IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS /liKapcbKoro 3acofy

BAJILIMK
(VALCYC)

Cknag:

Aito4a peyoBrHa: BaslaLMKIoBIp;

1 Tabnetka MicTUTL Banaumknosipy 500 Mr y opmi BalaLMKIOBIpY FifpoXnopuay;

[ONOMI>KHI PEYOBUHU: LLeNk0/103a MIKPOKpUCTaNivyHa, KPOCMNOBIAOH, MarHito cteapar, rigpoKcunponinMeTnnuentonosa, 06o1oHka Onagpi 61aknTHa;
cKnag 060M0HKK: iHAUrokapmiH (E 132), tutaHy giokeng (E 171), makporon, noficop6ar, rigpokcMnponiniMeTUILesnonosa.

JlikapcbKa thopma. TabneTku, BKpUTI 060/10HKOHO.
OCHOBHI (hi3VMKO-XIMiYHI BNaCTWBOCTI: CMHLOIO KO/IbOPY AOBracTi TabneTku, BKPUTI 060/10HKOHO, 3 0AHOM0 60KY BifOUTOK «V C» i «500», 3 IHLIOro 60Ky — rnafeHbKi
abo rnafeHbKi 3 060X 6OKIB.

dapmakoTepaneBTUYHa rpyna. NpotusipycHi npenapatv npamoi 4ii. Kog ATX JO5A B11.

dapmMakosoriyHi BnacTmeOCTI.

dapmakogyHamika.

Banauuknosip — NpoTuBipyCcHUiIA npenapaT, L-BaniHOBUIA edhip aunKIoBIpy, L0 € aHa/I0rom NypuHOBOro HyK/1eo3nay ryaHiHy. B opraHiami No4nMHN BanaumKioBip
LUBW/KO Ta Mai>ke MOBHICTIO MNEPETBOPIOETLCA B aLMKOBIP | Ba/liH 3a 4ONOMOIOK Ba/lalMKIoBIprigponasun. AUMKIOBIp € cneundivyHMM iHriGiTopom Bipycis repnecy
3 aKTMBHICTIO in vitro npoTtu BipyciB npoctoro reprecy | Ta Il Tuny, Bipycy Varicella zoster, uMtomeranosipycy, Bipycy EnwTeitHa — bappa Ta Bipycy repnecy
nogunHn VI tuny. Aunknosip iHriéye cuHtes BipycHoi AHK ogpa3sy nicns hocopuntoBaHHs | NepeTBOPEHHS B aKTUBHY opMy TpudoctaT aumknosipy. Ha nepuui
cTagii hocopusItoBaHHA HEOOXiAHA aKTUBHICTb BipyC-CNeLMgiyHOro (epmMeHTy.

[ns Bipycy npocToro repnecy, Bipycy Varicellazoster Ta Bipycy EnwTeiiHa — bappa ue BipycHa TumignHkiHaza (TK), sika NpucyTHS nnwle y KNiTUHaX, IHiKoBaHUX
BipycoM. YacTKoBa CeNeKTUBHICTb (hOCqoputoBaHHA 36epiraeTbCs MNpU  LMTOMErasioBipyCHii iH(eKUii i OornocepeaKoBYETbCA 4epe3 MPOAYKT reHa
(hocdhatpaHcepasn UL 97. AKTMBaLiS auMKIOBIpY creumdiuHUM BipyCHUM (hepMEHTOM 3HAYHOKO MipOKO MOAICHIOE AOT0 CENEKTUBHICTD.

Mpouec thochopuntoBaHHA aLMKIOBIPY (MEPETBOPEHHS 3 MOHO- Y Tpudocdar) 34iACHI0ETLCS KNITUHHUMK KiHazamn. ALMKNOBIpY TpudocdaT KOHKYPEHTHO iHribye
BipycHy [AHK-nonimepasy Ta iHkoprnopyeTbes y BipycHy AHK, wo npn3soauTb 40 06niraTHOro (MoBHOr0) po3puBy flaHLora, NpunuHeHHsa cuHTtesy AHK i, oTxe, 10
6/10KyBaHHA pennikauii Bipycy.

Pe3nCTeHTHICTb [0 auMKIoBipy 3ymoOBfeHa AediuuToM TUMIAMHKIHA3M BIpYCy, WO NPY3BOAMTL 40 HAAMIPHOro PO3MNOBCHOAKEHHSA Bipycy B opraHi3mi. IHogi
3MeHLLeHa YyT/IMBICTb A0 auMK/IOBIpY 3YMOB/IEHA MOSABOKO LUTaMIiB BipyCy 3 MOPYLUEHOK CTPYKTyporo BipycHoi TK abo AHK-nonimepasn. BipyneHTHICTb Umx
Pi3HOBWUAIB BipyCy Haragye Taky y ioro AMKoro wramy.

LLInpoke MOHITOpYBaHHA KiHIYHWX i30M1ATIB BIpyCy MpOCTOro repnecy ta Bipycy Varicella zoster y nauieHTiB, AKi NiKyBa/IMCb aUMKIOBIPOM, [an0 MOXIMBICTb
3‘AcyBaTy, WO Y NauieHTIB 3 HOPMa/IbHUM IMYHITETOM BIpYC 3i 3MEHLLEHOK YYT/IMBICTIO L0 aUMKIIOBIpY 3YCTPIYAETLCSA BUHATKOBO PILKO | HE YacTO MPOSABIAETHCA
NNLLIE Y XBOPKUX i3 TAXKKUM MOPYLUEHHAM IMYHITETY, Hanpuknag, nicns TpaHcnnaHTauii opraHiB abo y peyunieHTiB KiCTKOBOIo MO3KY, Npu NpoBeAeHHI XiMioTepanii
3M0SIKICH/X HOBOYTBOPEHbL Ta BIJ1-iH(iKOBaHWX.



Banaumkiosip NPUCKOPOE NPUNUHEHHSA 6010 NPW NiKyBaHHI Onepi3yBasibHOro reprecy, 3MeHLUYe TpUBasiCTb 60/1b60BOr0 CUHAPOMY, a TaKOX KiflbKiCTb XBOPUX i3
30cTepacoLinoBaHUM 60/1em, Y TOMY YUCAI 3 TOCTPOKD Ta MOCTrepneTUUYHOK HEBPANTIEHD.

