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MHCTpYKUMA NO NnpyMeHeHMIo npenapara
(Mndopmayuna ana naymeHTa)

Moxxanyiicta, BHUMaTEeNbHO NpoYnTaiiTe 3Ty MHCTPYKLMIO Nepes Havyanom npuema
npenapara. B uHcTpyKuunn cogepxurca BaxkHaa nipopmavua o npenapare VIHEP SV®
B Tabnetkax 400/100 mr.

+  CoxpaHuTe NHCTPYKLUMIO. BO3MOXHO, Bbl 3ax0TWTe NpounTaTh ee elle pas.

* B cnyyae BO3HMKHOBEHWA BONPOCOB, pekoMeHyem Bam 06patuthes K Bpauy unu gpapmaLiesTy.

*  DTOT Npenapart Ha3HaueH Bam. He nepepasaiite ero apyrum niogam. Mpenapat MOXeT NPUUNHUTL UM BPef, faxe Npu OfMHaKOBbIX CUMNTOMaXx
3abonesaHus.

1. 06wue ¢ ANA ugeHTnd penapara:

1.1. Toprosoe (nateHTOBaHHOe) Ha3BaHue npenapara: VIHEP SV°.

1.2. MexxpyHapogHoe (HenaTeHTOBaHHOE) Ha3BaHMe: copocbyBup, Bennatacemp.

1.3.JlekapcTBeHHan dopma 1 HazHaueHue: TabneTku, NOKPbITble NAEHOUHOR 0600UKON, ANA NPUEMa BHYTPb.

1.4. CocTas:

[levicTBylowme BewjecTsa: geictayowmmn sewectsamu VIHEP SV® agnsiotca codocbysrp v Bennatacsup. B kaxpaon Tabnetke cogepmtca 400 mr
codocbysunpa n 100 Mr Beninatacampa.

HeaKTuBHbIe KOMMOHEHTbI: KOMOBWOH, KPOCKaPMeNIo3a HaTpus, CTeapaT MarHus, MUKPOKPUCTaInyeckas Lentonosa.

TabneTku NOKPbITbI NIEHOUHON 060NOUKOIA. B cOCTaB 060/10UKM BXOAAT ClieAyioLLvie HeaKTUBHbIE KOMMOHEHTbI: OKCUJ esne3a KpacHbIi,
MONNSTUNEHINNKONb, MONMBUHUMOBbIN CNVPT, TaNbK, ANOKCUA TUTaHa.

1.5. ®apmakoTepaneBTMyeCKas rpynna: npoT1BOBNPYCHOE CPeACTBO.

2. Moka3aHusa K npumeHennio: VIHEP SV°® koM61HUPOBaHHbI Npenapart ¢ $pruKcrpoBaHHOM [o30i codocbyBUpa, HYKNEOTUAHOTO aHanora,
nHrnéupytowero nonvmepasy NS5B BI'C, n Bennatacenpa, HoBoro nHrubutopa NS5A. Npenapat npegHasHaueH Ans feyeHns XpoHunyeckoro renaturta C
redotuna 1, 2, 3,4, 5 n 6 y nayueHTos ctapue 18 net

« 63 LuMppo3a neyeHmn nam C KOMMNEHCNPOBaHHbIM LIUPPO30M NeyeHw;

*  NpU AEKOMNEHCMPOBAHHOM LYPPO3e NeyeHr C COBMECTHbIM NPYMEHeHVeM prbaBupyHa.

3.Mport He npl vTe npenapat VIHEP SV°®, ecnu:

« Y Bacanneprua Ha codpocbyBup, Bennataceup unv nto6omn Apyroii KOMMNOHEHT Npenaparta. Ecnv 31o oTHocuTcA K Bam, He npuHumManTe
VIHEP SV°® 11 coo6wumte 06 3TOM JOKTOPY HEMe/SIEHHO.

. Kom6uHmpo cxema cnpl VIHEP SV® 1 pn6aBuprHa NpoTMBOMNOKa3aHa nauveHTam, MMM NpoT1BOMNOKa3aHms
K pU6aBnpUHy.

4. Mepbl NpeA0CTOPOXKHOCTM:
4.1.Mepep Hayanom npuema VIHEP SV® coobwute nevallemy Bpauy o Mto6bix UMELLNXCA 3a60n1eBaHnAX:

«  3aboneBaHuA neyeHu, nomumo renatuta C;

*  TAXenoe noyeyHoe 3ab6oneBaHne UM UCMOb30BaHE NPOLEAYpPbl FeMOANANN3a;

*  TAXEnas cTerneHb CUMMTOMATNYECKO GpaanKapanu, Npu KOTopoi codpocbyBMUp Ha3HAYAETCA COBMECTHO C aMOAAPOHOM 1 APYTHM
NPOTVBOBMPYCHBIM MPenapaToM NPAMOro AeNCTBUA AN1A NeyeHns renatuta C;

. 6epemeHHOCTb unu NnaHupoBaHue 6epemeHHocTU (BinAHKe VIHEP SV Ha nnop He usyyeHo);

