M ot 10 pgo 35%
NMOKPbIBAKOLUMX areHToB C MOAMMULMPOBAHHBIM BbICBOOOXAEHMEM; B HacTHOCTH, OT 20 Ao
35%. B ogHOM BOMMOLLEHNN Ha cTagum nokpbitus ctaamm (b1) cnocoba no n3obpeTeHuto,
KOTOPbIA  BKNIOYAET  pacnbineHMe CMmecu, cogep)xawen oguH  unmn  Gonee
KMLLEYHOPACTBOPUMbIX NOKPbIBAKOLMX areHTOB U OAUH unn 6onee NoKpbIBaLNX areHToB
C MOANMPULMPOBAHHBIM BbICBOOOXAEHMEM, CMECH ANSA pacnbineHns cogepxut ot 2,0 Ao
7,5 wmacc.% KuWe4YHOPacTBOPUMbIX MNOKpbiBawowmx areHto UM ot 10 pgo 35%
MOKPbIBAKOLUMX areHTOB C MOAMMULMPOBAHHBIM BbICBOBOXAEHMEM; B YacTHOCTH, OT 20 Ao
35% B maccoBoM cooTHoLLEHUM OT 5:95 no 15:85.

B ogHom BonnoweHun Ha cragum nokpbimust cragum  (b1) cnocoba no
N300pEeTEHNIO, KOTOPbIN BKMOYAET pacnblfieHNe CMECK, cogepkallen oauH unm bonee
KMLLEYHOPAaCTBOPUMbIX MNOKPbIBAKOLMX areHTOB U O4UH unn 6onee noKpbiBaLNX areHToB
C MOANMPULMPOBAHHBIM BbICBOOOXAEHMEM, CMECh ANA pacnbineHns coaepxut ot 2,0 Ao
7,5 macc.% cononumepa MeTakpunoBon KACIOTbl U meTunmeTakpunata (1:1) (Eudragit L)
B KayecTBe KULLEYHOPaCTBOPUMLIX MOKpbiBawowmx areHtoB M ot 10 go 35 macc.%
wennaka, (He cogepxawero BOCK), B KayeCTBE MOKPbIBAOLMX areHToB C
MoanUUMPOBaHHLIM BbICBOOOXKAEHMEM, B 4acTHoctu, oT 20 po 35%. B ogHowm
BOMMNOWEHNN Ha ctagum nokpbitns ctagum (b1) cnocoba no mn3obpeTeHuto, KOTOpPLIn
BKMIOYAET pacnbifieHe CMeCK, coepkallern oauH unn Bonee KueYHOPacTBOPUMbIX
MOKPbIBAIOLMX areHToB W oguH unu  Bonee  MNOKPbIBAKOWMX  areHToB C

MOANDMLUMPOBAHHBIM BbICBODOXAEHMEM, CMECH ANA pacnbineHns cogepxut ot 2,0 ao
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7,5 macc.% cononumepa MeTakpunoBon KACIOTbl U meTunmeTakpunata (1:1) (Eudragit L)
B KayecTBe KMULLEYHOPaCTBOPUMbLIX MOKpbiBawowmx areHtoB u ot 10 go 35 macc.%
wennaka, (He cogepxawero BOCK), B KayeCTBE [MOKPbIBAKOLMX areHToB C
MOANPUUMPOBAHHBIM BbICBODOXKAEHMEM; B YacTHOCTH, OT 20 Ao 35 macc.% B MaccoBoOMm
COOTHOLIEHUN OT 5:95 a0 15:85.

B ogHom BonmoweHun Ha ctagum nokpbitna (a3) cnocoba no unsobpereHuto
NnoKpblBaOLMe areHTbl BbIOpaHbl M3 rPynnbl, COCTOALWEN U3 MOMUBUHUNNUPPONUAOHA,
wennaka, rMAPOKCUNPONUIMETUALENIONO3bI, rMAPOKCUMNPONUNLENIONO3bI n
MUKPOKPUCTAmNNMYECKOW  LEenmono3el WM UX CMECU; B YacTHOCTW, CMecu
NONMBUHUIIIMPPONUAOHA W Wennaka. B ogHOM BOMMOWEHUM Ha CcTaguun nokpbitnsa (al)
cnocoba no K300pPETEHUIO MOKPbIBAKOLWMIA areHT npeacrasnaet cobon cmecb
NONMBUHUITIMPPOSNINAOHA, B YacTHocTn, K30, 1 wennaka B MacCoOBOM COOTHOLLUEHUU OT
20:80 pgo 30:70. B ogHOM BoOMNMoOWEHUM Ha cTagumm nokpbitva (a3) cnocoba no
n3obpeTeHunto cmeckb Ansa pacnbinexus cogepxut ot 30 o 40 macc.% ogHoro unm 6onee
MOKPbIBAIOLMX areHTOB, Kak ornpejernieHo Bbilwe. B ogHOM BONMOWEHWM Ha cTaguu
nokpbiTs (a3) cmecb Ana pacnbineHns coaepxmt ot 30 go 40 macc.% cmecu
nonueuHunnupponmaoHa K30 wn wennaka, (He cojep)xallero BOCK), U3
NONMBUHUIIMPPONUAOHA W LLENNaka, B MaccoBoM COOTHowleHun ot 20:80 go 30:70. B
KOHKPETHOM BOMMOLLEHMM Ha CTaaum NOKpbITUS (a3) CMeCb ANs pacnblNeHNs COAEPXUT
OAMH unn Gonee opraHuYecKkMx pPacTBOPUTENEN, KakK ONpeAeneHo Bbille WM HWXKE; B
YaCTHOCTU, CMECb COAEPXUT KONMYecTBO KOHUeHTpauum pactesoputena ot 0 go 70
mMacc.%. B KOHKPETHOM BOMMOLUEHUM Ha CcTaaum nokpbitus (a3) cMecb Npu pacnbieHnn
npeacraesnseT cobon pactesop nonueuHunnupponmgoHa K-30, 20% B aTaHone n pacrteop
wennaka, (He copepxawero Bock), 40 wmacc./macc.% B 3TaHONEe B MacCOBOM
cooTHoweHun ot 20:80 go 40:60; B yactHocTK, 30:70.

B ogHoMm BonnoweHnn Ha ctagumn nokpbitms (b2) cnocoba no n3obpeTeHnio Cmech
Ans pacnbinenus cogepxumt oT 20 g0 45% ogHoro nnmn 6onee nokpbiBalOLLMX areHToB. B
OAHOM BOMMOLLEHUM Ha cTaaumn nokpbitus (b2) cnocoba no n3obpeTeHnto NoKpbIBaKoLmMe
areHTbl BblOpaHbl M3 rpynnbl, COCTOSALWEN W3 MUKPOKPUCTANNMYECKON LENonosebl,
ruapokcunponunmetTunuennionosel (MML), nonmsmnHunnnpponugona (MBIM1), wennaka,
nonuatunenrnukons (M3l) 6000, ryaposon kamean 1 Kpaxmana; B YacTHOCTM, Liennaka,
(He coaepxallero BOCK); B YaCTHOCTW, Wennaka. B KOHKPETHOM BOMMOLLEHUM Ha CTagmn
nokpbiTua (b2) cmeck ansa pacneineHna cogepxmt ot 30 4o 45 macc.% wennaka, (He
cogepraliero Bock). B KOHKpeTHOM BOMNMOLWEHMN Ha cTaaunm nokpeltma (b2) cmech gna
pacnbIfeHNs COAEPXKNT OAMH U Bonee opraHMyecKknx pacTBOpUTENEN, Kak onpeaeneHo

BbILLUE€ UNN HWXKe; B YaCTHOCTU, 3TAaHO.
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B ogHOM BOMMOWEHUM Ha cTagum NOKpbITUA (a2) cnocoba no nsobpeTeHuro
KMLLEYHOPAaCcTBOPUMbIE MOKPbIBAOLUME areHTbl MNPeacTaBnAloT cobon nokpbiBaroLme
areHTbl, ONpeAeneHHbIE BbIe U HUXE; B YaCTHOCTU, COMONMMEP METaKPUNOBOW KUCIOThI
n metunmetakpunata (Eudragit L). B ogHOM BOMMOWEHUN Ha CTaguu nokpbiTUS (a2)
cnocoba no n3obpeTeHnio CMEeChb ANs pacnblieHns cogepxut ot 5 go 15 macc.% ogHoro
unu 6onee KMLLEYHOPACTBOPUMbIX NMOKPbIBAIOLLNX areHTOB.

B ogHOM BONNoOLWEHNN Ha cTagumn nokpbitms (a2) cnocoba no n3obpeTeHntio CMech
Anst  pacnbineHuss  cogepxmt ot 5 pgo 15 wmacc.% ogHoro wunm  Bonee
KMLLIEYHOPAaCTBOPUMbBIX MOKPbIBAKOLMX areHToB, 1 cnocob Bknoyaet gobasneHuve ot 5,0
40 6,5 r Ha kr dhapmaueBTUYECKU MPUEMIEMbIX MHEPTHbIX AAEep aHTUCNexXusaTens, B
dopme nopollka. B KOHKPETHOM BOMMOLWEHUM Ha CTagum MokpbITUA (a2) CMecb ang
pacnbINeHns COAEPXUT OAMH NN Bonee opraHNyYecknx pacTBOpUTENEN, Kak onpeaeneHo
BbllUE M HWXE, B YaCTHOCTM, aUeTOH, WM CMeCb aueToHa, 3TaHorna W BoAabl. B
KOHKPETHOM BOMMOLLEHWUM Ha CTaAuWM NOKPLITUS (a2) CMeCb ANS PachnblfeHNs COAePXUT
OAMH unu Bonee opraHUYeCKUX pacTBopuTenen B KOHUeHTpauum ot 85 macc.% ao 95
macc.%, 6onee kOHKpeTHO, B 90 macc.% pacTBoputenen.

B ogHOM BOnnoweHnn Ha kaxaon m3 ctaguni nokpbitua (a1) n (b1) cnocoba no
N300pPETEHNIO, KOTOPbLIN BKMOYAET pacrnbifieHNe CMEeCK, CoAepikallen noKpbiBatoLymne
areHTbl, CMECb AN pacnbiieHNs AOMNOMHUTENbHO COAEPXUT OauMH unn  Bonee
OpraHnYeckux pacTBoOpuUTENen, Kak onpeaeneHo Bbiwe, B konuyectse oT 85 go 1200 r
pacTBOpPUTENSA Ha Kr hapMauleBTMYECKM NPUEMIEMbIX UHEPTHbIX SAEP; B YACTHOCTW, OT
85 po 650 r pactBopuTENSa Ha Kr hapmaueBTUYECKM MPUEMMNEMbIX MHEPTHbIX aaep. B
OAHOM BOMMOLLUEHUN Kaxkaash M3 CTagui MOKpbITUS crnocoba no n3obpeTeHuto, KOTopbIn
BKITIOMAET pacnbifieHMe CMecK, cofepaljen MnoKpbiBalwme areHTbl, CMeCb AN
pacnbifieHns LOMOMHUTENBHO COAEPXKUT OAMH U Bonee opraHnYecKkMx pacTBopuTENeN,
Kak onpegeneHo Bbilwe, B konuyectee oT 270 po 285 r pacTtBOpuTeEns Ha Kr
chapmaleBTUYECKN NPUEMITEMbIX MHEPTHbIX s4ep Ans (a1) u B konnvecTtee oT 85 no 100 r
pacTBopuUTEns Ha Kr hapmMaueBTUYECKM NPUEMITEMbIX MHEPTHLIX aep ana (b1).

B ogHOM BOMMOLEHMM KaXKQYHO U3 CTagui MOKPbITUS cnocoba no n3obpeTeHuto
NPOBOASIT MpW MoToke Bosgyxa oT 0 Ao 20 M*/y Ha Kkr dhapmaLeBTUHECKU NPUEMMeMbIX
MHEPTHbIX S4ep; B YacTHocTK, oT O Ao 6 M° /4 Ha kr hapMaLeBTUYECKN NMpUeMMeMbIX
WHEPTHbIX S4ep.

B 04HOM BOMMOLLEHMM HA KaXKA 0N N3 CTagunin NOKpbITUS cnocoba no n3obpeTeHunto
TemnepaTypa MHEPTHOro Aapa (CepAUEBUHbI) NEMNMNET Ha NPOTSKEHUU CTagnumn NOKPbITUS
coctasnset ot 5°C o 50°C; B yactHocTtun, oT 10°C go 30°C B ogHOM BOMMOLWEHUN Ha

KaXkgon 13 cTtaguin nokpbiTUs cnocoba no n3obpeTeHnio TemnepaTtypa MHEPTHOro siapa
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(cepaueBuVHbl) NENNET Ha NPOTSKEHUN CTaauM NOKpbITUS coctasnaeT ot 19°C go 30°C.
TemnepaTypy  KOHTPOMMPYIOT, UCMONb3yst  oTkanmbposaHHbin  ceHcop  PT100,
HaxoAALWMNCH B NPSIMOM KOHTaKTe C nennetamMmu, NoanexaLyumm nokpbITUIO, HO €e MOXHO
6bIno 6bl KOHTPONMPOBATb, UCMOMNb3YS 3KBUBAIEHTHYIO CUCTEMY.

B ogHOM BOMMOWEHUN Ha KaKaoW M3 cTagui pacnbinenuns (al), (a2), (a3), (b1) u
(b2), xnakyto CMeCb pacnblfIAT NPU 4aBNeHUN pacnblfieHus pacneinutena ot 60 go 220
klMNa n gaBneHumn B OTKPLITOM KOHTYpe oT 60 g0 250 kla.

Ctagum nokpbITna cnocoba BTOPOro acnekrta n3obpeTeHns MOXHO OCYLLEeCTBNATb
nobbIM M3BECTHLIM CNOCOOOM, PACKPbITbIM B COBPEMEHHOM YPOBHE TEXHUKW. B ogHOM
BOMMOLEHNN CTaauM MOKPbITUA OCYLLECTBASIOT CnocoboM, BbIOpaHHbIM M3 rpynmbl,
cocrosilen wu3 cnocoba AgpaxuposaHuss M cnocoba HaHECeHUs MNOKPbITMS B
NCeBAOOXKMKEHHOM crioe. B ogHOM BOMMOWEHWM CTaguu MOKPLITUA OCYLLUECTBAOT
NoCpPeACTBOM cnocoba ApadkKUPOBAHMWSA, U MOHMKEHWE LaBrieHUs BHYTPU YCTaHOBKWU ANS
HaHeceHMs nokpbiTMa coctaenseTr ot 0 go 200 Ma. B ogHOM BOMMOWEHUN CTaguu
MOKPbITUS OCYLLECTBMSAIOT CMOCOOOM APaKMPOBAHUS, U MOHMXKEHNE AABMNEHUS BHYTPU
YCTaHOBKM ANS HAaHeCeHUs NokpbITua coctasngaeT ot 0 go 100 MMa.

B ogHom BonmoweHnn cnoco® no HacTtoswemy M3o0peTeHuto npeacrasnsiet
cobon cnocob, B KOTOPOM OAHY wnn Oonee cTagui MNOKPbITUS OCYLLECTBRSIOT B
OTCYTCTBUWN CTaAUN CYLLKW.

B ogHom BonmoweHnn cnoco® no Hacrtoswemy M3o0peTeHunto npeacrasnsier
cobon cnocob, B KOTOPOM OfHa unu Bonee crtagui NOKPbITUS 4OMNONHUTENBHO BKNOYAOT
oaHy unn Oonee crtagun cywkn. B oaHom BonnoweHun cnoco® no HacTosAwemy
n3obpeTteHnto npeacraBnaeT cobon cnocob, KOTOPbLIM AOMOMHUTENBHO BKMOYAET
AOMOMHUTENbHYIO CTAAMIO CYLWKM B OTAENbHOCTM KaX4oro M3 MHOXECTB MNEenneTos,
MONYYEHHbIX NOCIE MOMYYEHUS KaXKA0ro CNosi NOKPLITUS (YePeaYoLMNECs CTagNN CYLLKU U
MOKPbITUS). 3TO O3Ha4aeT, B Crydyae NepBOro MHOXECTBA MenneT nocne nonyvYeHus
BHYTPEHHEr0 aKTUBHOMO CMNOSA  MOKPbITUS, MNPOMEXYTOYHOIO Crosi  MOKPbITUS  C
BbICBOOOXAEHNEM B KWLUEYHWKE M BHELLUHEro Criosi MOKPbITUS C MOAUMDULMPOBAHHBIM
BbICBODOXAEHMEM, W B Cnyyae BTOPOro MHOXeCTBa MnennetT mnocne nony4YeHus
BHYTPEHHEr0 aKTUBHOTMO CrNosi  MOKPbITUS W/MNW  BHELUHEro Cros NOKpbITUA C
MOANPULMPOBAHHBLIM BbICBODOXKAEHMEM.

B oaHOM BOMMOWEHUN KaXKayld M3 CTagum Cywkm crnocoba no unsobpeTeHuro
ocyujecTenaoT npu Temneparype ot 15°C go 60°C; B 4yacTtHoctn, oT 25°C o 45°C. B
OAHOM BOMMOLUEHNMN KaXKAYIO U3 CTauUA CyLLIKM crnocoba no n3obpeTeHnio OCyLLECTBNSIOT
NpU NOTOKE BO3Ayxa, PaBHOM vnu GonbLue Yem 1 M%/ (4 Ha Kr MHEPTHbIX SAEp) B TeYEHMe

COOTBETCTBYOLLIEro nepuojga BpemMeHW Anda nonyyvYeHua Konun4dectBa KaXaoro us
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pacTeBopuTeneit MeHblle yem 5000 mMnH'. B OAHOM BOMMOLEHUN KaXAYI0 U3 CTagui
cywkun cnocoba no n3obpeTeHnto ocyLecTBNSAOT Npu Temnepartype ot 15°C go 60°C u
NPy NOTOKE BO3AyXa, PaBHOM WM GomblueM, Yem 1 M*(4 Ha K WHEpPTHbIX S4ep) B
TeYeHne COOTBETCTBYIOLLErNo Nepruoaa BPEMEHU ANS NOSyYEHUS KONMYECTBA KaXKAoro 13
pacTeopuTenei MeHbLue Yem 5000 mnH ™.

B KOHKpPETHOM BOMMOWEHUN YepeaylLmecs CTagun MOKPbITUA U CYLLUKK
OCYLLIECTBIIAIIOT Ha NPOTSXKEHUN HE MeHbLUe YeM 1 Y npu TemnepaType; B YacTHOCTU, OT
15°C po 45°C, u npn notoke Bo3gyxa, Bonble yem 1 M*/4 Ha kr hapMaLeBTUHECK
NpUeMnemMbIX WUHEPTHbIX S4ep. B KOHKPETHOM BOMMOLWEHUM CTAAMIO CYLLKA BHELLHEro
MOKPbITUSS 0BOUX MHOXECTB OCYLLECTBMSIOT HA MPOTAKEHUN HE MeHbLue Yyem 8 4 1 He
Bonee 12 y; B yacTHocTK, npy Temnepatype oT 15°C go 60°C, npegnoyTtutensbHo ot 25°C
[0 50°C; 6onee koHkpeTHO oT 40°C a0 45°C npu noToke Bo3ayxa 6ornbLue, Yyem 2 M°/y Kr
hapmaLeBTUYECKM NPUEMITEMbIX UHEPTHbLIX A4€EP.

B KOHKpeTHOM BOMMOLEHUN CTagum Cyllku cnocoba no n3obpeTeHuto NpoBOAST
Ha nobom cooTBeTCTBYOWEM 060pYAOBaHUN; B YACTHOCTW, B YCTAHOBKE ANSA HAHECEHUS
nokpbITUs Npu ckopoctn oT 0 40 10 06./MUH.

B ogHOM BOMMOLWEHMM CTagmMm NOKpbITUSA cnocoba no M30OpeTEeHUIo NPOBOANAT B
YCTaHOBKE AN HaHECEHUSA MOKPbLITUS U Npu ckopocTn Bpaiwlenna 0 go 50 o6./MuH., B
yactHocTn, oT 2 Ao 25 06./MuH.; 6onee koHkpeTHo, oT 10 go 2 06./MunH. CKOpOCTb
BpaleHNs YCTaHOBKM MOXHO KOHTponupoBaTtb mobbiM CnocobOM, W3BECTHbIM B
COBPEMEHHOM YPOBHE TEXHWKM. B 4acTHoCTM, cnocob, MCnonb3yembii B HaCTOSLLEM
n3obpeTeHun, oCyLLECTBNSIOT NOCPEACTBOM UCMONb30BaHUA cYeTUMKa 060POTOB.

B ogHom BonnoweHun cnocob no HacTtoswemy n3obpeTeHuto AOMONHUTENbHO
BKMOYaeT ogHy unu 6onee [OMNOMHUTENbHbIX CTagMW NPOCEUBaHUA B OTAENbHOCTU
KaXgoro M3 MHOXECTB NENMeToB, MOMYYEHHbIX Ha KaXKAOoW U3 CTaguMn MOKPbLITUS, €Crn
HabntogaeTca arnomepayms nopoLuka B rpaHynbl. B ogHoM BonnowjeHun cnocob no
HacTodALeMy N300peTeHNIO AONONHUTENBHO BKMOYAET OAHY UM 6onee AONONHUTENbHbIX
CTaann NpocemBaHNs B OTAEMNbHOCTU NEPBOro MHOXECTBA NenneT AOoKCUnaMmmHa Unm ero
hapmaueBTUYECKM MPUEMMEMON COMM C  MOAUDULUMPOBAHHLIM  BbICBODOXAEHNEM,
copepxawux: apmMaleBTUYECKM NMPUEMNEMOE UHEPTHOE SAPO; BHYTPEHHUA aKTMBHbIN
CNOW MOKPbLITUS; MPOMEXYTOUHBIA CMOA MOKPLITUSA C BbICBOOOXKAEHNEM B KULLEYHUKE U
BHELUHWA CMOW MOKPbITUA C MOAMPULNPOBAHHLIM BbICBOOOXAEHMEM; WU/MNKM BTOPOro
MHOXeCTBa NenneT MUPUAOKCUHA WNn ero gapmayeBTUYECKU NPUEMNEMON COMM C
MOANPULMPOBAHHBIM BbICBODOXAEHMEM, CoAepXKalux: hapmaLeBTUYECKN NpueMnemoe
WHEPTHOE AAPO; BHYTPEHHUN aKTUBHLIW CIOW MOKPbLITUS, U BHELUHWA CIOW MOKPbITUS C

MOANDULMPOBaAHHBIM BbICBOBOXEHNEM.
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B ogHom BonnoweHun crnocob no HacTtoswemy U3obpeTeHuo AOMOMHUTENbHO
BKIOMAET OAHY unn Bonee AONOMHUTENbHBIX CTajuni NPOCEUBaHMWA, Kak ornpeaerneHo
BbilE, 4O MOMyYEHMs pasmepa 4acTtuu, Takoro 4to no meHbwen mepe 90% MHEPTHbIX
saep umetot pasmep 4Yactuy ot 300 mkm go 1700 MKM, M3MEPEHHLIA MOCPEACTBOM
CUTOBOrO aHanmsa, u no meHbLen mepe 90% apmMmaueBTUHECKN NPUEMITEMbIX MHEPTHbIX
aaep umeet BapuabenbHOCTb pasmepa vactuy He 6onee 200 MKM, W3MEPEHHYIO
nocpeacTBOM CUTOBOrO aHanu3a, B YacCTHOCTW, BapuabenbHOCTb pa3mepa 4yactuy He
B6onee 150 MKM, B 4acTHOCTK, BapuabenbHOCTb pasmepa dacTtuy He 6onee 100 MKMm n
fbonee KOHKPETHO BapmnabenbHOCTb pasmepa vactvy He Bonee 75 MkMm; pasmep 4actuy
nenneT nepBoro MHOXecTBa C MOAMMULMPOBaHHLIM BbICBOOOXAEHNEM AOKCUNaAMUHA
nUnu ero hapmaueBTUYECKM NPUEMIEMON COMNU, ABMNSAETCH TakMM, YTO MO MEHbLUEN Mepe
90% nennet nmeet pasmep vactmy ot 400 mkm 40 2000 MKM, U3SMEPEHHLIN MOCPEACTBOM
CUTOBOrO aHanmsa, u no meHben mepe 90% nennet nmeeT BapmabenbHOCTb pa3mepa
yacTtuy He 6onee 200 MKM; B 4aCTHOCTW, BapnabenbHOCTb pasmepa vactuy He 6onee 150
MKM; B 4acTHOCTWU, BapuabenbHOCTb pasmepa 4dactuy He Gonee 100 mkm; n Gonee
KOHKPETHO BapuabenbHOCTb pasmepa uvactuy He 6Gonee 75 MKM; W3MEPEHHYIO
nocpeacTBOM CUTOBOrO aHanmsa; U pasmep 4actuy nennet BTOPOro MHOXeCTBa nennet
NMPUAOKCMHA MM ero dapmMayeBTUYECKN MPUEMIEMON CONMM C MOANDULMPOBAHHBIM
BbICBODOXAEHMEM, ABMNSETCH TakUM, YTO NO MeHbLlen mepe 90% nennet nmeeT pasmep
yactuy oT 400 mkm go 2000 MKM, M3MEPEHHbIM NOCPEeACTBOM CUTOBOrO aHanusa, u no
MeHbLen mepe 90% nennet nveeTt BapmabenbHOCTb pasmepa Yactuy ot He Bonee 200
MKM; B YacCTHOCTW, BapmabenbHOCTb pasmepa vactuy He Bonee 150 MKM; B 4acTHOCTH,
BapnabenbHOCTb pasmepa Yactmy He Oonee 100 mMkM; n 6Gonee KOHKPETHO
BapnabenbHOCTb pa3mepa 4vactuy He Oonee 75 MKM, M3MEPEHHYIO NOCPEACTBOM
CVUTOBOrO aHanusa. Bce BONMNOLWEHNS, pacKpbITble BbIlE, B OTHOLLEHUN pa3mepa Yactuy,
n BapuabenbHOCTU pasmepa YacTuy dapmayeBTUYECKN NPUEMINEMOro S4pa U NEPBOro n
BTOPOro MHOXECTBA nNennetT M ux KomOumHauuu, packpbiTbiX B MNEPBOM acrekTe
n3obpeTeHuns, TaKkKe pacnpoCTPaHSATCS Ha cnoco® No BTOPOMY acnekTy usobperteHus.

B oaHom BonmnoweHun, B KOTOPOM, KOrga MHOroeiuMHUYHas nepoparnbHas
nekapcTBeHHas dopma npegcrtasnser cobon Teepayw kancyny, Torga crnocob no
HacTodawemMy W300pPeTeHN0 AOMOSMHUTENBHO  BKMAKOYAET  AOMOMHUTENbHYKO  CTaauto
HanOMHEHNA TBEPAOW Karncynbl NEPBbIM MHOXECTBOM NENMeT AOKCUNamMuHa Wnn ero
hapmayeBTMYECKM MNPUEMIEMON CONU C MOANMDULMPOBAHHBIM BbICBOOOXAEHMEM; U
BTOPbIM MHOXECTBOM MNENNeT NUPUAOKCUHA UM ero gapmaueBTMYECKM NPUeMIeMon
conn ¢ mMoamduUMpoBaHHbiM BbicBobOXAEHNEM. Cnocob HanomnHeHUs Kancyrbl MOXET

OblTb OCYLUECTBMEH C WUCMONb3oBaHMEM W3BECTHOro crnocoba, packpbiToro B
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COBPEMEHHOM YPOBHE TEeXHWKW. [lpymepbl HaMOMHAIOWMX MAalUWH, COOTBETCTBYHOLUMX
HacTodwemy unsobpeTeHuto, BkMwoyawT, 6e3  orpaHuYeHnsd, aBTOMaTUYECKYHO
HaNOMHSAIOLWYIO MalUVHY, WCMNOMb3YIOLWY0 ABWKEHME C MEPEPbIBOM WUNU HENpepbiBHOE
asmkeHme. OOblYHbIE HAMOMHWTENM Kancyrn, KOTOpble WCMONb3YIT ABWKEHUE C
nepepbiBOM UMW HEMPEPBIBHOE ABMXEHWE, BKMOYalT MawuHbl oT Bosch, IMA Zanasi,
Dott Bonapace n MG2. B pgaHHOM cnyyae HacTosero u3obpeTeHus, HanorHeHwe
TBEpPAbIX Kancyrn MnpoOBOASAT, WCMOMb3ya aBTOMaTWMYECKYD HamnoMHAOLWY MaLlUvHY,
NCNOnb3YIOLLY ABWXEHME C nepepbiBOM. B ogHOM BOMMOLWEHWW, B KOTOPOM, Koraa
MHOroeAnHWYHaa nepoparnbHaa nekapcTBeHHas dopma npepcrasnsaer cobon TBEpAYHO
kancyny, Ttorga crnocob Mo HacTosAwemMy W300pEeTeHUIO AOMOMHUTENbHO BKMOYaeT
JOMOMHUTENbHYIO CTaAUI0 HAaMOMHEeHUs TBEPAOW Kancyrbl, BKMOYAOLLYIO HanorHeHne
OTAENMbHO M B OTAENbHOCTU NEPBbIM MHOXECTBOM MENneT AOKCUNnamuHa wnuv ero
dapmaueBTU4eCKn NPUEMNEMON COMM C MOAUMPULUMPOBAHHBIM BbICBODOXAEHMEM W
BTOPbIM MHOXECTBOM MEnneT NUPUAOKCUHA MK ero dapmMaueBTUYeCcKn NPUEMIEMON
conu ¢ mMoanMUMPOBaHHbIM BbiCBOOOXAEHMEM. B OaHOM BOMMOLIEHUN, B KOTOPOM,
Koraa MHOroeivHW4YHas nepopanbHas nekapcTBeHHas dopma npeacTaBnseTr cobou
TBEPAYK Kancyny, Torga crnoco® no HacTtoswemy MU300pEeTEHUD AOMOMNHUTENbHO
BKIIOMAET [JOMOMHUTENbHYKD CTaguilo  HamnomnHEHMst TBEPAOM Kancynbl, BO-NEPBbIX,
BKITHOMAIOLLYIO: BO-MEPBbIX, HAMOMHEHWe Tena Kancynbl NepPBbIM MHOXECTBOM nennet
AOKCUNaMmnHa mnn ero apmaueBTUYECKM MPUEMIIEMON CONMM C MOAUMULNPOBAHHBLIM
BbICBOOOXAEHMEM, W, BO-BTOPbIX, HarosIHEHWE Tena Kancynbl BTOPbIM MHOXECTBOM
nennet NUPUAOKCMHA WM ero  apmayeBTUyeckm npuemnemod conm ¢
MOANPULMPOBAHHBIM BbICBOOOXAEHMEM; MM HAoOOOPOT; U NPUNAKMBAHWE Kornadka
Kancynbl Hag TENoMm Kancynbl. B 04HOM BONMOLEHUN, B KOTOPOM, KOrga MHOroeanHU4YHas
nepopanbHas nekapctBeHHas dopma npeacraesnseT cobon TBepayw kancyny, Torga
cnoco® no HacTosAwemMy M300peTeHMIO AOMNOMHUTENbHO BKOYAET AOMNONHUTENBHYIO
CTaauIo HamnonHeHUs TBEpAOW Kancynbl, BKMOYAKOLWYK HamomnHEHne KomMOUHauuen
NepBOro MHOXeCTBa NenneT AOoKCunammHa unn ero gapmaueBTUYECKN MNPUEMIEMON
ConMM C MOAMPUUNPOBAHHLIM BbICBODOXAEHMEM W BTOPOrO MHOXECTBa nenneT
NMMPUAOKCMHA MNN ero apmMayeBTUYECKN MPUEMIEMON CONMU C MOAUDULMPOBAHHBIM
BbICBOD O] EHMNEM.

MNprMMEHEHNe NepBoro n BTOPOro MHOXECTBA MNENNETOB, PACKPbITbIX B HACTOALLEM
n3obpeTeHun, nossBonseT AOCTMYb TOYHOCTU OTAENBHO B3ATOMO KONMUYECTBA KaKAOMo
MHOXEeCTBa MEenneToB, KOTOPbIMU HarnofiHeHa Kancyna, OT MEHEE YeM UNn paBHOW * 5
Macc.% TeopeTMYecKoM MaccCbl HanonHenus. B uyenax un3obpeTteHus TepmuH

«TeopetTnHeckaa Macca HanonHeHua» OTHOCUTCA K L|ene50|7| Macce HanonHeHU4,
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paccUMTaHHON Ha OCHOBE (PaKTUYECKOW aKTUBHOCTM MENNET B JOKCUNaAMUHA CyKUMHaTe
UM MMPUAOKCUMHA rMapoxnopuae Takum obpasom, 4toObl obecneunTb TEopeTUHeckoe
cogepxaHue X Mr gokcunammHa cykumHaTta (rae X npegcrasnsiet cobon, Hanpumep, 10,0
mnm 20,0 mr) m Y wmr (rae Y npeacraensaet cobon, Hanpumep, 10,0 mnmn 20,0 wmr)
NMUPUAOKCMHA TUApoOXriopuaa Ha Karncyny, KOTOPYK MOXHO W3MEpUTb MNOCPEenCTBOM
NoAXOASALMX BECOB.

B oaHom BonnoweHun, B KOTOPOM, KOrja MHOroejuvHuUYHas nepopanbHas
nekapcteeHHaa dopma npeacrasnaet cobon TBepAyrl Kancyny, Torga cragus
HanomnHeHna kancyn BkMoyaeT aobasneHne ogHoro unuv Gonee dapmauesTUyecku
npuemnembIx BCMOMOraTenbHbIX BELLECTB. Mprmepsl COOTBETCTBYHOLMNX
hapmaleBTUYECKM MNPUEMIMEMbIX BCMNOMOraTernbHbIX BELLECTB ANA MPUMEHEHUs Ha
CTagun HanorHeHus kancyn BblbpaHbl M3 CMasbiBaKOWMX BELUECTB, HanonHuTenew,
pasbasuTenen, BeLecTB, CNOCOOCTBYIOLMX CKOMBbXEHWUIO, U aHTUCNEXUBaTENen, unm nx
cmecu.

B oaHom BonnoweHun, B KOTOPOM, KOrga MHOroejuvHuUYHas nepopanbHas
nekapctBeHHas dopma npeacrtaeBnseT cobon TBepayk kancyny, Torga cnocob
AOMOMHWUTENbHO BKIMIOYAET AOMONMHUTENBHYK CTaauMI0 HamnoNHEHWUst Kancyrnbl NepBbiM
MHOXECTBOM MNENNETOB, COAEpXalUMX TepaneBTU4eckn 3PPEKTUBHOE KONMUYECTBO
AOKCUNaMMHa unn ero apmauyeBTUYeCckn NPUEMIIEMON COMU, U BTOPbIM MHOXECTBOM
NnenneToB, COAEPXKaLUUX TepaneBTUYeCckn 3(PEPEKTUBHOE KONMMYECTBO MUPUAOKCMHA UMK
ero capmaueBTUYECKA NMPUEMMNEMON COMU; B YACTHOCTWU, nmes oT 5 mr go 50 mr Ha
Kancyny JokcunammHa cykuymHata m ot 5 mr go 50 mr Ha kancyny nMpuaoKcuHa
rmapoxnopuaa.

Bce BonnoweHus, packpbiTble BbIWE N HWXKE, AN MHOrOEANHUYHOW NepopanbHOn
nekapcTBEHHON POPMbI NO NEPBOMY acnekTy M30OpeTEeHMs Takke PacnpoOCTPaHSIOTCS Ha
cnocob ee nony4YeHns No BTOPOMY acnekTy n3obpeTteHus.

MHoroeamHudHaa nepopanbHas nekapcTBeHHas opma Mo nepBoOMYy acrnekTy
n3obpeTteHns MoxeT ObiTb onpegeneHa cnocobom ee NONyYEeHUs!, Kak ONpPeLENeHo BbiLLE,
BO BTOPOM acnekre m3obpeteHus un, Takum obpasom, MHOroeaumHu4Hasa nepoparnbHas
nekapcTBeHHasa opma no nepBoMy acnekTy msobpeTeHus, nonyyaemass cnocobom no
N300pPETEHNIO, CUNTAETCA 4acTbld n3obpeTeHusa. B uensax mn3obpeTeHus BbiparKeHUs
«MOMNy4YaeMbIN»,  «MOMYYEHHbIA» U  3KBMBAINEHTHbIE  BbIP&KEHUS  MCMOMb3YTCA
B3auMo3amMeHaemMo, 1, B NobOM cnyyae, BbIPAXKEHUE «MONyyYaembii» OXBaTbiBaET
BbIPaXXeHNE «MONYYEHHbIN.

Bce BonnoweHnsa, packpbiTble BbilWe AMNS  MHOrOSAUHUYHOW nepoparbHOn

nekapcTBeHHOM (hopmMbl MO NEPBOMY acnekTy nsobpeTeHus, a Takke anst cnocoba ee
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MOMyYeHMst  TakKe  pacnpoCTPaHSTCA  Ha  MHOTOEAMHWUYHYIO  MepoparnbHYo
neKapCTBEHHYIO POpMy MO M30BPETEHMIO, MONTyHaeMyo CnocoboM NONyYEHUS.

HakoHel, Takke 4acTblo N300PETEHNS SBNSETCA MHOrOe4UHMYHAsA nepopanbHas
nekapcTBeHHasi hopmMa no NepBOMY acnekTy M300peTeHus 4ns NPUMEHEHWS B Tepanuu.
B uvacTtHOCTM, MHOroeaMHuW4Has nepopanbHas nekapCTBEHHass opma Mo nepBoMy
acnekty mn3obpeTeHns ANs NPUMEHEHWUS B CUMMTOMaTUYECKOM JTE€YEHUN TOLLUHOTbI U
pBOTbI. B 04HOM BONMNOLLEHNM MHOTOEAMHUYHAS NepoparnbHasi nekapcTBeHHas opma no
NMepBOMYy acnekty Wn300peTeHus Ans MNPUMEHEHUS B CUMMNTOMATMYECKOM FeYeHUn
TOLWHOTLI U pBOTbl 6epemeHHbix xeHwmH (NVP - ot adnrn. Nausea and vomiting of
pregnancy). B oaHOM BOMMOWEHUN MHOrOEAVHWYHAs nepopanbHas NekapCTBeHHas
dopma no nepBoMy acnekty MU3o0peTeHuss AnA MPUMEHEHUS B CUMMITOMATUYECKOM
NeYeHUn TOLWHOTbI WM pPBOTbl, ACCOLUMMPOBAHHLIX C BUMAAMMU JE€YEHUS OHKOMOMW,
Hanpumep, XuMuoTepanuen unu nyyYeson Tepanven. JaHHbin acnekt mor Obl ObiTh Takke
chOpPMYNNPOBaH, Kak MNPUMEHEHUE MHOrOeAMHUYHOM NepopanbHON NEKapCTBEHHOM
dopMbl MO NEepBOMYy acnekTy n3obpeTeHus, kak ONpeAerieHo Bbille, ANS MNOMyYeHus
NeKapCTBEHHOro CpeAcTBa ANA CUMMTOMaTUYECKOro NEYEHUs] TOLHOTbI U PBOTbI. OHO
TakKKke OTHOCUTCH K Cnocoby nNpodunakTuku U/vnm nevyeHnsa CTpagaHnsa MNeKonuTarLwmx
WUNN YYBCTBUTEMbHbIX K CTPaAaHWMIO OT TOLUHOTbI U PBOTbI, NMPUYEM Crnocob BkMOYaeT
BBELEHME yKaszaHHOMY MIiekonuTalroLemy MHOroeANHNYHOMN nepopanbHoN
neKapCcTBEHHOW (hOPMbI MO NMEPBOMY acrnekTy M300peTeHusl, kak onpeaeneHo Bbiwe. B
OAHOM BOMIOLEHUN TOLIHOT@ W PBOTa accouuMmpoBaHbl C GEPEMEHHOCTBIO KEHLLMH
(NVP) nnu ¢ BMaammn neyeHuss OHKOMOMMW, Hampumep, XUMUoTepanmen Unn nyyeBou
Tepannen. Bce BONMOLWEHMS, pacKpbiTble BbiWe, ANS MHOrO€AMHUYHOW nepoparnbHOn
nekapCcTBEHHOW hOPMbI NO NEPBOMY acnekTy N300peTeHms, TaKkke pacnpoOCTPaHSATCSA Ha
MHOFOEANHMYHYIO MepoparnbHyl0 NEeKapCTBEHHYO ¢opMy NoO NEpPBOMY  acnekTy
N300peTEHUS, OFPAHUYEHHYIO €€ MPUMEHEHNEM.

Ha Bcem MpoTsikeHMM onmncaHus n opMyrbl M30OPETEHUS CMOBO KCOAEPXKAT» U
BapuaHTbl 4aHHOrO CroBa He MpegHasHayYeHbl ANS WCKIMIOYEHUS] APYMX TEXHUYECKUX
npu3HakoB, A00aBOK, KOMMOHEHTOB WM cTagun. Kpome TOro, CrnoBO «coaepkart»
OXBaTblBaET Cryyanh «COCTOSILLErO M3». [lOMONHUTENbHbIE LENW, NpeMMyLiecTsa U
NMPU3HaKM Kn30OBpPETEHNs CTaHyT O4YEBUAHBLI Cneyuanuctam B JaHHOW obnactn npwu
NCCNeAoBaHUN ONNCAHUS, UM UX MOXHO Y3HaTb B NMPaKTMKE OCYLLIECTBIEHUS HACTOSILLErO
nsobpeteHus. Cnegyome npuMepbl NPeANoXKeHbl B KAYECTBE MNMOCTPAUMM, U OHU He
npeAHasHauYeHbl 4K OrpaHUYEHNsT HacTosero usobpeterus. Kpome Toro, Hactosiee
n3obpeTteHne  oxBaTbiBAET BCE  BO3MOXHblE  KOMOMHAUMW  KOHKPETHbIX WU

npeanoYvTuTenbHbIX BOI'IJ'IOLL[GHI/II?I, ONMMNCaHHbIX B AaHHOM AOKYMEHTE.



10

15

20

25

30

35

94

Mpumepsbl

Obwme coobpakeHus

3HaveHns namepeHna D90 akTMBHbBIX MHIPEANEHTOB (4OKCUNAMUH N NMUPULOKCUH)
nposoaunu, ucnonesys cnocob ManesepHa (Laser Mastersizer, Mie Theory; ISO 13320-1).

M3mepeHne 3HadeHnmss D90 pgokcunammHa wnu ero  dapmaueBTUYECKN
npuemMnemMon cConu nposoaunn, ucnonb3dys cnocobd ManesepHa (Laser Mastersizer, Mie
Theory; ISO 13320-1) B ycnoBusax CneayoLwmx OCHOBHbIX UCNOMb3yeMbIX NapameTpoB:

Obpasey, aucnepcroHHas cpega 250 wr, 5 mn Isopar G nntoc 5% (macc./macc.)
neynTuH

Bpems o6paboTkm ynbTpassykom 20 CEKyHA

Ouncneprupytowee cpenctao (06bem) Isopar G (npumepHo 100 mn)

Cpeabl 4ns npomMbiBaHns (06beMm)

AueToH (npumepHo 50 mn), Tonyon (npumepHo 50 mn)

n Isopar G (npumepHo 50 mn)

lMokasaTene npenomneHna yactmy 1,52

Mornowenne vyactmy 0,1

lMokasaTenb NpenomMnenns gucneprmpyrowlero cpeacrea 1,42

Obwee HasHa4YeHne aHanNUTUHECKOM MOAENN — HOPMarbHast YyBCTBUTEIbHOCTb

dopma yacTuy - HenpasunbHas

[MoBTOPbLI 3 U3MEPEHUSA HA aNMKBOTY

3agepxka mexay namepennsamm 10 cekyHa

Bpems nsmepeHuna obpasua 15 cekyHa

Bpems namepenus doHa 15 cekyHa

UHTepBan 3aremHeHna 15 — 30%

CkopocTb nepemewmsanns cycnensmm 2500 + 10 06./MuH.

O6pasLbl N3Mepsnu, UCNoNb3ys Cneaywmin cnocoo:

Cnocob6: ®nakoH ¢ obpasyom nogseprany CTaH4APTHOMY LMKIY NepeMeLLNBaHNS
BO Bpawawwemca mukcepe Bio Grant PTR-30. [lMpubnusutensHo 250 mr obpasya
nepeHocunn BoO ¢nakoH, obvemom 10 mn, n gobasnsamm 5 mn 5%-oro (macc./macc.)
pacteopa neuntnHa B Isopar G. CycneHsuioo nogsepranv AEWCTBMIO yNbTpasByka B
TeyeHne 20 cekyHa, ncnonb3ysa Bandelin Sonopuls HD3100, ¢ ynbTpa3ByKkOBbIM 30H40M
(MS72 HakoHeuHuK npu MHTeHcuBHOCTU 20%). MNpu HenpepbiBHOW Umpkynsayumn (2500
00./mMuH.), cycneHsmio obpasya gobasnsanu B cpeay aAnsa namepenus (npymepHo 100 mn

Isopar G) go Tex nop, noka 3HayeHne 3ateHeHusa He gocturHeT 15 - 30%. NamepeHns
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npoBoaunu cpasy nocrne gobaeneHust obpasua u, cnyctss 3 MuHyTbl ansa obecnevyeHus
ctabunbHOCTU aucnepcmn. Kaxabin pesynbTaT MnpeactaBnsieT cobon cpepgHee Tpex
nocreposartenbHbix unamepeHun 15000 ypapoB.  YNOMSHYTbIW - Bbiwe  cnocob
OCYLLECTBIISANN B TPEXKPATHOM NOBTOPHOCTN.

- WsmepeHne 3HadeHns D90 nupuaokcuHa wunm  ero  dapmaueBTUYEeCKN
npuemMnemMon cConu nposoaunu, ucnonb3dys cnocob ManeepHa (Laser Mastersizer, Mie
Theory; ISO 13320-1) B yCnoBusax cnegyrowmx OCHOBHbIX MCMOMb3yEMbIX NapamMeTpoB:

Obpasey, aucnepcuoHHas cpega 70 - 100 mr, 10 mn Tonyona

Bpems o6paboTkm ynbTpassykom 20 CEKyHA

HOucneprupytowee cpeactso (06vem) Tonyon (npumepHo 100 mn)

Cpeabl ana npombiBaHua (o6bem) 2x auyetoH (npumepHo 50 mn) mn Tonyon
(npymepHo 50 mn)

lMokasaTene npenomneHns yactmy 1,52

Mornowenne vactuy 0,1

lMokasaTenb npenomMmneHusa gucneprupytowero cpegcrea 1,49

O6Lee HazHa4YeHNe aHanMTUYEeCKON MOAENN — HOpMarnbHas YyBCTBUTENbHOCTb

dopma yacTuy - HenpasunbHas

[MoBTOPbLI 3 U3MEPEHNSA Ha anNMKBOTY

3agepxka mexay namepennsamm 10 cekyHa

Bpems nsmeperna obpasua 15 cekyHa

Bpems namepenus dooHa 15 cekyHa

NHTepsBan 3aremHeHna 15 - 30 %

CkopocTb nepemewmsanns cycnensmm 2500 + 10 06./MuH.

O6pasubl N3MepsnK, UCNONb3ys CNeayLWmiA cnocoo:

Cnocob6: ®nakoH ¢ obpasyom nogseprany CTaH4apPTHOMY LMKy NepeMeLLnBaHNS
BO Bpawjaowjemca mukcepe Bio Grant PTR-30. MpubnusutensHo 70-250 mr obpasuya
nepeHocunn Bo dnakoH, o6bemom 20 mn, u gobasnann 10 mn Tonyona. CycneH3mo
nogsepranu 4e1UCTBUIO yrbTpassyka B TeueHne 20 cekyha, ucnonbsys Bandelin Sonopuls
HD3100, ¢ ynbTpa3ssykoBbIM 30HAOM (MS72 HakOHEYHUK Npu MHTEHCMBHOCTU 20%). Mpwn
HenpepbIBHOM Umpkynauum (2500 06./muH.), cycneHanto obpasua gobasnsanu B cpeay Ans
nsmepeHus (npumepHo 100 mn Tonyona) AO TEX MNOP, NMOKa 3Ha4YEeHWE 3aTeHEeHUsl He
gocturHet 15 - 30%. dnakoH ¢ obpasyom npombiBanM nNpuMeEpHo 5 mn Tonyona.
N3amepeHus nposogmnu cpasy nocne pobasneHus obpasya n, cnyctss 3 MUHYTbl AnNS
obecneveHnss crabunbHoCTM aucnepcun. Kaxabid pesynbTar npeacTaBnser cobou
cpepHee Tpex nocrneaoBartenbHbiXx uMamepeHun 15000 yaapos. YNOMSAHYTbIM Bbille

cnocob OCYLLEeCTBNANN B TPEXKPATHON NOBTOPHOCTM.
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1. Kancynbl nennert _AoKCcunammHa cykuuHata U NUpUAOKCUHA rmapoxnopuja no

HacTosALEMY U300pETEHUIO

1.1 KonnyecTBEHHbIA COCTaB Ha TBEPAYIO Kancyny

KonnyectBo KaXkgoro W3 WHIPEAMEHTOB Ha Kancyny BbIrMSAUT  CNeyoWUM
obpasom:

1.1.1 Teepable >KenaTUHOBbIE Kancynbl AOKCUMNamMuHa cykumHata 10 mr m

nMpuaokcmnHa rmapoxnopmga 10 mr

TBepAable >KenaTWUHOBbIE Kancyrbl, HarofIHEHHble nenneTaMmyn JoKCcurnamuvHa
CyKUMHaTa 1 NMPUAOKCUHA rMapoxnopuia rno HactodawemMy n3obpeTeHuto, NonyyYeHHbIMU
N3 WMHEPTHOro fAapa, MMEIOLEro TakonM pasmep 4actuy, 4YTo no MeHblen mepe 90%
WHEPTHbIX aaep umeloT pasmep 4dactuy ot 300 mkm go 1700 MKM, WU3MEpPEHHbLIN
nocpeacTBOM CUTOBOrO aHanus3a, U no MeHbwen mepe 90% apmayeBTudecku
npuemMnemMbIX MHEPTHbIX S4ep umeeT BapuabenbHOCTb pasmepa Yactuy He Honee 200

MKM, N3MepPeHHYI0 nocpeaCTBOM CUTOBOIro aHanumsa.