MpohinakTnKa LMTOMEranoBipyCHOI iH(eKLIT 3a LOMOMOroK BaflauUKIOBIPY 3MEHLUYE PU3UK FOCTPOro BIATOPrHEHHA TpaHcnnaHTaTy (XBOpi nicnf nepecagku
HMPOK), YaCTOTY BUHUKHEHHS OMOPTYHICTUUHMX IHEKLIIA Ta IHWNX iIHEKLI, L0 CNPUYMHAIOTLCS BipyCOM repnecy (Bipycom NpocToro reprnecy Ta Bipycom Herpes
zoster).

dapmakoKiHeTVKa.

Abcop6uis. TMicns nepopanbHOro nNpuinoMy BanauMKioBip [06pe BCMOKTYETHbCA, LUBMAKO Ta Maike MOBHICTIO MEPETBOPHETLCS B auUMKNOBIP i BaniH. Lle
NepeTBOPEHHS, O4YEBMAHO, BiaOyBaeTbCs 3a A0OMOMOro (JepMeHTY BanaUMKNOBIprigponasv, BUAINEHUM 3 MEYiHKN NAMHKU. BiogoCTyrnHICTb aumMKAoBipy npwu
npuitomi 1 r BasaumkoBipy cTaHOBUTb 54 % i He 3MeHLUYeTbCA Mifg Yac npuiiomMy iki. PapmakoKiHeTMKA BafaUMK/IOBIpy He € [0303a/ieXHo0. LLBMaKiCTb Ta
CTYMiHb abcopbuiT 3MeHLYIOTLCA 3i 36iNbLUEHHAM L03W, CIIPUYUHAIOYN L0 MEHLU NPONOPLIAHONO 36iMblUeHHS Ciax Y MEXaX TepaneBTUYHOrOo 30i/bLUeHHS 403 Ta

3MeHLLEHHS 6I0A0CTYNHOCTI NPW 3aCTOCYBaHHI 03, 6inblimx 3a 500 Mr. CepefHsa NikoBa KOHLEHTpaLis auMKIoBipy CTaHOBUTL 10-37 MKMO/b (2,2-8,3 MKr
/Mn) nicns 3acTocyBaHHS 0A4HOPa3oBoi 4031 250-2000 Mr Ba/aumMKIoBIpYy 3[40pOBUM A0OPOBO/LLAM 3 HOPMa/IbHOK (DYHKLIIEHD HUPOK, a MefiaHa Yacy A0CATHEHHS
L€l KOHUeHTpaLii cTaHoBUTL 1-2 roAnHW. IMikoBa KOHLEHTpaLia BaiaLMKIOoBIpy Y nnasmi KpoBi CTaHOBUTb BCbOro 4 % Bif KOHUEHTpaLii auMKIoBipy i HacTae B
cepeaHboMy Yepe3 30-100 XBUMH | Yepe3 3 TOAMHN 3MEHLLYETLCA HMXKYE BUMIPHOBAHOI KiNlbKOCTI. PapMaKOKIHETUYHI NapameTpy BasaLMKIOBIPY Ta auMKIoBipy
nicns pa3oBoOro Ta NOBTOPHOIO BBEAEHHS NOAiIOH.

Posnogin. 38’A3yBaHHA BaaUMKIOBIpY 3 OifIKaMu nnasmy KpoBi Ay>xe Husbke — 15 %. MNpoHVKHEHHA Yy LepebpocniHaibHy pignHy (LICP), Wo BM3HAYaeTLCH
cniseigHoweHHAM LICP/AUC nnasmn KpoBi — npubnunsHo 25 % and aumknoBipy Ta metabonity 8-rigpokcnaumknosip 1a 2,5 % anda metabonity 9-
KapOOKCHMETOKCUMETUSITYaHIH.

MeTabonism

[Micng nepopasibHOro 3acTOCYBaHHA BaslaLUMKIIOBIP KOHBEPTYETLCA 4O aUMKNOBIpY Ta L-BaniHy 4epe3 meTaboniaMm nepLioro NpPOXO[KEHHS Yy KULeYHWKY Ta/abo
rneyviHui. HeBesIMKOK MipoKo auMKIOBIp KOHBEPTYETLCA Y METab0MiTN 9-KapbOKCMETOKCUMETU/ITYaHIH 3a AOMOMOTO a/IKoro/b- Ta a/bAerif-fAerigporeHasm ta 'y 8-
ripOKCHaLMKIOBIP 3a AOMOMOror anbierif okcugasun. MpubnusHo 88 % 3aranbHOI eKCno3uuii npenapaty y naasmi KpoBi HaneXxutb auuknosipy, 11 % — 9-
KapbOKCU-MeTOKCMMETUNTYaHiHY Ta 1 % — 8-rigpokcnauunknosipy. Hi Banauyknosip, Hi auukioBip He MeTaboni3ytoTbea lepmMeHTamm LumToxpomy P450

BuBegeHHs. Mepiog HaniBBMBEAEHHSA aUMKIOBIpY Micns OAHOPA30BOro Ta GaraTopasoBOro BBeAEHHS BanauUMK/IOBIpY NauieHTaM 3 HOPMaslbHOH (DYHKLIIED HUPOK
CTaHOBUTb MPU6/IM3HO 3 roAnHW. Banauukiosip BUMBOAWUTLCA i3 CeYeto, rOMI0OBHUM YMHOM Y BUrnagi aumknosipy (6inbwe 80 % aosn) Ta ioro metabonity 9-
KapOOKCUMETOKCUMETU/ITYaHIHY.

Oco6uBi rpynu nawieHTIB.

Y XBOpMX i3 TEPMIHA/IbHOKO CTaAIEH0 HUPKOBOT HEAOCTATHOCTI Mepiog, HaniBB1BEAEHHS aUMK/IOBIPY CTaHOBUTL NPUOAN3HO 14 roauH.

Bipyc onepi3yBaslbHOro reprecy Ta BipyC NPOCTOro repriecy CyTTEBO He 3MiHIOKOTb (hapMaKOKIHETUKY auuvKIoBIpy Ta BalauuKIoBIpy MNicns nepopasibHoro
3acTocyBaHHs Banuuky.

