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HNEPOPAJIBHAA TABJIETUPOBAHHASA ®PAPMAINEBTHYECKAS
KOMIIO3UIHA JIBOMHOI'O MPUMEHEHHUS HA OCHOBE CYJIb®ATHBIX
COJIEH 1 CHOCOBHI EE IPUMEHEHMUSI

OITMCAHHME

CchlIKA HA POACTBEHHLIE 3A9BKH

CornacHO HacTosLIEH 3asBKE WCHPALIMBAETCS TMPUOPUTET B COOTBETCTBUM C
npeaBapuTeNbHON 3asBKOM Ha Bbinauy nateHta CIIIA c cepuiinbiv Ne 61/798759, mopanHoi
15 mapra 2013 r., NONHOE pACKPBITUE KOTOPOM BKJIIOUYEHO B HACTOAIIUNU JOKYMEHT

nocpeaCTBOM CCBUIKH.

00JaCTHL TEXHUKH

Hacrosimee n3o0pereHne B LEJIOM OTHOCHTCSI K NMEPOPATIBHOHN (hapManeBTHYECKOM
TabJeTHPOBAHHON KOMIIO3ULIMH, COAEpIKalel Cyib(aTHble COJHM, MPU 3TOM KOMITO3HMLIS
SBJISIETCS] TONXOASALICH Ui BBEIEHHs IyTeM INPSIMOTO IEPOPAIbHOrO INpHeMa MOAOOHO
TUNWYHOIN TabJieTke HEeMEIUIEHHOTO BBICBOOOXKIEHMS U MyTeM OBICTPOH HE3MHTErpaliy B

BOIOEC nepea nepopajbHbIM IPUCMOM.

YpoBeHb TEXHUKH

Jlosuposannuvie hopmoi

JlocTaBKa MEIUIIMHCKOTO mpernapara OOJbHOMY 3a4acTy OCYIIECTBIISIETCS B (opMme
TaOJNIETKH, KHUIKOrO COCTaBa WIJIM TOPOIIKAa Ui BOCCTaHOBJeHMs. Kaskmast mo3upoOBaHHas
dbopma umeeT CBOM HeIOCTAaTKU. BOJIbHBIE YaCTO HE JKEA0T WK HE MOTYT IJI0TaTh TaOJETKH,
0COOEHHO, eClT TabJIETKU OTHOCUTENIbHO OoJbline, win eciu d¢p¢dexkTuBHas no3a tpedyer
npreMa HECKOJIbKMX TaOJNeTOK. 3aTpyqHEeHHUs, acCOLMUPOBAaHHBIE C TJIOTAHHUEM TaOJIETOK,
0COOEHHO BO3HHUKAIOT y JETEH M MOKWIIbIX JIFOJE. AHAJIOTUYHO, HEKOTOPbiE OONbHBIE HE
JKENTAFOT WJIM HE MOTYT BBIMMBATDH KUAKHE (papMalleBTHYeCKHEe COCTaBbl M3-3a HEMPHUSITHOTO
BKyCa W/WJIH OIIYIIEHUS BO PTY.

Ecnu xonu4ecTBO KOHKPETHOTO aKTHBHOIO MHIPEIUEHTA, TMOIIEKAIIEr0 BBEIEHUIO,
MPEBBIIIAET KOJUYECTBO, KOTOPOE MOKET OBITb YAOOHO COCTaBJIeHO B TaONETKy, TO
JO3UPOBKY 3a4acTyr0 00ECMEeYnBAOT B BUIE TIOPOIIKA HITH *KUIKOrO KOHIeHTparta. [Topoiok
WM KOHIIEHTPAT 3aTEM BOCCTAHABJIMBAIOT IUIsi BBEICHHS B BHIE MEPOPATBbHOMN KHUIAKOCTH,

CHUpOMa WA TOPOIIKOBOW cycreH3uu. llonydeHue >KUAKOTO COCTaBa W3 TMOPOIIKA WITH



JKUJIKOTO KOHIIEHTPATa MOKET ObITh HEYJJOOHBIM WJIH TPYAOEMKUM, OCOOEHHO, €Cii OOJIBHOM
JOJDKEH MPUHUMATh MEANLMHCKUH Mpernapara MoCTOSTHHO HITH YacTO. DTO MOKET MPUBECTHU K
HApYIIEHUIO OOJIbHBIM PEXHUMa JIEYEHUS U, B KOHEUHOM HUTOTe, K CHIDKEHHIO 3(PPeKTHBHOCTH
pe’kuMa JIeUeHusl.

Ennanunas nosupoBaHHast ¢opma, KOTOpas MOXKeT ObITh BBEIEHa B BHIE JHOO
TaOJIETKM HEMEIJICHHOTO BBICBOOOXKIEHMS, JUOO >KUAKOCTH, OOECIeYHMBAET BO3MOJKHBIE
BAapUaHTBl JJIs1 OOJBHBIX, JIML, OCYILIECTBILIIOIIMX YXOJ 3a OONbHBIMH, U OONBHUIL NpPU
BBEJICHUN MEAHMLIMHCKOTO Tpemnapara OOJNbHBIM, KOTOPbIE MPEATIOUUTAIOT WM HE CIOCOOHBI
NPUHUMATh Ty WIK UHYIO (opMy MenuiuHckoro npernapara. Hanpumep, tabnerka ABOHHOTO
HA3HAUYEHUs], KOTOPYIO MOKHO IJIOTaTh LEJIUKOM WJIM JI€3UHTErPUPOBATh B SKUIKOCTU Iepen
npuemMoM, Obuta Obl MPUMEHUMBIH AJs1 OONBHBIX, CIIOCOOHBIX INIOTAaTh TAONETKH, WIM IS
OONBHBIX, KOTOPBIE MPEATNOYUTAIOT MM TPeOYIOT METUIMHCKOrO Tpernapara B JKUAKOH
dopme, wnm g OONMBHBIX, KOTOPBIM JKUAKOCTb BBOISAT HEMOCPENCTBEHHO (Hanpumep,

JOCTABKOM Yepe3 30H JJIsl TUTAHUSA).

Cyrvcham nampus

Cynbdar HaTpus mpeactaBisieT COOOH pacHpOCTPAHEHHYIO, BCTPEYAIOLIYIOCS B
MPUPOJIE COJb, U3BECTHYIO CBOUM CJIa0UTENbHBIM 3 dexkrom. OmHAKO COCTaBlIeHHE Cyib(haTa
HATPUs B TO3UPOBAHHBIE (POPMBL, JINOO JJIsl HETOCPENCTBEHHOTO MEPOPATBHOTO MpueMa, b0
B BOJHOM pAcCTBOpPE, SIBJSAETCS JIOBOJIbHO CJIOKHOM 3a7ayei, BO3HHUKAIOUIEH, MO MEHbLIEH
Mepe YaCTUYHO, H3-3a COACPIKAHUH COJHM, HEOOXOAMMBIX Ui IOCTIIKEHHS >KEJIaeMOro
cnaburenpHOro 3¢dexra, U, KpoMe TOro, u3-3a KpalHel TMrpOCKONUYHOCTH U YHHKAJIBHOTO
npoduIs paCTBOPUMOCTH CYJib(aTa HATPUSI.

B oTHOmeHun cocrtaBneHust CyabpaTHBIX COJiell B TaOJETUPOBAHHYIO (GOpMy st
HETIOCPEACTBEHHOrO TEPOPAbHOTO TpHEMa TPYIHOCTb BO3HHKAET, 1O MEHbINEH Mepe
YaCTHYHO, ¢ COCTaBJICHHEM YAOOHOW TO3UPOBAHHON ()OPMBI, COMEpIKaIlel BRICOKUN YPOBEHb
w/win  >pQPeKTUBHOE KONMUYECTBO cCyibdara HATPUS [N JOCTIDKEHHS —JKEIaeMOro
cnaburenpHoro sddexra. [ns cmaburenbHoro s¢ddexra cynbdaTHbIX coreit Tpedyercs
NPUOM3UTENBHO OT 2 10 7 rpaMM cysibhaTHOro HoHa W/ ot 3 1o 11 rpamm cynbhaTHBIX
coneit. OnHaKO O CHUX TOpP COCTaBJIECHHE TAOJIETOK C BBICOKHUM CONEp’KaHHEM Cyibdarta
HATPUsl U C Pa3MEpPOM, MOAXOMSIINM JJIsl HEMOCPEACTBEHHOrO MpHUEMa, TPU MUHUMH3ALHU
qrcia TabJeTOK, HEOOXOAUMBIX Ui MHAYLUHUPOBAHUS MEPUCTAIBTUKH KHUIIEYHHUKA, SBISETCS

poOIeMATUIHBIM.



Kpome Toro, cocraBneHne TaONETKH OCJIOXHSIOT CBOWCTBA Ype3BbIYANHOMN
THTPOCKONUYHOCTHU cynbdara Hatpus. [Ipu nmomemennu B pot cynbdaT HATPHUS HEMEIJIEHHO
MOTJIOAET BCK JOCTYIHYIO CJIIOHY, CO3aBasi HEXXEJATENbHOE OLYIIEHUE H CYXOCThb BO PTY,
YTO TEM CaMbIM 3aTPYAHSET MPOrIaThIBAHUE.

B oTHoeHnn coctaBieHusl TaONIETUPOBAHHON TO3UPOBAHHON (POPMBI U3 HATPUEBOMH
COJIM AJIA pacnaja B BOJAE CYLLIECTBEHHbIE CIOKHOCTH INMPEACTABIAIOT XMMHUYECKHUE CBONCTBA
cyabpara Hatpusa. Cynbdpar Hatpus obOnagaer HEOOBMHBIMU — XapaKTEPUCTHKAMU
pPacTBOPUMOCTU B BOJE, 3aKJIHOYAIOIIMMUCA B TOM, YTO €r0 PacTBOPUMOCTb IMOBBIIIAETCS
6onee yem B 10 pa3 ot 0°C mo 32,384°C. Ilpu 32,384°C xpuBasi paCTBOPUMOCTH MEHSETCS,
KPUCTAJUIM3AL[MIOHHAsT BOJA BBICBOOOXKAAETCS, W THAPATHUPOBAaHHAs COJb IUIaBUTCS. B
OTJIMYHUE OT APYTUX COJel (Hampumep, Kanusi, MarHusi) paCTBOPUMOCTb CyJb(paTa HATPUS HE
MOBBILIAETCA C MOBBbIIIEHHEM TeMrepatypbl Bbime 32,384°C. M3-3a TakuxX XapaKTepUCTHK
pPacTBOPUMOCTH CyJbdar HaTpus OyleT KPUCTAJUIN30BATHCS MPH KOHLEHTPUPOBAHUH H/WUJIH
OXJIAKJIECHUH.

Peakimst mexnay cynb(aTtoM HAaTpus W BOAOH SBISIETCS OSK30TEPMHUYECKOH C
BbIICJICHUEM TeIUla MNpU TUApATaluM, KOTOPO€ 3HAYUTENIbHO IIOBBIIIAET TEMIEPaTypy
JOKamM30BaHHOW Bonbl. Ilpu noGaBneHun cyibdara HATpUss B BOAY C TEMIIEPaTypoOu
OKpYy’Karomel cpeabl Oe3 MepeMeIlnBaHUs BOAA YBJAXKHSET CyibpaT HATPHs, KOTOPBIH
npeBpalaercs B JAeKaruapar HATPUs U BCTyHaeT B 3K30TEPMHUECKYIO pPEaKLHUI0 B
HETIOCPEACTBEHHON (PU3NYECKO 00JacTH. DK30TepMUYECKass PEaKLUs MOXKET TOBBIIIATH
TeMIEPaTypPy yBIAKHEHHOH JIOKAJTM30BAaHHOW BOAOW coju Ha mHenbix 10°C. DT0 mpUBOIUT K
TOMYy, YTO 4YacTb CyJjbdara HaTpuUs pacTBOPSETCS C OOpa30BaHHEM JIOKAJIU30BAHHOTO
KOHLIEHTPUPOBaHHOTO pacTBopa. OpHAakO MO Mepe pacceuBaHUs TeIja peakuud B
OKpY’KalollleM pacTBOpe TeMmIepaTypa JIOKAJIM30BaHHOIO PacTBOpPA BBICOKOM KOHLEHTpPALUU
cyiabdara HATPUsl TOHMXKAETCSA, M CyJb(aT HATPUS TOBTOPHO KPUCTAUTM3HPYETCS C
o0pa3oBaHNEM MacChl OY€Hb TBEPIOTO AeKaruapara cyiabdara HaTpus (m.e. MUPaAOWIINTA).

Jlo HacTOALIETr0 BpEMEHH MpHeMIIeMble Ta0JNETKH, CIOCOOHBIE OBICTPO pacmnanaTbes B
BOJIE, HE MOIJHM OBITh TOJYYEHbI TOJBKO JIHIOb BKJIIOUEHHEM BBICOKOTO COIEpPKaHUS
HEAKTHUBHbIX HHIPEAMEHTOB M BCIIOMOTaTeNbHbIX CPEIACTB, KOTOPbIE CYLIECTBEHHO
yBEJIMUUBAIOT BEC U MacCy KOHEYHOIO JI03UPOBAHHOIO COCTaBa M MOTEHLUAJIbHO YBAUBAIOT
gyrciao TabneTok, HeoOxomumoe st AOCTaBKH 3(PQPEeKTUBHON A03bl. JIEHCTBUTENBHO, IS
COCTaBJICHUS] TaOJNETOK W3 Cylb(aTHBIX COJEW Ui QUCTIEPTHPOBaHUS B BoAe Tpedyercs
npubmmsutenbHo 50% - 90% BCOMOraTenbHOrO CPENCTBa, YTO TEM CaMbIM OTPAHUYHBAET

cofiepKaHMsA CYIb(ATHBIX COJEH, MPUCYTCTBYIOIIUX TaAM.



ITo sTuM mpudnHAM pa3pabOTUUKH COCTABOB MBITAJHCH COCTABUTH CYJb()aTHBIE COJTU
MPU YPOBHSIX JO3MPOBKH, HEOOXONUMBIX MJIsI MOCTIDKEHUS MEePUCTANIbTUKH KUIIEYHHKA, B
MOPOLIKOBOH (popMe 111 BOCCTAHOBJICHHUS WIIN B BHJE KUAKOCTH MITH CHPOTIA.

Hpyrue dopmbl TaONETOK BKIOYAOT B ceOst OyKKalbHbIe TAOJETKH, MOMbS3bIYHBIE
TaONeTKy, >KeBaTenbHble TabJeTkn W mumydne Ttabnetku. ORHAKO 3TH COCTaBbl He
yaOBIETBOPSIIOT (1) TOTPeOHOCTHP B YHUBEPCAIBHOM U YIOOHOM COCTaBe, peLIaroIIeM
npobiiemy coOroneHust OOJIbHBIM peKrMa JieueHus, U (11) MOTpeOHOCTh B COCTaBe C BHICOKOH
1030 cynbdaTa HATPUS AJIsT JOCTHKEHHS JKeJIaeMOTro CIaduTeNbHOro 3dexTa.

beimn npeasioskeHbl TeTPalMKIMHOBbIE TaOJIETKH ABOMHOTO NMPUMEHEHUs (CM. MaTeHT
CIIIA Ne 5211958, «®apmarieBTudeckasi KOMIO3ULHS U CIIOCO0 ee mojydeHus»). OmHako
YHHUKaJIbHbIE CBOMCTBa CyJib(aTra HATpHs, OINHCAHHbIE BBILIE, HE MO3BOJSIIOT MPOCTO
NPUMEHUTb HIEH MPeIOKEHHBIX TaOJEeTOK IBOWHOTO MPUMEHEHHS M3 aJbTEPHATHBHBIX
AKTHBHBIX CPEACTB JUJIsl COCTABJICHUs TaONIETOK ABOMHOIO MPUMEHEHMs U3 Cyib(ara HaTpus,
CoZlepKallUX BBICOKHHM YpOBEHb AaKTHUBHOro cpencrsa. Kpome TOro, mnpenjoxeHHbIe
TeTPALUKIMHOBBIE TabJeTKH BKIIOUAIOT B cebs Oonee 50% mo Becy BCIIOMOraTeIbHOTO
cpenctBa. bonee Toro, He ObUIO MOKAa3aHO, YTO MPEIJIOKEHHBIE PAaHEE TETPALMKINHOBBIE
TaOJIETKU CTIOCOOHBI PAcTafaThCsl B MPOXJIAJAHON MITH XOJIONHOW Bozie. THMHUYHBIE HCTOUHUKH
MUTHEBOM  BOObI oOecredymBarOT Bomy Temmepatrypoit wmenee 20°C. Ilpuemnemas
TaOJeTUPOBAHHAS KOMITO3MIIMS JBOWHOTO TPUMEHEHUs JOJDKHA JIeWCTBOBaTh, Kak

3asBJIACTCH, IIPHU BCEX TUIMMYHBIX TEMIIEpAaTypax MMUTHEBOU BOJBI.

CvyIHOCTHL H300peTeHHs

Hacrosimmee m3o0pereHne OTHOCUTCS K YHHUKAJIbHOMY U YHHBEPCAJIBHOMY COCTaBY
TaOJIETKH JBOWHOTO TPUMEHEHUs W3 CyJb(haTHOW CONIM, Hampumep, cyibdara HaTpus,
NOIXOMASIIIEMY JUJIsl BBEICHUS NyTeM IMpPsIMOTO NEPOPaJIbHOTO MpHEMa WM, B Ka4decTBE
ANbTEPHATUBBL, TyTeM JE3WHTerpallid B BOAE TMeEpel MEepOpPAIbHBIM  MPHEMOM.
COOTBETCTBEHHO, HACTOsIIee H300peTeHrne pemaer MnpodeMbl COONOneHUsT OONbHBIM
pe’KuMa JIYeHUs ¥, KPOME TOTO, MPOOJIEMBI, ACCOLMHUPOBAHHBIE C COCTABJIEHUEM TabJIETOK U3
CyJb()aTHBIX COJIEH.

CornacHo ONHOMY acleKTy HacTosiliee H300peTeHHEe OTHOCHUTCS K MEePOPabHOM
(apMareBTHUECKOH TaONIeTUPOBAHHON KOMIIO3MLIMH, COAEpIKAILIeH MO MEHbIIeH Mepe OIHY
CyIb(aTHYIO COJb, W MONXOASINEH AT BBEACHHS MyTEM IMPSIMOI0 MEepOPaNbHOTO MpHEMa U
NyTeM AE3UHTErpaliil B BOAE TEpel MepOpalibHbIM NMPHEMOM. B COOTBETCTBUM C OZHUM

BAPHUAHTOM OCYIICCTBJICHUA KOMIIO3UIIUSA MOXKET BKJIFOYATDH B ceOst Cy.]'[b(l)aT HaTpus.



B  coorBercTBMM ¢  ApyruM  BapHaHTOM  OCYINECTBJIEHHS  IepOopalibHas
bapmarieBTHUECKas] TAOJIETUPOBAHHAS KOMIIO3HMLIUSI MOXET JE3MHTEIPUPOBATHCS B BOZE MPU
npubmmsuTensHo 2°C wuny BbIle, Hapumep, oT npudam3uTensHo 2°C 10 npuOIU3UTENHEHO
15°C, B mpenenax menee yeM npudbmusutenpsHo 150 mmm npuOmmsurensHo 120 cexyna. B
COOTBETCTBUH C PA3JIMYHBIMH BAPUAHTAMH OCYIIECTBJICHUS TaOJETHPOBAaHHAs KOMITO3HMLIUS
MOJKET JIe3MHTErPHPOBATHCS B BOAE NpH npudbnusutenpbHo 8°C uiM BbILIE, HANpPUMEP, OT
npubmusurensHo 8°C no mpubnusutensHo 10°C, B mpepenax MeHee 4eM NPUOTU3UTETBHO
90 cexyHn, Hampumep, MeHee ueMm 00 cexkyHa. B cooTBeTrcTBUM C APYrMM BapHaHTOM
OCYIIECTBJIEHUS] KOMIIO3ULIUS MOXKET JI€3UHTErPUPOBATHCS B BOJE NMpH MpuOnmusurensHo 5°C
WIN Bblle, Hanpumep, npudnusurensHo 5°C no mpubmusurensHo 10°C, B mpenenax MeHee
yem mpudausuTensHo 120 cekyna, Hampumep, meHee uyeM 90 cexkyHna. B coorsercTBHU C
APYTMM BAapUaHTOM OCYLIECTBJIEHUS KOMIIO3ULIMSI MOXKET IE3UHTErPUPOBATLCS B BOAE MU
npubmmsurenbHo 2°C Wiy BbIle, HapUMep, OT npuoOm3uTenbHo 2°C 10 npubIM3UTETbHO
10°C, B npenenax MeHee 4eM npubIu3uTeNbHo 150 cexyHa.

B coorBercTBMM ¢ emle OAHMM BApPUAHTOM OCYLIECTBJICHUS KOMIIO3ULUS B
COOTBETCTBUH C HACTOSIIIUM M300pETeHHEM He Je3MHTEerPHPYETCs BO PTY B MpEAesax MeHee
yeM npubnusuTenbHo 30 CEeKyHA TpH  HEMOCPEACTBEHHOM TMepopajibHOM mpueme. B
COOTBETCTBUU C APYIMM BapUaHTOM OCYIIECTBJICHUS KOMIIO3ULIUS B COOTBETCTBHH C
HACTOSIIIUM HM300peTeHHeM He NEe3UHTErpUpPyeTcs BO PTy B Mpeneiax MeHee 4YeM
npuOIM3UTENBHO 60 CEKYH MPH HEMOCPEACTBEHHOM MEPOPATBHOM MPHEME.

CornacHo onmHOMY acrmekTy nepopanbHasi (apmaneBTudyeckas TabIeTHPOBAHHAS
KOMITO3ULIUST BKJIFOYAET B ce0sl Cysb(ar HATPUs, U KOMITO3ULMSI SIBJISIETCS] TIOAXOISIIEH ISt
BBEJIEHUS IyTeM IMPSIMOro MEepOpajbHOrO NpHeMa U INyTeM pacTBOPEHHs B BOAE Mepen
NEepOpalbHbIM MPUEMOM, IIPU OSTOM KOMIO3MLMS JE3UHTErpupyercss B BOAE IpU
npubmmsuTenbHo 2°C win BbIle, Hanpumep, ot npuodmm3uTensHo 2°C 10 npubIU3UTETBHO
15°C, B mpenenax menee yem npuOmm3urenbHo 120 wmm npubnmsurensHo 150 cexyHn, u
KOMITO3ULIUST HE IE3UHTETPUPYETCS BO PTY B TMpeieiax MeHee 4eM NpuOmmsurenabHo 30
CEeKyHJl TpU HENOCPEACTBEHHOM IepopajbHOM IpuemMe. B COOTBETCTBUM C JpYyrum
BAPUAHTOM OCYINECTBJICHUS] KOMIIO3UIMS B COOTBETCTBUM C HACTOSIIUM H300pEeTeHHEM
MOJKET BKJIIOUaTh B ce0si cynbdar kamus w/win cyiabdar mMarHus. B coorBercTBHH C elne
OlHUM BapUaHTOM OCYILIECTBJIEHHUS KOMIIO3ULIMSI B COOTBETCTBUM C HACTOSLIUM
n300peTeHneM BKITFOYAET B ce0s1 CynbhaT Kanus.

B coorBercTBUM € APYrUM BapHaHTOM OCYLIECTBIEHHs HACTOsIIEe H300peTeHne

BKJIIOUAET MO MEHbIIeH Mepe mpudimsurenbsHo 60%, 65%, 70%, 75%, 80%, 85% wmu 90% mo



BeCy cynb(aTHOHN COJH, BEIOPAHHOW U3 TPYIIBI, COCTOSIICH U3 Cynb(dara HATpus, CyibdaTa
Kanust, cyibdaTta MarHusg M UX KOMOHMHauuii. B COOTBETCTBMM C ApPYrUM BapHaHTOM
OCYILECTBJIEHHUS] HACTOsAIIee M300peTeHHEe BKIIOYAET 0 MEHbLIEH Mepe NPUOTU3UTENBHO
70% mo Becy cyib(aTHOW COJH, BBIOPAHHOW W3 TPYIIBL, COCTOSIIEH U3 CynbdaT HATPHS,
cynbdar kamus, CynbdarT MarHus W UX KOMOWHAiumii. B COOTBETCTBHMM C elle OTHUM
BAPUAHTOM OCYIIECTBJIEHUS] KOMIIO3UIMS B COOTBETCTBUU C HACTOSIUM H300pEeTeHHEM
BKJIFOYaeT B cedst mo MeHblneidl mepe npubmusurenbHo 70% 1o Becy cyibdara HaTpus U
cyJib(haTa Kajus.

