IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

BIPITAH
(VIRGAN)
Cknap:
Aitoya pevyoBmHa: raHUMKIoBIp;
1 r rento MiCTUTL raHumknosipy 1,5 mr;
[OMOMI>KHI PeYOBMHU: GEH3ANTKOHIO X1opus, Kapbomep, copbiT (E 420), HaTpito rigpoKcua, BoAa OUYmLLEHa.

NikapcbKa thopma. 'enb O4HWA.
OCHOBHI (hi3MKO-XiMi4Hi B1aCTMBOCTIi: 6e36apBHUIA renb.

dapmakoTepaneBTUYHA rpyna. 3acobu, Lo 3aCTOCOBYHOTh B 0pTasibMosiorii. MpoTueipycHi npenapatu. MaHumknosip. Kog ATX SO1A DO09.

dapmako/oriyHi B1acTmBOCTI.

dapmakogyHamika.

MaHumknosip, 9-[(1,3-aurigpokcn-2-nponokci)]ryadid, abo DHPG, € Hykneo3ngom, Skuid iHriye in vitro pennikauito NOACLKMX BipyciB rpynu Herpes (Herpes
simplex Tuny 11 2, untomeranosipyc) Ta afeHoBipyciBs cepotunis 1, 2, 4, 6, 8, 10, 19, 22, 28.

B iH(hikoBaHUX KNITMHAX raHLUMK/I0BIP NEPeTBOPHOETLCA B raHUMKIIOBIPY TpUdocdar, akTueHy GOopMy Aik0HOT PeHOBMHMN.

dochopuntoBaHHA BifOYBaETLCA NEPEBAXHO B iHPIKOBaHMX KNiTMHAX, NPUYOMY KOHLIEHTpauil raHUMKnoBipy Tpudochaty B 10 pasiB HMXYI B HeiH(iKOBaHUX
KNiTUHAX.

AHTUBIpPYCHa aKTWMBHICTb raHUMKIOBIpY Tpudocdaty nonsdrae B iHribyBaHHI cuHTe3y BipycHOi AHK 3 BMKOpUCTaHHAM [ABOX MeXaHi3MiB: KOHKYPEHTHOro
iHridyBaHHs BipycHUX OHK-nonimepas i 6e3nocepeHbOr0 BKOUEHHS B BipycHY JHK, o 6/10KYE i NOAOBXEHHS.

dapmakoKiHe TuKa.

Y niofent nicna 3akanyBaHHA npenapaty B odi 5 pasiB Ha o6y npoTtarom 11-15 gHIB AN1s NiKyBaHHA MOBEPXHEBOro repreTMYHOro KepaTtuTy, PiBHI MOro B nnasmi
KpOBI, BU3HAYEHI 3a 4ONOMOrOH YyT/IMBOI0 aHaNiTUMHOrO MeToay (MeXa KiNlbKiCHOro BM3HaveHHs - 0,005 MKr/mn), 6ynu gy>xe H1U3bKUMK: B cepefiHboMy 0,013 MKr
/mn (0-0,037).

OdTanbMONOrivyHi hapMakoKiHETUYHI AOCNIKEHHS HA KPONaX NiATBEPAMAN LUBUAKE Ta 3Ha4YHe MPOHUKHEHHS FaHUMK/IOBIPY B POriBKY Ta NepefHii Biaain oka, npu
LIbOMY KOHLIEHTpaLiT 6ynu BULLi, HiXK cepefiHi edheKTUBHI 031 (EDgp) MPOTArom AeKinbKoX roguH.

KniHiYHI XapaKTepUCTUKN.
Noka3aHHA.
JNiKyBaHHS rocTporo noBepxHEBOro KepaTuTy, CPUUYNHEHOrO BipyCOM NPOCTOr0 reprecy.

MpoTnnNoKasaHHA.



MigBuLLEHA YYTAMBICTb [0 raHUMKIIOBIPY, aUuMKIoBIpYy abo A0 Oyfb-AKOro KOMMOHEeHTa npenapary.

B3aemogis 3 iHLLUMMK NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

Y pasi 3acTocyBaHHsl 3 6YAb-AKUMM iHWMMK OPTa/IbMOSIOTIYHMMM NpenapaTamy Mix 3acToCyBaHHSIM [ABOX /IKAPCbKMX 3ac06iB PEKOMEHAYETLCA 3pO6UTU NepepBy LLOHaliMeHLe 15 xBUauH. BipraH
cnif, 3aCTOCOBYBaTH OCTAHHIM.

Xoua KifbKiCTb raHUMKIIOBIpY, fKa MnoTpanise y CUCTEMHUIA KPOBOOOBIT Micns BHYTPILUHbOOYHOrO 3aCTOCYBaHHS, € HEBE/IMKOK, He MOXHA BUKIHOUUTU PUKK
BUHWKHEHHS B3aEMOZIT MK npenaparamu.