Y [ocnifXeHHi (hapMakoKiHETUKM BanaumMKIOBIpy Ta auMKIOBIpy MNif Yac Mi3HiX CTagil BariTHOCTI NoLla nif KPUBOK «KOHLEHTpaLlis-yac» aumnknosipy y gasi
nnaTo Nicns 3acTocyBaHHA Banaumknosipy y Ao3i 1000 Mr 6yna npmb/n3HO y 2 pasun BULLOKD, HIXK NICNSA 3aCTOCYBaHHSA auMKIOBIpY nepopasibHo Y Ao3i 1200 mr Ha
[00y.

Y nauieHTiB i3 BIJ1-iH(eKUieto hapMaKOKIHETUYHI XapaKTePUCTUKM auMKIOBIPY Micns 3acToCyBaHHA pa3oBOi abo 6aratopas3oBol fo3v 1000 mr a6o 2000 mr
Ba/1aLMKOBIPY He 3MIHKOBA/INCA NOPIBHAHO 3 TaKNMU Y 3[10pOBUX OCIO.

Y peumnieHTIiB TpaHCNIaHTaTIB OPraHis, fKi OTPUMYBaIn Banaumknosip y fo3i 2000 Mr 4 pasu Ha f06y, MakCMMa/lbHa KOHLEHTpaLis auuKioBipy AopiBHIOBaA abo
rnepesuLLyBana Taky Yy 340p0oBUX LOOPOBO/bLIB, AKi OTPUMYBa/IM TaKy X [03Y npenapary, a 4000Bi MOKa3HVKM NOLL Nif KPUBOK «KOHLEHTpaLis-yac» 6ym 3Ha4HO
GinbLINMK.



KniHIYHI XapaKTepuUCTUKMN.

[NoKasaHHA.

JlikyBaHHS onepidyBasibHOro repnecy (herpes zoster).

NiKyBaHHSA iH(EKLiI LWKipK Ta CIM30BMX 060/10HOK, CNPUYMHEHMX BipyCOM NPOCTOrO repnecy, BKAKOYarum NepBuHHNIA Ta peLMaAVBHUIA reHiTalbHWI repnec.
JikyBaHHA nabianbHOro reprecy (ry6Hoi rapsaykm).

MMpeBeHTMBHE NiKyBaHHS (Cynpecisi) peumamBiB iHEKLIA LWKIpW Ta CAM30BMX OOONIOHOK, CMPUYMHEHMX BipyCOM MPOCTOr0 repnecy, BK/KOYakouW reHitanbHUiA
repnec.

3MeHLUeHHs nepejadi Bipycy reHiTa/lbHOro repriecy 340pPOBOMY MapTHepy Npuv 3acToCyBaHHI BanumKy y AKOCTI CynpecuBHOT Tepanii y KOMOGiHauiT 3 6e3neyHnm
CEKCOM.

MpodhinakTnKa LMTOMEranoBipyCHOI IH(DEKLIT Ta 3aXBOPHOBAHHSA MICNA TpaHCNaHTaL i opraHis.

MpoTunokasaHHs.
MigBuLLEHa YyTAMBICTb [0 BalaUMKIOBIPY, aumMKIoBipy abo A0 OyAb-AKOro KOMMNOHEHTA, WO BXOAATb 40 CKNafy NiKapCbKOro 3acoby.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOLIN.

ByAb-AKMX KNIHIYHO 3HaYYLLMX POPM B3aEMOAIT BUSAB/IEHO He BynoO.

Peryntosartu 03y BalaLMKIOBIpPY NPU NPU3HaAYeHHI 3 UrOKCUHOM, aHTauuaamu, AiypeTMyHUMM 3acobamu TiasugHol rpynu, LMMETUANMHOM abo NpobeHeumnaom npu
HOPMaJIbHIN (DYHKLIT HUPOK He PEKOMEH0BAHO.

ALMKNOBIP BUBOANTLCA NEPEBAXKHO Y HE3MIHEHOMY CTaHi i3 CEYet0 LISXOM aKTUBHOI KaHa/lbLeBOT CeKpeLil. Byab-AKi npenapatu, AKi Npu3HayatoTb OAHOYACHO i AKi
MatoTb BM/IMB Ha L MexaHi3M BMBEAEHHS, MOXYTb 30i/bLUyBaTV KOHLEHTPALiK0 aUMKIOoBIpY Y Nnia3Mi KPOBi MiCNA 3aCTOCYBaHHSA Banauukiosipy. Mpu npuiiomi
UMMeTUAMHY abo npobeHeumay, SiKi 6MOKYHOTb KaHa/lbLeBy CeKpewito, nicnsa npuilomy Banaumkiosipy y Aosi 1 r 36inbliyeTbCA naowa Mig KpyBo
«KOHLIEHTpaLis-4ac» alUMKIoBIpY i 3MEHLLYETHLCS OO0 HUPKOBWIA KNiPEHC, NPOTe HEOOXIAHICTb Y 3MiHI 4031 BIACYTHS 3 OrNSAY Ha LWMPOKWUIA TepaneBTUYHWNIA iIHAEKC
aumKnosipy.

LLlofo nauieHTiB, AKi OTPUMYHOTL 6i/ibLL BUCOKI 4031 Bafaumknosipy (4 1 i 6inble Ha foby), cnig 6yTy 06epexxHMM Npy 0AHOYACHOMY NMPU3HAYeHHI 3 Nikamu, Lo
KOHKYPYHTb 3 aUMK/IOBIPOM 3a LUMSXWU BMBEAEHHS, OCKINIbKU Le MOXe MPU3BOAMTU A0 36i/blUeHHs PiBHA Yy nniasMi KpPoBi ofHOro abo 060X npenapaTtiB Ta iX
meTaboniTie. Mpyn ogHOYaCHOMY 3aCTOCYBaHHI 3 MOgeTuny MikoeHonaTtoM (iMyHOCYNpPecopHUM MpenapaToM, Lo 3aCTOCOBYETLCA MIiCNA Nepecajkn opraHis) y
nnasmi KpoBi MigBULLYETLCSA PiBEHb aUMKIOBIPY Ta HEAKTUBHOIO MeTabosiTy MOeTuy MikoeHonary.

Cnig 6yTn TakoX 06epeXXHUMK (3 MOHITOPUHIOM 3MiH (PYHKLIT HAPOK) NpU OAHOYAaCHOMY MPU3HAYEHHI BUCOKMX A03 Banauukniosipy (4 r i 6inbwe) Ta iHWnUX
rpenaparis, LLLO BMN/MBAOTb Ha (DYHKLIH0 HUPOK (HanpuKnag LMKIOCNOPUHY, TaKpoiMycy).