*  XeHlwwHam, npuHumatowmm VIHEP SV® coBMecTHO ¢ pu6aBMpUHOM, He peKoMeHAyeTCA GepeMeHeTb B TeUeHne Kypca fiedeHuns u 6 Mecaues
nocse oKOHYaHWA neyeHna. Ecnn 6epemeHHOCTb 6bina 06HapyxeHa BO BpeMa KombuHuposaHHoi Tepanuu VIHEP SV® u pu6asupuHa,
Heo6X0AMMO He3amMeaNINTENbHO 06PaTUTLCA K AOKTOPY;

. rpyAHoe BCKapMnvBaHue Uin ero naaHnpoBaHye (MPOHUKHOBEHVE KoMmnoHeHToB npenapata VIHEP SV B rpyHOe MOSIOKO He 13y4eHo);

+  nwboe apyroe 3abonesaHue.

4.2. MpuMeHeHMe y feTeii: NpenapaT He PeKOMeH/J0BaH IeTAM 1 MOAPOCTKaM B Bo3pacTe Mnajiue18 fieT, Tak Kak AaHHble 0 6e30MacHoCTY 1

3¢ PEeKTUBHOCTN NpreMa OTCYTCTBYIOT.

4.3. BsaumopeiicTBMe C APYruMM NeKapCTBeHHbIMU cpeAcTBamu: Bam creayeT coobiumTh Bpady 060 Bcex peLienTypHbIX 1 6e3peLienTypHbIX
npenaparax, ButamuHax unm bAJl, kotopbie Bbl npuHimaete.

VIHEP SV° B Tabnetkax MoXeT B3aMO/AeiCTBOBaTb C HEKOTOPbIMM NeKkapcTBamu. Bcerna npefynpexjaiite Bpaya o Hayane Uam npekpaLieHny npuema
TeX UM VHbIX NeKapCTBEHHbIX CPEAICTB.

. He npuHumarite gpyrvie npenapatbl, coaepxalume codpocbysurp (0AVH U3 aKTUBHbIX KOMMOHeHTOB npenapata VIHEP SV°).

. MHAyKTOpbI P-rAnkonpoTeriHa u/ unu ymepeHHble n cunbHble nHayktopbl CYP2B6, CYP2C8 n CYP3A4 (Hanpumep, prdamnunimnH, 38epoboii,
Kap6ama3enuH) MoryT CHU3UTb KOHLIEHTpaLmio copocbysrpa v BennatacBripa B KPOBU, YTO MOXKET MPUBECTY K CHUKEHUIO TepaneBTMYeckoro
a¢pdekta VIHEP SV°. MpumeHeHwne 3tux npenapatos ¢ VIHEP SV® He pekomeHaoBaHO.

lMocoseTyiiTech C Bpayom Ui dpapmatieBTom, ecnv Bbl nprHimaeTe nekapcTsa 1A NeYeHNA A3Bbl KeNy/aKa, U3KOr UK KUCNOTHOTO pediokca:

*  AHTauugHoe CpeACTBO (FTMAPOOKNCH MarHNa/ anioMUHUA); MHIMOUTOPbI NPOTOHHOW NOMMbI (oMenpa3son); H2 — 6nokaTopbl rMCTaMUHOBbIX
peuenTopos (GamoTuanH).

CoobwuTe nevallemy Bpady Unu papmaLeBTy, eciv Bbl npuHiMaeTe oavH 13 cnefylowmx npenapaTos:

*  AMWOAApPOH ANA NleYeHUA apUTMIUL; TeHodOBMPa AN30NPOKCUA GymMapaT nnn Niobon coaepXallnii ero Npenapart, NPUMeHAEMbI ANA NeveHna
BWY; aurokcmH ans neyenns 6onesHeit cepaua; MHrMbmTopbl peayktasbl TMI-KoA (po3yBactaTuH, aTopBacTaTuH).




4.4.MNep K B C/lyyae np 111A [JO3VIPOBKM, NaLMEHT AOMKEH ObITb 06CIeA0BaH ANA BbIABNEHNA CIeA0B MHTOKCMKaLMK. JleyeHvie B
cnyyae nepefo3nposkm npenapatom VIHEP SV® 3akntouatcs B 06LLMX NOAAEPKUBAIOLMNX MEPAX, BKIIOUAIOLLMX B CEOA MOHUTOPUHT KN3HEHHO BaXXHbIX
dyHKUWMIA, a Takxe HabnoAeHNe 3a KNMHNYECKNM COCTOAHNEM MaLueHTa.

5.Cnoco6 npnmeHeHns 1 A03bl:

5.1.P Ao3a. PekomeHngy fo3a npenapata VIHEP SV® - ofHa TabneTka B fieHb O Wv nocne efpl.

B Tabnuue N1 npriBefieHa pekomeHayemas cxema 1 NPOAOKUTENbHOCTb IeYEHNA Ha OCHOBAHWM NCCNeAyeMON KaTeropumn naynueHToB.