Y pasi CUCTEMHOIO 3aCTOCYBaHHS raHLMK/I0BIPY CNOCTEPIra/INCA HUXKYE 3a3HayeHi B3aEMOgT.

3B’A3yBaHHA raHUMKNOBIPY i3 6GifIKaMX Nia3mMmn CTaHOBUTbL TiNbKN 61mM3bKo 1-2 %, TOMy B3aemofii 3 npenaparamu, siKi nepegbadvatoTb BUTICHEHHS 3 aKTUBHOMO
LEHTPY, € MaIOMMOBIPHUMN.

Y pasi CynyTHbOro MpU3HaYeHHs npenapatiB, SKi MPUrHIYYHOTL pennikauito MNonynauid KNiTWH, WO LWBKUAKO AINATbCA, TakUX $SK KICTKOBMIA MO30K,
crepMatoroHiasibHi KNiTUHKW, 3apOLKOBI LWapy LUKipU Ta CvM30Ba LUMYHKOBO-KMLLKOBOIO TPaKTy, MOX/IMBUA KOMOIHOBAHWI afUTUBHWUIA TOKCUYHWUIA edhekT npu
3acTocyBaHHA X i3, nepeq abo nicns raHUMKNOBIpY. Yepes MOX/MBICTb BUHUKHEHHS aAMTUBHOT TOKCMYHOCTI NPV 3aCTOCYBaHHI TakuxX Mpenaparis, fK [LArCOH,
NeHTamianH, AyUMCTO3MH, BIHKPUCTMH, BIHONACTWH, aapiaMiuunH, amoTepuunH B, KoMbGiHauili TpumeTonpum/cynbga abo iHLWMX aHaNoriB HYKNeo3naiB CynyTHE
3aCTOCYBaHHS Mpenaparis raHLMKI0BIPY MOX/IMBE, NILLE AKLLO MOTEHLiHA KOPUCTb NepeBaXkae pU3MKK.

OCKIifIbKM 3MA0BY/AMH, SIK | raHUMK0BIP, MOXe CIPUYUHATY HEWTPOMEHItD, CYNYTHE 3aCTOCYBaHHS LMX npenapaTis nifg vyac iHAYKUiAHOT Tepanil raHUMKI0BIPOM He
pekoMeHoBaHe. AK MoKasylTb AOCMIAKEeHHS, MIATPUMYHOYI [03U FaHUMKIOBIPY Ta 3UAO0BYAMH Y PEKOMEHAO0BaHWX [03aX MPU3BOAATL [0 BUHUKHEHHS THAXKOI
HeMTpOoneHil y 6iNbLIOCTI NaLieHTIB.

Y naujieHTiB, SKi NpUiiMann 0AHOYaCHO raHUMK/IOBIP Ta iMineHeM-LunacTaTuH, CrocTepiranmcs BUNaaKy BUHUKHEHHS reHepanizoBaHuX Cy10M.

TakoX MOX/MBO, WO NpobeHeums, AK i iHWI npenapaTty, WO MPUrHiYYyOTb HUPKOBY KaHasbLeBY CEKpeLito Yy pe3opObLito, MOXeE 3HU3UTU HUPKOBUIA KIipeHC
raHUMKIOBIpY Ta NiABULLMTI nepiog Aoro HaniBBUBEAEHHS i3 Na3MU KPOBI.

Oco6MBOCTI 3aCTOCYBaHHS.

Llein nikapcbKuia npenapar He Npu3HayYeHnin Ans NikyBaHHS LmToMeranoBipycHoi (LIMB) iH(eKLiT CITKIBKN.

E(eKT1BHICTb CTOCOBHO KEPaTOKOH HOHKTUBITIB, CPUYMHEHUX IHLINMUW TUNaMu BipyciB, He Byna BCTaHOB/EHa.

Hiskunx cneyianbHMX KAIHIYHWX JOCNIAXKeHb 3 y4acTio NawieHTiB i3 iIMyHoaediumMTammn He NPOBOANIIOCS.

BeH3a1IKOHII0 XNopua MOXKe BUKIMKATW MoApasHEHHS o4veil. Cnif YHUKaTU KOHTaKTy npenapaTty 3 M’AKUMWU KOHTaKTHUMU NiH3aMu. Cnif 3HIMaTu KOHTaKTHI NiH3K
repes 3acTOCyBaHHAM MpenapaTy Ta NMoBTOPHO BCTAHOB/IKOBATK TX He paHille HiX yepe3 15 XBUIMH Nic/s 3aKanyBaHHS.

Bigomo, Wwo npenapaT MoXke 3He6apBNOBATU M’ AKi KOHTaKTHI NTIH3K.

3acTocyBaHHs y nepiog BariTHOCTI Ta rogyBaHHsA rpyaato

Hemae goctaTHbOro [OCBiAY CTOCOBHO 3aCTOCYBaHHS B Nepiog, BaritTHOCTi abo nakrauji, o6 ouiHuTK 6e3neky npenapaTta BipraH B Leit nepiog.