Oco6MBOCTI 3aCTOCYBaHHS.

MgpaTauyis.

Cnig nigTpymyBaTy afleKBaTHWNIA PiBeHb PiIAVHW, LLLO BBOAUTLCS, Y MALiEHTIB 3 NiABULLEHNM PU3NKOM AerigpaTaLlii, 0c06MBO y NauieHTIB NITHLOrO BiKY.

MMopyLUeHHS OYHKLIT NeYiHKM.

Hemae HeoOXiZHOCTI y KOpeKLii 4031 XBOPUM i3 LMPO30M MEeYiHKM IErKoro abo nomipHOro CTyneHs (CMHTe3yroua PYHKLIA NeYiHKy 36epexxkeHa). PapMakoKiHEeTUYHI
AaHi npy nisHixX cTagiax uuposy (3 NOPYLUEHHAM CUHTE3YHUOT PYHKUIT MNEYiHKN Ta HasBHICTHO O3HaK MOPTa/bHOI FinepTeH3il) cBigyaTb NPO BiACYTHICTb NOTPe6OM
3MIHIOBaTW 403YBaHHS, OAHAK KMiHIYHWIA AOCBIL 06MEXEHWA.



[aHnx npo 3acTocyBaHHSA Gi/bLL BUCOKMX [03 npenaparty (4 Mr i 6ifblue Ha fo6Y) 419 NiKyBaHHA NaUieHTIB i3 3aXBOPHOBAHHAMM MEYiHKN HeMae. ToMY HeobXiHO 3
06epeXHICTIO Npu3HavaTn GiNbll BMCOKI 403N TakMM XBOpUM. CneuiasibHUX LOCNIMKeHb LWOAO0 3aCTOCYBaHHS BanauMK/IOBIpY Mpy TpaHcniaHTauii NevyiHKM He
MPOBOAWN, OfHAK ByN0 BCTAHOB/EHO, WO MPOgiNaKT1Ka 3a JONOMOrOK BUCOKUX A03 auMKIOBIPY 3MEHLLYE YacTOTy IH(IKYBaHHSA Ta 3aXBOPHOBaHHS, CNPUYMHEHNX
LIMTOMErasioBipyCcom.

MopyLUeHHs PYHKLIT HUPOK.

AUNKOBIP, aKTUBHUIA MeTaboMIT BaNaUMKIOBIpy, BUBOAUTLCA HUPKaMuK, TOMY 03y BalaLMKIOBIPY A4/15 NaLieHTIB 3 HUPKOBOK HeJOCTATHICTIO Tpeba 3MEHLUUTH 3
ypaxyBaHHAM K/ipeHCY KpeaTuHIHY.

MauieHT 3 HUPKOBOK HEAOCTATHICTIO 3HAXOAATLCA Y NIABWLLEHIA rpyni pU3UKy PO3BUTKY HEBPOJOTIYHUX YCKMNaAHEHb i, 3 METOK CBOEYACHOrO BUSB/IEHHS,
MignaraloTs MUILHOMY CMOCTEPEXEHHIO. AK NPaBwuso, Ui YCKNaAHEHHS 3BOPOTHI | 3HMKAOTL Micna BigMiHW npenapaty. Cnif npossasty 06epexkHIiCTb npu
NMpU3HaYveHi BanaUMKIOBipy NauieHTam 3 HUPKOBOK HeJOCTaTHICTIO abo nauieHTaM, SKi NPpMMatoTb HEPPOTOKCUYHI 3aC00M, OCKINbKKN Lie MOXKe 36ibLUINTY PUKK
PO3BUTKY NOPYLLEHb (DYHKLIT HUPOK Ta/abo pU3nNK 3BOPOTHMX NMOBIYHMX peakLiin 3 60Ky HepPBOBOT CUCTEMM.

Mpn nikyBaHHI nabiaibHOro reprecy BaiaLMKIOBIPOM 0CO6/MBY yBary crig NpuainaTi nauieHTaMm NiTHbOro BiKy Ta MauieHTaM 3 HMPKOBOK HeLOCTATHICTHO.
JlikyBaHH$ He MOBUHHO NepeBuLLYyBaTK 1 no6y (2 go3n no 2000 Mr npoTsirom 24 roguH). Tepanis 6inblue 1 AHA He MaTMMe A0AAaTKOBOMO KMiHIYHOIO eqPeKTy.
MayieHTn NiTHLOTO BiKY.

MayieHTV NiTHLOrO BiKY MatOTb 3HVKEHY (DYHKLiHO HAPOK i NOTPebytoTb KOpeKLiT A03N.

[N nauieHTiB NiTHLOr 0 BiKY A03yBaHHA CMij yCTaHOBMOBATM LWOAO AaHUX KNipeHCY KpeaTUHIHY Ta NiATPUMYBaTW afleKBaTHWUIA pPiBEHb rigpaTallii opraHiamy.

Y nauieHTiB 3 NOPYLUEHHAMY (DYHKLIT HUPOK Ta Y NauieHTiB NiTHLOro BiKy MiABULLYETHCA PU3MK PO3BUTKY HEBPONOTiYHUX YCKNaAHEHb, TM HEOOXIAHWUIA peTe/bHNIA
Harnsg Ans BUABMEHHA UMX edekTiB. 3a AaHMMMW MOBIAOM/IEHb, TaKi peakuii € y 6ifbWOCTi BUNaaKiB 060POTHUMK MICAA NPUNUHEHHS NiKYBaHHA (AWB. PO34in
«[06IYHI peakLii»).

3MeHLLEHHSA nepefadi Bipycy reHiTanbHOro reprecy

CynpecvBHa Tepania BajaUMKI0BipOM 3MEHLLYE PU3KNK Mepefadi reHiTaibHOro reprnecy. BoHa He BUIKOBYE repneTuUYHy iH(eKLito, a TaKOX NOBHICTIO HE BMUKJ/IHOYAE
PU3KNK nepegadi Bipycy. [Lo04aTKOBO [0 Tepanil BafaumnKIoBipOM PeKOMEHAYETLCA NaLieHTam KOpUCTYBaTMCA 6ap’epHMMI 3ac06aMmn KOHTpaLenLil.