UHrpegneHt KonuyectBo Ha | ®yHKUMA
kancyny (Mmr)

AKTUBHbIE UHTPEAMNEHTDI
aokcunamuHa cykuuHat (D90 < 250 | 10,0 AKTUBHbIW UHIPEANEHT
MKM)
Mupugokcuna rmgpoxnopua (D90 < 250 | 10,0 AKTUBHbIW UHITPEANEHT
MKM)
BcnomoraTensHoble BewecTea
CaxapHble cgepbl u3 caxaposbl U | 79,5 dapmaueBTU4ECKn npuemnemMoe
kpaxmana WHepTHOE 514p0
LWennak, (He cogepxaLumini BOCK) 7,6 PacTtBop nokpbiBaloLMe areHTbl/

CBAA3YIOLLIErO BELLECTBA
MonMBMHMNNUPPONUAOH 0,2 PacTtBop nokpbiBaloLme areHTbl/
(MoeugoH K-30) CBSA3YIOLLErO BELLecTBa
Tanbk (D90, paBHbI Unu MeHble 250 | 9,5 AHTUCNEXUBATENDb
MKM)
Cononumep MeTakpunoBon Kucnotbl u | 1,1 Kuwwe4Hopactsopumoe
MeTunMetakpunara (1:1) (Eudragit L) NOKPbLIBAOLLUNIA areHT
Ounokena KpemHus, Konnouaubin, | 0,7 AHTUCNEXMBaTENb, BELLUECTBO,
6e3BoaHbIn (Aerosil) CMOCOBCTBYIOLLEE CKOINbXEHUIO
Teepmnas  >kenaTuHoBasi  kancyna, | npumepro 48 ® | Ynakoska eauHuLbl 403bl
pasmep 3

Macca HanomnHeHust Kancyrbi Kagas kancyna HamonHeHa npumepHo 60 mr @

nenneT AOKCUMaMUHa CYKLMHATA, UMEIOLLMX COCTaB,
Kak npegocrasneHo B npumepe 1.2.1, 1 NnpuMepHO
60 Mr® nenmneT nNMpMAOKCMHA  MMAPOXNOPMAA,
NMEILMX COCTaB, NPEAOCTaBNIEHHbIi B MpUMeEpe
1.2.2
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(1) no meHbLen mepe 90% MHEPTHbIX S4ep MMEIT pasmep vactuy oT 300 Mkm 4o
1700 Mkm, 1 nNo meHblen mepe 90% apmMaueBTUYECKN NMPUEMMNEMbBIX NHEPTHBIX SAEP
nmeeTt BapmabenbHOCTb pasmepa 4dactuy He Honee 200 MKM OT AAHHOMO 3HAYEHMS,
coctasnaowero ot 500 mkm 40 1400 MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOIO aHannsa.

(2) 60 mr +/- 10%, npakTUYECKYIO LleneByo Maccy HanofIHEHUS PacCUYUTLIBAKOT Ha
OCHOBE (PaKTUYECKOW aKTMBHOCTWU NenneT B AOKCMMaMWHA CyKUMHATE UM NUPUAOKCUHA
rmgpoxnopuae, Takmm obpasom, 4Tobbl 0becneuntb TeopeTudeckoe cogepxanune 10,0 mr
JokcunamuHa cykumHarta u 10,0 Mr npruaoKkcrMHa rmapoxnopuaa Ha kancyny.

(3) 48 mr +/- 10%, Ha ocHoBe crneymukaLmm nocTasLUMKa Kancyn

1.1.2 Tepable kancynbl n3 [MML, aokcunamumua cykumHata 10 Mr v nupuaokcuHa

rnapoxnopuaa 10 mr

Teepable kancynbl n3 [MML, HanonHeHHbIe nenneTammn JoKCunammHa cykuuHarta
N NUPMAOKCUHA MMAPOXIopMAa NO HACTOSALUEMY U30OPETEHNIO, NOMYYEHHBIMA, UCXOASA U3
WHEPTHOrO sapa, MMELWEero pasmep 4actvy TakoW, 4To No MeHblen mepe 90%
WHEPTHbIX Aaep umeloT pasmep dactuy ot 300 mkm o 1700 MKM, W3MEPEHHbIN
nocpeacTBOM CUTOBOrO aHanuaa, U no mMeHowwen mepe 90% WHEPTHbIX aaep umeet
BapunabenbHOCTbL pasmepa 4vactuy He Oonee 200 MKM, M3MEPEHHYI MNOCPEACTBOM

CUTOBOro aHanmsa.

WHrpeguneHT KonnyectBo  Ha | ®yHKUMS
kancyny (Mmr)
AKTUBHbIE UHTPEAMNEHTDI
HokcunammnHa cykynHat (D90 < 250 | 10,0 AKTUBHbIW UHIPEANEHT
MKM)
Mupugokcuna rmgpoxnopua (D90 < 250 | 10,0 AKTUBHbIW UHIPEANEHT
MKM)
BcnomoraTtensHoble BewecTea
CaxapHble cepbl M3 caxaposbl M | 79,5 dapmaueBTU4ECKn npuemnemMoe
kpaxmana WHepTHOE 14 p0
LWennak, (He cogepxaLumii BOCK) 7,6 PacTtBop nokpbiBatoLMe areHTbl/
CBA3YIOLLIErO BELLECTBA
MonmMBMHMNNUPPONUAOH 0,2 PacTtBOop nokpbiBaloLMe areHTbl/
(MoeugoH K-30) CBSA3YIOLLErO BeLlecTBa
Tanbk (D90, paBHbI Unu mMeHblwe 250 | 9,5 AHTUCNEXUBATENDb
MKM)
Cononumep MeTakpunoBon Kucnotel u | 1,1 KuwwevHopactsopumoe
MeTunMetakpunara (1:1) (Eudragit L) NOKPbLIBAIOLLUNIA areHT
Ouokena KpemHus, Konnouaubin, | 0,7 AHTUCNEXMBaTENb, BELLUECTBO,
6e3BoaHbIn (Aerosil) CMOCOOCTBYIOLLEE CKOIbXXEHUIO
Teepaas kancyna ua IMML, pasmep 3 npumepHo 47 ¥ | YnakoBka eanHMLb! 403bI
Macca HanomnHeHust Kancyrbi Kagas kancyna HanonHeHa npumepHo 60 mr @
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nenneTr AOKCUNaMuHa  CYKUMHATa, UMEOLLMMM
COCTaB, Kak npepocTtaBfieHo B npuMmepe 1.2.1, wu
npumepHo 60 Mr®  nenmer  nupMAoKcUHA
rMapoxnopuaa, UMEIOLLX CoCTaB,
npeaocTaBneHHbli B npumepe 1.2.2

(1) no meHbLen mepe 90% WHEPTHbIX A4ep MMeT pasmep vyactuy ot 300 Mkm o
1700 Mkm, 1 nNo meHblen mepe 90% MHEPTHLIX Saep UMeeT BapuabenbHOCTL pasmepa
yacTtuy He 6onee 200 MkM OT JaHHOro 3Ha4veHusi, cocrtasnswowero ot 500 mkm go 1400
MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOrO aHanusa.

(2) 60 mr +/- 10%, npakTuyeckaa Lenesas Macca HarnofIHEHWA paccyMTaHa Ha
OCHOBE (PaKTUYECKOW aKTUBHOCTWU NEnneT B AOKCMMAaMWHA CyKUMHATE UM NUPUAOKCUHA
rmapoxnopuae, Takmm obpasom, 4Tobbl 0becneuntb TeopeTudeckoe cogepxanune 10,0 mr
JokcunamuHa cykymHarta u 10,0 Mr npugokcuHa rmapoxnopuaa Ha kancyny.

(3) 47 mr +/- 10%, Ha ocHoBe crieymdukayum nocTasLUMKa Kancyn

(4) TMMU (rvapokcnnponmMnMeTunyennionosa unm rmnpomennosa)

1.1.3 Teepable >XenaTUHOBbLIE Kancynbl [AOKCUNamMuHa cykumHata 10 mr um

nMpuaoKcnHa rmgpoxnopuaa 10 mr

TBepable >XenaTMHOBblE Karncynbl, HanofHEHHble nenneTaMmn AOoKCUnammuHa
CyKUMHaTa 1 NMPUAOKCUHA r’MAPOXNOpMAa NO HACTOSALWEMY N30OPETEHNIO, NONYYEHHBIMMU,
NCXOAS U3 MHEPTHOro siapa, MMELWEro pasmep 4actuy TakoW, YTO MO MEHbLUEN mepe
90% MWHEepTHbIX saep umetoT pasmep yactmy oT 600 mkm o 1180 MKM, U3MEPEHHbIN
nocpeacTBOM CUTOBOro aHanusa, u no meHbwen mepe 90% WHEpPTHbIX A4ep UmeeT
BapunabenbHOCTbL pasmepa 4vactuy He 6onee 100 MKM, M3MEPEHHYI MNOCPEACTBOM

CUTOBOro aHanmsa.

WHrpeaguneHT KonnyectBo  Ha | ®yHKUUSA
kancyny (Mr)

AKTUBHbIE NMHIpeaNEeHTbI

HokcunammuHa cykyuHat (D90 < 250 | 10,0 AKTUBHbIA UHIPEANEHT

MKM)

Mupugokcuna rmgpoxnopua (D90 < 250 | 10,0 AKTUBHbIA UHIPEANEHT

MKM)

BcnomoraTtentsHele BewecTea

CaxapHble cgepbl M3 caxaposbsl MW | 79,5 dapmaueBTU4ECKn npuemMnemMoe
kpaxmana WHepTHOE 514 p0

LWennak, (He cogepxaLumii BOCK) 7,6 PacTBop nokpsiBaloLwme areHTbl/

CBSA3YIOLLIETO BELLECTBA

MonMBMHMANUPPONUAOH 0,2 PacTBop nokpsiBaloLwme areHTbl/
(MoeugoH K-30) CBA3YIOLLEro BeLlecrea
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Tanbk (D90, paBHbI Unn mMeHble 250 | 9,5 AHTUCNEXUBATENDb

MKM)

Cononumep MeTakpurioBon Kucnotel u | 1,1 KuievyHopacTsopumoe

MetunMetakpunara (1:1) (Eudragit L) NOKPbLIBAOLLUIA areHT

Ouokena KpemHus, Konnouaubin, | 0,7 AHTUCNExXuBaTENb, BELUECTBO,

6e3BoaHbIn (Aerosil) CMOCOOCTBYIOLLEE CKOJbXXEHUIO

TBepoas  >kenaTuHoBass  kancyna, | npumepHo 48 © | YnakoBka eguHuLbl 403bl

pasmep 3

Macca HanomnHeHus Kancysbi Kaxggas kancyna HanonHeHa npumepHo 60 mr ©
nenneT AOoKCMnaMmHa CyKumHaTta, UMeroLmx cocTas,
Kak npegocrasneHo B npumepe 1.2.1, U npuMepHO
60 Mr® nenmneT nMpMAOKCMHA  MMAPOXNOPUAA,
MMEIOLLMX COCTaB, Kak MPeaoCTaBfieHO B NpuMmepe
1.2.2

(1) no meHbLen mepe 90% WHEPTHBIX S4epP MMEIT pasmep vactuy oT 600 Mkm 40
1180 MkM, 1 no meHben mepe 90% MHEPTHLIX Saep UMeeT BapuabenbHOCTL pasmepa
yactuy He 6onee 100 MKMm OT JaHHOro 3Ha4eHus, coctasnstowero ot 710 mkm go 1000
MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOrO aHanusa.

(2) 60 mr +/- 10%, npakTnyeckasa uenesasi Macca HarofnHEeHUs paccynmTaHa Ha
OCHOBE (PaKTUYECKOM aKTUBHOCTM MEMNET B CyKUMHaTe AOKCMMaMuHa Unu rugpoxnopuge
NUPUAOKCMHA, TakuMm obpasom, 4ToObl obecneuntb TeopeTudeckoe cogepxanue 10,0 mr
Jokcunamuna cykymHara u 10,0 mr rugpoxnopuga nMpuaokCuHa Ha kancyny.

(3) 48 mr +/- 10%, Ha ocHoBe creuyndmkaumm NoCTasBLUMKa Kancyn

1.1.4 TBepable xxenatuHoBble kancynbsl u3 [MIMLL gokcnnamuba cykumHata 10 mr um

nMpUaOKCMHA rmapoxnopuga 10 mr

Teepable xenatuHoBble kancynbl wu3 [TIML, HanonHeHHble nennetamu
AOKCUNaMMHA CyKUMHATa N NUPUAOKCUMHA rmapoxnopuaa no Hactoswemy n3obpeTeHumto,
MONYYEHHbIMU, UCXOASA M3 MHEPTHOrO si4pa, MMEKLEro pasmep 4actuy Takow, 4To Mo
MeHbwen mepe 90% MHEPTHbIX saep UMetoT pasmep vactuy ot 600 mkm o 1180 MKm,
N3MEpPEHHLIN NOCPEACTBOM CUTOBOrO aHanmsa, u no meHbLien mepe 90% MHEPTHbIX saep
nmeeT BapmabenbHOCTb pasmepa 4Yactuy He 6onee 100 MKM, U3SMEPEHHYIO MOCPEACTBOM

CUTOBOro aHanumsa.

WHrpegneHT KonnyectBo  Ha | ®yHKUUSA
kancyny (Mr)

AKTUBHbIE NMHIpeaneHTbl

HokcunammnHa cykyuHat (D90 < 250 | 10,0 AKTUBHbIA UHIPEANEHT
MKM)
Mupugokcuna rmgpoxnopua (D90 < 250 | 10,0 AKTUBHbIA UHIPEANEHT
MKM)

BcnomoraTenbHble BeLeCcTBa
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CaxapHble cgepbl M3 caxaposbel M | 79,5 dapmaueBTU4ECKn npuemnemMoe

kpaxmana WHepTHOE 514 p0

LWennak, (He cogepxaLUmini BOCK) 7,6 PacTBop nokpsiBaloLme areHTbl/

CBA3YIOLLIErO BELLECTBA

MonmMBMHUANUPPONNAOH 0,2 PacTBop nokpbiBaloLme areHTbl/

(MoeugoH K-30) CBSA3YIOLLEro BeLecTea

Tanbk (D90, paBHbIn Unn mMeHblie 250 | 9,5 AHTUCHEXUBATENDb

MKM)

Cononumep MeTakpusioBon kucnotel u | 1,1 KuievyHopacTBOpUMbIN

MmetunmeTakpunara (1:1) (Eudragit L) NOKPbIBAIOLLUIA areHT

Ouokeng KpeMHuA, Konnouaubin, | 0,7 AHTUCNExuBaTeNb, BELLECTBO,

6e3BoaHbIN (Aerosil) CMOCOOCTBYIOLLEE CKOJbXXEHUIO

Teepaas kancyna us [MIML], paamep 3 npumepro 47 © | Ynakoska eguHuLbl A03bI

Macca HanonHeHus Kancynbi Kagas Kkancyna HanonHeHa npumepHo 60 mr ©
nenneT AoKCunaMuHa CyKumHaTta, UMeroLmux cocTas,
Kak npegocrasneHo B npumepe 1.2.1, u npuMepHo
60 wmr® nennmer nupuaoKcuHa  rMApPOXNOpUAa,
MUMEIOLLMX COCTaB, MPEAOCTaBfIEHHbIM B NpuUMepe
1.2.2

(1) no meHbLen mepe 90% MHEPTHbIX SA4EP UMELOT pasmep Yactuy ot 600 MKm Ao
1180 mMkm, 1 nNo meHbluen mepe 90% MHEPTHbIX S4ep UMeeT BapnabenbHOCTb pasmepa
yactuy He 6onee 100 MKM OT JaHHOro 3Ha4yeHus, coctasnstowero ot 710 mkm go 1000
MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOrO aHanusa.

(2) 60 mr +/- 10%, npakTuyeckas Lenesas Macca HarnofiHEHUs paccyMTaHa Ha
OCHOBE (PaKTUYECKOW aKTMBHOCTW NENNET B AOKCMMAMMHA CYKUMHATE UM NUPUAOKCUHA
rmapoxnopuae, Takmm obpasom, 4Tobbl obecneuntb TeopeTudeckoe cogepxanue 10,0 mr
JokcunamuHa cykumHarta u 10,0 Mr npruaoKcrMHa rmgpoxnopmaa Ha kancyny

(3) 47 mr +/- 10%, Ha ocHoBe crneumukaLmm nocTasLUMKa Kancyn

(4) TMIML, (rnapokennponunMeTunuennonosa nnv rmnpomMensosa)

1.1.5 Teepable >XENMaTUHOBbIE Kancynbl AOKCUMNamMuHa cykumHata 10 Mr um

NnMPUAOKCMHA rnagpoxnopmaa 10 mr

Teepable >KenaTUHOBbIE KanCymnbl, HanoOMHEHHble nennetamm CcykumHata
AOKCUNamMmHa ©  rugpoxnopmga nUPUMAOKCMHA NO  HacToswemy U30BpeTeHuto,
MONYYEHHbIMU, UCXOASA M3 MHEPTHOrO si4pa, MMEKLWEro pasmep 4actuy Takow, YTo Mo
MeHbwen mepe 90% MHEPTHbIX saep uMetoT pasmep vactuy ot 710 mkm 4o 1000 mkm,
N3MEPEHHLIN NOCPEACTBOM CUTOBOIrO aHanmsa, u no meHbLen mepe 90% MHEPTHBIX Saep
nmeet BapmabenbHOCTb pasmepa Yactuy He Bonee 75 MKM, U3MEPEHHYO NOCPEACTBOM

CUTOBOro aHanusa.

WHrpeguneHT KonnyectBo  Ha | ®yHKUUSA
kancyny (Mr)
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AKTUBHbIE NMHIpeanEeHTbl

HokcunammnHa cykyuHat (D90 < 250 | 10,0 AKTUBHbIA UHIPEANEHT

MKM)

Mupugokcuna rmgpoxnopua (D90 < 250 | 10,0 AKTUBHbIA UHIPEANEHT

MKM)

BcnomoraTensHble BewecTea

CaxapHble cdepbl u3 caxaposbel M | 79,5 dapmaueBTU4eckn npuemMnemMoe
kpaxmana WHepTHOE 51 p0

LWennak, (He cogepxaLlmin BOCK) 7,6 PacTBop nokpbiBaloLme areHTbl/

CBSA3YIOLLIETO BELLECTBA

MonmMBMHUANUPPONNAOH 0,2 PacTBop nokpbiBaloLme areHTbl/
(MoeugoH K-30) CBA3YIOLLEro BeLlecrea

Tanbk (D90, paBHbI Unn mMeHblie 250 | 9,5 AHTUCNEXMBaTENb

MKM)

Cononumep MeTakpusioBon kucnotbl u | 1,1 KuwwevyHopacTsopumoe
metunmetakpunara (1:1) (Eudragit L) NOKPbIBAIOLLMI areHT

Ounokcna KpeEMHUS, Konnouaxsin, | 0,7 AHTUCREXMBATENb, BELLECTBO,
6e3BoaHbIn (Aerosil) CMOCOBCTBYIOLLIEE CKOJbXKEHUIO

TBepoas  >enatuHoBasi  kancyna, | npumepro 48 © | Ynakoska eguHuLbl 403bI
pasmep 3
Macca HanonHeHus Kancynbi Kagas Kkancyna HanonHeHa npumepHo 60 mr ©
nenneT AOoKCUNaMUHa CYKLMHATA, UMEIOLLNX COCTaB,
Kak npeaocraesneHo B npumepe 1.2.1, 1 npuMepHo
60 Mr® nennmeT nMpMAOKCMHA  MMAPOXNOPMAA,
UMeIoLMX COCTaB, NPEeAOCTaBNEHHbIi B npuMepe
1.2.2

(1) no meHbLen mepe 90% UHEPTHbIX AAEP MMEIOT pasmep vYactuy oT 710 MKm 4o

1000 Mkm, 1 no meHblen mepe 90% dhapmMaueBTUYECKN NPUEMMNEMbIX UHEPTHBIX SAEpP
nmeet BapuabenbHOCTb pasmepa 4actuy He Bonee 75 MKM OT JaHHOrO 3HadeHus,
coctasnstowero ot 800 mkm 40 900 MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOMO aHanmsa.
(2) 60 mr +/- 10%, npakTuyeckas Lenesas Macca HarnofIHEHUS paccyMTaHa Ha
OCHOBE (haKTMYECKOW aKTUBHOCTM NENMET B CyKUMHATE AOKCUNamMuHa Unu rugpoxnopuge
NUPUAOKCMHA, TakuMm obpasom, 4Tobbl obecneuntb TeopeTndeckoe cogepxkatHme 10,0 mr
JokcunamuHa cykumHarta u 10,0 Mr npruaoKcrMHa rmapoxnopmaa Ha kancyny

(3) 48 mr +/- 10%, Ha ocHoOBe crneumdukaLmm nocTasLUMKa Kancyn.

1.1.6 Teepable [MIML] kancynbl gokcunamuHa cykumHata 10 Mr v nMpuaokcuHa

rngpoxnopuaa 10 mr

Teepable MIML, kancynkl, HanOSHEHHbIE NenneTaMmn LoKCMNamMmmHa cykumHarta u
NMMPUAOKCMHA MApoOXnopuaa Mo HacToAweMy MW300peTeHuto, MOMNYyYEHHbIMKY, U3
WHEPTHOroO €4pa, UMENOWEro pasmMep 4acTuy TakoW, 4TO no MeHbwen mepe 90%

WHEPTHbIX saep umelT pasmep 4dactuy ot 710 mkm go 1000 MKM, W3MEpPEHHbLIN
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nocpeacTBOM CUTOBOrO aHanusa, n no mMeHbwen mepe 90% WHEPTHbIX AP UMEEeT

BapunabenbLHOCTb

CUTOBOro aHanumsa.

pasmepa 4actuy He 0Gonee 75 MKM, WU3MEPEHHYIO MOCPELCTBOM

WHrpeguneHT

Konu4yectso
kancyny (Mmr)

Ha | PyHKUMA

AKTUBHbIE MHIpEeaNEHTbI

HokcunammnHa cykuyuHat (D90 < 250

MKM)

10,0

AKTUBHbIA UHIPEANEHT

6e3BoaHbIN (Aerosil)

Mupugokcuna rmgpoxsnopug (D90 < 250 | 10,0 AKTUBHbIA UHIPEANEHT

MKM)

BcnomoraTenbHble BewecTsa

CaxapHble cdepbl u3 caxaposbl M | 79,5 dapmaueBTU4Eckn npuemnemMoe

kpaxmana WHepTHOe 51p0

Lennak, (He coaepaLuin BOCK) 7,6 PactBop nokpbiBaloLime areHTbl/
CBA3YIOLLIEro BeLLecTBa

MonuBMHUANMPPONNAOH 0,2 PactBop nokpbiBatoLmne areHTbl/

(MoBuaoH K-30) CBA3YylOLLEero BeLecrea

Tanbk (D90, paBHblii MM MeHble 250 | 9,5 AHTUCTEXMBATENb

MKM)

Cononumep MeTakpunoBou Kucnotel u | 1,1 KuweyHopacteopumoe

Mmetunmetakpunara (1:1) (Eudragit L) NOKPbIBAOLLNIA areHT

Ouokena KpemHus, Konnouaubin, | 0,7 AHTUCNEXuBaTeNb, BELLUECTBO,

CMOCOBCTBYIOLLEE CKOMNMbXEHUIO

Teepaas kancyna u3 MML, pasamep 3

npumepHo 47 @

YnakoBka eauHuULbl 103bl

Macca HanonHeHnsa Kancynbl

Kakgaa Kan

cyna HanorHeHa npumepHo 60 mr @

nenneT AOKCMNaMuMHa CyKuMHaTa, UMeoLmx cocTas,
Kak npeaocrasneHo B npumepe 1.2.1, 1 npuMepHoO

60 wmr?

nennert

NUPUAOKCUHA  TUApPOXIopuaa,

MMEIOLLUX COCTaB, MPeAOCTaBMEHHbLIN B MNPUMEpPE

1.2.2

(1) no meHbLen mepe 90% NHEPTHbIX SAEP MMEIOT pasmep vyactuy oT 710 Mkm o

1000 Mkm, 1 no meHbLen mepe 90% MHEPTHLIX Saep UMeeT BapuabenbHOCTL pasmepa

yacTtuy He 6onee 75 MKM OT JaHHOro 3Ha4YeHus, coctasnstowero ot 800 mkm 4o 900 Mkm,

M3MEPEeHHY nocpeaCTBOM CUTOBOIoO aHanumaa.

(2) 60 mr +/- 10%, npakTuyeckas Lenesas Macca HarofiHEHUS paccyMTaHa Ha

OCHOBE (haKTU4YECKOW aKkTMBHOCTM MENneT B CyKUMHAaTe AOKCMnammHa Unm rugapoxnopuae

NUPUAOKCMHA, TakuMm obpasom, 4Tobbl obecneuntb TeopeTndeckoe cogepxxatHme 10,0 mr

JokcunamuHa cykumHarta u 10,0 Mr npruaoKcMHa rmapoxnopmaa Ha kancyny.

(3) 47 mr +/- 10%, Ha ocHOBe crneumdukalmm nocTasLUMKa Kancyn

(4) TTIML, (rnapokcnnponuMeTunuennonosa nnv rmnpomMensiosa)

1.1.7 TBepAble >XEMaTUHOBBLIE Kancynbl

AOKCcUNnamMmHa cykuuHata 20 mMr u
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NMMPUAOKCHMHA rnapoxnopuga 20 mr

TBepJJ,bIe XKenatuHoBble  KancCynbl, HaMONHeHHble nennetamMmm CyKuuHata

JOKCUnammHa ©  rugpoxnopmga nUPUAOKCMHA NO  HacToswemy U300peTeHuto,
MOMNyYeHHbIE, NUCXOAS N3 MHEPTHOro sapa, UMEIoLWEero pasmep 4actuy Takou, YTo Mo
MeHbwen mepe 90% MHEPTHLIX saep UMeloT pasmep vactuy ot 600 mkm o 1180 MKm,
N3MEPEHHLIN NOCPEACTBOM CUTOBOrO aHanmsa, u no meHbLien mepe 90% MHEPTHbIX Saep
nmeet BapmabenbHOCTb pasmepa Yactuy He 6onee 100 MKM, U3SMEPEHHYIO NOCPEACTBOM

CUTOBOro aHanmsa.

WHrpeguneHT KonnyectBo  Ha | ®yHKUUSA
kancyny (mr)

AKTUBHbIE UHTPEAMNEHTDI
HokcunamuHa cykynHat (D90 < 250 | 20,0 AKTUBHbIA UHIPEANEHT
MKM)
MupuaokcuHa rugpoxnopug (D90 < 250 | 20,0 AKTUBHbIW MHIPEANEHT
MKM)
BcnomoraTenbHble BeLecTsa
CaxapHble cdepbl M3 caxaposbl U | 159,0 dapmMaueBTUYECKN NpUeMnemoe
kpaxmana WHEpPTHOE AP0
Lennak, (He coaepxaLuin BOCkK) 15,2 PactBop nokpbiBatoLne areHTbl/

CBAA3YIOLLIErO BELLECTBA
MonMBMHMNNUPPONUAOH 0,4 PactBop nokpbiBaloLme areHTbl/
(MoeugoH K-30) CBA3YIOLLEro BeLLecTsa
Tanbk (D90, paBHbI Unu mMeHblie 250 | 19,0 AHTUCHEXUBATENDb
MKM)
Cononumep METaKpuNoBOW KUCAOTbI U | 2,2 KuwevHopactsopumoe
MmetunMetakpunara (1:1) (Eudragit L) NOKPbIBAOLLUNIA areHT
Ounokena KpemHus, Konnouaubin, | 1,4 AHTUCNEXuBaTENb, BELLUECTBO,
6e3BoaHbIN (Aerosil) CMOCOBCTBYIOLLEE CKOMNbXEHUIO
TBepoas  >kenaTuHoBasi  kamcyna, | npumepHo 61 © | YnakoBka eguHuLbl A03bl
pasmep 2

Kakgas Kkancyna HamornHeHa npumepHo 120 mr @

nenneT AOKCUMaMUHa CYKLMHATA, UMEIOLLMX COCTaB,
Kak npeaocrasneHo B npumepe 1.2.1, 1 npuMepHO
120 Mr® nenmeT nNMpUAOKCMHA rUApOXNIOPUAA,
UMEILMX COCTaB, NPEAOCTaBNIEHHbIi B MpUMeEpe
1.2.2

Macca HanonHeHusa Kancynbl

(1) no meHbLen mepe 90% UHEPTHBIX A4EP MMEIT pasmep vactuy oT 600 Mmkm 40
1180 MKkM, 1 nNo meHben mepe 90% MHEPTHLIX Saep UMEET BapuabenbHOCTL pasmepa
yactuy He 6onee 100 MkM OT ZaHHOro 3Ha4deHusi, cocrtasnsowero ot 710 mkm go 1000
MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOrO aHanusa.

(2) 120 mr +/- 10%, npakTnyeckasn Lenesas Macca HanofIHEHUSA paccunTaHa Ha

OCHOBE (haKTU4YEeCKOW aKkTMBHOCTM MENneT B CyKUMHAaTe AOKCMnammnHa Unm rugapoxnopuae
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NUPUAOKCMHA, TakumMm obpasom, 4Tobbl obecneuntb TeopeTndeckoe cogepxxatHme 20,0 mr
JokcunamuHa cykumHarta n 20,0 Mr npruaoKcuHa rmapoxnopuaa Ha kancyny

(3) 61 mr +/- 10%, Ha ocHoOBe crneumukaLmm nocTasLUMKa Kancyn

1.1.8 TBepable kancynbl u3 [MML, aokcunamumba cykumHata 20 Mr v nMpuaoKCuHa

rngpoxnopuaa 20 mr

Teepable kancynbl n3 MML, HanonHeHHbIEe NenneTamMmu goKcunamuHa cykumHara
N MUPUAOKCUHA rMAPOXIIOPUAA NO HACTOALEMY M30BPETEHUIO, NOMYYEHHBIMA, UCXO4A U3
WHEPTHOroO €4pa, UMENOLWEro pasmep 4acTuy Takou, 4YTO no MeHbwen mepe 90%
WHEPTHbIX Saep umelT pasmep 4dactuy ot 600 mkm o 1180 MKM, WU3MEPEHHbLIN

nocpeacTBOM CUTOBOro aHanusa, n no meHbwen mepe 90% WHEPTHbIX A4ep UMmeeT

BapunabenbHOCTb

CUTOBOro aHanusa.

pasvepa 4actuy He Gonee 100 MKM, WU3MEPEHHYHO

nocpeacTBOM

WHrpegnent KonuyectBo Ha | ®yHKUMA
kancyny (Mr)

AKTUBHbIE UHTPEANEHTbI

HokcunammnHa cykuyuHat (D90 < 250 | 20,0 AKTUBHbIW MHIPEANEHT

MKM)

Mupugokcuna rmgpoxnopua (D90 < 250 | 20,0 AKTUBHbIW UHIPEANEHT

MKM)

BcnomoraTentsHoble BewecTea

CaxapHble coepbl u3 caxaposbl u | 159,0 dapmaueBTU4ECkn npuemnemMoe

kpaxmana WHepTHOE s14p0

LWennak, (He cogepxaLunini BOCK) 15,2 PactBop nokpbiBaloLme areHTbl/

CBAA3YIOLLIErO BELLECTBA

MonMBMHMNNUPPONNAOH 0,4 PactBop nokpsiBaloLwme areHTbl/

(MoeugoH K-30) CBA3YIOLLEro BELLEeCTBa

Tanbk (D90, paBHbI Unu mMedblie 250 | 19,0 AHTUCNEXUBATENDb

MKM)

Cononumep MEeTaKpuIIOBOW KUCAOTbI W | 2,2 KuwwevHopactsopumoe

MmeTunMetakpunara (1:1) (Eudragit L) NOKPbLIBAOLLUUIA areHT

Ounokena KpemHus, Konnouaubin, | 1,4 AHTUCNEXuBaTENb, BELLUECTBO,

6e3BoaHbIn (Aerosil) CMOCOBCTBYIOLLEE CKOMNbXEHUIO

Teepaas kancyna u3 IMML, pasmep 2 npumepHo 61 | YnakoBka eanHMLb! 403bI

Macca HanonHeHUst Kancyrbi Kagas kancyna HamornHeHa npumepHo 120 mr @
nenneT AOKCMIaMmHa CyKuMHaTa, UMeLmux cocTas,
Kak npegocrasneHo B npumepe 1.2.1, 1 NnpuMepHO
120 Mr® nenmeT nNMpUAOKCMHA TUApPOXNIOPUAA,
MUMEIOLMX COCTaB, MPEAOCTaBMIEHHbIM B NpUMeEpe
1.2.2

(1) no meHbLen mepe 90% MHEPTHBIX SAEP MMEIT pasmep Jactuy ot 600 Mmkm o

1180 MKkM, 1 nNo meHben mepe 90% MHEPTHLIX Saep UMEET BapuabenbHOCTL pasmepa
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yactuy He 6onee 100 MkM OT JaHHOro 3Ha4veHusi, cocrtasnswowero ot 710 mkm go 1000
MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOrO aHanunsa.

(2) 120 mr +/- 10%, npakTndeckasn LeneBaa Macca HamnofIHEHUA paccunTaHa Ha
OCHOBE (haKTUYECKOW aKTUBHOCTM MENMET B CyKUMHATE AOKCUNamMuHa unv rugpoxrnopuae
NUPUAOKCMHA, Takum obpasom, 4Tobbl obecneuntb TeopeTnyeckoe cogepxxatHme 20,0 mr
JokcunamuHa cykumHarta n 20,0 Mr npruaoKcuHa rmapoxnopuaa Ha kancyny

(3) 61 mr +/- 10%, Ha ocHoBe creumukaLmm nocTaBLUMKa Kancyn

(4) TMIML, (rnapokcnnponuMeTunuennonosa nnv rmnpomMensiosa)

1.1.9 TBepable >KenaTUHOBbIE Kancynbl AOKCUMNaMuHa cykumHata 20 Mr um

NnMpUAOKCHMHA rnapoxnopuga 20 mr

TBepable >KenaTuHOBbIE Kancymnbl, HaroOMHEeHHble nennetaMmm CcykumHarta
AOKCMIaMUHa W rugpoxnopuga nUPMAOKCUMHA MO  HacTosWweMy U30bpeTeHuto,
MOMyYeHHbIE, UCXOAS M3 UHEPTHOro s4pa, MMEIOLLEro pasmep 4acTtuy TakoW, 4To Mo
MeHbLen mepe 90% MHEPTHbIX S4ep MMELOT pasmep vactuy ot 600 mkm 4o 1180 MKm,
N3MEPEHHbIN NOCPELCTBOM CUTOBOrO aHanunsa, n no meHbLen mepe 90% NMHEPTHbIX Saep
nmeet BapmabenbHOCTb pa3mvepa vactuy He 6onee 100 MKM, USMEPEHHYIO NOCPEACTBOM

CUTOBOro aHanmsa.

WHrpeguneHT KonnyectBo  Ha | ®yHKUMSA
kancyny (Mmr)

AKTUBHbIE NHIpeanEeHTbI

HokcunammnHa cykymHat (D90 < 250 | 20,0 AKTUBHbIA UHIPEANEHT

MKM)

Mupugokcuna rmgpoxnopua (D90 < 250 | 20,0 AKTUBHbIW MHIPEANEHT

MKM)

BcnomoraTentsHoble BewecTea

CaxapHble cepbl u3 caxaposbsl u | 159,0 dapmaueBTU4ECK npuemnemMoe
kpaxmana WHepTHOE S14p0

LWennak, (He cogepxaLumini BOCK) 15,2 PactBop nokpsiBalowme areHTbl/

CBSA3YIOLLIETO BELLECTBA

MonMBMHMNNUPPONUAOH 04 PactBop nokpsiBaloLwme areHTbl/
(MoeugoH K-30) CBA3YIOLLEro BeLLecTsa

Tanbk (D90, paBHbI Unu MeHble 250 | 19,0 AHTUCNEXUBATENDb

MKM)

Cononumep METaKpuIoBOW KUCAOTHI W | 2,2 Kuwwe4Hopactsopumoe
MeTunMetakpunara (1:1) (Eudragit L) NOKPbLIBAOLLUNIA areHT

Ounokena KpemHus, Konnouaubin, | 1,4 AHTUCNEXMBaTENb, BELLUECTBO,
6e3BoaHbIn (Aerosil) CMOCOOCTBYIOLLEE CKOIbXXEHUIO

TBepoas  >kenaTuHoBasi  kamcyna, | npumepHo 76 © | YnakoBka eguHULbl 403bl
pasmep 1
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Macca HanomnHeHust Kancysbi Kagas Kkancyna HamornHeHa npumepHo 120 mr @

nenneT AOKCUMaMUHA CYKLMHATA, UMEIOLLMX COCTaB,
Kak npegocrasneHo B npumepe 1.2.1, U NpUMEpPHO
120 wMr® nenmeT nNMpUAOKCMHA TUApPOXNIOPUAA,
UMeILMX COCTaB, Kak MPeJOCTaBMEHO B MpUMepe

1.2.2

(1) no meHbLen mepe 90% WHEPTHBIX A4EP MMEIT pasmep vyactuy ot 600 Mmkm 40
1180 MKkM, 1 nNo meHben mepe 90% MHEPTHLIX Saep UMeeT BapuabenbHOCTL pasmepa
yacTtuy He 6onee 100 MkM OT JaHHOro 3Ha4veHusi, cocrasnsowero ot 710 mkm go 1000
MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOrO aHanusa.

(2) 120 mr +/- 10%, npakTnyeckasa LeneBaa mMacca HarnofHEHUA paccynTaHa Ha
OCHOBE (haKTUYECKOW aKTUBHOCTMW MENMET B CyKUMHATE AOKCUNamMuHa unv rugpoxrnopuge
NUPUAOKCMHA, Takum obpasom, 4Tobbl obecneuntb TeopeTndeckoe cogepxanme 20,0 mr
JokcunamunHa cykymHarta u 20,0 Mr npugokcuHa rugpoxnopuaa Ha kancyny

(3) 76 mr +/- 10%, Ha ocHoBe crneymdurKaLm NocTaBLUMKa Kancyn

1.1.10 TBepable kancynbl u3 [TIMLlL pokcunamuHa cykumHata 20 Mr um

NMpUAOKCMHa rugpoxnopuaa 20 mr

Teepable kancynbl n3 [MML, HanonHeHHbIe nenneTammn JoKcunammHa cykuuHarta
N NMMPUAOKCUHA rMApOXIopuaa no HacToswemy N300peTEeHNIO, NOMyYEeHHbIe, NCXOAS U3
WHEPTHOro £4pa, UMENLWEero pasmMep 4acTuy TakoW, 4YTo no MeHbwen mepe 90%
WHEPTHbIX saep umelT pasmep 4dactuy ot 600 mkm o 1180 MKM, WU3MEpPEHHbIN
nocpeacTBOM CUTOBOro aHanusa, u no meHbwen mepe 90% WHEpPTHbIX A4ep UmeeT
BapnabenbHOCTb  pasmepa 4vactuy He 6Gonee 100 MKM, U3MEPEHHYID MOCPELCTBOM

CUTOBOro aHanmsa.

WHrpeguneHT KonnyectBo  Ha | ®yHKUUSA
kancyny (Mr)

AKTUBHbIE NMHIpeaNEHTbI

HokcunammnHa cykuyuHat (D90 < 250 | 20,0 AKTUBHbIW UHIPEANEHT

MKM)

Mupugokcuna rmgpoxnopua (D90 < 250 | 20,0 AKTUBHbIA UHIPEANEHT

MKM)

BcnomoraTtensHele BewecTea

CaxapHble cepbl u3 caxapossl u | 159,0 dapmaueBTU4ECKn npuemMmnemMoe
kpaxmana WHepTHOE 514 p0

Wennak, (He cogepxaLumini BOCK) 15,2 PacTBop nokpsiBaloLwme areHTbl/

CBA3YIOLLIETO BELLECTBA

MonmMBMHMANUPPONUAOH 0,4 PacTBop nokpsiBaloLwme areHTbl/
(MoeugoH K-30) CBA3YIOLLEro BeLlecrea

Tanbk (D90, paBHbIn unu MeHblie 250 | 19,0 AHTUCNEXUBATENDb
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MKM)

Cononumep MeTakpuroBOW KUCAOTbI M | 2,2 KuiwevyHopactsopumoe
MeTtunMeTakpunara (1:1) (Eudragit L) NOKPbLIBAIOLLUIA areHT

Ouokena KpemHus, KOonnouaubin, | 1,4 AHTUCNExXuBaTeNb, BELLECTBO,
6e3BoaHbIn (Aerosil) CMOCOOCTBYIOLLEE CKOIbXXEHUIO
Teepaas kancyna us MMMLU™, pasmep 1 | npumepro 76 © | Ynakoska eguHuLbl 403bl

Macca HanomnHeHust Kancysbi Kagas kancyna HamornHeHa npumepHo 120 mr @

nenneT AOKCUMaMUHA CYKLMHATA, UMEIOLLMX COCTaB,
Kak npegocrasneHo B npumepe 1.2.1, U npuMepHO
120 mr® nenmeT nMpMAOKCMHA rUApOXNOPUAA,
NMeILMX COCTaB, NPEAOCTaBNEHHbIi B MpuUMepe
1.2.2

(1) no meHbLen mepe 90% WHEPTHBIX S4epP MMET pasmep vyactuy oT 600 Mkm 40
1180 MkM, 1 no meHben mepe 90% MHEPTHLIX Saep UmMeeT BapuabenbHOCTL pasmepa
yacTtuy He 6onee 100 MkM OT JaHHOro 3Ha4veHusi, cocrtasnsaowero ot 710 mkm go 1000
MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOrO aHanusa.

(2) 120 mr +/- 10%, npakTnyeckasa Lenesas macca HanofHEHUS paccunTaHa Ha
OCHOBE (PaKTU4ECKOM aKTUBHOCTM MEMNET B CyKUMHaTe AOKCUMaMuHa unu rugpoxnopuge
NMpMA0oKCMHa, Takum obpasom, 4Tobbl obecneunTb TeopeTudeckoe cogepxanune 20,0 mr
cyKuuHaTa gokcunamuna u 20,0 mr rugpoxnopuaa nupuaokcuHa Ha kancyny

(3) 76 mr +/- 10%, Ha ocHoBe crieyuduKaLl M NocTaBLUMKa Kancyn

(4) IMML, (rnapokcnnponunmeTunuennonosa unv rmnpomMensiosa)

Mpodounb pacteopeHus: Kancynbl nennet AoKCcunammHa CykuuHaTta WU
NAPUAOKCMHA rMapoxnopuaa no Hacrosiwemy msobpeteHmto npumepos 1.1.1 - 1.1.10
AEMOHCTPUPYIOT Npodunb pPacTBOPEHUS B COOTBETCTBUM C LeneBbiM Npodunem
pacTBOPEHUS, M3MEPEHHbIM C UCnonb3oBaHuem npubopa USP Tuvna 2 (KOp3uHKa),
nomewgas komnosumymio B 900 mn cooTBeTCTBYIOWMX cpes / Bydepos, npu 37°C+0,5°C n

100 06./M1H. (060POTBI/MNHYTA), KaK MOKa3aHO HIKE.

1.2. KonnyecTBeHHbIW COCTaB Ha MHOXECTBO nenneT

1.2.1 CoctaB nenneTt AoKCuUnamuHa CykumMHaTta no HacToswemy M3obpeTeHuio,
MOMNYYEHHbIX, UCXOAS U3 WHEPTHOrO s4pa, MMEKLWEro Takon pasmep 4acTuy, 4To no
MeHbLen mepe 90% MHepPTHbIX saep UMET pasmep Yactuy ot 600 mkm 4o 1180 Mkm, u
no meHowen mepe 90% WMHEPTHbIX S4ep UMeeT BapuabenbHOCTb pasMepa 4actvy He
6onee 100 MKM OT AaHHOro 3Ha4eHusi, cocrasnsawowero ot 710 mkm go 1000 Mkm, n ¢
aKTUBHbIM WHIPEAMEHTOM - CYKUMHATOM JAOKCMMaMuHa, MMEWUM pasmep 4acTtuu,
oTnnyawwunca Tem, 4to umeeT D90, paBHbIM UnM MeHbwe 4Yem 250 MKM, M CO
CPeACTBOM, NPeAoTBPALLALMM CMEXMBAHME, - TanbKOM, MMEKLWUM pasmep vacTtuu,

oTnnyaroLwmncs Tem, 4to umeet D90, paBHbIN MNK MeHbLUIE YeMm 250 MKM.
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KonnyecTtso KaxKaoro n3 MHrpeaueHToOB Ha NapTUio NPUMEPHO 25 Kr Unn NpUMepHo

180 kr nenneT goKCunammHa CykumHaTa BbIrnsgut cnegyrowmm obpasom:

Konuyects | KonudyecTs
0 (kr) Ha | o (kr) Ha
Cnoii nenneTta WHrpeamneHTsbl dyHKUMA napTuio napTuio
NPUMEPHO | NPUMEPHO
25 kr 180 kr
dapmavreBTU4eCKn
Aapo CaxapHble CbepPHl | | emnemoe 15,625 112,564
caxapo3bl U KpaxMana
WHEpPTHOE S4p0
JokcunammHa cykumHat AKTUBHbIV 4,192 30,200
WHrpeanNEHT
Tanbk AHTUCNEXUNBATENDb 1,397 10,067
Ouokena KpeMHuA, | AHTUCNEexuBaTenb,
KONNOWAHbINA, BELL|ECTBO,
6e3BoaHbIn (Aerosil 200 | cnocobeTByOLLEE 0,279 2,013
pharma) CKOJTb)KEHUIO
BHyTpeHHu 20%-HbIn pacTeop Pactaop
aKTUBHbI Croi | MONMMBUHUMNUPPONUAOH oKpLIBaIoLYNe
areHTbl/ pactsop | 0,4188 3,020
NOKPbITUSA a B araHone (MNoBuaoH
CBA3YIOLLEr0
K-30)
BeLecTBa
40%-HbI pacTteop Pacraop
Llennaka (He NOKPbIBAKOLLME
’ areHTbl/ pacteop | 1,169 8,419
cogepxaulero BOCK), B
CBA3YIOLLETO
aTaHone
BeLlecTBa
Tanbk Mopoobpasyloumit | ) g 0,641
. areHT
MNpomMeXXyTOuUHbIN
CHIOi c Cononumep Cmecb
BbICBOGOIEHNEM B METaKPUNOBON KUCNOTbI | NMOKPLIBAKOLLME
KULLIEYHMKE n metunakpunara (1:1) | areHTbl c | 0,890 6,406
(Eudragit L), 10%, B | BbICBOBOXAEHMEM B
auetoHe (*) KULLIEYHUKE
Cononumep Cmechb
METaKPUMOBON KUCNOTbI | NMOKPLIBAKOLLME
n metunakpunara (1:1) | areHTbl c | 2,950 21,155
(Eudragit L), 10%, B | BbICBOBOXAEHMEM B
a *
BHeww i crioil G ueToHe (*) KULLIEYHUKE
_ PactBop
MoauduumpoBaHHbl | 40%-Hbli pacTteop
M BbICBODOXAEHMEM | Liennaka (He rokpeIBaio|ne
' areHThbl c | 2,937 21,156
cogepxallero BOCK), B
MOANULMPOBAHHbI
3TaHone
M BbICBODOXKIEHUEM
Tanbk Mopoobpasylouwit | 4 40 9,425
areHT
CymmMapHasa cyxasa macca 25,000 180,14

(*) npu HeobxoaMMOCTN, MOXHO AO00aBNATbL OYMLLEHHYK BOAY MMM 3TaHON B
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KavyecTBe TEXHONOrM4eCkKkoro sCcrnomMoratenbHOro cpeacresa and obneryeHus nony4yeHuna

pacTBopa NOKPbIBaOLLME areHTbl C BbICBOOOXAEHNEM B KALLEYHUKE.

MNony4yeHHble NenneTbl JOKCUMaMMHa CyKuuHaTa UMEKT pasmMep 4acTul Takow,
4YTO MO MeHblen mepe 90% nennet umeroT pasmep vactuy ot 710 mkm go 1400 MKm,
N3MEPEHHLIN NOCPEaCTBOM CUTOBOIO aHanusa, n no meHbwen mepe 90% nennet nvelT
BapuabenbHOCTb pasmvepa 4vactuy He 6onee 100 MKM OT JaHHOrO 3HaA4YeHMUs,
coctasnaowero ot 850 Mkm g0 1250 MKM, U3MEPEHHYIO NOCPEeACTBOM CUTOBOIO aHanunsa.
CTOMOreHHOCTb pasmepa 4acTuvy NenneT U roMOreHHOCTb MeXAY NenneTamu coaepXaHns
aKTUBHOrO WHrpeaueHta npeacrasnsetr cobon Takylo, 4YTO nenetrbl yaobHee B
obpalleHumn, 4YTo AernaeT BO3MOXHbIM BbICOKMMA YPOBEHb O4HOPOAHOCTU B AO3UdMKaLUN,
obecreunBasa >xenaTenbHOe COAEepXaHWe akTUBHOIO WHrpeaneHTa W XenarterbHbIN
npodunb pacTBOPEHUS, Kak ONUCaHO B NPUMEpPax BblLLE.

1.2.2 Komnosvumss nenneTt rmapoxnopuga nupuaoKCuMHa Mo HacTosemy
N300peTEeHNO, MOMYYEHHbIX, UCXOAS M3 WHEPTHOro s4pa, MMEKoLLero pasmep 4vactuy
Takon, 4YTo No mMeHbLuern mepe 90% MHEPTHbIX SAep UMEKOT pasmep YacTuy ot 600 Mkm 40
1180 MKkM, 1 No meHblen mepe 90% apmMaueBTUYECKN NPUEMMNEMbIX UHEPTHBLIX SAEpP
umeeTt BapmabenbHOCTb pasmepa ydactuy He bonee 100 MKM OT AAHHOrO 3HAYEHMS,
cocraensatowero or 710 mkm go 1000 MKM, M C aKTUBHbIM WHIPEANEHTOM -
rMMAPOXIIOPUAOM NMUPUAOKCMHA, UMEIOLLMM pasmep YacTtuu, otnmyatowmnes D90, paBHbIM
Unn MeHblie Yem 250 MKM, M C TanbKOM B KayecTBE aHTUCnexuBartend, UMeoLlero
pasmep yacTtuy, xapaktepmsyowmincs D90, paBHbIM N MeHbLUE Yem 250 MKM.

Konuyectso Kaxkaoro M3 MHrPeAMEHTOB Ha NapTMIO U3 NPUMEPHO 25 Kr unu

npumepHo 180 Kr nenneT NMPULOKCUHA rMAPOXNoPUAa, BbIMMAAUT CNeAYOWMM 06pasom:

Konuyectso | KonuuecTtso
(kr) Ha | (kr) Ha
Cnoii nenneToB WHrpeauneHTsl PyHKUMA napTuio napTuio
NPUMEPHO NPUMEPHO
25 kr 180 (kr)
CaxapHble cdepbl | PapmaueBTUYECKU
Anpo caxaposbl n | npuemnemoe 17,962 129,285
Kpaxmana MHEPTHOE S4P0
MupugokcuHa AKTUBHbIN 4.243 30,600
rMapoxnopug WHIPEaNEHT
BHyTpeHHui 40%-HbIi pactBop | Pacteop
aKTUBHbI cnow | wennaka, (He | nokpbiBaKOLLME 2122 15300
NOKPbITUA coaepkallero areHTol/ pacrsop
BOCK), B 9TaHone CBSA3YIOLLETND
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BELlEeCTBa
Cononumep ) CMech
MEeTaKpumnoBoOW
CUCTIOThI " MOKpbIBAKOLLME
areHTbl c| 0,679 4,896
MeTunakpunara BbICBOOOXKOEHMEM B
. . (1:1) (Eudragit L),
BHewHun crnon ¢ W | KuLeYvHuke
10%, B aueToHe (¥)
MOANDULIMPOBAHHBIM
. PacTteop
BbICBODOXAEHNEM 40%-HbIi pacTBop
Lennaka (He MOKpbIBAKOLLME
cop,epmaL’u,ero areHTbl c| 1,758 12,677
BOCK), B 3TAHONE MOANDULMPOBAHHBLIM
BbICBOOOXaEHUEM
Tanbk AHTUCNEXMBATEND 1,212 8,743
CymMapHas cyxada macca: 25,017 180,31

(*) npu HeobxoaMMOCTU, MOXHO A00aBNATb OYMLLEHHYK BOAY UMM 3TaHON B
KayecTBe TEXHOMOMMYEeCcKoro BCMOMOraTenbHOro cpeacresa Ana obneryeHus nonyyeHus

pacTBopa NOKpbIBaOLLME areHTbl C BbICBOOOXEHMEM B KALLEYHUKE.