B coorBercTBHMM C OAZHMM BapHAaHTOM OCYLIECTBJIEHHS HACTOsInee H300peTeHne
OTHOCHUTCSI K KOMITIO3MIINH, COAep Kalleld mo MeHbined mepe mpudmusutenbHo 40%, 45%,
50%, 55%, 57%, 60% wunu 65% mno Becy cynbgpara HaTpus. B cooTBeTcTBUH C Apyrum
BApUAHTOM OCYIUECTBJICHHsS KOMIIO3MLIMs BKJIoHaeT B ceOs oT mpubmusurensHo 40% mo
npubmsurenbHo 65% wu ot npubimmsutensHo 50% no mpubmmsurensHo 60% Mo Becy
cynb(ara HaTpHs.

B cooTBercTBUM € OIpEAEICHHBIMH BapUaHTAMM OCYILECTBICHHs MNEpOpajbHas
¢dapmaueBTiueckass TabJeTHPOBAHHAsT KOMIIO3MLUSI B COOTBETCTBUM C  HACTOSIIMM
u300peTeHneM MO CYIIeCTBY HE COMEPXKHUT 4YaCTHULbI Cyjab(aTa HATPUs MEHbIIE YeM
npubmusutenbHo 150 mkMm, 200 MM, 250 MM i 300 MKM M 9acTULBI Cybdara HATpUs
Oonpire yem npubmuzureabHo 700 MM, 750 mkm, 800 mxMm, 900 Mkm mimu 1000 Mkwm.
Hanpumep, KOMIO3UIMST MOXKET MO CYLIECTBY HE COAEPIKATh YaCTHLBI CyJb(ara HaTpPHUs
MeHbIne 4YeM npubmusutenpbHo 150 MM u Oonbmie yem npudmmsurenbHo 700 mxM. B
Ka4yecTBe JOIMOJHUTEIbHOrO IpHUMepa, KOMIO3HUIHMS MOXET IO CYIIEeCTBY HE COAepXkKaTb
JacTUIbl Cyjib(ara HaTpusi MeHblie d4eMm npuOmmusutenbHo 300 MkM u Oonblie 4em
npubmm3nuTenbHo 700 MKM.

B coorBercTBUM C ellle OJHUM BapHaHTOM OCYIIECTBJIEHHS I1I0 MeHbIIeH Mepe
npubmsuTenbHo 90%, 91%, 92%, 93%, 94%, 95%, 96%, 97%, 98% wnu 99% mno Becy
cyabdara HATPUsI B KOMITO3UIIMH COCTABIIIIOT YaCTHUIBI Cyib(ara HATPHsL, KOTOpbIE OOJbIIe
yem npubmusurenpHo 150 mkm, 200 mkm, 250 mxkm win 300 MKM W MEHbIIE YeM
npubmsuTenbHo 700 MM, 750 mxm, 800 Mkm, 900 mxMm mwiu 1000 mxm. B cooTBercTBUU C
APYTUM BapHaHTOM OCYLIECTBICHHS HACTOSALIEr0 M300pEeTEeHHs MO MEHbIIeH Mepe
npubmmsuTenbHo 99% 1o Becy cynbdara HATPUs B KOMITO3WULMHM COCTABIISIIOT YaCTHULIBI
cysbdaTa HaTpHsi, KOTOpbie OoJbine yeM mpudmu3utenbHo 150 Mrm, 200 MM, 250 MKM Uik
300 MkM u MeHbinee yeMm npuOmm3uTesbHo 700 mxm, 750 mxMm, 800 mkm, 900 MkM wiu

1000 MKMm.



B coorBeTcTBMM ¢ OpPYrMM BapHAaHTOM OCYLIECTBJIEHHs IO MEHbIIEH Mepe
npubmmsuTenbHo 99% 1o Becy cynbpara HATPUs B KOMITO3ULMHM COCTABIISIIOT YaCTHULIBI
cyibdaTra HATPUs, KOTOpble Ooyiblie 4YeM NnpuOMM3UTENbHO 150 MKM W MEHbIIE YeM
npubmsuTenbHo 700 MKkM. B COOTBETCTBUM ¢ ellle ONHUM BapHAHTOM OCYINECTBJICHUS IO
MeHbIIel Mepe nmpuoam3uTenbHo 99% 1o Becy cyibdaTra HATPHUsI B KOMIIO3HLIUU COCTABIISIOT
4acTHULBI CyJb(aTa HATPUs, KOTOpbIe Ooublie yeM npuOmm3uTenbHo 300 MKM U MEHbINE YeM
npubmmsnuTensHo 700 MKM.

B coorBeTrcTBUM C KOHKPETHBIM BApPUAaHTOM OCYIIECTBJICHHUs] IEPOpajbHas
dapmaneBTrueckas TabJETHPOBAHHAS KOMITO3ULIUSI COCTABJIsIeT OT npubimsureapbHo 1000 mr
a0 npudnusurenbHo 2500 mr, ot npubnusutensHo 1500 mr go npubmusurensao 2000 Mr unu
ot npubnusutensHo 1700 Mr no npubnusurtensHo 1900 mr. Hanmpumep, KOMIO3ULUSA MOXKET
cocTaByATh npudn3uTenbHo 1800 mr.

B cooTBercTBUM € IPYTUM BapHAHTOM OCYLIECTBJICHHUS] KOMIIO3UIHS BKIIFOUAeT B ceOs
nokpeitie. IlokpeiTHe MOXeT OBITh W3 COMOJMMEpa IOJUBHHWIOBOIO CHUPTA U
MOJIUS TUJIEHTJIUKOJIA.

Komnosummst Takke MOKeT BKIIOUaThb B ce0s MO MeHbLIeH Mepe OIHO
BCIIOMOTATENIbHOE CPENCTBO, BBHIOPAHHOE U3 TPYIIbL, COCTOSLICH U3 Pa3pbIXJIUTEIS,
CBSI3YIOIErO, CIIOCOOCTBYIOLIETO CKOJIBKEHHIO CPENCTBA, CMA3bIBAKOINETO CPEACTBA M HX
koMOuHaimii. B COOTBETCTBMM C OJHUM BAapUAHTOM OCYINECTBJICHHUS OOLIee COnmep:KaHhe
BCIIOMOTATEJIbHOTO CPEACTBA B KOMIIO3HLIMU COCTABJIIET MeHee 4eM mpubOausnutenbHo 40%,
35%, 30% wm 25% mo Becy kommosunmu. Hampumep, oOiee comepskaHue
BCIIOMOTATEJIbHOTO CPEACTBA B KOMITO3UIUH COCTABJISIET MeHee 4eM nmpuOmmu3uTesbHo 30% 1o
BECY KOMITO3ULIUH.

B coorBercTBMM € ApPYyrUM = BapHaHTOM  OCYINECTBJICHUS TaOJETHPOBAHHAsS
KOMITO3ULIMST BKJIFOYAET B Ce0sl Pa3pbIXJIUTENb. Pa3pbIXJUTENh MOXKET OBITh BBIOpAH H3
rpynmnbl, cocrosimmed w3 moBuaoHa, Kollidon CL, Kollidon CL-SF, caxapa, caxapo3ssl,
OEKCTPO3bl, MaHHUTA M WX KOMOHWHAIUMH. B COOTBETCTBUM C OJHUM BapHAHTOM
OCYIIECTBJICHHS] Pa3pPbIXJHUTEIb BKIFOYAaeT B ceOs KOMOWHAIMIO MaHHWTAa M TNOBUAOHA. B
COOTBETCTBUH C APYTUM BapHAHTOM OCYLIECTBIEHHS Pa3pbIXJIUTENb BKJIOYAaeT B ceds
Kollidon CL w/umu Kollidon CL-SF.

Kpome Toro, TabnmernpoBaHHasi KOMITO3ULHMSI MOXKET BKJIIOYATh B ceOs CBSA3YIOILIEE.
Ces3yromiee MOXET ObITb BBIOPAHO W3 TPYIIBL, COCTOSIIEH W3 TOJUITHJIEHTIUKOJS,

PEG3350, PEG8000 u ux koMOHHAIUH.



B coorBercTBMM C ApPYyrUM = BapHaHTOM  OCYINECTBJICHHS TaOJETHPOBAHHAsS
KOMITO3MLIMST BKJIOUaeT B Ce0s CHOCOOCTBYIOLIEE CKOJIBXKEHUIO CPEINCTBO, HAalpHuMep,
BBICOKOJTMCTIEPCHYIO IBYOKHCH KPEMHHSL.

B coorBeTcTBMM ¢ eme OAHWM BAPHUAHTOM OCYINECTBJIEHUS TaOJNEeTHPOBAHHAS
KOMITO3ULIMST BKJIOUAeT B ceOs CMasbIBalOllee CPEACTBO, HANpUMeEp, CTeapar MarHus,
creapmiipymMapar HaTpust U UX KOMOMHALHH.

CornacHO OIHOMY aCIIEKTy HACTOsilee H300peTeHHe OTHOCUTCS K IepOpasbHOMN
dapmarieBTHUECKOW TaOJETUPOBAHHONW KOMITO3ULIMH, CoAepiKaueil cynbdar HaTpus Hu
Cyab(ar Kajus, MPU 3TOM KOMIIO3ULIUS SBJISETCS MOAXOIAIIEH Al BBEACHUS ITyTEM MPSIMOTO
NepOPabHOTO NMpUEMa M MyTeM JIe3UHTErpallii B BOAE INEpes NMepopaIbHBIM MPUEMOM, MPU
5TOM KOMIIO3MLIMS JAE3MHTErpupyercss B Boje npu mnpudbnusurtenbHo 2°C WM BbIIIE,
Hanpumep, oT npudmmsutensHo 2°C no mpubnmsurensHo 15°C, B mpenenax MeHee ueM
npubmmsurensHo 120 wim npubnusutensHo 150 cexkyHA, mpu 3TOM KOMITO3HMLIUSL HE
JEe3UMHTErPUPYeTCsl BO PTy B Ipenenax MeHee deM npuonusutenbHo 30 CeKkyHO Ipu
HEMOCPENCTBEHHOM ITEPOPAIbHOM NPHEME, U IIPU 3TOM TabJIeTKa COAEPIKUT MOKPBITHE.

CornmacHo ApyroMmy acrekTy HacTosiee H300peTeHHe OTHOCUTCS K IepOpasbHON
(dapmaneBTHUECKOW TaOJEeTUPOBAHHOW KOMIIO3ULIUM, CoAepKameil cynbdaT HATpUs Hu
Cyab(ar Kajusi, MPH STOM KOMIIO3HULIUS SIBJISIETCS TIOAXOSIIEH AJisi BBEACHHUS MTyTEM MPSIMOTO
NIepOPAIBHOTO MPHEMa U MyTeM JIe3MHTErpallii B BOAE MEPe MepopaIbHbIM MPUEMOM, MPU
STOM KOMIIO3MLIMSI JAE3MHTErPUPYeTCs B BoAe npu mnpubnusutenbHo 2°C WM BbIIIE,
Harpumep, oT npubmusutenbHo 2°C no mpubmmsurensHo 15°C, B mpenenax MeHee deM
npubmmsutenbHo 120 wim npubmusutensHo 150 cekyHI, mpU 3TOM  KOMIIO3ULUST HE
IE3UHTETPUPYETCs BO PTYy B Mpenenax MeHee YeM MNpHOMM3uTenbHO 30 CeKyHI MpH
HETIOCPEACTBEHHOM MEPOPATIbLHOM IPHUEME, MPHU 3TOM KOMITO3HMLHMS COAEPIKHUT MO MEHbLICH
mepe npubnusutensHo 70% 1o Becy cyinb(dara HaTpus U cyibdara Kajus, U MPU 3TOM
TabJIeTKa CONEPIKUT MOKPBITHE.

CormacHO Apyromy acmekTy HAacTOSIIEro HM300peTeHHs HacTosIee H300peTeHne
OTHOCHTCSI K TIEpOPaJIbHON (hapMarieBTHYECKON TaOJeTUPOBAHHON KOMITO3ULIMH, COAEpIKALIeH
cyabdar HaTpus H Cynb(}ar Kamus, IPU 3TOM KOMIIO3HMLUS SIBISIETCS TOAXOINAIIEH IS
BBEJCHUS IyTEM MPSIMOTO IMEPOPATBHOrO MpHUeMa M MyTeM JE3MHTErpallid B BOAE Mepen
NepopajbHbIM TPUEMOM, TIPH STOM KOMIIO3HMLHS JI€3MHTETPHPYETCsl B BOAE TNIpH
npubmmsutensHo 2°C M BbIlIe, HapuMmep, oT npuoOmm3uTenbHo 2°C 10 mpuOIU3UTENTHEHO
15°C, B mpenenax menee yem npudmmsurenbHo 120 wim npubnusurensHo 150 cexyHa, mpu

O5TOM KOMIIO3HWLIUA HE ACBUHTCIPUPYETCA BO PTY B IMpPEACIaX MEHEC UEM HpI/I6J'II/ISI/ITe.]'IbHO



30 cekyHI NpU HENOCPEACTBEHHOM IEepOpajbHOM IIpHeMe, MNpPU 3TOM KOMIIO3UIMS I10
CYLIECTBY HE COAEPIKUT YaCTHUIIBI CYyiib(aTa HATPHsI MEHbIIE YeM NMpuOmm3nuTenbHo 150 MkM 1
Oonpie yem npudamsuTensHo 700 MKM, U TIPU 5TOM TaOJIeTKA COAEPIKUT MOKPBITHE.

CornacHO Apyromy acmekTy HacTOSILIEro M300peTeHHs HacTosliee H300peTeHue
OTHOCHTCS K TIEpOpaJIbHON (papMarieBTHIeCKON TaOJeTUPOBAHHON KOMITO3ULIMH, COAEpIKaLIen
cynabdar HaTpus M Ccynb(ar Kamus, IpU 3TOM KOMIIO3HMLHUS SIBISIETCA IOAXONAIIEH s
BBEJIEHUS IyTEM MPSMOro MepOpajbHOrO MpueMa U MyTeM AE3UHTErpaluu B BOAE Mepen
NEPOpaJbHBIM MPUEMOM, I@PU OSTOM KOMIO3HULMs JE3UHTErpUpyeTcss B BOAE IpHU
npubnusuTensHo 2°C unu Bblle, HanpuMmep, oT npuomm3uTensHo 2°C 10 npubIU3UTENbHO
15°C, B npenenax meHee yeMm npudamsurenbHo 120 mnm npubmusurensHo 150 cexyHa, mnpu
5TOM KOMIIO3ULMSI HE NE3UHTErPUPYETCs BO PTY B Ipenenax MeHee YeM NPHOIU3UTENBHO
30 cekyHI IpU HENOCPEACTBEHHOM IE€pOpajJbHOM IIpHEME, NPU 3TOM KOMIIO3HULMS IO
CYLIECTBY HE COAEPKUT YaCTHUIIbI CyJib(aTa HATPHSI MEHbIIIE YeM MPUONU3UTeNbHO 150 MKM 1
Gonbie yem npubmmsurensHo 700 MKM, M HpU 3TOM TaOleTKa COAEPKUT MOKPBITHE U
Pa3pBIXJIUTEND.

CormacHo ApyroMmy acmekTy HAacTosliee W300peTeHHe OTHOCUTCS K  CIIOCco0y
NOJIYYEeHUsI TIEPOPaIbHON (papMalieBTUYeCKOi TabIeTUPOBAHHON KOMITO3ULIMHU, COAEpIKaLIeH
CTaIuu CMEIIMBAHUS TI0 MEHbLIeH Mepe OOHOH Cynb(aTHOW COMM U TO MEHbIIeH Mepe
OJITHOTO BCIIOMOTaTeNIbHOIO CpPEACTBA U MPECCOBAHHS IOJIYYEHHONH B pe3yJbTaTeé CMECU B
tabnerky. CTagusi CMEIIMBAHHMS MOXKET BKJIOYATh CMEIIMBAHUE MAcChl Cyjb(ara HaTpus,
IPU 3TOM Macca Cyjb(ara HaTpHsi MO CYLIECTBY HE CONEPKUT YaCTHUIbI Cysbdara HATpUs
MeHbIIe 4eM mnpuoam3urenpHo 150 MxM u Oonbiie 4YeM mNpHOIM3HTENbHO 750 MKM,
Harmpumep, MeHblne 4yeM mnpuoOmmsurenbHo 300 MkM u Oonblie 4eM NpPUOTU3UTETHHO
750 MKkM, MeHbIIE YeM MpuONMu3uTenbHO 150 MKkM 1 Oosbine yeM npubmusutesbHo 1000 MM
WA MEeHbIIE YeM npuoam3uTeabHo 300 MkM 1 Oosbiie yem npudnuszutensHo 1000 MM,

B cooTrBercTBMM ¢ APYrUM BapHaHTOM OCYLIECTBIEHHs HACTOsIIEe H300peTeHne
OTHOCHUTCSI K CHOCOOy TMOJIyYeHHsI TEepOpabHON (hpapMaleBTUYECKON TalJeTUpOBaHHON
KOMITO3ULINH, BKJIIOYAIOIIEMY CTaJUH CMEIIMBAHUS MAacChl CyJab(aTa HATPUS U 1O MEHbLICH
Mepe OJHOTO BCTIIOMOTATENIbHOTO CPENCTBA, MPH 3TOM Macca CyJib(aTa HATPUS IO CYIIECTBY
HE CONEPKUT YaCTHUIBI Cyib(aTa HATPHUs MEHbIIE YeM NMPHOIM3UTENbHO 150 MKkM U Ooublire
yeM npubnusutensHo 700 MKM, Hampumep, MeHblle 4YeM npudmusutrenbHo 300 MKM H
Oonpie yeM npudIM3uTeNbHO 750 MKM, MeHbLIe YyeM npuoau3uTenbHo 150 MM u Oosnblire

yeM npubnusuTensHo 1000 MKM nim MeHblIe yeM npuOam3uTensHo 300 MKM U OoJibine dem
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npubmmsutenbHo 1000 MKM, a Takke TPECCOBAHUS TMOJNYUYEHHOW B pe3yJibTaTe CMECH B
Ta0JNeTKy.

Crioco® mOMONHUTENPHO MOXKET BKIFOYATh MOKPBITHE TabneTku. B cooTBeTcTBHU C
APYTUM BapUAHTOM OCYIIECTBIEHHs CIOCOO B COOTBETCTBHH C HACTOSIIUM H300pETEHHEM
BKJIFOYAET yJAJIEHUE 1O CYLIECTBY YaCTHI] CyJb(daTa HaTPHsl MEHbLIE YeM NMPUOITU3UTENBHO
150 mMxkmM wu Oompme dyem mnpubmusutensHo 700 MKM, Hampumep, MEHbIIE YeM
npubmusutensHo 300 MkM u Oospine yeM npuOmu3uTenpHO 750 MKM, MEHbIIE 4YeM
npubmusutenbHo 150 MM u Oospine yem npubnusutenpsHo 1000 MKM WM MEHbLIE YeM
npubmusuTensHo 300 MkM U Oonbine yem mpubnusurensHo 1000 MkM 1o cMemuBaHus. B
COOTBETCTBUU C €IlI€ OJHUM BAapUAHTOM OCYINECTBIEHHUS BCIIOMOTATENIbHOE CPENCTBO
BBIOpPAaHO W3 TPYMIbIL, COCTOSINEH M3 PaspbIXJIUTENs, CBSA3YIOLIEro, CIOCOOCTBYIOIIETO
CKOJIB)KEHHIO CPEJICTBA, CMA3bIBAIOLIETO CPEICTBA UX KOMOMHALHIH.

CornacHo creaymoomeMy aclekTy HacTosee H300peTeHHe OTHOCHUTCS K CHocoly
UHIYLUPOBAHUS TEPHUCTATIBTUKU KHUINEUYHUKA VY CyOBeKTa, BKIIOYAIOLIEMY BBEICHHE
CyOBeKTy 1O MEHbIIeH Mepe ORHOW MNepopaibHON (apmManeBTHUECKOH TabJeTHpOBaHHON
KOMITO3MLIMM B COOTBETCTBHM C HACTOSILIMM H300pETeHHEM C WHAYLUPOBAHUEM TEM CaMbIM
NepUCTaNbTUKH KuiieyHuka. CornacHO ele OZHOMY AacleKTy HacTroslee H300peTeHue
OTHOCUTCSI K CIOCOOY MpenynpekaeHus] Wi JISYeHHs 3armopa y cyObeKTa, BKIYAIOIIEMY
BBeJeHHE CYOBEKTy 10 MeHbLIeH Mepe OIHOH TmepopaiibHON (apMaleBTHUECKOH
TaOJIETUPOBAHHOW KOMIIO3MIUK B COOTBETCTBHH C HACTOSIIIUM H300pETEHHEM C JICYCHHEM
WM TIpeNyNpeXxAeHIEeM TeM CaMbIM 3a1opa.

B cooTBeTCTBUM C OJHIUM BapUaHTOM OCYIIECTBJICHHUS BBIIIEYINOMSHYTBIX CIIOCOOOB B
COOTBETCTBUH C HACTOSLINM HM300pETEHHEM KOMIIO3HLIUS HETTOCPENCTBEHHO MPOTJIATHIBACTCS
cyObekTOM. B COOTBETCTBHHM € IPYrMM BAapUAHTOM OCYIIECTBJICHUS CTaIWsi BBEICHHS
KOMITO3ULMHN BKJIIOYAET MEPOpaJbHbIM MpHUeM BHYTPb BOJHOI AMCIEPCHH KoMmo3uuuu. B
COOTBETCTBUH C €Ile OJHHUM BapHAHTOM OCYINECTBJIEHUS Crocoba B COOTBETCTBUHU C
HACTOSIIIUM M300pPETeHHEM MEePUCTAIBTHKA KUIIEYHHKA MHAYLHUPYETCs 0€3 MHAYLUPOBAHUS
KJIMHUYECKH 3HAYMMOTO TepeHOCa 3JIEKTPOJIMTOB y cyObekra. COrjacHoO eme OmHOMY
acTeKkTy crnocod B COOTBETCTBUHU C HACTOSIIIUM H300PETEHHEM JICUUT WU MPENyNpeKaacT
3anop 0e3 MHAYLMPOBAaHUS KIMHHYECKH 3HAYUMOTO TEPEHOCAa 3JIEKTPOJIHUTOB Y CyOBEKTa.
CornacHo npyromy crnocoOy B COOTBETCTBUU C HACTOSIIIUM H300peTeHHEM, CYObEKTY BBOIST

2, 3, 4 unu S nepopaibHBIX (papMaLEBTHUECKUX TaOJIETHPOBAHHBIX KOMITO3ULIUH.

KDaTKOC ONMHCAHNE YepTeKel
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Ha ¢ur. 1 rpaduuecku nokaszan 3pdexr pasmepa 4acTui cyibpara HATPUs HA BPEMs

Ae3uHTerpauy TabIeToK Cyiab(ara HATPHSI B BOZE, KaK OMUCAHO B pumMepe 1.