3acTocyBaHHA Npu NiKyBaHHI OMepi3yBaslbHOTO reprecy

Mpn NiKyBaHHI XBOPWMX, 0COGNNBO 3 0CMAGMEHNM IMYHITETOM, HEOOXIAHO YBAXKHO CTEXMTI 3a KNiHIYHOK BiAMOBIAAK. AKLLO BigNOBiAb Ha NMiKyBaHHA HeAOCTaTHS,
PEKOMEH/YETLCA 3aCTOCYBaHHA BHYTPILLUHLOBEHHOI MPOTMBIPYCHOI Tepanii. MauieHTiB 3 YCKNagHEHUM OMepi3yBa/lbHUM TepriecoM, Hanpuknag 3 YpaXeHHAM
BiCLlepa/IbHUX OpraHiB, AMCeMiHaLi€er0 BipyCy, MOTOPHOIO HeponaTieto, eHuehaniTom Ta LepebpoBacKyNapHUMY MOPYLLEHHAMU Cif NiKyBaTy BHYTPILULHbOBEHHUMU
MPOTUBIPYCHUMM 3ac0bamu.

Kpim TOro, nauieHtam 3 ocnabfieHMM iMyHITETOM, SIKi MalOTb reprneTUYHi YpaXXeHHs o4veil abo MarTb BUCOKWIA PU3MK AMCEMIHALIT XBOPOOW Ta YpaKeHHS
BiCLIepa/IbHUX OpraHiB, HEOOXiAHO NiKyBaTUCA BHYTPILLHLOBEHHUMM MPOTUBIPYCHMM 3ac06aMMu.

3acTocyBaHHA Npy L TOMeranoBipycHiii iHgekw it

IHopmaLis Wwoa0 etheKTMBHOCTI NpenapaTy, OTpMMaHa npw NikyBaHHI NaLieHTIB 3 BUCOKUM PU3NKOM LMTOMErasioBipyCHOT IH(eKLiT 3 MeTOK NPogiNakTUKM nicns
TpaHcnaHTaLii opraHis, nokasana, WO BalaLMK/IOBIp Cif 3aCTOCOBYBATU UMM NalieHTaMm, AKWO 3 NPpUYMH 6e3nekn NpUnUHEHO 3aCTOCyBaHHSA BaJiraHUMKIIOBIpY
abo raHumMkIoBipy. 3aCTOCyBaHHA BUCOKMX [03 BafaUMKIIOBIPY, AKe HEoOXiLHO AnA NpodiNakTUKX LUTOMEranoBipyCHOT IH(EKLii, MOXe CMPUYMHATA YacTille
BUHWUKHEHHS NMOGIYHMX peakLiid, BKNHOYAKUM NOPYLUEHHS 3 H0KY HEPBOBOI CUCTEMU, MOPIBHAHO i3 3aCTOCYBAHHAM HKYMX [03, L0 3aCTOCOBYHOTLCS MPW IHLLIMX
rnokasaHHsaX. HeobxiAHO YBaXKHO CTEXUTHY 3a (DYHKLIE HUPOK MaLieHTiB Ta MPOBOAUTM BIANOBIAHY KOPEKLitO 03 npenapary.



3acTocyBaHHA y nepiog BariTHOCTI abo rogyBaHHs rpyaato.

BariTHicTb

[aHi Npo 3acToCyBaHHA Ba/aLMK/IOBIPY Y Mepiof BariTHOCTI 06MeXeHi. Banaumknosip Ana nikyBaHHA BariTHUX C/if 3aCTOCOBYBaTW NALe TOAi, KON O4YiKyBaHa
KOPWCTb ANs MaTepi NePEBULLYE MOX/IMBUIA PU3UK 415 N04a.

["ofyBaHHA rpyaato

AUMKIIOBIp, rONI0BHMIA MeTaboIT BanaluMKIoBIpy, NPOHUKAE Y rpyAHe MOIOKO. IMif vac 3acTocyBaHHS nNpenapary rogyBaHHA rpyaato ciif npunuHnUTHA.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHIi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
JaHi KNiHIYHMX JOCNifKeHb 3 LUbOro NUTaHHA BIACYTHI, (hapMakonoria BaiauMKIoBipy He Aae NiAcTaB OYiKyBaTu Oyab-AKWIA HeraTUBHWUIA BNAMB. poTe nig yac
OL,iHKW 3[aTHOCTI MaLjieHTa KepyBaT/ aBTOMOGINEM Ta iIHLIMMUW MexaHi3Mamu CNifJ, BpaxoBYBaTy AOr0 KNiHIYHWIA CTaH | Npodiifib NO6iYHMX edieKTiB NpenapaTy.

Cnocib 3acTocyBaHHA Ta [03MW.
Banauuknosip 3aCTOCOBYBaTV NepopasibHO HE3ANIEXKHO Bif, MpUinomy ixi.
JlikyBaHHS onepi3yBaNnbHOro repnecy: 4opocanmM npusHadaTtyi no 1000 mr (2 Tabnetkn) 3 pasu Ha 406y NPOTArom 7 AHIB.
NiKyBaHHS [HEKLIN, CMPUYMHEHNX BIPYCOM MPOCTOrO reprnecy: nauieHTV 3 HOopMaibHUM iMyHiTeTOM (gopocni): 500 mr (1 TabneTtka) 2 pasv Ha [Jo6y npw
NepBUHHOMY Nepeodiry, AKMn MoXxe ByTH TSHXKKUM, NPoTarom 5-10 AHIB; Npu peunanBHUX BUNagKax — NpoTsarom 3 abo 5 AHiB.
NikyBaHHA cnif po3noynmHaTi SKoMora paHile. Ans peumavBHUX OpM iHMEKLiR, CPUYMHEHUX BipyCOM NPOCTOro reprecy, ifeanbHUM 6yno 6 3acToCyBaHHS
npenaparty y npogpoMasibHOMY nepiogi abo ofpasy X Micns nossu nNepwnx CUMNTOMIB. Banuuk Moxxe nonepeauTy PpO3BUTOK YpaXkeHb MpU peLuamBax iHPeKLii,
CMPUYUHEHNX BipPYCOM MPOCTOro reprecy, 3a yMOBW NOYaTKy /iKyBaHHA 04pa3y X Nicas NosBu NepLunx CUMNTOMIB 3aXBOPHOBaHHS.
JlikyBaHHA nabianbHOro repnecy (ry6HoOT rapsuvkun): afbTepHATUBHO, A4/ NiKyBaHHA fabianbHOro reprecy (ry6Hoi rapsayvku) edekTnBHOK Ao3oro € 2000 mr (4
TabneTkun) 2 pasn Ha Jo6y npoTtaroM 1 aHdA. Jpyry Ao3y cnif NpuiHATA NPpM6An3HO Yepe3 12 roguH (He paHille HiX yepe3 6 roguH) nicns nepluoi Aosun. Mpw
TaKOMY PEeXWUMi [03yBaHHA TEPMIH JliKyBaHHA MOBWHEH OYTW He Oinblue 1 AHS, OCKiNIbKWU A0BEAEHO, L0 TpuBaille 3acTOCyBaHHSI He 30i/blUye K/iHIUYHY
e)eKTMBHICTb NiKyBaHHA. JTIKyBaHHA C/lif PO3MNOYMHATI NPU MOABI NEPLUMX PaHHIX CUMNTOMIB nabiasibHOro reprecy (BiA4yTTa NOLLMMYBaHHA, CBEpOIX abo neyiHHSA
y AinsHui ryo).
MpeBeHTVBHE NiKyBaHHA (Cynpecis) peunausis iHQeKLii, CpUY1HEHNX BipyCOM NPOCTOro repnecy:
- nauieHTam 3 HOpMaJIbHUM IMYHITeTOM (gopocni) npusHadvaTy 500 Mr (1 TabneTka) npenapaty