Mig yac pocnifgxeHb Ha TBapMHax Mpu nNepopasibHOMy ab0 BHYTPILUHLOBEHHOMY BBEZAEHHI raHUMK/IOBIPY CNOCTEpirasincs TepaToreHHIiCTb Ta BMNB Ha (DEPTUBLHICTb (34ATHICTb A0 3an/ligHEHHSA Ta
PO3MHOXEHHST). Kpim TOro, raHUUKI0BIP BUABMB NOTEHLiHY r@eHOTOKCUYHICTb 3 HU3bKMM Npodpinem 6e3neku.

OTXe, 3acTOCyBaHHs [aHoro /ikapCbkoro 3acoby y nepiof BariTHOCTI abo rogyBaHHA rpyAAl0 HE PEKOMEHA0BaHe, 3a BUHATKOM BiCYTHOCTI aflbTEPHATMBHUX METOAIB JliKyBaHHA. XKiHkam
penpoayKTMBHOIO BIiKY CNif 3aCTOCOBYBAaTN 3aCO6M KOHTpaLenLil.

Uepes BUABNEHY Y XOA4i AOCNIMKEHb HA TBApMHAX rEHOTOKCUYHICTb YOJIOBiKaM, siKi 3aCTOCOBYIOTb BipraH, pekomeHAy€eTbCA 3aCTOCOBYBaATM 3ac06M KOHTpauenuii (NnpesepsaTtumBs) Nif, Yac fikyBaHHA Ta
NPOTAroM TPbOX MICALB NiCNS Oro 3aBepLUEHHS.

34aTHICTb BNAMBAT Ha LUBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMKU MexaHizMamu



MauieHT NOBMHEH YTPUMYBATUCA Bif KepPYBaHHS aBTOMOGI/IEM a60 pO60TH 3 IHLLUMMUK MexaHi3Mamu B pasi 6yb-AKOro NopYyLLEHHS 30pY Y XOAi IKYyBaHHS.

Cnoci6 3acTocyBaHHs Ta [03W.

Mpenapart 3aKkanytoTb B HWXKHIN KOH’FOHKTUBA/IbHNIA MILLIOK YPaXXeHOr0 0Ka.

Mo 1 kpanni 5 pasiB Ha AeHb [0 MNOBHOI peeniTenisayii porisku, NoTiM no 1 kpanni 3 pasv Ha [eHb NPOTAroM 7 AHiB. TpuBanicTb NiKyBaHHS 3a3BMYali He NepeBULLYE
21 neHb.

LiTn
BrkopuCTaHHA NikapcbKOro npenaparty y AiTel BiKom 40 18 pokiB He peKOMeHJ0BaHe, OCKi/IbKW crieliasibHi JOCIAXEHHS He NPOBOAWNCS.

Mepepno3yBaHHsA.
He BusaBneHo.

Mo6iyHiI peaxLiii.

MopyLieHHs1 3 60Ky opraHiB 30py

Oyxe vacTi (> 1/10):

TrMyacoBe BigyyTTS NeYiHHS abo MOKOHBAHHS, NOAPAa3HEHHS OYEeid, HEUITKICTb 30pYy.
YacTi (> 1/100, <1/10):

MoBepxHeBWil KpanyacTuii KepaTuT, rinepemist KOH'FOHKTUBMW.

MoBigoMNANOCL NPO anepriyHi peakuii, po3nagn 30py, NoApasHEHHS OYeN.

MoBigOMIEHHS NPO Nif03PoBaHi NO6IYHI peakLyi
MoBigoMIeHHs NPO Nigo3poBaHi NOGIYHI peakuii nicna peecTpauii nikapcbkoro npenaparty € BaxavMBuM. Lie f03BoNSE 34iliCHIOBATY NOCTiHUI MOHITOPUHT CMiBBIAHOLIEHHS KOPUCTL/PU3NK NiKapCbKOro
npenapary. Jlikapis NpocATb NOBIAOMAATU NPO 6yAb-AKi Nif03ptoBaHi NO6IYHI peakLji.

TepMiH NPUAATHOCTI. 3 POKM.
Micng BIAKPUTTA TYOU — 4 TUXKHI.

YMmoBu 36epiraHHsA. 36epirati npu TemnepaTypi He BuLle 25 °C. 36epiratv B HeOCTYNHOMY ANs AiTen Micui.
YnakoBka. o 5 npenapaty y Ty6i 3 HAKOHEYHMUKOM, L0 3arBUHYYETLCA KOBMAYKoM. 1 Ty6a y KapTOHHili KOpooLi.
KaTteropis Bignycky. 3a peuentom.

Bupo6HUK.
dapmina-3ea Papmaceytudi C.n.a..

Micue3HaxomkeHHS BUPOOHMKaA Ta 1A0ro agpeca Micusa NPoBagpKeHHS AisiNIbHOCTI.
Bia E. ®epwmi, 50 - 20019 CetTtimo MinaHece (MI), ITanis.