MNonyyeHHble NenneTbl rMaAPOXNopMAa NMPULOKCUHA UMEIOT pasmep 4acTul Takowu,
4YTO NO MeHben mepe 90% nennet umeroT pasmep vactuy ot 710 mkm go 1400 MKm,
N3MEpPEHHbIN NOCPEaCTBOM CUTOBOrO aHanusa, u no meHbwien mepe 90% nennet nveT
BapunabenbHOCTb pasvepa 4vactuy He 6onee 100 MKM OT [JaHHOrO 3HA4YeHus,
coctasnstoLiero ot 850 mkm g0 1250 MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOIO aHannsa.
TOMOreHHOCTb pasmepa 4acTvy NenneT U roMOreHHOCTb MeXAY NenneTamm CoaepXaHns
aKTUBHOIO WHrpeaueHta npeactaBnseTr cobon Takylo, 4YTO nenetrtbl yaobHee B
obpalleHnmn, YTO AenaeT BO3MOXHbIM BbICOKMA YPOBEHb O4HOPOAHOCTU B A03UdMKaLMN,
obecrneunBasn >xenaTenbHOe COAEPXAaHWE aKTUBHOIO WHIpPeaneHTa W XenaTterbHbin

npodunb pacTBOPEHNS, Kak ONUCaHO B NpUMepax BbiLLe.

1.3 Cnocob nony4yeHUs nocpeicTBOM HENPEPLIBHOIO pacnblI€HUS KUAKOW ryCcTomn

CYCNEH3UW/CYyCneH3Un

1.3.1. MNony4vyeHne 25 kr macwTabHOW MapTUM MHOXECTBa NenneT AoKCUIamMuHa

CyKUMHaTa
A. [MonyyeHue das

®dasza 1 - CMeCb XUAKOW rYCTON CYCMNEH3UN /CYCNEH3MN NOKPLITUSA ANS NONyYeHUs
BHYTPEHHEro akTMBHOMO Crosi MOKPLITUA: nonydvarT cmecb 84 r nosugoHa K30, 467 r
wennaka, (He cogepxawero BOCK), U 4,28 kr 3sTaHona. 3aTemM, K AaHHOW CMecu
gobaensoT 4,192 kr gokcunammHa cykymHata (nvetowero D90 meHbLie 250 mkm), 0,279
kr asposonga 200 Ph (mvetowero D90 meHbwe 250 mkm) 1 1,397 kr tanbka (¢ D90

MeHbLUe 250 MKkMm). NMony4veHHble 10,7 Kr cMecn HENPEPbLIBHO NepemMeLLInBaloT.
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dasza 2 — xugkas CMEeCb r'yCTON CYCMEH3UW/CYCNEH3UN MOKPbITUS AN NONyYeHUs
NPOMEXYTOUHOrO CIosA MOKPLITUA: nNony4YaroT cmeck 89 r Eudradil L 100 n 1064 r ayeTtoHa
n 133 r ounweHHom Boabl U 45 1 Tanbka (¢ D90 meHbLie 250 mkm). [NonyyeHHble 1,331 kr
CMECU HENpPEPbLIBHO NepemeLumnsani.

dasza 3 — xngkas CMEeCb ryCTON CYCMEH3UW/CYCNEH3UN MOKPbITUS AN NONyYeHUs
BHELLHEro cnosi nokpbitns: 735 r tanbka (¢ D90 meHbwe 250 mkm) fobaBnsann Kk cmecu
294 r Eudradil L100, 1175 r wennaka, 10,71 kr auyetoHa, 7,93 kr ataHona mn 1,19 «kr

ouunwieHHon Bogbl. MNonyveHHble 22,04 Kr CMECN HEMPEPLIBHO NEpeMELLMBar.

B. Cnocof nonyveHus

- BHYTPEHHUW aKTUBHbIW CNOWN NOKPLITUS

15,625 Kr nHepTHbIX aaep (CaxapHble cdrepbl caxaposbl U Kpaxmana), MMeLnxX
pasmep 4actuy TakoW, 4YTO NO MeHblen mepe 90% WHEPTHbIX SAep MMEKT pasmep
yactuy ot 600 mkm go 1180 mkm, m no meHbwen mepe 90% dapmaleBTUHECKM
npuemMnemMbIX MHEPTHbIX SAep MMeeT BapuabenbHOCTb pasmepa 4actuy He Bonee 100
MKM OT JaHHOro 3HaueHusd, cocrasnswowero ot 710 mkm go 1000 MKMm, nepeHocunm B
YCTAHOBKY ANS HaHeCeHus1 nokpbiTva. 3aTtem, dasy 1 - XUMAKYIKD CMeCb TyCTOW
CYCMNEH3NW/CYCNEH3NN MOKPLITUS HEMPEPbIBHO pacnbifsnu Ha nennetbl, Npu CKOPOCTU
BpalLUeHNsa YCTaHOBKM ANS HaHeceHus NokpbiTua 15 06./MUH., CKOPOCTM MNOTOKa npw
pacnbineHnn 65 r/MUH, CHUKEHUN JaBNEHUSA BHYTPU YCTAHOBKM ANSt HAHECEHUS NOKPbITKSA
meHbLie 100 Ma, gasneHun pacneinutensa npumepHo 100 kMa n gaBneHUn B OTKPLITOM
KoHType npumepHo 120 klla. lNMoka pacneinsnu gasy 1, OAHOBPEMEHHO nNenneThbl
HENPEPbIBHO CyLUMIM MOCPEACTBOM MCMONb30BaHMS ropsdero Bosgyxa (NoTok BO3gyxa
npumepHo 100 m*/u npu 30-35°C) 1 noaAep>KaHM TeMnepaTypbl BHyTpY nennet ot 22°C
40 26°C. NenneTbl C NOKPbITUEM, NOMYYEHHbIE TakKMM O00pPa3oM, CyLUMNN Ha NPOTSKEHUN
10 muHyT npn 35-50°C nocpeacTBOM NoOAAEp)KaHWUS MX BpaLEHUs B YCTaHOBKE AN
HaHeCeHMs1 NMOKPbITUS NpU ckopocTn, coctasnsaowen ot 0 4o 10 06./MUH., 1 Npy NOTOKe
BO3gyxa npumepHo 160 M*/4 C MOMyyeHMeM BbICYLLEHHbIX MENneT C MOKPbITUEM C
BHYTPEHHUM aKTUBHbIM CMOEM MOKPbITUSA, MMEKLWMUM aKTUBHbIA UMHrpeauneHt. [lpu
HeoB6X0ANUMOCTM, BbICYLLUEHHbIE NENMETbI MOXHO NPOCENBATL, N HEXEenaTenbHbIN pa3mep
YyacTuy, NOPOLLKU U arperatbl MOXHO oTbpacbiBaThb.

-MPOMEXKYTOYHbIA CNOW MOKPbITUA

Ha nokpbITble akTMBHbIE NENMETbI, NMOMYYEHHbIE HA NPEeALUECTBYIOLEN CTaguu,
NMpu CKOPOCTM BPaLLUEHUSA YCTAHOBKW ANS HAHECEeHUs1 NokpbiTUsS 15 06./MUH., >Xuakyto
CMeCb hasbl 2 HENPEPbLIBHO pPacnblfAnM NpY CKOPOCTM NOTOKa nNpu pacnbineHnmn 20 r/MuH,

NOHMXEHUN AaBMNEHNA BHYTPU YCTAHOBKW ANA HaHeceHust nokpbitua mMeHbwe 100 [a,
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AasneHun pacneinutens npumepHo 100 klMNa 1 gaBneHnn B OTKPLITOM KOHTYPE MPUMEPHO
120 kMa. lNpu pacnbineHun asbl 2, OA4HOBPEMEHHO MENMEThbl HEMNPEPLIBHO CYLUMMU
NOCPEeACTBOM WCMONb30BaHNS ropsivero Bosgyxa (MoTok Bo3gyxa MeHblue 100 m*/4 npw
30-35°C) u nogaepxaHus BHYTPEHHeW Temnepartypbl nennet oT 24°C po 28°C.
MNony4yeHHble nNenneTbl C MOKPbITUEM Cywmnu Ha npoTskeHun 30 mmH npu 35-50°C,
nogaepxumBas X BpalleHWe B YCTaHOBKE [ANA HAHECEHWA MOKPbITUS MPU CKOPOCTWU,
coctasnsowen ot 0 go 10 06./MUH., U MpU NOTOKE BO3Ayxa NpuMepHo 160 M°/u ¢
NMONyYEHWEM BbICYLUEHHbIX MNENneT C MNOKPbITUEM C BHYTPEHHMM aKTUBHbIM CIOEM
NMOKPBITUS U NPOMEXYTOYHbIM CIOEM NOKPbITUS.

- BHELLUHWI CITOW MOKPbITUS C MOANDULIMPOBAHHBIM BbICBOBOXKAEHNEM

3arem, cmecb NOKPbITUA dhasbl 3 HENPEPLIBHO PaChbINSAnM NOBEPX ABYXCMOWHbIX
NnenneToB, MOMYyYeHHbIX Ha MpeAablayLien CTaguun, Npu CKOPOCTU BPaLLEHUs YCTaHOBKM
ANS HaHeceHusa nokpbITS 15 06./MWH., CKOPOCTM MOTOKa MNpW pacnbineHun 75 r/MuH,
CHWKEHUN AaBreHUs BHYTPU YCTAHOBKW AN HaHeCEHUs noKpbiTMa MeHble 100 [a,
AasneHuun pacneinutensa npumepHo 100 klMa n gaBneHnn B OTKPLITOM KOHTYPE NMPUMEPHO
120 kMa. MNpu pacnbineHun dasbl 3, OA4HOBPEMEHHO, NENNETbl HEMPEPbLIBHO CyLUMMK
NOCPeCTBOM MCMOMb30BaHUS rOpsSYEro Bosgyxa (MOTok Bosgyxa Gorblue 140 M%/u npw
45-50°C) nopaepxaHust BHYTPEHHEW Temnepatypbl nennet oT 25°C pgo 29°C.
Mony4YeHHbIe NenneTbl C NOKPbITUEM CYLLUMIM Ha NPOTsKeHUM 30 MUH nNpu npumepHo 50°C
NnocpeacTBOM MOALEPKAHUSA MX BPALLUEHUS B YCTAHOBKE ANS HAHECEHUS MOKPbITUS Npu
CKOpOCTU, cocTasnsioLlelt ot 0 4o 10 06./MVH., 1 NpK NOTOKe BO3AYyXa NpuMepHo 160 M3/y
C MOMYYEHWEM BbICYLLUEHHbIX MOKPbITbIX MEnneT C BHYTPEHHUM aKTUBHBLIM CIOEM
MOKPbITUS, NPOMEXYTOUYHbIM CITOEM MOKPbITUS U BHELLHUM CITOEM MOKPbITUS.

MenneT, NnonyYeHHbIN Takum oOpasom, UMEET LeneBon nNpodunb pacTBOPEHMS.
Mpn HeoBXOAMMOCTU, BbICYLUEHHbIE MENMETbl MOXHO MPOCEMBATb, M HeXenaTenbHbIA
pasmep YyacTtuy, NOPOLLKU 1 arperaTbl oTOpacbiBany.

MNenneTbl JOKCMNaMMHa CyKuMHata C MOAUMUUMPOBaHHbIM BbICBOOOXAEHMEM,
Nony4YeHHble TakMm oBpas3om, XpaHunu B 25 Kr 3aKkpbITblX ABOWHbIX MNOMU3TUNEHOBbLIX
naketax Ans nNUWEeBbIX MPOAYKTOB (apMaleBTUYECKON CTEMEHN YUCTOTbl BHYTPU

3aKpbITbix 6apabaHoB N3 NONU3TUNEHA BLICOKOW MITOTHOCTM.

1.3.2. MNonyyeHuwe 25 kr MacwTabHOW NapTUM MHOXECTBa NEeNnneT ruapoxmaopuaa

nMpuagokcnHa

A. [MonyvyeHue das

dasza 4 — xngkas CMECb r'yCTON CYCMEH3UW/CYCNeH3nn MOKPbITUS AN NONyYeHUs

BHYTPEHHEro akTUBHOIO Criosi MOKpbITUSA: nonydanu cmecb 0,850 kr wennaka, (He
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cogepalero Bock), n 3,48 kr ataHona. 3atem, NoBepx gaHHOM cmecn gobasnsnu 4,24
Kr rmgpoxnopuga nupugokcmHa (¢ D90 meHbwe 250 mMKkm). MonyyeHHble 8,43 kr cmecu
HEenpepbIBHO NepemMeLLnBany.

dasza 5 — xngkas CMeCb ryCTon CyCreH3un/CyCcrneH3nm noKpbITUs AN NonyvYeHus
BHELLHEro cnos nokpbitTus: 385 r Tanbka (¢ D90 meHbLe 250 mkm) gobasnanm Kk cmecu 68
r Eudradil L100, 702 r wennaka, 610 r ayeTtoHa, 9,72 kr ataHona n 68 r O4MLLEHHON
BoAbl. [MonyyeHHble 11,56 Kr cMecun HeNpPepbLIBHO NepemeLlnsanm.

B. Cnocof nony4veHus

- BHYTPEHHUW aKTUBHbIW CNOWN NOKPbITUS

17,962 Kr WHepTHbIX Ajep (caxapHble cdepbl M3 caxaposbl M Kpaxmana),
UMEIOLLMX pasMep 4acTuy Takon, 4To no meHblien mepe 90% MHEPTHLIX SAep UMEIT
pasmep vactmy ot 600 mkm 4o 1180 MKM 1 no meHbLien mepe 90% hapmaueBTU4eCcKu
npuemMnemMbIX MHEPTHbIX S4ep umeeT BapuabenbHOCTb pasmepa 4actuy He Bonee 100
MKM OT JaHHOro 3HaueHusd, cocrasnswowero ot 710 mkm go 1000 MKMm, nepeHocunm B
YyCTaHOBKY ANS HaHeCeHust nokpbiTus. 3aTtem, asy 4 - XUAKYID CMeCb [yCTOM
CYCMNEH3UW/CYCNEH3NN AN HAHECEHUA MOKPbLITUSA PacnbINsanyM HENPEpPbIBHO MO nennetam,
NPy NOCTOSIHHOM CKOPOCTU BPALLEHUSI YCTAHOBKN AN HAHECEHUSA NokpbItusa 15 06./MuH.,
CKOPOCTU NOTOKa Npw pacnbineHnun 60 r/MUH, CHIKEHUN aBNEHNS BHYTPU YCTAHOBKW ANS
HaHeceHus nokpbliTusa MeHble 100 lNa, gasneHun pacnbinutena npumepHo 100 kla n
JaBrneHUn B OTKPbITOM KOHType npumepHo 120 klMa. lMpu pacnbineHun dasol 4,
OAHOBPEMEHHO MNenneTbl HENPEPbLIBHO CYLUMMN NOCPEACTBOM MCMOMb30BaHUSA ropsivero
Bo3gyxa (NOTOK Bo3gyxa npumepHo 100 m*/4 npu 38-42°C) 1 nopAepaHns BHYTPEHHEN
TemnepaTypbl nennet ot 21°C go 24°C. lNony4eHHble NenneTbl C NOKPbITUEM CYLUUIN B
TeueHue 20 MVUH NOCPeACTBOM FrOpsiYero Bosayxa (MoTok Bo3gyxa npumepHo 160 m>/4 npu
40-50°C) noCpeaCTBOM MOAAEPNKAHUS WX BpPaWEHWss B YCTaHOBKE ANS HaHeceHus
MOKPbITUSI NPU CKOPOCTU BpalleHus, coctasnsowen ot 0 4o 10 06./MUH., ¢ nonyyeHnem
BbICYLLEHHbIX NEMMET C NOKPbITUEM C BHYTPEHHUM aKTUBHbBIM CIOEM MOKPbITUS, UMEIOLLUM
aKTUBHbIK WHrpeguneHT. [Mpy HeobXxoaUMOCTM, BbICYLUEHHbIE nenneTbl MOryt ObITb
NpocesHbl, N HeXenaTenbHbIN pasMep YacTul, NOPOLLKU W arperaTbl oTopachiBany.

- BHELLUHWI CITOW MOKPbITUS C MOANDULMPOBAHHBLIM BbiCBOOOXAEHNEM

3arem, cmecb nOKpbITUS dasbl 5 HenpepbiBHO pacnbiiann MO  aKTUBHbIM
nennetam C NOKpbITUEM, NOMYYEHHbIM Ha NPeablAyLen CTagum, Npyu CKOPOCTU BpaLLEHUN
YCTaHOBKM ANS1 HAHECEHUS NOKPbITUS 15 06./MUH., CKOPOCTM NOTOKA NpWU pacnbineHnn 63
I/MWUH, CHUXXEHUN OaBNEHUS BHYTPU YCTAHOBKM ANS HAHECEHUSI NOKpbITUS MeHblie 100
Ma, pasneHun pacneinutens npumepHo 100 klMa n gasBneHUM B OTKPBLITOM KOHTYpe

npumepHo 120 kMa. MNpu pacnbineHnn dasbl 5, 0A4HOBPEMEHHO, NENNEThI HEMPEPbLIBHO
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CyLIMINM NOCPEACTBOM MCMONb30BaHUS ropsiyero sosgyxa (notok sosgyxa Gonbwe 130
M4 npu 50-65°C) 1 noaaepaHns BHYTPEHHEN TemnepaTypbl nennet ot 26°C o 30°C.
Mony4yeHHble NenneTbl C MOKPbITUEM CyLUMNU Ha npoTskeHun 30 MUH NocpencTBOM
ropsuero Bosgyxa (MoTok Bosgyxa 6Gonblwe 120 M4 npu 45-55°C) nocpeactsom
nogaepXaHns MX BpaLleHUs B YCTAHOBKE [ANA HaHECEHUA MOKPbITUS MpU CKOPOCTU
BpaLleHus, coctasnsowen ot 0 4o 10 06./MVH., C NONYyYEHNEM BbICYLLUEHHbLIX NENMET C
MOKPBLITUEM C BHYTPEHHMM aKTUBHbIM CIIOEM MOKPbITUS U BHELUHUM CrOeM MOKPbITUSA C
BbIXO4OM, pasHbiM 93% unu 6onbLue.

MenneT, nony4YeHHbIN Takum obBpasom, UMEET LEeNneBon nNpodunb pacTBOpPEHMS.
MNpn HeoBXxoAMMOCTU, BbICYLLUEHHbIE NEenneTbl MOryT ObiTb NPOCESHbI, U HEXenaTenbHbIN
pasmep YyacTuy, NOPOLLKU 1 arperaTbl oTOpacbiBany.

MNenneTbl JOKCMNaMMHa CykuMHaTta C MOAUMUUUMPOBaHHBLIM BbICBOOOXAEHMEM,
nony4YeHHble Takum o6pasom, XpaHunu B 25 Kr 3aKpbITbIX ABOMHbIX MOMUITUNEHOBbLIX
naketax Ans nNUWEBbIX MPOAYKTOB papmMaueBTUYECKON CTEMEHW YUCTOTbl BHYTPU

3aKpbITbix 6apabaHoB N3 NONU3ITUMNEHA BbICOKOW MITOTHOCTW.

1.4. Cnocob nonyvyeHus NoCpeacTBOM NEPUOANYECKOrO pPacnbIiNEHNs pacTBopa u

nocpeacTeom gobaBneHms noovYepeaHo TBEPAOro BellecTsa B hopme nopoLLka

1.4.1. MNonydyeHne 25 kr macwTabHOW MapTUM MHOXECTBa NenneT AoKCUIamMuHa

CyKUMHaTa
A. MonyyeHue das

dasza 1- cmecb B BMAE MOPOLLKA ANS NOMYYEHUS BHYTPEHHErO aKTUBHOIO Cnos
NOKpbITUSA: B yCTaHOBKE ANS HaHECEHUS NOKPbITUA cmewmsanu 4,192 kr gokcunamuHa
cykumHata (D90 meHbwe 250 mkm), 0,279 kr Aerosil 200 pharma (¢ D90 meHbLie 250
MKM) 1 1,397 kr Tanbka (¢ D90 meHbLue 250 MKM).

dasza 2 — cBA3yOWMA pacTBOp ANS MNOMNYYEHUS BHYTPEHHErO akTUBHOrO Crnos
nokpbiThs: cmewwmsann 0,419 kr nosngoHa K30 20% (macc./macc.) B aTtaHone un 1,169 kr
wennaka, (He coaepxatlero sock), 40% (macc./macc.) B aTaHone.

dasa 3 — pacTBop NOKPbITUA ANA NONYyYEeHUsS BHELLUHEro nokpeitus: 89 r Eudragit L
100 pobasnsnu k 711 r ayeToHa, U CMeCb nepemeLlumsanm, 3atem gobdasnsanm 89 r Boabl,
nony4as npo3padHblii PacTBop.

dasza 4 - pacTBOp NOKPbITUS ANA MOMYYEHUS BHELLHEro MOKPbITUS: CMeLLnBanm
2,950 r Eudragit L 10% (macc./macc.) B auetoHe, 300 r oumweHHon Boabl n 2,937 «r
wennaka, (He coaepxatlero sock), 40% (macc./macc.), B aTaHorne.

B. Cnocof nony4veHus

- BHYTPEHHUW aKTUBHbIW CNOWN NOKPbITUS
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YNomMaHYyTOE BblLLE KONMUYECTBO MHEPTHLIX 4ep (CaxapHble cdepbl U3 caxaposbl U
Kpaxmana), UMeLnX pasmep 4acTuy Takon, 4YTo no meHbLen mepe 90% WHEPTHbIX S4ep
umeroT pasmep 4actmy ot 600 mkm o 1180 MKkm, U no meHbwen wmepe 90%
hapmaueBTUYECKM MPUEMIIEMbIX WHEPTHbIX SAep wumeeT BapuabenbHOCTb pasmepa
yacTtuy He 6onee 100 MkM OT JaHHOro 3Ha4veHusi, cocrtasnsaowero ot 710 mkm go 1000
MKM, MEPEHOCUNN B YCTAHOBKY ANSi HAHECEHUA NOKPLITUS. 3aTEM Ha4YMHaNoCh BpalleHue
N nojaep)veBanacb CKOPOCTb BpaLYEHUA YCTaAHOBKW ANS HaHeceHus nokpbits 20
06./MVUH. U CHWKEHWE AaBNEHUs BHYTPU YCTAHOBKM AN HAHECEHUS MOKPbITUS MEHbLUE
100 lMa Ha NpPOTSPKEHMM BCEW AAHHOW CTaguMu MOKPbITUS, B TO Bpems kak dasy 2 -
CBA3YIOLWNA pacTBOP MNEPUOAMYECKN Pacnbinanu, MOBTOPAA LUWMKMbl CO  CreayoLllen
nocrneaoBaTenbHOCTbIO:

- 24 c pacnbineHna ceasylowero pacrsopa ®Pasbl-2 CO CKOPOCTbIO MOTOKa Mpwu
pacnbineHn 78 r/MMH npu aasneHuu pacnbinutena npumepHo 80 klMa n gaBneHuu B
OTKPbITOM KOHTYpe npumepHo 100 kla.

- 5 c ocTtaHoBKM 1

- 66-c pobaBneHus cmecn B Buae nopowka dasbl 1 npm ckopocTn gobasneHus
nopowka 107 r/mmH

- 30 ¢ ocTaHOBKM

- 0 c nepuoga CyLlKn (OTCYTCTBUE CYLLIKW).

BHyTpeHHIOIO TemnepaTypy nenneT noajepxuBann Ha yposHe 21°C-25°C.
MenneTbl C MNOKPbITUEM, MOMYYEHHbIE TakMm OOpas3omMm, CyLumnn B TeveHue 2 4 npu
KOMHaTHOW Temnepartype, NogAepXuBas UX BpalleHMe B YCTAHOBKE ANS HaHeCceHus
NOKPbITUS NPU ckopocTu, cocTtasnatowen ot 0 4o 5 06./MuH., n noToke Bo3gyxa OonbLue
50 M*/4 C MOMyYeHMEM BbICYLLEHHbLIX MENMeT C MOKPbITUEM C BHYTPEHHWM aKTVBHbLIM
CNoem NOKPbITUS, NMEKOLLMM aKTUBHbIA UHIPeaneHT. MNMpn Heob6XoAUMOCTH, BbICYLLEHHbIE
nennetbl MOryT BbiTb NPOCESHBI, U HEXENAaTENbHbIN pasmep YacTuy, NOPOLLKM 1 arperarthbl
otOpacbiBann.

- NPOMEXXYTOYHbIA CITION NOKPbLITUSA C BbICBOOOXAEHUEM B KULLEYHUKE

AKTMBHbIE nNenneTbl C MNOKPbITUEM, MOMYyYEHHbIE HAa Npeabiaylwen cragum,
NMepeHoCUn B YCTaHOBKY ANS HAHECEHWS MOKPbITUS. 3aTeM, HauyMHanocCb BpalleHuE U
nogaepXxmBanacb CKOPOCTb BPaLLEHMA YCTAHOBKN ANSA HaHeceHMs NokpbiTua 20 06./MUH.
N CHMXXEHWNE AaBfieHWS BHYTPU YCTAHOBKW AN HaHeceHus nokpbltus meHble 100 Ma Ha
NPOTSPKEHUN JAHHOW CTafUW MOKPbITUSA, B TO BPEMS Kak pacTBOp MOKPbITUS dasbl 3

NepuoANYECcKM pacnbinsanm, NOBTOPSAS LMKIbI CO CNeAYHoLLen NocneoBaTenbHOCThIO:
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- 60 c¢ pacnbineHns pacTteopa nokpbiTUa Pasbli-3 nNpu  CKOPOCTM NOTOKA
pacnbineHna 46 r/mvH 1 gasneHnn pacnbeinutens npumepHo 100 klla n gasneHnn B
OTKPBbITOM KOHTYpe npumepHo 100 klMa.

- 15-c pobasnennsa Tanbka (¢ D90 meHbLe 250 MKM) CO CKOPOCTbIO fo6aBneHus
nopowuka 16,2 r/muH

- 15 ¢ ocTaHOBKM

-45 ¢ nepuoaa cyLwku (MoTok Bo3ayxa 50 m*/u npu 40-45°C)

BHyTpeHHIOIO TemnepaTtypy nennet noaaepxueann Ha ypoBHe 19°C - 24°C.
MNenneTbl C NOKPbITUEM, MOSYYEHHbIE TakuMm 0Bpasom, CyLUMMM Ha NPOTSKEHUU 1 4 npwu
KOMHaTHOW Temnepartype MnocpeicTBOM MNOAAEPXKaHUA MX BPaLUeHWA B YCTaHOBKE ANA
HaHeCeHMs1 MOKPbITUS NPU CKOPOCTKU, cocTasnsawen ot 0 4o 5 06./MUH., U C NOTOKOM
Bosgyxa Gonbwe 50 M4 C nOMyyeHMeM BbICYLLUEHHbIX MNEnneT C MOKPbITUEM C
BHYTPEHHUM aAKTUBHbIM CIIOEM MOKPbITUS, WUMEIOLWMM aKTUBHbIA UHrpeauneHT. [pu
HEeOOXOAUMOCTH, BbICYLUEHHbIE NenneTbl MOryT ObiTb MPOCEsHbI, U HEeXenaTenbHbIN
pasmep 4acTuy, NOPOLLKN K arperaTbl otTbpacbiBanu.

- BHELLHWI CNOW NOKPbITUS C MOANDULIMPOBAHHBLIM BbICBOOOXKAEHNEM

AKTMBHbIE nNenneTbl C MNOKPbITUEM, MNOMYyYEHHblIE Ha npeabiaylwen cragum,
NepeHoCUnn B YCTaHOBKY ANS HAHECEHWSI MOKPbITMS. 3aTeM, HauMHanoCb BpalleHue U
nogaepxuBanacb CKOPOCTb BpaLLEHMS YCTAHOBKWN AN HaHeceHMst NokpbiTua 20 06./MUH.
N CHMXXEHWNE AaBeHMS BHYTPU YCTAHOBKWU AN HaHeceHus nokpblitus meHblie 100 Ma Ha
NPOTSPKEHUN AAHHOW CTafuM MOKPbITUS, B TO BPeMsS kak dasy 4 - pacTBOpP NOKPbITUS
nepuoaMyeckn pacnbinanm, NOBTOPSASA LUMKMbl CO CreAYLWEN NOCNea0BaTeNbHOCTLIO:

-20 ¢ pacnbineHus ceasyowero pactsopa Pasbl-4 npu CKOPOCTM MNOTOKA Mpu
pacnbineHmn 39 r/MUH Npu gasneHun pacnoinutens npumepHo 140 klMa n gasneHun B
OTKPBLITOM KOHTYpe npumepHo 160 klla.

-10-c pobaeneHunsa Tanbka (¢ D90 meHblie 250 MKM) CO CKOPOCTbIO fo6aBneHus
nopowuka 17 r/muH

-20 c ocTaHOBKU

-0 c nepnoga CyLwKkM (OTCYTCTBUE CYLLIKW).

BHyTpeHHIOIO TemnepaTtypy nennet NOAAEPXMBanuM Ha ypoBHe 24°C - 29°C.
nenneTbl C NOKPbITUEM, MOMNYyYEHHbIE TakMm obpasom, cywmnu B TeveHne 12 4 npu 40-
45°C, nogaepxusas ux BpalleHne B YCTAHOBKE AN HAHECEHWS MOKPbITUSA CO CKOPOCTbIO,
coctasnstoLen oT 0 4o 5 06./MUH., 1 Npy NoToke Bo3ayxa Borblue 80 M*/4 ¢ nonyyeHueMm
BbICYLLUEHHbIX MNEenneT C MOKPbITUEM B BHYTPEHHMM aKTUBHbIM CrOEM MOKPbITUS,

UMEIOLLMM aKTUBHbIA MHIPEAMEHT, C BbIXOAOM, PaBHbIM UNu 6onee BbICOKUM, Yem 93%,
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paccyMTaHHbIM MOCPEACTBOM JAENEHUS MOSTyYEHHOro KONMUYECTBa Ha TeopeTuyeckoe
konuuectso x 100.

MenneT, nony4YeHHbIN Takum 0Opasom, UMEET LeNneBon Npodunb pacTBOPEHMS.
Mpn HeoBXOAMMOCTU, BbICYLUEHHbIE MENMETbl MOXHO MPOCEMBATb, M HeXenaTenbHbIv
pasmep YyacTuy, NOPOLLKU K arperaTbl oTOpacbiBany.

MNennetbl ¢ MOANMPUUMPOBAHHBLIM BbICBOOOXAEHUEM AOKCMMAMUHA CyKLMHATAa,
NOnyYeHHble TakMm obpasom, XpaHunu B 25 Kr 3aKkpbITbiX ABOWHbIX MOMU3TUNEHOBbLIX
naketax Ans MuWeBblIX MPOAYKTOB apMaueBTUYECKON CTEMNEHN YUCTOTbl BHYTPU

3aKpbITbiX 6apabaHoB 13 NONU3TUNEHA BLICOKOW NMITOTHOCTMY.

1.4.2. NonyvyeHne 25 kr macwuTabHOW NapTUM MHOXKECTBA NENnneT NUPUAOKCUHA

rmapoxnopuaa
A. NonyyeHne das

da3a 5 — pacTBOp MOKPbLITUA ANS NOMYYEHUS BHELLUHEro MOKPbITUS: CMELLMBanu
0,679 kr Eudragit L, 10% (macc./macc.), B aleToHe, 68 r Boabl 1 1,758 kr wennaka, (He
cogepxatyero Bock), 40% (macc./macc.), B aTaHone.

B. Cnoco6 nony4eHus

- BHYTPEHHUW aKTUBHbIW CNOWN NOKPLITUS

YNoMsHYTO€E BbILLE KONMUYECTBO MHEPTHBIX SAEp (CaxapHble cdepbl U3 caxapa u
Kpaxmana), UMeoLLnX Takon pasmep Yactul, YTo no meHbLien mepe 90% NUHEpPTHbIX A4ep
umeroT pasmep 4dactuy ot 600 mkm o 1180 mMkm M no meHbwen mepe 90%
hapmaueBTMHECKM MPUEMIIEMbIX WHEPTHbIX SAep umeeT BapuabenbHOCTb pasmepa
yacTtuy He 6onee 100 MkM OT JaHHOro 3Ha4veHusi, coctasnsowero ot 710 mkm go 1000
MKM, TEPEHOCMNM B YCTAHOBKY ANS HAHECEeHUs MOoKpbIiTUS. 3aTtem, BpaljeHue
NpoAOMKanNocb M MOAAEPXKMBANACb CKOPOCTb BpAaLUEHUs YCTaHOBKM ANSA HaHeCceHus
nokpbITss 20 06./MWH. M MOHWXEHWE [aBNEHUA BHYTPU YCTAHOBKW ANS HAHECEHMWS
nokpbITUst MeHble 100 Ma Ha NpOTSHKEHMM BCEW LAHHOW CTaauM MOKPbLITUS, B TO BPEMS
kKak wennak, (He cogepxawun Bock), 40% (macc./macc.), B 3TaHOME MNepuoanyeCcKu
pacnbInsany, NOBTOPSASA LMKIbl CO CNEAYOLEN NOCNea0BaTENbHOCTLIO:

- 18 ¢ pacnbineHne pacTteopa cBsi3blBaHUS Pasbl CO CKOPOCTbIO 56 r/MUH npu
AasneHuun pacnbinmtena npumepHo 80 kla n gaBneHun B OTKPbITOM KOHTYPE NMPUMEPHO
100 kMa.

- 5 c octaHoBKM 1

-9-¢ pobaBnenna rugpoxnopunga nmpugokcuHa (¢ D90 meHbwe 250 mkm) npw
ckopocTn gobasneHust nopowka 233 r/MmuH

-30 c ocTaHoBKMK 2
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-0 c nepnoga CyLwKkM (OTCYTCTBUE CYLLIKW).

BHyTpeHHIOIO TemnepaTtypy nennet noaaepxueann Ha ypoBHe 19°C - 24°C.
MNenneTbl C MNOKPbITUEM, MOMYYEHHbIE Takum OOpa3omMm, CyLuMnn B TeveHue 2 4 npu
KOMHaTHOW Temnepartype nocpeicTBOM NOAAEPXKaHUA WX BPaLUeHWa B YCTaHOBKE ANSA
HaHEeCEeHMs1 MOKPbITUS CO CKOPOCTbIO, coctasnsaowen ot 0 go 5 06./MuH., npu NoToKe
Bosgyxa Gonblwe 50 M4 C NOMyyeHMEM BbICYLLUEHHbIX MNEMneT C MOKPbITUEM C
BHYTPEHHUM aKTUBHbIM CMOEM MOKPbITUHA, WMEKLWUM aKTUBHbIN UHrpeauneHt. [lpu
Heo6X0ANMOCTM, BbICYLLEHHbIE NENMETbl MOXHO NPOCENBATb, N HEXenaTenbHbIN pa3mep
4yacTuy, NOPOLLKN U arperaTbl oTOpackiBanu.

- BHELLUHWI CITOW MOKPLITUS C MOANMDULIMPOBAHHBIM BbICBOOOXKAEHNEM

AKTMBHbIE nenneTbl C MOKPbITUEM, MOMyYEHHblIE HAa npeabiaylwen craguu,
NepeHoCUnn B YCTaHOBKY ANS HAHECEHWs MOKPbITUA. 3aTeM, HauyMHanocCb BpalleHue U
noaaepusanacb CKOPOCTb BPaALLEHUS] YCTAHOBKM AN HAHECeHUst NoKpbITUs 20 06./MUH.
N CHWXEHME [aBneHust BHYTPU YCTaHOBKWU ANS HAHECEHNS nokpbiTMs MeHblle 100 Na Ha
NPOTSKEHUN AaHHOW CTaguMn MOKPbITUS, B TO BpeMs kak ¢asa 4 — pacrtsopa Ans
HaHeCeHNs1 MOKPbITUS MNEPUOAUYECKN PachbInAnn, MOBTOPSS LUWMKMNbl CO CrepyroLien
nocneaoBaTenbHOCTbIO:

-18 ¢ pacnbineHnsa ceasywwero pactsopa dasbl 4 npu CKOPOCTU MNOTOKA Mpu
pacnbineHmn 40 r/MUH Npu gasneHun pacnoinutens npumepHo 140 klMa n gasneHun B
OTKPBLITOM KOHTYpe npumepHo 160 klla.

-9-¢c pobaenerus Tanbka (¢ D90 meHbwe 250 MKM) CO CKOpOCTbIO aobaBneHus
nopotuka 40 r/mnH

-20 c oCTaHOBKU

-0 ¢ nepnog, CyLKn (OTCYTCTBUE CYLLIKN)

BHyTpeHHIOIO TemnepaTtypy nennet noaaepxueBann Ha ypoBHe 23°C - 28°C.
[MenneTbl ¢ NOKPbLITUEM, NOMYyYEHHbIEe Takum obpasom, cylmnun B TedeHne 12 4 npum 40-
45°C nocpefCTBOM MOAAEPKAHUSA NX BPALLEHUNA B YCTAHOBKE ANIS1 HAHECEHWS MOKPbITUS
CO CKOPOCTbIO, COCTaBnstoLLet oT 0 40 5 06./MUH., Npy NoToke Bo3ayxa Bonblue 50 M%/y ¢
MONyYEHMEM BbICYLUEHHbIX MNENMeT C MNOKPbITUEM C BHYTPEHHMM aKTUBHbIM CIOEM
MOKPbITUS, UMEIOLLIUM aKTUBHbIM UHIPEAUNEHT, C BbIXo40M 93% unu 6onbLue.

MenneT, nony4YeHHbIN Takum obpasom, UMEET LeNneBon Npodunb pacTBOPEHMS.
Mpn HeoBXxoAMMOCTU, BbICYLUEHHbIE MENMETbl MOXHO MPOCEMBATb, M HeXenaTernbHbIn
pasmep YacTuy, NOPOLLKU 1 arperaTbl oTOpacbiBany.

MNenneTbl JOKCMNaMMHa CyKUMHata C MOAUMUUMPOBaHHBIM BbICBOOOXAEHMEM,

NonyYeHHble TakMMm o6pasomM, XpaHunu B 25 Kr 3akpbITbIX ABOWHbIX MONUITUNEHOBBLIX
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naketax Ans nNUWEBbIX MPOAYKTOB papmMaueBTUYECKON CTEMEHM 4YUCTOTbl BHYTPU
3aKkpbITbix 6apabaHoB 13 NONU3TUNEHA BLICOKOW MITOTHOCTMY.

- BHELWHWW Cnon NOoKpbITUSA C MOAUDULMPOBAHHLIM BbICBOOOXKAEHNEM

Ha akTnBHble NenneTbl C NOKPbITUEM, NOMNYYEHHbIE HA NpeablayLlen ctagun, dasy
4 pacnblnanu co ckopocTeio notoka 100 r/muH. Mpu pacneineHmnn pacteopa dasbl 4 Tanbk
NPUMEHSIIN B TBEPAON hOpME Npu CKOpoCcTu aobaBneHmns Teepaoro sewectsa 50 r/MUH u
CKOpPOCTK BpawleHust 16 06./MVH., nogaepKuBasi BHYTPEHHIOK TemnepaTypy nennet Ha
ypoBHe 17°C - 22°C u notok Bo3gyxa MeHblie 100 m*/4. MonyuyeHHble nenneTsl ¢
MOKPbLITUEM CYLLUMIN B TE€YEHMEe He MeHble YyemM 8 4 un BnnoTb A0 12 4 npu 40-45°C
nocpeacTBOM MOALEPKAHUA MX BPALLUEHUA B YCTAHOBKE ANA HAHECEHUSA MOKPbITUA Npu
ckopocTu, cocTasnsioleit 0 - 10 06./MUH. 1 ¢ NOTokom Bo3ayxa Gonblue 130 Mm%y (Bbixog,
paBHbIA UNK Bbile Yem 93%).

MenneT, nony4YeHHbIn TakuMm obOpa3omM, UMeeT Lenesor npodunb pacTBOPEHUS.
MNpn HeoBXOAUMOCTM, BbICYLLUEHHbIE MEMMETbl MOXHO MPOCEeMBaTb, U HEeXenaTenbHbIN
pasmep 4acTuu, NOPOLLKN K arperaTbl oTbpackiBaTh.

MenneTbl JOKCUNaMWHa CyKUMHata € MOAUMULMPOBaHHLIM BbICBOOOXAEHMEM,
Nnony4eHHble TakMm obpasom, xpaHunu B 50 Kkr 3akpbITbiIX ABOWHbIX MNOMM3TUNEHOBbLIX
naketax Ans nNUWEeBbIX MPOAYKTOB (apMaueBTUYECKON CTEMEHN YUCTOTbl BHYTPU
3aKpbITbiX 6apabaHoB 13 NONU3ITUNEHA BbICOKOW NITOTHOCTMW.

Co cnocobamu, ynoMsSHYTbIMA Bbile ANS MOMyYEHUS MEPBOrO M BTOPOro
MHOXEeCTBa nennet ¢ MOAUUUMPOBAHHLIM BbICBOOOXAEHMEM MO  HaCcTosALEMY
N306peTEHNIO NONyYeHHbIE NENNETbl AOKCMMNaMMHa CykuuMHaTa MMEKT pasmep 4Yactuy
Takon, YTo No MeHbLen mepe 90% nennet nmetT pasmep Yactuy ot 710 mkm go 1400
MKM, U3MEPEHHbLIA NOCPEACTBOM CUTOBOrO aHanmsa, U no meHbwien mepe 90% nennet
umeloT BapunabenbHoCTb pasmvepa He 6onee 100 MKM OT [JaHHOrO 3HA4YEHMS,
coctasnsoLlero ot 850 mkm 40 1250 MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOIO aHannsa,
N NONyYeHHbIE NENNeTbl NUPUAOKCUHA MTMAPOXNOPUAA UMEKOT pasMep YacTul Takon, YTo
no meHowen mepe 90% nenneTt mmeeT pasmep 4vactuy ot 710 mkm o 1400 mMkwm,
N3MepsiEMbIA NOCPELCTBOM CUTOBOMO aHanusa, 1 no MeHbLlen mepe 90% nennet nveet
BapnabenbHOCTbL pasmepa 4vactuy He 6ornee 100 MKM OT JaHHOMO 3HA4YeHUs,
coctasnsawowero ot 850 mkm go 1250 MKM, M3MEPSIEMYIO MNOCPEACTBOM CUTOBOMO
aHanusa.

Takne >xe cnocobbl, yNnOMSAHYTblE BbIWe, ANSA MOMYYEHUS MEPBOro M BTOPOro
MHOXeCTBa nennetT ¢ MOAUPUUMPOBAHHLIM BbICBOOOXAEHMEM MO  HACToALEMY
N300pETEHNIO MOXHO OCYLLECTBMATE C MCMNOMb3OBaHMEM WHEPTHbIX S4ep (CaxapHble

cthepbl M3 caxaposbl U Kpaxmana), HO MMELMX pasMep YacTuL TakoW, YTO Mo MEHbLLUEN
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mepe 90% MHepPTHbIX aaep umetoT pasmep Yactuy ot 710 mkm 4o 1000 MKM, N3MEPEHHbBIN
NnocpeacTBOM CUTOBOrO aHanusa, M no MeHbwen wmepe 90% dapmaleBTUHECKU
npueMnemMbIX UHEPTHbIX SAep nmeeT BapunabenbHOCTb pasmepa Yyactuy He 6onee 75 MKm
OT JAaHHOro 3HadeHusi, coctaesnawowero ot 800 mkm o 900 MKM, M3MEpPAEMYIO
nocpeacTBOM CUTOBOroO aHanusa. B gaHHOM criyyae nonyyeHHble nenneTbl AoKCunamuHa
CyKUMHaTa MMET pasMep 4acTuly Takou, 4To no MeHbwien mepe 90% nennet umeroT
pasmep Jactuy ot 800 mkm go 1400 MKM, n3amepsieMbl NOCPEACTBOM CUTOBOMO aHanuaa,
N No mMeHbLuen mepe 90% nenneT nmeT BapnabenbHOCTL pasmepa vyactmy He Bonee 75
MKM OT AaHHoro sHadeHuda, cocrasnsawowero ot 900 mkm o 1180 MKM, U3MEPEHHYIO
nocpeacTBOM CUTOBOrO aHanumsa, U MoryYeHHble NenneTbl rmapoxnopuaa nMpuaokcuHa
UMEIOT pasmep 4acTuL, Takon, YTo No MeHbLuen mepe 90% nenneT MMEKOT pasmep JYactuy
ot 800 mkm o 1400 MKM, namMepsieMbl NOCPEACTBOM CUTOBOMO aHanmsa; u no MeHbLIen
mepe 90% nennet umeloT BapuabenbHOCTb pasmepa 4actuy He Gonee 75 Mkm OT
AaHHOro 3HaudeHud, cocrasnsowero ot 900 mkm o 1180 MKM, wu3Mepsemyro

nocpeacTtBoOM CUTOBOIro aHanumsa.

HanonHeHwe kancyn

Kaxayto TBEpAyo Kancyny HanonHanu npumepHo 60 mr nenneT gokcunamumHa ¢
MOANPULMPOBAHHLIM BbICBODOXAEHMEM CYKUMHATa M npumepHo 60 mr nenneTt ¢
MOANDULMPOBAHHLIM BbICBODOXAEHMEM TMAPOXIOPUAA NUPULOKCMHA MO HaCcTosAWEMY
n306peTeHnto, kak onpeaeneHo Bbiwe, C UCNOMb30BAHNEM aBTOMATUYECKOW MaLUMHbI NO
HanonHeHuto kancyn Bosch Zanassi E48; ¢ nony4yeHnem kancyn, cogepxalinx npumMmepHo
10 Mr gokcmnammnHa cykumHaTa n npumepHo 10 Mr nMpUaOoKCUHa rugpoxnopuaa.

Takne e cnocobbl, YNOMSAHYTbl€ BbiWe, ANA MNONYYEHUS Kancyr, WUMeEeKLmX
npumepHo 10 Mr JgokcMnammHa cykuuHata wu  npumepHo 10 Mr  nMpuaokcuHa
rMApPoOXNopuaa, MOXHO OCYLLECTBMNSATb NOCPEACTBOM HAMOMHEHUS Kancyn npumepHo 120
Mr nenneT AoKCunammHa ¢ MOAMMPULMPOBAHHLIM BbICBODOXAEHMEM CyKUMHaTa W
npumepHo 120 Mr nennet ¢ MoaMUUMPOBAaHHbIM BbICBOOOXKAEHMEM TMApOXNopuaa
NMUPUAOKCMHA MO HACTOALLEMY M30BPETEHMIO, Kak ONPeAEneHO BbIlE, C UCMOSb30BaHNEM
aBTOMAaTM4YeCKON MalUWHbl MO HanorHeHuo kancyn Bosch Zanassi E48; ¢ nony4yeHnem
Kancyn, cogepxawmx npumepHo 20 Mr gokcunamuHa cykuyuHaTta n npumepHo 20 mr

rmapoxnopuga npuaoKcrHa.

2. TecTupoBaHWe pacTBOpPEHUS

[Mpohunb pacTtBopeHUs
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Lleneson npodunb pacteopeHusi TpebyeTt, 4Tobbl M CyKUMHAT AOKCUINTAMMHA W
rmapoxnopua nvpugokcnHa cnabo pacTBOPANUCL B YCMNOBMAX >Kenyaka, M 4ToObl
OCHOBHas TepanesTuyeckas KoHUeHTpauusa Obina AOCTUrHyTa B KULLEYHOM TpakTe 3a
cyeT ux ObICTPOM CKOPOCTU pacTBopeHusi. B yactHoctn, cnoco® nonyyeHus no
HacTodawemMy Wn3obpeTeHuto AenaeT BO3MOXHbIM MOMyYEeHUE Kancyn, HarofHEHHbIX
Takumu nenneTamm ¢ MoaNPULMPOBaHHBLIM BbICBOOOXAEHMEM CyKLMHaTa AOKCUNaMuHa u
nennetaMm ¢ MOANMPUUUPOBaAHHBIM BbICBOOOXAEHUEM ruapoxnopuga nMpULOKCUHA,
KOTOpble 4EMOHCTPUPYIOT NPOMUb PAacTBOPEHUSA, B COOTBETCTBUN C KOTOPbLIM:

oT 5 macc.% ao 35 macc.% cogep)kaHus LoKcunamuHa pacTteopsatoTea Ha 17"y B
cpeae 0,1 H. HCI (pH paseH1);

3arem, cpeny 3ameHsaT cpegon ¢ pH, pasHbeim 4,5 (0,05 M auyetatHbin Bydhep), n
Ha 4™ 4 13 HakonneHHoro 6onee yem 35 macc.% - 75 Macc.% UCXOAHOrO COAEPNKAHUSA
JOKCUNamMnHa pacTBoOpsETCS,;

3aTem, cpeay 3ameHsitoT cpegon ¢ pH, pasHbim 6,8 (0,05 M cdocdaTHein Bydep),
1 Ha 7° 4 U3 HaKOMMEHHOrO PacTBOPSAETCS NO MeHbLUen Mmepe Gonee Yem 75% UCXOAHOro
coaepXaHusa JokcunamnHa

oT 5 macc.% ao 35 macc.% comepkaHusa NUPUAOKCUMHa pacTeopsaeTcs Ha 1% u B
cpeae 0,1 H. HCI (pH paseH 1);

3arem, cpeay 3ameHsT cpegon ¢ pH, paBHbiv 4,5 (0,05 M aueTtatHbii Bydep), n
Ha 4° 4y 13 HakonneHHoro 6onee vem 35 macc.% - 75 macc.% UCXO4HOro Coaep)KaHUs
NMMPUAOKCMHA PacTBOPSETCS;

3arem, cpeay 3ameHstoT cpegon ¢ pH, pasHeim 6,8 (0,05 M docdaTtHbin Bydep),
n Ha 7° 4 M3 HakonneHHoro pacTtBopsieTca Gonee yem 75% WCXOAHOrO COAEpPKaHUs
NMMPUAOKCHHA,

rae npodunb pPacTBOPEHMS U3MEPSIOT, wucnonb3ys npubop USP Ttmna |l
(kop3uHka), nomeryasn komnosmumio B 900 mn cooTBeTCcTBYOWMX cpea/bydepos npu 37°C
+0,5°C 1 100 06./MWH.

Ycnosusa 6aHn 4ns pacTBOpeHUs

- CkopocTtb nonact mewanku: 100 06./MyH.

- Temnepatypa cpegbl pactsopenus: 37°C £ 0,5°C

- cpeabl pacTeopeHnunsa: conaHasa kucrnota 0,1 H.

