HNucTpykuus no npuMeHeHuIo npenapara Hepcinat plus

bpenn: Hepcinat plus

Cocras: CodocOyBup + JlaknaracBup
Cuna: 400 mr & 60 mr
UzroroButens: Natco Pharma Ltd
JlexapcTBenHas ¢opma: TabIETKH

VYnakoBka u3 28 TabJIETOK B KOHTEHHEpE

Hepcinat plus - 310 mpoTHBOBUPYCHOE JIEKAPCTBO MPSMOTO JACUCTBHUS, KOTOPOE COJICPIKUT
40 mr CodocOyBupa u 60 mr J[akiiaTacBupa B Ka4eCTBE aKTUBHBIX HHTPEIUCHTOB.

ITOKA3AHUA

Hepcinat plus npennasHayen aist jgedenus: xpoundeckoro remarura C (HCV) renotumna 1
iy 3 nHpeknuu, ¢ M 6e3 pubaBUpHHa.

JIO3UPOBKA

VY B3pocabix pekomenayemas no3a CodocoyBupa cocrariser 400 mr, a makinaracsup - 60
MT U BBOAUTCS oAHa Tabierka Hepcinat plus mepopanbHO 0J1MH pa3 B JI€Hb.

[TpuarMaeTcs ¢ win 6e3 MHIIH.
Jnst renotumna 1

Hepcinat plus, 6e3 nuppo3a uiaM ¢ KOMIIEHCUPOBAHHBIM ITUPPO30M (peOeHOK-TIbI0 A) B
TeueHue 12 Henensb.

Komounarms sofosbuvir u ribavirin ucronb3yercst Ui JeKOMIIEHCHPOBAHHOTO ITUPPO3a
(pebenok - pugh B wmu C) u mocTTpaHCIIaHTaTa.

Hnst renoTuna 3
['enmuHaT TuTROC 6€3 IIUppo3a B TeueHue 12 Heaenb

Kom6unarms codocOyBupa u pubaBupuHa, HCIONb3yeMas JIsi KOMIEHCUPOBAHHOTO WU
JIEKOMITCHCHPOBAHHOTO (IIMppo3a TIEYeHH peOeHKa) WM TMOCTTPAaHCIUIAaHTaTa B TeueHue 12
HeZelb.



INIEPEJO3UPOBKA

[lepenosupoBka Hepcinat plus: HeT KOHKpeTHOro aHTUAOTa. Eciau mpoucxoauT
Nepe03UPOBKA, MAIIUEHT JOJDKEH CIEAUTh 3a Pa3BUTUEM TOKCUYHOCTH, a MOAJEPKUBAIOIINNA U
CUMITOMATUYECKUI YyXOJ CIEAYyeT KOHTPOJIUpoBaTh. OOpAaTUTHCA 32 MEAMLMHCKON MOMOILBIO
WJIM BBI3BATh ]I AJIs1 HEMENJIECHHOTO JIEUEHUs

®APMAKOJIOTMTYECKUE JIENCTBUS
dapMakoJUHAMUKA!

Hepcinat plus, koropeie coxepxkar Sofosbuvir 400 wr, SBISETCS HWHTUOHUTOPOM
HYKJICOTHIHOM TMOJMMEpa3bl M BKIIOYAET B ceOs MPOTHBOBUPYCHOE JIEKAPCTBEHHOE CPENICTBO
npsMOTO ACHCTBUA. Sofosbuvir BBICTABJISIFOT, YTOOBI HMMETh BBICOKHH Oapbep Il pocTa
pesucteHTHOCTH U uHrubupyer Oemoxk NS5B. Takum o6pazom, CodocOyBup wmemaer
depmentnoit PHK-nmonmumepasze, KoTopas MOXKET BBINOJIHATH MPOLECC PA3MHOKEHUS.
CnenoBarenbHo, CodocOyBUp OCTaHABIMBAET pEIIMKalMI0 Bupyca renatuta C M yMeHbIIAeT
KosmdecTBo Bupyca renatuta C B meyeHu. CodocOyBup Takke AEHCTBYET, YTOOBI YMEHBIINUTh
MOBPEXICHHUE TICUCHH U YITY4IIaeT (QYHKIHIO IEYCHU.

Hepcinat plus takxe conepxut daclatasvir - aHTUBUPYCHOE JIEKapCTBO MPSIMOTO 1€HCTBHS,
KOTOpO€ YKa3aHO JUIsl MalMeHTa, MOCTpaaaBmero ot uadeknuu Bupyca renaruta C. On Oyner
HalCIMBATBECA Ha BHPYC ICIIATHTA C ¥ ocTaHaBIMBAeT MHOTOYHMCJIECHHBIE IIIarH B mponecce
PASMHOXKCHU A HCV TEM, KaK OH MCIIACT BHPYCHBIM YaCTUllaM CaMUM [ACJIaTb KOIIMHU, U
IOMOracT OpraHnu3smMy yaajiaTb BUPYC U3 KPOBHU.