1 pa3 Ha fo0y;
- nauieHTam 3 iMyHogeiumToM (gopocni) npusHayaty go3y 500 mr (1 TabneTka) 2 pasv Ha Lo0y.
3MeHLLEHHSA Nepefadi Bipycy reHiTanbHOro reprecy 340p0oBOMY CTaTeBOMY NapTHepy.
Jopocnnm retepocekcyanam 3 HOpMa/lbHUM IMYHITETOM, SKi MatoTb 9 ab0 MeHLLe 3arocTpeHb Ha pik, npu3Hayvaty 500 mr 1 pa3 Ha fooy.
[aHnx Npo 3MeHLLIeHHs nepeadi BipyCy reHiTaslbHOro repriecy B iHLWMX rpynax nauieHTiB HeMae.
MpoinakTuKa LMTOoMeranoBipyCcHoI iHpeKUiT Ta 3aXBOproBaHHA MicNs TpaHcnnaHTauil opraHis.
[Jopocni Ta gitn BikoM Bifg 12 pokiB: npenapat npusHavat 'y fo3i 2000 mr (4 Tabnetkn) 4 pasn Ha Joby, sKoMora paHiwle nicns TpaHcnnaHTauii. Mpu HUPKOBIN
HeLOCTaTHOCTI [031 3MEHLYHOTLCA (AMB. «[03yBaHHS MNPV NOPYLUEHIA PYHKLUIT HUPOK»). TpMBanicTb NiKyBaHHA CTaHOBUTL 3a3Buyali 90 [HiB, ane Moxe ByTu
NPOAOBXEHA 191 NALIEHTIB 3 BUCOKUM CTYMNEHEM PU3MKY.
[103yBaHHA Npv NOpYyLUEHi YHKLIT HUPOK.




HeobXigHO 06epeXkHO Mpu3HayaTh BasalUMKIOBIP XBOPUM i3 MOPYLUEHHAM (YHKLUiT HUPOK i 0OOB’A3KOBO CAif NiATPMMYBaTV afeKBaTHWIA piBeHb rigpatauii
opraHiamy. Pexum [103yBaHHS 3a/1eXUTb Bif| K/TIPEHCY KpeaTWHIHY Ta MNoKa3aHb i HaBeleHNiA y TabnuLli.

TepaneBTUYHE NOKA3aHHS KnipeHc kpeaTuHiHy, MA/XB [o3a
Herpes zoster  (nikyBaHHS) | 50 i GinbLue 1r 3 pa3n Ha 106y
LOpOoCNnNX nawieHTiB i3 | 30-49 1r 2 pa3n Ha fJoby
HOpMa/lbHUM  iMyHiTeTOM  Ta | 10-29 1r 1 pa3 Ha goby
XBOPUX 3 IMyHOZediunToMm MeHLLe 10 500 mr 1 pa3 Ha o6y
Herpes simplex (nikyBaHHs)

LOpOCNnNX nawieHTiB 3| 301 6inbLue 500 mr 2 pa3n Ha foby
HOPMa/IbHUM IMYHITETOM meHwe 30 500 mr 1 pa3 Ha goby
Herpes labialis (nikyBaHHs) 501 6inbLue 21 2 pasun Ha goby
[LOPOCNNX nawieHTiB i3 | 30-49 1r 2 pa3n Ha 1oby
HOPMa/TbHUM IMYHITETOM 10-29 500 mr 2 pa3u Ha foby
MeHLwe 10 500 mr 1 pas
Herpes simplex (3anobiraHHs)
LOpPOCNM nawieHTam i3 | 301 6inbLe 500 mr 1 pa3 Ha goby
HOpPMaJ/IbHUM IMYHITETOM MeHLwe 30 250* mr 1 pa3 Ha o6y
[lOpOC/IM NawjieHTam 3 301 6inbLue 500 mr 2 pa3n Ha 106y
iIMyHOAeiuMTOM meHwe 30 500 mr 1 pa3 Ha goby
MpodpinakTnka 751 6inbLe 2T 4 pasu Ha foby
LMTOMErasioBipyCHOT iH(heKL,iT 50-75 1,51 4 pa3u Ha goby
25-50 1,5 3 pa3u Ha goby
10-25 1,5 2 pa3u Ha goby
MeHwwe 10 abo giani3 1,5r 1 pa3 Ha goby

* Ba/laLMKIIOBIp 3aCTOCOBYBATY B IHLUMX NiKaPCbKMX POpMax 3 MOX/IMBICTIO TaKOr0 403yBaHHA (TabneTkn y fosi 250 mr).

MauieHTaM, AKi nepebyBatOTb Ha IHTEPMITYHOUOMY reMofianisi, peKOMeHAYETbCA 3aCTOCOBYBATU Ti X 103U, LLO i NalieHTaM 3 KNipeHCOM KpeaTUHIHY MeHLe 15 mn
/xB. [,03v cnif Npu3HavaTu Nicns nNpoBefeHHs reMogianiay.