- o6bem cocyga: 900 mn

- Bpems: 1 vyac

- cpeabl pacteopeHus: pH 4,5; 0,05 M auetatHein Oydep
- o6bem cocyga: 900 mn

- Bpems: 1*" yac - 4""yac
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- cpeabl pacteopeHus: pH 6,8; 0,05 M docthaTHbIn Bychep
- o6bvem cocyga: 900 mn

- Bpemsi: 4°" 4y — 7" yac

YcnoBus xpomaTorpadunyeckoro aHanmsa

- [NonydyeHne obpasyos: Bsare anumkeoTy npubnuantensHo 10 mMn wn
npocunbTposaTth ee yepes 0,70 Mkm memOpaHHbI PunbTp, 3aTeM NPOoPuUNbLTPOBaTL €€
yepes ewe oauH 0,22 Mkm MemOpaHHbIN PUnbTp.

- MoTok: 1 Mn/MUH

- KonoHka: Kromasil 100-5 C18, 150 x 4,0 mm

- ®asbl: MeTaHoON B BOAE

- O6bem nHbekyun: 100 Mkm

- OinvHa BonHbl BO30yxaeHns: 220 HM

- Bpemsa xpomatorpacupoBaHuns: 25 MUH.

- BogHasa casa: Gycdep Ha ocHoBe auetata ammoHmsa 0,06 M pH 5,0 + 0,1%
rekcaHcynbdoHat Hatpusa (PICB6):

- [paguneHT:

Bpemsa (mmH) MetaHon (%) BoaHasa dasa (%)

0 20 80

4 32,5 80

8 100 50

13 100 50

17 20 80

25 20 80
PesynbTaThl

Kancynbl no HacToswemMy n3obpeTeHuto, Kak onpeaeneHo Bbile N HUXKE, KOTOopble
cogepXxat nennetbl AOKCUNamMuMHa CyKuuMHata W NUPMAOKCUHA  MMAPOXNopuaa,
AEMOHCTPUPYIOT LeNneBon npodunb pacTtBopeHus. Takum obpas3om, pacTBOPEHME Kak
AOKCUNaMUHA CyKUMHaTa, Tak U NUPULOKCMHA TMAPOXNOopMAa, KOrga OHW MOLBEpPrarTcs
AEVCTBUIO YCMOBUI Xenyaka, COCTaBnsieT No MeHbluen mepe 5% obujero konnyectsa B
1-bIl 4ac, U no meHbwen mepe 35% A[oKCMNaMUHA CyKUMHata M NUPUAOKCUHA
rmapoxnopuga, cnycts 4 yaca, pacTBOpPSETCS, KOrga OHW MOABEPratoTCs BO3AEUCTBUIO
YCHOBMA ABeHaguaTunepcTHon kuwkm (pH paseH 4,5), n1 no meHblwen mepe 75%
AOKCUNaMUHA CyKuMHaTa U NMpUAOKCUHA rmapoxnopuaa, Cnycrta 7 4yacos, pacTBopsieTcs,

KOrA4a OHM NOABEPraloTCA BO3AENCTBUIO YCITOBUIN TONCTOrO KALLIEYHUKA.
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TectnpoBaHne ynakoBkM N CTabUITBLHOCTU

brincrepei:

- Kancynbl nenner gokcunamuHa cykuuMHaTa v NUpUAOKCUHA ruapoxnopuaa no
HacTosiemy wusobpeteHmoo npumepos 1.1.1 - 1.1.10, npu nNEpBMYHON YMAKOBKE B
6nncrep, caenanHbin ns MNMBX/MNBLOX (¢ ogHOM CTOPOHbI 6riuctepa) n antoMuHus (C 4pyron
CTOPOHbI Briuctepa), asnswoTca cTabunbHbiMK, obecneunBas xpaHeHue npu 25°C unu
HKe N 60% OTHOCUTENbHOW BNAXXHOCTW.

- Kancynbl nenneT cykuuMHata AOKCUramuHa v rugpoxropuja nupuaokcuHa no
HacTosiemy nsobpeteHuto npumepos 1.1.2; 1.1.4; 1.1.6; 1.1.8 n 1.1.10, npn nepsn4HON
ynakoske B 6nuctep, caenaHHbii B AquaBa® wnu u3 anomuHma (ogHa CTopoHa
bnnctepa) u anioMuHua  (gpyrasa  ctopoHa 6nuctepa), 4aBnsalTCA  cTabunbHbIMY,
obecneunsas xpaHeHue npu 30°C nnu HxKe n 75% OTHOCUTENBHOW BNaXKHOCTM.

ByTbinu:

- Kancynbl nenneT gokcunamuHa CykuuMHaTa v NUpUAOKCUHA ruapoxnopuaa no
HacToswemy usobpeteHmio npumepos 1.1.1 - 1.1.10, npM nNEpBUYHON YMaKoOBKE B
nnactukosble OyTbiNMM  MNMOC  OCyWMTENb, SABNAKTCA CcTabunbHbiMK, obecneunsas
xpaHeHue npy 30°C unun Hmxe n 75% OTHOCUTENBHOW BNAXXHOCTW.

BBnMay NONHOTLI, pasHble acnekTbl U300PETEHMSI U3MOXEHbI B  CrEeAYyLmMX
NPOHYMEPOBaHHbIX MYHKTaXx:

MyHkt 1.  MHoroeguHuyHaa nepopanbHas nekapcTBeHHaa dopma C
MOANPULMPOBAHHBIM BbICBOOOXKAEHMEM, COAEPXKALLAs cneayoLyee:

nepBoe MHOXECTBO nenneTr AoKCunammHa wunm  ero  hapmayeBTU4eCcKu
npueMneMon conu ¢ MoANMULNPOBaHHBIM BbICBODOXIEHNEM, COAEPXKALLMNX:

- (hapmaueBTUYECKN NPUEMIEMOE MHEPTHOE AAPO;

- BHYTPEHHUM aKTUBHbLIA CMOW MOKPbITUS, COAEepXaluin TepaneBTUHECKN
3hbheKTMBHOE KONMMYECTBO AOKCUITaMMHa UMK ero hapmMaleBTUYECKN NPUeMNeMon Conu,
oavH wunn 6onee MOKPbLIBAKOWMX areHToB, OAWH uUnM Bonee aHTUCNEXMBaTenewn,
BO3MOXHO OAWH mnn 6onee nopoobpasylolmx areHToB; U BO3MOXHO OAHO unu Gonee
hapmayeBTUYECKM NPUEMIIEMbIX BCMIOMOraTebHbIX BELLECTB;

- BO3MOXHO MPOMEXYTOYHBIA CMOWN MOKPLITUS C BbICBODOXAEHMEM B KULLEYHMKE,
coaepxawun ogunH nnu 6onee KMWeYHopacTBOPUMbIX MOKPbIBAIOLLMX areHTOB, OAUH UK
bonee aHTUCrnEXmBaTenen, BO3MOXHO OAWH Unn Gonee nopoobpasylolmx areHToB; U
BO3MOXHO OAHO wunn 6onee dapmaueBTUYECKU NPUEMMEMbIX BCMOMOraTenbHbIX

BeLLecTs, U
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- BHELIHMA CNOM MOKPbITUA C  MOAUMPUUMPOBaHHBIM  BbICBOOOXKAEHMEM,
cogepxawun ognH nnu 6onee KMWeYHopPacTBOPUMbIX MOKPbIBAIOLLMX areHToB, OAUH UK
fonee NOKPbLIBAIOLMX areHTOB C MOAUMPUUMPOBAHHBIM BbICBOOOXAEHNEM, OAVH UMK
fonee aHTMCrneXmBaTenen, BO3MOXHO OAMH unn Gonee nopoobpasylolmx areHToB; U
BO3MOXHO OAHO wunun 6onee dapmaueBTUYECKU MPUEMMEMbIX BCMNOMOraTenbHbIX
BELLECTB; U

BTOPOE MHOXECTBO nenneT nNUpUAOKCMHa unM  ero  dapmMayeBTUYeCKn
npuemMnemMon conu ¢ MoANMULNPOBaHHLIM BbICBODOXIEHNEM, COAEPXKaLLNX:

- (hapmaueBTUyeCckn NpremMnemoe NHepPTHoOE AAPO;

- BHYTPEHHUN aKTUBHbIA CMOW MOKPbITUS, COoAepXalun TepaneBTUYECKN
3P hEKTMBHOE KONMYECTBO NMUPUAOKCMHA UK ero bapMaueBTUYECKU NPUEMIIEMON COMnK,
oAMH unn Gornee MOKPbIBAOLWMX areHToB W BO3MOXHO OAHO wunu  ©Gonee
hapmaLeBTUYECKM NMPUEMIIEMbIX BCMIOMOraTeribHbIX BELLECTB; U

- BHELHUW CrMOM MOKPbITMA C  MOANPULUMPOBaHHLIM  BbICBOOOXAEHMEM,
coaepkalun oauH nnu Bonee KMLWEeYHOPaCTBOPUMbIX MOKPLIBAIOLLMX areHTOB, OAMH UMK
fonee nNOKPbIBAOLUX areHToB C MOAMPULMPOBAHHBIM BbICBOOOXAEHUEM, BO3MOXHO
oagvH wnn 6onee nopoobpasylolmMx areHToB W BO3MOXHO OAHO wunu ©Gonee
hapmaleBTUHECKM NPUEMIIEMbIX BCMIOMOraTebHbIX BELLECTB;

rae:

pasmvep 4acTuy gapmaueBTMYECKM MNPUEMIEMOrO WMHEPTHOrO sapa siBNsieTcs
TakMM, YTO MO MeHbliern mepe 90% MHEPTHbIX S4ep UMEKOT pasmep Yactuy ot 300 Mkm
40 1700 MKM, M3MEPEHHbIN NOCPEACTBOM CUTOBOrO aHanmsa, U no meHblen mepe 90%
WHEPTHbIX saep umeeT BapunabenbHOCTb pasmepa 4vactuy 200 MKM; B 4acTHOCTW,
BapunabenbHOCTb pasmepa 4vactuy 150 MKM, B 4aCTHOCTW, BapuabenbHOCTb pasmepa
yacTtmy 100 MkM, B 4aCTHOCTW, BapnabenbHOCTb pasmMepa Yactuy 75 MKM 1, B HaCTHOCTWN,
BapmabenbHOCTb pa3mepa 4actmy 50 MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOrO aHanmsa
NN ONTUYECKON MUKPOCKOMMWN.

MyHkT 2. MHoroeguHuyHas nepopanbHaa nekapcTeeHHaa dopma C
MOANPULMPOBaHHBIM BbICBOOOXAEHMEM NO M. 1, cogepkalwjasa crnegyroLlee:

nepBoe MHOXECTBO nenneT AoKkCunammHa wunm  ero  hapmauyeBTU4eCcKu
npUeMNEMON Conu ¢ MOANMPULNPOBaHHBIM BbICBODOXAEHNEM, COAEPXKALLNX:

- (hapmaueBTUYECKkN NprEMIEMOE MHEPTHOE AAPO;

- BHYTPEHHUM AaKTUBHbIA CMOW MOKPbITUS, COAEpXalui TepaneBTUHECKN
3(hhEeKTMBHOE KONMYECTBO AOKCUITAaMMHA UMK €ro papmMaleBTUYECKN NPUEMNEMON COMnu,

oavH wunn 6onee MOKPLIBAKOWMX areHToB, OAWH UM Bonee aHTUCNEXMBaTeNeWN,
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BO3MOXHO OAWH mnn 6onee nopoobpasylolmnx areHToB; U BO3MOXHO OAHO unu Gonee
hapmayeBTUYECKM NPUEMIIEMbIX BCMIOMOraTebHbIX BELLECTB;

-  MNPOMEXYTOYHbIA CMOM MOKPLITUA C  BbICBODOXAEHMEM B  KULLEYHMKE,
cogepxawun ognH nnu 6onee KMWeYHoOPacTBOPUMbIX MOKPbIBAIOLLMX areHToB, OAUH UK
fonee aHTMCrneXmBaTenen, BO3MOXHO OAWH mnn Gonee nopoobpasylolmx areHToB; U
BO3MOXHO OA4HO Unn Bonee apmayeBTUYECKN NPUEMIIEMbIX BCNOMOraTenbHbIX BELLECTB
n

- BHELUHMMA CNOW MOKPbITUA C  MOAUMPUUMPOBaHHBIM  BbICBOOOXAEHMEM,
cogepXxawun ognH nnu donee KMWeYHopPacTBOPUMbIX MOKPbIBAIOLLMX areHToB, OAUH Unu
fonee NOKPbLIBAIOLMX areHTOB C MOAUMPUUMPOBAHHBIM BbICBOOOXAEHNEM, OAVH UMK
bonee aHTMCrnexmeaTenen, BO3MOXHO OAWH mnn Gonee nopoobpasylolmx areHToB; U
BO3MOXHO OAHO wunn 6onee dapmaueBTUYECKU MPUEMMEMbIX BCMNOMOraTenbHbIX
BELLECTB, U

BTOPOE MHOXECTBO nenneT nNUPUAOKCMHa unn  ero  dapmMaleBTUYeCKn
npvemMnemMon cony ¢ MoANMULNPOBaHHBIM BbICBODOXAEHMEM, COoAepKaLLUX:

- hapmauesTUyeckn NnpremMnemoe NHepTHoe AApP0;

- BHYTPEHHMMA aKTUBHbIA CMOW MOKPbITUS, COAEPXaLMA TepaneBTUYECKU
athbbekTMBHOE KONMMYECTBO NUPUAOKCUMHA Unn ero doapmaueBTUYECKU NPUEMMIEMON COMK,
oagMH unn Oonee nNOKPbIBAKOLWMX areHToB W  BO3MOXHO OaHO wunu  Gonee
hapmaLeBTMHECKM NPUEMIIEMbIX BCMIOMOraTerbHbIX BELLECTB; U

- BHELHWA CNOW MOKPbITUS C  MOAUMDUUNPOBAHHBIM  BbICBODOXAEHMEM,
coaepXxawun ognH nnu onee KMWeYHoOPacTBOPUMbIX NOKPbIBAIOLMX areHTOB, OAUH UK
fonee NOKPbIBAKOLWMX areHTOB C MOAUMPUUMPOBAHHBIM BbICBOOOXAEHNEM, BO3MOXHO
OaVH wunn 6Gonee nopoobpasylLmx areHToB U BO3MOXHO OaHO unu  6onee
hapmayeBTUHECKM NPUEMIIEMbIX BCMIOMOraTebHbIX BELLECTB;

rae:

pasmvep 4acTuy dgapmaueBTMYECKM MNPUEMIEMOrO WMHEPTHOrO sapa sBNsieTcs
TakMM, 4YTO MO MeHblen mepe 90% MHEPTHbIX S4ep UMEKOT pasmep Yactuy ot 300 MKm
40 1700 MKM, U3MEPEHHbIN NOCPELCTBOM CUTOBOrO aHanmsa, U no MmeHblen mepe 90%
WMHEPTHbIX saep umeeT BapunabenbHOCTb pasmepa 4vactuy 200 MKM, B 4acTHOCTW,
BapunabenbHOCTL pasmepa 4dactuy 150 MKkM, B 4aCTHOCTUW, BapuabenbHOCTb pasmepa
yacTtuy 100 MkM, B 4aCTHOCTW, BapnabenbHOCTb pasmMmepa 4Yactuy 75 MKM 1, B HaCTHOCTMN,
BapnabenbHOCTb pa3mepa 4actuy 50 MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOIO aHanusa
NN ONTUYECKON MUKPOCKOMMWN.

MyHkT 3. MHoroeguHuyHas nepopanbHaa nekapcTeeHHaa dopma ¢

MoaAnPUUMPOBaHHLIM BbICBOOOXKAEHMEM MO nobomy u3 n.n. 1 unm 2, B KOTOPOW:
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nekapcTBeHHaa dopma COAEPXMT papMaueBTUYECKU MNPUEMIIEMOE WHEPTHOE $SApPo,
MUMEIOLLEE pasMep 4acTuy Takon, YTO MO MeHblen mepe 90% WHEPTHLIX SAEP UMEIT
pasmep vactuy ot 300 mkm 40 1700 MKM, MU3MEPEHHbBIN MOCPELCTBOM CUTOBOIrO aHanuaa,
M no meHbwen mepe 90% hapmaueBTNHYECKU MNPUEMIMEMbIX WHEPTHBIX S4ep UMeeT
BapunabenbHOCTL pasmepa 4dactuy 200 mMKM, B 4aCTHOCTW, BapuabenbHOCTb pasmepa
yactmy 150 mKmMm, B 4acTHOCTK, BapmabenbHOCTb pasmepa yactiy 100 MkM, B YacTHOCTH,
BapnabenbHOCTL pasmepa 4actuy 75 Mkm u, Bonee KOHKPETHO, BapuabenbHOCTb
pasmepa 4actuy 50 MKM, N3MEPEHHYIO NOCPEACTBOM CUTOBOrO aHanmsa unu onTU4eCckoun
MUKPOCKONUU;

B YaCTHOCTU, NekapCcTBEHHaa popma coaepXut apmMmaLeBTUYECKN NpUeMremoe
WHEPTHOE S4P0, UMELOLLEE pasMep YacTuy Takon, 4TO No MeHbLuen mepe 90% MHEPTHbIX
aaep umetot pasmep vactuy ot 300 mkm o 1400 MKM, M3MEPEHHbLIA MOCPEACTBOM
CMTOBOrO aHanmaa, u no meHbLuen mepe 90% hapmayeBTUYECKN NPUEMMIEMbIX NMHEPTHbIX
aaep umeeT BapnabenbHOCTb pasmepa 4Yactuy 200 MkM, B 4acTHOCTU, BapnabenbHOCTb
pasmepa 4actmy 150 mMkm, B 4acTHOCTU, BapmabenbHOCTb pasmepa vactuy 100 mkm, B
4YacTHOCTW, BapumabenbHOCTb pasmepa dactuy 75 MKM ©n  6Gonee  KOHKPETHO
BapmabenbHOCTb pa3mepa vactmy 50 MKM, U3MEPEHHYIO NOCPEACTBOM CUTOBOIO aHanmsa
UNN ONTUYECKON MUKPOCKOMWN;

B 4aCTHOCTU, NekapCTBEHHaA popma coaepXut dapmMmaueBTUYeCKn Npuemremoe
WHEepPTHOe f4pa, UMELOLLEe pasMep YacTuy Takon, YTo No MeHbLuen mepe 90% MHEPTHbIX
aaep umetoT pasmep Yactuy ot 600 mkm go 1180 MKM, M3MEpPEHHbIN NOCPEACTBOM
CUTOBOrO aHanunsa, u no meHbLen mepe 90% apmMaueBTUHECKN NPUEMMEMbIX MHEPTHbIX
aaep nmeet sapnabenbHOCTb pasmepa vYactuy 150 Mkm, B 4acTHOCTU, BapnabenbHOCTb
pasmepa 4vactuy 100 MKM, B 4acTHOCTU, BapnabenbHOCTb pasmepa 4Yactuy 75 MKm u
Bonee KOHKPeTHO BapuabenbHOCTb pasmepa vactuy 50 MKM, N3MEPEHHYIO NOCPEeACTBOM
CVUTOBOrO aHanusa unm ONTUYECKON MUKPOCKOMWM; B YACTHOCTU, NeKapCTBeHHas opma
COAEPXKNT PapMaLEBTMHECKN NPUEMIIEMOE UHEPTHOE SAPO0, MMEKLEE pasmep vacTtuy
Takown, 4YTo Nno meHbLen mepe 90% MHEPTHBIX S4ep UMEKOT pasmep vyactuy oT 710 MKm 4o
1000 MKM, M3MEPEHHbIN MOCPEACTBOM CUTOBOrO aHanusa, U no MeHbwwen mepe 90%
hapmaleBTUYECKM MPUEMIIEMbIX WHEPTHbIX SAep umeeT BapuabenbHOCTb pasmepa
yactmy 100 mKkm, B 4acTHOCTM, BapmabenbHOCTb pasmepa dactuy 75 mkm 1 6onee
KOHKpPeTHO BapuabenbHOCTb pa3mepa 4vactuy 50 MKM, M3MEPEHHYI MnoCpescTBOM
CVTOBOrO aHanuaa unmn onTUYECKON MUKPOCKOMNUN;

B YaCTHOCTU, NekapCcTBEHHaa popma coaepXut apmMmaleBTUYECKN NPUEMIIEMOE
WHEPTHOE f4pa, UMEIOLLEE pasMep YacTuy Takon, YTO No MeHbLuen mepe 90% MHEPTHbIX

saep vmelT pasmep 4vactmy ot 710 mkm go 850 MKM, WU3MEPEHHbIN MOCPEenCTBOM
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CUTOBOrO aHanmsa, u no meHbLen mepe 90% apmMaleBTUHECKN NPUEMITEMbIX MHEPTHDbIX
aaep uveet BapuabenbHOCTb pasmepa vyactuy 70 MKM 1, B YaCTHOCTU, BapmabernbHOCTb
pasmepa 4actuy 50 MKM, N3MEPEHHYIO NOCPEACTBOM CUTOBOrO aHanmsa unu onTU4eCckoun
MUKPOCKONUU;

B 4aCTHOCTU, NekapCcTBEHHaa popma coaepXut dapmMmaleBTUYEeCKn Npuemremoe
WHEPTHOE S4P0, UMEIOLLEE pasMep YacTuy Takon, YTO No MeHbLuen mepe 90% MHEPTHbIX
saep umetot pasmep Yactuy ot 850 mkm go 1000 MKM, M3MEPEHHbLIA MOCPEACTBOM
CUTOBOrO aHanmsa, u no meHbLen mepe 90% apmMmalueBTUHECKN NPUEMITEMbIX MHEPTHbIX
aaep uveet BapuabenbHOCTb pasmepa vyactuy 70 MKM 1, B YaCTHOCTU, BapmabernbHOCTb
pasmepa 4actuiy 50 MKM, N3MEPEHHYIO NOCPEACTBOM CUTOBOrO aHanmsa unu onTU4eCckoun
MUKPOCKOMUWU.

MyHkt 4. MHoroeguHuyHaa nepopanbHaa nekapcTeeHHaa dopma C
MOANMDULMPOBAHHLIM BbICBOOOXAEHMEM NO nobomy M3 n.n. 1 - 3, B KOTOPOW: pasmep
yacTuy nenneTt NepBoro MHOXECTBa NENnneT AOKCUNamuHa unuv ero apmauesTU4ecku
npvemMnemMon Conm ¢ MOAUMULMPOBAHHBLIM BbICBODOXAEHUEM SABNAETCA TakuM, YTO MO
MeHbwen mepe 90% nennet umeetr pasmep yactmy ot 400 mkm o 1900 MKMm,
N3MEpPEHHbIN NOCPEACTBOM CUTOBOrO aHanuaa, n no meHoLien mepe 90% nennert nveer
BapunabenbHOCTb pasmepa 4vactuy 200 MKM; B 4acTHOCTUW, BapuabenbHOCTb pasmepa
yactmy 150 MKM, B 4acTHOCTU, BapmabenbHOCTb pasmepa Yactiy 100 MkM, B YacTHOCTH,
BapnabenbHOCTb pasmepa Yactuy 75 MKM U1, Oonee KOHKPETHO, BapuabenbHOCTb
pasmepa 4actuiy 50 MKM, NU3MEPEHHYIO NOCPEACTBOM CUTOBOrO aHanmsa unu onTU4eCckon
MUKPOCKONUU;

n

pasmep 4acTuy nenneT BTOPOro MHOXECTBa nenneT MUPUAOKCUMHA unuM ero
hapmaueBTMHECKM NPUEMIIEMON CONMM € MOAUDULMPOBAHHLIM  BbICBOOOXAEHUEM
SIBMSIETCA TaKNM, YTO NO MeHbLuen mepe 90% nennet nmeet pasmep 4Yactuy ot 400 MKm
40 1900 MKM, M3MEPEHHbIN NOCPEACTBOM CUTOBOrO aHanmsa, U no MmeHblen mepe 90%
nennet wumeer BapuabenbHOCTb pasmepa Yactuy 200 MKM; B 4aCTHOCTW,
BapunabenbHOCTL pasmepa 4vactuy 150 MKkM, B 4aCTHOCTUW, BapuabenbHOCTb pasmepa
yactuy 100 mMKM, B 4acTHOCTM, BapuabenbHOCTb pasmepa 4actiy 75 mkm n, 6onee
KOHKpPEeTHO, BapuabenbHOCTb pa3mepa 4vactuy 50 MKM, WM3MEPEHHYHO MNOCPeaCTBOM
CVTOBOrO aHanuaa unmn onTUYECKON MUKPOCKOMUN.

MyHkt 5. MHoroeguHuyHas nepopanbHaa nekapcTeeHHaa dopma ¢
MOANPULMPOBAHHBIM BbICBOOOXKAEHNEM MO nobomy 13 n.n. 1 - 4, B KOTOpOW: pasmep
yacTuy JOKCMNammHa unu ero apmaueBTUYECKN NPUEMMEMON COMMN OTNIMYAETCH TeM,

yTO MmeeT D90, paBHbIM MNK MeHbLLE YeM 250 MKM; U pasmep 4actuy NUPULOKCUHA UK
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ero hapmaueBTUYECKN MPUEMIIEMON CONM OTNMYaeTCsa TeMm, 4YTo umeet DI0, paBHbIN unm
MeHbLUe Yem 250 MKM;

UnNu B anbTePHaTMBHOM BapunaHTe,

pasmep 4acTuy AoKcunamumHa wnu ero apmaueBTUYECKN MPUEMIIEMON COMU
otTnn4yaetcs Tem, 4To umeet D90, paBHbI UM MeHbLUE Yem 250 MKM; 1 pasmep 4actuy
NMUPUAOKCMHA UK ero papmaueBTUYECKU NPUEMIIEMON CONM OTNIMYAETCH TEM, YTO UMeeT
D90, paBHbIM unM MeHble 4Yem 250 Mkm; pasmep 4actuy ogHoro unm 6Gonee
aHTucnexueaTenen, otnmyaeTcs Tem, 4Yto mmeetr D90, paBHbIN UM MeHbLie Yem 250
MKM; W BO3MOXHO, pa3mep 4actuy ogHoro unu 6onee nopoobpasylowmx areHToB
oTnn4yaeTca Tem, 4to umeet D90, paBHbIN NN MeHbLUE Yem 250 MKM.

MyHkT 6. MHoroeguHuyHaa nepopanbHaa nekapcTeeHHaa dopma ¢
MoanuumposaHHbIM BbiCBOGOXAEHMEM MO nobomy M3 n.n. 1 - 5, koTopas CoAepPXUT
hapmaleBTUYECKM MPUEMMEMYIO COflb AOKCUNaMMHa N COAEPXMT apmaleBTU4ECKU
NnpueMnemMyro Conb NUPUAOKCUHA; NPEeANOYTUTENBHO, COAEPXKUT AOKCUNaAMUHA CyKLUUHAT
N NMNPUAOKCUHA ML POXIIOPUA,.

MyHkt 7. MHoOroeguHnyHas nepopanbHass nekapcTtBeHHas dgopma ¢
MOANPULMPOBAHHBIM BbICBODOXAEHEM MO NMOBoMy 13 n.n. 1 - 6, KoTopas CoAEPKUT OT 5
Mr Ao 50 Mr Ha nepopanbHyl HNEKapCTBEHHY GOpMY AOKCUMaMMHa WnNu ero
hapmaueBTMyeckn npuemnemon conu; U ot 5 mr go 50 mMr Ha nepopanbHyto
nekapcTBEHHYO hOPMY NUPULOKCMHA UK ero hapmMaLeBTUYECKM NPUEMNEMON COMnK.

MyHkt 8. MHoroeguHuyHaa nepopanbHas nekapcTBeHHaa dopma ¢
MOANPULMPOBAHHBLIM BbicBOBOXgEHMEM NO nobomy n3 n.n. 1 - 7, rae MHOroeaMHuYHas
nepopanbHasi nekapcTBeHHass dopma C MOAUPMUMPOBAHHLIM  BbICBOOOXLEHNEM
AEMOHCTPUPYET Npothnnb PacTBOPEHUS, COrnacHo KOTOpomy: oT 5 macc.% a0 35 macc.%

CofEepXaHVsA AOKCMMaMuHa pacteopsietca Ha 1%

4y B cpege 0,1 H. HCI (pH paBeH 1);
3aTem, cpefy 3ameHsaT cpeaon ¢ pH, pasHbim 4,5 (0,05 M aueTaTHbi 6ydep), u Ha 4°
4 M3 HaKOMMEHHOro pacteopsieTca bonee vem 35 macc.% - 75 macc.% ucxogHoro
CoAEepXaHus AOKCMMNaMUHA, 3aTeM, Cpeay 3ameHsT cpegon ¢ pH, pasHbim 6,8 (0,05 M
docaTHbIn Bydep), n Ha 77" 4 pacTBOPSAETCA MO MEHbLLUEN MeEpPe HaKoMnmneHHble Gonee
yem 75 macc.% WUCXOALHOro coaepaHus gokcunamuHa, n ot 5 macc.% po 35 macc.%
cofepaHusa nNupuaokcuHa pacTteopsaeTca Ha 1"y B cpeae 0,1 H. HCI (pH paBeH 1);
3aTem, cpefy 3ameHsaT cpeaon ¢ pH, pasHbim 4,5 (0,05 M aueTatHbii Gydep), u Ha 4°"
4 M3 HaKOMMEHHOro pacteopsieTca bonee 4vem 35 macc.% - 75 macc.% ucxogHoro
COAEPXKaHUsa NMUPUAOKCMHA; 3aTeEM, CPeLy 3aMeHsioT cpegon ¢ pH, pasHbeim 6,8 (0,05 M
docaTtHeIn Bydep), U Ha 7™ 4 U3 HaAKOMMEHHOrO PaCTBOPSETCA MO MEHbLUEN Mepe

Bonee 4yem 75 Macc.% NCXO4HOTO CoAepPXKaHMs MMPULOKCUHE,
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rae npodounb pPacTBOPEHUS U3MEpPSIOT, ucnonbdys npubop USP Ttuna 2
(kop3mHka), nomewjas komnodmumio B 900 mn CoOTBETCTBYIOWMX cpes / Bydepos npu
37°C £ 0,5°C 1 100 06./MWH.

MyHkT 9. MHoroeguHuyHaa nepopanbHaa nekapcTeeHHaa dopma ¢
MoanUUMpPOBaHHbIM BbICBOBOXZEHNEM no ntobomy 13 n.n. 1-8, koTopas npeacraensieT
cobon kancyny; B YaCTHOCTW, TBEPAYIO Kancyny.

MyHkt 10. Cnoco® nonyYeHns MHOroeAMHUYHOW NEepoparnbHOW NeKapCTBEHHOW
dopMbl ¢ MOANDNLNMPOBAHHBLIM BbICBOOOXKAEHNEM, Kak onpeaeneHo B nobom mns n.n. 1-9,
BKIMIOYaOLLUIA:

(a1) nonyyeHne nNepBOro MHOXeCTBa nenneT JAOoKcunammHa wunu  ero
hapmaueBTMYECKM NPUEMSIEMON COMM € MOAUPULMPOBAHHBLIM  BbICBODOXAEHUEM
nocpeacTBOM  HAHECEHWs  MOKPbITUA  Ha  nNennetbl  JOKCUNaMmHa Wnu  ero
hapmaueBTUHECKM NPUEMMNEMON CONU, UMEIOLLNE BHYTPEHHUIN aKTUBHbBIN CMOW NOKPbITUS
N, BO3MOXHO, MPOMEXYTOUHbIA KULLEYHOPACTBOPUMbBIA CROWM  MOKPbITUS, MyTEM
pobaBneHns ogHOro unu 6onee KULWEeYHOPACTBOPUMbIX MOKPbIBAKOLMX areHToB, O4HOMo
unn B6onee MNOKPbIBAOLMX areHTOB C MOAMMPULMPOBaHHLIM BbICBOOOXEHMEM, OLHOrO
unu Bonee aHTUCNEXMBATENEW W, BO3MOXHO, OAHOro mnu Gonee nopoobpasyroLmx
areHToB, W, BO3MOXHO, OAHOro wunn ©Gonee apmMayeBTUYECKN MNPUEMMNEMbIX
BCMOMOraTenbHbIX BELYECTB, r4e pasmep 4actuy apmaueBTU4eCckn npuemnemoro
WHEPTHOro aapa SIBMAETCA Takum, YTO No MeHblen mepe 90% MHEepPTHbIX S4ep UMEoT
pasmep vactuy ot 300 mkm 40 1700 MKM, MU3MEPEHHbIN NOCPELCTBOM CUTOBOIrO aHanuaa,
M No meHbLuen mepe 90% MHEePTHbIX saep nveeT BapmnabenbHOCTb pasmepa vYactuy 200
MKM, WU3MEPEHHYIO MOCPEACTBOM CUTOBOrO aHanmsa unm ONTUYECKOW MWUKPOCKOMNUU; B
yactHocTn, 150 mkm; B yactHocTn, 100 MKM; B YaCTHOCTW, 75 MKM 1, B YacTtHoctu, 50
MKM,;

n

(b1) nonyyeHne BTOPOro MHOXeCTBa NenneT nNMPUAOKCUHA WNn  ero
hapmaueBTMYECKM MPUEMMEMON COMM C  MOAUPULUMPOBAHHLIM  BbICBODOXAEHNEM,
UMEIOLLMX BHYTPEHHUIA aKTMBHbBIN CNOW NOKPbITUS, NyTem gobasneHusa ogHoro unu 6onee
KMLEYHOPAaCTBOPUMbBIX MOKPbIBAOLMX areHToB, OAHOro wunu 6onee noKpbiBaOLWMX
areHToB C MOANPULUMPOBAHHBIM BbICBOOOXAEHMEM, BO3MOXHO, OAHOro wunu Gonee
nopoobpasyomnx areHToB W, BO3MOXHO, OAHOro wunu 6Gonee dapmayeBTUYECKu
npuemMnemMblX BCMOMOraTenbHbIX BELLYECTB, rAe pasmep uvactuy dapmayesTnyecku
NPUEMNEMOroO MHEPTHOrO siapa SABNASTCS TakMM, YTO No MeHblien mepe 90% WHEPTHbIX
saep umetot pasmep 4Yactuy ot 300 mkm go 1700 MKM, M3MEPEHHLIA MOCPEACTBOM

CUTOBOrO aHanmsa un no meHbwen mepe 90% WHEPTHbIX sSaep MMeeT BapuabenbHOCTb
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pasvepa 4actmy 200 MKM, W3MEPEHHYK MOCPeaCTBOM CUTOBOrO aHanuMsa unm
ONMTUYECKON MUKPOCKONUK;, B YacCTHOCTU, 150 mkm; B yacTtHocTn, 100 MKM; B YacTHOCTU, 75
MKM W, B MacTHOCTU, 50 MKMm.

MyHkT 11. Cnocob no n. 10, rae cnocob BkNOYaEeT:

(a1) nonyyeHne nNepBOro MHOXeCTBa nenneT JAOoKCcunammHa Wnu  ero
hapmayeBTMYECKM NPUEMIIEMON COMM € MOAUPULMPOBAHHLIM  BbICBODOXAEHUEM
NnocpeacTBOM  HAHECEHWs  MOKPbITUA  Ha  nNennetbl  JOKCUNaMMHa WUNu - ero
hapmaueBTMHECKN NPUEMITIEMON COMWU, NMEIOLLNE BHYTPEHHMUIA aKTUBHbIA CIOW NMOKPbLITUS
W, BO3MOXHO, MPOMEXYTOUHbIA KULLEYHOPACTBOPUMBIA CHOW  MOKPbITUS, MyTEM
HENPEPbIBHOMO UMM NEPUOANYECKOrO PaCMbINEHUSA XNLKOW CMECK, codepKaLlen OauH unm
fonee K/LWEYHOPACTBOPUMbIX MOKPbLIBAIOLMX areHTOB, OAUH UM Bornee noKpbIBaOLMX
areHToB C MOAUMUUNPOBaHHBIM BbICBOOOXAEHNEM W, BO3MOXHO, OAHO wnu Gonee
hapmaLeBTUYECKM NMPUEMIIEMbIX BCMIOMOraTeribHbIX BELLECTB; U

(b1) nonyyeHune BTOPOro MHOXeCTBA NenneT MUPUAOKCUMHA wWnn  ero
dapmaueBTU4eCkn nNpPUEMNeEMon CcConnm C MOAUDULMPOBAHHLIM  BbICBODOXKAEHMEM
NnocpeicTBOM  HaHECEeHWs  MOKPbITUS  Ha  Nennetbl  NUPUAOKCUMHA WK ero
hapmaueBTUHECKM NPUEMMIEMON COMN, UMEKOLLME BHYTPEHHWI aKTUBHbBIA CION NOKPbLITUS,
nyTeM HEMnpPEpPbIBHOMO UM NEPUOLNYECKOrO PAaCMbINIEHNS XULKOA CMECKH, COoaepKallen
OAMH unn 6onee KUWEYHOPaCTBOPUMbIX MOKPbIBAOWMX areHToB, oAWH unm 6onee
MOKPbIBAIOLMX areHTOB C MOANMPUUMPOBAHHBIM BbICBOOOXAEHMEM W, BO3MOXHO, OAHO
unu 6onee papmayeBTUHECKN NPUEMIEMbIX BCNOMOraTenbHbIX BELLECTB;

Unu B anbTepHaTUBHOM BapuaHTe

(a1) nonyyeHne nNepBOro MHOXecTBa nenneT AoKcunammHa Wnu  ero
hapmaueBTMHECKM NPUEMIIEMON CONMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NMoCPeaCTBOM  HAHECEHMs  MOKPbITUA  Ha  Nennetbl  AOKCUNaMmHa  WUNu - ero
hapmaleBTMHECKN NPUEMITEMON COMU, NMEIOLLNE BHYTPEHHMUIA aKTUBHbIA CIOW MOKPbLITUS
W, BO3MOXHO, MPOMEXYTOYHbIA KULLEYHOPACTBOPUMBIA CMOM  MOKPbITUS, MyTEM
HENPEPbIBHOIO NN NEPUOANYECKOTO PACTbINEHUSA XNLKOW CMECK, coaepKaLlen OAUH nUnm
fonee KLWEYHOPACTBOPUMbIX MOKPbLIBAOLMX AreHTOB, OAUH UM Bonee MoKpbIBaOLMX
areHToB C MOAUNMULNPOBaHHBIM BbICBODOXAEHMEM W, BO3MOXHO, OAHO wnu Gonee
hapmaueBTUYECKM NPUEMMNEMbIX  BCMOMOraTelflbHbIX BELWECTB, W  MNOCPEACTBOM
fobaBneHns, 04HOBPEMEHHO UMM MOOYEPEAHO, CMECU B hOpME MOPOLLKA, CofepKaLlen
oavH nnn 6Bonee aHTUCnEXMBaTENENW, OAMH M Gonee nopoobpasyloLmMX areHToB U,
BO3MOXHO, OAHO wunu Oonee apmaueBTUYECKM MPUEMIEMbIX BCMOMOraTenbHbIX
BELLECTB; U

(b1) nonyyeHnMe BTOPOro MHOXeCTBa nNenneT nUPUAOKCMHA WNKU  ero
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hapmayeBTMYECKM NPUEMIIEMON CONMM € MOAUMULMPOBAHHBLIM  BbICBODOXAEHUEM
NoCpPeaCTBOM  HaHECEHWs  MOKPbITUS Ha  nNennetbl  NUPUAOKCUMHA WM €ro
hapmaueBTMHECKM NMPUEMMNEMON COMU, NMEIOLNE BHYTPEHHUI aKTUBHbIA CITOW MOKPLITUS,
nyTeM HEnpepbIBHOMO UMW NEPUOLNYECKOrO PaChbINIEHNA XULKOW CMECKH, COoaepallen
oAMH unu 6onee KUWEeYHOPaCTBOPUMbBIX MOKPbIBAOLWMX areHToB, oAuH unu 6onee
MOKPbIBAIOLMX areHTOB C MOAUMPUUMPOBAHHBLIM BbICBODOXAEHNEM U, BO3MOXHO, OAHO
unu 6onee apmaleBTUYECKN NPUEMINEMbIX BCMOMOraTesbHbIX BELLECTB; U NOCPELCTBOM
fobasneHns, 0 4HOBPEMEHHO UMK MOoOYEpPEeHO, CMecu B oopMe MOpPOLLKa, cofepKaLlen
oavH nnn 6onee aHTUCnEXMBaTenen, ogvH unn Gonee nopoobpasyloLmnx areHToB W,
BO3MOXHO, OAHO wunu Oonee dapmaueBTUYECKM MPUEMIIEMbIX BCMOMOraTenbHbIX
BELLECTB.

MyHkT 12. Cnoco6 no n. 11, BKMOYAKOLLMNA:

(a1) nonyyeHue nNepBOro MHOXeCTBa NENneT AOoKcunammHa wunu  ero
dapmaueBTU4eCkKn NPUEMIEMON CONMM C  MOAUDULMPOBAHHLIM  BbICBODOXKAEHMEM
nocpeacTBOM  HAHECEHWs  MOKPbITUA  Ha  NenneTbl  JOKCUNammHa Wnu  ero
hapmaueBTUHECKM NPUEMMNEMON CONU, UMEIOLLNE BHYTPEHHUIN aKTUBHbBIN CMOW MOKPbITUS
N, BO3MOXHO, MPOMEXYTOUHbIA KULIEYHOPACTBOPUMbBIA CROW  MOKPbITUSA, NyTeEM
fobasneHus ogHoro unu 6onee KNWEeYHOPaCTBOPUMbIX MOKPbIBAKOLMX areHTOB, OA4HOMO
unu 6onee NOKPbIBAOLMX areHToB C MOAMMPULUMPOBAHHLIM BbICBODOXAEHMEM, OAHOrO
unn Gonee aHTUCNEeXUBaTENen, WU, BO3MOXHO, OAHOro mnu 6onee nopoobpasyoLmx
areHToB W, BO3MOXHO, OAHOro wnu ©Oonee apmaueBTMHECKM NPUEMMNEMbIX
BCMOMOraTenbHbIX BELECTB, r4€: CyMMa KULLEYHOPACTBOPMMbIX MOKPbIBAOLLNX areHTOB U
MOKPbIBAKOLUMX areHToB ¢ MOANMULMPOBAHHBLIM BbICBODOXAEHNEM B XUAKON CMECU AN
pacnbineHms coctaenseT oT 10 macc.% no 49 macc.% OTHOCUTENBHO MacChl »KUAKOW
cmecu, n

(b1) nonyyeHne BTOPOro MHOXeCTBa nNenneT nNMPUAOKCUHaA WNn  ero
hapmaueBTMHECKM NPUEMIIEMON CONMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NMoCPeACTBOM  HAHECEHWs  MOKPbITUS Ha  Nennetbl  MNUPUAOKCUMHA WM €ro
hapmaueBTMHYECKM NPUEMMNEMON COMU, UMEIOLLME BHYTPEHHUI aKTUBHbIA CITOW MNOKPLITUS,
nytem aobasneHns ogHoro unn 6onee KMLWEYHOPACTBOPUMbIX MOKPbIBAKOLUX areHToB,
oaHoro unu 6onee MOKPbIBAIOWMX areHToB C MOAUMULNPOBAHHBIM BbICBODOXAEHNEM,
oaHoro unun 6onee aHTUCNEXMBaTENEN, BO3MOXHO O4HOrO nnun 6onee nopoobpasyroLymx
areHToB, W, BO3MOXHO, OfHOro wunn ©Gonee dapmMayeBTUYECKN MNPUEMIEMbIX
BCMOMOraTtenbHbIX BELECTB, FA€: CyMMa KULLEYHOPACTBOPMMbIX MOKPbIBAOLLUX areHTOB U
MOKPbIBAIOLUMX areHToB C MOANMULMPOBAHHBLIM BbICBODOXAEHMEM B XUAKON CMECU ANSA

pacnbineHms coctaensieT ot 10 macc.% no 49 macc.% OTHOCUTENBHO MacChl >KUAKOW
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cmecu.

MyHkT 13. Cnoco6 no nodomy u3 n.n. 11 unn 12, rge cnocob BknOYaET:

(a1) nonyvyeHwe nNepPBOro MHOXeCTBa MNEeNnneT AoKCcunammHa wWnm  ero
hapmayeBTMYECKM NPUEMSIEMON CONMM € MOAUPULMPOBAHHLIM  BbICBOOOXAEHUEM
NocpeacTBOM  HAHECEHWs  MOKPbITUA Ha  nNennetbl  JOKCUNaMMHa WNu - ero
hapmaueBTMHECKN NPUEMITEMON COMU, NMEIOLLNE BHYTPEHHMIA aKTUBHbIA CIOW MOKPbLITUS
N, BO3MOXHO, MPOMEXYTOUHbIA KALLEYHOPACTBOPUMBIA CHOW  MOKPbITUS, MyTEM
HENPEpPbLIBHOMO UMW NEPUOAMNYECKOrO pacnbINEHNs XUAKON cmecn, cogepxawyen ot 1,0 go
7,5 macc.% ogHoro nnm 6onee KMLWEYHOPaCTBOPUMbIX MOKpbIBaKOWMX areHTos, oT 10,0 ao
35,0 macc.% opgHoro unm 0Oonee MOKPbIBALMX areHToB C MOANPULMPOBAHHbLIM
BbICBODOXAEHMEM B MAacCOBOM COOTHOLLEHUM OT 5:95 go 30:70, n, BO3MOXHO, OJHO UMK
Bonee apmaueBTUYECKN NPUEMMNEMbIX BCMOMOraTenbHbIX BELECTB; U MOCPeACTBOM
AobaBneHns, 0g4HOBPEMEHHO UMM NOOYEPEAHO, CMEecU B hOpMe MOpPOLLIKA, CoaepKaLLlen
OAMH unn Oonee aHTUCneXuBaTenen, BO3MOXHO OAWH unu Gonee nopoobpasyroLmx
areHToB M, BO3MOXHO, OAHO wnu OGonee apmaueBTUYECKM  NPUEMMEMbIX
BCMOMOrarernbHbIX BELLECTB,

rae:. CpeaHsisi CKOpPOCTb MOTOKA MPU pacnblfiEHUM CMECU, COAEpPXKaLLEN NOKPbITUE,
coctaensietr ot 0,30 go 5,00 r/MMH Ha Kr dhapmaueBTUHECKN MPUEMMEMbIX WUHEPTHbIX
aaep, cpeaHee ckopocTn aobaBneHnss TBEPAbIX BELeCTB CMecu B TBepaon dopme
coctaensietr ot 0,05 pgo 1,50 r/MMH Ha Kr dhapmaueBTUHECKN MPUEMMEMbIX WUHEPTHbIX
AAep; N COOTHOLLEHME CPeAHEN CKOPOCTU NOTOKA NPWU pachnbifieHnn CMeCcK, coaepallen
MOKPbIBAIOLUME areHTbl, U CPeaHEero CKopoctn aobaBneHns TBEPAbIX BELLECTB CMECK B
TBEpPAON hopme cocTtaBnseT oT 90:10 go 60:40, B yactHocTu, oT 90:10 go 70:30; u

(b1) nonyyeHne BTOPOro MHOXECTBa NeEnneT nNMPUAOKCUHA WNn  ero
hapmaueBTMYECKM NPUEMIIEMON COMM € MOAUMULMPOBAHHLIM  BbICBOOOXAEHUEM
NMOCPeACTBOM  HAHECEHWs  MOKPbITUS Ha  nNennetbl  MNUPUAOKCUMHA WM €ro
hapmaueBTMHYECKM NPUEMMNEMON COMU, UMEIOLLNE BHYTPEHHUI aKTUBHbIA CITOW NOKPLITUS,
nyTeM HENPEPBLIBHOMO UM NEPUOLNYECKOTO PACTbINIEHUSA XKNAKON CMECH, coaepKallen ot
1,0 o 7,5 macc.% ogHoro unu 6onee KNLWEYHOPACTBOPMMbIX MOKPLIBALMX areHTOB, OT
10,0 po 35,0 macc.% ogHoro unu 6onee NoKpbIBaAKLMX areHTOB ¢ MOAUPNLNPOBaHHbLIM
BbICBODOEHMEM B MAcCoOBOM COOTHOLLeHMM OT 5:95 ao 30:70, 1 BO3MOXHO OAHO UINU
Bonee apmaueBTNYECKN NPUEMMNEMbIX BCMOMOraTenbHbIX BELECTB; U MOCPeACTBOM
fobaBneHus, O4HOBPEMEHHO UMM NMOOYEPEAHO, CMECU B POpME MOPOLLKA, CofepKaLlen
OavH unu 6Gonee aHTUCNEXMBATENEW, BO3MOXHO OAWMH MUNu Gonee nopoobpasyroLmx
areHToB M, BO3MOXHO, o0AHO wunu OGonee (apmaueBTUYECKN MNPUEMINEMbIX

BComMmoraresnbHbIX BELLECTB,
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rae. CpeaHsi CKOPOCTb MOTOKa Mpy  pacnbiNeHnun CMecK, cofepalyen
nokpbiBatowme areHTbl, coctaBnaetr ot 0,30 go 5,00 r/MMH Ha Kr dhapmayeBTUYECKN
npuemMnemMbIX NHEPTHbIX SAEP; CPefHEee CKOPOCTN A0DaBneHNsa TBEPAbIX BELLECTB CMECU
B TBepaon copme coctasnsetr ot 0,10 go 2,25 r/MmH Ha kr dapmaueBTUYECKU
NPUEMnNEMbIX WHEPTHbIX S4ep; W COOTHOLLUEHWE CpefHEen CKOPOCTU MOoToka npwu
pacnbifNeHn CMecHu, cofepXalien MOKpbIBaLWMe areHTbl, WU CpeaHEero CKOpOCTU
aobaBneHus TBEPAbIX BELLECTB CMecu B TBepaon opme coctasnseTt ot 90:10 go 60:40,
B yactHocTun, ot 80:20 o 60:40.