ToapoOHoe onucanue H300peTeHust

Hacrosimmee n3o0peTeHne OTHOCUTCS K YHHKAJIbHOMY COCTaBY TaOJETKH JIBOMHOIO
NPUMEHEHHs, COMep KaleMy CyJb(paTHYIO COJb, Hampumep, cyibpaT HaTpusi, KOTOPBIHA
SBJIIETCSl TOAXONALINM ISl BBEAEGHUS IyTeM IPSIMOTO IEPOPAJbHOrO IpHEeMa WM, B
Ka4yecTBe aJbTEPHATUBBL, IyTEM [E3UHTErPallud B BOAE NEpea MEePOPATbHBIM IPHEMOM.
CornacHO KOHKPETHOMY acCIeKTy HacTosiiee H300peTeHHE OTHOCHTCS K IepOpasbHON
dapmarieBTHUECKON Ta0NIeTHPOBAHHON KOMIO3HMLMH, cofepkameil cynbhaTHYI COJb,
Harnpumep, cyiabdaT HATpUsi U HeoOs3aTeNbHO Cynb(ar Kajaus, NPU 3TOM KOMIO3HLIUSA
ABJIAETCS TOAXOASLIEH Ui BBEAEHHUS IyTEM NPSMOro MEpOpajbHOrO IMpHeMa U IyTeM
JE3UHTErpalil B BOJAE Iepel MepOopajbHbIM IIPUEMOM, IIPH OSTOM  KOMITO3HUIIHS
Ae3uHTerpupyercss B Boae mpu npubmmsurensHo 2°C wim  Bble, HAmpumep, OT
npubmurensHo 2°C no npubmmsutensro 15°C, B mpenenax MeHee deM NPUOIM3HTETBHO
120 nnn npubmmsutensHo 150 cexyHn, B Boxme npu npuOnusutensHo 8°C wmim BbILe,
Harpumep, oT npubmusurtenbHo 8°C no mpubmmsurensHo 10°C, B mpenmenax MeHee udeM
npubnusuTenbHo 90 cekyHa, HanpuMmep, MeHee 4yeM 60 CeKyHI, B BOAE MPU NPUOTU3UTEITBHO
5°C wnu BbILIE, Hanpumep, oT npudamsurenbHo 5°C no npubnmsurensHo 10°C, B npepenax
MeHee yeM npuoamsuTenbHo 120 cekyHa, HanpuMep, MeHee yeM 90 CeKyHA U/UH B BOZE NIPU
npubmmsutenbHo 2°C WM BbIlle, Hanpumep, ot npudmm3uTenbHo 2°C 10 npubIU3UTETHEHO
10°C, B npenenax meHee yeM npubnusutenbHo 120 wim npudnmusurenbHo 150 cekyHn; u npu
5TOM KOMIIO3MLIUSI HE NE3UHTErPUPYETCs BO PTY B MpeAesiax MeHee 4eM NPHUOIH3UTEIbHO
30 cekyHI IPU HEMOCPEACTBEHHOM NEPOPAIBHOM IIPUEME.

dapmaneBTUYECKHEe KOMIO3ULUU B COOTBETCTBUM C HACTOSIIMM H300peTeHHEM
pemarT mnpodieMy coOmoaeHHs OOJNBHBIM pPEKHUMa JIEYEHUS TyTeM oOOecredeHus
YHHBEPCAJIbHONW KOMIIO3HULINH, KOTOPYIO MOJKHO MIPUHUMATh B YAOOHOH auist 6onbHOTO hopme.
Kpome Toro, apmaneBTHIECKHE KOMITO3UIMU B COOTBETCTBUU C HACTOSIIIUM H300pETCHHEM
pewmaroT npodieMy coOmroaeHns OOMBHBIM PEXXUMA JICUCHHUs], BO3HUKAIOIIYI0 OTYACTH H3-3a
CBOWCTB YpPE3BBIYAHHOW THUTPOCKONMUYHOCTH Cyibdara HATPHUs, TNyTeM oOecredeHus
TaOJNIETKH, KOTOPYIO MOXKHO JHOO J[€3WHTEerpupoBaTh B BOAe, JUOO, B KadecTBe
aJbTEPHATUBBL, MOJKHO TNPUHUMATh HETMOCPEACTBEHHO O€3 MOTJIOUIeHUsI BCEH IOCTYITHOU
CJIFOHBIL, YTO BBI3bIBAET HEXKEJATEIbHOE OIIYIIEHHE BO PTY, CYXOCTb BO PTY W 3aTPyIHEHHE

MmporjiaTbIBaHHA.
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bonee Toro, ¢apmaneBTHUECKHE KOMIIO3UIMM B COOTBETCTBHHM C HACTOSIINUM
n300peTeHNneM pelnaroT MpobJieMy COCTAaBJICHHS] BBICOKO JTO3MPOBAHHBIX (opM cyibdara
HATpUs, HEOOXOOUMBIX JUI JOCTWXKEHUs ciaburenpHoro sddexra. JleficTBUTENBHO,
KOMITIO3ULIMM B COOTBETCTBUM C HACTOALINM H300peTeHHeM O0eCHeunBalOT BKIIIOUYEHHE
Cynb(aTHBIX COJel, B TOM 4YHCIE, Harnpumep, cyib(ara HaTpus H Cyibdara Kamus, Mpu
colep:KaHUU 1O MeHblnel mepe npudmmsurensHo 40%, 45%, 50%, 55%, 60%, 65%, 70%,
75%, 80%, 85% wiu 90% mo BeCy KOMIIO3WIMH, W, B YaCTHOCTH, BKJIOYEHHE CyibdaTa
HATpUs TIPU COAEP KaHUU MO MeHblueill Mepe npudmmsurenbHo 40%, 45%, 50%, 55%, 57%.,
60% wumun 65% mno Becy kommno3uuuu. IlyreM MHMHMMH3ALMM CONEP>KAHUNM HEAKTHUBHBIX
CPEICTB, Hanpumep, BCIIOMOTaTeIbHBIX CPEICTB, 1 MAKCUMM3ALIMU CONEPKaHUH CyJb(haTHBIX
cojell W, B YAaCTHOCTH, CONU cyinbpara HaTpus, NepopayibHble (papMaleBTUYECKHE
KOMIIO3MLIMM B COOTBETCTBUM C  HACTOSAIMM  H300pereHHEeM  00eCHeYrBaroT
BBICOKOJIO3UPOBAHHYIO (opMy B yaoOHOW TabneTHUpOBaHHOW (opMe sl JTOCTHXKEHHS
JKeJaeMoro ciaburenbHoro sddexra npu BBeaeHHH CyObekTy. COOTBETCTBEHHO, CyOBEKTaM
MOKeT TOoTpeboBaThCsi mpueM Tojbko 1, 2, 3, 4 umm 5 Tabnerok s MHAYLUPOBAHUS
NEePUCTAJIBTUKU KULICYHUKA.

bonee Toro, (apmaneBTHUECKHE KOMIIO3UIMM B COOTBETCTBHHM C HACTOSIIUM
n300peTeHneM pemarT NpoOieMbl COCTaBieHHs TaOJeTHPOBaHHOW (opMbl Cyibdara
HATPUsi, KOTOpasi JIETKO W OBICTPO JE3MHTErPHPYETCsl B BOAE WMJIM B BOJHOM pPAacTBOPE.
XUMUYECKHE CBOWMCTBA U, B YACTHOCTH, KPUBAsi pACTBOPHMOCTH, CyJib(aTa HATPHsI 3a4aCTYIO
NPUBOJAT K NMEPEKPUCTAIUTU3ALMH 1 00Pa30BaHHIO TBEPAOH MAcChl MPU MOTPYKEHUH B BOLY,
YTO TEM CAMBIM JI€JIaeT HEBO3MOXKHBIM JTOCTHXKCHHE KOHEYHOH 1enu oOecreueHus: BOIHOM
aucnepcud Al npuema.  Mcmonedyemble B HAcTOsIIIEM — JTOKYMEHTE€  TE€PMHHBI
«JIe3UHTETpalMsy WU «AEe3UHTErpUpOBATbCS» B KOHTEKCTE NE3UHTErpaluy B BOJAE WU
BOJIHOM PAacTBOPE OTHOCSITCS K Pa3pyLISHHIO W/ WK pacnaay TaOJeTHPOBAHHON KOMITO3ULUH,
Hanpumep, K ne3uHTerpauuu Ooyiee dyem mnpudbmusurensHo 50%, 55%, 60%, 65%, 70%,
75%%, 80%, 85%, 90% unu 95% xomno3uumu. B COOTBETCTBUHN ¢ KOHKPETHBIM BAPUAHTOM
OCYIIECTBJIEHUS] YPOBEHb JE€3UHTErpallid B KOHTEKCTE JIe3UHTErpaliy B BOAE WM BOJHOM
pacTBOpe MOXKET OBITh OLEHEH CIocOoO0aMM, OMHCAHHBIMU B NpuUMepax 6 M 7 B HACTOALIEM
JOKYMEHTE.

be3s orpaHndyeHuss KakoW-TMOO KOHKPETHOH TEOpHEH aBTOPbl  HACTOSILNETO
N300pEeTEeHUs] ONPEAENMIIN, YTO OTYACTH MYTEeM yIAJCHUS YacTHI CyJb(ara HATPUS MEHBbLIE
4yeM NMpuOIMm3uTeIbHO 150 MKM, HanpuMep, MeHbLIe YeM NpuOIm3uTenbHo 300 MKM, U, KpoMe

TOrO, MyTeM YIAJIeHUs 4acTull cysbdara Harpusi Oonbiie yeMm npudmmutrensHo 1000 Mk,
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Harpumep, Oojiee ueM NpuOIM3UTENHbHO 750 MKM, MOTYT OBITh MOJIy4eHBI TAOJETHPOBAHHBIE
COCTaBhbl CyJb(daTa HaTPUs, KOTOPblE OOECIIEYNBAIOT OBICTPYIO JE3WHTETPALMIO B BOJAE NMPHU
npubmmsutensHo 2°C, 3°C, 4°C, 5°C, 6°C, 7°C, 8°C, 9°C, 10°C, 11°C, 12°C, 13°C, 14°C,
15°C, 16°C, 17°C, 18°C, 19°C, 20°C, 21°C, 22°C, 23°C, 24°C ummu 25°C, Hanpumep, B
teuenne npudausurenbao 150, 120, 90, 60, 45 umu 30 cexkynn. B cooTBercTBHM C OOHUM
BApPUAHTOM OCYILIECTBJICHHUs TabJeTKa AE3UHTErpupyeTcss B Boae npu npudmausurensHo 15°C
B IIpefesax MeHee yeM NpUOIM3UTENhHO 45 cekyHA. B kauecTBe ajabTepHATHUBBI WM KPOME
TOro, TabJieTKa MOXET JAe3MHTErPUpOBaThCs B BoAe npu npudnusurensHo 10°C B npenenax
MeHee ueM npubnmsuTenpHo 60 cekyHn, HampuMmep, MeHee ueM 45 cekyHn. B kauectse
aNbTEPHATUBBl WM KpOMe TOro, TabjeTka MOXKET [e3UHTErpUpOBaTbCS B BOAE IpU
npubmmsutensHo 8°C B npenenax MeHee dyeM npudau3uTenbHo 90 cekyH, HanpuMep, MeHee
yeM 00 cexyHa. B kadecTBe ajbTepHATHBBI WM KpOMe TOrO, TabJieTKa A€3UHTErPUPYETCs B
Bone mpu npubmusutensHo 5°C B mpenenax MeHee ueMm mpuOmmsurenbHo 120 cexyHp,
Harpumep, MeHee yeM 90 cekyHn. B kauecTBe anbTepHATUBBI WM KPOME TOrO, TaOJeTka
JEe3UHTerpupyercs B Boxe mnpu mnpubmusurenshHo 2°C B mpepenax MeHee 4YeM
npubmmurensHo 120 mnn npubnusurensHo 150 cexyna. B cooTBeTcTBHM C pa3iMYHBIMU
APYTMMH BapHaHTaMM OCYLIECTBJIEHUS KOMIIO3MLMS JE3UHTErpUpyeTcss B BOAE IpHU
npubnusutenbHo 2°C wnu BbIlle, Hampumep, oT npudmm3uTenbHo 2°C 10 npubIU3UTETEHO
15°C, B mpenenax meHee uem npudau3uTenbHo 120 win npudnusurensHo 150 cekyHn; B Boze
npu npubnusutensHo 8°C  wim  Bhime, Hampumep, OT npuOmusurensHo 8°C  mo
npubmsutenbio 10°C, B mpenenax MeHee 4eM mpuOmmsutenbHo 90 CeKyHH, Hampumep,
MeHee 4yeMm 60 cexkyHn, B Boje npu npubmusutesbHo S°C WM BbIIE, HAampuMep, OT
npubmmsutenbHo S°C no npubnusutensHo 10°C, B mpenenax MeHee 4eM NPUOTU3UTENBHO
120 cexyHn, Hanpumep, MeHee ueM 90 CeKyHA;, u/win B Boae npu npudnusurensHo 2°C win
BbILIIE, HANTpUMep, oT mpudnnsutensHo 2°C no npudmusurensHo 10°C, B mpenenax MeHee 4yeM
npubmmsutenbHo 120 wmm  npubnusutensHo 150 cexkyHn. COOTBETCTBEHHO, TaOJETKU
00JJamar0T JOTOJHUTENBHON (DYHKIHMOHAJIBHOCTBIO B MPOSBISHHU JKETaeMOro mpoduis
Je3UHTEerpaluy B BOJE€ KOMHATHON TeMIIepaTyphl, B OXJIAKAEHHON BOJE U B XOJOIHOM BOJIE.
Kak TakoBble, TaONETKHM COOTBETCTBYIOT NPUMEHEHHIO B OOJACTAX, IN€ TeMIeparypa
NOCTYIIHOW BOABL, HAnpumep, BOJONPOBOJHON BOABI, HUXKE KOMHATHOW TEMIIEpPaTypBhl.
JleliCTBUTENbHO, aBTOPBI HACTOSLIETO HM300PETEHMs ONPENEeNHIIH, YTO YacTHULbI CyJbdara
HaTpusi OoJbine yeMm mpuOnusutensHo 150 MM, Hanpumep, Oofblne YeM MPUOIU3UTENBHO
300 MKM, TIpU TIPECCOBAHMM B TaOJETKy U OOBENUHEHHMH C COOTBETCTBYIOLINMHU

BCIIOMOTaTCJIbHBIMU  CPECACTBAMUA 6bICTpO pPacTBOPAOTCA B OXJIa}I(I[eHHOfI BOJAC MU B
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XOJIONHON BOA€ M Jalee He KPUCTAUIM3UPYIOTCS IOBTOPHO B TBEPAYID Maccy IIpH
NOTPY>KEHUH B HEe.

bonee Toro, (apmaneBTHUECKHE KOMIIO3UIMM B COOTBETCTBHHM C HACTOSIINUM
n300peTeHNneM TPEOAOIIEBAIOT MPOOIEMBl COCTaBICHUsI TaOIeTUPOBAHHOH (GopMbI Cyibdara
HaTpus, KOTOpas yCTOMYMBA K JAE3UHTErpallid MPU HENOCPEACTBEHHOM IE€pOpajbHOM
BBEJICHUU U B3aUMOJCHUCTBHUH CO CIIIOHOH. J[eHCTBUTENbHO, TepopaibHble (apMaleBTHUECKUE
TaONeTUPOBAHHbIE KOMIIO3ULIMM HE JE3MHTETPUPYIOTCS BO PTY B Ipenesax MeHee ueM
npubmusurensHo 90, 75, 60, 45 wnu 30 ceKkyHA NpU HEMOCPENCTBEHHOM IepOpaJbHOM
IIpUeMe U B3aUMOJEHCTBUU CO CIIOHOMN. Mcnonb3yeMble B HACTOSAIEM NOKYMEHTE TEPMUHbI
«JI€3UHTETpaLUs» WIN «A€3UHTErPHPOBATHCA» B KOHTEKCTE AE3MHTErPalluU BO PTY CyOBEeKTa
(m.e. mpu BO3IENUCTBUM CIIOHBI CyOBEKTA) OTHOCATCSA K Pa3pyLIEHUIO 3HAYUTENbHON 4acTH
TabJeTUPOBAHHON KOMIO3ULIMH, Hanpumep, OGonee yem npubmmsurenbHo 90%, 91%, 92%,
93%, 94%, 95%, 96%, 97%, 98% unn 99% xommnoszuuuu. B TO Bpems kak mpenrnoyaraercs,
YTO HE3HAYUTEJIbHAs! CTENEHb Pa3pyLIECHUs MOKET MPOUCXOAUTh NIPU MOMELIEHUHU B POT AJIA
HENOCPEACTBEHHOIO TMEepPOpPAIbHOrO IpHEMA, HCIONb3YyEeMble B HACTOSINEM JOKYMEHTE
TEPMUHBl «IE3UHTErpalusy WIH «JE3UHTErPUPOBATHCA» B KOHTEKCTE HEMOCPEICTBEHHOIO
NEepOpaIbHOTO IMpHEeMa OTHOCATCS K Pa3pylleHHI0 3HAUMTENbHOH wuacTu Tabnetku. B
COOTBETCTBUU C KOHKPETHBIM BapUAaHTOM OCYIIECTBJIEHHS YPOBEHb JE3UHTErpaluu B
KOHTEKCTE HEMOCPEIACTBEHHOTO MEePOPabHOrO MpHeMa MOXET ObITh OLIEHEH Crocodamw,
OMMCAaHHBIMH B IIpUMepe 2 B HACTOSIIIEM JOKYMEHTE.

Kpome Toro, aBTOpbl HACTOSIETO M300PETEHHST OMPENETHIIN, YTO MyTeM YyIAJICHUs
4acTUL CyJbpaTa HATPUS MEHbINE YeM MNpHONMM3UTENbHO 150 MKM, MpPEeanOYTHTENBHO
MeHbIne yeM npudau3uTesbHo 300 MKM, MOKHO MOJy4aTh OoJjiee IUIOTHBIE B 0OJiee TOHKHE
tabnerku. bonee Toro, mnyrem ypamneHuss dYacTul cyibdara Harpus Oojblie uem
npubmmsutenbHo 1000 MKM, TPEANOYTHUTENBHO Oonblie YeM NpUOIU3UTENbHO 750 MKM,
BapHaLUs Beca TAOJIETKU MUHIUMH3HPYETCS B XOZ€ CrIoco0a H3rOTOBIICHHUS.

Kpome TOro, mockompky mepopajbHble (DapMaleBTHUECKHE KOMITO3UIMH B
COOTBETCTBUH C HACTOSIIIUM H300pPETEHHEM MMEIOT TaOJIETUPOBAHHYIO (POPMY, KOMITO3ULIMU
00ecreynBar0T KOMMEPUYECKYIO BBIFOAY B OTHOIIEHHMH XPAaHEHUs] W TPAHCHOPTUPOBKU
Onarogapst OTCYTCTBHIO HEOOXOMUMOCTH BKIJIFOUEHUS] KOHCEPBAHTOB.

COOTBETCTBEHHO, AaBTOPBI HACTOSALIETO HW300PETEHUs OINPENeNUiIN YHHKAJIbHBIM,
YHHUBEPCAIbHBIN 1 3 ()EKTUBHBINA COCTaB CyJIb(ATHBIX CONEH, HampuUMep, cyybdaTa HATPHUSL.

dapmaneBTHYECKHE KOMITO3HIITNH
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CornacHo ONHOMY acleKTy HacTosiliee H300pEeTeHHEe OTHOCUTCA K MEePOPabHOM
dapmarieBTHUECKOW Ta0NETUPOBAHHONH KOMIIO3HMLMH, Conepkamell CynbhaTHYI COJb,
Harnpumep, cyibdaT HATPUs, TPU 3TOM KOMIIO3ULIUS SIBJISETCS MOIXOISIIEH Ui BBEISHUS
MyTeM MPSIMOTo NEPOPaJIbHOIO MpUeMa U MyTeM JE3UHTErpalii B BOJE Nepes NepopanibHbIM
npuemoM. COrjacHo Ipyromy acmekTy HacTosinee N300peTeHHe OTHOCUTCS K MepOpabHON
bapmarieBTHUECKOW Ta0NeTUPOBAHHON KOMIO3MLIUH, COAepiKamed cyibdar HaTpus, Npu
5TOM KOMIO3MLUA SBJAETCS MOAXONALIEH NJIs1 BBEACHMsI U IyTEM MPSMOI0 MepopajbHOro
npueMa, U MyTeM Je3UHTEerpallud B BOAE Iepel MepopajbHbIM INPUEMOM, MpPU 3TOM
KOMITO3ULIUS IE3UHTErPUPYETCs B BOA€ NpU npubausutenpHo 2°C WM Bellle, HAIPUMEp, OT
npubmmsurensHo 2°C no npubnusutensHo 15°C, B mpepenax MeHee 4yeM NPUOIU3UTENBHO
120 wnm npubnusurensHo 150 CeKyHN, ¥ MPU 5TOM KOMIIO3ULIHS HE JE€3UHTETPUPYETCS BO PTY
B Ipefesax MeHee uyeM NpuOau3uTesnbHO 30 CEeKyHI NMPH HEMOCPEACTBEHHOM IMEPOpPATbHOM
npueme. CoryiacHo ele OJHOMY aCIeKTy HacTosIee H300peTeHne OTHOCHTCS K MePOpabHON
¢dapmaneBTHUeckol TabMEeTHPOBAHHONW KOMIIO3MIMHM, coneprkamel cynbdar HaTpus u
cynb(haT Kajust, PU 5TOM KOMITO3HLUS SIBIISIETCS TIOAXOMSIISH A BBEACHHS ITyTeM IPSIMOTO
NEePOPAJILHOrO MpueMa U MyTeM AE3UHTErpaluu B BOAE Nepes NepopalbHbIM MPUEMOM, NMPU
5TOM KOMIIO3UIUSI JE3MHTErpupyercss B Boxe npu mnpubmmsurensHo 2°C wim  Bble,
Harpumep, oT npubmusutenbHo 2°C no mpubmmsurensHo 15°C, B mpenenax MeHee udeM
npubnusutenbHo 120 wim  npubnusutensHo 150 cekyHI, mpU 3TOM KOMIIO3ULHUSL HE
JIE3UHTETPUPYEeTCs BO PTYy B Mpenenax MeHee YeM MNpuOMM3uTenbHo 30 CeKyHI MpH
HETIOCPEACTBEHHOM TEpPOpPaIbHOM TMpUEeMe, W TpH 3TOM TalleTka BKIO4YaeTr B cebs
nokpbiTre. CorjacHo eme OIHOMY AacCIeKTy HacTosmee HW300peTeHHe OTHOCHTCS K
NepOopaNbHON (hapMarleBTHYECKONH TaOIeTUPOBAHHON KOMITO3UIUH, COAEpIKaIlel CyJb(ar
HATpUsl M CyJab(ar Kajus, NMPH 3TOM KOMITO3ULHS SIBJISIETCS MOIXOMASIICH IJisi BBEACHHUS
MyTeM MPSIMOTo NEPOPaIbHOIO MpUeMa U MyTeM JAe3UHTErpalii B BOJe Nepel epopaibHbIM
NPUEMOM, TIPU 3TOM KOMIIO3HLHS AE3UHTEIPUPYETCS B BOne NpU npudiusutensHo 2°C umm
BBILIIE, HANTpUMeEp, OT mpudnnsutensHo 2°C no npudmusurensHo 15°C, B mpenenax MeHee 4eM
npubmmsutenbio 120 wim npubmusutensHo 150 cekyHI, mpU 3TOM KOMIIO3ULUSL HE
AE3UHTETPUPYETCS BO PTY B Mpenenax MeHee 4eM MNpuOMM3uTenbHO 30 CeKyHO MpH
HENOCPENICTBEHHOM NepOpajbHOM IpHEMe, NPU 3TOM KOMIIO3ULUS COAEPKUT 0 MeHbIei
mepe npubnusutensHo 70% 1o Becy cyibdara HaTpus U cynbdara Kalus, U NP 3TOM
TabneTka copepkuT MokpeiTHe. COrNIaCHO CIEAYIOLIEMY acIeKTy HacTosiinee H300peTeHue
OTHOCHTCSI K TIEpOpaJIbHON (hapMalieBTHYECKON TaOJIeTUPOBAHHON KOMITO3ULINH, COAEpIKALIeH

cyibdar HaTpusi U cyib(ar Kajmus, MPU 3TOM KOMITO3ULIUS SIBJISIETCS TOAXOISIIECH st
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BBEJIEHUS IyTEM MPSIMOro MepopajbHOro MpuemMa U MyTeM JAEe3UHTEerpaluu B BOJAE Mepen
NEPOPaNbHBIM MPUEMOM, I@IPU OSTOM KOMIO3MIMs JE3UHTErpupyercss B BOAE IpHU
npubmmsuTenbHo 2°C iy Bblle, HapuMmep, oT npudmm3uTensHo 2°C 10 npuOIU3UTENTHEHO
15°C, B npenenax menee yem npudmmsurensHo 120 wim npubmusurensHo 150 cexyHa, mpu
5TOM KOMIIO3MLIUSI HE NE3UHTETPUPYETCs BO PTY B IpeAesax MeHee 4eM NPHUOIH3UTEIbHO
30 cexkyH IpU HENOCPEACTBEHHOM IE€pOpajbHOM IIpHEMe, NPU 3TOM KOMIO3HULMS IO
CYLIECTBY HE CONEPKUT YaCTHLIbI CyJib(aTa HATPHUsI MEHbIIE YeM NpUOIu3uTeTpbHO 150 MKM U
Oonpie yem npubausuTeapbHo 700 MKM, M IIPH 3TOM Ta0JIE€TKa AOTOJHHUTENIBHO BKJIOUAET B
ceOsl MOKPBITHE U PAa3PhIXJINTENb. B COOTBETCTBUM C €Ille OTHUM BapHAHTOM OCYIIECTBIICHUS
HacTosiIee U300peTeHne OTHOCUTCA K MepOopalibHON (papManeBTU4eCKOH TabJeTHpOBaHHON
KOMITO3ULIMH, cojepxkalieil cyiabdar HaTpust U cynbdar Kauus, NP 3TOM KOMIIO3HLIUSA
SABJISIETCA MOAXOAALIEH Uil BBEAEGHUS IyTE€M IMPsIMOrO MEPOPAJBbHOIO INpuemMa U MyTeM
JEe3UHTerpalud B BOAE Iiepel MEpOopalbHbIM MPUEMOM, IMPU OTOM  KOMIIO3ULIUS
Ae3uHTerpupyercss B Boae mpu npubmmsurensHo 2°C wim  Bble, HAmpumep, OT
npubmsurensHo 2°C no npubmmsutensro 15°C, B mpenenax MeHee deM HPUOIM3HTENBHO
120 ynn npubmmsutensHo 150 cexyHA, IpU 5TOM KOMIO3ULMS HE E3HHTErPUPYETCS BO PTY B
npenenax MeHee 4eM NpuOnusuTenbHO 30 CeKyHI NpPU HENOCPEACTBEHHOM IE€POPATbHOM
npueMe, MpH 3TOM KOMIIO3ULHS MO CYIIECTBY HE COAEPIKUT YacCTHLbI CysbdaTa HATPUS
MeHbIne 4eM npubnusutesnibHo 150 MkMm u Oonbiie yem npubnausurensHo 700 MKM, U TIpH

5TOM TabJieTKa BKIIIOYAET B ceOsl HOKPBITHE.