KnipeHC KpeaTWHIHY cnif NOCTIMHO KOHTPO/KOBATK, OCO6/MBO B Mepiogn, KoM (PYHKUIS HUPOK MOXE LWBMAKO 3MIHKOBATUCA, Hanpuknag ogpasy nicns
TpaHcniaHTauii. BignosigHo, cnif 3miHoBaTy f03y npenapary.

[103yBaHHA NPy NOPYLUEHIA YHKLIT NeYiHKK

HeoObXiAHOCTI Yy KOpeKLUii A031 XBOPWMM 3 NIErKMM abo MOMIPHUM CTYMNeHeM LMPO3y Hemae MnoTpebu (CUMHTe3yroua (PYHKUis nedviHku 36epexkeHa). MokasHUKM
(hapMaKOKIHETUKM MpY MI3HIX CTagiax uMpo3y (3 MOPYLUEHHAM CUHTE3YHYOI (PYHKLUIT NeYyiHKU Ta HasfBHICTIO O3HAaK MOpTasibHOI rinepTeHsil) csigyatb npo
BIICYTHICTb NOTPe6U 3MiHIOBATW A03YBaHHS, OAHaK KNiHIYHWIA AOCBIA 0OMEXEHWIA.

Mpo 3acTocyBaHHS BULLMX A03 (4000 Mr i 6inblie) Ha o6y AMB. y po3aini «Oco6MBOCTI 3aCTOCYBaHHSI».

4iTn




[JaHi wono 6e3nekv Ta e(heKTUBHOCTI 3aCTOCYBaHHSA MpenapaTy AiTAM BiKOM [0 12 pOKiB BifCYTHI.

MauieH TV NiTHLOIO BIiKY

[lo3a npenapaTy nNoTpebye KoperyBaHHs, LWo6 YHUKHYTN MOX/IMBUX MOPYLUEHb (PYHKLIT HAPOK (aMB. «[03yBaHHA Npu NOpYyLUeHin PYHKLUIT HAPOK»).

Heob6XigHO NigTpUMYyBaTV afeKBaTHWUIA piBeHb rigpaTauii opraHiamy.

IMponyLieHa ao3a.

Y BunasKy nponycky Jo3u npenaparty ii cnif NPUAHATY o4pasy, SKLLO € MOXMBICTb. OfHaK, KON BXe HabNMXaeTbCs Yac NpUinoMy HacTyMHOI 03K, HeobXigHO
NepenTn Jo perynspHoi CXeMun NpuinoMy, He KOMNEHCYHUM NPONYLLEHY L03Y.

aiTn.
3acTocoByBaTy AiTAM BIKOM Bif, 12 poKiB 4715 NPoMiNakTUKN LLMTOMEranoBipyCHOT iH(eKLiT Ta 3aXBOPHOBaHHA Nicns TpaHcniaHTawii opraHis.

Nepeno3yBaHHA.

CumnTomun. MNpy nepefo3yBaHHI BafaUMKIOBIPY MOBIAOM/IANM MPO PO3BUTOK TOCTPOI HMPKOBOI HELOCTATHOCTI Ta HEBPOSIOTIYHMX CUMMTOMIB, BK/IHOUAKOUU
CMNNYTaHICTb CBIAOMOCTI, rastouMHaLil, axuTauito, BTpaTy CBIAOMOCTI Ta KOMY. TakKoX crnocTepiranmca Hygota i 61toBaHHA. [Ona 3anobiraHHA HeHaBMUCHOMY
nepefo3yBaHHIO cnif OyTn 06epeXkHUM Mpu 3acTOCyBaHHI BeNMKMX [03. baraTo BunagkiB nepefosyBaHHA Gynu MoB‘A3aHi i3 3aCTOCyBaHHAM Mpenapaty Ans
NiKyBaHHA NaLieHTIB 3 HUPKOBOK HEAOCTATHICTIO Ta NaUieHTIB IITHLOr O BiKY, AKUM He 6Y/10 BiAMOBIAHO 3MEHLLEHO [03Y.

NikyBaHHA. MayieHTX NOBMHHI 3HaXOAUTUCA Nif PeTeSIbHUM MeAUYHUM HarnsagoM 418 BUABNEHHS NPOSBIB TOKCUYHOCTI. FfeMojiani3 3HaYHO NPUCKOPHOE BUBELEHHS
auUMKOoBIpY 3 KPOBI i TOMY MOXE BBXATWCA ONTUMa/IbHUM CMOCO60M NiKyBaHHA Y BUMALKY CMMNTOMATUYHOIO Nepeso3yBaHHA BanaluKIoBipy.

Y BUMafKax rocTpoi HAPKOBOT HEAOCTATHOCTI Ta aHypii remofiania Moxe 6yTu e(ieKTUBHUIA.

Mo6iyHI peakuii.

Mpy Npuitomi BanauyMKIOBIpY HayacTilLMMK MOGIYHUMK peakLisiMyi € rONOBHWUIA 6inb i HyaoTa. Cepep Ginbll CEPO3HMX MOBIYHMX Aii 6yNM NOBIAOMIEHHS NPO
TPOMOOTUYHY TPOMOOLMTONEHIYHY NyPypY/TeMONITUYHUIA YPEMiIYHWUIA CUHAPOM, FOCTPY HUPKOBY HEOCTATHICTb Ta HEBPOJIOTiYHI MOPYLUEHHS.

Y pifKiCHUX BUNagKax noBiAoOM/sAAN NP0 PO3BUTOK HEBPOONiYHMX YCKNafHeHb. MalieHT NiTHbOro BiKy Ta XBOPi 3 HUPKOBOK HEAOCTATHICTIO Mat0Th MigBULLEHWI
PU3MK PO3BUTKY HEBPOMOTiYHUX NOBIYHMX peakLil.

Mo6iyHi peakyii, BIAOMOCTI MPO SiKi HaBefeHi HMXXYe, KNacUMIKOBaHI 3a opraHaMu i CMCTEMaMM Ta 3a 4acTOTOH X BUHMKHEHHS. 3a 4YaCTOTOK BUHMKHEHHS
PO3MOAiNeHI Ha Taki KaTeropii: gy>e yacto (= 1/10), yacto (= 1/100, < 1/10), HevacTo (= 1/1000, < 1/100), pigko (= 1/10000, < 1/1000), ay>ke pigko (< 1/10000).
3a JaHUMW KNIHIYHUX AOCNIAKEHb

3 60Ky HepBOBOI CUCTEMMU: HACTO — FO/IOBHMI BiNb.

