HUHcTpyKus Mo NpuMeHeHHI0 mpenapaTta Hepcvel

[Toxxairyiicta, BHMMATEJIBHO IPOYMTANTE 3Ty MHCTPYKLHIO IIEpE] HA4aloM IIpueMa
npenapata. B MHCTpyKIIMH coepKuTCs BakHast nHGopMalus o npenapate B Tadbnetkax 400/100
mr. CoxpaHuTe MHCTpYyKLHIO. Bo3moxHO, Bbl 3axorure mpouutars ee eumie pas. B ciydae
BO3HMKHOBEHUS BOIIPOCOB, peKOMEHIyeM Bam oOpaTuThcs K Bpady Wiu GpapMaleBTy.

Otot mpenapar HazHaueH Bam. He mepenaBaiite ero npyrum mwonam. IIpenapat moxer
MPUYUHUTE UM BpPEJl, TaXKe MPH OJMHAKOBBIX CUMIITOMaX 3a00JIEBaHUSI.

1. O6mue cBenenusi AJs1 MAeHTUPUKALMYU penapara:
1.1. ToproBoe (maTeHTOBaHHOE) Ha3BaHHe mpemapara: Hepcvel
1.2. MexnyHapoaHoe (HEIaTeHTOBaHHOE) Ha3BaHue: coGocOyBHp, BeINaTacBUP.

1.3. JlexapcTBeHHasi popma ¥ Ha3HaueHUE: TAOJIETKH, MOKPHITHIE MIIEHOYHOM 000JI0YKOMA,
ISl IpreMa BHYTPb.

1.4. Cocras:

JleficTByrOIIIME BEIIECTBA: ICHCTBYIOMMME BetecTBamMu Hepcvel ssistirorest codocOyBup u
BenmaracBup. B kaxmoit Tabierke cogepxutcst 400 mr copocOysupa u 100 Mr BenmaTacBupa.

HeakTuBHBIE KOMIIOHCHTHI: KOIIOBUJIOH, KpPOCKapMeJllo3a HATpusa, CcTCapaTr MarHusd,
MHKPOKPHUCTAIINIMICCKAs OCIIII0JI03a.

TabneTku MOKPBITHL IJICHOYHOH 000s10ukoii. B cocTaB 0005I0YKM BXOZST CHEAYIOLIHE
HEAKTHUBHBIE KOMITOHEHTBI: OKCHJ] >Kelie3a KpaCHBIM, MOJMATUIICHTIIUKOb, MOJMBUHUIOBBIN
CIUPT, TAJIbK, TUOKCH/I TUTAHA.

1.5. ®apmakoTepaneBTHYECKAs TPYIIA: TPOTHBOBUPYCHOE CPEACTBO.
2. [Toka3aHusi K NPUMEHEHUIO:

Hepcvel komOunupoBaHHBI mpemapar ¢ (QUKCHPOBAHHOW J1030#  codocOyBupa,
HYKJIEOTHJIHOTO aHajiora, uHruoupymoiero noaumepasy NS5B BI'C, u BennaTtacBupa, HOBOTO
unruouropa NSS5SA. Ilpemapar mnpeaHasHadeH A JiedeHUs XpoHHuyeckoro rematura C
reHotunos 1,2,3,4,5 u 6 y narueHnToB ctapuie 18 et

e 0€3 MppOo3a NEUYEHU WIN C KOMIIEHCUPOBAaHHBIM IIUPPO30OM IIE€UEHH;
e [IPH JIEKOMIIEHCUPOBAHHOM IIMPPO3€ NIEUEHH C COBMECTHBIM ITPUMEHEHHEM pHOaBUpPUHA.

3. [IpoTuBONOKA3AHMSA:

He mpunumaiite mpemapar u cooOmure o0 ITOM JOKTOPY HEMEIJICHHO, eciu: y Bac
ajuteprusi Ha codocOyBUp, BeNMaTacBUp WIM JIO0OW JApyrod KOMIIOHEHT TIperapara.
KoMmOuHMpoBaHHAas cxeMa JIeueHHs C MPUMEHEHUEM BeJaTacBupa, codpocOyBupa u pubaBuprHa
IMPOTHUBOIIOKA3aHa IMauEHTaM, UMCIOIIIUM ITPOTHUBOIIOKA3aHUSA K pI/I6aBI/IpI/IHy

4. Mepbl IPe10CTOPOKHOCTH:

4.1. Tlepen wHayasioM mpueMa COOOIIMTE JIeUalieMy Bpady O JIOOBIX HWMEIOIIUXCS
3200JIeBaHUSAX:


http://www.hv-info.ru/gepatit-novosti/sobytiya/1006-dzhenerik-sovaldi-sofosbuvir.html
http://www.hv-info.ru/generiki/velpatasvir.html
http://www.hv-info.ru/gepatit-s/virus.html
http://www.hv-info.ru/gepatit-s/pechen/cirroz-pecheni.html