Cynvhamnuie cotu
Hcnonp3yeMblii B HACTOSIIEM JTOKYMEHTE TEPMHUH «CyJb(paTHAsl CONb» OTHOCUTCS K

KOMOMHaIMAM  cyidb(aTHoro uoHa, nm.e. SO4*, M COOTBETCTBYIOLIETO KAaTHOHA.

,
HeorpanuyuBaroiue mnpumepsl CyJab(paTHbIX CONEH AJsi MPUMEHEHHsS B COOTBETCTBHH C
HACTOSIIIMM HM300peTeHneM BKIIOYAIOT B cels, Hampumep, cyiabdar Hatpus (NaxSOy),
cynbdat maraus (MgSQOy4), cynbdat kanus (K2SO4) 1 ux koMmOuHaIWH.

B cooTBeTcTBMU ¢ OmNpeneNieHHbIMH BapUaHTAMH OCYIIECTBIICHHs TMepOpajbHbIE
(apmaiieBTHUYECKe TaOJETHUPOBAHHbIE KOMIIO3ULUH B COOTBETCTBHU C  HACTOSILIMM
n3o00pereHneM BKJIIOUArOT B ceds cynbgar Hatpus. Cynbdar HaTpus MOkeT ObITh B (popme
Oe3BogHOrO TmoOpowKa (Hanpumep, TeHapaur) win B (opme pexaruapara (nanpumep,
rnayOepoBa cojb, Mupabunaut). B COOTBETCTBMM ¢ OMNpenesieHHbIMH BapHAHTAMHU

OCYIIECTBJIEHUS TIepopalibHast (papManeBTHUeCKasi TaOJeTHPOBAHHAST KOMITO3HIIUS BKJIFOYAET

B ceOsi cynbdaT HATpHsl U 1O MEHbIIEH Mepe OIHY APYTYIO CYJb(paTHYIO COJib, HAMPUMeED,
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cyabdar MarHus win cynbdar kanus. Hampumep, B COOTBETCTBMM C OJHHM BapHAHTOM
OCYILECTBJIEHHS TIepOopasibHasi papMarieBTuIeckast TaONETHPOBAHHAS KOMITO3ULIHSI BKJIIOYAET
B cebst cynapdar Hatpus u cynbpar Kaiaus. B COOTBETCTBHHM C elle OAHHUM BapHAHTOM
OCYIECTBJIEHUS] HAcTosiee H300peTeHHe BKIOYaeT Cyib(ar HaTpws, Cyabdar Kamus U
cyJib(haT MarHus.

CynbaTel, Kak U3BECTHO, 001aar0T cnaduTenbHbIM 3 dexTom. M3BeCTHBIE B ypOBHE
TEXHUKH CYJb(aTHbIE KOMIIO3UIUH BKJIFOYAJIH B CeOsl TOJNBKO JIMIIb HEOONBIIOE KOJTHYECTBO
AKTUBHOI'O WHIPENUEHTa, Kak MnpaBmio, MeHee 4deM 30% 1o Becy TaOJETKH, IMOCKOJbKY
00JIBbIIOE KOJMUYECTBO HEAKTHBHBIX CPENCTB TPeOOBAIOCH JUIS NOCTHIXKEHUS I€3UHTETPaLUu.
IlyremM mnoOBBILIEHUS COAEP)KAaHUS Cyib(ara TaONETKH B COOTBETCTBHH C HACTOSIINUM
n300peTeHneM MO3BOJISIOT MUHUMHU3HPOBATH YUCIO U pasMep TabJeTOK, HeOOXOAMMbIe IS
JOCTHXKEHHUS JKEJaeMOro TepaneBTU4Yeckoro s¢dexra. B cooTBeTCTBUU C OmnpeneneHHbIMU
BAapUAHTAMHM  OCYLIECTBJICHUS  mepopaibHas  (papmarneBTudeckass  TabJeTHpOBaHHAS
KOMIIO3ULIUST BKJIFOYaeT B ceOsi o MeHblued Mepe npudmsurenbHo 40%, 41%, 42%, 43%,
44%, 45%, 46%, 47%, 48%, 49%, 50%, 51%, 52%, 53%, 54%, 55%, 56%, 57%, 58%, 59%,
60%, 61%, 62%, 63%, 64%, 65%, 66%, 67%, 68%, 69%, 70%, 71%, 72%, 73%, 74%, 75%,
76%, 77%, 78,%, 79%, 80%, 81%, 82%, 83%, 84%, 85%, 86%, 87%, 88%, 89% wunu 90% mno
BECY CYJIb(aTHBIX COJICH B KAYECTBE AKTMBHOT'O MHIPETUEHTA.

B cooTBercTBMM € OmpeneNeHHbIMH BapUAHTAMH OCYIIECTBJCHHS HACTOSIIErO
n300peTeHus nepopaibHas papMareBTHYeCKas: TabJETHPOBAHHAST KOMITO3UIIHS BKJIFOYAET B
cebs mo MeHblIel mepe npudam3uTeapbHo 70% mo Becy cynb(haTHOW COJNH, BBIOPAHHOH U3
TPYIIBI, COCTOSIIEH W3 Cynbdara HaTtpus, Cyibdara kamus, cyibdara MarHus W HUX
KOMOMHaIWii. B COOTBETCTBHM CO CIEAYIOIIMM BapHAHTOM OCYILIECTBIIEHHS IMEpOpabHAs
(apmarieBTHUECKasT TaOJIETUPOBAHHAS KOMIIO3HMLIMS BKIFOYAaeT B ceOs MO MEHbLIEH Mepe
npubmmsurensHo 70% mo Becy cynbdara HaTpus U Cyibdara kanus. B cooTBeTcTBUHU C
ONpENeNIeHHbBIMA  BAapUAHTAMH  OCYINECTBJIEHUs]  MepopajibHas  (papmameBTHYECKas
TaOJIETUPOBAHHAS KOMITO3ULIMSI CONEPKUT MO MeHbInel mepe mpuommurensro 40%, 41%,
42%, 43%, 44%, 45%, 46%, 47%, 48%, 49%, 50%, 51%, 52%, 53%, 54%, 55%, 56%, 57%,
58%, 59%, 60%, 61%, 62%, 63%, 64% wumu 65% 1o Becy cynbdara HaTpus. B cooTBeTCTBUM
C eme OJHMUM BAapUAHTOM  OCYLIECTBIEHHs  IepopajibHast  (papMameBTHYeCKast
TaOJNIETUPOBAHHAS KOMIIO3ULUS COAEpPKUT OT mpudmusurenbHo 40% 10 mpuUOIH3UTETBHO
65% wmu ot npubmuzurensHo 5S0% no npubnusutenbHo 60% 1O Becy CyJbdaTra HaTPHsl.

Mpubmmsurensao 90% wyacTun cyibdara HATPHUs, HAXOMAIIMXCS B KOMMEPUYECKH

IOCTYITHOM CyJib()aTe HATPHUsl, UMEIT pasMep MeHblle uHeM mnpuOmmsutenbHo 300 MM
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cormacHO cranpapram USP. Takoii mopomok cynbdara Hatpus oOpasyer MeIIEHHO
PacTBOPSIIOLINECS KPUCTAIUIBI NTpU 100aBiIeHnH BOAbl. OOHAKO yAaleHHE YacTHUIl pa3MepoM
MeHbIme d4eM 150 MKM JaeT MOpOIIOK, KOTOPBI MOXKET OBbITh HCIONBb30BaH IS
dbopmupoBaHus TaONeTKH, KOTOpas OBICTPO pacTBOpsieTcst (nanpumep, B Tpenenax
npubmmsutensHo 30, 60 mn 90 cekyHn) B Boae, Hanpumep, npu npudmsurensHo 2°C, 3°C,
4°C, 5°C, 6°C, 7°C, 8°C, 9°C, 10°C, 11°C, 12°C, 13°C, 14°C, 15°C, 16°C, 17°C, 18°C,
19°C, 20°C, 21°C, 22°C, 23°C, 24°C umm 25°C. Kpome Toro, ynaneHue 4acTui OOJbIIEro
pasmepa, Hampumep, Oosbiie dem mnpudbausureapHo 1000 MM, maer Oojee TIUIOTHBIN
MOPOLIOK € MOHM)XEHHbIM K03(duuneHToM myctor. B pesynprare moxker ObITh mosydeHa
Oonee mioTHas U Oosee TOHKas TableTka.

CrnenoBarenbHO, B COOTBETCTBUU C ONPEEICHHBIMH BAapUAHTAMU OCYILECTBJICHMUS
nepopaibHas papmarieBTH4ecKast TaOJIeTHPOBAHHAS KOMIIO3ULMS 110 CYIIECTBY HE COIECPIKUT
YaCTHULbI CyibdaTa HATPUS MeHbIIe YeM npudmusutenabHo 150 My, 200 MM, 250 MKM niu
300 MM M yacTHLBI Ccysbdara HaTpus Oosbuie yem npubmmsurenbHo 700 MM, 750 MKM,
800 mxm, 900 Mxm mnu 1000 MxM. B cOOTBETCTBUHM C APYrUM BapHUaHTOM OCYILECTBICHUS
KOMITO3MLIMSI 10 CYLIECTBY HE COMEPXKUT YacTULBl Cyibpara HATPUS MEHbLIE YeM
npubnusutenbHo 300 MkM U Oosbine yem npudmusurenabHo 700 Mxm. B cooTBercTBHU €
APYTUM BApUAHTOM OCYIIECTBJCHUS KOMIIO3UIUS IO CYIIECTBY HE CONEPIKUT YaCTHLIBI
cysbdaTa HaTpUs MeHbIe YyeM MpUOIu3uTeNbHO 150 MKM U OoJble YeM MpUOITHU3UTETBHO
700 MxMm. Mcnonp3yeMblii B HACTOSIEM JOKYMEHTE TEPMHMH «IIO CYLIECTBY HE COAEPKUTY
OTHOCHUTCSl K KOMITO3MLIMHK, COAepIKallell HEe3HAYUTENIbHBIH YPOBEHb YaCTHUI], KOTOpBIE
BBIXOASAT 3a Mpeneibl JKeIaeMoro auarna3oHa pa3MepoB YacTULl, HalpuMep, MeHee YeM
npubmsutenbHo 5%, 4%, 3%, 2%, 1%, 0,5%, 0,4%, 0,3%, 0,2%, 0,1%, 0,05%, 0,04%,
0,03%, 0,02%, 0,01% 1o Becy cynbdara HATPUs B KOMIIO3ULIMU. [[prMeHeHre MaCChl YaCTHI]
cyabdara HaTpuUsi, MOJYYEHHBIX NMyTeM NPUMEHEHUs] CTaHAAPTHBIX METOIUK, M3BECTHBIX B
YPOBHE TEXHUKHU JUJIS TTOJYUYEHHUs JKeJIaeMOT0 IMana3oHa pa3MepoB YacTHULl, HAIPUMED, B TOM
YHUCJie MPUMEHEHUE COOTBETCTBYIOIIMX CUT, CETOK HMJIM JPYTUX METOIUK, OMUCBHIBAEMBIX B
HACTOSIIIEM JIOKYMEHTE HJIM M3BECTHBIX B YPOBHE TEXHHUKH, O0OECIEUMBAET MOIYyUYEHHYIO B
pe3ysbTaTe KOMIO3ULMIO, IO CYLIECTBY HE COJAEP:KAlLIYI0» YacTHULlbl, KOTOpPbIE BBIXOIAT 32
NPEeAeIbl KEeIaeMOro TUana3oHa pa3MepoB YaCTHLL, AJIS LeJieil HaCTOSIIero H300peTEeHHs.

YnomMuHaHue B HAcCTOALIEM JOKYMEHTE pa3Mepa 4acTULl COOTBETCTBYET TAaKOBOMY B
ypOBHE TEXHMKH. Hampumep, ymoMHHaHUE pa3Mepa MOXKET OTHOCHTBCS K YacTHLAM,
NOJIYYEHHBbIM NPH NMPUMEHEHUH COOTBETCTBYIOLIETO CHTA, HANpUMED, TIPH TPOCEUBAHHUU C

IIOMOIIBIO BO3/yXa WX PH JJA0OPaTOPHOM IIPOCEUBAHUH, U CETKU.
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ITepopanbHas papmaneBTHUecKas TaOJETHPOBAHHAS KOMIIO3HULIUS MOXKET BKJIFOUYATh B
cebst cynbdar HaTpusi, IPH 3TOM MO MeHbIIel Mepe mpuoau3uTebHo 90%, 91%, 92%, 93%,
94%, 95%, 96%, 97%, 98% umum 99% mno Becy cyibdara HATPHsl COCTABIISIOT YACTHILIBI
cysibdaTa HaTpHsi, KOTOpbIe OoJbine yeM nmpudmusutenbHo 150 MM, 200 MM, 250 MKM Hiu
300 MxM, HO MeHblne yeM npuOmmsutensHo 700 mMkm, 750 mxMm, 800 mxMm, 900 MKkM wiu
1000 mxm. bonee KOHKpeTHO, mepopanbHas ¢apMarneBTHYeCKass TaOJeTHUpPOBaHHAS
KOMITO3ULIUST MOXKET BKJIIOYAaTh B ce0si cynbdaT HaTpus, NMPU 3TOM IO MeEHbIIEH Mepe
npubnusuTensHo 99% mo Becy cyib(ara HATPHs COCTABIAIOT YaCTHUIIBI Cyibdara HaTpus,
KOTOpbIe Oonblie yeM npuonusurensbHo 150 MM, 200 mxm, 250 Mxm mitu 300 MKM U MEHbLIIE
yeMm npubmmsurensHo 700 mxm, 750 mxm, 800 mxm, 900 mxm miu 1000 mxm. B cooTBeTcTBUM
C JApPYrUM BapUaHTOM  OCYIIECTBIEHHMs  HACTOALIEr0 H300peTeHuss MnepopajbHas
(dapmaueBTHUEeCKas TaONETHPOBAHHAS KOMIIO3MLIUS MOXKET BKJIKOYATh B cels cyibdar
HATpHs, NPH 3TOM MO MeHbIneil Mepe npuOmm3uTenbHo 99% mo Becy cynbdara HATPUS
COCTaBJISIIOT YaCTHUIIBI CyJb(haTra HaTpUs, KOTOpble OoJblIe YeM npuOIm3uTensHo 150 MkM u
MeHblIe 4yeM npudmmsutensHo 700 MxMm. B cooTBeTcTBHMHM € eIie OIHUM BapUAHTOM
OCYLIECTBJIEHUS HACTOSIILIETO n300peTeHus nepopasbHasi (bapmaneBTHUECKAS
TabJeTHPOBaHHAsT KOMIIO3ULMS MOXET BKJIIOUaTh B ceOst Cyib(aT HATpUs, IPU STOM IO
MeHbInel Mmepe mpubmmsuTenbHo 99% mo Becy cynbdara HATPUS COCTABIISIOT YAaCTULIBI
cyibdara HATPUsi, KOTOpble Ooyibiie 4YeM npuOmm3uTeNbHO 300 MKM W MEHbIIE YeM

npubnu3uTenbHo 700 MKM.

Hoxkpoitmus

B coorBercTBUM ¢ pasNUYHBIMU BapUaHTAMH OCYIIECTBJIEHUs HACTOsILEe
n300peTeHne BKJIIOYAET MOKpbITHE. lcmonb3yemblli B HACTOSINEM JOKYMEHTE TEPMHH
KTIOKPBITHE» OTHOCUTCA K CPENCTBY, KOTOPOE€ 3alMUINAET AaKTHUBHbIE WHIPEAHCHTHI
(bapMareBTHUECKOH KOMIO3MLMK OT pPa3pyLIEHHs B pe3yJbTaTe KOHTAKTA C BO3AYXOM,
BJIATOIl WJIM CJIOHOHM, MacKUpyeT CO€AMHEHMsI C HEeNpPHUSITHbIM BKYCOM WJIM BIHSET Ha
CKOPOCTh WJIM JIOKAJM3ALMI BBICBOOOXKACHHS AaKTHBHOTO UHrpenuenta. Kpome Toro,
MOKPBITHE O0ECTIEYMBAET 3aLIUTY AJISI TAOJETKH B XOJ€ MEPOPATBHOTO BBENEHUS, HO TaKXkKe
OBICTPO JE3UHTErPUpPYETCS B BOAE C OOECreYeHHeM JE€3MHTErpalud TaONeTKH U
MOCJEAYIOLIEr0 NpueMa MOJYyYeHHOH B pe3yibTare BOAHOW aucnepcuu. Ha camom nerne,
aBTOPBI HACTOSIIIETO M300PETEHHsI HEOKHIAHHO OOHAPYKWIJIM, YTO TOKPBITHS MO CYIIECTBY

HE MOBLIAKOT BPEMS AC3UHTETPALlN B BOAEC.
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XoTrs HemokpbITass TabjeTka y)ke TOTOBa [JIsl HEMOCPENCTBEHHOrO NpHEMa, Kak
NPaBUJIO, TAOJIETKA HEMEJIEHHOTO BBICBOOOKIEHUS, 1OOABIEHHE MOKPBITUS MOXKET CAeJaTh
cyabdarabie comu Oonee mnpusTHbIMH. CynbdaTHele comu 00NamarT Ype3BBIYAHHON
THTPOCKONUYHOCTBIO, W MPHU NEPOPANbHOM IpueMe TabjieTka HEMEIUIEHHO MOIJIOIAET BCIO
JOCTYIIHYIO CIIIOHY BO PTY, CO371aBasi HEXKENATENIbHOE OINYILIEHHE BO PTY, CYXOCTh BO PTY H
3aTpyaHss nporiarbiBaHue. [IokpeiTie TaONeTKH JOMONMHUTENBHO CONEHCTBYET CIIOCOOHOCTH
TAaOJNIETOK TNPOTUBOCTOATH AE3UHTErPALlMM IPH KOHTAKTE CO CIIOHOM H, KPOME TOro,
npenaoxpaHseT OONBHOTO OT OIIYINEHHUs HENPUSATHOTO BKycCa CyJNb(paTOB NPU MOMELIEHHU
HETNOCPENCTBEHHO B POT, HAIIPUMEp, B TEUEHHUE IO MEHbIIeH Mepe oT npudausuteasao 30, 60
i 90 cexyHza. Ilo yka3aHHbIM BbIlIe NMPUYMHAM ITOKPBITHE MPEATIOUYTUTENBHO OBICTPO HE
PacTBOPSIETCS U HE Pa3pylLIaeTCsl B CIIOHE MO CPABHEHUIO C BOAOM.

Heorpannuuparomye npuMepbl HOKPBITUH [JIsI NPUMEHEHUS B COOTBETCTBUU C
HACTOSIIMM  W300peTeHHMEeM BKIIOUAOT B  ce0s  THAPOKCHITPOMUIMETHIILEIUIIOIO3Y,
METWILEJUTION03Y,  TUAPOKCHIIPONMIIILEIUIIOI03y,  KapOOKCHMETWILEIUTION03y — HaTpus,
NOJMATUIICHTJINKOIN, CHHTETHYECKHEe IMOJMMEphl, LIeJUIaK, KyKYPY3HBIH Oellok 3euH,
NOJIMCAXapuabl, NOJMBUHMIIOBBIA CIUPT, NoiaudTHiIeHrmHnkoidb, Kollicoat IR (comommmep
MOJIMBUHUJIOBOTO crupTa W monuyTiieHrimkossi), Kollicoat SR 30D (nmonuBuHMIaneTar,
CTaOMIM3UPOBAHHBIN OJUBHHUITHPPOIUAOHOM U JIAYPUIICYJIHGATOM HATPUSI) UJIH JKEJIATHH.
B cooTBeTcTBHU ¢ OZHMM BapUAHTOM OCYINECTBJICHHUS MOKPBITHE SIBJISIETCS] PACTBOPUMBIM. B
COOTBETCTBUH C PAa3IMYHBIMU BapPUAHTAMHU OCYIIECTBIIEHHs MOKPBITHE BHIOPAHO U3 TPYIIIIHI,
COCTOSILIEH u3 TUAPOKCUITPOTTAIMETHIILIEIUTFOJIO3bI, METHJILISIUTIOJIO3BI,
THIPOKCUTIPOTTHIIIIEIUTIONO3bI, KapOOKCHMETHIILEIIFOIO3bl HATPHSL, MOJIUITHICHIIIMKOICH U
COMoJIMMepa TOJMBHHUIJIOBOTO CHHPTA M TMOJUSTWICHIIIUKONS. B COOTBETCTBMM C OZHUM
BAPUAHTOM OCYILIECTBJIEHHSI MOKPBITHE CONEPKUT COMOJHMEpP MOJMBHHUIOBOTO CIUPTA U
MOJIM3 TUJICHTJTUKOJIS. DTO MOKPBITHE JIETKO PACTBOPSIETCS U MOXKET ObITh UCIIONIB30BAHO IS
HAHECEHUs] MOKPBITHA PACIBLICHUEM Ha Ta0JIETKU MPH KOHLeHTpauusx a0 30% mo Becy
KOMIO3ULMH. [lONMBHHUIIOBBIA CIUPT H  TMOJHUATHIEHIJIMKONb OOpPa3ylOT IUIACTHYHOE
MOKPBbITHE C HU3KOH KJIEWKOCTBIO, YTO YCTpPaHSeT MOTPeOHOCTh B IUIACTH(HKATOpax H
CpeAcTBax [Jsl yCTpaHEHHs KJIEeHMKocTH. B cooTBeTcTBMM € ApyruM BapUaHTOM
OCYIIECTBJIEHUS] TTOKPBITHE COCTABIsIET OT npubyiusureapbHo 1,75% no npubnusurensHo 6%
Wi oT npubnusuTensHo 2% 1o npudnusutensHo 6% 1o Becy komno3unuu. Kak ykaszaHo B
HIDKETIPUBEICHHOM NpUMepe 2, TabJNETKH C MOKPBITHEM, COCTABISIFOIIUM MPUOTU3UTETBHO
2% 1o Becy KOMIIO3HMILMH, MpH N0OABJICHUU BOABI PA3PYLIAIOTCS U HAYMHAKOT HEMEIJICHHO

ne3uHTerpupoBatbcss (m.e. B mpenmenax S5-10 cekynm). TabneTku ¢ TOKpPBITHEM,
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COCTABJISIFOLIUM TPUOIU3UTENBHO 2% MO BECy KOMITO3ULMH, Pa3pyLIAIOTCS M HAYUHAIOT

HEMCAJICHHO AE3UHTCTPUPOBATHCA B BOAEC B IIpEACiax 10 30 CCKYHN.