3 60Ky TpaBHOro TPakTY: YacTo — HyfOTa.

3a aHUMK NOCTAILEH3INHOro Harnsay

3 60Ky CUCTEMM KPOBI: Ay>Ke PiaKo — NeKOoNeHis, TPOMOOLUMTONEHIA. JIeKONeHis roN0BHUM YMHOM CMOCTEPIraeTbCs Y NauieHTiB 3 iMyHOAediLMTOM.

3 60Ky IMYHHOT CUCTEMW: [y>Ke PiAKO — rocTpi aneprivHi peakuii, BKIHOYaoumM aHainakcito, aHrioHeBPOTUUHUIA HAaBPSK, KPOMWB’ IHKY.

3 60Ky HepBOBOT CUCTEMM: PiAKO — FONOBHUIA Biflb, 3aNMaMOPOYEHHS, CryTaHICTb CBIAOMOCTI, rasitoLymHalii, 3HKEHHS pO3yMOBUX 3[4i6HOCTER; LyXe pigKo —
Tpemop, atakcisi, Au3apTpis, CyL0MU, eHuedaionaris, Koma, NCUXOTUYHI CUMMITOMM.

3 60Ky NCuxikun: pigKo — 30yKEHHS, arpecBHa NoBefiHKa.

BuweHaBefeHi cMMnTOMKM € B GiNbLIOCTI BUMNAAKIB 060POTHMMU | CMOCTEPIraloTbCsA rO/I0BHUM YMHOM Y MAUiEHTIB i3 HUPKOBOK HELOCTATHICTHO abo iHLWMMM




(haKTOpamMu CXW/ILHOCTI. Y XBOPUX MICNA TpaHCMIaHTaLii opraHis, AKi OTPUMYOTb Npenapar 418 NPoMiNakTMKM LUTOMEranioBipyCHOI iH(PEKLIT Y BUCOKUX f03aX (8 T
Ha 4o6Y), HEBPO/IOTiYHI peakLii BUHMKAKOTb YacTille, HXX Y NauieHTiB, AKi OTPUMYHOTb MEHLLI [03MK.

3 60Ky AnxalbHOI CUCTEMU: HEYacTo — 3auLLKa.

3 60Ky TpaBHOro TPaKTY: YacTo — Hyf0Ta, AUCKOMJOPT Y XKMBOTI; HeYacTo — 6/1t0BaHHSA, Aiapes.

3 60Ky LLUKipW: HeyacTo — BUCMNaHHA, siBMLIA (hOTOCEHCMOINi3auii; pigko — cBepbiX, KPOMWB’sSHKA, aHriOHEBPOTUYHWUIA HabpsAK; OyXe pigko — eKkcyfaTvBHa
MYbTU(OPMHa epuTEMA.

3 60Ky CevyoBMAINbHOT CUCTEMU: PIAKO — MOPYLUEHHA (DYHKUIT HMPOK, NiABWLLEHHS KPeaTUHIHY; AyXe PiAKo — roctpa HMpKoBa HeAoCTaTHICTb, 6ifb Y AindHui
NPOEKLT HMPOK, remaTypis (4acTo acoliiioBaHa 3 iHLUUMK MOPYLUEHHAMMW QYHKLUIT HUPOK).

Binb y HMpKax Moxe 6yTu acoLiioBaHWIA i3 HUPKOBOKO HELLOCTATHICTIO.

MMoBiAOMNANN NPO YTBOPEHHS MpeumniTaTiB auMKIOBIpY Y KaHa/bUsSX HUPOK. Tif vac nikyBaHHA Cnif 3ab6e3neunTy afeKBaTHWUIA pPiBeHb NpUAOMY piavHKn (amB.
po3in «OcobnMBOCTI 3aCTOCYBaHHS»).

3 60Ky renaTobiniapHOi CUCTEMU: AyXKe PifKO — 060POTHE 30iNbLLUEHHSA PIBHS NEYIHKOBUX ()YHKLiOHabHNX NPO6.

MepiofMYHO Lie ONUCYETLCA SK renartuT.

IHWi: € NOBIZOM/IEHHA NMPO HWPKOBY HEAOCTATHICTb, MIKPOAHTIONaTUYHY reMONITUYHY aHeMito Ta TPOMOOUMTOMEHIKD (IHKOMW Yy KOMOIHAUIT) Y TSXKKUX XBOPUX 3
iIMyHOAeiUMTOM, 0CO6/MBO Y NauieHTIB 3 Ni3HIMK cTagiamu BIJT1-xBopobu, ski oTpumyBan BMCOKI Ao3n (8000 Mr Ha A06y) BanaumKioBipy NPOTArom TPMBasioro
yacy Yy KNiHiYHUX AoCcnimpKeHHsX. Lii X sBuLLa 6ynv NoMideHi Y NaLieHTIB 3 TaKMMUK XK 3aXBOPHOBaHHSIMMN, ane siKi He NiKyBa/InMcs BanauyKIoBipoM.

MokasHUKM nabopaTopHUX LOCNII>KEHD.

Bnnve Ha nokasHuKM nabopaTopHUX AOCTIAKeHb He BCTaHOB/IEHUIA.

TepMiH NpUAaTHOCTI.
4 poKW.

YMoBW 36epiraHHs.
36epirat npu Temnepatypi He BuLle 30 °C y HefOCTYNHOMY ANS AiTei MicLi.

YnakoBKa.
Mo 10 Tabnetok y 6nicTepi, No 1 61icTepy B KAPTOHHIN KOPOOLLi; N0 42 TabNeTKn y (hiakoHax.

Kateropis Bignycky.
3a peLenTom.

BupobHuK.
dapmacaiiHc IHK./
Pharmascience Inc.

Micue3HaxomkeHHSA BUPOOHMKa Ta afpeca Micusa NpoBaiKeHHS Moro AisnbHOCTI.
6111 PosnmayHT AseHto, 100, MoHpeanb, Kebek H4P 2T4, KaHaga/
6111 Royalmount Avenue, 100, Montreal, Quebec H4P 2T4, Canada.