« 3200JIeBaHMs TIEYCHH, TOMUMO remnaruta C;

e TSDKEJIOE IoYedHOe 3a00JICBaHNE WITH UCTIONIb30BAHUE MIPOLIEAYPHI TEMOIHATN3A;

e TSDKENAsg CTENEHb CHUMITOMATUYECKOH Opaaukapiauu, IpH KOTOpoil codocOyBup
Ha3HA4YaeTCs COBMECTHO C aMHOJAPOHOM M JPYTHMM HPOTHBOBHUPYCHBIM IIPENapaToM IPSIMOTO
neiictBus s nedenus renarura C;

e OEPEeMEHHOCTh WJIM IUIAHMPOBAaHHE OEpeMEHHOCTH (BIMSHHE Ipenapara Ha IUIOJ He
U3Y4YEHO);

e KEHIIMHAM, [IPUHUMAIOIINM IpenapaTr COBMECTHO C PUOaBUPHHOM, HE PEKOMEHIYETCS
OepeMeHeTh B TEUYEHHE Kypca JieueHHs W 6 MecsleB IOciie OKOHYaHMs JieueHus. Ecmu
OepeMEeHHOCTh Obl1a OOHapy)XeHa BO BpeMs KOMOMHHPOBAHHOW Tepanmuu codocOyBUpOM,
BENAaTaCBUPOM U pHOABUPUHOM, HEOOXOIUMO HE3aMENTUTENILHO 00PAaTUTHCS K JOKTOPY;

e TPYHOEC BCKapMJIMBAaHHE WJIM €ro IUIAHUPOBaHHE (IIPOHMKHOBEHHWE KOMIIOHEHTOB
npemnapara B rpyIHO€ MOJIOKO HE U3Y4€HO);

4.2. IlpuMeHeHue y aeTeil: mpenapar He PeKOMEHI0BaH JI€TSM U IOJPOCTKaM B BO3pacTe
mutaze 18 aer, Tak Kak JaHHbIE 0 0e301acHOCTU U 3()(hEKTUBHOCTH NPHEMA OTCYTCTBYIOT.

4.3. BaumoaeiicTBue C ApyruMH JIEKAPCTBEHHBIMU cpeicTBaMu: Bam crenyer cooOmuTh
Bpauy 000 BCeX pelenTypHbIX U Oe3pelenTypHbIX Mpenaparax, Butamuuax win bAJl, kotopele
Bsbl npuaumaete. J[aHHBIN IpenapaT MOXKET B3aUMOJECHCTBOBATh ¢ HEKOTOPBIMU JIEKAPCTBAMU.
Beerna mnpenynpexnaiiTe Bpaya O HadaJle WIM IPEKPAIEHUM IpHUEMa TEX WIH HHBIX
JIEKapCTBEHHBIX cpencTB. He mpuHuMaiiTe apyrue mpenaparsl, coaepxamiie codpocOyBup (oauH
U3 aKTUBHBIX KOMIIOHEHTOB IIpenapara).

Wuaykropsl P-riukonporenHa w/ unu ymepeHHble W cuibHble MHIYyKTOpel CYP2BO,
CYP2C8 u CYP3A4 (mampumep, pudammuiuH, 3BepoOOH, kKapOama3zenuH) MOTYT CHH3UTh
KOHIIEHTpaluio cohocOyBupa M BelNaTacBHpa B KPOBHU, YTO MOXKET MPUBECTU K CHUKECHUIO
TepaneBTHUecKoro 3¢ dekra. [IpumeHerne >THX npemnaparoB ¢ coGocOYBUPOM H BEaTaCBUPOM
HE PEKOMEH0BAHO.

[TocoBeryiiTech ¢ BpadoM wiM (¢apmaneBToM, eciau Bbl mpuHMMaeTe nekapcTBa IS
JIeYSHHMSI A3BBI JKETy/IKa, U3KOTH WM KUCIOTHOTO peduitokca:

e AHTaI/IHOE CPEACTBO (TUAPOOKUCH MAarHUs/ alIIOMUHUS);
e UHTUOUTOPHI MPOTOHHOW TTOMIITBI (OMEMPa30);
e H2 - 6;10KaTOpbl TMCTAMUHOBBIX PELENTOPOB ((paMOTHINH).

Coobmurte JeuanieMy Bpady WiId (QapmareBTy, eciu Bbl NpuHUMaeTe OJUH U3
CIETYIOIINX MPEerapaToB:

AMHOJIapOH IS JICUCHUS] apUTMUHU; TEHO(OBHUpa AUZOMPOKCHI (ymapaT WU 000
COZEpXKAIMK €ro mnpemnapar, HpUMEHseMbld s jedeHuss BUWY; AurokcuH s neyeHus
Oone3nelt cepaa; MHruOUTOpHI peaykrassl ' MI'-KoA (po3yBacTaTiH, aTopBacTaTHH).