Bcnomozamenwnsie cpedcmea

dapmMareBTUYeCKHe KOMIIO3UIIMM B COOTBETCTBHHM C HACTOSILIUM HU300peTeHHEM
JOTOJHUTEIPHO BKJIIOYAIOT [0 MEHbIIEH Mepe OOHO BCIIOMOTATEIbHOE CPEACTBO.
Hcnonb3yemblii B HACTOSIIEM JTOKYMEHTE TEPMHH «BCIIOMOTATEJIbHOE CPEACTBO» OTHOCHUTCS
K (papMakonormuecku HEAKTUBHBIM BEIIECTBAM, KOTOpPbIE MOTYT OBITh HCIOJIb30BAHBI,
Hampumep, MAJs YyBeNHuUeHUs o0beMa WIM Macchl COCTaBa, oOyerdeHuss crocoda
W3rOTOBJICHUS], CTAOWJIM3AI[MU WJIM 3aI0UThl AKTUBHBIX HWHTPEIUEHTOB IPU XPAHEHUHU,
BJIUSTHUSL Ha PACTBOPUMOCTH KOMIIO3UIIMH, BJIMSIHUS HAa JE3WHTErPAIlU0 KOMITO3ULIUU WITU
yJIyqIIeHus BKYCOBOM MIPUBJIEKATEIIbHOCTH. Heorpannuusaromue MIPUMEPBI
BCIIOMOTATENIbHBIX CPEACTB JJIsl MPUMEHEHHsI B COOTBETCTBUHU C HACTOSIINM H300peTeHHEeM
BKJIFOYAIOT B ceOsi aHTHAATE3WBBI, CBSI3YIOINUE, TOKPBITHS, Pa3pPhIXJIUTENH, HAMOJHUTEH,
BKYCOApOMAaTHYECKHE CPEACTBA, KPACHUTENM, CMA3bIBAIOLINE CPEACTBA, CIOCOOCTBYIOIIHE
CKOJIbXKEHHMIO CPEICTBa, COpOEHTHI, KOHCEPBAaHThI W MOJACIACTUTENH. B COOTBETCTBUH C
OTpeneeHHbIMU BapUaHTAMHU OCYIIECTBIICHHs TAOJETKH HE BKJIIOUYAIOT B Ce0s1 KOHCEPBaHT.

B  coorBercTBMM ¢  OJHHM  BApUAHTOM  OCYILIECTBJIEHHs  IEpOpasibHAsI
dapmaneBTHUecKkas TaOJETUPOBAHHAS KOMIIO3UIUS COAEPKUT IO MEHbINEeH Mepe OIHO
BCIIOMOTATeJIbHOE CPENCTBO, BbIOPAHHOE W3 TPYIIbL, COCTOSIIEH U3 Pa3pbIXJIUTENS,
CBSIBYIOIIETO, CIOCOOCTBYIOIIETO CKOJBKEHUIO CPEACTBA, CMAa3bIBAIOIIEr0 CPEACTBA M HX
koMOuHaImii. B COOTBETCTBUM ¢  KOHKPETHBIMH  BapUaHTAMH  OCYINECTBIICHUS
BCIIOMOTaTeNIbHOE CPENCTBO(a) SBJISIETCS PACTBOPUMBIM. B COOTBETCTBUU C OMNpeneeHHbIMU
BapUAHTAMU OCYINECTBIIEHUs oOOlIee CcoaepKaHHe BCIIOMOTAaTEeNIbHOTO CpencTBa B
KOMITO3UIIMH COCTaBJIsIeT MeHee deM mpudausutenbHo 40%, 35%, 30%, 25% wumu 20% mo
BeCy KOMITO3HMIIUU. B COOTBETCTBUY C OJJHUM BapHAHTOM OCYIIECTBJICHUs 001Iee CoepKaHue
BCIIOMOTaTEJIbHOTO CPEACTBA B KOMITO3ULIMU COCTABIISIET MeHee YeM npudm3uTensHo 30% mo
BEeCYy KOMITO3WLIMUA. B COOTBETCTBHH ¢ KOHKPETHBIM BapHAHTOM OCYIIECTBJICHHs oOOInee
Collep’KaHUe BCIIOMOTATEIbHOTO CpPEICTBA B KOMIIO3WIMU COCTAaBJIIET MEHee dYeM

npUOIN3UTENBHO 25% 1O BECY KOMITO3ULHH.

Paspvixnumenu
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B  coorBercTBMM ¢  ONHMM  BapHMAHTOM  OCYIIECTBIIEHHsS  IEpOpasbHAs
bapmarieBTHUECKAS TabJIeTHPOBaHHAS KOMITO3 LIS COINEPKUT  Pa3PBIXJIHUTEIb.
Hcnonp3yeMblii B HACTOSIEM JOKYMEHTE TEPMHUH «Pa3pBIXJIUTENb» OTHOCHUTCS K
COEIMHEHUIO, KOTOpPO€ paCIIUpSIeTCss M PAacTBOPSETCS TIPH  YBIAXKHEHUH, BbI3bIBAsS
paspylieHre TaONeTKH W BBICBOOOXKIEHHE AaKTHBHOTO CPEACTBA, Hanpumep, CyibhaTHBIX
CoJiell, B JKEJTaeMOM Yy4acTKe BCAChlBaHMA. Pa3pbIxiuTenb Takke (QYHKLIUOHHPYET C
rapaHTuell TOro, 4To COeNUHEHHs OyAyT KOHTAKTHPOBATh C PACTBOPHUTENEM, TAKUM KaK BOJA,
IUT A€3UHTETPALHHL.

Heorpannuuparonye npuMepbl paspbIXIUTeNel 1 MPUMEHEHUS B COOTBETCTBHH C
HACTOSIIIUM H300pETeHHEM BKJIOUAOT B ceOs arap, kapOOHAT KajblMs, KapTOQeENbHbIA U
TAITMOKOBBIM KpaxmaJ, aJbIHMHOBYIO KHCJIOTY, HEKOTOPBIE€ CHIIMKATHI, KOJUIOUAHBIN JTUOKCU
KPEMHUH, KPaxXMaJTJIHKOJISAT HaTpHs, KPOCIOBHUJIOH, TIOTIEPEYHO CIIUTBIN
nojuBuHUINUpponuaoH, nosuaoH, Kollidon CL, Kollidon CL-SF, caxap, caxapo3y,
nekctpody, manuuT, Ludiflash (90% wmannuta, 5% xocnoBumona (Kollidon 30) u 5%
nonuBuHuianerara (Kollicoat SR 30D)), kapOonar Hartpuss u wux KkomMOuHaimu. B
COOTBETCTBUM C OJHHM BapUaHTOM OCYINECTBJICHHUS  Pa3pbIXJIUTENBb(H)  SIBISETCS
pacTBOPUMBIM. B COOTBETCTBHM C OTHUM BapUAHTOM OCYILECTBJICHUS PA3PbIXJIUTENb BHIOpAH
u3 rpymmbl, cocrosimei u3 nosumoHa, Kollidon CL, Kollidon CL-SF, caxapa, caxapossl,
JOEKCTPO3bl, MAHHUTA WJIM WX KOMOWHAUMH. B COOTBETCTBHM C OIHMM BapHAHTOM
OCYILECTBJIEHUS] TepopaibHble (apMaleBTHUECKHe TaOJeTUPOBAHHBIE KOMIIO3WLIUU B
COOTBETCTBUHU C HACTOSILIUM H300pEeTeHHEM BKIIFOYAKOT B ce0si MaHHHUT U HEOOsI3aTENIbHO
JOTIOJIHUTEBHBIN Pa3phIXiIuTeNib. Hanmpumep, pa3pbIXiHTENeM MOXKET OBITh KOMOWHALHS
caxapa W TIOBUAOHA. B COOTBETCTBMM C KOHKPETHBIM BAPUAHTOM OCYIIECTBIICHHUS
pa3pBIXJIUTENEM SIBISIETCS KOMOWHAIMsl MaHHUTa W TOBHIOHA. B COOTBETCTBUH C
KOHKPETHBIM BAPUAHTOM OCYIIECTBIEHUS PA3PBIXJIUTENEM SIBIISIETCS KOMOWHAIMS MAHHUTA,
Kollidon CL u Kollidon CL-SF. KomOuHanus MaHHUTAa U TOBHIOHA MPOSIBIISET OCOOEHHO
JKeJaTeJIbHBIA NpoQwib Ae3HHTerpalii. be3 orpaHnueHus] KaKOH-1H00 KOHKPETHOH TeopHueil
NPEATIOIaraeTcsl, YTO MAHHHUT MTPOBOJUT BOAY BO BHYTPEHHIOK YacTh TabJIeTKH, oOecreunBast
JOCTYIl BOABI K JPYTUM Pa3pbIXJHUTENSIM, TAKUM KakK IMOBHIOH, TEM CaMbIM OOecrednBast
yBeIMYeHHE 00BbEeMa Pa3pbIXIUTENSI MpU Oosiee BBICOKOW CKOpocTH. OTHOIIEHHE CpEencTBa
KalMWUISIPHOTO 3aTEKaHUs, TAKOTO KaK MaHHUT, K Pa3pbIXJIUTENI0, TAKOMY KaK ITOBHOH,
MOKeT 00ecneunBaTh )KeJIaeMyI0 CKOPOCTh AC3MHTErPallii. B COOTBETCTBUY C KOHKPETHBIMU
BAPMAHTAMHU  OCYIIECTBJEHHUS MAHHUT COCTaBJsieT OT npubmmsurensHo 6% 10

npubmmsutensHo 15% wnu ot npubmmsurensHo 8% no mpubnusutensHo 12% mo Becy
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komrosutmn. B kadectBe anprepHaTuBbl Wi kpome Toro, Kollidon CL cocraBmser or
npubmmsutensHo 4% ngo npubmusurensHo 12% wim ot mpubmmsutensHo 6% 1O
npubmmsuTenbHo 10% mo Becy KOMIIO3UIMU. B KauecTBe anbTepHATUBBI WIM KPOME TOTO,
Kollidon CL-SF cocraBnser or npuOmusurensHo 2% 1o npubmusutenbHo 7% wWinm OT

npubmm3nTenbHO 3% 10 MpUOIM3UTENBHO 6% 1O BECY KOMITO3ULIHH.

Ceazyrouue

B  coorBeTrcTBMM ¢  OAHHUM  BapUaHTOM  OCYLIECTBJIEHUS  IEepOpaIbHAs
dapmaneBTHuecKas TaOJETHPOBaHHAs KOMIIO3HMLMS BKJIIOUaeT B cels  cBs3yloLlee.
Hcnonb3yemblil B HACTOSAIIEM JOKYMEHTE TEPMHUH (CBSI3YIOLIEE» OTHOCUTCSI K HEAKTUBHOMY
UHIPEANEHTY, KOTOPBIN yAepKUBAeT MUHIPEJUEHThl KOMIO3UIMK BMECTE IpPU MPECCOBAHUU
UX 1pH coznanuu tabdnetku. Heorpanndusaromye nmpuMepsl CBA3YIOIINX AJIST TPUMEHEHUsI B
COOTBETCTBUH C HACTOSLIMM N300PETEHNEM BKIIFOUAIOT B ce0sl caxaposy, JIAKTO3Y, KpaxMaJibl,
LeJUTIOJIO3y, MOAM(MUIMPOBAHHYIO ILEJUIFOJIO3Y, TAaKyl KaKk MHUKPOKPHCTAJITHYECKAs
LEJUTI0JI032 M TUAPOKCHIPOMMIILEIUII0NI03a, KCHJIHUT, COpPOUT, MAaJbTUT, > KEJaTHH,
MOJIMBUHUJITUPPOIIUIOH, oNusTIiieHnKosb, PEG3350, PEG8000, kcanTaHOBYI0 Kamenb U
UX KOMOMHAIMK. B COOTBETCTBUY C OHUM BapHAaHTOM OCYINECTBJICHHUS CBSI3YIOIIee BBIOPAHO
U3 Tpymmbl, cocrosimed u3 noymdTuieHrmkoisi, PEG3350, PEG8000 u ux KOMOWHAIMIA.
PEG3350 u PEG8000 siByisitoTCsl OCOOCHHO MPEANOYTUTENIbHBIMU CBSI3YIOIIMMH, MOCKOJIbKY
OHU TIOJIHOCTBEO PACTBOPSIFOTCST M OOECMEYMBAIOT TMOJIy4eHHE XOpowo CHOPMOBAHHOU
TabneTku. B COOTBETCTBHH C €11le OJJHUM BaPUAHTOM OCYIIECTBJICHHUS CBSI3YIOIIEE COCTABIISET
or mnpubmmurenbHo 1% npo npubnusurensHo 10%, ot npubmusurensHo 2% 10
npubmmsutenbHo 6% wuinu or npudnmsurenbHo 3% g0 mpubnusutensHo 5% mO Becy

KOMITIO3UIINH.

Cnocobcmeyiouiee CKo/LbIICEHUIO CPEeOCmBO

B  coorBercTBMM ¢  ONHMM  BAapHAHTOM  OCYLIECTBIIEHHS  IEpOpaJbHAs
dapmauesTiueckas TaONeTHpPOBaHHAS KOMIIO3MLIMS BKJIFOUaeT B cels crocoOcTByroliee
CKOJNIbXKCHHIO ~ CpencTBo.  Mcmonb3yeMbli B HACTOSALIEM  JOKYMEHTE€  TEPMHH
«CTOCOOCTBYIOIIEE CKOJBKEHUIO CPEIACTBO» OTHOCHUTCSI K HEAKTHUBHOMY WHIPEIUEHTY,
UCTIONIB3YEMOMY B KauecTBe NOOABKH JUIsl TIOBBIIIEHUS TEKYYECTH MPU MOITYYEHUHN TabJIeTKH,
IIOCKOJIBKY ~ oDecreunBaeT OAHOPOAHOE CMEIIMBAHHWE WHIPEIUEHTOB M IIOMOTaeT
npeccoBanuio. Heorpannuuparomuye mpuMepbl CriocOOCTBYIOINX CKOJBKEHUIO CPEACTB IS

NPpUMEHEHUA B  COOTBETCTBHMU C  HACTOSALIUM I/1306pCTeHI/IeM BKJIOYAIOT B  ce0s
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BBICOKOJTMCTIEPCHYIO ABYOKHCH KpeMHusi (Aerosil 200), Tampk, kapOOHAT MarHust M HX
KoMOMHaImu. B COOTBETCTBMM C OAHMM BapHAaHTOM OCYINECTBJICHHS NEPOPANbHON
dapmareBTHUECKOH TaONETHPOBAHHON KOMITO3UIIMHM  CIIOCOOCTBYIOIIUM  CKOJIBXKEHHIO
CPEICTBOM SIBJISIETCS] BBICOKOIMCIIEPCHASI ABYOKUCHh KPEMHHSL. B COOTBETCTBHH C €Ile OJHIM
BapUAHTOM OCYILIECTBJIEHUsI CIIOCOOCTBYIOLIEE CKOJIBKEHHIO CPEICTBO COCTABIIAET MEHEE YeM
npubnmsnuTenbHo 2% nnu npubnusutensHo 1%. B xadecTBe anbTepHATUBBI MM KPOME TOTO,
CIOCOOCTBYIOIIEE CKOJMBKEHHIO CPENCTBO COCTaBasieT oOT mnpubnusutensHo 0,1% no
npubmmsurensHo 0,8% wmnu ot npubnusutensHo 0,2% no nmpudmmusurensHo 0,5% mo Becy

KOMITIO3UILIMH.

Cmasviearowiee cpedcmeo

B coorBercTBMM ¢  OOHMUM  BapMAaHTOM  OCYINECTBJICHHMS  IepOpasibHast
¢dapmaueBTHueckas TaONeTHMpPOBaHHAs KOMIIO3WIMSI BKJIOUaeT B ceOs CMasblBaroliee
cpenctBo. Mcmonb3yeMblli B HACTOSINEM AOKYMEHTE TEPMHUH «CMa3bIBAIOLIEE CPEICTBO»
OTHOCHUTCS] K HEaKTUBHOMY MHIPEIUEHTY, KOTOPBI 00JierdaeT mpecCoBaHUE KOMITO3ULIUH IS
o0pa3oBaHusi TAOJNETKH M BBICBOOOXKAEHUE TaONeTKH U3 (OPMbI B IPOLIECCE U3TOTOBJICHHSL
HeorpannunBaromuye npuMepsl CMa3bIBAIOIIMX CPEACTB Il NPUMEHEHHs B COOTBETCTBUU C
HACTOSILIIMM HM300pEeTEHHEM BKIIFOYAIOT B Ce0si CTeapaT MarHus, CTEApUHOBYIO KHCIOTY,
creapuiymapar Harpus, TMAPOTEHU3UPOBAHHOE PACTHTENbHOE MACJO, TaJbK, THOKCHI
KPEMHUsI, MUHEPAJIbHOE MAcCIIO, MIULEPUHMOHOCTEPAT U X KOMOUHaLMK. B cooTBeTCTBUU C
OHMM BapUAHTOM OCYINECTBJEHHUS TepopaibHas (apMareBTudeckasi TabiIeTHpPOBaHHAS
KOMITO3HLIMST BKJIOYAET B ce0si CMa3bIBaOLee CPENCTBO, BEIOPAHHOE U3 TPYIIIbI, COCTOSIIEH
U3 MHHEpPAJIbHOIO Macja, DIIHLIEPpHHMOHOCTEpaTa, cTeapara MarHus, creapuidymapara
HATpHs M UX KOMOWHAaLM. B COOTBETCTBIM C ONMpeaeseHHbIMI BApHAHTAMH OCYINECTBIICHHUS
nepopanbHas (apmareBTHdeckas TaOJETUPOBaHHAs KOMIIO3ULMS BKJIIOYaeT B cels
CMa3bIBAIOIIEE CPECTBO, KOTOPOE COCTAaBIsieT MeHee ueM mnpubmmsurensHo 2%, 1% wnnn
0,5%. B xauecTBe anbTepHATHBBI WM KPOME TOTO, CMa3blBaIOIee CPEACTBO COCTABIISIET OT
npubmmsutensio 0,2% no mpubnusurtensHo 0,8% wmm ot mpubnusutensHo 0,4% 1o

npubmmsnuTenbHo 0,6% 1Mo BECY KOMITO3ULIHH.

Tabremxka
ITepopanbrable (papManeBTUYECKHE KOMIIO3ULIMA B COOTBETCTBUHM C HACTOSIIUM
uzobpereHneM mnpenacraeieHbl B ¢opme Tabnetku. TabnermpoBaHHBIE KOMIIO3WIIMH B

COOTBETCTBUHU C HACTOSIIUM H300peTeHneM pa3padaThIBAIOT TakK, YTOOBl MAaKCHUMAJIbHO
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MOBBICHTh COZIEPIKaHUE CyJb(aTra U CBECTHU K MHUHUMYMY HEOOXOIMMOE YHCIIO TaOJIETOK, a
Tak)ke 4TOOBl MHIYLMPOBATh JKENAeMbI CIAaOWUTENbHBIH 3()QeKT u, KpoMe TOro, pernThb
BOMPOCHI COOMONIeHUsT OONIBHBIM pekuMa JieueHust U ero ynodcrtsa. CnemoBarenbHO, B
COOTBETCTBUM C OJHUM BapHAHTOM OCYINECTBJICHUS TIepopajibHast (apMaleBTHUECKas
TaONETUPOBAHHAS KOMITO3ULHSI COCTABIISIET OT NpHOIM3uTeabHo 1000 Mr 10 npuOIM3UTEIHHO
3000 wmr, ot npubmusutensHo 1500 Mr no nmpubmmsurensHo 2500 Mr M OT TPUOTU3UTENBHO
1700 mr mo npubmmsurenbHo 2000 Mr. B COOTBETCTBHM € KOHKPETHBIM BapHAHTOM
OCYILECTBJIEHHUsS TepopaiibHas (papmaneBTHUecKass TaOJETHPOBAHHAsT KOMIIO3MLIUS MOXKET
COCTaBJIATh MPUOII3UTENBLHO 1800 Mr.

B cooTBercTBUU € MPEANOYTUTENBHBIM BAPUAHTOM OCYILECTBIICHUS TAOJNIETKH UMEIOT
TBEPAOCTH OT npuonmu3uTenbHo 7 kp no npubmusurensHo 15 kp, ot npubnusurensuo 7 kp o
npubmmsurensHo 12 kp, or mpubnmsurensHo 8 kp no mpubnusurensHo 12 kp wnm ot
npubnusutenbHo 10 kp mo mpubnusurensHo 15 kp. Tabnetka momkHa ObITh TOCTATOYHO
TBEPAOH, YTOOBI IMO3BOJIMTh €€ MOKPbITHE M 00eCeYnTh YAOOCTBO €€ M3TOTOBJICHHS, HO He
CIIUIIKOM TBEPJOH, 4TOOBI HE BIMATH OTPULIATEIBHO HA XKeJaeMblil Mpo(HiIb Ae3UHTErpanun
B BOJIE.

TaGnerka Moxker umerh OOy ¢opMmy. B cooTBercTBMM € OZHMM BapHAHTOM
ocyllecTBIieHUsT TabJjieTka SIBJISIETCS TPOAOJTOBATOM, JBOSKOBBINYKJIONH — TaOJETKOM,
Harpumep, Maccoil mnpubmusurenbHo 1800 Mr, ¢ mMmIOCKMMH OOKaMu, HEOOS3aTEeNbHO
MOJIYYEHHOH C UCHOJNb30BAaHHEM CTAaHAAPTHOTO HWHCTPYMEHTA IUIsi TpeccoBaHusi. Takue
dbopmMa u pasMmep SBISIOTCS YIOOOHBIMH JJisi OOJBHBIX, TMOCKOJIbKY OBaJibHas (opma ¢
3aKPYIJICHHBIMH IPaHsIMH 00eCTIeYrBaET JIyYllee MepOpaIbHOEe BBEIECHHUE.

Tabnerku B COOTBETCTBHHM C HACTOSALIMM H300pPETEHHEM MOTYT OBbITh MOJYYEHBI
J0OBIM U3 psiia CTAaHTAPTHBIX METOAOB W3 YPOBHS TEXHUKH, B TOM YHCIE, HalpuMep,
SKCTPY3WeH, cdepoHU3auuel, BIAKHOW TpaHYJSIUEH, U3MeIbYeHHeM U  TMPSIMbIM
NPECCOBAHUEM, B COOTBETCTBYIOLIUX CITy4asiX.

CornmacHo OmHOMY AacCHeKTy HacTosIee H300peTeHHe OTHOCHUTCS K  Crocoly
MOJIYYEHUS MepOpaAbHOMN (dbapmaneBTHYECKOM TabJIeTHPOBAHHOMN KOMITO3ULINH,
BKJIFOYAIOIIEMY CTaIuH CMELIMBAHUS TO MEHbINEH Mepe ORHOH Cynb(paTHOH COJIM MU TO
MeHbIIEH Mepe OIHOrO BCIIOMOTATENIbHOTO CPEACTBA M TPECCOBAHUS IOJNYYEHHOH B
pesyabrare cMecu B TabneTky. CTaausi CMEIINBAHUS MOKET BKJIIOYATh CMEIIMBAHHUE MACChI
cyibdara HATpUs, IPH 3TOM Macca cyybdaTa HATPHUS MO CYIIECTBY HE COAEPIKUT YaCTHLIBI
cysibaTa HaTpusi MeHbIIe YyeM Mpudau3uTenbHo 150 MkM U OoJjbIe YyeM MpuOIU3UTETHHO

750 wMKM, Hampumep, MeHbIne ueM mnpuOmmsurensHo 300 MkM um  Oonblie  dem
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npubmmsutenbHo 750 MkM, MeHblie deM mnpuOnusurenbHo 150 MM u Oonblue dem
npubmmsutenbHo 1000 MkM win MeHbine deMm npubmmsutenpbHo 300 MkM M OoJblne dyem
npubmmsnuTensHo 1000 MKM.

B coorBercTBUM € APYrUM BapMaHTOM OCYLIECTBIEHHs HACTOsIIee H300peTeHne
OTHOCUTCSI K CHOCOOy TMOJIyYeHHs TEepOpaibHON (hpapMaleBTUYECKON TaOJeTUPOBAHHON
KOMITO3ULIMH, BKJIIOYAIOIEMY CTaJUU CMEIIMBAHUS MAacChl Cyiab(aTa HaTPUs U 1O MEHbLIEH
Mepe OHOIO BCIIOMOTaTeIbHOIO CPENCTBA, MPH 3TOM Macca CyJbdaTa HATPUS IO CYIIECTBY
HE CONIEPKUT YaCTHUIIBl Cyib(aTa HATPHUs MEHbIIE YeM NMPHOIM3UTENbHO 150 MKkM u Oounblie
yeM npubnusutenbHo 700 MM, Hampumep, MeHblle deM npudbmusurenbHo 300 MKM H
Oonpie yeM npudaM3uTeNbHO 750 MKM, MeHblIe deM npuoausutenbHo 150 MM u Oonblie
yeM npubnusutenpsHo 1000 MKM niam MeHblie yeM npuOmmusurensbHo 300 MkM U OoJibine yem
npubmsuTenbHo 1000 MM, a Takke MPECCOBAHUS MMOJNYUYEHHOW B pe3yJibTaTeé CMECH B
TaONEeTKYy.