MyHkt 14. Cnoco®6 no nwobomy u3 n.n. 10 - 13, rae cnoco® AOMOMHUTENBHO
BKITOMAET NpeaLIeCTBYIOLLYIO CTAAMIO NMOKPbITUS OTAENBHO:

BO3MOXHO (a2) nenneTt AoKCuMiamuHa unm ero dapmaueBTUYECKU MpUeEMemMon
COMN, UMELMX BHYTPEHHUM aKTUBHbBIA CIIOW MOKPLITUSA, MYTEM HEMNPEPbIBHOMO WU
Nepuoanyeckoro pacrnbieHUs XUAKOW CMecu, coaepxawen oauvH unu  Bonee
KALLEYHOPAaCTBOPMMbIX MOKPbIBAOLMX areHToB, W BO3MOXHO OAHO wnu 6Gonee
hapmaLeBTUYECKM NPUEMIIEMbIX BCMIOMOraTerbHbIX BELLECTB; U

(b2) hapmaueBTMHECKN MPUEMIIEMOrO  WHEPTHOrO  sapa  NOCPeACTBOM
HENPEpPbIBHOMO MEPUOAMNYECKOrO PAaCMbINEHUNA XUAKOA CMECK, coaepKallerd OAUH Unu
fonee NOKpbIBAKOLMX areHTOB, TepaneBTUYECKN 3PPEKTUBHOE KONUYECTBO NUPUAOKCUHA
unu ero dapmayeBTUYECKU NPUEMNIEMON CONMM U, BO3MOXHO, OAHO wunn 6Gonee
hapmaLeBTUHECKM NPUEMIIEMbIX BCMIOMOraTebHbIX BELLECTB;

Unu B anbTepHaTUBHOM BapuaHTe

BO3MOXHO (a2) nenneTt AOoKCUMMaMuHa unn ero dapmaueBTUYEeCKU MpUeEMIeMOn
COMN, NMEKLUMX BHYTPEHHUMA aKTUBHbIA CIION MOKPbITUS, MYTEM HEMNPEPbIBHOMO UMK
Nepuoanyeckoro pacnbieHns >XUAKOW CMeCcKu, coaepxawlen oguH wunn  bonee
KMLEYHOPAaCTBOPUMbIX MOKPbIBAOLMX areHToB W, BO3MOXHO, OAHO wunu 6Gonee
hapmaueBTUYECKM NPUEMMEMbIX BCMOMOraTesflbHbIX BELWECTB, W  MNOCPeACTBOM
JobaBneHns, 04HOBPEMEHHO UM NOoYEepeaHO, CMECU B TBEpAON dopme, copepKallen
OavH unu 6Gonee aHTUCNEXuBaTeEnen, BO3MOXHO OAWMH UNu Gonee nopoobpasyroLymx
areHToB, W, BO3MOXHO, OAHO wnn OGonee apmaueBTMYECKM  NPUEMINEMbIX
BCMOMOraTerbHbIX BELLECTB; U

(b2) dbapmaueBTNYECKN NMPUEMIEMOrO MHEPTHOMO SA4pa NyTEM HEMPEPLIBHOMO UMK
NepuoagnNHEcKoro pacnbieHns XUAKOW CMeCK, copepxawen oauH wnn  bonee
MOKPbIBAIOLUMX areHTOB, U BO3MOXHO OAHO unu 6onee hapmayeBTUYECKM NpUeEMEMbIX
BCMOMOratenbHbIX BELYECTB; W MNOCPeACTBOM JobaBneHns, OAHOBPEMEHHO WA
nooyepefHo, B opmMe nopolKa TepaneBTUYECKM 3MPEPEKTUBHOIO KONuYecTesa

NMPUAOKCUHA UNK ero apmaLeBTUYECKU NPUEMITIEMON CONMU U, BO3MOXHO, OLHOIO WUIu
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Bonee hapmayeBTUYECKN NPUEMINEMbIX BCMOMOraTernbHbIX BELLECTB;

MyHkT 15. Cnocob no n. 14, rae cnocob BkNIOYaET:

BO3MOXHO (a2) nenneTtbl JOKCUnamMmmHa Unmn ero oapmMaueBTUHECKN NPUeMEMON
conn, MMeLmMe BHYTPEHHUA aKTUBHbLIA CrOW MNOKPbITUS, MYTEM HEMNPEPbIBHOMO WU
NepuoagNHECKOro pacrbiTEHNs XKUAKON CMecn, cogepxailen ot 5 go 15 macc.% ogHoro
unu donee KNWeYHOPaCTBOPMMbIX MOKPbIBAIOLLMX areHTOB U, BO3MOXHO, O4HO unu 6onee
hapmaueBTUYECKM NPUEMMEMbIX  BCMOMOraTerlbHbIX BELWECTB, W  MOCPeACTBOM
fobasneHns, 0 4HOBPEMEHHO UMK MOoOYEpPEeHO, CMecu B oopMe MOpPOLLKa, cofepKaLlen
oT 5,0 5o 6,5 r Ha Kkr hapmaueBTUHECKM MPUEMITEMbIX MHEPTHBIX SA4EP CMECU B TBEPAOU
dopme, coaepxallen oguH nnmn bonee aHTUCnEXMBaTENEN, BO3MOXHO O4WNH nnn 6onee
nopoobpasyloLmnx areHToB, W, BO3MOXHO, OAHO wnNM 6Gonble dapMaLeBTUYECKn
npuemnemMbIx BCNOMOoraTenbHbIX BELLECTB; U

rae: CcpegHee CKOPOCTM MOTOKA MpU  pacnbifieHMnM CMecK, copepallen
KULIeYHopacTBopuMble nokpbieatowme areHtbl, coctasnseT ot 0,30 go 3,00 r/MuH Ha Kkr
dapmaueBTU4ECKN NPUEMIEMbIX MWHEPTHbIX S4ep; cpefHee ckopocTn pobasneHus
TBEPAbIX BELLECTB CMecn B TBepaon cdopme coctasnsaet ot 0,025 go 0,400 r/MuH Ha kr
hapmaueBTUHECKM NPUEMMNEMbIX WMHEPTHLIX SAEP; U COOTHOLUEHME CPEAHEN CKOPOCTU
noToka NpW pacrnbifieHMM CMECK, CoepiKaller MOKpbIBaLWme areHTbl, U CpeaHero
ckopocTn pobaBnenns TBEPAbIX BELLECTB CMECU B TBEPAON hopme cocTasnseT oT 85:15
0o 95:5: n

(b2) bapmaueBTUYECKN NPUEMIIEMOE MHEPTHOE S4PO NOCPEACTBOM pacrblineHuns,
OAHOBPEMEHHO MMM MOOYEPEenHO, XUAKOM cmecu, cogepxawen ot 20 macc.% po 45
mMacc.% ofgHoro unu Gonee NOKPbIBAOLWMX areHToB W, BO3MOXHO, OAHO unu 6Gonee
hapmaueBTUYECKM NPUEMMNEMbIX  BCMOMOraTerlbHbIX BELECTB, W  MNOCPEACTBOM
fobaBneHns, OAHOBPEMEHHO WM MOOYEpPeHO, B (Popme nopoluka TepaneBTUYECKU
3 PEKTMBHOrO KONMYECTBa NMPUAOKCUMHA UK ero hapmaueBTUYECKU NPUEMIEMON COnu
N, BO3MOXHO, OAHO unn OGonee apmayeBTUYECKN MNPUEMMNEMbIX BCMOMOraTenbHbIX
BELECTB. TAe. CPEeAHAA CKOPOCTb MOTOKa MPW pacnbifieHun CMeCW, COAepKallen
nokpbiBalowme areHTbl, coctaBnaet ot 0,30 go 4,50 r/MuH Ha Kr hapmaueBTUYECKN
NpUEMNEMbIX WHEPTHbIX SAep; CpefHee CcKopocTu pobaBneHus TBEpPAbIX BELLECTB
nopowka cocraenset ot 0,50 go 9,00 r/MMH Ha Kkr dapmMaueBTUYECKN MPUEMIIEMbIX
WHEPTHbIX SA4€EP; W COOTHOLLUEHWE CPEeAHEN CKOPOCTU MOTOKa MpW PacrbifiEHUN CMECH,
copepkalien noKpbiBaOLWME areHTbl, W CpefHero ckopoctn aobasneHns TBepAbIX
BewlecTs cocrasnseT oT 25:75 no 40:60.

MyHkT 16. Cnoco6 no nobomy 13 n.n. 14 vnm 15, rae cnocob AOMOMHUTEMNBHO

BKNOYaeT AONONHUTENbHYIO CTaaUN0, KOTOPAadA BKIKOYaeT:
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(a3) ocywlecTBneHne NOKPbITUS hapMaleBTUYECKN NMPUEMIEMOro MHEPTHOrO aapa
nyTeM HEnpepbIBHOMO UMW NEPUOLNYECKOrO PaChbINIEHNA XULKOW CMECK, CoaepKallen
oAMH unu Bonee NOKPbIBAOWMX areHTOB, TepaneBTUYEeCKU IPPEKTUBHOE KONMMYECTBO
JOKCUnammHa mnn ero apmauyeBTUYEeCKU NPUEMIIEMON COMN U BO3MOXHO OLHO WU
Bonee dapmauyeBTUYECKN NPUEMIEMbIX BCMOMOraTernbHbIX BELLECTB;

Unu B anbTepHaTMBHOM BapuaHTe

(a3) ocywecTBneHne NOKpPbITUS hapmMayeBTUYECKN NMPUEMIEMOro NHEPTHOIO aapa
nyTeM HEenpepbIBHOMO UMW NEPUOSNYECKOro PacnbIIEHNA XULKOW CMECKH, COoaepallen
oAMH unn Oornee nOKPbIBAOLMX areHToB W BO3MOXHO OAHO wunu  Gonee
hapmaueBTUYECKM NPUEMMNEMbIX BCMOMOraTernbHbIX BELWEeCTB, W  MOCPeACTBOM
fobasneHns, 04HOBPEMEHHO UMK NOOYEPEeHO, CMecu B oOpMe MOpPOLLKa, cofepaLlen
TepanesBTUYeCkNn 3IPPEKTUBHOE KONMMYECTBO AOKCUMIaMmHa unm ero apmaveBTuyeckm
npuemMnemMon conu, oauH unu bonee aHTUCNEXMBaTENen, BO3MOXHO OAWH unun Gonee
nopoobpasylomx areHToB W BO3MOXHO OAHO unn Gonee dapmaueBTUYECKN
npuemMnemMbIx BCNOMOraTenbHbIX BELLECTB.

MyHkT 17. Cnoco6 no n. 16, rae cnocob BKMOYaEeT:

(a3) ocyLyecTBneHme NoKpbITUSA hapmaLeBTUYECKM NMPUEMITIEMOro NHEPTHOrO sapa
nyTeM HENPEPbLIBHOMO UM NEPUOLNYECKOTO PACTbINIEHUS XNAKOM CMECH, CoaepKaLlen ot
15 macc.% no 40 macc.% oaHoro unm 6onee NOKpPbIBAOLMX areHTOB U BO3MOXHO OZHO
unu 6onee hapmaueBTUYECKN NPUEMNEMbIX BCMOMOraTebHbIX BELECTB; U NOCPEACTBOM
fobaBneHns, O4HOBPEMEHHO MMM MOOYEPEAHO, CMECU B hOpME MOPOLLKA, CoaepKaLlen
TepaneBTUYeckn 3PHEKTUBHOE KONMMYECTBO AOKCUINaMUHa uUnm ero apmaueBTuyeckm
npuemnemon conmm ot 18 o 36 macc.% oaHoro wunu Gonee aHTUChneXuBaTenen,
BO3MOXHO OAMH uUnn 6onee nopoobpasylolmx areHToB U, BO3MOXHO, O4HO unu 6onee
hapmayeBTUHECKM NPUEMIIEMbIX BCMIOMOraTebHbIX BELLECTB;

rae. CpeaHsii CKOpOCTb MOTOKa MNpy  pacnbiNeHun CMeCcK, cofepalyen
nokpbiBaowme areHTbl, coctaBnaetr ot 0,30 go 4,50 r/MUH Ha Kr dhapmaueBTU4YECKN
NnpUeMnNeEMbIX NHEPTHBIX SAEP; CPeAHEE CKOPOCTN A00aBnNeHNs TBEPAbIX BELLECTB CMECU
B ¢dopme nopowka coctasnser ot 0,95 po 18,00 r/MMH Ha Kr dhapmaueBTUYECKN
NPUEMNEMbIX WHEPTHbIX $SA4Eep; W COOTHOLLUEHWE CPEefHEN CKOPOCTU MOToKa npwu
pacnbifieHMn CMeCcKH, CofepKaljen MOKPbIBALWME areHTbl, WU CPeAHEero CKOpOCTU
JobaBneHns TBepAblX BELLECTB CMECK B TBEPAOM hopme cocTasnsieT oT 15:85 po 30:70.

MyHkt 18. Cnocob no nobomy m3 n.n. 10-17, B KOTOPOM Ha KaXKAOW U3 CTagumn
pacnbinelma (al), (a2), (@3), (b1) n (b2) xnmakyto cmecb pacnbingaT Npu AasreHUn
asToMaTu3auumn pacneinutens ot 60 go 220 kla u gaBneHun B OTKPLITOM KOHType oT 60
Ao 250 klMa.
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MHOIOEAMHUYHAA NEPOPAIIbHAA NNEKAPCTBEHHAA ®OPMA C
MOANPULIMPOBAHHBLIM BbICBOBOXAEHMEM JOKCUINTAMUHA CYKUMHATA U
NMMPUOOKCUHA rTMAPOXNOPUOA 1N CMNOCOB EE MOJTYYEHUA

[aHHas 3asBka 3aaBnNsieT nMNPUOPUTET NO EBPOMENCKON MaTEHTHOW  3asiBKe
EP20382227.5, nogaHHon 25 mapta 2020 roaa.

Hacrosiwee nsobpeteHmne OTHOCUTCS K MHOMOEAUHNYHOW NepopanbHON NEKapCTBEHHON
dopme € MOANDUUMPOBAHHBLIM  BbICBOOOXAEHMEM MenneT AoKcunamuHa wunm  ero
hapmayeBTUYECKM NPUEMIIEMON CONMU C MOAUMDULMPOBaAHHBIM BbICBOOOXAEHNEM WU nenneT
NMMPUAOKCMHA UKW ero  dapmaueBTUYECKN MpUEeMMEMOM COMM €  MOANMULMPOBAHHBIM

BbICBOOOXKAEHMEM, N CNOCOBY €€ NonyYeHus.

MpeawecTBYOWUA YPOBEHb TEXHUKU

JokcunammH umeeT MexayHapogHoe HenaTeHToBaHHoe HasaHnue (RS)-N,N-gumeTtun-
2-(1-dpeHnn-1-NMpUANH-2-Un-aTokcun)-aTaHamuH, nmerowmn Homep CAS (ot anrn. Chemical
Abstracts Service - xumundeckas pedepatmsHas cnyxba) 469-21-6. [lokcunamuH npeacrasnseT
cobor nepBoe NOKOMEHNE aHTUTMCTaMMNHA, KOTOPbIA KOHKYPEHTHO, 06paTumMo 1 HecneumduyHO
6nokupyet peuentopbl H1 1 Takxke aBnaeTcs HecneymdnyHbIM aHTarOHUCTOM, KOTOPbIA MOXET
B6nokupoBaTb Apyrne peuenTopbl, TakMe Kak LeHTpanbHble 1 nepudepunyeckmne MyCckapuHoOBbIE
peuenTopbl, C BbIPAXXEHHON aHTUXONUHEPTMYECKON aKTUBHOCTBIO. OH 0ObIYHO MCNONb3yeTCs B
dopme Cconm KU, B 4acTHOCTW, B ChOpMe €ero conm — cykumHata (cMm. Takke European
Pharmacopoeia 10.0. doxylamine hydrogen succinate monograph pp.2476-2477). CtpykTypa

JokcunamuHa coorteetcryeT chopmyne (I):

(0.

C A4pyrom CTOPOHbI, MNUPUAOKCUH, TaKkKe W3BECTHbIM Kak BuUTaMuH B6, wumeert
MeXayHapoaHOe HenaTeHTOBaHHOE Ha3sBaHue 4,5-buc(rngpokcnmeTin)-2-MeTunnmpmnanH-3-o,
umerowmn Homep CAS 65-23-6. TPUAOKCUH SBNSETCS BOAOPACTBOPUMMBIM BUTAMUHHBIM
hakTopomMm, Ybsa akTMBHas dopma npegcrasnaeT cobon nupugokcanedocdar. OH gencreyer
Kak KodpakTop (PepMeHTa B MHOIMOYUCIEHHbIX OUOXMMUYECKNX peakumsiX, BOBMEYEHHbIX B
pacnag-pacwjenneHme 6enkos 1 aMMHOKMUCAOT U, B MEHbLUEN CTEMNEHU, NUNNAOB U YINEeBOA0B.

OH Takke yqyacTByeT B meTabonuame HeHacCbILLEeHHbIX >XUPHbIX KACIOT, N OH TakKe ABNAeTCd
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KobepmMeHTOM Ana TpaHcamuHas un aekapbokcmnas, obecneunsasn npespalleHne TpuntodaHa
B HUKOTUHOBYIO KMCIOTY. MMPUAOKCUH OBbIYHO MCMOnNb3yeTca B POpMe COMn U, B YaCTHOCTH, B
dopme ero rmgpoxnopugHon conm (cm. Tarke European Pharmacopoeia 10.0. pyridoxine

hydrochloride monograph pp.3676-3677). CTpykTypa nuUpuaokCuHa COOTBETCTBYET dpopmyrne
(:

HO OH

N\

/
HO N

().

JdokcnnammH OObIYHO MCMOMb3YIOT Kak TakOBOW B KayecTBe CefaTMBHOrO cpeacTtsa
KpaTKOCPOYHOro AEUCTBUSA U TakKe B KOMOMHaUUM C APpYrMMU NEKapCTBEHHbIMU CpeacTBaMMm
ana obecneveHna obneryeHus anneprum N NpocTyibl B HOYHOE BpeMs. [JokcunamuH Takke
NCronb3ylT B KOMOMHaUUM C aHanbreTMkamu - napauetamoriom (aueTtamuHoeHoM) U
KOAEWHOM B KadecTBe OoneyTonsioLlero/ycrnokamsarowero npenapara, v nponucbiBaloT B
KOMOMHaUMM C NMPUAOKCUHOM ANSA NPEAYNPEXLEHNSA TOKCUKO3a Y BEPEMEHHBIX XKEHLLMH.

MNepopanbHble nekapCTBEHHblE OPMbl C MOAUPUUMPOBAHHBIM  BbICBOOOXKAEHNEM
AOKCUNaMUHA CyKUMHaTa 1 NUPUAOKCUHA rMapoxnopuaa ¢ pasHbiMy hapMaKkOKMHETUHECKUMN 1
hapmakonorm4eckMMmn CBOMCTBaMU PacKpbiTbl B COBPEMEHHOM YPOBHE TEXHUKW.

Heckonbko nepopanbHbIX NEKapCTBEHHbIX (OPM C ABOWHBbIM  BbICBOOOXAEHNEM
AOKCUNaMUHA CyKUMHATa 1 NMPUAOKCUHA rmapoxnopuaa n cnocobbl X NONyYEHUS pacKkpbITbl B
COBPEMEHHOM YPOBHE TEXHMKW. [laHHble nepoparnbHble NEeKapCTBEHHbIe POPMbl C ABOWHbBIM
BbICBOOOXAEHMEM OOpasoBaHbl MO MEHbLUEA MEpe OAHOW KOMMO3UUMEN C HEeMEeANEHHbIM
BbICBOOOXAEHMEM W MO MEHbLUEN Mepe OZHOW KOMMO3UUMen ¢ MOAUULMPOBAHHBLIM
BbICBODOXAEHMEM, MPUYEM KaXKgas KOMMO3UUMSA UMEeT OaAMH wnn Bonee akTUBHbIX
WHrpegmenToB. [laHHaa cuctema  JO3MPOBKM  MNO3BOMSET MoOnyyYyaTb  HEMEeASIeHHoe
BbICBODOXAEHNE O4HOrO U3 aKTMBHBLIX MHIPEAMEHTOB U MOAUMDULMPOBAHHOE BbICBOOOXaEHME
APYMX  aKTUBHbIX WHIPEAMEHTOB B OTAeNbHOCTM (cm. Takke WO2013123569 u
W02016029290).

C [Opyron CTOPOHbl, TBEpPAbI€  KanCymnbl, HanOMHEHHble  nennetamum ¢
MOANULUMPOBAHHLIM  BbICBODOXAEHMEM  AOKCUNaAMWHA CykuMHata W nennetamm c
MOANPULMPOBAHHLIM BbICBODOXAEHNEM NMUPUAOKCUHA ML POXIOpUAa, peanuayloTca Ha pblHKe
nos HassaHuem Cariban (INIBSA GINECOLOGIA: «SPC Cariban 10 mr/10 mr kancynbl ¢
MOANPULMPOBAHHBIM BbICBOBOXAEHNEMY, CCbINKa Ha MHTEPHET, 1 maTta 2016 roga, 4OCTynHa

no cneayowemy agpecy URL: https://inibsa.com/wp-content/uploads/2016/10/En-spc-V1.pdf u

HaxoauTca no 2019-03-07)). Cariban wncnonb3yetca AN CUMNTOMaTUYECKOrO NeYeHus

TOLHOTbI U PBOTbI. daktnyeckn, Cariban nokasaH Ansi CUMATOMATUYECKOrO NEYEHUST TOLLIHOThI
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n pBoThbl BO Bpems 6epemeHHocTn (NVP — o1 aHrn. nausea and vomiting of pregnancy) y Tex,
KTO He OTBeYaeT Ha KOHCepBaTUBHOE neuveHne. B yacTHOCTW, AEeWCTBUE [OKCUnammHa U
NMMPUAOKCMHA HauYMHaeT OTMEeYaTbCa Yepe3 NATb YacoB Mocre npuema BHYTPb, YTO SBMSETCS
NPEeMMyLLECTBEHHbIM, MOCKONbKy ofecneumBaeT MNPOSIOHIMPOBAHHOE  TepaneBTUYeckoe
AENCTBME N YMEHbLUEHME MNPUEMOB NEKAPCTBEHHOrO cpeacTtsa. TepanesTuydeckun adchekT
MHOMOEANHUYHBIX NEKapCTBEHHbIX (popm 0OycnoBneH npodunemM pacTBOPEHUA aKTUBHbIX
WHIPEAUNEHTOB U3 KaXKA0ro U3 NenneT n, B CBOK o4Yepeb, FOMOreHHOCTBIO MeXAy nennetamu.

B coBpeMeHHOM ypOBHE TEXHWKM W3BECTHO, YTO OTCYTCTBME TOMOFEHHOCTU MEXAy
nenneTamm MOXET BMUATb Ha NPOMUMb PACTBOPEHUA aKTUBHbIX WMHIPEAUEHTOB U Takxe
CTaBUTb NOJ Yrpo3y A03vduKaLUIo JaHHbIX NENNET B KOHEYHOW MHOroe4HUYHOW NepopanbHOU
nekapcTBEHHOW popme 1 ee O4HOPOAHOCTb.

Takum obpasom, U3 TOro, YTO U3BECTHO B AaHHOW obnacTu, nony4aeTcs, 4YTo BCe elle
cywlectsyeT  HeoOXOAUMMOCTb B MPEAOCTaBMEHUM  MHOMOEAMHWYHOW  nepoparbHOn
nekapcTBEHHON (PopMbl C MOANPULMPOBAHHBLIM BbICBODOXAEHMEM, COAEPXKaLLEN rOMOreHHOe
MHOXECTBO NenneT ¢ MogNPUUMPOBaHHBIM BbICBODOXAEHNEM 0BOMX aKTUBHbIX UHIPEANEHTOB
— AOKCMMaMuMHa W NUPUAOKCUHA, LEMOHCTPUPYIOLLEN  COOTBETCTBYIOLMW  Npodunb

pacTBOPEHMWs 4NA NPUMEHEHNS B TEpanuu.

KpaTtkoe nanoxeHue CywHOCTN n3obpereHunsn

ABTOPbI N300peTeHNst OBHAPYXUNK, YTO MHOTOEAMHUYHAS NepoparnbHas nekapcTBeHHas
dhopma no Hactosiemy M300peTeHnIO, KOTopas COAEPXUT 3asiBNEHHOE NepBOE MHOXECTBO
nenneT gokcunamuHa unm ero apmayeBTUYeCKn NPUEMIEMON CONMM C MOANMULMPOBAHHBIM
BbICBODOXAEHMEM;, U 3asIBNEHHOE BTOPOE MHOXECTBO MenneT MNUPUAOKCUHA WM ero
hapmaueBTMYECKM NPUEMMEMON CONU C MOAUMPULMPOBAHHBIM BbICBODOXAEHMEM MNO3BONSAET
nony4arb MOANMULNPOBAHHOE 3aMeNEHHOE BbICBOOOXAEHME 000MX aKTUBHbIX MHIPEANEHTOB
Ha TMPOTSXKEHUM NO MeHblenW Mepe 8 4YacoB nocne BBeAEHUs. ITO SABMNSAETCS
NPENMYLLECTBEHHbIM, MOCKOMNbKY  KOMMO3Uums C  MOAMPUUMPOBAHHLIM  3aMejNEHHbIM
BbICBOOOXKAEHMEM MO HACTOALLEMY N30OPETEHNIO UMEET 4BONHOM 3heKT, OANH HEMELNEHHO
cpasy nocne BBEAEHWS W MPONOHTMPOBAHHOE BbICBODOXAEHME B TEYEHME BCEro [AHs, B
YaCTHOCTW, Nocne Toro, Kak BcTarn.

He Oyayym cBA3aHHbIMM Kakomn-nmbo Teopuen, aBTopbl U30OPETEHMSI HEOXUAAHHO
OoBHapyXunu, 4YTo NPUMEHeHME apmaLeBTUYECKM NPUEMMIEMOrO MHEPTHOMO S4pa, UMEKOLLEro
pasmMep 4acTuvy Takon, YTo No MeHblen mepe 90% MHEPTHbIX S4ep MMEKOT pasmep 4Yactuy oT
300 mkm go 1700 mkm, M 4TO MO MeHbwwen mepe 90% apmMaueBTUYECKN NPUEMMNEMbIX
WHEPTHbIX SAep MmeeT BapuabenbHOCTb pasmepa 4actuy He Gonee 200 mkm, no3sonsieT
nonyyartb Kaxabl N3 NenneT NepBoro M BTOPOro MHOXECTBA MNENNeET C 3a4aHHbIM pa3mMepoMm

vyacTtuu,. 310 nogpasymeBsaceT, 4YTO BbICOKaaA MeXxnennetHad TroMOreHHOCTb coaepXXaHuda
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aKTUBHOTO WHrpefueHTa coxpaHsietca 6e3 HeratTMBHOrO BIMSIHAS Ha Uenesou npodunb
pacTeBopeHua. Takke nogpasymeBaeTcs, YTo BapmabenbHOCTb NPOdUnS pacTBOPEHNUS cpeau
pasHbIX OAHOKPAaTHbIX 403MPOBOK MHOTOEAMHWYHOW NepoparibHOW NeKapCTBEHHOW POPMbI MO
HacTodawemMy W306peTeHno yMeHblueHa. Kpome TOoro, 3TO 3HauuT, 4YTO MNPUMEHEHME
3a8BNeHHOro apmaueBTUYECKN MNPUEMMNEMOrO WHEPTHOrO Sapa TakkKe MUHUMWU3UPYET
obpasoBaHue arperatoB U/ NOPOLLKOOBpasHbIX CMECEN.

B uactHOCTW, aBTOpbl U30OpPETEHUA HEOXUAAHHO Habnwaanu YNOMSHYTblE Bblle
apdekTbl B pesynbTarte MNpUMEHEHUa dapmaueBTUYECKkU MPUEMEMOro MHEPTHOro s4pa,
UMEIOLLIErO pasmep YacTul, Takon, 4To no MeHbLen mepe 90% AaHHbLIX UHEPTHbBIX AAEP UMEIOT
pasmep vactuy ot 300 mkm 4o 1700 MKM, 1 4TO N0 MeHbLen mepe 90% dapmaueBTNIeCcKu
npueMnemMbIX MHEPTHbIX SAep uveeT BapmabenbHOCTb pa3mepa yYactuy He bonee 150 MKM, He
6onee 100 Mkm 1 Takke He Bonee 75 MKM.

Kome TOro, BbICOKAsd TrOMOreHHOCTb pasmepa 4Yactuy (BbIP@XEHO  HU3KOW
BapnabernbHOCTbIO pasmepa 4actuy apMaueBTUYECKN WHEPTHOro sapa) oboMxX MHOXECTB
nennet nogpasymeBaeT, YTO AaHHble nennetbl 6onee yaobHbl B obpaweHun, obecneunsas
BbICOKYIO O4HOPOAHOCTb B A03UUKaLMM N YMEHbLLUEHNE 0BnennMBaHmsa 4O3MPYIOLLEN MaALLMHbI
n apyrmx npobnem, CBA3aHHbIX C Ao3udukauven (Hanpumep, YMEHbLUEHUE 4YacToTbl
Heo6X0AUMOCTM B MOBTOPHOW YCTAHOBKE B Npeaenax npMemMnemMoro guanasoHa HamnomnHsoLWwen
MaccCbl C, cCneaoBaTeNbHO, MEHbLUMMMK MPEpPbIBAHUAMU MPOM3BOACTBEHHOrO npouecca). JTo
O3Ha4yaeT, YTO YMEHbLUAETCs Nepuoj MNOMb30BaHUS MalUMHbl W, Takum obpasom, Takke
YMEHbLLAKTCH 3aTpaTthl Ha NONyYeHNEe MHOrOeAMHNYHON NeKapCTBEHHON (POpMbI, COaepKaLlen
nx.

Kak ynomuHaeTcs Bbllle, MHOroeauvHU4Hasi nepoparnbHasi nekapcTBeHHas popma no
HacTosAweMy MW300pETEHUIO COAEPXUT ABa MHOXECTBA MNENNEToB, MMEKLWMX BbICOKYHO
FOMOFE€HHOCTb COAEPKaHNS aKTUBHOMO MHIpeAneHTa. 3TO 03HAYaET, YTO KaKAbIN NenneT nveet
NMPUMEPHO TaKoe e KONMMYECTBO aKTMBHOIO UHIPEeAMEHTa U, B TAKOM Crlyyae, 3TO AOKa3bIBaeT,
YTO MHOroeAUHNYHAsA nepopanbHas nekapcTBeHHas opma, cogepawas AaHHble nennetbl,
BCErga UMeeT Takoe e TepaneBTMYECKM IPPEKTUBHOE KONMMYECTBO AOKCUNAMUHA UNU €ro
hapmaueBTMYECKM NPUEMMEMOW COMU, U NUPUAOKCMHA WM ero  dapmaueBTUYECKU
npuemMnemMon conu. 3TO O3HayaeT, YTO HeJOCTaTOYHas U CBEPXA03ndUKauMs akTUBHbIX
WHIPEANEHTOB B MHOMOEAMHUYHOW NepopanbHOW INEKaApCTBEHHOW POpME MUHMMU3NPOBaHA
ncnonb3oBaHnem cnocoba no HacToALEMY N30OPETEHMIO.

Kpome TOro, aBTOopbl M300peTeHns oBHapyXunmn, 4to crnocod MnomnyyYeHUss rOMOreHHbIX
napTMin MHOFOE4AUHUYHOW NepopansHON NeEKapCTBEHHOM POPMbI MO HACTOALLEMY N30OpPETEHNIO
JelleBne, HajexHee, SABMNHAETCA BOCMPOM3BOAMMBIM U ferye B OTHOLUEHMM YBENUYEHUSA
macwTtaba, no cpaBHEHUIO CO crnocobamy COBPEMEHHOIO YPOBHS TEXHUKUN. DakTuyeckn, cnocob

no I/I306peTeHI/II-O no3pondeT nony4yatb roMOreHHble napTun obomx MHOXeCTB nennet obomx
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AKTMBHbIX UHIPEANEHTOB N NONyYaTb MHOTOEAMHUYHYIO MEPOparnbHyHO NEKAPCTBEHHYO hopMy C
BbICOKMM BbIXOAOM 6€3 HEOOXOAMMOCTU B MPOMEXYTOUHbIX CTaaMsX NPOCEUBAHUSI BO BPEMS
npoyecca nonyvyeHnss oBOMX MHOXECTB nNenneT Ans  YAANeHUst  HeXenaTenbHOro
MOpOLLUKOOOPAa3HOro BELeCTBa W arperaToB, TakkKe yMeHblUaTb A0 MWHUMANbHOTO YPOBHS
NnoTePIO BbIXOA4A Ha BO3MOXHOW KOHEYHOW CTaguu NpOCemMBaHus Unn gake OblTb CnoCOOHbLIMM
OCyLLECTBNSATb cnocod nonyyveHus 06omnx MHOXeCTB nennet 6e3 HeobXxoaMMOCTU B Kakon-nnbo
M3 AaHHbIX JOMOMHUTENbBHBIX HEXenaTenbHbIX CTagun npocevBaHus. HakoHel, aBTopbl
n3obperteHnss OBHapy»unn, YTO JAaHHbli  cnoco® nos3BOMSIET NonyYaTtb MOKPbITUE C
MOANMDMLUMPOBAHHBIM  BbICBOOOXAEHMEM OOOMX MHOXECTB MNeEnneT no  HacTosilemy
N3006peTEHUIO, KOTOPOE AEMOHCTPUPYET LIENEeBON NPpodusb pacTBOPEHNS.

Torga, nepebid acnekT M300peTeHMst OTHOCUTCS K MHOrOeAMHUYHOW MNepopanbHOU
nekapcTBeHHOM hopMe C MOANDPULNPOBAHHBLIM BbICBODOXAEHNEM, COAEPXKALLEN CreayioLlee:

- NepBoe MHOXECTBO MenneT AOKCUNnammHa unu ero apmaueBTUHECKU NpUemMnemMon
Conn ¢ MOANMPULMPOBAHHBIM BbICBODOXAEHNEM, COAEPKALLMX:

- (hapmaueBTUYECKM NPUEMMEMOE MHEPTHOE SAPO;

- BHYTPEHHUN aKTUBHbIA CIIOW MOKPbITUS, COAEPXKALLUUA TEpaneBTUYECKN 3PPEKTMBHOE
KOMNMYECTBO JOKCUIaMWHA MNU ero papmaleBTU4EeCKU NPUeMnemon conuv, oauH unu Gonee
MOKPbLIBAKOLMX areHToB, OAUH uUnu Gornee aHTUCnexuBaTenen, BO3MOXHO OAWH unn Gonee
nopoobpasyloLmx areHTOB, M BO3MOXHO OAHO unu Gonee apmMaueBTUYECKM MPUEMITEMbIX
BCMOMOraTerbHbIX BELLECTB;

- BO3MOXHO MPOMEXYTOYHBIA CIOW MOKPbITUSE C BbICBOOOXAEHNEM B KULLEYHUKE,
coaepalyuin 0aMH nnn 6onee KNLLEYHOPaCTBOPUMbIX MOKPbIBAIOLMX areHToB, O4uH unn onee
aHTucneXxueaTenen, BO3AMOXHO OAMH nnn 6onee nopoodpasyroLMx areHToB; N BO3MOXHO O4HO
unun Gonee hapmaueBTUHECKN NPUEMIEMbIX BCMOMOraTenbHbIX BELLECTB, U

- BHELUHMA CIOW MOKPbITUS C MOAMGULUMPOBAHHBIM BbICBOOOXAEHMEM, COAEpKaLLUA
OAWH wnnn 6onee KULWEYHOPACTBOPUMbIX MOKPbIBAOLMX areHToB, OauH wunn OGonee
MOKPbIBAKOLMX areHToB C MOAMMULMPOBaHHLIM BbICBODOXEHMEM, OAMH unu OGonee
aHTucneXxueaTenen, BO3MOXHO OAMH nnn 6onee nopoobpasyroLMx areHToB, U BO3MOXHO O4HO
unun Gonee hapmaleBTUHECKN NMPUEMIEMbIX BCMOMOraTenbHbIX BELLECTB, U

BTOPOE MHOXECTBO MenneT NMpUAOKCMHa unn ero apmaueBTUHECKM MPUEMIEMON
COnn ¢ MOANMULMPOBAHHBIM BbICBODOXAEHNEM, COAEPMKALLMX:

- (hapmaLeBTUYECKM NPUEMITEMOE MHEPTHOE SAPO;

- BHYTPEHHUW aKTMBHbLIA CIOW MOKPbITUS, COAEPXKALLUMA TepaneBTudeckn 3hekTnBHOE
KONMMYECTBO MMPUAOKCMHA UNN ero apmauyeBTUYECKN MPUEMIIEMON CONMWU, oAuMH unn Bonee
MOKPbIBAKOLUMX areHTOB M BO3MOXHO OAHO wnn Gonee dapmayeBTUYECKN MPUEMMEMBbIX

BCnomMorarernbHbIX BELLECTB; U
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- BHELUHUW CMNOW MOKPbITUS C MOANMULNPOBAHHBLIM BbICBOOOXIEHNEM, COAEpX AL
OAMH wunu 6onee KULWEYHOPAaCTBOPMMbIX MOKPbIBAOLWMX areHToB, OAWH wnn 6Bonee
MOKPbIBAIOLUMX areHTOB C MOANULNPOBAHHBIM BbICBOBOXKAEHNEM, BO3MOXHO OAMH nnn 6onee
nopoobpasyloLmnx areHToB M BO3MOXHO OAHO unu 6Bornee dapmaueBTUYECKU NPUEMIIEMbIX
BCMOMOrarenbHbIX BELLECTB;

roe:

pasmep 4actuy apmauleBTUYECKM NPUEMMEMOro MHEPTHOrO f4pa NepBoro U BTOPOro
MHOXEeCTBa MenneT SABNAeTCA TakuMm, YTO Mo MeHbwen mepe 90% WHEPTHbIX S4ep UMEKT
pasmep 4actuy ot 300 mkm 40 1700 MKM, NU3MEPEHHbIN NOCPEACTBOM CUTOBOIO aHanusa, u no
MeHbLen mepe 90% WHEPTHLIX saep UMeeT BapnabenbHOCTb pasmepa Yactuy He 6onee 200
MKM, W3MEPEHHYIO MOCPEACTBOM CUTOBOrO aHanuia; B 4YacTHocTm He Oonee 150 mkm; B
yacTHocTun, He 6onee 100 MKM 1 B YacTHOCTU He Bonee 75 MKMm.

B uactHocTun, HacTosiee M3obpeTeHne OTHOCUTCS K MHOFOEAUHUYHOW nepoparnbHOU
nekapcTBEHHON popme C MOAUMPULMPOBAHHBLIM BbICBODOXAEHUEM, CoAepKaLLlen cneayoLlee:

NMepBOe€ MHOXECTBO MEenneT OKCunamuHa unu ero dapmaueBTUYeCKM MPUEMIIEMON
Conun ¢ MOANMULNPOBAHHBIM BbICBOBOXAEHNEM, COAEPXKALLMX:

- hapmaueBTUyeCckn NpremMnemoe MHepPTHoe AAP0;

- BHYTPEHHUN aKTMBHbIA CIIOW MOKPbITUS, COAEPXKALLUUA TepaneBTUYECKN 3PPEKTUBHOE
KONMYeCTBO AOKCMNaMWHaA Mnn ero dapmMaueBTUHECKN NPUeMNEMON COnn, oanH unmn Gonee
MOKPbIBAIOLMX areHToB, OAMH Unn Bonee aHTUCnexuBaTenen, BO3MOXHO OAWH munn Gonee
nopoobpasyloLmnx areHToB;, U BO3MOXHO OAHO unu Gonee dapmaueBTUHECKM NPUEMMEMbIX
BCMOMOrarTenbHbIX BELLECTB;

- MPOMEXYTOMYHbIA CMOM MOKPLITUA C BbICBODOXAEHNEM B KULLEYHUKE, COAEpKaLinin
OAMH wunn 6onee KULWEYHOPAaCTBOPUMMbIX MOKPbIBAOLWMX areHToB, OAWH wnn Bonee
aHTucneXxueaTenen, BO3MOXHO OAMH nnn 6onee nopoodpasyroLMX areHToB; N BO3MOXHO O4HO
unu Bonee hapmayeBTUYECKN NPUEMITEMbIX BCOMOraTeNbHbIX BELLECTB U

- BHELLUHMA CIOW MOKPbITUS ¢ MOAMULUMPOBAHHBIM BbICBOOOXAEHMEM, COAEpKaLLUA
OAMH wunn 6onee KULWEYHOPAaCTBOPMMbIX MOKPbIBAOLWMX areHToB, OAWH wnn 6Bonee
MOKPbIBAIOLMX areHToB C MOAMMPULMPOBaHHBIM BbICBOOOXAEHMEM, OAMH wnn Gonee
aHTucneXxXueaTenen, BO3MOXHO OAMH nnn 6onee nopoobpasyroLMX areHToB; N BO3MOXHO O4HO
nnu 6onee papmayeBTUYECKN NPUEMMIEMbIX BCNOMOraTenbHbIX BELWECTB, U

BTOPOE MHOXECTBO MEenneT MUPUAOKCUHA Unn ero apmaueBTUYECKU NPUEMIIEMON
conn ¢ MoANMPULNPOBAHHBIM BbICBODOXAEHNEM, COAEPKALLUX:

- (hapmaueBTUYECKN NpUEMIEMOE MHEPTHOE AAPO;

- BHYTPEHHUW aKTMBHbIA CMOW MOKPbITUS, COAEPXKALLUMA TepaneBTU4eckn 3hHeKTUBHOE

KONMMYECTBO MUPMAOKCMHA MNU ero apmaueBTUYecku npuemnemMon conu, oguH unu Gonee
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MOKPbIBAIOLMX areHToB W BO3MOXHO OAHO wunu 6onee dapmaueBTUYECKU NPUEMIEMbIX
BCMNOMOraTeribHbIX BELLECTB; U

- BHELUHUW CMNOW MOKPbITUS ¢ MOAUMULMPOBAHHBLIM BbICBOOOXIEHNEM, COAEpX AL
OAMH wunn 6onee KULWEYHOPAaCTBOPMMbIX MOKPbIBAOLWMX areHToB, OAWH wnn 6Bonee
MOKPbIBAIOLUMX areHTOB C MOAMPULNPOBAHHBIM BbICBOOOXKAEHNEM, BO3MOXHO OAMH nnn 6onee
nopoobpasyloLmnx areHToB M BO3MOXHO OAHO unu Bornee dapmaueBTUYECKU NPUEMIIEMbIX
BCMOMOrarenbHbIX BELECTB;

roe:

pasmep 4actuy dapmauleBTUYECKM NPUEMMIEMOro MHEPTHOro f4pa NepBoro U BTOPOro
MHOXECTBA NENNeT SABMSETCA Takum, 4TO MO MeHblen mepe 90% WHEPTHbIX AAEep MMEIDT
pasmep 4actuy ot 300 mkm 40 1700 MKM, NU3MEPEHHbIN NOCPEACTBOM CUTOBOrO aHanusa, u no
MeHbLen mepe 90% WHEPTHbIX saep umeeT BapnabenbHOCTb pasmepa Yactuy He 6onee 200
MKM, M3MEPEHHYIO MOCPEACTBOM CUTOBOrO aHanusa, B 4acTHOCTU, He Oonee 150 Mmkm; B
yacTtHocTu, He 6onee 100 MKM 1, B YaCTHOCTU, He Bonee 75 MKMm.

BTtopon acnekt un3o0peTeHuss OTHOCUTCS K Crnocofy MOMnyYeHUs MHOrOEAUHUYHON
nepopanbHOM NEeKapCTBEHHOW (OPMbl, Kak OMpeaeneHo B MEPBOM acnekte u3obpeTeHus,
BKMOYaloLLEeMy criegytoLyee:

(a1) nony4yeHne nepBoOro MHOXeCTBa NENNeT AoOKCUnaMmmHa nnmn ero apmaneBTUYeCcKu
npuemnemMon conn € MOAMMULNPOBAHHBIM BbICBODOXAEHMEM MNOCPEACTBOM HAHECEHMS
MOKPbITUSE Ha nenneTbl AOKCUNammHa wnn ero apmayeBTU4eCKn MNPUEMNEMON COnMMu,
UMEIOLLME  BHYTPEHHUA  aKTUBHLIA  CNOM  MOKPbITUA U BO3MOXHO  MPOMEXYTOYHbIN
KMLLEYHOPACTBOPUMBIN  CMOM  MOKPbITUSA, nyTem gobasneHna opgHoro wunu  Gonee
KMLLIEYHOPACTBOPUMbIX MOKPbLIBAKOLNX areHTOB, O4HOro unu 6onee nokpbiBalOLWMX areHToB C
MOANPULMPOBAHHBIM BbICBODOXAEHNEM, OAHOro MUnu Bornee aHTUCnEXUBaTEnen, BO3MOXHO
ogHOro unu 6Gonee nopoobpasyllmMx areHToB, U BO3MOXHO OAHOro wunm 6Gonee
hapmaueBTMHECKM MPUMEMIEMbIX BCMOMOratenbHbiX BELWECTB, [4e pasmep dactuy
hapmaueBTMHECKM NPUEMMEMOrO MHEPTHOrO sapa SIBNSETCS Takum, YTO MO MEHbLUEW Mepe
90% wuHepTHbIX agep umerT pasmep 4dactuy ot 300 mkm go 1700 MKM, WM3MEPEHHbIN
NnocpeacTBOM CUTOBOrO aHanusa, U no MeHbwen mepe 90% dapmaueBTUYeCKn NpUEMMEMbIX
WHEPTHbIX SAEp MMeeT BapuabenbHOCTb pasmepa 4vactuy He 6onee 200 MKM, U3MEPEHHYIO
NnocpeacTBOM CUTOBOIO aHanuaa; B 4acTHOCTU, He 6onee 150 mMkm; B YacTHOCTK, He Bonee 100
MKM W, B YACTHOCTU, He Bornee 75 MKM;

n

(b1) nony4eHne BTOPOro MHOXeCTBa NenneT NUPUAOKCUHA Unu ero hapmauesTUYeCckm
npuemMnemMon conm € MOAMPULNPOBAHHBIM BbICBODOXAEHNEM MNOCPEACTBOM HAHECEHUS
MOKPbITUS Ha NeNneTbl NMMPUAOKCUHA U ero papmaneBTMYECKM NPUEMIIEMOWN COMW, UMEIoLLMe

BHYTPEHHUN aKTUBHbLIA CMOS  MOKPbITUA, nyTem pobasneHuss opgHoro wunu  Oonee
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KMLLIEYHOPAaCTBOPUMbBIX MOKPbLIBAKOLUX areHTOB, OAHOro unu 6onee nokpbIiBaKOLMX areHToB C
MOANPUUMPOBAHHLIM BbICBODOXIEHNEM, BO3MOXHO, OAHOro mnmn 6ornee nopoobpasyromx
areHToB N BO3MOXHO OAHOro unu 6onee dapmayeBTUYECKN NPUEMIIEMbIX BCMOMOraTerbHbIX
BELECTB, r4e pasmep 4actuy apmaueBTUYECKU NPUEMIIEMOrO UHEPTHOrO sapa SBMSETCS
TaknMM, YTO MO MeHbLuen mepe 90% NHEPTHbIX Saep UMELOT pasmep vactmy ot 300 mkm 5o 1700
MKM, W3MEPEHHbIN MNOCPEACTBOM CUTOBOTO aHanmsa, W no MeHbwen wmepe 90%
hapmayeBTUYECKM NPUEMINEMbIX MHEPTHBIX SAEP MMEET BapmnabenbHOCTb pasmepa 4acTuy He
B6onee 200 MKM, U3MEPEHHYID NMOCPEACTBOM CUTOBOrO aHanusa; B 4acTtHocTu, He Bonee 150

MKM; B YaCTHOCTU, He 6ornee 100 MKM K, B YACTHOCTU, He Bonee 75 MKM.

MoapobHoe onucaHmne n3obpereHus

Bce TepMuHbl, B TOM BUAE, B KOTOPOM OHW MCMOMb30BaHbl B AAHHOM [JOKYMEHTE B
AaHHOW 3asiBKe, ecnn ocobbim 06pa3oM He ykasaHO MHOE, cneayeT NOHMMaTb B UX OObIMHOM
3Ha4YeHUW, KaKk M3BECTHO B AaHHou obnactu. [pyrue 6onee KOHKpeTHble onpeaeneHusa ans
onpeaeneHHbIX TEPMMHOB, B TOM BMAE, B KOTOPOM OHW UCMOMb3YIOTCS B HACTOSILLEN 3asiBKe,
NPeACTaBnsloT CobOM Takme, Kak WU3IMOXEHO HWXKEe, U NpefHasHayYeHbl ANs MPUMEHEHUS
eanHoobpasHoO no Bcemy obbemy onucaHus n3obpeteHus n opmMynbl N30OpPETEHNs, ecnu
MHa4ye HeaBYCMbICNEHHbIM 00pasoM M3NOXEHHOE onpeaeneHne He npegocrasnsetr Gonee
LLMPOKOE onpeaenexne.

B uyensax Hacrtoswero m3obpeteHus niobble NPUBELEHHbIE UHTEPBArbl BKMKOYAOT Kak
HVKHIOK, TaK U BEPXHIOK rpaHuubl nHTepsana. [NpuBegeHHble NHTEPBarbl U 3HAYEHUSN, Takme
Kak TemnepaTypbl, MOMEHTbl BpeMeHM Un Tomy nogobHoe, creayer cuutaTb
NPUBNN3NTENbHBIMA, ECININ KOHKPETHO HE YKa3aHo.

TepMUHbI «MaccoBbIr NPOUEHT (%)» nnn «(macc./macc.) NnpoueHT (%)» UMEIOT Takoe Xe
3HA4YeHME W UCMNOMb3YKTCA B3aMMO3aMeHSeMO. [aHHbIA TEPMUH OTHOCUTCA K MPOLEHTY
KOMMOHEHTa B OTHOLLEHUN k obLlen macce.

TepMUH «KNPUMEPHO» UM «KNPUBNU3UTENBHOY, B TOM BUAE, B KOTOPOM OH UCMONb3yeTCH
B A4@HHOM AOKYMEHTE, OTHOCUTCA K MHTepBany 3HadeHun + 10% 3ayCTaHOBMEHHOMO 3HaYEHWS.
Hanpumep, BbipaxkeHne «npumepHo 10» unu «npmubnuantensHo 10» skrovaeT £ 10% ot 10, a
MMeHHo, oT 9 go 11.

TepMUHbI «COOTHOLLEHNE» U «B3aMMOOTHOLLEHUE» UMEKT OAHO U TO XE 3HAYEHUe n
NCNOnb3YTCHA B3aMMo3amMeHseMo. [JaHHbI TEPMUH NCMONb3YETCH B HAcTosiLLEM M3obpeTeHun
Ana Toro, 4tobbl MMETb COOTHOLUEHME CPEeAHEN CKOPOCTU MOTOKa MPU pacnblieHUn CMecw,
coepallen NoKpbIBalLWMe areHTbl, N CPELHEro CKkopocTn aobaBneHns Teepaon dasel cMecn
B TBEPAOW hopme.

TepMUH «MHOroeaMHU4YHas nekapcTBeHHass dopma» OnpeaensieT nNeKapCTBEHHYHO

dopmy, kOTOpasi coctomT n3 6ornee, Yem OHOWN €4UHNLBI, KOTOpas copgepuT achdhekTnBHoe
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KONM4YeCTBO JOKCUNammHa n nupuaokcnHa. OBbbl4HO, MHOrO€AUHUYHbIE NEKapPCTBEHHbIE (POPMbI
OCHOBaHbl Ha cybbeanHMLax, Takux Kak rpaHynbl, NenneTbl unu MuHutTadnetkn. OHn obblYHO
AOCTaBNAOTCH B TBEPAbIX XKENATMHOBbIX Kancynax unn TpaHCcopMmnpyoTca B TabneTku.

Kak n3BeCTHO B COBPEMEHHOM YPOBHE TEXHUKWA, TEPMUH «BBEAEHME» OTHOCUTCHA K
crnocofy [OCTaBKM KOMMO3ULMM K >KenaTenbHOMY Y4YacTKy. TEepMWHbl «nepopanbHbIA» U
«nepoparnbHOe BBEAEHVME» MMEET OAHO M TO K& 3HayeHue, U OHU WUCMONb3YITCS
B3anMmMo3amMmeHsiemMo. KOHKPETHO, OHU OTHOCATCH K NMPUEMY BHYTPb NEKAPCTBEHHOro CpeacTsa
nocpeacTBOM rMOTaHUA UNn XesaHua. [pesnodTUTenbHO, NOCPEACTBOM MMOTaHWS.