Te 1. P cxema y ToBC1,2,3,4,516reHotunom.

nonynaunAa nAUMEHTOB PEXWUM NNEYEHUA NPOAOJIXKUTENbHOCTb NEYEHUA

MaumneHTbl 6€3 LKPPOo3a NeyeHn unm ¢
KOMMEHCMPOBAHHBIM LIMPPO30M NeyeHn VIHEPSV® 12 Hepenb
(UMppo3 neyeHmn knacca A)

lMaumneHTbI C AeKOMNEHCNPOBaHHbIM
LMpPpPO30M NneyeHn VIHEP SV® + pu6asupuH* 12 Hepenb
(umppo3 nevenn knacca Bu C)

* Mpu KombrHnposaHHom Tepanum ¢ VIHEP SV, pekomeHAoBaHHas 4o3a pubaBUprHa paccumnTbiBAETCA UCXOAA U3 Macchl Tena (MPUHUMaeTcs Bo Bpems eabl): 1000 Mr B AeHb ans
naLeHTOoB, Macca Tena KOTOPbIX He 6onee 75 Kr, n 1200 Mr Ans NaUMeHTOB, UbA Macca Tena Gonee 75 Kr, AeNnTCA Ha 2 npuema. [103a B Hauase NeyeHns, a Takke B XOfie NeUeHNs MoXeT
6bITb yMeHblLIEHa, OCHOBbIBAACh Ha NOKa3aHNAX reMorno6rHa 1 KpeaTMHUHOBOTO KNupeHca. [ina no3bl Hy bCA C UHCTPYKUMel no
NpVYiMeHeHuio Npenaparta.

5.2.Ts 4 i HeJOCTaTOYHOCTN N crapgua i1 HeLOCTAaTOYHOCTM. [laLMeHTaMm C TAXKENON CTeNeHbIO
NOYEUHOII HeAOCTaTOUHOCTM (YPOBEHb Kiy6ouKoBON GunbTpauum MeHee 30 Ma/ MuH/ 1.73 M?) 11 TepMUHANbHOI CTafMeil NOYeUHOII HeAOCTaTOUHOCTM
He BblalTCA PeKOMEHAaLWN Mo A03MpPOoBKe npenapata. /3-3a BbICOKOro pUcka pelleHiie 0 A03MPOBKe 1 Lielecoo6pa3HOCTV NPUMEHEHUA NPYHYMAeT
nevalynii Bpay C y4eTom NoTeHLManbHbIX MPenMyLLecTs Tepanin.
6. Mo60ouHbIe AeNCTBUA: KaK 1 6ONbLINHCTBO ApYrux NekapcTs, VIHEP SV® MoXeT Bbl3BaTb HEKOTOPbIE HeXenaTesbHble peakuun. O6bIYHO OHN
Bblpa)keHbl JIETKO WM YMEPEHHO 11 COXPAHAKOTCA HeAoNro.
Haubonee yacTbimMu No60UHbIMY 3P PeKTamu ABNAIOTCA roNoBHaA 60/b U YTOMNAEMOCTb.
Ecnn Bbl 3ameTunm npossneHiie No6ouHbIX 3G$eKToB, KOTopble 6eCrOKOAT Bac unu He NPoXoAAT, obpaTuTech K Bpady unu GapmauesTy. Jleyawynii Bpau
MOXET YMEHbLUUTb 03y Npenapata.
7. ®opma BbINyCcKa 1 yCNOBUA XpaHEHNA:
7.1. ®opma Bbinycka: VIHEP SV° - TabneTkn oBanbHOM GOpMbI, MOKPbITbIE NIEHOUHON 060N0UKOV C FPaBUPOBKOI B BUAE LLECTUKOHEYHO 3B€3/bl C
OHOW CTOPOHbI 1 YepTbl ieNeHNA C APYroil. YNakoBaHbl B MAaCTUKOBYIO 6aHKY C 3aBYHUMBAIOLENCA KPbILIKOW, COlepXKalLieil MeXaHN3M KOHTPONA
NepBOro BCKPbITKSA, C FOPIOBIHOI 3aLUMLLEHHOW repMeTH3npytoLLeil MembpaHoii. B 6aHke cogeputca 28 TabneTok.
7.2.YcnoBua xpaHeHun:
. XpaHutb VIHEP SV® B HepgocTynHoMm fns fieTeil mecTe.
*  XpaHutb VIHEP SV® npu tTemnepatype Huxe 30°C.
. He npuHumaiite npenapat nocne AaTbl UCTEYEHNA CPOKa FOAHOCTU.
. XpaHuTb VIHEP SV® B opUriMHanbHow ynakoBKe B LeNAX 3aluTbl OT BAaru.
8. Cpok rogHocTI: 2 roja.
9. YcnoBus oTnycka 13 anTek: o peLenTy Bpaya.
10. Mpoussogutenn:
Vargas Pharmaceutical S.A.
Paseo Enrique Eraso,
Centro commercial
Paseo Las Mercedes. Piso 3
Caracas 1060, Venezuela
info@vargas-farma.com
www.vargas-farma.com
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