PapMaKOKMHETHYECKHE:

[Tornmomenue: - KOHIIEHTpaLKUs TUKOBOM Ma3mebl coctasisier 0,5-2 4 mocine no3a ans 40%
CodocoyBupa u B Mmeradbonure GS-331007 mukoBas KOHIICHTpalMsl B IUIa3Me, MoJydaemast
yepe3 2-4 yaca mocie mpuema, rae, kak u B JlakmaTacBupe, KOHIEHTpAI|sl MUKOBOM IJIa3Mbl B
MJIa3Me COCTABIISIET B TEUEHHE 2 YacOB IOCJE€ BBEACHUS /1036l M OMOJOCTYITHOCTH COCTABIISIET
67%

O¢dexr mumu: CodocOyBup 400 Mr m MeraboOIUT HE BIUAIOT HA KUPHYIO THIILY.
CnenoBatenpHo, CodocOyBup ymnpasisiercss 6e3 numm. B Jlaknatacsupe 60 mr mpemnapara He
MPUHUMAJU HU C TTUIICH, HU 0€3 MHIIH.

Pacnpoctpanenue: CohocoyBup 400 Mr coctaBisieT 0koso 51-65%, cBs3aHHBIN ¢ OemTKamMu
mIa3Mel 4ejioBeka, a mertabomuT GS-331007 mmeeT MHUHHMAILHOE CBSI3LIBAHHE C OEIKaMH
mra3Mel uenoBeka. M B Daclatasvir 60 mr cBa3piBanue 0eiaka coctaBisgeT 99%

Mertabommu3m: B meuern, CodocoOysup 400 mr mmpoko meradomusupyercs (4% w> 90%)
JUIsL TIpeBpalleHus] B (papMakoJIOrMuecKkd aKTHUBHBIM HYKJIEO3MIHBbIM aHanor tpudocdar GS-
461203. Daclatasvir 60 mr mertabonusma, ocHoBaHHOTO Ha cybctpare CYP3A ¢ ucxomHou
uzogpopmsl CYP



VYcrpanenue: cpennee oobmee BocctaHoBineHue 10361 400 mr CodocOyBupa cocTaBisiio>
92% u Brmouano ynainenue 80%, 14% u 2,5% B Moue, (ekanusx, BbIbIXaeMoM Bo3ayxe. [lpu
onHOKpaTHOM BBezeHuu Daclatasvir 60 Mr pagmoakTHBHOCTh BOCCTaHaBIMBaIM Ha 88% depe3
dexanuu u 6,6% gepes Moay

[MonoBuna xu3au CodocoOyBupa 400 mr u GS-331007 cocramsia 0,4 u 27 4acoB, a y
Daclatasvir 60 Mr 6110 BpeMst oTyBbIBeieHUs OT 12 10 15 yacos.

INOBOYHbLIE DPPEKTbI

[Tpu BBemenun Hepcinat plus, B coueTaHWH C aMHOJAPOHOM BBI3BIBAIOT HEKOTOPHIC
nmo6ouHbIe A (PEKTHI HA cep/ille 1 HEOOXOIMMO OOPATHTHCS 332 MEIUIIMHCKON IMOMOIIBIO, €CIIA Y
BacC eCTh:

bpanukapaus

Opplmika, 00Jb B rpyau
I'onoBokpyxeHue

Cepbe3Hble 10004YHbIE IPPeKThI:
[ToTtepst namsATH U IyTaHKULIA
Tspxenoe roJoBOKpyKEHHE
Tsoxenas cnabocthb

Oo6uue 3¢ dexTni:

bonb B rosose

B3AUMO/JIEMCTBUE JEKAPCTB

Kombunammst Hepcinat ¢ daclatasvir, ¢ umenpeBupom, ledipasvir, ¢ amuogapoHOM
NpHUBEIET K PHCKY B HEPETYISPHBIX CEPACYHBIX COKpameHusx. HeoOxoawmmo wu30erarsb
KOMOHMHAIIUH.

INPOTUBOIIOKA3AHUA

Hepcinat plus u pubGaBuUpHMH NPOTHBOMOKA3aHbl OEPEMEHHBIM J>KEHIIMHAM, u30eraiTe
UCTIONIB30BaHUSI ~ OTUX  KOMOWMHamuid  BO  BpeMsi  OepemeHHoctH. [lammeHtam ¢
THIIEPYYBCTBUTEIBHOCTHIO U TIOYEYHO-TICUCHOYHOH HEJJOCTATOYHOCTHIO TPOTHBOIIOKA3aH.