Kak packpbITO Bblle, MHOroeAuMHWYHAA nekapcTBEHHaa dopmMa Mo HacToAweMy
n3obpeTeHnto, BKMIOYaeT JBa MHOXEeCTBa MenneTtoB. TEepMUH «NenmneT» OTHOCUTCA K
ManeHbKMM YacTuyam ¢ npubnnanTensHO OANHAKOBLIMWU hopMamMn 1 pasmepamu, NonyyYeHHbIM
CrnocoBoM IKCTPY3UN NN NOCPEACTBOM MOKPbLITUA hapMaLeBTUYECKA MPUEMMEMOro MHEPTHOIO
aapa. «ManeHbkasa Yactmya» OTHOCUTCS K Yactuue, AuameTp, ANVHA, BbICOTa U LWMPUHA U T.4.
koTopon coctaenaet oT 100 mkm go 3000 mkm, B 4actHoctM, oT 300 mkm go 1700 mMKm.
ManeHbkne vactuubl MMET NpUBNN3NTENBHO OAMHAKOBbIE pa3Mepbl, eCrv AnameTp, ANVHa,
BbICOTa, LWMPUHA WMAW T.N. CaMOW ManeHbKOW 4acTuubl COCTaBNSET MO MEHbLUEW Mepe
NPUMEPHO OAHY MOMOBUHY CPeAHEero AnameTpa, ANUHbI, BbICOTbI, LUMPUHBLI UNKX T.M. YacTuy, w
ecnn awameTp, AfvMHa, BbICOTa, LUMPUHA UNK T.N. camon OOnbLUOA 4YacTuubl MakCUMyM
NpPUMEpPHO B ABa pasa bonblLue CpeaHero gnameTpa, AMVHbI, BbICOTbI, LUMPUHBLI UMK T.MN. YacTuy.
Torga, TEPMUH «NeENneT», «Cepuyeckun nenneTy», «wapbl», <LWapukm», «cdepunyeckmne
yacTuupbl», «cepomabl» U «KMUKPOCdEPLI» UMEIOT OLHO U TO XEe 3HAYEHUEe M UCNONb3YHTCH
B3aMMO3aMeHsieMO. TEepMWUH  «rpaHyna» OTHOCUTCA K ManeHbkum vactmyam  6e3
npnénnsnTenbHO eanHoobpasHbiX PopM M pasMepoB, MOMNYyYEHHbIM CMOCOBOM rpaHynsayuu.
OObI4HO, rpaHynbl MEHEE OAHOPOAHbI B pasmepe u opme, yem nennetbl. Takum obpasom,
rpaHynbl MMeT Gonee HU3KYKD OAHOPOAHOCTb M3-38 UX HEMpPaBUIIbHbIX MOBEPXHOCTEN W
AenatoT Henpuemnemon OAHOPOAHOCTb 403VMPOBaHUSA U NPELOCTABMASIOT HECOOTBETCTBY LU
npodunb pacTeopeHns. Takmm obpa3om, B Uenax WU30OPETEHUs TEPMUHbI «NENMET» U
«rpaHyna» He ABNSATCS O4HUM U TEM e, N OHU HE SABMAOTCA B3aNMO3aMEHAEMbIMMU.

TepMuHbl NekapCcTBeHHas dopmMa € «MOAMPULMPOBAHHBIM  BbICBODOXAEHMEM» I
«nekapcTBeHHas dopma € MOAMMDULUMPOBAHHOMW AOCTaBKOM», a Takke nennetr «c
MOANPUUMPOBAHHLIM BbICBOOOXKAEHMEM» W NENNeT «C MOAUMPUUMPOBAHHOW AOCTaBKOW»
UMEIOT OAHO U TO XX 3HAYeHWe N SABnAITCA B3aumodameHaembimn. Oba TepmuHa cnepyet
MOHMMATb, Kak JEeKapCTBEHHYIO QOPMY WAM NENneT, KOTopble AEMOHCTPUpYT OGonee
MEANEeHHOe BbICBOOOXAEHNE aKTUMBHbIX areHTOB, YeM BbICBODOXAEHWE aKTUBHbIX areHTOB
obuwenpmHaTon dapMaueBTUYECKON KOMMO3MUMM C  HEMEANEHHbIM  BbICBOOOXAEHNEM,
BBOAUMOM TakMm e nytem. B olbwem, TepMuMH «MOandmumpoBaHHOE BbICBOOOXKAEHNE»

OTHOCUTCAI K TOMY, YTO aKTUBHbIA WHIPeAueHT BbicBoBOXAAeTC U3 hapmaleBTUYeCKon
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NeKkapcTBEHHON POPMbl  MPU  KOHTPONMPYEMOM, ANUTENBHOM, MPOSIOHIMPOBAHHOM  UNK
3amejneHHOM BbICBOOOXAESHUN.

B uensax Hacrtoswero nsobpeTeHns TEPMUH «MOANDULMPOBAHHOE BbICBOOOXAEHME
OTHOCUTCH K MHOFOeANHUYHOW NepopanbHON NEKapCTBEHHON hopme, KOTopas AEMOHCTPUPYET
npodunb pPacTBOPEHNA, B COOTBETCTBUN C KOTOPBIM: OT 5 mMacc.% a0 35 macc.% coaepxaHus
aokcunamuHa pacteopsetca Ha 1 u B cpege 0,1 H. HCI (pH paBeH 1); 3atem, cpegy
3aMeHsoT cpegon ¢ pH, paBHbiM 4,5 (0,05 M aueTtaTHbI Bydep), u Ha 4°" 4 U3 HAKOMMEHHOro
pacteopsieTcs 6onee yem 35 macc.% - 75 macc.% WNCXOLHOrO COAEPXKaHUS AOKCUMMaMUHA;
3aTem, cpeay 3ameHsT cpeaon ¢ pH, pasHbim 6,8 (0,05 M docdaTHei Bycdep), u Ha 7° u
pacTBOPSAETCS NO MEHbLUEN MEPE HaKOMMEHHbIX bonee Yem 75 macc.% MCXOA4HOro coaepXKaHus
AoKcunamuHa; u ot 5 macc.% 4o 35 macc.% cogep)kaHus NUpUAOKCUHa pacteopseTcs Ha 1% y
B cpeae 0,1 H. HCI (pH paBeH 1); 3aTem, cpeay 3ameHs0T cpegon ¢ pH, pasHbim 4,5 (0,05 M
aueTaTHbIi Oydep), 1 Ha 4° 4 U3 HakonneHHoro pacTteopseTca 6onee yem 35 macc.% - 75
Macc.% NCXOAHOrO COAEPXaHNSA NMUPUAOKCUHA; 3aTeM, CPeay 3aMeHST cpeaon ¢ pH, paBHbIM
6,8 (0,05 M chochaTHbI Bydep), 1 Ha 7°™ 4 U3 HaKOMMEHHOrO PacTBOPSAETCSH MO MEHbLUEN Mepe
Bbonee 4yem 75 macc.% WCXOAHOro COAEpKaHUs MUPUAOKCUHA; rae npodunb pPacTBOPEHUs
M3MEpPSAIOT C MCMonb3oBaHMEM cooTBeTcTByowero cnocoba. OObIYHO COOTBETCTBYHOLMM
cnocobom saBnsetca cnoco® USP, Takon Kkak, Hanpumep, NOCPeLCTBOM UCMOMNb30BaHUS
npubopa USP 2 tmna (kop3mHka), nomewjas komnosmuymio B 900 mn COOTBETCTBYHOLUUX
cpea/6ydepos npy 37°C + 0,5°C n 100 06./MMH. (06OPOTOB B MUHYTY) Ui C UCMNOMb30BaAHMEM
npnbopa USP 3 Tumna (kavawowumnics uUvnvHAp), nomewjas komnoavuymio B 250 Mn
cooTBeTcTBYOWMX cpeg / Bydepo npu 37°C + 0,5°C n 15 norp./MuH. (NOrpy>XEHUN B MUHYTY).
B Hactoswem unsobpeTeHnn un3MepeHne npoduns  pacTBOPEHUS  MHOMoeANHUYHOW
nepopanbHOW NekapcTBEHHOM (POpMbl MPOBOASAT nocpeacTsom npubopa USP 2 Tuna
(kop3uHka), nomewjan komnosmumto B 900 mn cooTeBeTcTBYOWMX cpes / Bydepos npu 37°C +
0,5°C 1 100 06./MUH. (06OPOTOB B MUHYTY).

B ogHOM BOMMOLEHNM MHOroeAnHUYHas nepoparnbHas nekapcTBeHHas dopma, kotopas
AEMOHCTPUPYET Npodunb PacTBOPEHUA, B COOTBETCTBUM C KOTOpbIM: OT 10 macc.% po 35
macc.% coaepxaHus gokcunamuHa pacteopsietca Ha 1% u B cpege 0,1 H. HCI (pH paseH 1);
3aTem, cpeay 3ameHsoT cpegon ¢ pH, pasHbiM 4,5 (0,05 M auetatHbIi Oydep), 1 Ha 4° 4 ns
HakonneHHoro pacteopsieTca 45 macc.% - 70 macc.% UCXOA4HOro coaepaHust AOKCUNamunHa,
3aTem, cpeay 3ameHsAT cpegon ¢ pH, paBHbiM 6,8 (0,05 M docdaTHbin Bydep), n Ha 7% 4 u3
HaKOMMEHHOro pacTBOpsieTCA MO MeHblwen mMepe 80 macc.% WUCXOQHOro CoAepKaHus
aokcunamuHa; u ot 10 macc.% 4o 35 macc.% coaepxaHua NUpUAoKCUHa pactesopsaeTca Ha 1%
4 B cpeae 0,1 H. HCI (pH paBeH 1); 3aTem, cpeay 3ameHsoT cpegou ¢ pH, pasHbim 4,5 (0,05 M
auetatHbIi Oydpep), u Ha 4°™ 4y M3 HakoneHHoro pacteopsieTca 40 macc.% - 65 macc.%

NUCXOAHOrO COAEPXKaHMS NMUPUAOKCMHA, 3aTeM, CpPeay 3aMeHsIloT cpegon ¢ pH, paBHbiMm 6,8
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(0,05 M cbocpaTHbI Bydhep), n Ha 7° 4 U3 HaKOMMEHHOrO PACTBOPSAETCA MO MeHbLUEN mepe 80
Macc.% WCXOAHOro COAEpXKaHus MNUPUAOKCUHA; TAe npodunb PacTBOPEHUS U3MEPSIOT C
NCnonb30BaHNEM COOTBETCTBYOLLEro cnocoba.

B KOHTekCTe M300peTeHus TEPMUH «MOKPbIBAOLME areHTbI» U «MneHkoobpa3syoLme
MOKPbIBAKOLUME areHTbI» MMEIOT O4HO U TO KE 3HAYEHME W UCMONb3YITCS B3aMMO3aMEHSAEMO.
Mog oboumn TepmmHamMK crneayet nogpasymeBaTb CPeacTBO, CnocobHoe o6pas3oBbiBaTb
TOHKOE€ MOKPbLITUE 4N TBEPAOW NEKAPCTBEHHOM (POPMbl UMMM NMPOMEXYTOYHOW NEeKapCTBEHHON
dopmbl, Kak Hanpumep, Tabnetke u nennetos. [TpUMeEpPbl KaKAOrO U3 TUMOB MOKPbIBAKOLLMX
areHTOB PacKpbITbl HUXE.

B oaHOM BONNOWEHUM MHOroeAuHWYHaA nepoparnbHas nekapcTBeHHas dopma no
HacToswemMmy  un3obpeTeHnoo  npeactasnser CcoboOM  MHOFOEAUHUYHYKD  MepopanbHyto
nekapcTBeHHy0 OpMy, B KOTOPOW MOKPbIBAOWUA areHT BHYTPEHHEro akTMBHOro Crios
MOKPbLITUS MEePBOr0 W BTOPOr0 MHOXECTBA MenneT He3aBucumo BbiOpaHbl W3  rpynnbl,
COCTOSALLEN U3 MOSTUBUHUNMMPPONUAOHA, MMAPOKCUNPONULENONO3bl, MUKPOKPUCTANNIMYECKON
Lennonossl, kapboHaTta Kanbuus, Kanbynn-kapboKCMMETMNLENNONO3bI, HaTpun-
kapOOoKCMMETMNLUENONOo3bl, dhepmeHTaTMBHO rMMAPONU30BaAHHOM HaTpun-
kapbokcumeTunuennonosel, uennabyparta, yennayedgara, ayerara Lensonosbl, LETUNoOBOro
cnvpTa, XUTO3aHa, MMMAPOreHM30BaHHOIO KOKOCOBOrO Macna, KOMOBWAOHA, CYXOW KYKYpPY3HOW
naTokWn, 3TWUMLUENMNONO3bl, BOAHOW AUCNEPCUN STUNUENMONO3bl, AUCNEPCUN 3TUNLENMNONO3bI
TMNna b, 3TUNeHrnMkons W nNPUMBUTOrO COMONMUMEPA BMHWUIOBOrO CNUPTa, XenaTuHa,
hapmaueBTMHYECKON nasypu, >XUAKOW [MOKO3bl, rivuepunbereHara, rnvuepunaunbereHara,
rMAOPKCUITUNLENIONO3bI, MMAOPKCUNPONUILENONO3bl, MNPOMEno3bl, n3omanbTa, anbda-
naktanbOymumHa, ManbTUTONa, ManbTOAEKCTPUHA, MNONMUMEPOB METAKPUIOBOW KUCMOTbl W
COMONMMEPOB, MMEIOLNXCA B Npogake noj ToproBbiM HassaHnem Eudragit® (Rohm Pharma;
Westerstadt, MepmaHnus), kak Hanpumep, Eudragit® E , Eudragit® NE, Eudragit® NM, Eudragit®
RL v Eudragit® RS, meTunuennonosbl, KOCTOYKOBOrO NanbMOBOro Macna, nansMoBOro mMacna,
rMMAPOreHM3NPOBaHHOrO  NanbMOBOrO  Macrna, nNONUAEKCTPO3bl,  MAPOreHN3MPOBaHHON
NONMAEKCTPO3bl, MOMU3TUNEHINMKONSA, nonuatuneHrnukona 3350, nonmMaTuneHokcuaa,
NMONUBMHUITOBOrO CNMpTa, NynnynaHa, NonHOCTBIO MMAPOreHN3MPOBaHHOMO ParncoBoro macna,
MONHOCTBIO TMAPOrEHN3NPOBAHHOIO CYNEPINULEPMHMPOBAHHOIO PancoBoro macna, Lennaka,
MOANULMPOBAHHOIO  MPEXENaTMHU3NPOBAHHOIO  Kpaxmana, caxaposbl, KOHAUTEPCKOro
n3genua u3 caxapa, MNOACONMHEYHOro Macna, AuoKcuaa TuTaHa, kapHaybckoro BOCKa,
MUKPOKPUCTANNMYECKOro BOCKa, KCUnmTa u okcnga UmHka, anbrmHOBOW KUCMOTbI, KONOBUAOHA,
anbytundranara, guatundranara, NUPOKCUNMHA, anbrmHaTa Hatpus U ux cmecu. B ogHom
BOMMOLEHNN MHOrOEAUHMYHAs nepopanbHas nekapCcTBEHHaa dopma no  HacTosAwemy
n3obpeTeHnio npeacTaBnsaeT coO0M MHOMOEAVHUYHYIO NEPOPAarbHYH NEKapCTBEHHYIO OpMYy, B

KOTOPOW MOKPbIBAIOLWUIA areHT BHYTPEHHEro akTUBHOIO Criosi MOKPLITUS NEpPBOro M BTOPOro
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MHOXeCTBA NenneT He3aBMCUMO BbiOpPaHbl U3 rpynnbl, COCTOALLEN U3 NONMBUHUNNNPPONNAOHA,
Lwennaka, rmnpomMennosel, TMAPOKCUNPONUNLENIONO3bl, MUKPOKPUCTaNIMYECKON Lenmnonossl 1
nx cmecu.

B  uyacTHOCTM, TEPMWMH  «MOKPbIBAOLWMA  areHT C  MOAUPULMPOBAHHBLIM
BbICBOOOXKAEHMEM» OTHOCUTCS K CpeacTBy, CrnocobHomy oOpasoBbiBaTb MMEHKW, KOTOPbLIE
obecrneynBaloT AOCTaBKY IEKApCTBEHHOrO CPeAcTBa C 3apaHee OnpeAerieHHOM CKOPOCTbIO
nunn nokanusauvwenm B COOTBETCTBUM C MOTPEOHOCTAMM OpraHuamMa W COCTOSIHUSMU Mpw
3aboneBaHnM B TevyeHWe OnNpefeneHHoro nepuoja BpemMeHu. WnnioctpaTuBHble, He
orpaHuyMBalroLMe npuMepbl «MNONMMMEPOB C MOAUMPULUMPOBAHHBIM BbICBODOOXAEHMEMY» W
«NONMMMEPOB C MOANDULMPOBAHHON AOCTaBKOWY» NPEACTaBnsalT cobOoM Nonumepbl, KOTopble
obecneymBatot KOHTpOnupyemoe BbICBOOOXEHME, ANUTENbHOE BbICBOB O EHME,
NMPOMNOHIMPOBaHHOE  BbICBODOXAEHME UM 3amefneHHoe  BbicBoOOXAeHWe. [pumepsl
MOKPbIBAIOLMX areHToB C  MOAUPUUMPOBAHHBbIM  BbICBODOXAEHMEM  BKMovawT, 6es
OrpaHNYeHnsi, akpunoBsble MOMUMEpPBLI, LUENnino3bl U UX MNPOU3BOAHbIE,  LUENnaK,
rMAPOreHN3NPOBaHHOE pacTUTENbHOE MAacno, rmaporeHN3MPOBaHHOE KacTOpOBOE MAacno u ux
cmecu. Mpumepbl NOAXOAALMX aKpUIOBbIX MOMMMEPOB BKIOYAT NOMMMEPbl METaKPUNOBOW
KMCNOTbI U CONONMMEPDI, MMEIOLLMECS B NPOAaKe Noj TOProebiM HassaHuem Eudragit® (Rohm
Pharma; Westerstadt, Mepmanuns), kak Hanpumep, Eudragit® E, Eudragit® NE, Eudragit® NM,
Eudragit® RL u Eudragit® RS. lNpumepbl nokpbiBawowme areHTbl ¢ MOANMPULMPOBAHHBIM
BbICBOOOXAEHMEM BKIOYaIOT, 6€3 orpaHuYeHus, anbrimHOBYIO KUCMOTY, cononvumep kapbomep,
romononumep kapbomep, wuHTepnonumep kapbomep, HaTpUn-KapOOKCUMETUMLENONo3y,
KapparuHaH, yennabypar, aTUNUennonosy, BOAHYK ANCNEPCUIO STUMNLENONO3bl, AUCNEPCUIO
3TMNUENNoNo3bl TUNa b, rnuuepunMoHoonear, rMuuepunMoHocTeapaT, ryapoByl Kameab,
rmapokcunponunbeTagekc, rMAPOKCUNPONUNLENNIONO3y, MMNPOMENo3y, MNONU3TUNEHOKCUS,
Lwennak, anbrmHar HaTpus, Kkpaxman, npexenaTnHU3NPOBaHHbIN Kpaxman,
npeXxenaTtMHU3NPOBAHHYIO MOANMULMPOBAHHYIO UMW KCAHTAHOBYIO Kameab. [1peanoyTuTensHo,
NOKPbIBAKOLUIA areHT ¢ MoANMULMPOBaHHBIM BbICBODOXAEHMEM NpeacTaBnaeT cobon wennak,
B 4aCTHOCTW, Lennak, He cogepxawum Bock. [lonvmepbl € MOAUMDULMPOBAHHBIM
BbICBODOXAEHMEM MOTYT COMPOBOXAATLCA NnacTudukaTopamun, TakKMMWU Kak TpuaTunymutpar
(TEC - ot aHrn. triethyl citrate), nonuatunenrnukons (M3, UETUNOBLIN N CTEAPUNOBbLIN CAMPT,
aueTunTpubytunuuTpart, auetunTpuatunuuTpar, OeHsunbeH3oaT, KacTopoBOE€  Macno,
xnopbyTaHon, AvaueTUNUPOBaHHbIE MOHornuuepuabl, Aaubytuncebakar, AauatundTanart,
rMUUEPUH, MaHHWUT, NOMNMU3TUMNEHIMUKONb, NONMATUNEHrnMkone 3350, MOHOMETUNOBbLIA 3chUp
NONU3TUNEHINNKONS, NPOMNUNEHINUKONE, NynnynaH, copbut, pacteop copbuta n copbutaHa,
avauertar rekcamsobyTmpaTr caxaposbl, TPUAUETWUH, TpubyTunuuTpart, TpuaTunyuTpaTr w
BUTaMnH E; NOBEPXHOCTHO-aKTUBHbIMW CPEACTBaMW, TakMMK Kak naypuncynbdar Hatpus,

nonucop6at u nornokcamep; NUMeHTaMu, TakUMK Kak AMOKCWUZ TUTaHa, MOMyTOPHbIA OKCUZ

3AMEHHIOH_[I/H71 JIMCT OIMMCAHW A,
n3meHenHoro no ct. 34 PCT



10

15

20

25

30

35

13

XKenesa; CmasblBalOWMMM  BewecTBamMu, TakuMuM  Kak  Tanbk, CcTeapar  MarHus,
rnvuyepunmMoHocTeapar, BereHovnnonMokcunruyepuasbl, cTeapar Kanbuus,
rMMAPOreHM3NPOBaHHOE KacTOpoOBOE Macro, [UAPOreHU3NPOBaAHHOE KOKOCOBOE  Macro,
rnuyepunbereHar, rnuyepunaubereHar, rmyuUepUIMOHO- U AUKanpunart, FMUUEPUIIMOHO- U
Avkanpurnokanpar, rIMUepnMoHoKanpunar, rIvyepunMoHokanpunokanpar,
rnuyepunMoHocTeapat, rnuuepunTpukanpunar, rmuyepuntpucrTeapar, naypuHoBasi KUCRoTa,
cTeapaTt MarHus, MMHeparbHOe ferkoe Macno, MUPUCTUHOBAA KUCNOTA, Mb0preHn3npoBaHHoe
nanbmoBoe mMacno, nanbmoBas KMcnoTa, nornokcamep, NONM3TUNEHINNKONb,
nonuatunenrnukons 3350, nonmokcnn-10-onennosein 3uUp, NONMOKCUN-15-rngpokcncreapar,
nonuokemn-20-ueTocteapunosbin  achup, nonuokcun 35 kactoposoe macno, nonuokcun 40
rMMApPOreHn3MpPoBaHHOE KacToposoe macno, nonuokcun 40 creapat, nonucopbar 20,
nonucopbar 40, nonucopbar 60, nonucopbar 80, OeHsoar kanmsa, OeHsoaT HaTpus,
naypuncynbdar Hatpusa, cteapaT HaTpud, cteapundymapar HaTtpud, copbutaH MoHonaypar,
copbutaH MOHoonnear, copbutaH MOHOManbMuTar, copbuTtaH MOHOCTeapar,
copbutaHcecksmoneart, copbuTaH Tpuoneart, CTeapuHOBasi KUCMNOTa, OUYULLEHHasa CTeapuHOBas
KACNoOTa, CTeapar caxaposbl, TanbkK, MMMAOreHU3MPOBAHHOE pacTUTenbHoe Mmacno, Tuvna |,
cTeaparT UnMHKa U nx CMecwu.

B oaHOM BOMNOWEHUM MHOroeAUHWYHaA nepopanbHasi nekapcTBeHHas dopma no
HacTosiemMy  U300peTeHnto  npeacTtaBnser coborM  MHOFOEAMHUYHYKD  MEepopanbHyto
NeKkapcTBEHHYO OpMY, B KOTOPOW MOKPbIBAOLME areHTbl € MOAMMDULNPOBAHHBLIM
BbICBODOXAEHMEM HE3ABUCMMO BbIOpaHbl U3 rpynnbl, COCTOSALLEN U3 NONMBUHUNNNPPONMAOHA U
Lwennaka, B YaCTHOCTU, MOSNMBUHUMANMPPONUAOHA W LUENNaka, He coaepKawero BOCK, M WX
cmecu.

TepMUH «BbICBODOXAEHNE B KULUEYHUKE» OTHOCUTCA K KOMMO3ULMK WUNKU  Crok
NeKkapCTBEHHON OpPMbI, KOTOpasi MNPUroTOBNEHa [ANS  BbICBOOOXAEHUS  aKTUBHOMO(bIX)
MHrpeaneHTa(oB) NPy HaxoXLeHUU B YCMOBUSAX CNELNMDUKUN XKENyLOHHO-KULIEYHOro TpakTa. B
OAHOM BOMMOLUEHNN PACTBOPMMOE B KULLEYHMKE BELLECTBO ABNSETCS pH-4yBCTBUTEMbHBIM U
NOABEPXKEHO BMNUSHMIO N3MEHEHUN B PH, C KOTOPbIMU CTankMBaeTCs B XEMNyAO0YHO-KULLEYHOM
Tpakte (pH-4yBCTBUTENBHOE BbICBODOXKAEHME). PAcCTBOPUMOE B KMLLEYHMKE BELLECTBO OObLIYHO
OoCTaeTca HepacTBOpUMbIM Mpu pH >enyaka, 4TO B TakOM cCrnydvae JenaeT BO3MOXHbIM
BbICBOOOXAEHNE aKTUBHOIO MHrpeaueHta B cpege ¢ 6onee BbicOkuM pH nocne »enyaoyHo-
KMWEYHOro Tpakta (Hanpumep, 4acTo ABEHajuaTUnepCcTHasa KuWKa WNM uHorga Toncrtas
kKnwka). B ewe ogHOM BOMMOWEHUN PaCTBOPMMOE B KULLEYHUKE BELLUECTBO COAEPXKUT
hepmMeHTaTMBHO AerpagvpyemMbie MOMUMEPbLI, KOTOpble pasnaralTCs noj AEWMCTBUEM
BakTepuranbHbiX PEPMEHTOB, HAXOAALUMXCA B HUKHEM OTAENE XKEMYyAOYHO-KULLEYHOro TpakTa,
B YACTHOCTW, B TONICTOWN KULIKE. BO3MOXHO, egnHMYHas nekapCcTBeHHas hopma npuroTosneHa

nocpes CTBOM pH-4yBCTBUTENBHOrO BELLECTBa, pacTBOPUMOro B KMLLEYHUKE,
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CKOHCTPYMPOBAHHOTO ANsi AOCTUNKEHMS BbICBODOXKAEHNS 32 MPUMEPHO COOTBETCTBYIOLLME YacChbl,
B YCIOBUSIX KOHKPETHOrO pH mnn Bbiwe KOHKPETHOro pH. B pasHbIx BOMMOLEHNAX KOHKPETHbIN
pH MOXeT, Hanpumep, COCTaBNATb OT NMPUMEPHO 4 A0 NMPUMEPHO 7, Kak Hanpumep, NpUmMepHo
45, 5, 55, 6, 6,5 6,8 nnm 7. B koHTEekcTE N306pETEHNA TEPMMH «MOKPbLIBAKOLWMIA areHT ¢
BbICBODOXAEHNEM B KULLEYHMKE» OTHOCUTCS K CPEACTBY, CMOCOOHOMY 06pa3oBbiBaTh MIEHKN,
KOTopble ob6ecneumnBatoT AOCTaBKY AOKCUNAMMHA U MUPULOKCMHA NMPU HAXOXAEHUN B YCINOBUSX
cneundukm Xenyao4HO-KULLEYHOTO TpaKTa, Kak onpeaeneHo Bbiwe. BewecTsa, nucnonb3ayembie
ANS KOMMNO3MLUIA C BbICBOOOXKAEHNEM B KMLLEYHMKE, HAanpuMep, B Ka4eCTBE MOKPbITUA, XOPOLLO
N3BECTHbI B AaHHOW 06NacTy 1 BKMIOYAIOT, HO HE OrPaHMYMBAIOTCHA MONMMMEPaMM LIENIONO3bI,
Taknmm Kak cykumHaT auetata FMAPOKCUMPONUITMETUNLENMIONO3bI, dranat
TMAOKCUNPONUIIMETMNLUENNIONO3bI, Tanat auetata Uennonossl U Tpumennutat auertata
Lennonosbl; MNpeanoyYTUTENbHO 00pasoBaHHbIe W3 aKPUNOBOW KUCMOTbI, METaKpWUroBOW
KACMOTbI, MeTunakpunata, 3Tunakpunara, MeTunMeTakpunara wwvnu aTunMmeTakpunara wu
ApYrMe METaKpUnoBble CMOJbl, KOTOPbIE MMEIOTCS B NPOAAXKe Nog TOProsbiM Ha3saHuem Acryl-
EZE® (Colorcon, CLUA), Eudragit® (Rohm Pharma; Westerstadt, epmaHus), Bknovas
Eudragit® L30D-55 n L100-55 (pactsopumbl npu pH 5,5 u Bbiwe), Eudragit® L100 n L12.5
(pactBopumbl npu pH 6,0 u Bbiwe), Eudragit® S, S12.5 n FS 30D (pactsopumbl npu pH 7,0 n
BbllLE, Kak pesynbTarT Oornee BbICOKOM CTENeHW 3Tepudmkauum); BMHUMNOBbIE MONMUMEPHLI W
cononumepbl, obOpasoBaHHble W3 BUHWNAUeTarta, BuUHWNaueTardTanara, Ccononvmep
BMHUNAUeTata W KPOTOHOBOW KWUCMOTbl, W COMONMUMEP 3TWMEHa W  BUHMNAUETaTa;
hepMeHTaTMBHO AerpagupyemMbie NONUMEpPHI, Takne Kak asononumepbl; U 3emH. MoryT ObiTb
NCNOMb30BaHbl KOMOMHAUMM pasHbiX BELLUEeCTB, PacTBOPUMbIX B KULLEYHMKE. Takke MOXHO
NMPVMEHSTb MHOTOCIOMHbIE MOKPbITUS C UCMOMb30BaHMEM pasHbix nonumepoB. CBOWCTBA,
N3roTOBIMEHNE U KOHCTPYUPOBaHUE CUCTEM AOCTABKM B KULLEYHUK XOPOLLUO WU3BECTHbI CPEHMM
cneynanuctam B AaHHoM obnactn. B KOHKPETHOM BOMMOLWEHUN KULLEYHOPACTBOPMMOE
MOKPbIBAKOLMIA areHT BbiOpaH M3 rpynnbl, COCTOALLEN U3 CONONMMepa METaKpPUITOBON KUCMOThI
N MeTUnMeTakpunata, cononMmepa MEeTaKpUoBOW KWCMOTbl M MeTunakpunara, dranaTa
auerara Lennonossl, dranata rMAPOKCUNPONUIIMETUALENIONO3bI, dranaTa
nonMBMHUNaueTaTa, TpUmMennuTata auetata Lennionosbl U Ux cmecn. bornee KOHKPETHO,
Eudragit L®, Takon kak, Hanpumep, Eudragit L100 (npogaH Evonik). B ogHOM BOmnoweHumn
MHOrOEANHMYHas nepopanbHas nekapcTBEHHass opma No HacTosieMy W300pEeTEHNIO
npeacraBnsaeT cobon MHOMOEAMHUYHYKD MEPOpPanbHyd NEKaAPCTBEHHYK OpPMY, B KOTOPOW
KMLLEYHOPaCTBOPMMbIE MOKPbIBAIOLME ar€HTbl HE3aBUCUMO BbiOpaHbl U3 rPynnbl, COCTOSLLEN
M3 COMoNMMEpa METaKPUITOBOM KUCMOTbI-METUNIMETaKpunara, comnonumMmepa MeTakpurioBon
KMCNoTbl-MeTUNakpunaTa, dranata auertara Lennonossb, dranata
TMAPOKCUNPONUIMETUNLENIONO3bl, bTanata nonuBMHWNAUeTaTa, TpUMeEnnMTata auertaTa

uennwnosbl M UX CMeCu. B oaHom BonnoweHnn MHoroeamHn4yHaa nepopanbHas
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nekapcTBeHHasi popma no HacToAweMy n3obpeTeHnto npeactaBnsaeT co60N MHOMOEAMHUYHYIO
nepopanbHyto NekapCTBEHHYIO POPMY, B KOTOPOWN KULLEYHOPACTBOPMMOE MOKPbIBAOLLMIA areHT
npegcrasnseT cobon cononmmep MeTakpunoBon KUCIOTbl U METUNMETaKpUNara, B YaCTHOCTU
Eudragit L100.

Kak onpeaeneHo Bbile, MHOrOeAUHWYHAA nepoparnbHas nekapcTBeHHas dopma no
HacTodawemMy MW300pEeTEHUIO COAEPXUT MEepPBOE MHOXECTBO MENNeToB, KOTOpOe BKMoYaeT
TepaneBTMYeCckn 3PdeKTUBHOE KOMMYECTBO JOKCUNaMmMHa wnuv ero  dapmMayeBTUYecku
NpUEMNEMON COMU, U BTOPOE MHOXECTBO MENNETOB, KOTOPOE COAEPXUT TepaneBTUYECKU
3P PEKTMBHOE KONMMUECTBO NUPUAOKCUHA NN ero hapmMaueBTUYECKN NPUEMITIEMON COMN.

TepMnH «TepaneBTUYECKN 3PPEKTUBHOE KOMWYECTBO», B TOM BUAE, B KOTOPOM OH
NUCronb3yeTcad B AAHHOM [AOKYMEHTE, OTHOCUTCA K KOMUYECTBY aKTUBHOMO WHrpejueHTa Ha
MHOIOEANHUYHYIO NepoparbHyl0 NeKapCTBEHHYO POpMY, KOTOpOe, Npu BBEAEHUU, SBMSETCS
JOCTaTOYHbIM ANA NPEAYNPEXAEHNA pa3BUTUA UNn obneryeHnsa 4O HEKOTOPOW CTEMNEHU O4HOMo
unun OGonee wu3 cumnTomoB 3aboneBaHus, KoTopoe paccmarpusaeTcs. KoHkpeTHas posa
COEANHEHUS, BBOAMMANA COrMacHoO AaHHOMY n3obpeTeHunto, Byaet onpeaensTbCa KOHKPETHLIMU
obCTOSATENBCTBAMY, OKPYKALMMWN AAHHBIA Criydan, BKMOYasi BBOAMMOE COEAWHEHWe, MnyTb
BBEAEHUA, KOHKPETHOE COCTOSIHME, NoAnexallee Ne4YeHuro, U NoxXoxmne OakTopsl.

TepmuH «hapmayeBTMyeckn npuemnemasi(bie) conb(K)», B TOM BUAE, B KOTOPOM OH
ncrnonb3yeTcd B AaHHOM [JOKYMEHTE, oOxBaTtbiBaeT mobytd Cconb, OOpasoBaHHyO U3
hapmaueBTUYECKM MPUEMNEMbIX HETOKCUYHbIX KWUCMOT, BKMOYas HeEOopraHn4eckue unu
opraHnyeckme kmcnotbl. OTCYTCTBYIOT OrpPaHUYEHUsi, OTHOCUTENBHO COMEN, 3a UCKIIOYEHUEM
TOro, €eCnM OHW WCMOMb3YKTCA B TepaneBTUYECKMX Lensax, OHM  AOMKHbl  ObITb
hapmaueBTMyHeCkM npuemnembiMu.  [1OCKOMbKY AOKCUNaMUH W MUPUAOKCUMH  SIBNSKOTCH
OCHOBHbIMW COEAUHEHUAMW, COMM MOXHO nonyyaTb M3 dapmaueBTUYECKN MpUeMnemMbixX
HETOKCUYHbBIX KUCMOT, BKMOYAsi HEOPraHMYeCKMe W OpraHuYeckue KUCMnoTbl. Taknme KWUCNOThbl
BKNIOYaIOT, cpeaun Apyrux, YKCYCHY!I0, 6eH30NCyNbOHOBYIO, OEH301HYI0,
KamopcynbOHOBYO,  JIMMOHHYIO, 3TaHCynNbGOHOBY!IO, dymaposyio, rMIOKOHOBYHO,
rMyTammMHOBYO, OPOMUCTOBOAOPOAHYIO,  XINOPUCTOBOAOPOAHYIO, MOJSIOYHYIO, ManenHOBYIO,
ABMNOYHYIO, MUHAANbHYIO, METaHCYNbGOHOBYHD, (POCHOPHYIO, SHTAPHYIO, CEPHYIO, BUHHYIO NN
N-TONYONCynbOHOBYIO  KMCMOTY. [lonyyeHne apmayeBTUYECKN MNPUEMIEMbIX COMen
AOKCUMNaMMHA N NUPUAOKCMHA MOXHO OCYLLECTBNATE cnocobamn, W3BECTHbIMU B AaHHOW
obnactn. Hanpumep, OHM MOryT ObiTb MOMyYEHbl M3 WCXOLHOrO COEAMHEHWS, KOTOpOe
COAEPXKNT OCHOBHYIO UMM KUCNYKO TPYNMMPOBKY, OBLLENPUHATBIMU XUMUYECKUMM crniocobamu.
O6bI4HO, Takne conu, Hanpumep, Nony4aroT B pesynbTaTe B3auMoaAenCcTBna hopm cBo6oaHON
KMCNOTbl WM OCHOBa@HUS AaHHbIX COEAMHEHUA CO CTEXMOMETPUYECKAM  KONUYECTBOM
COOTBETCTBYHOLMX PapMaLeBTUYECKN NPUEMMEMbIX OCHOBaHWA UMW KACMOTbl B BOAE UMX B

opraHn4eCKom pacteoputene uUnm B KUX CMeCU. B oaHoMm BONNOLWEHNN MHOroeanHmn4Haa

3AMEHHIOH_[I/H71 JIMCT OIMMCAHW A,
n3meHenHoro no ct. 34 PCT



10

15

20

25

30

35

16

nepoparnbHas nekapcTBeHHas dopma Mo HacTosAwemMy M300peTeHuto npeacraBnsaeT coboun
MHOIOEANHUYHYIO nepopanbHyo NeKapCTBEHHYIO dhopmy, KoTopas COAEPXUT
hapmayeBTMYECKM MPUEMIIEMYIO COMb AOKCUMNaMMHa U hapMauleBTUYECKM NPUEMIEMYIO COMb
nMpuaoKcMHa. B ogHOM BOMMOLLEHUN MHOroeAuHUYHAsa nepopanbHas nekapcrteeHHas dopma
Nno HacTodwemMy Wn300peTeHuio npeacTaBnsaeT CcoboM  MHOMOeAVMHUYHYH  MEepopanbHyHo
NeKapCTBEHHYIO (OpMYy, KOTOpas COAEPXMT AOKCUNaMUHA CyKUMHaT W MNUPUAOKCUHA
rmapoxnopua.

Kak ynomuHaeTca Bbile, pasmep Yactuy dapmMaueBTUYECKN NPUeEMEMOro NMHEPTHOrO
siapa NepBOro U BTOPOro MHOXECTBA MNENNET ABMASETCS TakMM, YTO MO MeHblen mepe 90%
WHEPTHbIX aaep umetoT pasmep dactuy ot 300 mkm go 1700 MKM, U3MEPEHHBIN NOCPEACTBOM
CUTOBOrO aHanmsa, 1 No MmeHbLen mepe 90% UHEPTHbIX Saep UMeeT BapunabenbHOCTb pasmepa
yactuy He 6onee 200 MKM, M3MEPEHHYIO NOCPEACTBOM CUTOBOMO aHanusa, B YacTHOCTU, He
6onee 150 mkwMm; B yacTtHocTu, He B6onee 100 MKM M, B 4YacTHOCTU, He Oonee 75 mMKkMm. 310
Oo3Ha4yaeT, 4yTo hapmaueBTUYECKM MNPUEMNIEMOE MHEPTHOEe AApO OOOUX MHOXECTB nennet
UMEeeT 3HauyeHue pasmepa 4actuy W 3HaveHne BapuabenbHOCTM pasmepa 4acTuu,
nonagarowme B o6bem HacTosLero nsobpeteHns. OHO OxBaTbIBAET TO, YTO 3HAYEHUSA pasmepa
Yyactuvy u BapnabenbHOCTN pa3mepa YacTuL NePBOro MHOXECTBA NENeT 1 BTOPOro MHOXECTBA
nennet moryT ObiTb PaBHbIMW WM pPasHbIMW, HO Npu 3ToM oba nonagalT B MHTepBanbl
HacTosLero nsobpeTenuns.

B oaHOM BOMNOWEHUM MHOroeAUHWYHaA nepopanbHasi nekapcTBeHHas dopma no
HacTosAwemMy WM300pEeTEHNIO COAEPXKMT (apMaueBTUYECKU NPUEMIIEMOE WHEPTHOE AP0,
MUMeEloLLIee pasmMep YacTul, Takor, YTO No MeHbLien mepe 90% MHEePTHbIX S4ep UMEIT pasmep
yactmy ot 300 mkm go 1700 MKM, M3MEPEHHbLIM MOCPEACTBOM CUTOBOIO aHanusa, U no
MeHbLen mepe 90% dapmaueBTUYECKU NPUEMIIEMbIX UHEPTHBIX SAEP UMEET BapnabenbHOCTb
pasmepa 4actuy He Sonee 200 MKM OT AaHHOro 3HayeHusi, coctasnswowero ot 500 Mkm go
1400 MKM, WU3MepsieMyld MOCPeaCTBOM CUTOBOro adHanusa. B ogHom BonnoweHun
MHOroeAMHNYHAA nepopanbHas nekapcTBeHHas dopmMa Mo HacToswemy u3obpeTeHuto
COAEPXKNT papmaLEBTUYECKN NPUEMIIEMOE UHEPTHOE S4P0, UMEIOLLEE Takon pasmep 4actuy,
4YTO NO MeHbLen mepe 90% MHEPTHLIX aaep UMetoT pasmep Yactuy ot 300 mkm 40 1400 MKM,
N3MEpPEHHLIM NOCPeaCTBOM CUTOBOIO aHanuaa, n no meHblen mepe 90% dhapmMaueBTUHeCcKn
npuemMnemMbIX MHEPTHbIX SAep nmeeT BapnabenbHOCTb pasmepa yactuy He 6onee 150 mkm oOT
AaHHOro 3HauveHud, coctasnswowero ot 450 mkm o 1250 MKM, M3MeEpPSeMy0 MOCPeCTBOM
CUTOBOro aHanusa. B ogHOM BOMMOLEHUN MHOroefuHUYHas nepoparibHas nekapCTBEeHHas
dopma no HacTosweMy U30BPETEHUD COAEPXUT hapMaLeBTUYECKN MPUEMIIEMOE MHEPTHOoe
S4P0, MMEIOLLEE Takon pasMep 4actuul, 4To No MeHblen mepe 90% WHEPTHLIX S4ep UMEIDT
pasmep yactuy ot 600 mkm 40 1180 MKM, MU3MEPEHHbBIN NOCPEACTBOM CUTOBOIO aHanusa, u no

MeHbLen mepe 90% depmaleBTUYECKU MPUEMITEMBIX MHEPTHBIX SAEP UMEET BapnabenbHOCTb
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pasmepa 4actuy He 6onee 100 MKM OT AaHHOrO 3Ha4yeHus, coctasnswowero ot 710 MkmM go
1000 MKM, WM3MEpPEHHYK MOCPeaCTBOM CUTOBOro aHanmsa. B ogHom  BOMMoweHuUn
MHOroeANHNYHAA nepopanbHas nekapcTBeHHas dopmMa Mo HacToswemy u3obpeTeHuto
COAEPXKMT papMaLeBTUYECKM NPUEMIIEMOE UHEPTHOE S4P0, NMEIOLLEE Takon pasmep vactuu,
4YTO MO MeHbLen mepe 90% MHEPTHLIX Aaep UMeEloT pasmep vactuy ot 710 mkm 40 1000 MKMm,
N3MEpPEHHLIN NOCPEACTBOM CUTOBOrO aHanusa, n no meHbwen mepe 90% hapmaueBTUHeCKN
npueMnemMbIX MHEPTHbIX S4ep MMeeT BapuabenbHOCTb pasmepa yactuy He Bonee 75 MKM OT
AaHHOro 3HadeHus, cocrasnsawowero ot 800 mkm o 900 MKM, M3MepsemMylo MOCPeACTBOM
CVTOBOrO aHanusa.

TepMUH «UMHEPTHOE H4PO» OTHOCUTCA K HeWTpanbHbiIM MUKpocdepam, KOTopble
coAepaT B CBOEM COCTaBE MO MEHbLUEN MEPE OAHO N3 CreayoLmnX BELLECTB: COPOUT, MaHHWT,
caxap, caxaposa, Kpaxmarn, MWKPOKpuCTannmyeckas Luennonosa, nakrosa, [noKosa,
Tperanosa, ManbTUT, PYKTO3a, KOMMOUAHBLIN AUOKCUA KPeMHua. B ogHom BonnoweHun
hapmaleBTUYECKM MPUEMMEMOE UHEPTHOE SAPO NPEeACTaBNSAET HeuTparbHble MUKpPoCcdEepsI
CMeCK caxapo3bl U Kpaxmana.

B opgHOM BOMMOWEHWM MHOroegMHUYHAsA nepopanbHas nekapcTBeHHas dopma
npeacraenser Cob6OM MHOrOEAMHUYHYKO NEepoparnbHY IEKAPCTBEHHYO opMy, B KOTOPOW
pasmep 4acTtuy nenneT nepBoro MHOXECTBa NenneT AoKCMnaMmuHa unm ero papmaueBTU4eCKn
npuemMnemMon conm ¢ MOAUMUUMPOBAHHBIM BbICBODOXAEHNEM SIBNAETCA TakuM, YTO MO
MeHbLen mepe 90% nennet umeet pasmep vactmy ot 400 mkm go 2000 MKM, n3MepPSiEMbIN
nocpeacTBOM CUTOBOrO aHanmsa, U no MmeHbwen mepe 90% nennet umeeT BapuabenbHOCTb
pasmepa yactuy He Bonee 200 MKM OT AaHHOro 3HauyeHus, cocrtasnswowero ot 600 Mkm ao
1800 MKM, wu3MepsieMmyld MOCPeACTBOM CUTOBOro adHanusa. B ogHom BonnoweHun
MHOroeAnHNYHAsA nepopanbHas nekapcTBeHHas dopmMa Mo HacToswemy u3obpeTeHuto
npeacraBnsaeT cobon MHOrOeAMHUYHYKD MEPOopanbHyld NEKapCTBEHHYID OpMY, B KOTOPOW
pasmep 4acTvy nenneT nepBoro MHOXEeCTBa NenneT AoKCMnaMmuHa unm ero papmaueBTU4eCckn
npuemMnemMon conm ¢ MOANMULUMPOBAHHBIM BbICBODOXAEHNEM SBNAETCA TakMM, 4YTO MO
MeHbwen mepe 90% nennet umeeT pasmep dactmy ot 600 mkm go 1600 MKM, N3MEpPSIEMbIN
NnocpeacTBOM CUTOBOrO aHanmsa, U no MmeHbwwen mepe 90% nennet umeeT BapuabenbHOCTb
pasmepa 4actuy He Bonee 150 MKM OT AaHHOro 3HauyeHusi, coctasnswowero ot 800 MkM go
1400 MKM, WU3MepsemMyld MocpeaCTBOM CUTOBOro adHanusa. B ogHom BonnoweHun
MHOroeANHNYHAA nepopanbHas nekapcTBEeHHas dopma Mo HacToswemy u3obpeTeHuto
npeacraBnsaeT cobon MHOMOEAMHUYHYKD MEPOpPanbHY NEKAPCTBEHHYK OPMY, B KOTOPOW
pasmep 4actuy nenneT nepBoro MHOXECTBA NenneT AoKCMnaMmuHa unm ero papmaueBTU4ecku
npuemMnemMon conm ¢ MOANMULMPOBaAHHBIM BbICBODOXAEHNEM SBNAETCA TakUM, 4YTO MO
MeHbwen mepe 90% nennet umeet pasmep dactmy ot 710 Mkm o 1400 MKM, n3MepsieMbIn

NnocpeacTBOM CMTOBOrO aHanmsa, U no MeHbwen mepe 90% nennet umeeT BapuabenbHOCTb
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pasmepa 4actuy He 6onee 100 MKM OT AaHHOrO 3Ha4yeHus, coctasnswowero ot 850 Mkm go
1250 MKM, Wu3MepsaemMylo MocpeaCTBOM CUTOBOro adHanusa. B ogHom  BonnoweHun
MHOroeANHNYHAA nepopanbHas nekapcTBeHHas dopmMa Mo HacToswemy u3obpeTeHuto
npeacraBnsaeT cobon MHOroeAMHUYHYKD MEPOpanbHY NEKAPCTBEHHYK OPMY, B KOTOPOW
pasmep 4actvy nenneT nepBoro MHOXECTBA NenneT AoKCunaMmuHa unm ero papmaueBTU4ecku
npueMnemMon conm ¢ MOANMULMPOBAHHBIM BbICBODOXAEHNEM SBNAETCA TakuUM, YTO O
MeHbwen mepe 90% nennet umeet pasmep ydactmy ot 800 mkm o 1400 MKM, n3MepPSiEMbIN
NnocpeacTBOM CMTOBOrO aHanmsa, U no meHbwwen mepe 90% nennet umeeTt BapuabenbHOCTb
pasmepa yactuy He 6onee 75 MKM OT JaHHOro 3Ha4yeHus,, coctasnsowero ot 900 mkm go 1180
MKM, U3MEepPAEMYI0 NOCPEeACTBOM CUTOBOrO aHanusa.