Crioco0 MOXeT NOMOJHUTENBHO BKIIFOYAThH MOKPBITHE TaOneTku. B coorsercTBUH €
APYTHM BapUaHTOM OCYIIECTBJIEHUs CHOCOO B COOTBETCTBUHU C HACTOSLIMM H300peTeHHEM
BKJIIOUAET MO CYLIECTBY yHaJeHHe YaCTHUL Cyjb(aTa HATPUS MEHbIIE YeM HPUOIU3UTENBHO
150 mMxkmM wu Oombme dyem mnpubmusutenbHo 700 MKM, Hampumep, MEHbIIE 4YeM
npubmusutenbo 300 MkM u Oosbine yeM mTpUOMU3UTENBHO 750 MKM, MEHbIIE YeM
npubnusutenbHo 150 MM u Oosbine yem npubnmusutensHo 1000 MKM WM MEHbIIE YeM
npubnmsutenbHo 300 MkM u Oonbine yem npubausutenbHo 1000 MM, 1o cMemmBaHus. B
COOTBETCTBUM C €LI€ OJHUM BapHAaHTOM OCYLIECTBJICHHUs BCIOMOTaTEJIbHOE CPEACTBO
BBIOPAaHO M3 TPYIIBL, COCTOSIIIEH W3 pPa3phIXJIUTENS, CBSI3YIOIIEro, CIOCOOCTBYIOLIETO
CKOJIbXKEHHIO CPEICTBA, CMA3bIBAIOIIETO CPEACTBA UX KOMOMHALHIA.

B cooTBercTBMM € KOHKPETHBIM BapHAHTOM OCYINECTBJICHUS TaOJETKU B

COOTBETCTBUH C HACTOSIIIUM H300pETEHHEM TOJIYYa0T, KaK OMUCHIBAETCS B TpuMepe 4.

Crnoco0bl Je4yeHus

Hacrosimee wn3zo0pereHne, KpoMe TOro, OTHOCHTCS K Croco0aM HHAYLHPOBAHUS
MEePUCTAIbTUKNA KHUINEYHUKA WM JICYeHUs WIW MNPEJOTBPALLECHMs 3amopa MyTE€M BBEICHUS
NepopabHbIX TaONETUPOBAHHBIX (PAPMALIEBTUYECKUX KOMIIO3ULMH, pPACKPHIBAEMBIX B
HACTOSILIIEM TOKYMEHTE.

Hcnonb3yemble B HACTOSAIIEM JAOKYMEHTE TEPMHHBI <JICUUTB» WU «JICYCHHUE»
OTHOCATCSL K YACTHYHBIM WJIHM TIIOJIHBIM OOJIETYEHHIO, WHTUOMPOBAHUIO, 3aMEIJICHHIO

MPOSIBJICHUS, CHIDKEHUIO 3a00JIeBA€MOCTH, VIIYYIICHUIO W/HIN OCTa0JeHHUIO 3armopa Wiu
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OJTHOTO WJIM HECKOJIbKUX CHMIITOMOB 3aIlopa, B OJHOM IPUMEpEe CHMIITOMOB OIHOHMIHOTO
3armopa.

Ucnonp3yemblii B HACTOALIEM JOKYMEHTE TEPMHH «CYOBEKT»  O3Ha4aeT
MJIEKOITUTAIOIIETO U BKIIOYAET B ceds CyOBeKTa-4eloBeKa U CYyOBEKTOB-KUBOTHBIX, TAKHUX
KaK JOMAIllHW€ SKUBOTHble (nanpumep, nomanu, cobakw, KOIWKU u M.0.) U
SKCIEPUMEHTAJIbHBIE KUBOTHBIE (Hanpumep, MBILIH, KPBICHI, COOAKH, IMUMIAH3€E, Y3KOHOCHIE
00e3bsiHbI # M.0.). B COOTBETCTBUM C KOHKPETHBIM BapHUAHTOM OCYINECTBJIEHHUS CyOBEKTOM
SBJIIETCSI YEJIOBEK.

Hcnonp3dyemble B HACTOSINEM JOKYMEHTE TEPMUHBI «CTPafaTh» MM «CTPaJaHUE»
OTHOCSTCS K OJHOMY HWJIM HECKOJIbKMM COCTOSHUSIM, KOTOpbIe OBUTHM AHArHOCTHPOBAHBI Y
OONBHOTO, B YaCTHOCTH, € 3aII0POM, UJIH C MTOJO3PEHUEM, B YACTHOCTH, Ha 3aIop.

Hcnonp3yeMblil B HACTOSIEM JAOKYMEHTE TEPMUH «3aIOp» OTHOCHUTCSA K COCTOSIHMIO,
P KOTOPOM CYOBEKT CTPafaeT OT PEAKHX OINOPOXKHEHUI KUIIEYHUKA WIN ONOPOKHEHUH
KUIIEYHUKA, KOTOpbIE SIBISIIOTCS OONE3HEHHBIMH W/ mpoxomar ¢ TpyaoMm. CyObexkr,
UCTIBITBIBAIOIIMH 3aI10p, YaCTO CTPAJAET OT HANPSKEHUs] BO BPEMsI ONIOPOKHEHUH KUIIEYHHUKA
W/WIH OT OLIYIIEHHsI HETIOJHOTO OIIOPOKHEHHS T1OCTIEe OTIOPOKHEHUH KHIIEUHUKA.

Hcnonb3yemble B HACTOSIIEM JOKYMEHTE TEPMHUHBI «IEPHCTAJIBTHKA KHUIIEYHHUKA)
WU «CJTa0UTENbHAS PEaKIIHs» OTHOCUTCS K MPOX OXKIACHUIO U OMTOPOKHEHUIO KaJla.

B cooTBeTrcTBHMM C OZHMM BapHAHTOM OCYLIECTBJICHHUS HACTOsIee H300peTeHue
OTHOCHTCSl K Croco0aM HHAYLHUPOBAHHS MEPUCTAIBTHKH KHIIEUHUKA WM JICUSHHS WU
NPEAYNPEKACHUsT 3amopa MyTeM MpPsSMOro MepOopajbHOrO MpHEeMa, M1.e. MPOTJIaThIBAHMUS,
KOMITO3ULIUI B COOTBETCTBHU C HACTOSLINM HM300peTeHHeM. B COOTBETCTBUU C KOHKPETHBIM
BAPUAHTOM OCYILIECTBJIEHHs] KOMITO3HIIMA B COOTBETCTBHHM C HACTOSIIIUM H300peTeHHEM
MOTYT HETIOCPEICTBEHHO MPUHUMATBHCSI BHYTPb C BOAOH.

B cooTBercTBUM C APYTrUM BaPHAHTOM OCYINECTBJIEHUS KOMIIO3HLIUU B COOTBETCTBUHU
C HACTOSIIIIUM HM300PETEeHHEM MOTYT Je3UHTETPUPOBATHCS B BOJIE, & 3aTEM BOJIHAS AUCIIEPCHS
MOJKET TPUHUMATBCS BHYTPb MEpopaibHO. Torma Kak KOMITO3WUIIMM B COOTBETCTBHH C
HACTOSLINM H300peTeHHneM CIOCOOHBI HEMEIJICHHO E€3UHTErPHPOBAThCA B XOJOAHOH BOZE,
Hapumep, B Bome oOT 2°C ngo mpubOmusurensHo 10°C, KOMIIO3HUIMHM — MOTYT
NE3UHTETPUPOBaThC B BOAE TNPU BapbHPYIOLIMX Temmeparypax. JleficTBUTENbHO,
paccMarpuBaeMble TepOpasibHble TaOJETHPOBAHHBIE KOMIIO3MLMU W3 CyJbdara HATPU
YHHKQJIbHBIM 00pa3oM CHocOOHBI JI€3MHTErPHPOBATHCS TNPH MOHMKEHHBIX TEMIepaTypax
BOJIbI, U HE OTPAHUYUBAIOTCS TEMIIEPATY PO BOABI, B KOTOPYIO KOMITIO3ULIUIO MOTPY>KAKOT AJIS

nepopajgpHOro mpuema. Hampumep, KOMIO3MLMM B COOTBETCTBUM C  HACTOALIUM
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n3obpeTeHneM MOTYT Je3uHTerpupoBathes B Boge npu 2°C, 3°C, 4°C, 5°C, 6°C, 7°C, 8°C,
9°C, 10°C, 11°C, 12°C, 13°C, 14°C, 15°C, 16°C, 17°C, 18°C, 19°C, 20°C, 21°C, 22°C, 23°C,
24°C umm 25°C. B cOOTBETCTBUH C pa3IMYHBIMU BAPUAHTAMU OCYILIECTBIIEHUs] KOMIIO3ULUHU B
COOTBETCTBUH C HACTOSIIINM U300PETEHNEM MOTYT JI€3UHTErPUPOBATHCS B S Mit, 6 M1, 7 mul, 8
i1, 9 mut, 10 mun, 11 mon, 12 Mo, 13 Mo, 14 vt unm 15 v Bonbl. B kayecTBe albTepHATHUBEI,
KOMITO3ULIMM B COOTBETCTBUU C HACTOSIIMM HM300pETEHHEM MOTYT OBbITb BBEIEHBI B BUAE
BOIHOT'O pacTBOPA, AOCTABJISIEMOTO Yepe3 30H JIsl MTUTAHMUS.

B cooTBercTBUM C aNbTEpPHATUBHBIMH BAapHUAHTAMU OCYLIECTBJIECHMs] KOMIO3ULUHU B
COOTBETCTBUH C HACTOSIIIUM H300pETEHHEM MOTYT JI€3MHTErPHPOBATHCSA B JPYTMX BOIHBIX
cpenax, Hampumep, B apOMaTU3UPOBAHHBIX HAMUTKAX, C TMOCIEAYIOLIUM IEepOpalbHbIM
IPUEMOM BOAHON AuCTepcUU BHYTPb. [l Lenel HacTosALIero M300peTeHHs CIIOHA U ee
KOMITOHEHTbI HE PaCCMAaTPHUBAIOTCS B KAU€CTBE BOAHOM Cpedbl il ObICTPOH Ae3WHTErparn
KOMITO3ULIUH.

CornacHo crnocobam, ONMUCHIBAEMBIM B HACTOSIILEM JOKYMEHTE, CyOBeKTaM BBOIST
5 ¢exTHBHOE KOMMYeCTBO TaOJeTKH u3 Cyiab(aTHOH CoOMM Ui MHIYLUPOBAHUS
NEpUCTANbTUKN  KUIIeYyHUKa. lMcnomp3yemplii B HACTOSIEM JAOKYMEHTE TEPMUH
«3¢p(dekTHBHOE  KOMUYECTBO»  OTHOCHTCS K  COAEPIKAHUIO, HEOOXOOUMOMY IS
UHAYLUPOBAHUS NMEPUCTAIBTUKN KUILIIEUHUKA WU JJIS JICUEHUS WIH MPEIOTBPAILEHUsI OTHOTO
WIM HECKOJbKHMX CHMIITOMOB 3amop. B COOTBETCTBUM C HEKOTOPBIMH BapHUaHTaMU
ocyuiecTBlieHUsT «3(P(PEKTHUBHBIM KOJHMYECTBO» MPEACTABISET COOOH MO MEHbIIel Mepe
MUHHMAJIbHOE KOJIMYECTBO TMEPOPANbHBIX KOMIIO3UIMH M3 CYib(aToB B COOTBETCTBUU C
HACTOSIIIUM  M300pETeHHEeM, KOTOpO€ SIBJISIETCSI JIOCTATOYHBIM JUIl  MHAYLUPOBAHUS
NepPUCTANBTUKN KUIIEUYHWKA WU [ JIedeHus WIM [penynpexaeHus 3anopa. B
COOTBETCTBUM C HEKOTOPBIMH BAapUAHTAMH OCYINECTBJIICHUS TEPMHH «3(p(PEKTUBHOE
KOJINYECTBOY, UCTIONB3YEMOE B OTHOLICHUH KOJHYECTBA CYJIb(ATHOrO HOHA MITH CYJib(aTHON
coyu(coJieif), OTHOCUTCS K KOJHYECTBY CYJIb(aTHOrO MOHA WM CyJib(aTHOH cou(cosei),
WIM UX KOMIIO3ULIMH, TOCTaTOUHOMY JJI MHAYLUPOBAHUS MEPUCTAIBTUKU KUIIEYHUKA WU
IUTs1 IEUeHUs] UJIU TIPeAYIPEKASHUs 3aropa.

B cooTrBercTBUM C pa3nMYHBIMU BapHaHTAMU OCYLIECTBJIEHHS KOMIIO3ULIUU B
COOTBETCTBUH C HACTOSILINM H300pPETEHHEM IOJDKHBI OBITh BBEIEHBI TAK, YUTOOBI OOECIIEYHTD
IIpUEM N0 MEHbIIEH Mepe 2 rpamm, 3 rpamm, 4 rpamm, 5 rpamm, 6 rpammM, 7 rpamm, 8 rpamm,
9 rpamm i 10 rpamm cyib(aTHOrO MOHA, HAPUMEp, MPHUCYTCTBYIOIIErO B BUE CyJbdara
HaTpus, CyJibdara Kanus WM UX KOMOMHAIMN. B COOTBETCTBUU C Pa3JIMYHBIMH BapUAHTAMHU

OCYHMECTBJICHUA KOMIIO3ULIMKU B COOTBETCTBUH C HACTOAIIUM I/1306peTeHI/IeM JOJIDKHBI OBITD
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BBEICHBI TaK, YTOOBI OOECTIEYNTH MPUEM OT MPHUOJIH3UTEIBHO 2 rpaMM A0 NPUOTUZUTENBHO
10 rpamM, OT mpHOIM3WTENBHO 2 rpamMM A0 7 TpamM, OT NPUOIM3HUTENBHO 3 IpaMM [0
NpUOM3UTENBHO O rpaMM WM OT MPHOJM3UTENBHO 4 rpaMM 10 MPHOJIH3UTEIBHO 5 rpaMMm
CyJib()aTHOTO MOHA, HANIpUMep, CyJibdaTa HATpHsl, CyJib(aTra Kaaus WK UX KOMOWHAINH, JIJIs
UHIYyLIUPOBAHUS TEPUCTATBTUKH KHINEYHUKA WM UL JICUEHUS WM TPenyNpesKaeHUs
3amopa. B cooTBeTcTBMM ¢ APYrUMH BapHaHTAMH OCYLIECTBIEHHUS KOMIIO3HMLUU B
COOTBETCTBUH C HACTOSALINM H300pETEHHEM JOJDKHBI OBITh BBEIEHBI TAK, YTOOBI O0ECTIEYHNTh
IIPUEM 10 MEHbILIEH Mepe 2 rpamm, 3 rpamm, 4 rpamm, 5 rpamm, 6 rpammM, 7 rpamm, 8 rpamm,
9 rpamm, 10 rpamm, 11 rpamm, 12 rpamm, 13 rpamm, 14 rpamm mnu 15 rpamm cynbgpaTHBIX
cojiel, Harpumep, cyiabdara HaTpus, cynbdara Kajaus WM ux komOuHauuu. B coorsercTBun
CO CIIEAYIOIUMHU BapUAHTAMHU OCYIIECTBJIEHUS KOMIIO3HLUU B COOTBETCTBHH C HACTOSIIUM
N300peTeHNneM NOJKHBI ObITh BBEIEHBI TaK, YTOOBI 00ECTIeUNUTh MPUEM OT MPUOIU3UTENBHO
2 rpamMM A0 NpUOTU3UTENBHO 15 rpaMM, OT NPHOIM3UTENBHO 3 IpaMM A0 MPUOIH3UTENIBHO
11 rpamM, oOT mnpuONM3UTENLHO S5 TpaMM A0 NPUOIM3HTENBPHO 9 TpaMM MWIH  OT
npubaM3UTENbHO 6 rpaMM 10 HPUOIM3UTENBHO 8 rpaMM CyJb(paTHBIX COJEH, Harpumep,
cynbpara HaTpus, cynbdara Kanus WIM WX KOMOMHAUWW, JUIsi WHAYLUPOBAHUS
NEePUCTAIBTUKHI KUIIEUHUKA WU JUTsl JICUEHHs] UJTH MIPEAYIIPEXKAEeHUs 3a1opa.

JUIsl DOCTHIKEHHSI JKeJNaeMbIX YPOBHEH 3(P(EKTUBHOCTH MEPUCTATBTUKUA KHIISYHHKA
CyOBEKTy MOXKHO BBOAMTH OoJiee 4YeM OIHY TaOJeTKy B 3aBUCHMOCTH OT KOMITO3ULIMU
tabnerku. Hanpumep, cyObexkTy MoxHO BBOAUTH 1, 2, 3, 4, 5, 6 unu Gonee TabNeToOK yIst
WUHYLIUPOBAHUS EPUCTATBTHKH KULICUHUKA.

B cooTBercTBMM € pPa3NMYHBIMH BapUAHTAMH OCYINECTBJIEHUS CHOCOOBI B
COOTBETCTBUH C HACTOSIIIUM H300pETEeHHEM OOECIEeYHBAOT HEMEIUICHHYIO CIaOUTEbHYIO
peakimto. Hampumep, KOMIO3MLIMH MOTYT HHIYLHUPOBATH MNEPUCTAIBTHKY KHUIIEYHUKA,
Hanpumep, UHAYLUPOBATh ONOPOKHEHUE KUIIEUYHNKA, B IIpenenax MeHee 4eM | dac, 2 Jaca, 3
yaca, 4 Jaca, 5 4acoB ujH 6 9acoB.

dapmaneBTHYECKHE KOMIIO3HLIUU B COOTBETCTBUU C HACTOSIINM H300PETEHUEM MOTYT
NPUHUMATLCA CyOBEeKTOM MO Mepe HeoOxomumocTu. Hampumep, ¢apmaneBTudecKue
KOMITO3ULIMK B COOTBETCTBHM C HACTOSIIIUM HM300PETEHHEM MOTYT NPUHUMATHCS MPU
noTpeOHOCTH HMHAYLUPOBATH HEMENJICHHYIO M JKEJNAaeMyH CIIa0UTENbHYI peakuuio. B
Ka4eCTBE aJbTEPHATHBBI, (papMalleBTUYECKHE KOMIO3MLUN MOTYT MPUHUMATBCS C PEKUMOM
PeryJsIpHOTO TpUEMa, HApUMep, TPU pas3a B ACHb, ABAa pa3a B J€Hb HJIM OJUH pa3 B JIEHb.
Taxue pexxuMbl MOTYT JJTUTBCS IO MEHbIIEH Mepe ONIHY HEAEIN0, BE HeNeNu, TP Henenu, 4

HeJeu, 5 Heenb, 6 Helelnb, 7 Henelb, 8 Henesb IIU OOJbIIe.



30

B cootBercTBUM € HACTOSIIUM HM300pPETEHHEM BBEACHHE MEPOPATBHBIX KOMIO3ULUH
U3 CyJib(aTHBIX COJIEH B COOTBETCTBUHU C HACTOSALINM M300pETEHHEM, OCYIIECTBIsIEMOE JTHO0
HETIOCPEACTBEHHbIM NPUEMOM TalyeTku, OO0 €€ BOAHON IUCIEepPCHH, HHAYLHUPYET
NEePUCTANIBTUKY KHUILIEUYHUKA [JI JICYeHUH WIM TPENyNpeXAeHus 3amopa Oe3 Co3maHus
KJIMHUYECKH 3HAYMMBIX ITEPEHOCOB 3JIEKTPOJIHUTOB y CyObekTa. Mcronp3yeMblil B HACTOSIIIEM
JOKYMEHTE TEPMHMH «KJIMHUYECKH 3HAUYMMBbI» O3HAYaeT OCYIIECTBIEHHE HW3MEHEHUH B
XUMHUYECKOM COCTaBE€ KPOBU, KOTOPBIE HAXOIATCS BHE HOPMAJIbHBIX BEPXHUX MM HUKHHX
NPEIeNOB €ro HOPMAJbHOTO MAHMAana3oHa, WM JPYrux HeOJaronpuaATHbIX 3¢ (eKToB.
KnuHnueckn 3HauuMble HAapyLIEHWs PABHOBECHS SJIEKTPOJIUTOB MOTYT OBbITh BbI3BaHbI
HEXKEJIaTeNbHON YNCTONH BOMOM MM cekpeuueidl wim abcopOumel 3JIeKTPOJIMTOB, YTO
NPUBOAUT, HANpUMeEp, K SJEKTPOJUTHOMY OanaHCy, B TOM uHcie K runepgocdaremun,
TMITOKAJIBLIEMHH, TOJIOKUTEIBHOMY OallaHCy HATpUS M OTPHULATENIHOMY OajaHCy Kaius.
CnenoBarenbHO, B COOTBETCTBUU C KOHKPETHBIM BaPHAHTOM OCYILIECTBJIEHHs IepOpasIbHbIE
KOMITO3MLIMK M3 Cyib(aTHBIX COJEH B COOTBETCTBHM C HACTOSIIUM H300peTeHHeM
UHIYLUUPYIOT MEPUCTAJBTUKY KHINEUYHHKAa W/WIM JiedaT WIM TPeAyNnpeskaarT 3amop Oe3
KJIMHUYECKH 3HAYMMOTO W3MEHEHMs COZAepKaHus WiIM OajlaHca HATpUs, XJIOPUAA,
OukapOoHaTa, Kanus, Kanbiust u (ocdara mnm apyrux HeOmaronpusaTHbIX 3(PQPEKTOB Ha
peLUnuenTa.

OddexT KOMMO3UIMI B COOTBETCTBHM C HACTOSIIMM HM300pEeTEeHHEM Ha
SJIEKTPOJIUTHBIN OajlaHC MOXKET ObITh OlLleHEH criocodamu, onucbiBaeMbiMK B mareHTe CIITA
Ne 6946149 (Cleveland), Beimaraom 20 centsiopst 2005 r., MONHOE COnEp’KaHUEe KOTOPOTO TEM
CaMbIM BKJIFOUEHO B HACTOSIIUI TOKYMEHT MOCPEICTBOM CCBUIKH.

Hactosimmee wu3o0pereHue nanee WUIOCTPUPYETCS CIENYIOIUMH  MPUMEPaMH,
KOTOpblE HE IOJUKHBI HMCTOJIKOBBIBATBCS Kak orpanndeHue. ComepkaHue BCEX CCBUIOK,
NAaTeHTOB M ONYOJIMKOBAaHHBIX 3asBOK Ha BbIa4y MATEHTOB, LIUTHPYEMbIX B HACTOSLICH
3asiBKe, a TAK)Ke rpauecKux MaTepHuasIoB, BKIIOUYEHO B HACTOSLINI TOKYMEHT OCPEICTBOM

CCBIJIKH.

INPUMEPBHI

Ilpumep 1: Ippexm pazmepa uwacmuy cyrvpama nampus Ha Oe3UHMeEZPAUUIO
mabiemku 6 gooe

ABTOpamMH HaCTOSIIEro U300peTeHHs! ObIIO BBIICHEHO, 4TO OOJee KPYIHbIE YaCTHIIbI
cyabdara HaTpuUs pU TOOABICHUN B XOJIOAHYIO BOAY MPOSIBIISIIOT COBCEM APYroe MOBEAEHHE,

YeM MEeJIKUN TOPOIIOK. Y najieHue MEJIKUX YacTHUll Cysib(aTra HATpusi, HIKE MPUOTU3UTETHHO
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300 MKM, TpPUBOAMT K OOpa3OBaHHMIO TIOPOIIKA CyjbdaTa HATPUS, KOTOPBIA HE
KPUCTAJUTU3UPYETCS TTOBTOPHO B TBEPAYIO Maccy NpHu A00aBIEHHH B XOJOXHYIO BOXIy Oe3
nepemMemuBanys. 1lpu npumeneHnn st TabNETUPOBAHHBIX COCTABOB BBISIBIUIM HEKOTOPHIE
npeumyectsa. [Ipexne Bcero, Bpemst He3MHTErpaluy TaOJETKH CYLIECTBEHHO CHIKeHO. Ha
¢ur. 1 mokaszanel 3PPeKTsl TaONETOK, MONYUEHHBIX W3 Cyib(aTa HATPUS C PA3IUYHBIMU
AUAINa30HAMU Pa3MepOB YaCTULL.