Mepbl pe10CTOPOKHOCTH

1. Coo0muTe CBOMM METUIIMHCKUM Pa0OTHHKAM, YTO BbI AJUIEPTUYECKH CKIOHHBI K
daclatasvir, Sofosbuvir i umeere kakue-1u00 APyrue ajIepruu, MPeXxae YeM HCIO0JIb30BaTh
nekapctBo. OH MOXET COCTOSATh W3 HEAKTUBHBIX WHIPEIUCHTOB, KOTOPHIE MOTYT BBI3HIBATH
ajuiepruyeckue mpoodiemMbl WM JApyrue peaknuu. [loroBopute ¢ BammM (hapManeBTOM s
noJrydeHus 6osee moapoOHO nHPOpMaIHH.

2. OcoOeHHO, ecnu y Bac ecTh 3a00JieBaHUE IMOYCK, 3a00JICBAaHUS MEUEHU, OTIUYHBIE OT
rernatuta C, coobmuTe 00 3TOM BalieMy KOHCYJIBTAaHTY O MPOIUION UCTOpUU OOJIe3HH, MPEXKIe
yem npuHUMath daclatasvir / sofosbuvir.

3. Ilpemapatsl cieayeT Ha3HadaTh TOJIBKO IO PELENTy, 0e3 OTIYCKAaeMbIX 10 PELENTy
JEKapCTB.

4. Coueranne Hepcinat plus u aMmuoiapoHa MokeT BbI3BaTh OpauKapIuio

BEPEMEHHOCTb

Bo Bcex TtpumecTpax HET aJCKBATHBIX M XOPOIIO MEPEHOCHMBIX HCCIIEIOBaHUN ¥y
OepeMeHHBIX KeHIIMH. [T0CKONMBKY MCIbITAHUE HA PAa3MHOKEHHUE )KMBOTHBIX HE UMEET PUCKA U
HEONIAronpusITHOrO BO3ACicTBUSA Ha mioiA. Ho, B couetanuu ¢ puOaBHUPUHOM, Ha3HAUYCHHAas
KaTteropusi 0EpeMEHHOCTH MPHUBOIUT K BPOXKACHHOMY AedexkTy u cMmeptu Iuona. MzOeraiite
KOMOMHHPOBAHHOW TEpaIuy BO BpeMs OEpeMEHHOCTH.

KOPMJIEHHME I'PY IbIO

Bo BpeMms rpyaHOro BcKapMIIMBaHHUS HEM3BECTHO IEPEXOAUT JIM JIEKAPCTBO B IPYAHOE
MOJIOKO, TMIO3TOMY PEKOMEHIyeTCs, UTOObl MaTh HE KOPMHUJIA TPYJbI0 BO BPEMs OJHOTO TOJIBKO
XenmuHara MIoc 1 KOMOMHUPOBAHHOT'O JICYEHUSI.

MECTO XPAHEHUA
XpauuTb npu Temmneparype 25 © C (Tounoe ycnoBue nomyckaercs mexay 15°C u 30°C).

KonreliHep nomxkeH ObITh €ro coOCTBEHHON opuruHanbHOM OyThuiKOW. He cmemmBaiite
pasHble IIpernapaTbl BMECTE.

XpaHI/ITC €ro B IPOXJIaAHOM, CYXOM MCCTC U HCO6XOIII/IMO OXJIaXXJAaTh, 3alllMIIaTb OT
CBCTa.

Bo BpEMs MYTCHICCTBUSA B aBTOMOOMIIEC HE JACPKUTC €ro B IICPUATOUYHOM AIIUKE, IMperiapar
MOKCT CTAaThb CIIMIIKOM T'OpsAYHUM, XOJIOJHBIM UJIN BJIAXKHBIM B KOpO6KC.

Jepxute noganpiie OT AETEH.



BHUMAHUE

HEITPABUJIBHASA MO3A: Ecnu Bbl OpOMYCTWIM J03Y, BO3bMHUTE €€ KaK MOKHO
CKOpee, €ClM BpeMs JIOCTHUTHET CIEIYyIOIIeld [03bl, IMPOIYCTHTE MPOMYIICHHYI0 103y H
MPOJIOJDKANTE peryisipHoe pacnucanue. He npuHuMaiiTe 1ONMOJHUTENbHBIE WK 2 03Bl 32 pas.
IIPUHUMAMTE 110 COBETY OT JIOKTOPA.