B opgHOM BOMMOWEHMM MHOrOeAMHUYHAsA nepopanbHas rnekapcTBeHHas dopma
npeacraesnsgeT cobon MHOroeAMHUYHYKD MepopanbHY NEKapCTBEHHYD OPMY, B KOTOPOW
pasmep 4yacTuy nenneT BTOPOro MHOXeCTBa NenneT NUpUAOKCMHa Unu ero dpapmaueBTUYeCcku
npuemnemMon conm ¢ MOAUMULMPOBAHHBIM BbICBODOOXAEHNEM SBNAETCA TakUM, YTO MO
MeHbLien mepe 90% nennet umeet pasmep yactuy ot 400 mkm o 2000 MKM, N3MEPSEMbIN
nocpeacTBOM CUTOBOrO aHanmsa, U no meHbwen mepe 90% nenneTr nmeet BapmabenbHOCTb
pasmepa 4actuy He 6onee 200 MKM OT AaHHOro 3HadeHusi, coctasnsowero ot 600 Mkm Ao
1800 MKM, un3MepsemMylo MOCpPefCTBOM CUTOBOro aHanmsa. B ogHom  BonnoweHum
MHOroeAnHNYHas nepoparnbHas nekapcTBeHHas dopma npeacrasnset cobon
MHOMOEANHUYHYIO NepopanbHy0 NEKapCTBEHHYIO (POpMy, B KOTOPOW pasmep yactuy nennet
BTOPOro MHOXeCTBa MenneT NMpUAOKCUHA unu ero gapmaueBTUYeCKkn NpuemnemMon conm ¢
MOANPULMPOBAHHBIM BbICBODOXKAEHMEM SIBMISIETCA TAKUM, YTO NO MeHbLuen mepe 90% nennet
umeeTt pasmep uactuy ot 600 mkm go 1600 MKM, M3MEPSIEMbIA NOCPEACTBOM CUTOBOMO
aHanmsa, 1 no meHbLen mepe 90% nennet umeet BapuadbenbHOCTbL pasmMepa Yyactmy He 6onee
150 MKM OT gaHHoro 3HaueHus, coctasnswowero ot 800 mkm Ao 1400 MKM, M3MEPSIEMYIO
nocpeacTBOM CUTOBOrO aHanusa. B ogHOM BOMMOWEHMM MHOrO€AMHUYHas nepoparnbHas
nekapcTBeHHasa hopma npeacTaBnseT cobon MHOroeAMHUYHYO NEPopanbHy0 NEKaPCTBEHHYIO
chopmy, B KOTOPOM pasmMep YacTuy NenneT BTOPOro MHOXECTBA NenneT NMpUAOKCUHA U ero
hapmaueBTUYECKM MPUEMITIEMON CONMN C MOAUMPULMPOBAHHBIM BbICBODOXAEHMEM SBNAETCS
TakMM, 4YTO MO MeHbllen mepe 90% nennet umeet pasmep Yactmy ot 710 Mkm 4o 1400 mkm,
N3MEpPSIEMbIA NOCPEACTBOM CUTOBOrO aHanuaa, M no MeHbwen mepe 90% nennet mmeet
BapunabenbHOCTb pasmepa Yactuy He 6onee 100 MKM OT AAHHOrO 3HAYEHUs, COCTaBMAKOLLErO
oT 850 mMkm po 1250 MKM, MU3MepsieMyl0 MOCPeaCTBOM CUTOBOro aHanmsa. B opgHom
BOMMOLEHNN MHOroeauHNYHas nepopanbHas nekapcTBeHHas dopma npeacrasnser cobown
MHOMOEANHUYHYIO NEepoparnbHy0 NEKapCTBEHHYIO (POpMYy, B KOTOPOW pasmep 4actuy nennet
BTOPOro MHOXEeCTBa MenneT NMPUAOKCUHA unu ero gapmaueBTUYECKM NPUeMreMon conm ¢

MOANPULMPOBAHHBIM BbICBOOOXKAEHMEM SIBMISIETCA TAKUM, YTO MO MeHbLen mepe 90% nennet
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umeet pasmep 4dactmy ot 800 mkm go 1400 MKM, M3MEPSIEMLIA NOCPEACTBOM CUTOBOTO
aHanmsa, n no meHben mepe 90% nennet umeet sapuabenbHOCTbL pasmepa Jyactmy He 6onee
75 MKM OT JaHHOro 3HaudeHus, cocrasnswowero ot 900 mkm go 1180 MKM, uUaMepsemyo
nocpeaCcTBOM CUTOBOrO aHanum3aa.

B oaHOM BONNOWEHUM MHOroeAWHWYHaA nepopanbHas nekapcTBeHHas dopma no
HacTodawemMy WM300peTEeHNIO COAEPXKUT apMaueBTUYECKU MNPUEMIIEMOE WHEPTHOE S4po,
UMeELoLLIEE pasMep YacTul, TakoW, YTO No MeHbLuen mepe 90% MHEPTHbIX S4ep MMEIKT pasmep
yactmy ot 300 mkm go 1700 MKM, M3MEPEHHLIM MOCPEACTBOM CUTOBOIO aHanusa, u no
MeHbLen mepe 90% chapmaueBTYECKU NPUEMIIEMBIX UHEPTHBIX SAEP UMEET BapnabenbHOCTb
pasmepa 4Jactuy He 6onee 200 MKM OT JaHHOro 3Ha4vyeHusi, coctasnstowero ot 500 mMkm o
1400 MKM, M3MepsiemMylo NocpeacTBOM CUTOBOrO aHanusa, pasmep 4actuy nennet nepsBoro
MHOXEeCTBa nenneT AoKCunamuHa unu ero  gapmaueBTUdeckn npueMnemMon conm C
MOANPULMPOBAHHBIM BbICBODOXKAEHMEM SIBMISIETCA TaAKUM, YTO NO MeHbLlen mepe 90% nennet
umeet pasmep uactuy ot 400 mkm go 2000 MKM, M3MEpPSIEMbIA NOCPEACTBOM CUTOBOTO
aHanu3aa, n no meHbLuen mepe 90% nennet umeet BapuabenbHOCTb pasmepa YacTuy He bonee
200 MKM OT AaHHOro 3HadveHusi, coctasnswowero ot 600 mkm go 1800 MKM, M3Mepsiemyto
nocpeacTBOM CUTOBOrO aHanusa, W pasmep 4acTuy nenneT BTOPOro MHOXeCcTBa nennet
NMAPUAOKCMHA WM ero  apmMaueBTUHYECKM NPUEMIEMOM COMM €  MOANMPULMPOBAHHBIM
BbICBODOXAEHNEM ABMNSETCA TAKUM, YTO NO MeHbLUen mepe 90% nennet MMeeT pasmep yactuy,
oT 400 mkm 8o 2000 MKM, N3MEPAEMbIN MOCPELCTBOM CUTOBOMO aHanusa, 1 no MeHbLIen mepe
90% nennet umeeT BapuabenbHOCTb pasmepa 4vactuy He Gonee 200 MKM OT A@HHOMO
3Ha4vyeHuns, coctasnsaowero ot 600 mkm o 1800 MKM, M3MeEpPSIEMYIO NOCPEACTBOM CUTOBOrO
aHanusa.

B oaHOM BONMNOWEHUM MHOroeAVHWYHaA nepopanbHasi nekapcTBeHHas dopma no
HacTosawemMy WM300peTEHNIO COAEPXKMT apMayeBTUYECKU NPUEMIIEMOE WHEPTHOE S4pO,
UMeELOLLIEE pasMep YacTul, TakoW, YTO No MeHbLuen mepe 90% MHEPTHbIX S4ep UMEIT pasmep
yactmy ot 300 mkm go 1400 MKM, M3MEPEHHbLIM MOCPEACTBOM CUTOBOIO aHanusa, U no
MeHbLen mepe 90% dapmayeBTUYECKU NPUEMIIEMBIX UHEPTHBIX SAEP UMEET BapnabenbHOCTb
pasmepa 4actuy He 6onee 150 MKM OT AaHHOro 3HauyeHus, coctasnswowero ot 450 Mkm go
1250 MKM, M3MEpPSIEMY0 MOCPeACTBOM CUTOBOrO aHanusa, pasmep 4actuy nennet nepsoro
MHOXeCTBa nenneT AoKCunamuHa unu ero  gapmaueBTU4eckn MpUEMIEMON COMM  C
MOANPULMPOBAHHBIM BbICBOOOXKAEHMEM SIBMISIETCA TAKUM, YTO MO MeHbLien mepe 90% nennet
umeeTt pasmep uactuy ot 600 mkm go 1600 MKM, M3MEPSIEMbIA MOCPEACTBOM CUTOBOMO
aHanmsa, 1 no meHbLen mepe 90% nennet nmeeT sapuabensHOCTL pasmMepa Jyactmy He 6onee
150 MKM OT gaHHoro 3HayeHus, coctasnswowero ot 800 mkm go 1400 MKM, M3MeEpPSiEMYHO
nocpeacTBOM CUTOBOrO aHanusa, U pasmep 4actuvy nennet BTOPOro MHOXecTBa nennet

NMpUAOKCMHA WM ero  apMaueBTUYeCKM MNPUEeMIIEMON COMM € MOAUMMUMPOBAHHLIM
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BbICBODOXAEHNEM ABMNSAETCA TAKUM, YTO NO MeHbLlen mepe 90% nennet nMeeT pasmep yactuy,
oT 600 Mkm g0 1600 MKM, N3MEPSAEMbIN MOCPELCTBOM CUTOBOMO aHanmsa, 1 no MeHbLIEN Mepe
90% nennet umeeT BapumabenbHOCTb pasmepa 4actuy He 6Gonee 150 MKM OT AaHHOrO
3Ha4vyeHuns, coctasnaowero ot 800 mkm g0 1400 MKM, M3MepAEMYIO NOCPeaCTBOM CUTOBOrO
aHanusa.

B oaHOM BONNOWEHUM MHOroeAWHWYHAA nepopanbHas nekapcTBeHHas dopma no
HacTodawemMy WM300pEeTEeHNIO COAEPXUT apMaueBTUYECKU MNPUEMIIEMOE WHEPTHOE S4po,
UMELOLLIEE TakoW pasmep 4acTul, YTo no MmeHblen mepe 90% MHEPTHLIX SAEP UMEKDT pasmep
yactmy ot 600 mkm go 1180 MKM, M3MEPEHHLIM MOCPEACTBOM CUTOBOIO aHanusa, u no
MeHbLen mepe 90% chapmaueBTUYECKU NPUEMIIEMBIX UHEPTHBIX SAEP UMEET BapnabenbHOCTb
pasmepa 4actuy He 6onee 100 MKM OT AaHHOro 3HauyeHusi, cocrasnswowero ot 710 Mkm go
1000 MKM, M3MEpSEeMyl0 MOCPEACTBOM CUTOBOrO aHanmsa; no MeHbwen mepe 90%
hapmaueBTUYECKM MPUEMMEMbIX WHEPTHbIX SAEP WMEKT pasmep 4acTuy nenneTt nepsoro
MHOXEeCTBa nenneT AoKcunamuHa unu ero  gapmaueBTUdeckn MpueMnemMon conm C
MOANPULMPOBAHHLIM BbICBODOXAEHNEM SIBNSIETCS TAKUM, YTO MO MeHbLuen mepe 90% nennet
nmeet pasmep u4actmy ot 710 mkm go 1400 MKM, M3MepsieMblA NOCPEACTBOM CUTOBOrO
aHanu3aa, n no meHbLuen mepe 90% nennet umeet BapuabenbHOCTb pasmepa YacTuy He bonee
100 MKM OT AaHHOro 3HaueHus, coctasnswowero ot 850 mkm go 1250 MKM, M3MepsieMyto
nocpeacTBOM CUTOBOrO aHanmsa, WU pasmep 4actuy nennet BTOPOro MHOXeCcTBa nennet
NMMPMAOKCMHA WM ero  apmMaueBTMYECKN NPUEMIIEMOM COMM € MOANMULMPOBAHHBIM
BbICBOOOXAEHNEM ABMNSETCA TAKUM, YTO NO MeHbLUen mepe 90% nennet nMeeT pasmep yactuy,
oT 710 Mkm 80 1400 MKM, n3MepPAEMbIN NOCPELCTBOM CUTOBOMO aHanmsa, 1 no MeHblIen mepe
90% nennet umeeT BapuabenbHOCTb pasmepa 4vactuy He 6Gonee 100 MKM OT A@HHOMO
3Ha4vyeHuns, coctasnsaowero ot 850 mkm o 1250 MKM, M3MeEpSEMYO NOCPeaCTBOM CUTOBOrO
aHanusa.

B oaHOM BOMNOWEHUM MHOroeAuHWYHaa nepopanbHasi nekapcTBeHHas dopma no
HacTodawemMy WM300peTEHNIO COAEPXKMT (apMayeBTUYECKU MNPUEMIIEMOE WHEPTHOE $4pPO,
UMEIOLLIEE TaKkoW pasmMep 4acTuly, YTo no MmeHblen mepe 90% MHEPTHLIX SAEP UMEIOT pasmep
yactmy ot 710 mkm go 1000 MKM, M3MEPEHHbLIM MOCPEACTBOM CUTOBOrO aHanusa, u no
MeHbLen mepe 90% dapmaleBTHECKU NPUEMIEMBIX UHEPTHBIX SAEP UMEET BapnabenbHOCTb
pasmepa 4acTtuy He bonee 75 MKM OT JaHHOro 3HaveHus, coctasnsowero ot 800 mkm go 900
MKM, MW3MEPSEMYIO MOCPEACTBOM CUTOBOrMO aHanusa; pasmep 4acTtuy nennet nepsoro
MHOXEeCTBa nenneT AOoKCunamuHa unu ero  gapmaueBTU4eckn MpUEMIEMON COnM C
MOANPULMPOBAHHBIM BbICBOOOXKAEHMEM SIBMISIETCA TaAKUM, YTO MO MeHbLien mepe 90% nennet
umeet pasmep 4dactmy ot 800 mkm go 1400 MKM, M3MEPSIEMbLIA MOCPEACTBOM CUTOBOO
aHanmsa, n no meHbLen mepe 90% nennet umeeT sapuabensHOCTbL pasmMepa Yyactmy He Gonee

75 MKM OT AaHHOro 3HadyeHusa, cocrtasnawowero ot 900 mkm o 1180 MKM, N3MEPEHHYHO
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nocpeacTBOM CUTOBOrO aHanusa, WU pasmep 4actuy nennet BTOPOro MHOXeCcTBa nennet
NMMPUAOKCMHA UM ero  dgapmaueBTUYECKN MPUEMMEMOM COMM C  MOANMULMPOBAHHBIM
BbICBODOXAEHNEM ABMNSAETCA TAKUM, YTO NO MeHbLuen mepe 90% nennet nMeeT pasmep yactuy,
ot 800 Mkm 8o 1400 MKM, N3MEPSAEMbBIN MOCPELCTBOM CUTOBOMO aHanusa, 1 no MeHbLIEN Mepe
90% nenneTt nveet BapnabenbHOCTb pasmMepa Yyactuy He 6onee 75 MKM OT JaHHOrO 3Ha4YEHUs,
coctasnaowero ot 900 mkm 40 1180 MKM, namepaemyto nocpesCcTBOM CUTOBOrO aHanusa.

Pasmep vactuy dapmayeBTUYECKM MPUEMIIEMOro WHEPTHOro sapa, nenneTos,
aKTUBHbIX WHIPEAMEHTOB W BCMOMOraTesribHbiX BELYECTB MOXET ObiTb M3MepeH cnocobom,
pacKpbITbIM B COBPEMEHHOM YPOBHE TEXHUKW. [prmepbl cnocoboB, 06bIYHO MCMOMb3yeMbIX ANS
N3MepeHns pasmepa YacTul, SBNATCA Cneayrlmmn: guHammyeckoe paccesHue ceeta (DLS
— ot adrn. Dynamic light scattering), coobLjaroliee cpeaHeuYncnoBoe 3Ha4YeHUe auameTpa,
aTtomHo-cunosast mukpockonusas (AFM - ot  adrn. Atomic force microscopy) wunu
npoceeymBarollan anekTpoHHas mukpockonma (TEM - oT adrn. transmission electron
Microscopy) ANS U3MepPEHMs BbICYLLEHHbIX YacTul; nasepHas gudpakumsa (Laser Mastersizer,
Mie Theory; ISO 13320-1) n nocpeaCcTBOM CeaMMeHTauMoHHoro aHanmsa (Sedigraph-Stoke’s
Law; I1ISO 13317-3) n nocpeactsOM CUTOBOro aHanmsa. B uenax Hactosiwero nsobpeteHus
pasmep 4actuy dapmaueBTUYECKU NPUEMSIEMOrO WHEPTHOro sapa WU nennet nepsBoro u
BTOPOro MHOXECTBa, Kak OMpeaeneHo B AaHHOM [AOKYMEHTE, U3MEpPSIETCA MOCpeaCTBOM
CUTOBOrO aHanmusa, B 4aCTHOCTW, B COOTBETCTBMM C yKasaHusmu EBponenckon chapmakonem
(cm. Tarke EBponenckas dhapmakones, rnasa 2.9.38).

TepMuHbl «BapnabenbHOCTb» U «AUCNEPCUS» MMEKT OAHO M TO XKE& 3HayYeHne u
ncnonb3yTcs B3ammosameHsiemo. OHM OTHOCATCA K TOMY, Kak pacnpegensietca Habop
AaHHbIX. BapunabenbHocTb gaet Bam cnocob onmncaHust TOro, kKak CUNbHO Habopbl AaHHbIX
BapbUpyloT. B 4acTHOCTW, TepMUH «BapmabenbHOCTb pasmepa 4acTtuy» OTHOCUTCH K TOMY,
HaCKOMNbKO pacrnpOCTPaHEHHbIM SABMSETCA pasMmep YacTuy 4aHHOW BENNYMHBI.

BbipaxkeHne «no meHbwen mepe 90% [...] umeeT pasmep 4actuy ot X 40 Y MKM»
o3HavaeT, uto 90% ofuwero konuyecTsa MONynaAUUM 4YacTuly WMEET pasmep YacTtuu,
cocTtasnawowmin ot X a0 Y MkM. B uensx nsobpeTteHus BbipaxeHne «no meHblien mepe 90%
hapmaueBTUYECKM MPUEMIEMbIX MHEPTHbIX SAEP WM nenner umeeTr BapuabenbHOCTb
pasmepa 4actuy He 6onee 200 MKM» O3HA4aeT, YTO OT AaHHOro 3HaveHust 90% nonynsauum
hapmaueBTMHECKM MPUEMINEMbIX WHEPTHbIX S4ep WK NennetT MMeeT pasmep 4actuy,
oxBaTtbiBawowmun * 200 MKM OT JaHHOrO 3HaveHusa. Hanpumep, onsa 3ayCcTaHOBMEHHOrO
3Ha4yeHua 500 mkm, no meHbwwen mepe 90% nonynauun hapmMaueBTUHECKN MPUEMMNEMbIX
MHEPTHbIX aaep nmetoT pasmep dvactuy ot 300 mkm go 700 Mkm (@ UMeHHo = 200 mKm).
BapnabenbHocTb pasmepa vactuy dapmMaueBTUYECKN MPUEMIEMbIX WHEPTHbIX S4ep Wnn
nenneT MOXHO M3MepuTb NoBbiM CnocobOM, pPacKpbITbiIM B COBPEMEHHOM YPOBHE TEXHUKWU.

Mpumepbl cnocoboB, OBbLIYHO MCMOMNb3YEMbIX ANSA U3MEPEHUs BapuabenbHOCTM pasmepa
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yactuy, npeacrasnaloT cobon cnegylowme: auHamudeckoe paccesHue ceeta (DLS),
coobujarollee CpeaHeYnCrnioBoe 3HaA4YEeHME gMamMeTpa, aToMHO-cunosas mMukpockonmsa (AFM)
Mnn npoceevnBaoLlan 3nekTpoHHas mMukpockonua (TEM) ans u3MepeHusi BbICYLUEHHbIX
yacTtuy; nasepHasa gudpakums (Laser Mastersizer, Mie Theory; ISO 13320-1), nocpeacTsom
ceaumeHTaumoHHoro aHanusa (Sedigraph-Stoke’s Law; 1ISO 13317-3), nocpeaCcTBOM CUTOBOrO
aHanmsa 1M ONTUYECKOM MUKpOckonuu. B uensix Hactoswero nsobpeTteHus sapuabenbHOCTb
pasmepa yactuy NpeanovTUTENbHO M3MEPAETCA NOCPEACTBOM CUTOBOIO aHanmsa.

B opgHOM BOMMOWEHMM MHOrOeAMHUYHAsA nepopanbHas rnekapcTBeHHas dopma
npeacraesnseT cobon MHOroeAMHUYHYKD MEepOopanbHY NEKaAPCTBEHHYK OPMY, B KOTOPOW
pasmep 4actuvy AoKcunammHa unm ero papmMmaleBTUyYeCcKn NpuemMnemMon Conu xapakTepusyeTcs
Tem, 4yto umeetr D90, paBHbIM MM MeHbwe 4yem 250 mkm. B opgHOm BOMnowleHun
MHOroenHN4YHas nepoparnbHas nekapcTBeHHas dopma npeacrasnset cobon
MHOMOEANHUYHYIO NepoparnbHyl0 NEeKapCTBEHHYIO ¢opMy, B KOTOPOM pasmep uvactuy
NMPUAOKCMHA NNn ero hapmaleBTUYECKN NPUEMMIEMON CONM OTNnYaeTcs Tem, 4To nmeet D0,
paBHbIA UNKU MeHble Yem 250 mkm. B 0gHOM BOMMOLWEHMM MHOroeAuHMYHas nepoparbHas
nekapcTBeHHas popma npegcraBnsgeT cobon MHOrOEANHNYHYIO NepopanbHYO NEKapCTBEHHYO
dopmy, B KOTOPOM pasmep 4vactuy AOKCUNaMmHa unu ero gapmMmaueBTU4eCcKn npuemremon
conun otnuyaetcs Tem, 4to umeet D90, paBHbI UM MeHbLLe YeM 250 MKM; 1 pasmep vactuy
NUPUAOKCMHA NNn ero hapmaueBTUYECKN NPUEMNEMON CONM OTNNYaeTcs TeM, YTo nmeeTt D0,
paBHbIA UNU MeHbLUE Yem 250 MKM;

B oagHOM BOMMOWEHMM MHOrO€AMHMYHAS nepopanbHas nekapcTBEHHas dopma
npeacrtaBnsaeT cobon MHOMOeAMHUYHYID MEepPOopanbHyld NEKapCTBEHHYID OpMY, B KOTOPOW
pasmep 4acTtuy ogHOro unm 6onee aHTUCNEXMBATENEN, XapakTepnsyeTcs Tem, 4to numeet D90,
paBHbIA UMM MeHbLle Yyem 250 mkm. B ogHOM BOMMOLLEHUM MHOrOeAMHMYHAas nepopanbHas
nekapcTBeHHasn opma npeacTaBnaeT coboN MHOrOeAMHUYHYO NEPOopanbHy0 NEKAPCTBEHHYIO
dopmy, B KOTOPOM pasmep uvactuy ofgHoro wunm 6onee BO3MOXHO MPUCYTCTBYHOLMX
NopoobpasyloLLMX areHToOB Xapaktepuayetca Tem, 4To nmeet DI0, paBHbIN MMM MEHbLLLE YEM
250 MKM.

3HayeHne DX nokasbiBaeT, 4YTO OMNPeAEneHHbI npoueHT X vactuy uMmeet
Maccy/06beM/KONNMYECTBO, pPaBHYKO/bI/OE UNM  MEHbLUE onpegeneHHoro npegena. D90
nokaseiBaeT, 4to 90% yvactuy umeeT maccy/o0bem/KONMYECTBO, PaBHYHO/bIN/OE UNU MEHbLUE
onpeaeneHHoro npegena. D90 MOXHO BbipaxkaTb MO 06bEMY, MO Macce UMM No KonudecTsy. B
yensx Hacrosiwero msobpeteHnst D90 aKkTUBHBLIX MHIPEAUEHTOB (4OKCUMNaMuMHa U NUPUAMHA)
BblpaxatoT no obvemy. M, D90 aHTMCnexmuBaTenen, TakMx Kak TanbK, BbIpaXaroT Mo Macce.
Hanpumep, 3HaveHne D90 gokcmnammHa unm nMpuaokCuHa, paBsHoe U MeHbLue Yem 250 MK,
o3HauvaeT, 4to 90 06.% vacTuy MMeeT AuameTp, PaBHbIA UNM MeHble 4Yem 250 mkm. U

3Ha4vyeHne D90 Tanbka, paBHOe Unn MeHbLue 250 Mkm, o3HavaeT, 4to 90 macc.% vyacTtuy nveet
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AnameTp, paBHbIA UnNn meHble Yem 250 mkm. DX (1, B wactHocTn, D90) MOXKHO M3MEPUTL C
NCnonb30BaHNEM COOTBETCTBYIOLLEro cnocoba, packpbITOro Bbile, ANS U3MEPEHUA pasmepa
yactuy dapmaueBTUYECKU NMPUEMNIEMOro MHEPTHOro sapa, NEenneT C MOKPbITUEM, aKTUBHbIX
WHIPEANEHTOB W BCMOMOraTterbHbIX BELYECTB MO HAaCTOALWEMY U30OpPETEeHUIO, Takoro Kak,
Hanpvmep, CUTOBOW aHanus3. B yacTHOCTK, cpeam noaxoaaLmx cnocoboB, YNOMAHYTbIX BbILLE,
cnoco6 ManeepHa (Laser Mastersizer, Mie Theory; ISO 13320-1) saBngaetca
npeanoyTUTENbHBIM  BapuaHtom ana onpegenenns D90 wn  pacnpeaeneHna vactuy
JOKCMNaMUHA unn ero apmaueBTUYECKM MNPUEMMEMON cConm Mo pasmepy n takke D90
NMMPUAOKCMHA UNu ero apmaneBTUYECKU NPUEMIIEMOWN COMnK.

B oaHOM BOMMOWEHMM MHOrOeAMHUYHAsA nepopanbHas rnekapcTBeHHas dopma
COAEPXMT NepBoe MHOXECTBO MENNETOB, KOTOPOE COAEPXUT TepaneBTUYeckn 3pdeKTUBHOE
KONMUYecTBso apmaueBTUYeCKn NPUEMIEMON CONW AOKCUMAMUHA, B 4aCTHOCTM, CyKumMHaTa
JokcunamuHa. B ogHOM BOMMOLWEHUN MHOrOEAMHUYHAA nepopanbHas nekapcrteeHHas dopma
COAEPXKUT NepBOe MHOXECTBO MENNeTOB, KOTOPOE CoAepPXUT OT 5 Mr 4o 50 Mr Ha nepopanbHyo
neKapcTBEHHYIO PopMy AOKCuNamvHa wnn ero apmaueBTUYECKU MNPUEMMEMOWN COMU Ha
MHOTFOeANHNYHYIO NEKAPCTBEHHYIO dOPMY, B YacTHOCTU, OoT 6 mr 4o 40 mr, ot 7 mr go 30 wr,
fonee KOHKPETHO OT 8 Mr Ao 22 mr. B 0g4HOM BOMMOLUEHUM MHOrO€AMHUYHas nepoparnbHas
nekapcTBeHHas opma CoAepPXMT NepBoe MHOXECTBO, MMEKOLLEE B YAaCTHOCTU OT 5 Mr go 50 mr
Ha nepopanbHyl INEKapCTBEHHYIO (OpMYy AOKCMMaMMHa CyKUMHATa Ha MHOMOEAUHUYHYIO
nekapcTBEHHYIO hopmy, B YacTHOCTM OT 6 Mr 40 40 mr, oT 7 mr 40 30 mr, 6onee KOHKPETHO OT 8
Mr 40 22 Mr; HaMHOro 6onee KOHKpPeTHo, oT 9 Mr 4o 11 Mr gokcmnamumHa cykuymHata. B 6onee
KOHKPETHOM BOMMOLLEHMM MHOrO€AMHUYHas nepopanbHas nekapcTBeHHast oopmMa COLEPKUT
nepBoe MHOXECTBO nenneTos, mmewwmx 10 Mr gokcmnammHa wnm ero apmayeBTUYecKku
npuemMnemMon Cconu; B  4YacCTHOCTM, [AOKCUNAMMHA CyKUMHara Ha  MHOrOEAMHUYHYHO
nekapcTBeHHyo ¢opmy. B ewe OaHOM BOMMOWEHUM MHOrOEAUHUYHAS nepopanbHas
nekapcTBeHHasa hopma COAEPXKUT NEPBOE MHOXECTBO MENNETOB, MMEIOLWMNX, B YACTHOCTH, OT
19 Mr go 21 mMr gokcunamvHa unm ero apmaueBTUYECKUN NPUEMMEMON COMU; B YaCTHOCTWN,
AOoKcunammuHa cykymHata. B ewe ogHom 6onee KOHKPETHOM BOMMOLIEHUN MHOroeAMHUYHasA
nepopanbHasa nekapcTeeHHas opma COAEPXKUT NepBoe MHOXECTBO nenneTos, nmerwmx 20
Ml OKCUMaMUHA UNn ero papmaneBTUHECKA NMPUEMITEMON COMKM, B YACTHOCTU, AOKCUNaMUHa
CYKUMHaTa Ha MHOrOeAMHNYHYO NEKaPCTBEHHYIO hopmy.

B oagHOM BOMMOWEHMM MHOrO€AMHMYHAsA nepopanbHas fekapcTBeHHas dopma
COAEPXKNT BTOPOE MHOXECTBO MEMNMETOB, KOTOPOE COAEPXKUT TepaneBTUYECKU 3PdeKTUBHOE
KONn4ecTso rapmaueBTMYECKM NPUEMIEMON CONWN NUPUAOKCUHA, B YACTHOCTW, NUPUAOKCUHA
rmapoxnopuga. B ogHOM BONMOLWEHMN MHOrOEAMHUYHAS NepopanbHas nekapcTeeHHas dopma
COAEPKUT BTOPOE MHOXKECTBO MENMETOB, KOTOPOE COAEPXKUT OT 5 Mr 4o 50 Mr Ha nepopankeHyo

NneKkapcTBeHHY0 hopMy MUPUAOKCMHA UNU ero apmaleBTUYeCKU NpUeMNeMON Comnu, Ha
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MHOIOeANHNYHYIO NEKapCTBEHHYD popMy, B YacTHocTn, oT 6 mr o 40 mr, ot 7 mr 4o 30 wr,
fonee KOHKPETHO OT 8 mMr o 22 mr. B 0gHOM BOMMOLEHNN MHOrOeAMHUYHasS nepopanbHas
nekapcTBeHHasa hopma COAEPKUT BTOPOE MHOXECTBO MENNETOB, UMELWMX, B YACTHOCTH, OT 5
Mr 4o 50 Mr Ha nepoparbHYK IEKapCTBEHHYK GOpMYy MUMPUAOKCUHA rmnapoxnopuaa Ha
MHOrOe4NHNYHYIO NEKapCTBEHHYIO (POpMY, B HaCTHOCTU, OT 6 Mr 4o 40 Mr, B 4aCTHOCTW, OT 7 Mr
4o 30 mr, 6onee KOHKPETHO OT 8 Mr 4o 22 mr; ropasgo 6onee KOHKPETHO OT 9 Mr go 11 wmr
nMpuaokcMHa rugpoxnopuga. B 6Gonee  KOHKPETHOM  BOMMOLEHUW  MHOroeAMHUYHas
nepopanbHaa nekapcTeeHHaa oopma COAEPXUT BTOPOE MHOXECTBO NenneTos, umerwmx 10
Ml MUPUAOKCUHA NN ero hapmaleBTUYECKN NPUEMIEMON COMU; B YaCTHOCTU, rmapoxnopuaa
NMMPUAOKCMHA Ha MHOFOEAMHUYHYIO NeKapCTBEHHYIO ¢opmy. B elje ogHOM BOMNMOLIEHUU
MHOroeAMHWYHAA nepopanbHas nekapcTBeHHas opma COAEpPXUT BTOPOE MHOXECTBO
nenneTos, UMELNX B YACTHOCTU, OT 19 Mr 4o 21 Mr nMpmnaoKkcnHa unm ero oapmMaleBTUYeCKU
npueMnemMon Cconu;, B YacTHOCTW, NUPUAOKCMHA ruapoxnopuga. B ewe oaHom OGonee
KOHKPETHOM BOMMOLLEHMM MHOrO€AMHUYHaA nepopanbHas nekapcTBeHHas popma COLEPXKUT
BTOPOE MHOXECTBO nenneTos, umerwmx 20 Mr nupuaokcuHa wnu ero dapmaueBTU4eCcKu
npvemMnemMon Cconu;, B 4YaCTHOCTW, MNUPUAOKCMHA TUAPOXNIOpMAA Ha  MHOFOEAUNHWUYHYIO
nekapCcTBEHHYO hopmy.

B oaHOM BOMMOLWEHUN MHOrOEAUHUYHAA nepopanbHas fekapcTBeEHHas dopma
COLEPXUT NEPBOE MHOXECTBO MENNETOB, KOTOPOE COAEPKUT LOKCUNAMUH UNU TepaneBTUYECKU
acbbekTMBHOE KONMUYECTBO €ro  dapmaueBTUYECKM MPUeMNneMon COnu, B  YaCTHOCTW,
AOKCUNaMUHA CyKLMHATA; 1 BTOPOE MHOXECTBO NENMETOB, KOTOPOE COAEPXKUT TEPANEeBTUYECKN
3 PEKTMBHOE KONMUYECTBO MMPUAOKCUHA UNN ero hapMaueBTUYECKU MPUEMIIEMON CONU, B
4YacTHOCTW, nNUPUAOKCUMHA ruapoxnopuaa. B ogHOM  BOMMOWEHWM  MHOrO€4UHWYHAsS
nepopanbHasi nekapcTBeHHasi opma COAEPXKMT MNEepBOe MHOXECTBO NENMEeToB, KOTOpoe
cogepxut ot 5 mr go 50 Mr gokcmnamuHa unu ero hapmMaueBTUHECKN NMPUEMNEMON COMU; B
YaCTHOCTW, [OKCMMNaMWHA CyKUMHaTa Ha MHOTMOEAUHNYHYIO NEKapCTBEHHYIO OpMy, B
yactHocTh, 10 Mr mnm 20 Mr gokcmnamuHa unm ero apmayesTU4eCckn NpUeMneEMon Conu; B
YaCTHOCTW, AOKCUINamMmMHa CyKuMHaTa Ha MHOTOEAMHUYHYIO NEKapCTBEHHYKO hOPMY; N BTOpPOE
MHOXECTBO MENMeToB, KOTOPOEe coaepxUT oT 5 mMr go 50 mMr nupuaokcuHa wnm ero
hapmaueBTMYECKM MPUEMIIEMON COMW;, B 4YaCTHOCTW, NUPUAOKCMHA TMAPOXNopuaa Ha
MHOrOeaMHNYHYIO NEKapCTBEHHYIO bopMy, B YacTHOCTK, 10 Mr unn 20 Mr nMpUAOKCUHA UK ero
hapmaueBTMYECKM MPUEMIIEMON COMW;, B 4YaCTHOCTW, MUPUAOKCUHA TMApPOXNopuaa Ha
MHOMOEANHNYHYIO JEKApCTBEHHYIO OpMYy. B KOHKPETHOM BOMMOWEHUN MHOrOEANHNYHAS
nepopanbHas nekapCTBEHHas opma COAEPXKMT MNEepBOE MHOXECTBO MNENMeToB, KOTopoe
cogepxmt 10 Mr gokcunamuHa vmnu ero papmaueBTUYECKU NMPUEMIIEMON COMU; B YaCTHOCTMU,
AOKCUNaMUHA CyKLMHATa Ha MHOMOEAUHNYHYIO NEKapPCTBEHHYO (POPMY, U BTOPOE MHOXECTBO

nenneTos, cogepxawmx 10 Mr NMpMAOKCMHA UK ero apmaleBTUHECKN NPUEMITIEMON CONU; B
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YaCTHOCTW, MUPUAOKCUHA TMAPOXNOPMAA HA MHOTMOEAMHUYHYIO NeKapCTBEHHYo opmy. B eue
OAHOM KOHKPETHOM BOMJSIOWEHMN MHOrOEAMHUYHAA nepopanbHas nekapcTBeHHasa dopma
COAEPXKMT MepBOe MHOXECTBO MENneToB, KoTtopoe cogepxut 20 Mr JokcunammHa unu ero
hapmayeBTMYECKM MNPUEMMEMOW COMW; B  YacTHOCTW, AOKCUNamMuHa cykumHata Ha
MHOMOEANHUYHYIO NEKapCTBEHHYIO hOPMY, U BTOPOE MHOXECTBO NenneTos, cogepxawmx 20 mr
NMMPUAOKCMHA UNU ero dapmaueBTUYECKU MNPUEMIEMON COMU; B YaCTHOCTM, MUPUAOKCUHA
rmapoxnopuaa Ha MHOroeAUHNYHYIO NEKAPCTBEHHYIO hopMy .

B ogHOM BOMSOWEHUN MHOTOeAMHNYHAA NnekapcTBeHHas popma coaeput ot 20 Mr 4o
220 Mr nepBOro MHOXeCTBa MNENNEeTOB, KOTOPOE COAEPXUT TepaneBTUYeckn adhdeKTUBHOE
KONMUYeCTBO AOKCUNamMuHa unuM ero gapmaueBTUYEeCKM MPUEeMMEMON COmnu, B YacTHOCTH,
JOKCUNamuHa cykuuHata. B ogHOM BOMMOLEHUN MHOrOeAWHUYHAs nekapcTBeHHas dopma
cogepxut ot 40 mr go 140 mMr nepsBoro MHOXECTBA MENSETOB, KOTOPOE COAEPXUT
TepaneBTMYeCKN IPdeKTUBHOE KOMMYECTBO JOKCUNaMmHa unu ero dapmMayeBTUYeCcKn
npuemMnemMon conu, B YaCTHOCTU, AOKCUNaMmnHa CcykumHara.

B ogHOM BOMMOLEHUN MHOrOeANHUYHAs NekapCcTBeHHas opma COAEePKUT NPUMEPHO
60 Mr nepBOro MHOXeCTBa MNEMNETOB, KOTOPOE COAEPXUT TepaneBTUYeckn 3PPEKTUBHOE
KONMMYECTBO AOKCMNamuHa wunn ero apmaueBTUYECKU NPUEMMEMON COMKW, B YaCTHOCTW,
AOKCUNaMmnHa cykumHaTa.

B ewe oaHOM BOMMOWEHU MHOTOEAMHUYHAS neKkapcTBeHHast opma CcoaepXuT
npumepHo 120 Mr nepBOro MHOXECTBa MNENneToB, KOTOPOE COAEPXUT TepaneBTUYEeCKU
3 PEKTMBHOE KONMNYECTBO AOKCMNamuMHa unn ero apmaueBTUYEeCKn NpuemnemMon conu, B
YaCTHOCTW, AOKCUMNaMMHa CyKuuHaTa.

B ogHOM BOMMOWEHNUM MHOIrOeAMHNYHANA nekapcTBeHHas hopma cogepkmt ot 20 Mr 4o
220 Mr BTOPOro MHOXECTBa NENNETOB, KOTOPOE COAEPMKUT TepaneBTUYECKU 3hdeKTUBHOE
KONMUYEeCTBO MUPUAOKCUHA WUNK ero dgapmaueBTUYECKM MNPUEMIEMON COMWU, B YaCTHOCTH,
nMpUAoKCMHa rmgpoxnopmga. B ogHOM BONMOWEHUM MHOMOEANHNYHAA NekapCTBEHHAs hopma
cogepxut ot 40 mr go 140 mr BTOPOro MHOXECTBa MNENMNETOB, KOTOPOE COLEPXKUT
TepanesTMyeckn 3 EKTUBHOE KOMUYECTBO MNUPUAOKCMHA WNKM ero  dapmaueBTUYECKN
npueMnemMon Conu, B 4YacTHOCTW, NUPWAOKCMHA rugpoxnopuga. B ogHom BonnowjeHuu
MHOroegMHNYHaa nekapcTseHHasa opma COAEPXUT NpuMepHo 60 Mr BTOPOro MHOXECTBa
NenneToB, KOTOPOE COAEPXKUT TepaneBTUYECKN 3PIEKTMBHOE KONMUYECTBO NMUPUAOKCUHA UNU
ero papmaueBTUYECKN NPUEMIEMON COMKU, B YaCTHOCTU, NMPUAOKCMHA rugpoxnopuga. B ewe
OAHOM BOIMOLWEHUN MHOroeAMHNYHAA neKkapcTBEeHHas hopma coaepxmt npumepHo 120 mr
BTOPOro MHOXECTBa NENMETOB, KOTOPOE COAEPXKUT TepaneBTUYECKN 3PPEKTUBHOE KONTUYECTBO
NMMPUAOKCMHA UNU ero apmaueBTUYECKU NPUEMIEMON COMU, B 4YaCTHOCTM, MUPUAOKCUHA
rmapoxnopuaa.

B ogHOM BOMSOWEHUN MHOFOeAMHNYHAA NekapcTBeHHas hopma cogepmt ot 20 Mr 4o
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220 Mr nepBOro MHOXeCTBa MNENNETOB, KOTOPOE COAEPXUT TepaneBTUYeckn 3dhdeKTUBHOE
KONMUYeCTBO AOKCUNamMuHa unM ero gapmaueBTUYECKM MPUEMMEMOW COMW, B 4acTHOCTH,
JokcunammuHa cykuymHata; n ot 20 mr go 220 mr BTOPOro MHOXeCTBa NENneToB, KOTOpoe
COAEPXUT  TepaneBTMYECKM  IPPEKTUBHOE  KOMMYECTBO  MUPUAOKCUMHA  uUnuM  ero
hapmayeBTMYECKM NPUEMMEMON COMW, B YACTHOCTW, ruapoxropuga nupuaokcuHa. B ogHom
BOMMNOLWEHNN MHOroeanHN4YHas nekapcTteeHHas gopma cogepxut ot 40 mr go 140 mr, Gonee
KOHKPETHO npumepHo 60 Mr, NnepBOro MHOXeCTBa NenneToB, KOTOpoe coaepXxmT ot 5 mr go 50
M JOKCUNaMWHa CykuuHaTa, B yacTHocTh, 10 Mr gokcunamuHa cykymHarta; u ot 40 mr go 140
mr, 6onee kKOHKpPeTHO 60 Mr, BTOPOro MHOXeCTBa NenneToB, KOTOpoe coaepmT oT 5 mr go 50
MI MMPUAOKCUHA rmapoxnopunaa, B YactHocty, 10 Mr nupuaokcrMHa rugpoxnopuga.

B ele ogHOM BOMMOWEHMN MHOrOEAMHNYHAA NeKapCTBeHHaa opma coaeput oT 40
mMr o 140 mr, 6onee KOHKPETHO npumepHo 120 Mr, NepBOro MHOXeCTBa MNENNeToB, KOTOPoe
cogepxut ot 5 Mmr go 50 Mr gokcunamumHa cykymHaTa, B 4acTHoctu, 20 mMr gokcuramuHa
cykumHata; n ot 40 mr go 140 mr, 6onee koHkpeTHO 120 Mr, BTOPOro MHOXeCTBa MNenneTos,
KoTopoe cogepxut ot 5 mr go 50 mr rugpoxnopuga nMpuLOKCUHaA, B 4dacTtHoctu, 20 mr
rmapoxropuaa nMpuaoKcuHa.

B oaHOM BOMMOWEHWM MHOrO€AMHUYHAs nekapcTBEeHHaa dopma COLEpPXUT nepBoe
MHOXECTBO MENMeToB, KOTOpoe coaepxuT oT 5 mr go 50 mr gokcunammHa cykuuHarta, B
yactHoct, 10 Mr pokcunammHa CykuuHaTta, M BTOPOE MHOXECTBO MENneToB, KOTopoe
coaeput ot 5 mr go 50 mr rugpoxnopuga nUpMAoKcuHa, B YactHoct, 10 Mr rmgpoxnopuaa
NMMPUAOKCMHA. B KOHKPETHOM BOMMOLEHUN MHOMOEANHNYHAS NEKapCTBEHHasN popma COaEPKUT
nepBoe MHOXECTBO MenneTos, KoTopoe cogepxmt 10 Mr gokcunamuHa CykyvmHaTa, u BTopoe
MHOXECTBO NenneTos, cogepxawmx 10 Mr rugpoxnopuga nMpUaOoKCUHa.

B eLe ogHOM BONNOLWEHMN MHOrOEANHNYHAA NeKapcTBEHHas hopma COAEPNKUT Nepeoe
MHOXECTBO MENNETOB, KOTOPOEe COoAepXMT OT 5 Mr o 50 mr gokcunammHa cykuuHarta, B
yactHoctn, 20 Mr JokcunamvHa CyKkuuHaTta, M BTOPOE MHOXECTBO MENNeToB, KOTopoe
coaepuT oT 5 mr go 50 Mr nupmnaokcuHa rugpoxnopuaa, B YactHoct, 20 Mr NnUpULOKCUHa
rmapoxnopuga. B KOHKPETHOM BOMMOLEHUM MHOrOEAMHUYHAA fekapcTBEHHas dopma
COAEPXKNT NEPBOE MHOXKECTBO NENMETOB, KOTOPOE coaepuT 20 Mr JoKCMNnaMmmnHa cykumHaTa, u
BTOPOE MHOXECTBO NENNEeToB, cogepxawux 20 Mr nMprMaoKCHMHa rmgpoxnopuaa.

TepMUH «aHTUCINEXUBATENb» WMNU  AHTUCNEXMBATENM» OTHOCUTCS K nobomy
hapmaleBTMHECKM NMPUEMNIEMOMY CPEACTBY, CNOCOBHOMY YMEHbLUATL TOMLMHY NOBEPXHOCTM U
4acToTy BO3HUKHOBEHVS SApa WMNAW NENMeTOB, CIWMWMXCA BMECTE BO BPEMSI HaHECEHUs
MOKPbITUS, U, KaK Crneacrtene, ynyywatb 3PPEKTUBHOCTb cnocoba, 0g4HOPOLHOCTb NOKPLITUS U
BHELLHWIM BUA, NpegoTepallas obpasoBaHne KOMKOB (arperaTtoB), n obecneunsaeT obneryeHmne
YNakoBKW, TPAHCMOPTA, CbINy4YeCTU, HAMOMHEHUA B KOHEYHYK NEKapCTBEHHYIO QOpMY WU

noTpebnexus. Mpumepbl aHTUCNEXUBATENEN, BKINIOYAOT cTeapaTt kanbuus, cTeapar MarHus,
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ANOKCUA, KPEMHUS, CUMUKaTbl, TanbK, MyKy, Kpaxmar, Tpukansummdocdar, cunukar Kanbyus,
NMOPOLLKOOOPa3Hyo LIENMonosy, OKCUA MarHus, CUNUKaT MarHus, TPUCUIMKaT MarHus, AMoKcua
KpemHus 3y6HOro tuna, ruapodobHbIN KONMMOUAHBLIA LUOKCUE KPEMHUS, KONMMOUAHbLIA AUOKCUL,
KPEMHWS, cTeapaTt HaTpuUs U UX CMECb, HO HE OrpaHMyMBaloTCs UMKU. B ogHOM BOnnoLweHuu
MHOroeANHNYHAA neKapCTBEeHHas opma COAEPXUT OAWH unu Bonee aHTUCnEXuBaTenew,
BblOpaHHbIX U3 rPynnbl, COCTOALEN U3 Tanbka U AMOKCUAA KPEMHUA (KONMMOUAHOro AnoKkcuaa
KpemHusa, B JacTtHoctn, Aerosil) m mx cmecn. B ogHOM BONMOWEHUN MHOroeAuHUYHas
nekapcTBeHHasa popma COAePXUT TarnbK B Ka4yecTBe aHTUcnexusarens. B ogHom BonnoweHun
MHOroeANHNYHAA neKapCTBEeHHas opma COAEPXUT OAWH unu Bonee aHTUCnEXuBaTenew,
UMEIOLLMX pacnpejenerHme Yactuy no pasmepy, otnmyarowieecs tem, 4to nmeet D90, paBHbIn
uUnn meHble Yem 250 MKM; B 4aCTHOCTWU, MeHblle Yyem 150 mkm; 6onee KOHKPETHO, MeHbLUe
yem 100 mkm. B ogHOM BOMMOLEHUM MHOrOEAMHNYHAs NekapCcTBEHHaa hopma COAEPKUT OAMH
unn OGonee aHTUCNEeXuBaTenen, WMEKLWMX pacnpejeneHne 4vactuy no  pasmepy,
oTnnyatoeecs Tem, 4To umeet DI0, paBHbIN UMK MeHbLUE Yem 75 MkM. B ogHOM BONnoLeHnm
MHOroeANHNYHAA reKkapCTBeHHaa dopmMa COAEPXUT TanbK B KayecTBE aHTUCNEeXuBaTtens,
umetowgero gnametp vactmy D90, meHbwe yem 250 MKM; B YaCTHOCTU, MeHbLLe Yem 150 MKM;
fonee KOHKPETHO, MeHbwe 4yem 100 mkm. B OZHOM BOMMOLWEHUM MHOrOEAMHUYHAS
nekapcTBeHHasa hopma COAEPXKUT TarnbK B Ka4eCTBE aHTUCNEXMBATENS, UMEIOLEro AnameTp
vyactuy D90, meHbLle Yem 75 MKM.

TepMnH «nopoobpasyloLnin  areHT» OTHOCUTCA K nobomy  hapmaueBTUHECKN
npuemMnemMomMmy CpeacTBy, cnocobHomy ofOpasoBbiBaTb OaHy wunu ©Oonee nop B
oBonouke/nokpbITUN  Ana  obecneyeHns MoAUMPULMPOBAHHOTO BbICBOOOXAEHNS aKTUBHbIX
NHrpeaneHToB. MNMopoobpasyowmn areHT MOXET ObiTb OPraHNYECKMM NN HEOPraHMYECKUM UM
nodon  mnx  KomBuHaUuen. Mpumepbl  nopoobpasylowlero  cCpeacrtsa  BKAOYAOT
nonuatunenrnukons (M3, NPONMNEHINMKONb, M30NPOMNWMOBLIA CNUPT, FMULEPUH, NaKTO3y,
FMIOKO3y, caxapo3dy, MaHHWT, copbuT, Xnopua Hatpus, XNOpua  Kanus,  Tanbk,
rMAPOKCUMPONUNLENIIONO3Y, TOHKOAUCNEPCHbIA caxap, MAPOKCUNPONUIMETUNLENNONO3Y
(FCMMLU), NonMBMHMMNOBBLIE CNUPTLI, CONONTMMEPLI METAKPUITOBOW KUCIOTbI UMM UX CMECh, HO He
orpaHnuyuBaroTcs MMK. B ogHoM BonmnoweHun nopoobpasyomn areHT BblibpaHo M3 rpynmbl,
COCTOSILLEN N3 Tanbka, TOHKOAMCNEPCHOrO caxapa, Xxnopuaa Hatpusa unu kanus n nx cmecu. Kak
YNOMSAHYTO  Bble, MHOIOEAUHMYHAs  nepopanbHas  nekapcTBeHHass  dopma ¢
MOANPULMPOBAHHBIM BbICBODOXAEHMEM MO HACTOALEMY N30OPETEHMIO, BO3SMOXHO, COAEPXKUT
oanH unn OGonee nopoobpasylomx areHToB. B ogHom BonnoweHun oauH unm 6onee
nopoobpasyloLmnx areHToB, Kak OnpejerieHo Bbile, HaxXOAATCA B MHOrOeAUHUYHOW
nepopanbHOM nekapcTBeHHon opme. B ogHom BonnoweHun oguH  wunu  Gonee
nopoobpasyloLmnx areHToB, Kak OnpeAeneHo Bblle, OTCYTCTBYOT B  MHOrO€AMHUYHOWN

nepoparnbHON NeKapCTBEHHON OOpMeE.
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TepMnH «hapmaueBTUHECKM MNPUEMIIEMbIN» OTHOCUTCS K NIOOOM  KOMMO3NLUN,
COEAVMHEHUID WM BELYEeCTBY, MOAXOAfAWEemMYy Ans MPUMEHEHUS B dapmaleBTUYECKON
TexHonormn. B uenax Hactoswero n3obpeTeHus TepMUH «hapmMaueBTUYECKN NpUEMNeMble
BCMOMOraTenbHble BewlecTBa WM  HOCUTENM» OTHOCUTCA K TakuM BCMOMOraTenbHbIM
BEL|EeCTBaM WNN HOCUTENAM ANA MOMYYEHUA KOMMO3UUMA C MEAULUHCKMM MPUMEHEHUEM.
CooTseTcTBYIOLME BCMOMOraTenbHbI€ BELECTBa U/UNN HOCUTENN N UX KONN4YecTsa MoryT ObITb
ObICTPO onpeaeneHbl cneyuanicTtamm B 4aHHon obnactu B COOTBETCTBUN C TUMOM MOMy4YaeMon
komnosmuymu. B oaHOM  BONMOWEHMM MHOrOEAMHUYHAs nekapcTBeHHas dopma C
MOAMMPULUNPOBAHHLIM  BbICBODOXAEHMEM MO HAacToAWeEMY W300pPEeTeHU0  AOMOSNTHUTEMNBHO
COAEPXKUT OAMH unu Bornee CBA3YOLMX BELLECTB, BELLECTB, CMOCOOCTBYIOLMX CKOSbXKEHWUIO,
HanonHWTenewn, CMasbiBalLLMX BELLECTB, CPEACTB, CNOCOOCTBYIOLMX BMUTLIBAHUIO Briaru, 1 nux
cmecn. B ogHoM BONMoLWeHnn cnocob BKOYAET NOnyvYeHne MHOroeMHUYHOW NeKapCTBEHHOW
dopmbl, KOTOpas MOXET coaepXaTtb OAHO wunu 6onee ddapmaueBTUYECKU MNPUEMNEMbIX
BCMOMOrarenbHbIX BELIECTB Wnn Hocuternen. Kak ynoMsHYyTO BbIWe, MHOroeaMHUYHas
nepoparnbHas nekapcTBeHHas ¢opma C MOAUPUUUPOBAHHBIM  BbICBOOOXAEHMEM MO
HacTosilemMy Mn300peTeHuo, BO3MOXHO, COAEPXWT OAHO unm Gonee dapmayeBTU4ECKU
npvemMnemMbIX BCMNOMOraTtenbHbIX BeLWeCcTB WnM  HocuTenen. B ogHoOM  BonnowjeHun
MHOroeAnHNYHas  nepoparnbHas  nekapcTBeHHas  dopmMa €  MOAUMMUMPOBAHHBIM
BbICBODOXAEHMEM  COAEPXMT OAHO wunu Gonee  hbapmaueBTUYECKM  NPUEMMEMbIX
BCMOMOraTenbHbIX BELLECTB UMW HOCUTENEN.