ITonyuenne TaONeTOK NOJHOCTBIO W3 MENKHUX 4YacTUI[ JaeT TableTKy, Koropas
MOJTHOCTBIO PACTBOPSIETCS, TIPU 3TOM Je3UHTErpaLus npoucxoaut 3a 8-16 munyt. Tabnerku ¢
LIMPOKUM JHANa30HOM Pa3MepOB YacTHILl, B TOM YHCJE C HEKOTOPbIM KOJIMYECTBOM MEJKUX
YacTHLl, BCE K€ NPOSBIAIOT HEKOTOPYIO CTENEHb CIUSHUS YaCTULl U IMOBBIIIEHUE BPEMEHU
nonHou aesunrerpanuu. Hakonen, pasmeps yactun ot 150 1o 700 MKkM 1ar0T B pe3ynbraTe
TabneTky, KoTopast pa30yxaer U Je3MHTerpupyercsi MeHee 4eM 3a 90 ceKyH,.

bnarogapsi 3TOMy OTKPBITHIO OBUIM AOCTHIHYTHI ApPYTHe NpeuMylnecTa. Menkue
NOPOIIKU MMEIOT HU3KHe oObeMHble IoTHOCTH. [lopomok cynbgara HaTpus He obiagaer
Xopolueil TekyuecTblo U TpeOyer Oojiee BBICOKMX COIEpXKAHUH JOOABKU ISl TOBBIICHUS
TEKy4eCTH (BBICOKOIVCIIEPCHON JIBYOKHMCH KPEMHHs) U IOJyYeHHs CMeCcH, KOTopas
o0namaeT xopouel TeKy4eCTb 1 MOXKET ObITh CIIPECCOBAHA C MHHUMAJIbHBIMU BapUALMSIMU B
mMacce W TonmuHe Tabjerku. IlyTem moBBIIEHMS pasMepa dYacTul cyibdaTa HaTpus
YBEJIMYMBAIN OOBEMHYIO IUIOTHOCTh M CYIIECTBEHHO YJYYINAJIM CBOIMCTBA TEKYYECTH, YTO
o0ecreunBaNo CHUKEHUE COMEPIKaHUH CBSI3YIOINEro W A00ABKHU ISl IOBBIIIEHUS] TEKYYECTH.
[MoBpieHne 0OBEMHON MIIOTHOCTH OOecneunBaio 0ojiee TUIOTHYIO TabJETOYHYIO CMECh U, B

KOH€YHOM UTOr€, CYIE€CTBEHHO CHUKCHHYIO TOJIIUHY TaOJIETKH.

Hpumep 2: lHokpoimus

B kawecrBe Qopmbl 151 BBEAEGHHS C JABOWHBIM Ha3Ha4deHUeM, TabJjeTka st
HEMEJICHHOW JEe3WHTerpalii B BOAE JOJUKHA OBbITh JOCTAaTOYHO 3AIUUINEHHOW JUIs
YCIELUTHOTO OCYIIECTBIICHUSI IEPOPabHOrO BBEICHUs Oe3 ObICTpOH Ae3HMHTErpaniy B
POTOBOH MOJIOCTH.

B kadecTBe Marepuana MOKPBITHS TECTHPOBAIHN COIMOIUMEDP MMOJIMBUHUIIOBOTO CITUPTA
u nommsTwieHr ko, CopepskaHue TOKPBITHS ¢ 2% yBEIHMUEHHEM MacChl J1aBajio B
pe3yabrare TabJeTKy, KOTopas pacmajanach U Ha4MHAJIa HEMEJIEHHO Ne3WHTETPUPOBATHCS
npu nobasnernu B Boay (5-10 cexkyHn), mist TabneTok ¢ Gonee TOJICTIM MOKpbITHEM (6%

yBEJMYEHUE MaCChl) 3TO 3aHUMAaIO 10 30 CeKyH.
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ITpu pa3paboTke MOKPBITHS BBIABIIIM, YTO MOKPBITHE OBICTPO HE pacmajgaeTrcs M He
pacTBOpsIETCs, KOrza MOKpbIBaeTcs CtoHOM. [TOKpbIThIE TAOIETKH MOTYT OBITh BBIIEPIKAHBI B
poroBoii mojoctu 10 30-60 cexyHn, mpexae 4eM OyaeT OIyLaTbCs HENPUSATHBIA BKYC
CyJb(aToB.

PaccmaTpuBanu, 3ameruisier 11 KOMIIOHEHT CIIIOHBI pacraa U HaOyxaHue TaOJeTKH.
Myuun Obi1 uaeHTU(QUIMPOBAH Kak TIJIABHOE 3arycTeBarollee M co3jaroliee Oapbep
CPEICTBO, MPUCYTCTBYyIOLlee B CitOHE. [l TeCcTUpOBaHUs BIUSHUS MYLMHA Ha BpeMs
AE€3UHTErpalui TaONeTKHU pa3padaThiBaId UMUTALIMOHHYIO CIIFOHY HA OCHOBAaHHH H3BECTHOTO
YPOBHsI TEXHUKHU NyTeM oO0benuHenus snektpoantos (12 MM KH>PO4, 40 MM NaCl, 1,5 MM
CaClz) ¢ >xenynoYHBIM MYLMHOM CBUHBU IpU KOHUEHTpauusx 20 mr/mu u 50 Mr/min u ¢
perynupoBannieM pH po 6,2. UenoBeueckas cirOoHa COCTOMT u3 >20 Mr/Mja MyLWHA
MOIYENIFOCTHOM JKEeJIe3bL.

ITokpeiTele TaONeTKHM OLEHHBAJIM B YETHIPEX pACTBOPax, COAEPKAIIUX BOAY,
3JIEKTPOJNIUTHl U UMHUTALMOHHYIO CitoHy mpu 20 mr/mim u 50 mr/mn mynusa. [Toxpeitue
HAUMHAJIO PACTBOPATBCS B Mpenenax S5-7 CeKyHI Ha Ta0jeTkax, MOMEMIeHHbIX B 50 mu
BOJIONPOBOAHOI Boab! npu 23,4°C.

ITpu nomewmenun Tabnetok B SO Mt pactBopa 3sektpoantos (12 MM KH>PO4, 40 MM
NaCl, 1,5 mM CaCly, pH 6,2, 23,5°C) nokpbITHsI HAYMHAJIH PACTBOPATHCS B Mpeaenax S-
7 CexyH[I.

Y auBHUTENBHO, YTO TaONETKH, TOMeIleHHble B 50 MJI MMHTAIMOHHYIO CIIIOHY C
BBICOKUM cojepkanreM MyrnuHa (50 mr/mu mynwmza, 23,2°C), BenyT ce0si COBEPIIEHHO IOo-
apyromy. ITokpeITHE y TeX W APYrHX TECTUPYEMbIX TaOJIETOK OCTABaJOCh HEHU3MEHHBIM B
teyenne 30 cexyHZ. 3aMeIJICHHbIH pacraj MOKPBITUS TaKkKe IEMOHCTPUPOBAIU B 20 Mr/mi
pacTBOpe UMUTALIMOHHOMN CIIIOHBI.

OTH TECThI BBITIOIHSIHN IyTEM MOTPY>KEHUs Ta0IeToK B SO MJI UMUTAIIMOHHON CITFOHBI,
YTO TPEACTaBJsAET SKCTPEMalbHOE YCJIOBHE TecTa IUIsl AEMOHCTPaLUU IOABEpraeMbIMU
BO3ACHCTBUIO TabJIETKAMH PA3JIMUUN B UX PEarupOBAaHUM B Pa3HBIX PacTBOpaxX. DTH TECTHI
JE€MOHCTPUPOBAIM 3aMeJICHHYI0 aKTUBHOCTb pacraja BCIEACTBUE MPUCYTCTBUS MyLIMHA B
CJIIOHE, a He 3yeKTponuToB. Ilpu QaxTHyueckoM mepopaibHOM MpPHEME B POTOBOW IOJIOCTH
HUMEeTCs HAMHOTO MEHBIIIE CJIFOHBI, ¥ MOJKHO OXKHUIATh 0OJIee JTUTEIbHYIO 3aIEPIKKY.

B mpupone MyLuH HCMONB3YETCS OpraHU3MaMH Ul CO3JaHUs 3aIMUTHOTrO Oapbepa
IUTA yAEP KaHUS BJIard U cMa3ku. KOMIo3WIMy B COOTBETCTBHH C HACTOSIIIUM H300pETeHHEM

MOJB3YIOTC NPEUMYILIECTBOM HAJIW4YMsl MYyLWHA MOJYEIIOCTHOM JKeIe3bl B CIIIOHE [JIs
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MMPOJIOHT'UPOBAHUA 3AIIUTBI IOKPBITUA U OJIA obecrieueHust CBOCBPEMECHHOI'O MIPOTJIaThIBAHUA

TalbyieTKu npu obecneueHun HeMeI[J'IeHHOI\/'I AC3UHTETPAlUU B BOAEC.

Ilpumep 3: [lesunmezpavusn

TaGneTkyn, COCTAaBAEHHBIE C TOMEPEYHO CIUUTBHIM IOJHMBHHII-MIUPPOIUIOHOM
(moBumOHOM), B pe3ysibTaTe HaOyxXaju MEMJIEHHO, €Ciii BooOIle HalOyxajik, MPU HU3KHUX
TEeMIIepaTypax M JIOMAJIUCh Ha OOJIbIINE YacTH, KOTOpbIE Jajiee He Je3MHTErPUPOBAIHCH Ha
MEJIKMe 4YacTHUIlbl. 3aMopa’kuBaHue TaOJeToK mepen OOOaBICHHEM B XOJIOOHYIO BOAY
3aMeIISUIO WIIN YCTPAHSIJIO IE3UHTErPALII0 TaOIeTKH.

Jlajee OLIGHUBAIM CaxapHblE Pa3PBIXJHUTENN: C€axapo3y, AEKCTPO3y, MAaHHHUT. IJTH
Pa3pBIXJIUTENN HEAOCTaTOYHO 3((eKTHBHBI B X0noaHOH Boxe. TabneTku He HAOyXaiu Win He
ne3uHTerpupoBagnch. OTHAKO MPH HCIBITAHUN YBIAKHEHHBIX TaOJETOK OOHAPYKUBAJIHU, YTO
5TH BCIOMOTaTeNIbHbIE CpeACTBA OOECleYMBANIM  YJIYYLIEHHOE 3aTeKaHWe BOABI BO
BHYTPEHHIOIO 4aCTh TaOJIETKH.

KomOnHaumm MaHHUTA M MOBUIOHA JABAJIU B Pe3yJbTaTe TAOJIETKH, MPOSBIISIOLINE
xenaeMblil mpoduite pactBopenus. Ilyrem oObequHEHNsT XapaKTEPUCTUK 3aTeKaHUs MAaHHUTA
CO CBOWCTBAMHM ME3MHTETPALMM IIOBHJOHA CMOIJIM IOJNYYHUTh TaONeTKy, KoTtopas Obl
MOJIHOCTBIO  ZIE3MHTETPUPOBAJIaCh B XOJIOAHOH BOme. 3arekaroilnee IeiCTBHE MaHHHUTA
BTSITUBAET BOJY BO BHYTPEHHIOKO YaCTh, Jejasi €¢ JOCTYITHOM JJIsl TIOBUIOHA, YTO TEM CaMbIM
obecrieunBaer HaOyXaHWe TOBHAOHA NPU Oojiee BBICOKOW CKOPOCTH, Ye€M OCTHIBAHHE
tabnerku. OTHOLIEHHE 3THX [BYX KOMIIOHEHTOB OBUIO BAXKHBIM Ui TIPEAYTIPEKIAECHHSI

3aMENJIEHUA pEAKIINU U HEIIOJIHOM ACBUHTErpalluin TaOJIETKH.

Ipumep 4: Hzzomosnenue mabiemox

IMepopanpHy0 (hapMaLeBTHUECKYK) TaOJETUPOBAHHYI) KOMIIO3HUIUIO  MOJIyYaliud
COTJIACHO CJIEAVIOIIHUM CTaUsIM.

1. lIpocenBanue cyabgara HaTpus. Kpucranisl ToBapHOTO copTa cynbdara HaTpus
U3MeNbYad Ha MOJIOTKOBOH MenbHuie Fitzmill ¢ sxpanom 0,0027” mpu 1000 obopotos B
MUHYTY. MI3MenbueHHbIe KpUCTAIIBI IpocenBain Ha cute Gyra-vibe ¢ monmyderneM ¢paxiuu
yactur pasmepoM 150-700 mxm. JIroOoii MaTepuan, KOTOpsIid He mpoxonui depe3 700-MkM
sKpaH, otOpaceBanu. JIroOoi Marepman, KOTOpbIH mnpoxommn dbepe3 150-MKM 3KpaH,
orOpaceiBaju. Marepuan, KOTOpBIA oOcTaBajicss Ha 150-MKM 3KpaHe, OCTaBISUIH IS

NMPUMEHECHUS.
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2. CmemuBanue. COeNMHEHHUs] CMELIMBAJM B HAKJIOHHOM KOHYCHOM CMeECUTENe
o0peMoM 5 kyOmueckux QyTtoB. 3arpyxanu cyiabdar HaTpus, cyiabdar kamms u PEG-3350,
3aTeM cMmelluBaiu B TedeHue 10 MUHYT. 3arpyskaiu paspbIXJUTENH, 3aT€M CMEIINBAIU B
koMrno3uimio cynbdara/PEG-3350 B Teuenue 5 muHyT. B KOHIIE 3arpy»kaiu cMa3bIBaroInee
CPEIICTBO, 3aT€M CMELIMBAIN B KOMIIO3ULMIO B T€UE€HUE 2 MUHYT.

3. IIpeccoBanue. Kommnosumuio mnpeccoBaiu B TaOJIETKH C HCIONB30BaHHEM Stokes
Press monmenun 454. Ilpecc skcmuyarupoBaniu npu 600 TPM co CKOpPOCTBIO NUTATENsA
70 0OOpPOTOB B MHMHYTY M CPEIHHUM KOHEYHBIM CKHUMAromuM ycuiueM 3600 ¢yHTOB.
ITony4yaembie TabneTkn UMeNU CpeaHIo mMaccy Ttabnerku 1,705 r, nuana3zon Toamussl 7,10-
7,21 MM 1 nuamna3oH tBepaoctu 7-15 kp.

4. PacrBop mnokpeiTHs. TaOJeTku TOKPBIBAIM  PAaCTBOPOM  COIOJIUMEpA
NOJIMBUHIJIOBOTO crivpra ¥ nojausTuiaeHrmukos (pacteop Kollicoat IR 20% - 25% TBepabix
yactuu). PacTBOp mosy4anu myTeM 3arpy3kd COMNOJHMMEpa MOJMBUHWJIOBOTO CHHPTA H
NOJMATUIICHTJIMKONS, 100aBleHUsT €ro B BOAY M CMEIIMBaHMS 10 pacTBopeHus. Ilocie
pactBopeHusi monumep aobaensim 1% pactBop cuHero kpacurens Ne 1 10 KOHEYHOI
koH1eHrpauuu 0,1%.

5. IoxpwiTue. Tabnerku mnokpeBamu Ha Compulab Coater ¢ pacnbpUIUTENBHOM
CYUIWIKON ¢ 24-I10WMOBBIM Bpamarimumcst OapabaHoM. PacTBOp MOKpPBITHS HAHOCHIIHU C
UCTIOJIb30BAHUEM Hacoca ¢ HacTpoiikoii 8-10 u ckopocteio Oapabana 3,6 060poTa B MUHYTY.
JlaBeHne BO3Myxa pachbula COCTaBIsUIO ~43 (YHTOB Ha KBagpaTHBIA oM u 475-
485 kybuueckux ¢yroB B MmuHyTy npu 27,0°C. Tabnetku mnokpeamu ao 2% - 6%
YBEJIMYEHUST MacCchl M OOecrne4ynBaiu CyIKy B TeueHHe 10 MHUHYT B YCTPOWCTBE IS

HAaHECCHU MMOKPbITUA.

Ilpumep 5: Tunuunsiit cocmae mavemxu

C nomompio crocoda, mogoOHOro ommuchbiBaeMoOMy B mpumepe 4, HO 0e3 craauu
MOKPBITHS], U3TOTABINUBAIN TAOJIETKH C MCIIOJIb30BAHUEM AKTHBHBIX U HEAKTHUBHBIX CPEJCTB,
usnoskeHHbix B Tabmune 1. Cpennsisi Mmacca Tabnerok cocramsuia 1,693 - (muamason, 1,65-
1,72 ). Cpennsis Tommumuaa Ttabmerok cocraBisuia 7,11 mm (mmamaszon, 7,06-7,16 mwm).

Cpennsis TBepmocTh Tabnetok coctasisiia 13,9 kp (guamason, 12,2-16,1 kp).
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Ta6auna 1: Cocras Tabaerok Ne 1 (pasmep yactun 150-700 mxm)

Coeaunenne Macca (rpamm)
Cynabdar Hatpus, pazmep gacturn 150-700 mxm | 11918,80
Cynbdar kanus 4857,20
PEG-3350 (BpIcOKOE naBneHNE) 990,00

Aerosil 200 44,00

Kollidon Cl1 1237,50
Kollidon CL-SF 562,50
Ludiflash 2280,10
Creapundymapar HaTpus 110,00

Ilpumep 6: Ouenxa npoduia Oezunmezpayuu mablemMoK ¢ UCHOIb308AHUEM

yacmuy, cyrvpama nampus pazmepom 150-700 mkm

C nomompio crnocoda, MOAOOHOrO OMUCHIBAEMOMY B HpUMepe 4, M3TrOTaBINUBAIN
TabJEeTKN C MCHOJIb30BAHUEM AKTUBHBIX M HEAKTHBHBIX CPEACTB, M3JIOXKEHHBIX B TaOnuue 2.
Tabnerku mnokpsiBaiu Kollicoat IR mpu 2,033% yBenuuenun wmaccbl. CpenHsisi macca
tabnerok cocrabistia 1,709 r (mmanaszoH, 1,69-1,73 1). CpenHsist TodmuHa TaOJIETOK

cocraBisiia 7,13 mm (muamaszon, 7,08-7,18 mm). CpenHsisi TBepAOCTbh TaOJIETOK COCTABIISIA

13,6 kp (muamason, 12,1-15,1 kp).

Ta6auna 2: Cocras Tabaerok Ne 2 (pasmep yactun 150-700 mxm)

Coeaunenue

Macca (rpamm)

Cyabdar HaTpus, pasmep gactui] 150-700 Mkm

9751,80

Cynbdar kanus 3974,00
PEG-3350 (BpICOKOE aBIeHHE) 810,00
Aerosil 200 36,00
Kollidon Cl 1021,50
Kollidon CL-SF 460,30
Ludiflash 1865,50
Creapundymapar HaTpus 90,00
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OnenuBann BpeMst 1O TIOJHOH Je3WHTErpanuu TabJeTOK, COCTABIEHHBIX C
UCTIONBb30BaHUEM cyibdara HaTpus ¢ pasmepoM dactun 150-700 MKM, B BOZOIPOBOIHON
Boze Temrmeparypoil 15,5°C. Mcnonp3oBanu CTaHAAPTHOE YCTPONCTBO AJISI N€3UHTErPALIUU B
cooTBeTcTBUU ¢ MetoaoM <701> USP. VcrpolicTBo A A€3UHTErpallid HACTpauBaId Ha
30 LMKJIOB B MUHYTY € 0-KaMEpPHOW KOP3UHOU U3 NMPOBOJIOYHOU ceTKH ¢ 10 oTBepCcTUsIMU HA
nroriM. KoHeuHOo# TOYKOM Ne3nHTerpanuu TadjeTok Oblia TOYKa, B KOTOPOH BECh MaTepHual
TaONEeTKN BBIXOAWJI UX KaMepbl KOP3WHBbI (m.e. MarTepHalia Ha CETKE HE OcCTaBasoch). B
KQXJIOM 3KCIEPUMEHTE HW3MEpsUId Maccy TaOJNeTKu, TONIUHY TaONeTKH, BpeMs [0

pPacTBOPEHUs U TEMIIEPATYPY BOABI (Tadauua 3).

Tabauna 3: Bpemst 10 Ae3uHTerpauuy TadJIeTKH

Homep TabneTrkn Bpemsi (MUHYTBI:CEKYHAbI)
1 00:51
2 00:59
3 00:45
4 00:59
5

6

00:52
00:32

Ilpumep 7: Ouenxa npoduia Oe3unmezpayuu madiemox HA OCHO8e pazmepa
yacmuy,

OunenuBanu BpeMsi [O TIOJHOW JE3MHTErpallid  TaOJETOYHBIX COCTABOB B
BOZOMPOBOAHONM Boxe Temmeparypoir meHee ueM 20°C. Jle3uHTerpamui0 BBIMOTHSIN
COIJIACHO Croco0y, OMUChIBAEMOMY B MpuMepe 6. B KakaoM SKCIeprMEHTe H3MEPSUITH MacCy
TaOJIETKH, TONIHUHY TaOJETKH, BpeMsl 10 PACTBOPEHHS U TEMIIEPATYPY BOIBL

Bpemsi 1o pacTBopeHMs M3MEpsUIM U IIECTH TalJIETOK M3 TaOJETOYHOrO COCTaBa
Ne 3 (ta6amna 4). Tabnerounsriii cocras Ne 3 comepkan 65% cynbdaTHbIX Cojel ¢ pa3MepoM
gactul cyibdara Harpusi Oonmee yem 300 MxM. BbICTpoH ne3WHTErpaluu JOCTHUTAIH C
UCTIOJIb30BaHNEM BONOMPOBOIHOM Bobl mipH 15,3°C (Tabauuna 5).

Tabnauna 4: Tabnerounniii coctaB Ne 3 (pazmep yactui > 300 mxm)

Coeaunenne Macca (rpamm)

Cynabdar Hatpus, pasmep dactur >300 mxm | 1391,8

Cynbdar kanus 567,2




37

PEG-3350 (BeIcOKOE 1aBreHHE) 180,0
Aerosil 200 6,0
Kollidon Cl1 300,0
Ludiflash 360,0
Kollicoat IR 180
Creapar maruus 15,0

Tabauna S: Macca u TomuHa Ta0J1eTKH, a TAKKe BpeMs 10 Ae3HHTerpanuu

Homep TabneTrkn Macca (rpamm) | Bpemst
(MHHYTBI:CEKYH/bI)
1 2,07 00:35
2 2,03 00:27
3 2,06 00:31
4 2,02 00:22
5 2,04 00:35
6 2,04 00:35

Bpemst 10 pacTBOpeHUs U3MEPSIIH IJIsl IIECTU KOHTPOJIbHBIX TadseTok (Tadauua 6),
IIPU 5TOM OTPaHHYEHHsI IO pa3Mepy 4acTull He Obu1o. IIlecTh KOHTPOJBHBIX TAOIETOK TAKKe
cocrostin u3 65% cynbdatHbix conei. Cynbdar HaTpusi, Oe3BOIHBIN, MPenCcTaBisul coOOH
MEJIKMI TMOPOIIOK, KOTOPBIM MOJydanu W3 KOMMepdeckoro ucroynuka. IIpocemBanue He
BBIMOJIHSUTA JUISL pa3feNieHss 4acTHIl MO pasMepy 10 cocraBieHus. CpenHee Bpemsi 10O
pacTBOpeHUs] B BOXOMPOBOAHOHN Boxe mpu 15,6°C mis 3Tux TabneTok ObLIO 3HAYMTENIBHO
BbIlIE (TAGJMIA 7) IO CPABHEHHIO C TEMH TaOJETKaMU, KOTOPbIE COCTABJICHBI ¢ YaCTUL[AMU

cynbdara Hatpus 6obine yem 300 MkM (Tadauua 5).