4.4. Tlepeno3upoBka: B cCllyyae TMPEBBIINICHUS JIO3UPOBKH, MAIMEHT JOJKEH OBbITH
oOciiefloBaH JJsl BBIABICHUS CIIEJOB HMHTOKCHUKaluM. JleueHue B cilyyae Iepeao3MpOBKU
3aKJIoYaTcs B OOIIMX MOJACP KUBAIOLINX Mepax, BKIIOUYAIOMIUX B ¢€0sI MOHUTOPHHT >KU3HEHHO
BaXXHBIX (PYHKIIMI, a Takke HaOJII0/IeHre 32 KIMHUYECKUM COCTOSIHUEM MallMeHTa.

5. Cnoco0 npuMeHeHHs U 103bI:

5.1. PCKOMCHI[yCMaH J03a. PCKOMCHIlyeMaﬂ A03a mperapara - 0JHa tTabJeTKa B JACHb 10
WK TIOCJIC €OBI.



B Ta6mume Nel mpuBeneHa peKOMeHIyeMas cxeMa M MPOJOKUTEIBHOCTh JICUCHUS Ha
OCHOBAHHWH UCCIEIYEMON KaTErOpUH MaIUEHTOB.

Tabauya 1. Pexomenoyemas cxema nevenus: y nayuenmos ¢ 1,2,3,4, 5 u 6 ecenomunom.

PE’KM [MPOJOJDKUTEJIBHOCTD

[TOITYJIALIA TALTUEHTOB JIEYEHUS JIEYEHUS

[MTarmenTHI O€3 IMPPO3a MEYSHH HITH C
! Hpp BEJIIIATaCBUp +

KOMIICHCUPOBAHHBIM [IUPPO30M TCUCHH 12 Henenb
p HHpp codocOyBup a
(ppo3 neyeHu kiacca A)
[TarMeHThI ¢ IEKOMITIEHCUPOBAHHBIM BenmaracBup +
UPPO30M TMEeUeHH (IIUPPO3 TIeUeHU Kiacca  codocOyBup+ 12 nenens
BuC) pubaBupuH

*[Ipy KOMOMHUpPOBAHHOH Tepamuu pPEKOMEHJIOBAHHAs /1032 pPUOABHPHHA PACCUUTHIBACTCS
MCXOJs1 U3 Macchl Teja (MpuHUMaeTcs Bo Bpems efbl): 1000 Mr B JeHB JJIs MAIMEHTOB, Macca
Tena KOTOpeIX He Oosee 75 kr, u 1200 M 71 MAIIMEHTOB, Ybsi Macca Telia 0ojiee 75 Kr, ASTUTCS
Ha 2 mpuema. J[o3a B Hadajie JICYCHUs, a TAKXKE B XOJC JICYCHUS MOXET ObITh YMCHBIICHA,
OCHOBBIBAsICh HA ITOKA3aHUIX FGMOFHO6I/IHa 158 eraTI/IHI/IHOBOFO KJ'II/IpGHCEl. I[J'ISI NU3MCHCHUS O03bI
pubaBuprHa, HEOOXOAMMO 03HAKOMHUTHCS C MHCTPYKIIUEH 110 MPUMEHEHUIO Mperapara.

7. ®opMa BBINYCKA H YCJI0BHUS XPAHEHHS:

7.1. ®opma BBIITYCKa: - TAOIETKH OBaJIbHOU (DOPMBI, TOKPHIThIEC TUIEHOYHON 00OJIOYKOH C
rPaBUPOBKOM B BHJIE IIECTUKOHEYHOM 3BE3JIbI C OJJHOM CTOPOHBI U YEPTHI ACICHUSA C APYIrOi.
YnakoBaHbl B IJIACTUKOBYIO OaHKY C 3aBUHYHMBAIOLICICS KPBIIIKOH, COIEpKallell MeXxaHu3M
KOHTPOJISI IEPBOI'O BCKPBITHUS, C TOPJIOBUHOM 3alUILEHHON TepMeTh3upyrouieil memopanoii. B
OaHKe cofepxHuTcs 28 TabJIeTOK.

7.2. YcnoBus XpaHEHUs:
* XpaHUTh B HEJJOCTYITHOM JJIS IETeH MecTe.

* Xpanutbs npu Temmeparype Hmwke 30°C. He npuHuMaiiTe mnpenapaTr mocie JaTbl
HCTEUEHUs CPOKA TOJJHOCTH.

* XpaHUTh B OPUTHHAIBHON yIIAKOBKE B LIETISAX 3aIUTHI OT BJIArH.
8. Cpok roanoctu: 2 roja.
9. Yci10BHS OTIYCKA U3 aNITEK: 110 PEIenTy Bpaya.

10. MpousBoauten: Cipla, India


http://www.hv-info.ru/gepatit-s/analizy/obshiy-analiz-krovi.html#hb
http://www.hv-info.ru/gepatit-s/analizy/biohimicheskiy-analiz-krovi.html#kreatinin