B oagHOM BOMMOWEHMM MHOrO€AMHMYHAS nepopanbHas nekapcTBEHHas dopma
COAEPXKNT OAUH Mnn Bonee NopoobpasyoLMX areHTOB, Kak ONPeAEneHo Bbille; U O4HO Mnn
B6onee hapmauyeBTUYECKN NPUEMIEMbIX BCMOMOraTenbHbIX BELLECTB NN HOCUTENEN.

TepMuH  «cBA3ylOLlee BELECTBO» OTHOCUTCS Kk nobomy  dhapmaueBTMYECKM
npuemMnemMomy coeauHeHuto, obrnagatoemy CBOMCTBaMM CBA3biBaHUsS. Bewectsa, 0ObIYHO
UCronb3yemble B Ka4yeCTBE CBA3YIOLMX BELWECTB, BKMAOYAT  MUKPOKPUCTANNNYECKYHO
Lennionosy, NONMBMHUNNMPPONUAOH (Takke HasbliBaeMbln noBugoHom wunu [BI1), nonnvepsl
METUNUENMONO3bI, TMAPOKCUITUNLENNIIONO3Y, M4 POKCUNPONULENONO3Y, L-
rMAPOKCMNPONUIUEnono3y (HU3KO3aMELLEHHYIO), rnapokcunponunmeTtunuennonosy (MMLL),
HaTpUR-kapOoKCUMETUNLENTIONO3Y, KapOOKCMMETUNEH,
KapOOKCUMETUNTUAPOKCUITUNLENNIONO3Y U APYrne NPOU3BOAHbIE LIENNoNo3bl, kKpaxmarnbl unu
MOANPULMPOBaHHBIE Kpaxmarbl, nununatunenrnukons (M3 6000, ryaposyto kameab, Kpaxmarn
UNW Wwennak n nx cmecb. Npumepbl CBA3YIOLMX BELLECTB BKMOYAKOT KaMeAb, arap, anbrmHOBYHO
KMCNOTY, kKapboHaT KanbumMs, NakTaT kanbyus, HaTpun-kapOoKCMMETMNLENONo3y, Lennionoasy,
MUKPOKPUCTANMMYECKYIO LEnmionosy, KOMOBWAOH, AEKCTpaTbl, AEKCTPUH, 3TUNUENNIonoay,
XKEenaTuH, XUAKY rnoko3y, rnuyepvnderenar, rnuyepunaubereHar, ryapoBylo Kameab,

MMAPOKCUITUNLENIIONO3Y, MMAPOKCUMPONUILENNonosy, HM3KO3aMeLLEHHYIO
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rMAPOKCUNPONUNLUENIIIONO3Y, TMNPOMENNO3y, TMNPOMENNO3bl auetata CyKUMHaT, WHYMWH,
WHBEPTUPOBAHHbIN caxap, MOHOrMApaT  NakTo3bl, ManbTOLEKCTPUH, MarnbTo3Yy,
METUNUENMonoay, A POreHN3NPOBaHHYIO NONUAEKCTPO3Y, NONN3TUNEHOKCUA,
NONMBUHUIMIMPPONMAOH  (Takke HasbiBaeMbli nosmgoHom urm [BI), nynnynaH, wennak,
anbruHar HaTpus, npexenaTMHN3NPOBaHHbIN Kpaxman, MOANDULNPOBAHHbBIV
NpeXenaTtvHU3NPOBaHHbLIM  Kpaxmarn, Kpaxman KyKypy3bl, [MAPOKCUNPONUIIOBLIA Kpaxmarn
KYKYPY3bl, MpeXenaTtMHU3NPOBAHHbLIN MMAPOKCUMNPONUIIOBLIN  Kpaxmar KyKypy3bl, Kpaxmarn
ropoxa, MMAPOKCUNPONUIOBbLIN Kpaxman ropoxa, npexenaTMHN3NPOBaHHbIN
A POKCUMPONUIOBLIN  Kpaxman ropoxa, KapTodernbHbI Kpaxman, MapoKCUnponunoBbIv
Kpaxmarn kaptodens, npexenaTtuHU3UPOBaHHbIM MMAPOKCUMNPONUIIOBLIM Kpaxman kapTtodens,
Kpaxmarn Tanuoka, Kpaxman rMweHuUbl, TMAPOreHN3NPOBaHHbIN rMApPONu3aT Kpaxmana,
caxaposy, MOACOMNHEYHOe Macro, nartoky, Tperanosy, rMApOoreHU3NpoBaHHOE pacTUTeNbHOe
Macno, BUTaMnH E NOnMaTUNeHrnukone CyKymHarT.

B oagHOM BOMMOWEHWM MHOroegMHMYHAsA nepopanbHas nekapcTBeHHaa dopma
npeacraBnser CobOM MHOrOEAMHUYHYKO NEepoparnbHY INEKAPCTBEHHYO opMy, B KOTOPOW
hapmayeBTUYECKM NPUEMMNEMbIE BCMIOMOraTenbHble BELECTBa UMM HOCUTENN BKMOYaOT O4HO
unn  Gonee  CBA3YKOWMX  BELIECTB; NPEAMNOYTUTENbHO  BKMOYAKT  Wennak u
nonusmHunnuppoamaoH (MBIM), n Gonee KOHKPETHOE BOMMOWEHNE npeacTaBnseT cobown
Lennak, He cogepxaun Bock, n PVP-K30.

TepMUH «BELLECTBO, CNOCOBCTBYIOLLEE CKOMBXEHUIO» OTHOCUTCS K hapmaueBTUYECKM
npuemMnemMomy BELLECTBY, KOTOPOE YIyYLLAET XapaKTEPUCTUKA TEKYHECTU MOPOLLKOBbLIX CMECEN
B CyXOM coOCTOsiHUM. BewecrtBa, O0OblMHO WUCNONMb3yeMble B KayecTBe BeELLECTBa,
CrnoCcOOCTBYIOLLErO CKOMbXEHWUIO, BKMOYAKOT CcTeapaTt MarHus, AUOKCUA KPEMHUS (KONMOUAHbIN
AVNOKCUA KpeMHUSA; B YacTHocTn, Aerosil) unm tanbk. B 0gHOM BOMMOLEHNN MHOroeANHUYHaN
nepopanbHasi nekapcTBeHHas opma npeacraBnseT cobor MHOrOEAMHUYHYIO NepopanbHyro
NeKapCTBEHHYO OPMY, B KOTOPOW apmMaueBTUYECKN MNPUEMIIEMbIE BCMNOMOraTesbHble
BELLECTBA NN HOCUTENMN BKNIOYaOT O4HO nnn 6onee BewecTs, CNOCOOCTBYHOLLNX CKOSbXXEHWIO;
NPeanOYTUTENbHO, BKIMIOYAIOT KOMMOWAHBIA AUOKCUMA KPEMHUS M Bonee npeanoyvTUTenbHO
Aerosil 200 Pharma.

TepMUH «Cma3sblBaloLlee BELYECTBO» OTHOCUTCH K (hapmaueBTUYECKM NPUEMIIEMOMY
BELLECTBY, KOTOPOE NpeaynpexaaeT COBMECTHOE arpermpoBaHme 1 NPUnUNaHne MHrpeaneHToB
KOMMO3MUMN K TabneTouyHOMYy MNpeccy Wnu MaluHEe ANS 3anofiHEHWUS Kancyn u ynydwaet
CbiNy4eCcTb cMecn komnosnymn. Bewjectsa, 06bI4HO MCMOMb3yeMble B KA4ECTBE CMa3blBaloLLEro
BELLECTBa, BKMOYAOT onear Hatpus, crteapat Hatpus, 6eH3oaT HaTpus, crteapaT HaTpus,
XNOpUA HaTpusi, CTEapUMHOBYIO KUCIOTY, cTeapundymapar HaTpusi, cTeapar Kanbuud, cteapart
MarHus, naypuncynedar MarHug, creapundymapar HaTtpus, CroXHble 3Mpbl caxapo3bl Unu

XKVMPHYIO KWCIMOTY, UWMHK, MOMW3TUNEHINUKONb, Tanbk U UX cmecu. lNprvmepbl cmasbiBaroLmx
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BELLECTB BKMOYaT 6eXeHOUNNONMOKCUNIMyepuabl, cteapar kanbuns, rmaporeHn3vpoBaHHoe
KacTopoBoe  Macrio, rUAPOreHU3MpoBaHHOE  KOKOCOBOE  Macno, rnvyepunbereHar,
rnuyepunaubereHar, rmMUUEepUnMOHO- U AuKanpunar, rMUUEepUnIMOHO- 1 AuKanpunokanpar,
rnuuepunMoHokanpunar, rIvUepunMoHoKanpunokanpar, rmuyepunMoHocTeapar,
rauyepunTpukanpunar, rmuuepuntpucTeapar, naypvHOBYO KUCIOTY, cTeapaTt MarHus, CeeTrnoe
MUHepanbHoe Macrno, MUPWUCTUHOBYIO KUCMOTY, FMAPOreHU3npOBaHHOE NanbMOBOE Macno,
NanbMUTUHOBYIO KWUCMOTY, MOMnoKcamep, MONUITUNEHINNKOMb, NOnMaTuneHrnmkons 3350,
NOMNOKCK 10-onennosbin  achup, nonmokecun-15-rugpokcucreapar, nonmokcun-20-
KETOCTEapunoBbIn acup, nonunokcun-35-kactoposoe macrno, nonuokcun-40
rMMApPOreHM3MPOBaHHOE  KacTopoBoe Macno, nonuokcun-40-cteapatr, nonumcopbar 20,
nonucopbar 40, nonucopbar 60, nonucopbar 80, OeHsoatr kanmsa, OeHsoaT HaTpws,
naypuncynbdar Hatpus, cTeapaT HaTpud, cteapundymapar HaTpusa, MOHonaypart copbuTaH,
MoHoonear copbuTtaH, MoHonanbmuTar copbuTtaH, MOHOCTeapar copbuTtaH,
copbuTtaHcecksmonear, Tpuonear copbutaH, CTEapUHOBYIO KUCMOTY, OUYULLEHHYIO CTEapUHOBYIO
KMCNOTY, CTeapaTt caxaposbl, TarnbK, MMAPOreHU3MPOBaHHOE pacTUTernbHOe macno Tumna | u
cTeapaT uuHKa. Hanuune cmasbiBarowlero BeLjectsa OCOOEHHO NpeanoYTUTENBbHO, Koraa
KOoMMo3nymsa npeacrasnsaet cobon TabneTky Ans ynyyweHusa npouecca TabnetnposaHus.
TepMuHbl «HanonMHUTENb» WU «pasbaBuUTENb» MMEKT OAHO W TOXE 3HaYeHue u
ncnonb3yTcs  B3aMmo3ameHsemo. OHM  oTHocaATca K nobomy  hapmayeBTUYECKU
npuemnemMomMy BCrOMOratenbHOMY CPeACTBY UM HOCUTENIO (BELLECTBY), KOTOPOE HanomnHseT
pasmvep KOMMNO3MuuKn, genas ee npUrogHou Ans nosnyydeHust n yaobHoW Ans npUMEHEHUS
notpebutenem. BewjectBa, OOblMHO WUCMNONb3yEMbIE B Ka4yeCTBE HAMOMHUTENS, BKIOYaOT
kapboHaT kanbuus, docdar kanbuusi, ABYXOCHOBHbIM docdaTt kanbuusi, TPEXOCHOBHbIN
cynbdaTt kanbuus, KanbUun-kaboKCUMETMNLENoNo3y, Lenmnonosy, NpoAyKTbl LENonossbl,
Takue Kak MUKPOKpUCTanMyeckas Lennionosa n ee conuv, NponsBoaHble AEKCTPMHA, AEKCTPUH,
AEKCTPO3y, (PpyKTO3y, NaKTUTOSM, NaKTo3y, Kpaxmanbl UM MOAMMULMPOBAHHbLIE Kpaxmaribl,
kapboHaT MarHusi, OKCUA MarHus, ManbTUTON, ManNbTOAEKCTPUHBI, ManbTO3y, MAHHUT, cOpouT,
Kpaxmarn, caxapos3y, caxap, KCUNUTOM, 3puTtpuTon u ux cmecn. B ogHom BonnowjeHuu
MHOroeANHNYHas nepoparnbHas nekapcTBeHHas dopma npeacrasnset cobon
MHOMOEANHUYHYIO MNEepopanbHyl0 NEKapCTBEHHYIO OPMY, B KOTOPOW apmaleBTUYEeCKu
npuemnemble BCMOMOraTenbHble BeLeCTBa WM HOCUTENM BKMIOYAKT oauvH wunn Bonee
HanoMHWUTENEN, NPEANOYTUTENBHO BKMOYAET caxaposy, Kpaxmarn UM MUKPOKPUCTaNNYeCKyo
yenntonosy. Npymepbl HANOMHUTENEN BKNIOYAKT CONoONUMeEp ammHOMETakpunara; cononumep
MEeTakpunara aMmMOHUS, AUCNEPCUIO CONonNMMepa MeTakpunaTa aMmmoHust; kapboHaT Kanbuus;
ABYXOCHOBHbIA hocdaTt kanbums, 6e3BOAHbIA; ABYXOCHOBHbIN hocdaT kanbuusi, AUrMapar;
TPEXOCHOBHbI hocdaT Kanbuusa; cynbdart kanbuua; uennadypaT; MUKPOKPUCTaNIIMYECKYHO

Lennonosy;  OKPeMHEHHYID  MUKPOKPUCTamNmNUUeckyro  Lennonosy;  MnopoLlkoobpasHyto
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Lennonosy; auetar LUennionosbl; KYKYPY3HYK Nartoky; CyXyt KyKYPY3HYHO MaToKy; AeKCTpaThbl;
LEKCTPUH, AEKCTPo3y; BCMNOMOrarenbHOe BELEeCTBO - AEKCTPO3y;, 3PUTPUTON, AUCNEPCUIO
cononumepa JTunakpunara wm MeTunMmeTakpunarta; QPyKTo3y; WMHBEPTUPOBAaHHbLIA caxap;
n3omanbT, KaonuH, anbda-naktanbOymuH, nakTutTon, ©Oe3BOAHYK nakTo3y, MOHorMapar
NakTo3bl; kKapBboHAT MarHus; OKCUA MarHus; ManbTUTOM, ManbTOAEKCTPUH, ManbTO3Yy; MaHHWUT;
cononumep MeTakpuroBOW KUCIOTbI U 3TUNakpunaTa; 4UCNepcmio Cononumepa MeTakpunosou
KMCNOTbl W 3TUNakpunata; COnonuMep METakpunoBOM KUCMOTbl WM MEeTUNMeTakpunara,
NoNNAEeKCTPo3y NOMNITUNEHTTIMKONb; nonuaTunenrnukonb3350; NPOMUMEHTTIKONb
MOHOKanpunar; nynnynaHd; CUMETUKOH; XNopua Hatpus, copbuton; npexenarmuHU3npoBaHHbIN
Kpaxmar, MOAUMPUUMPOBAHHBIN NPEXENaTUHU3NPOBAaHHbBIA Kpaxman; KyKypy3HbI Kpaxman,
KYKYPY3HbIA  TMAPOKCUMPOMUMOBLIA  Kpaxmar,  KYKYPY3HbIn  MNpexXenaTMHU3NPOBaHHbIN
rMMAPOKCUMPONUIOBLIN  Kpaxmarn, Kpaxman ropoxa; rMapOKCUMPONUIoBbIA Kpaxman ropoxa;
npexXenaTtuHU3NPOBaHHbLIM TMAPOKCUNPONUIOBLIA Kpaxman ropoxa; KapTodenbHbIn Kpaxmart,
kapTodenbHbIN rMAapoKCUNponunkpaxmart, KapToenbHbIN npexenaTtMHN3npoBaHHbIN
rMAPOKCUNPONUNKpaxmarn, Kpaxman Tanunoka, Kpaxmarn nweHnypl; rmgponunsar
rMAPOreHN3NPOBaHHOrO Kpaxmana, caxapo3y, MpPecCOBaHHbI caxap; caxap KOHAWUTEPCKOro
n3genua; caxapHble cqepsbl; NOACONHEYHOE MACMO; TanbK; Tperanosy u KCUnuTon.

TepMmuH  «cpeactBa, CNOCOOCTBYIOLUME  BMUTLIBAHUIO  Bnarm»  OTHOCUTCS K
hapmaueBTMHECKM NPUEMNEMOMY  BCMOMOraTteflbHOMY BELLUEeCTBY, KOTopoe obnagaer
CrnocobHOCTLIO BTArMBaTb BOAY B MNOPOBYK CeTb ycTpouctea pocraskn. OHO obnapaer
CNOCOBHOCTLIO noaBepratbesl husndeckon copbumm B OTHOLLIEHMM BOAbl. Ponb cpeacrtsa,
CNOCOOCTBYIOLLEro BMUTBLIBAHUIO Brary, 3akniovaeTcss B AEUCTBUN MOAO0OHO HOCUTENIO WU
obneryeHMn NOCTYMNEHUs BOAbl BO BHYTPEHHME MNOBEPXHOCTU sapa. Bewecrtsa, 06bl4HO
ncnonb3yemble B KauecTBe CPeACTBa, CMOCOOCTBYIOLLErO BMUTLIBAHWIO Briark, BKIHOYaOT
naypvncynbdart Hatpusi, KaonuvH, AUOKCUL TUTaHa, OKCUA antoMUHUS, OEHTOHWUT, MarHMeBO-
antoMUHUEBBIA CUNMUKAT, MOBUAOH W KOMMOMAHbLIA Auokcng kpemHusa (Aerosil). B ogHowm
BOMMOLEHNN MHOroeAMHNYHaa nepopanbHas nekapcTBeHHas dopma no  M3obpeTeHuto
npeacraBnsaeT cobon MHOrOeAMHUYHYKD MEPOpanbHYd NEKaAPCTBEHHY OpPMY, B KOTOPOW
hapmayeBTUHECKM NPUEMEMbIE BCMIOMOraTenbHbl€ BELECTBA UMM HOCUTENN BKMOYaOT O4HO
unn 6Gonee cpeacTs, CNOCOOCTBYIOLUMX BNUTLIBAHWIO BRarv; MNPeAnOYTUTENBHO, KaOIWH,
ANOKCUA, TUTaHa, OKCUL antioMUHUSA, BEHTOHUT, MarHMEBO-antOMUHUEBBLIN CUMMKAT, NOBUAOH U
KONNMOMAHbIA  AnMOKcua KpemHusa (Aerosil). B ogHOM  BOMMOLEHUN MHOrO€AUMHUYHAS
nepoparnbHas nekapcTseHHas popma no n3obpeTeHnio NpeacTaBnseT CoB0N MHOFOELNHNYHYHO
nepopanbHyld NEKapCTBEHHYIO opMy, B KOTOpOM apmMaueBTUYECKM MpUemMnemMblie
BCMOMOratenbHble BEL|eCTBA WU HOCUTENW BKNIOYaAIOT OAHO wunu OGonee cpeacTs,
CrnocobCTBYIOLUX BNUTLIBAHWIO BNarn, NPeAnoOYTUTENBHO BKMOYAOT NOBUAOH UNN KONMOWAHBIN

anokena kpemuus (Aerosil) unm nx cmecs.
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B oaHOM BONNOWEHUM MHOroeAWHWYHaA nepopanbHas nekapcTBeHHas dopma no
n3obpeTeHnto NpeacTaBnsaeT coboM MHOrOEANHNMHYO NMEPOopanbHY NEKAPCTBEHHYKD OoOpMYy,
rae MHOroeAuHWYHas nepopanbHas nekapcTBeHHas dopma ¢  MoaANULMPOBAHHBIM
BbICBODOXAEHNWEM COAEPXUT. MNEepBOe MHOXECTBO MenneT AOKCUnamumHa unuM  €ero
hapmayeBTUYECKM NPUEMIIEMON COMU C MOANDULMPOBAHHBIM BbICBODOXAEHMEM, COAEPKaLLMX
BHYTPEHHUIN aKTUBHbLIA CINOW MOKPbLITUA, cogepxawmn ot 6 o 20 macc.% ogHoro unn 6onee
NMOKPbIBAIOLLMX areHTOB OTHOCUTENbHO OBLLEN MACChbl BHYTPEHHEro akTUBHOIMO CIIOS MOKPbLITUS.

B oaHOM BONMNOLWEHUM MHOroeAuHWYHaa nepopanbHas nekapcTBeHHas dopma no
n3obpeTeHnto NpeacTaBnsaeT cobon MHOrOEANHNYHYKO NEepopanbHy NEKAapPCTBEHHYKD opMy,
rae MHOroeAuHWYHasa nepopanbHas nekapcTBeHHas dopma ¢ MoANULMPOBAHHBIM
BbICBODOXAEHUEM COAEPXUT. MNEepBOe MHOXECTBO MEenneT AOKCUNamuvHa unuM  ero
hapmaneBTUYECKM NPUEMNIEMON COMU C MOANMDULNPOBAHHBIM BbICBODOXAEHMEM, COAEPXKaLLmMX
BHYTPEHHUIN aKTUBHbIWA CNOW NOKPbITUSA, cogepxawmn ot 15 go 30 macc.% ogHoro unu 6onee
aHTUCneXmBarernen, OTHOCUTENbHO OOLLEeN MacCbl BHYTPEHHErO akTUBHOMO CMOSA MOKPLITUS.

B oaHOM BONNOLWEHUM MHOroeAuHWYHaa nepoparnbHas nekapcTBeHHas dopma no
n3obpeTeHunto npeacraBnseT cobon MHOrOEAMHUYHYIO MepoparnbHY0 NEKAPCTBEHHYIO hopmy,
rae MHOroeAuHWYHas nepopanbHas nekapcTBeHHas dopma ¢ MoANPULMPOBAHHBIM
BbICBODOXAEHMEM  COAEPXKUT. MNEpPBOE MHOXECTBO MenneT AOKCMnamumHa unM  €ero
hapmaueBTUYECKM NPUEMNEMON CONMU C MOANPULMPOBaHHBIM BbICBODOXAEHMEM, COAEPKALLMX
BHYTPEHHUIN aKTUBHbLIN CNOW MOKPbITUA, cogepxawmn ot 6 o 20 macc.% oaHoro unmn donee
MOKPbIBAKOLUMX areHTOB OTHOCUTENBbHO OBLLEeN MacCbl BHYTPEHHErO aKTUBHOIO Crosi MOKPbITUS;
ot 15 go 30 macc.% ogHoro unu Gonee aHTUCNEXUBaATENen, OTHOCUTENbHO OOLLEeN MaccChl
BHYTPEHHEr0 aKTMBHOIMO CNosi MOKPbITUS, U BO3MOXHO OAMH mnn Bonee nopoobpasyromx
areHToB, COCTaBMSOWMX CYMMY KOMMOHEHTOB BNnoTb A0 100 macc.% OTHOCUTENBbHO MacChl
BHYTPEHHEro akTUBHOMO COs MOKPbLITUS.

B oaHOM BOMNOWEHUM MHOroeAuHWYHaa nepopanbHasi nekapcTBeHHas dopma no
n3obpeTeHnto NpeacTaBnsaeT cobon MHOFOEANHUYHYO NMEpPOopanbHY NEKapCTBEHHYKD oOpMYy,
rae MHOroeAuHUYHasa nepopanbHas nekapcTBeHHas dopma ¢ MoaANUUMPOBAHHBIM
BbICBODOXAEHMEM COAEPXKUT. MNEPBOE MHOXECTBO MenneT AOKCMNamuMHa unuM  €ero
hapmaueBTUYECKM NPUEMNIEMON COMU C MOANDULNPOBAHHBIM BbICBODOXAEHMEM, COAEPKALLMX
NPOMEXKYTOUHBIA CMOW NMOKPLITUSI C BbICBOOOXKAEHMEM B KULLEYHMKE, cogepxawun ot 45 go 65
mMacc.% oaHoro mnu Bonee KUWEYHOPACTBOPUMbIX MOKPbLIBAKOLMX areHTOB OTHOCUTENBbHO
obLwen maccbl TPOMEXYTOYHOIO CrOS NOKPLITUS C BbICBOBOXKAEHNEM B KALLEYHUKE.

B oaHOM BONNOWEHUM MHOroeAuHWYHaa nepopanbHas nekapcTBeHHas dopma no
n300peTeHnto NpeacTaBnsaeT coboM MHOFOEANHNYHYO NMEPOopanbHY NEKAPCTBEHHYKD OpMYy,
rae MHOroeAuHWYHas nepopanbHas nekapcTBeHHas dopma ¢ MoaANUUMPOBaHHBIM

BbICBOOOXKAEHNEM COAepPXUT: nepBoe MHOXEeCTBO nennet AOoKCUnamMmmHa wunm  ero
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hapmayeBTUYECKM NPUEMIIEMON COMU C MOANDULMPOBaHHBIM BbICBODOXAEHMEM, COAEPKaLLMX
NPOMEXKYTOUHBIA CMOW NMOKPbLITUSI C BbICBOOOXKAEHMEM B KULLEYHMKE, cogepxawun ot 35 go 55
mMacc.% ogHoro unn 6onee aHTUCNEXNBATENEN, OTHOCUTENBHO OBLLEN MACChl MPOMEXKYTOHYHOMO
CNoA MOKPbITUA C BbICBODOXAEHMEM B KULLEYHUKE, W BO3MOXHO OAWH wunu OGonee
nopooBpasyoLMX areHToB.

B oaHOM BONNOWEHUM MHOroeAWHWYHAA nepopanbHas nekapcTBeHHas dopma no
n3obpeTeHnto nNpeacTaBnsaeT cobon MHOrOEANHNYHYO NMEpopanbHy NEKAPCTBEHHYKD opMYy,
rae MHOroeAuHWYHas nepopanbHas nekapcTBeHHas dopma ¢ MoANULMPOBAHHBIM
BbICBODOXAEHUEM COAEPXKUT. MNEepBOE MHOXECTBO MenneT AOKCUnamuvHa unuM  ero
hapmayeBTUYECKM NPUEMNIEMON COMU C MOANMDULMPOBAHHBIM BbICBODOXAEHMEM, COAEPXKALLMX
NPOMEXYTOUHBIA CMOW NOKPbLITUSI C BbICBOOOXAEHMEM B KULLEYHMKE, cogepxawyun ot 45 o 65
mMacc.% oaHoro unu 6Bonee KUWEYHOPACTBOPUMbIX MOKPbIBAKOLUX areHTOB OTHOCUTENbHO
obLen maccbl MPOMEKYTOUHOIrO Crosi MOKPLITUSA C BbICBOOOXKAEHMEM B KuLIeYHMKe; OT 35 fo 55
macc.% oaHoro unm 6onee aHTUCNEXNBATENEN, OTHOCUTENBHO OBLLEN MACChl MPOMEXXYTOUYHOMO
CNosi MNOKPbITUS C BbICBOOOXAEHMEM B KULLEYHMKE, W, BO3MOXHO, OAWH unu OGonee
nopoobpasyoLmx areHToB; U, BO3MOXHO, O4HO unn Gonee cdapmaueBTUYECKU MPUEMMNEMbIX
BCNOMOraTesbHbIX BELLYECTB, COCTaBMALMX CYMMY KOMMOHEHTOB BnnoTb Ao 100 macc.%
OTHOCUTENBHO MACChl MPOMEXYTOYHOIO COS NOKPbLITUS C BbICBOOOXLEHNEM B KALLEYHMKE.

B oaHOM BOMNOLWEHUM MHOroeAUHWYHAA nepopanbHasi nekapcTBeHHas dopma no
n300peTeHno NpeacTaBnsaeT cobon MHOrOEANHUYHYIO NMEepopanbHyO NEKAPCTBEHHYD OpMY,
rae MHOroeAuHMYHas nepopanbHas nekapcTBeHHas dopma ¢ MoANUUMPOBAHHBIM
BbICBODOXAEHMEM COAEPXKUT. MNEpBOE MHOXECTBO MenneT AOKCMnamumHa unuM  ero
hapmaueBTUYECKM NPUEMNEMON CONMU C MOANPULMPOBAHHBIM BbICBODOXAEHMEM, COAEPKALLMX
BHELLHWIA CNOW NOKPbLITUS ¢ MOANMULMPOBaHHBIM BbICBODOXAEHMEM, coaepxawuni oT 7 go 14
mMacc.% oaHoro mnu Bonee KUWEYHOPACTBOPUMbIX MOKPbIBAKOLMX areHTOB OTHOCUTENBLHO
obLen Mmaccbl BHELLHErO Crosi NMOKPbITUS € MOANMULMPOBAHHBIM BbICBOOOXAEHMEM.

B oaHOM BONNOWEHUM MHOroeAVHWYHaA nepopanbHas nekapcTBeHHas dopma no
n3obpeTeHno NpeacTaBnsaeT cobon MHOFOEANHUMHYO NEPOopanbHY NEKapCTBEHHYKD OopMYy,
rae MHOroeAuHWYHas nepopanbHas nekapcTBeHHas dopma ¢ MoaANULMPOBAHHBIM
BbICBODOXAEHMEM COAEPXKUT. MNEpPBOE MHOXECTBO MEenneT AOKCMNammHa unuM  €ero
hapmaueBTUYECKM NPUEMIIEMON CONMU C MOANDULMPOBaHHBIM BbICBODOXAEHMEM, COAEPKaLLMX
BHELLHWIA CMOW MOKPLITUSA C MOANMULMPOBaHHBIM BbICBOOOXAEHMEM, CoaepxKawimi oT 38 fo 46
mMacc.% oaHoro nnun 6onee nNoKpbIBALMX areHTOB C MOANMPULMPOBAHHBIM BbICBODOXAEHNEM
OTHOCUTENBHO OOLWENn MacCbl BHELUHEro Crosi MNOKPbITUS C  MOAUMULUMPOBAHHBIM
BbICBOD O] EHMNEM.

B oaHOM BONNOWEHUM MHOroeAuHWYHaA nepopanbHas nekapcTBeHHas dopma no

n3o0peTeHnto NpeacTaBnsaeT cob0M MHOFOEANHMYHYO NMEPOopanbHy NEKAPCTBEHHYKD hopMmy,
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rae MHOroeAuHWYHas nepopanbHas nekapcTBeHHas dopma ¢ MoANULMPOBAHHBIM
BbICBODOXAEHMEM COAEPXUT. MNEpBOE MHOXECTBO MenneT AOKCunamumHa wunu  ero
hapmayeBTUYECKM NPUEMNIEMON COMU C MOANDULMPOBAHHBIM BbICBODOXAEHMEM, COAEPKaLLMX
BHELLHWIA CMOW NOKPLITUSA ¢ MOANDULMPOBAaHHBIM BbICBOOOXKAEHMEM, cogepalynni oT 42 1o 52
mMacc.% ogHoro unu 6onee aHTUCNEXUBATENEN, OTHOCUTENBHO OOLLEN MaCChl BHELLHErO Crnos
MOKPbITUS C MOAMMPULMPOBAHHLIM BbICBOOOXAEHMEM, W BO3MOXHO OAWH wunu OGonee
nopoobpasylomMxX areHToB, COCTaBMALWMX CYMMY KOMMOHEHTOB BrnnotTb Ao 100 macc.%
OTHOCUTENBbHO MAacChbl BHELLUHErO Crosi NOKPbITUS C MOANMULMPOBAHHBIM BbICBOOOXAEHNEM.

B oaHOM BONNOWEHUM MHOroeAuHWYHaA nepoparnbHas nekapcTBeHHas dopma no
n3obpeTeHnio nNpeacTaBnsaeT cobon MHOrOEANHNYHYKO NEepopanbHyO NEKAapPCTBEHHYKD dopMy,
rae MHOroeAuHWYHas nepopanbHas nekapcTBeHHas dopma ¢ MoANPULMPOBAHHBIM
BbICBOOOXAEHMEM  COAEPXKUT MNEepBOe MHOXECTBO NenneT JOoKCunammHa unu  ero
hapmaneBTUYECKM NPUEMNIEMON COMU C MOANMDULNPOBAHHBIM BbICBODOXAEHMEM, COAEPXKaLLMX
BHELLHMIM CNOW MOKPbLITUA C MOANMDULMPOBaHHbIM BbICBODOXAEHMEM, coagepxawmm oT 7 go 14
mMacc.% oaHoro nnm onee KULWeYHOPacTBOPUMbIX MOKPbIBAKOLWMX areHToB; oT 38 g0 46 macc.%
OoAHOro wnn 6onee mnOKPbIBAOWMX areHToB C MOAUPULUUPOBAHHBIM BbICBOBOXAEHNEM
OTHOCUTENBbHO OOLEeN MacCbl BHELIHEro Crosi MNOKPbITUA C  MOAUMULUUPOBAHHBIM
BbicBOOOXAEHNEM; OT 42 A0 52 macc.% oaHoro unu 6onee aHTUCNEXUBATENEN, OTHOCUTENbHO
obwen macCbl BHELUHEro Cnos MOKPbITUSS C MOAMPUUMPOBAHHLIM BbICBODOXAEHNEM, W
BO3MOXHO OAHO unn 6Gonee dapmaueBTUYECKM NPUEMMEMbIX BCMOMOraTesbHbIX BELLECTB,
COCTaBNALMX CYMMY KOMMOHEHTOB BMNOTh 40 100 macc.% OTHOCUTENLHO MacChbl BHELUHEro
CNos NOKPbITUSA C MOANDPULMPOBAHHBIM BbICBOOOXAEHNEM.

B oaHOM BOMNOWEHUM MHOroeAuHWYHaa nepopanbHasi nekapcTBeHHas dopma no
n3o0peTeHnto NpeacTaBnaeT cobon MHOFOEANHUMHYIO NEpOopanbHyO NEKapCTBEHHYD opMy,
rae MHOroeAuHWYHas nepopanbHas nekapcTBeHHas dopma ¢ MOoANMULMPOBAHHBIM
BbICBOOOXAEHMEM COAEPXKMT MNEPBOE MHOXECTBO nNenneT JOoKcunammHa unu  ero
hapmaueBTMyYECKM  NPUEMMNIEMON  CONMM € MOAUMULMPOBAHHBIM  BbICBODOXAEHMEM,
coaepxawux:

- BHYTPEHHUIN aKTUBHbIW CINOW NOKPLITUS, COAEPKALLMNA:

TepanesTnyeckn ahheKTUBHOE KONMMYECTBO AOKCUMMNaMMHA UNK ero hapmaueBTuyeckm
npuemnemon conn; ot 6 po 20 macc.% opHoro wmnu 6ornee noKpbIBAKOLWMUX areHToB
OTHOCUTENBLHO OBLLEN MacCbl BHYTPEHHErO aKTMBHOIO CrOS NOKPLITUS, U

ot 15 go 30 macc.% ogHoro mnn Gonee aHTUCNEXUBATENEN, OTHOCUTENbLHO OOLUEn
MacCbl BHYTPEHHEro akTUMBHOIO CrOs MOKPbITUA, W BO3MOXHO OAMH wunn Bonee
nopooBpasyoLLMX areHTOoB;

BO3MOXHO OAHO wunu Oonee dapmayeBTUYECKN MNPUEMMNEMbBIX BCMNOMOraTenbHbIX

BELECTB; U COCTaBMAIOLMNX CYMMY KOMMOHEHTOB BMOTek 40 100 mMacc.% OTHOCUTENbHO MacChl
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BHYTPEHHEro akTMBHOMO CIOS MOKPbLITUS;

- BO3MOXHO MPOMEXYTOYHBIA CINMOW MOKPbITUSI C BbICBOOOXKAEHNEM B KULLEYHUKE,
coaepaLmn:

oT 45 po 65 macc.% ogHoro unmn 6onee KUWEYHOPACTBOPMMbIX MOKPbIBALNX areHTOB
OTHOCUTENBHO OOLLUEN MacChbl MPOMEXYTOYHOrO Crosi MOKPbITUSE C  BbICBOOOXAEHMEM B
KULLEYHWKE;

n ot 35 go 55 macc.% ogHoro nnn 6onee aHTUCNEXMBATEMNEN, OTHOCUTENBHO OBLLEN
MaccCbl NPOMEXYTOYHOrO CIOS NMOKPbITUSA C BbICBODOXAEHNEM B KULLEYHMKE, N BO3MOXHO OAMH
unn 6onee nopoobpasylolmx areHToB, BO3MOXHO OAHO WM 6Bonee apmaueBTUHECKN
npuemnemMbIx BCNOMOraTenbHbIX BELLECTB;

M COCTaBNAOLWMX CYMMY KOMNOHEHTOB BMnoTb A0 100 macc.% OTHOCUTENbHO Macchl
MPOMEXYTOYHOIO CIIOA MOKPLITUSA C BbICBOOOXAEHNEM B KULLEYHUKE;

- BHELLHMIM CIOW NOKPbLITUS C MOANDULNPOBAHHBIM BbICBODOXLEHNEM, COLEPKALLNNA:

oT 7 50 14 macc. % opHoro nnm 6onee KULEYHOPaCTBOPUMbIX MOKPbIBAKOLLMX areHTOB
OTHOCUTENBbHO OOLEeN MacCbl BHELIHEro Crosi MOKPbITUA C  MOAUMULMPOBAHHBIM
BbICBOOOAEHNEM:;

oT 38 fo 46 macc.% ogHoro nnmn 6onee NoKpPbIBAKLLMX areHTOB C MOAN(PULNPOBAHHBLIM
BbICBODOXAEHMEM  OTHOCUTENbHO  OOWE MacCbl BHELUHEro  Crnosi  MOKPbITUS  C
MOANPULMPOBAHHBIM BbICBODOXAEHNEM; 1

oT 42 po 52 macc.% ogHoro mnn Gonee aHTUCNeXuBaTenen, OTHOCUTENbHO obLuen
MacCbl BHELLHErO Crosi MOKPbITUS C MOANMPULMPOBAHHBIM BbICBOOOXAEHNEM, N BO3MOXHO OAMH
unn 6Gonee nopoobpasyloLmMX areHTOB, BO3MOXHO OAHO UM 6Gonee apmMaueBTUHECKN
npuemMnemMbIX BCNOMOraTenbHbIX BELECTB; N COCTaBNAwLME CYMMY KOMMOHEHTOB BMNNOTb A0
100 macc.% OTHOCUTENBHO MacChbl BHELLUHEro Crios MOKPbITUS C MOAUMPULUPOBAHHBLIM
BbICBOD O] EHMNEM.

B oaHOM BOMNOWEHUM MHOroeAuHWYHaa nepopanbHasi nekapcTBeHHas dopma no
n3obpeTeHnto NpeacTaBnsaeT cobon MHOFOEANHUYHYO NMEpPOopanbHY NEKapCTBEHHYKD oOpMYy,
rae MHOroeAuHUYHasa nepopanbHas nekapcTBeHHas dopma ¢ MoaANUUMPOBAHHBIM
BbICBODOXAEHMEM  COAEPXUT BTOPOE MHOXECTBO NENnetT MNUPUAOKCMHA WM ero
hapmaueBTUYECKM NPUEMNIEMON COMU C MOANDULNPOBAHHBIM BbICBODOXAEHMEM, COAEPKALLMX
oT 13 po 25 macc.% ogHoro nnmn 6onee NoKPbIBaKLLMX areHTOB OTHOCUTENBHO OOLEen Maccehl
BHYTPEHHEro aKkTUBHOMO Crosi MOKPbITUS; U BO3MOXHO OAHO unn Bonee dapmauyeBTU4ECKU
npueMneMbIX BCMIOMOraTenbHbIX BELLECTB; COCTaBMNAIOLWMNX CYMMY KOMMOHEHTOB BMAoTb A0 100
Macc.% OTHOCUTENbHO MACChl BHYTPEHHErO akTUBHOMO CMOS MOKPbITUS.

B ogHOM BOMMOLWEHMN MHOXECTBEHHbIMU CTPYKTYPHO 060COBGMNEHHbIMU eanHuLamm
nepoparnbHas nekapcTseHHas popma no n3obpeTeHnio NpeacTaBnseT Co60N MHOFOELNHNYHYIO

nepopanbHyl0 NeKapCTBEHHY0 (OpMy, FAe MHOroeAuHUYHas nepoparnbHas nekapcTBeHHas
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dopma ¢ MOAUDPUUMPOBAHHBIM BbICBOOOXAEHNEM COAEPXKUT BTOPOE MHOXECTBO nenneT
NMMPUAOKCMHA UM ero  dgapmaueBTUYECKN MPUEMMEMOM COMM C  MOANMULMPOBAHHBIM
BbICBODOXAEHUEM, COAEPXALUMX BHELHWA CNOW MOKPbITUS C  MOANMULMPOBAHHBIM
BbICBOOOXKAEHMEM, coaepxawmn oT 2 A0 8 macc.% ogHoro unu 6onee KUWeYHOPaCcTBOPUMbIX
MOKPbIBAIOLMX areHToB OTHOCUTENbHO OOLenM MaccCbl BHELWIHEro Crnos MoKpbITUA C
MOANPULNPOBAHHBLIM BbICBODOXAEHMEM.

B ogHOM BONNOWEHUM MHOroeAuHWYHaa nepopanbHas nekapcTBeHHas dopma no
n3obpeTeHnio nNpeacTaBnsaeT cobon MHOrOEANHNYHYKO NEepopanbHy NEKAaPCTBEHHYKD opMy,
rae MHOroeAuHWYHas nepopanbHas nekapcTBeHHas dopma ¢ MoANMPULMPOBAHHBIM
BbICBODOXAEHMEM  COAEPXUT BTOPOE MHOXECTBO Nennet MUPUAOKCUMHA Wnu  ero
hapmayeBTUYECKM NPUEMNIEMON COMU C MOANMDULMPOBAHHBIM BbICBODOXAEHMEM, COAEPXKaLLMX
BHELLHMI CMOW MOKPLITUS C MOANMULMPOBaHHbBIM BbICBOOOXAEHMEM, cogepxawmi oT 30 g0 49
mMacc.% oaHoro nnu onee noKpbIBAKLLMX areHTOB C MOANMPULMPOBAHHBLIM BbICBODOXAEHNEM
OTHOCUTENbHO OOLWENn MacCbl BHELWIHEro Crnos MNOKPbITUS C  MOAUMULMPOBAHHBIM
BbICBOOOKAEHNEM.

B oaHOM BONNOLWEHUM MHOroeAuHWYHaa nepopanbHas nekapcTBeHHas dopma no
n3obpeTeHunto npeacraBnseT cobon MHOrOEAMHUYHYIO MepopanbHY0 NEKAPCTBEHHYIO hopmy,
rae MHOroeAuHWYHas nepopanbHas nekapcTBeHHas dopma ¢ MoANUUMPOBAHHBIM
BbICBODOOXAEHMEM  COAEPXUT BTOPOE MHOXECTBO NENnetT MNUPUAOKCMHA WM €ero
hapmaueBTUYECKM NPUEMNEMON CONMU C MOANDULMPOBAHHBIM BbICBODOXAEHMEM, COAEPKALLMX
BHELLHWIA CNOW NOKPLITUSA C MOANMDULMPOBAHHBIM BbICBODOXAEHMEM, CoaepXKalimi oT 46 go 65
mMacc.% oaHoro unu 6onee aHTUCNeXuBaTenen, OTHOCUTENbHO OOLLEN MaCChl BHELLHEro Crnos
MOKPbITUSS C  MOAUMPUUMPOBAHHBIM BbICBOOOXAEHMEM W BO3MOXHO OAWMH wnn 6Gonee
NnopoobpasyloLMX areHToB, COCTaBMALWMX CYMMY KOMMOHEHTOB BnnoTb Ao 100 macc.%
OTHOCUTENBHO MACChl BHELLHErO Crosi NOKPbITUS C MOANMULMPOBAHHBIM BbICBOOOXAEHNEM.

B oaHOM BOMNOWEHUM MHOroeAuHWYHaa nepopanbHasi nekapcTBeHHas dopma no
n3obpeTeHnto NpeacTaBnsaeT cobon MHOFOEANHUYHYO NMEpPOopanbHY NEKapCTBEHHYKD oOpMYy,
rae MHOroeAuHNYHas nepopanbHas nekapcTBeHHas dopma ¢  MoaANUUMPOBAHHBIM
BbICBODOXAEHMEM  COAEPXUT BTOPOE MHOXECTBO NENnetT MNUPUAOKCMHA WM ero
hapmaueBTUYECKM NPUEMNIEMON COMU C MOANDULNPOBAHHBIM BbICBODOXAEHMEM, COAEPKALLMX
BHELLHWIA CIOW NOKPbITUS ¢ MOANPULNPOBAHHLIM BbICBODOXAEHNEM, cCoaepXalmnn: oT 2 40 8
mMacc.% oaHoro mnu Bonee KUWEYHOPACTBOPUMbIX MOKPbLIBAKOLMX areHTOB OTHOCUTENBbHO
ofLen Mmaccbl BHELUHEro Cros MOKPbITUS ¢ MOAMMPULMPOBaHHBLIM BbicBOOOXKAEeHUEM; oT 30 a0
49 wmacc.% ofgHoro wunu Bonee MNOKPbIBAOWMX areHToB ¢ MOAMPDUUMPOBAHHbLIM
BbICBODOXAEHMEM  OTHOCUTENbHO  OOWEe MaccCbl BHELUHEro Crnosi  MNOKPbITUS  C
MoanunumpoBaHHbiM  BbicBOOOXKAEHMEM, OT 46 po0 65 macc.% opgHoro unm  Oonee

aHTUCneXnBaTenen, OTHOCUTENbHO OOWEeW MacCbl BHELUHEro Cros  MNOKPbITUS €
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MOANPUUMPOBAHHLIM BbICBOOOXKAEHMEM U BO3MOXHO OAMH unn Oonee nopoobpasyromx
areHToB; BO3MOXHO OAHO unuM Gonee apmMaueBTUYECKN MNPUEMIEMbIX BCMOMOraTenbHbIX
BELEeCTB, COCTaBNALMX CYMMY KOMMNOHEHTOB BnnoTb 40 100 macc.% OTHOCUTENBHO MacChl
BHELUHEro Crnos NOKpbITUS C MOANMULNPOBAHHBIM BbICBODOXAEHNEM.

B oaHOM BONNOWEHUM MHOroeAWHWYHaA nepopanbHas nekapcTBeHHas dopma no
n3o0peTeHno NpeacTaBnsaeT cobon MHOrOEANHNYHYO NMEpopanbHy NEKAapPCTBEHHYKD opMmy,
rae MHOroeAuHWYHaa nepopanbHas nekapcTBeHHas dopma ¢ MoANMULMPOBAHHBIM
BbICBODOXAEHWEM  COAEPXUT BTOPOE MHOXECTBO Nennet nUPUAOKCUMHA Wnu  ero
hapmaueBTMYECKM  NPUEMNIEMON  CONMM  C  MOAUMULMPOBAHHBIM  BbICBOOOXAEHMEM,
coaepxaLyux:

- BHYTPEHHUIN aKTUBHbIW CIOW NOKPbITUS, CoAepKaLni:

TepaneBTnyeckn 3PPEKTUBHOE KONMUYECTBO MUPUAOKCUHA Unn ero dapmaueBTUYeCcKn
npuemnemon conun; n ot 13 pgo 25 macc.% ogHoro unu 6ornee nNOKPbIBAOLWMX areHToB
OTHOCUTENBLHO OBLLEN MacCbl BHYTPEHHErO akTMBHOIO CrOsi NOKPbITUS,

BO3MOXHO OfHO wunu Oonee apmaueBTUYECKU NPUEMMEMbIX BCMOMOraTenbHbIX
BELLECTB; U

COCTaBNAOWMX CYMMY KOMMOHEHTOB BMnoTb Ao 100 macc.% OTHOCUTENbLHO Macchl
BHYTPEHHEro akTUBHOMO COs NOKPbLITUS;

- BHELUHMIA CNOW MOKPbITUSA C MOANPULMPOBAHHBIM BbICBODOXAEHNEM, COAEPIKALLMN:

OoT 2 50 8 macc.% ogHoro nnn 6onee KULIEYHOPACTBOPUMbIX MOKPbIBAOLUX areHToB
OTHOCUTENBHO OOLWENn MacCbl BHELUHEro Crnosi MNOKPbITUS C  MOANMMLMPOBaAHHBIM
BbICBOD O] EHNEM;

ot 30 0 49 macc.% oaHoro nnn 6onee NoKpPbIBAKLMX areHToB ¢ MOANMULNPOBaHHbLIM
BbICBODOXAEHMEM  OTHOCUTENbHO  OOWEe MacCbl BHELUHEro  Crnosi  MNOKPbITUS  C
MOANPULMPOBAHHBIM BbICBODOXAEHNEM; U

oT 46 po 65 macc.% ogHoro mnn Gonee aHTUCNEXuBaTenen, OTHOCUTENbHO obLuen
MacCbl BHELLHErO Crosi MOKPbITUS C MOANMPULMPOBAHHBIM BbICBOOOXAEHNEM, N BO3MOXHO OAMH
unm 6onee nopoobpasyoLnX areHToB;

BO3MOXHO OAHO wunu Oonee dapmayeBTUYECKN MNPUEMMNEMbBIX BCMNOMOraTenbHbIX
BELLECTB; U

COCTaBNALWMX CYMMY KOMMOHEHTOB BMnoTb A0 100 macc.% OTHOCUTENbHO Macchl
BHELLUHEro Crnos NOKPbITUS C MOANMULMPOBAHHBIM BbICBODOXAEHNEM.

B oaHOM BONNOWEHUM MHOroeAVHWYHaA nepopanbHas nekapc