Ta6numa 6: KonTpoabHas TtaldierupoBaHHasi kommno3unusi (0e3 orpaHuvyeHHil Mo

pa3Mepy 4acTuL)

Coeaunenne Macca (rpamm)
Cynbdar HaTpusi, 0e3BOAHBIN 1391,8

Cynbdar kanus 5672
PEG-3350 (BpICOKOE 1aBNeHHE) 180,0

Aerosil 200 6,0

Kollidon Cl 300,0
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Ludiflash 360,0
Kollicoat IR 180
Creapar maruus 15,0

Ta6auna 7: Macca u TomuHa TabJeTKH, a TAKKe BpeMs 10 Ae3MHTerpanuu

Homep TabneTrkn Macca (rpamm) | Bpems
(MHHYTBI:CEeKYH/bI)
1 1,91 14:46
2 1,96 08:02
3 1,93 13:24
4 1,94 16:02
5 1,96 12;58
6 1,95 11:48

Ilpumep 8: Onpedenenue épemenu 00 NOJIHOU Oe3UuHMezPayuu mMabjiemoK npu
8apLUPYIOWUX MEMNEPAMYPAX

OuenuBaiu BpeMsi 1O TIOJHOH JAe3UHTErpalMu TaONeTOYHOro cocraBa Ne 4
(Tadauua 8) B BOIONMPOBONHOM BOAE MpH Temreparypax, Bapbupyroumx ot 2°C go 15°C.
JIe3MHTErpalfio BBIMIOJHSIN COTJIACHO Croco0y, omuchiBaeMOMy B mpumepe 6. B kaxmom
SKCIIEPUMEHTE H3MEPSUIH MacCy TaOJIETKH, TOJIIUHY TaOJIETKH, BpeMsi IO PAcCTBOPEHUS U
Temriepatypy Boabl (Tadauua 9). Tabnetku nokpsianu Kollicoat IR npu 1,73% yBenudenuu

MacCCHhI.

Ta6nauna 8: Tabnerounniii coctaB Ne 4 (pazmep yactui 150 - 700 mxm)

Coeaunenne Macca (rpamm)
Cyabdar Hatpus, pasmep dactur 150 - 700 mxm | 11918,84
Cynbdar kanus 4857,20
PEG-3350 (BpICOKOE aBNeHHE) 990,00

Aerosil 200 44,00

Kollidon Cl 1237,50
Kollidon CL-SF 562,50
Ludiflash 2280,10
Creapundymapar HaTpus 110,00
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Tab6aunma 9: Macca u ToJIMHA Ta0JeTKH, a TaK)Ke BpeMsi 10 JAe3HHTErpauMy NpH

BAPBHPYIOIIUX TEMNEPATypPax

Homep TabneTrkn Macca (rpamm) | Bpems
(MHHYTBI:CEeKYH/bI)
2°C
1 1,77 01:31
2 1,75 00:45
3 1,71 01:16
4 1,75 01:23
5 1,70 01:56
6 1,77 02:00
5°C
1 1,74 01:07
2 1,76 01:10
3 1,75 01:30
4 1,74 01:00
5 1,76 01:22
6 1,75 01:05
8°C
1 1,77 00:57
2 1,78 01:00
3 1,75 00:52
4 1,77 00:48
5 1,76 00:46
6 1,72 00:55
10°C
1 1,78 00:49
2 1,74 00:43
3 1,74 00:39
4 1,75 00:46
5 1,72 00:38
6 1,78 00:40
15°C
1 1,76 00:29
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Homep Tabnetkn Macca (rpamm) | Bpems
(MHHYTBI:CEeKYH/bI)

2 1,70 00:27

3 1,77 00:31

4 1,74 00:39

5 1,74 00:28

6 1,74 00:34

Kax wu3noxeHO Bbllle, TaONETKH B COOTBETCTBHHM C HACTOSIIUM H300pETEHHEM
nesunrerpupyiorcss B Boge mpu 15°C B mpenmenax menee uem 45 cexkyHn. TaOmerku B
COOTBETCTBUHM C HACTOSIIUM H300pETEHHEM, KPOME TOro, AE3MHTErPUPYIOTCS B BOAE MNPHU
10°C B mpenenax meHee ueM 60 cexyHn, Hampumep, MeHee ueM 45 cekyHn. Talierku B
COOTBETCTBUH C HACTOSILIIMM H300pETeHHEM, KPOME TOr0, Ae3UHTErpupyroTcs B Boae rpu 8°C
B mpenenax MeHee 4deM 90 cexyHna, Hampumep, MeHee ueM 90 cekyHn. TaOmerku B
COOTBETCTBUH C HACTOSIIIMM H300pETeHHEM, KPOME TOr0, Ae3UHTErpupyroTcs B Boae rpu S°C
B npenenax MeHee ueM 120 cekyHn, Hampumep, MeHee udeM 90 cekyHn Tabnerku B
COOTBETCTBUH C HACTOSILIMM H300peTeHHeM, KpOMe TOT0, Ae3UHTErpupyroTces B Boae rnpu 2°C

B npenenax MeHee uem 150 cexyH.

JKBHBAJICHTHI

Crnenuanuctsl B JaHHOW O0OJAaCTH CMOTYT ONPENeIWTb WA CMOTYT YCTaHOBHTH C
MOMOILBID TIPOBENEHUs HE Oojee YeM pPYTHHHOTO JKCIEPUMEHTAa MHOTOYHCIICHHBIC
SKBUBAJICHTH KOHKPETHBIX BAapPHAHTOB OCYLIECTBJICHMS HACTOSINErO H300peTeHus,
ONMUCBHIBAEMBIX B HACTOSLIEM AOKYMeHTe. Takue 5KBHUBAJIECHTHI OXBATBIBAIOTCS CIEAYIOLIEH

dbopmyoi nu3o0peTeHus.



DPOPMVYJIA U3OBPETEHUSA

1. TlepopanbHast TBeprasi (papMaleBTHUECKass KOMITO3ULIUS, TOMXOISIAst st
BBEAECHUs MyTE€M MPsSMOr0 MEPOPAJbHOrO MpUEMa U MyTEM JE3UHTErpalvy B BOJAE Iepen
MEPOPAIbHBIM TPUEMOM, TPU 3TOM KOMIIO3ULIUS CONEPKHUT Cyib(ar HATPUS, U MPH ITOM
meHee 10% mo Becy cynbdara HaTpus COCTABIISIIOT YAaCTHULBI CyJb(aTa HATPHS, KOTOPHIE
MeHblI1Ie MPUOIU3UTETHHO 150 MKM.

2. TlepopanbHast TBepnas (papmaneBTUYeCKas KOMIIO3ULMS MO M. 1, mpu 3TOM

>
KOMITO3ULIUS COAEPIKUT 11O MEHblIeH Mepe npudnusutenpbHo 40% 1o Becy cynbdaTa HaTpUsL.

3. IlepopanpHast TBephas (apMaleBTHUECKass KOMIIO3UIMA MO I. 2, MPU 3TOM
KOMITO3ULIUS COAEPIKUT 110 MEHblIIeH Mepe npudnusutenbHo 45% 1o Becy cynbdaTa HaTpUs.

4. TlepopanbHast TBepnas (hapManeBTHUECKass KOMIO3HLUS MO M. |, TOMOJHUTENBHO
comepkaiasi cynbhat Kaaus.

5. TlepopanbHast TBepaas (apMaLEeBTHUECKAs KOMIIO3UIMSA MO M. 4, MPU 3TOM
KOMITO3HLIUS COZIEPIKUT 110 MEHbIIeH Mepe npudnusnutensHo 60% 1o Becy cynbdaTta HATPUst U
cynbgara Kanus.

6. IlepopambHasi TBephas (apMaleBTHUYECKash KOMIIO3UIMSA MO M. 5, MpH 3TOM
KOMITO3ULIUST COAEPIKUT IO MEHbLIEH Mepe MpUuOIU3UTENbHO 65% 1o Becy Cynbdara HATPHUs U
cysib(haTa Kajusl.

7. IlepopanbHasi TBepaasi hapMaleBTHUECKasi KOMITO3HMLIUS 1O M. 1, MpH 3TOM MeHee
yeM 5% 10 BeCy CyJb(ara HaTpUsl COCTABJISIOT YaCTHUIIBI CyJib(aTa HATPHsI, KOTOPbIE MEHBLIIE
npubIM3uTENbHO 150 MKM.

8. IlepopanbHas TBepaasi GapMaleBTUYECKass KOMITO3UIHUS O 1. 7, TIPU 3TOM MeHee
yem 3% 10 Becy CyJb(ara HaTpUsl COCTABJIIOT YaCTHUIIBI CYJib(aTa HATPHsI, KOTOPbIE MEHBIIIE
npubIM3uTeNBbHO 150 MKM.

9. TlepopanpHasi TBephas (apManeBTUYECKass KOMIIO3HMLHUS MO M. 1, mpH 3TOM IO
MeHbInel mepe mpubmmsutensHo 90% mo Becy cynbdara HATPUSl COCTABJISIOT YaCTHULIBI
cyabdara HaTpus pasmepoM npuoIm3uTenbHo 150-700 MKM.

10. TlepopanbHas TBepaasi apMameBTHUECKass KOMIIO3HIHS MO M. 9, Mpu 3TOM IO
MeHbInel Mmepe mpubmmsutenbHo 95% mo Becy cynbdara HATPUSl COCTABIISIOT YaCTHULIBI
cyabdara HaTpus pasmepoM npuoIm3uTenbHo 150-700 M.

11. TlepopanbHasi TBepaas (apmaneBTUYeCKass KOMIO3UIMS MO M. 1, MpU 3TOM

KOMITO3ULIUS TIPENICTABIIAET COOO TabIeTKy.



12. TlepopanbHasi TBepnas (apmaleBTHUECKas KOMIO3MIMsA 1o m. 11, mpu 3Tom
TabJeTKa CONEPIKUT MOKPBITHE.

13. IlepopanbHasi TBepnas (apmaleBTHUECKas KOMIIO3MLIMA MO M. 12, mpu 3TOM
MOKPBITHE MPENCTABIAET COO0H COMOIMMEp MOJMBUHIIIOBOTO CITIUPTA U MOJU3TUIICHIJINKOJISL.

14. TlepopanpHast TBepaas ¢apmaleBTHUECKass KOMIIO3ULMS MO 1. 1, mpu 3TOM
KOMITO3ULIUST COZIEPKUT MO MEHBILIEH Mepe OAHO BCIIOMOTaTeIbHOE CPENCTBO, BHIOPAHHOE U3
IPyNMNbl, COCTOSIEH W3  Pa3pbIXJIUTENs, CBA3YIOLIEro, CMAas3bIBAIOLIEr0 CpEeACTBa,
BKYCOapOMaTUYECKOTO CPEACTBA U MX KOMOMHALIUI.

15. TlepopanbHasi TBepnas (apmaleBTHUECKas KOMIO3MLMA 1O 1. 14, mpu 3TOM
KOMITO3ULIUST COZIEPKUT Pa3pBIXJINTENb, BbIOpaHHbIN U3 rpymnmel, cocrosmeii u3 Kollidon CL,
Kollidon CL-SF, Ludiflash, komnongHoro iuokcuna KpeMHUS © UX KOMOMHALHIH.

16. IlepopanbHast TBepnasi (apmaueBTHYECKas KOMIIO3ULIMS MO M. 14, mpu 3TOM
TabJieTKa COAEPIKUT CBsI3yIOLIee, BhIOpaHHOE U3 rpymmbl, coctosuiein n3 PEG3350, PEG8000
U X KOMOWHALHUI.

17. TlepopanbHast TBepnas (apmaneBTHYECKas KOMIIO3ULIMSA IO M. 14, mpu 3TOM
TabJeTka CONEPKUT CMa3bIBAIOLIEe CPEICTBO, KOTOPOE MPEACTaBIsieT COOOH cTeapuidymapar
HaTpHsl.

18. ITepopanbHas TBepaas GapmaneBTU4Ieckass KOMIO3HLUSA 11O 1. 1, Ipu 3TOM

KOMITO3ULIUST JIE3UHTETPUPYETCs B BOAe Npu mnpuOmmsureabHo 2°C wWiu BbIE B
npenesgax MeHee yeM npuonu3uTesbHo 150 cexyH;

KOMITO3ULIUST JIE3UHTErpUpyeTcss B Boae mpu mnpuOmmsureabHo 8°C wiu Bble B
npenesax MeHee yeM npuomu3uTesHo 90 CekyHp,

KOMITO3ULIUST JIE3UHTErPUPyeTCss B BOAe Npu mnpuOmmsureabHo S5°C wiu BblIe B
npenesaax MeHee yeM npuonm3uTeNbHo 120 cexyH;

KOMITO3ULIUST HE JIE3MHTETPUPYETCsl BO PTY B NpeAesiaX MEHee YeM MPHOIU3HTEIBHO
30 cekyHI IPpU HEMOCPEACTBEHHOM NIEPOPATIBHOM NPUEME;, WIIH

KOMITO3ULIUST HE JIE3MHTErPUPYETCsl BO PTY B IpeAesiax MEHee YeM MPHOIU3HTEIBHO
60 CeKyHJ IIPU HEMOCPEACTBEHHOM NEPOPAIILHOM IIPUEME.

19. TlepopanbHas TBepaas (apmaleBTHYeCKass KOMITO3ULIUS, TOIXOISIAasi st
BBEJIEHUS IyTeM MpPSMOro MepopajbHOro MpuemMa U MyTeM JAEe3UHTEerpalud B BOJE Mepen
NepopabHbIM TPHEMOM, TPU 3TOM KOMITO3HLHS COAEPKUT Cyinbdar HaTpus u cyibdar
Kajust, mpu 3ToM MeHee 10% mo Becy cynbdara HATPHsl COCTABISIOT YaCTHIBI CyJibdara
HATPUsi, KOTOPBbIE MEHbIIE MPUOTU3UTENBHO 150 MKM; MPH 3TOM KOMITO3ULIUSI COAEPIKUT IO

MeHbIIeH Mepe nMpuOIM3UTEeNnbHO 65% 1o Becy cynbdara HaTpus U Cyib]ara Kaaus, U Ipu



5TOM KOMITO3UIUSI CONEPKUT MO MeHbInel Mepe mpuOnusurensHo 45% 1o Becy cynbdara
HATpUsI.

20. IlepopanbHasi TBepaas papmMareBTU4IecKasi KOMIO3HULHS 10 1. 19, mpu 3TOM MeHee
yeM 5% 10 Becy CyJb(ara HaTpUsl COCTABIISAIOT YaCTHUIIBI CyJib(aTa HATPHsL, KOTOPbIE MEHBIIIE
npubmm3nuTenbHo 150 MKM.

21. IlepopanbHasi TBepaas papmMareBTU4IecKasi KOMIO3ULIHS 10 1. 20, mpu 3TOM MeHee
yeM 3% 10 Becy Cyib(ara HaTPUsl COCTABIIAIOT YaCTHUIIBI CYJb(aTa HATPHsL, KOTOPbIE MEHBIIIE
npubnm3nuTenbHO 150 MKM.

22. IlepopanbHas TBepnas (papmaLeBTHYECKas KOMIO3MLIMA MO 1. 19, mpu 3TOM
KOMITO3ULIUST COZIEPIKUT MO MEHbILIEH Mepe OAHO BCIIOMOTaTeIbHOE CPENCTBO, BHIOPAHHOE U3
IpyNIbl, COCTOSIEH W3  Pa3pbIXJIUTENs, CBA3YIOLIErO, CMAa3bIBAIOLIEr0 CpPEACTBa,
BKYCOapOMAaTUYE€CKOr0 CPEACTBA U X KOMOMHAIINH.

23. IlepopanbHasi TBepnas (apmaLeBTHYECKas KOMIO3ULIMSA MO M. 19, mpu 3TOM
KOMITO3HMLIUS COAEPIKUT Pa3pbIXJIUTEINb, BRIOpaHHbIN 13 rpymsl, coctosimeii u3 Kollidon CL,
Kollidon CL-SF, Ludiflash, konnonnHoro 1uokcuna KpeMHUS 1 UX KOMOMHALMH.

24. TlepopanbHasi TBepnas (hapMaLeBTHYECKas KOMIIO3WLMSA MO 1. 19, mpu 3TOM
KOMITO3ULIUST COAEPIKHUT CBSI3yIOINee, BbIOpaHHOe W3 rpymmbl, cocrosimed u3 PEG3350,
PEG8000 u ux koMOUHaIHii.

25. TlepopasnbHas TBepnas (papmaneBTUYECKass KOMIO3WLMsA 1o M. 19, mpu 3Tom
KOMIIO3ULIUST  COIEPKUT  CMasbIBAIOIEe CPEACTBO, KOTOpPOE TMPEACTaBisieT  COOOM
creapuiipymMapar HaTpusi.

26. IlepopanbHast TBepnmas (papmaneBTUYeCKass KOMMO3WLMA 1o M. 19, mpu 3Tom
KOMITO3ULIUSI TIPEICTABIISIET COOOI TabJeTKy.

27. TlepopanbHas TBepnas (papmaneBTUYECKass KOMIIO3HMLUS MO M. 26, TpU 3TOM
KOMITO3ULUS COAEPKUT MOKPBITHE.

28. IlepopanbHas TBepnmas (papmaneBTUYECKass KOMIO3WLUS TO M. 27, TpU 3TOM
MOKPBITHE MPENCTaBIIET COO0H COMOIMMEp MOJUBUHIJIOBOTO CIIUPTA U MOJU3THIICHIJIUKOJIS.
29. IlepopanpHast TBepaas GpapMareBTHIeCKast KOMIO3ULUSA 1O 1. 20, PH 3TOM

KOMITO3ULIUST JE3UHTETPUPYETCs B BOAe NpU mnpuOmmsurenabHo 2°C wiu BbIIE B
npenesaax MeHee yeM npuOnm3uTesbHo 150 cexyH;

KOMITO3ULIUST JE3UHTErpupyercss B Boae mpu mnpuoOmmsurenabHo 8°C wiu Bblme B
npenesaax MeHee yeM npuOmm3uTebHo 90 CeKyH,

KOMITO3ULIUST JE3UHTErpUpyeTcss B BOAe Npu mnpuOmmsurenabHo S5°C wiu Bble B

npeneaax MeHee yeM npuOnm3uTesbHo 120 cexyH;



KOMITO3ULIUST HE JIE3MHTETPUPYETCsl BO PTY B NpeAesax MEHee UeM MPHOIU3HTENBHO
30 cekyHI IIpU HEMOCPEACTBEHHOM NEPOPATIbHOM NPUEME;, WIIH

KOMITO3ULIUST HE JIE3MHTETPUPYETCsl BO PTY B IpeAesiax MEHee YeM MPHUOIN3HTEIBHO
60 CekyHI IPU HEMOCPEACTBEHHOM NEPOPAILHOM IIPUEME.

30. IlepopanmpHast TBepnas ¢apmaleBTHUECKass KOMITO3ULMS, MOIXOAALAs IS
BBEJCHUS IyTEM IPSIMOTO INEPOPATBHOrO MpHUeMa M MyTeM JE3MHTErpallid B BOAE Iepen
NepopabHbIM TPHEMOM, TPU 3TOM KOMITO3ULMS COAEPKUT Cyinbdar HaTpus u cyibdar
Kanust, mpu 5ToM MeHee 10% mo Becy cynbdara HATpPHUs COCTABISIOT YaCTHIBI CyJbdara
HATPUsi, KOTOpBbIE MeHbIIEe NMPUOIU3UTENBHO 150 MKM; MpH 5TOM KOMITO3ULIUSI COAEPIKUT IO
MeHbIIel Mepe nmpuOam3urenbHo 65% 1o Becy cynbdara HaTpus U Cyjibdara Kanus, mpu
5TOM KOMIIO3UIUSI CONEPKUT MO MeHbIlel Mepe mpubnusurensbHo 45% mo Becy cynbdara
Hatpust; ¥ ripu 5ToM komnosurust conepkut Kollidon CL, Ludiflash, konmounseiii quokcun
kpemuusi, PEG3350 nnu PEG8000 u creapundymapar HaTpusL.

31. IlepopanbHas TBepaas papMaLeBTHYECKass KOMIIO3ULUS 1O 1. 30, Mpu 5TOM MeHee
yeM 5% 1o Becy cynbdara HaTPHsi COCTABILSIIOT YaCTHLBI CyJIb(aTa HATPUsi, KOTOPbIE MEHBIIIE
npubm3uTenbHO 150 MKM.

32. IlepopanbHas TBepaas apMaLeBTHYECKass KOMIIO3MLUS 1O 11. 31, mpu 5TOM MeHee
yem 3% 10 Becy CyJb(ara HaTPUsi COCTABJISIOT YaCTHUIIBI CyJib(aTa HATPHsI, KOTOPbIE MEHBLIIE
npubIM3UTENBbHO 150 MKM.

33. IlepopanbHasi TBepmasi (hapmarieBTHYecKass KOMIO3uiusi mo 1. 30, mpu 3TOM
KOMITO3ULIUS TIPENICTABIISAET COOOH TabIeTKy.

34. TlepopanbHasi TBepmasi (hapMaieBTHYECKash KOMITO3UIUSI MO M. 33, MpPU 3TOM
TabJIeTKa COAEPKHUT MOKPBITHE, KOTOPOE MPENCTABIIET COOON COMOIIMMED MOJUBHHIIIOBOTO
CIHPTA U OJTMSTUIICHTITUKOJIS.

35. IlepopanbHasi TBepmasi (hapMareBTHYECKash KOMITO3UIUSI MO M. 34, Mpu 3TOM
COTOJIUMEP TMOJUBUHHIIIOBOTO CIIMPTA M MOJMATHICHIJIMKOIA npencrasisieT coboit Kollicoat
IR

36. Crioco® mosydeHus: nepopajbHON TBEpAOH (papManeBTUYECKONH KOMIO3HMLIUHU 10
mobomy u3 mm. 1, 19 u 30, nmpu 3TOM Croco0 BKITOYAET CTaTuu

(a) cmemmBaHMS Maccel cCyib(ara HaTpus W IO MEHbIIEH Mepe OFHOTO
BCIIOMOTATENIbHOTO CPEACTBA, MPU 3TOM MeHee 4eM 5% 1o Becy Macchl cysbdaTra HaTpUs
COCTaBJISIFOT YaCTHUIIBI CYJIb(aTa HATPHS, KOTOPbIe MEHbIIE MPUOTU3UTENBHO 150 MKM, 1

(b) mpeccoBaHus TOJy4eHHOW B pe3yJbTaTe CMECH B MEPOPATBbHYI) TBEPAYIO

(hapMaeBTHUECKYO KOMITO3HULIHUIO.



37. Cnocob mo m. 36, OOMOJHUTENBHO BKJIOUAOIIMHA TOKPBITHE MEPOPATBHOM
(bapmareBTHUECKON KOMIIO3HLIUH.

38. Cnocob mo 1. 36, JOMONHUTENPHO BKIIOYAOIINN 110 CYIIECTBY YAAJIEHHE YaCTHI]
cyib(ara HATPUsI MEHbIIE YeM NPUOIU3UTENBHO 150 MKM 0 CMELTUBAHMUS.

39. Crnoco® MHIYUMPOBAHUS MEPUCTAIBTHKH KUILIEYHHUKA y CyObEKTa, MPH 3TOM
croco0 BKJIIOYAET BBEACHHE CYOBEKTY TEepOpalibHOW TBEpHOH (apMareBTHUECKON
KoMro3uuuu no modomy u3 mm. 1, 19 u 30 ¢ uHAYUHPOBAaHHEM TEM CaMbIM IEPUCTAIBTUKU
KHILIEYHNKA Y CyOBeKTa.

40. Cnoco® no n. 39, npu KOTOPOM KOMIIO3ULIUST HETIOCPEACTBEHHO NPOTJIAThIBAETCS
CyOBEKTOM.

41. Cnocob6 mo m. 39, mpu KOTOPOM CTaausl BENEHHs KOMIIO3UIMM BKJIIOYAET
NEepOPANIbHBIN PUEM BHYTPb BOJHOW JUCTIEPCUU KOMIIO3ULIUH.

42. IIpumeHneHne nepopabHOil TBEPAOi (hapMaleBTHUECKONH KOMIO3ULMHU TI0 JIF0OOMY
w3 mn. 1, 19 u 30 B U3roTOBAEHNMH MEIULIMHCKOIO Ipenapara A NPeayNpexXAeHUs WIn
JedeHus: 3amopa y CyObekTa, mpuU 3TOM CyObekTy BBOAMTCS 3(()EKTHBHOE KOJUYECTBO
KOMITO3HMLIMH C JIEUeHHEM HJIM MPeAyTPeKAeHIEM TeM CaMbIM 3aropa y cyObeKTa.

43. Ilpumenenne 1o 1. 42, npu KOTOPOM KOMIIO3ULMS HENOCPEACTBEHHO
NPOTJIATHIBAETCS CYOBEKTOM.

44. Tlpumenenne mo m. 42, mpu KOTOpOM BeneHue 3(PPEeKTHBHOrO KOJUYECTBA
KOMITO3ULIMK BKJIIOYAET MEPOPATbHBI MpPHEM BHYTPb CYOBEKTOM BOIHOH IUCHIEPCHU

KOMITO3HUILIMH.
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