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IHCTPYKUIA
AN191 MeANYHOr0 3aCTOCYBaHHSA JTiIKapCbKOro 3acoby

30BIPAKCD
(ZOVIRAXO)

Cknap:

Aitoya pevyoBuHa: aLmKIoBip,

1 hnakoH MiCTUTb aumknoBipy 250 Mr;
[OMOMI>KHA peyoByHa: HATPIO FiLPOKCUS,

JlikapcbKa thopma. JliothinisaT gnsg po3unHy ans iHgysii.
OCHOBHI (pi3MKO-XiMiYHi BnacTUBOCTI: 6innin abo 6inyBaToro KoMLOPY NOPOLLIOK, NPV PO3BEAEHHI BOAO A1
IH’€EKLi LWBWAKO YTBOPHOETLCA BiSIbHWIA Bifl YACTOK PO3UMH.

dapmakoTepaneBTUYHa rpyna. MpoTuBipycHi 3aco6m Ans CUCTEMHOIO 3aCTOCYBaHHS.
Kog ATX JO5A BO1.

dapmMakosoriyHi BnacTmeoCTI.

PapmakonHamika.

AUMKIIOBIP € CUHTETUYHUM aHAIOTOM MYPUHOBOIO HYKNE03nAy 3 BMCOKOH aKTMBHICTIO in Vitro Ta in vivo
npoTKn BIpyCIiB repnecy, WO BK/OYat0Th Bipyc npoctoro repnecy | ta Il Tunis, Bipyc Varicella zoster, Bipyc
EnwrTeiiHa-bappa Ta uuToMeranoBipyc. ¥ KynbTypi KNiTUH auuKIoBip Mae HalbinbLly akTUBHICTb BigHOCHO
Bipycy mpocTtoro repriecy | tuny, gani, 3a 3MeHLUEHHAM aKTWBHOCTI, BIZHOCHO Bipycy mpocToro reprecy Il
Tuny, Bipycy Varicellazoster, Bipycy EnwTeliHa-bappa Ta LMTOMeranosipycy.

IHri6iTOpHa aKTUBHICTL auMKIOBIPY BIAHOCHO Bipycy npoctoro repriecy | Tuny, Bipycy npoctoro repnecy Il
Tuny, Bipycy Varicella zoster Ta Bipycy EnwTeiiHa-bappa BucokocenekTnBHa. ®PepMeHT TUMiAMHKIHa3a B
HOPMa/IbHIl HeiH(iKoBaHil KNiTUHI He BMKOPWUCTOBYE aUMK/IOBIP SK Cy6CcTpaT, TOMY BiH Mae [Ay>Xe HU3bKY
TOKCUYHICTb BIAHOCHO KNITMH NoAMHKU. TpoTe 3akojoBaHa Y BULLe3a3HayYeHUX Bipycax TUMIgUHKIHa3a
MepeTBOPIOE auUMKIIOBIP Ha MOHOMOCHAT aUMKIOBIPY, aHaior HyK/1eo3ugy, WO [fasi NepeTBOPHETLCA Ha
andocgat, noTiM Ha Tpudgocdar. AuMKIoBipy Tpudocgar B3aemogie 3 BipycHowo [OHK-nonimepasoro Ta
3aTpumye penikayito BipycHoi JHK.

Mpy TpUBaINX UM MOBTOPHUX Kypcax JliKyBaHHA TSXXKOXBOPUX 3i 3HVDKEHUM iIMYHITETOM MOXYTb BUHWUKATU
BUMAAKM 3MEHLLEHOT YyT/IMBOCTI OKPEMUKX LUTaMIiB BIpycCy, AKi MOXYTb He BIAMOBIAaTU Ha JliKyBaHHSA
auMKNoBIPOM. BiNbLICTb KNIHIYHMX BMNAAKIB HEYYT/IMBOCTI MOB’A3aHi 3 AedilMTOM BipyCHOT TUMIAMHKIHA3M,
OflHaK iCHYIOTb MNOBIAOM/IEHHA NPO YLIKOMKEHHS TUMIAMHKIHa3M Ta AHK-nonimepasn. In vitro B3aemopgis
OKpemMux BipyCiB NPOCTOro reprecy 3 auuKIoBipOM MOXe TaKoX NPU3BOANUTMY L0 POPMYBaHHA MEHLL YYTIUBUX
LWTamiB. B3aeMO3a/IeXHICTb MK YYT/MBICTIO OKPEMUX BIpYyCiB MPOCTOro repriecy in vitro ta KAiHIYHUMK
pe3yfbTataMu fiKyBaHHA aLuMKI0BIPOM [0 KiHLUA He 3’AcoBaHa.

dapmakoKiHe TVKa.

Y [opocnux KiHUeBWIA nepiof HaniBBMBEAEHHS MPW BHYTPILUHbOBEHHOMY BBEAEHHI auuKI0Bipy CTaHOBUTb
npuénnsHo 2,9 rog. binbLwicTs npenapaTty BUBOAUTLCA Y HE3MIHEHOMY BUTNIALI HUPKaMK. HUPKOBUIA KNipeHe
auMKoBipy ICTOTHO BUWLMIA 3a K/IPEHC KpeaTWHIHY, SKWIA BKasye Ha Te, WO BWBEAEHHS npenapaTy
3[INCHIOETLCS HAPKAMW He NIULLIE LLASIXOM FIOMepYsSipHOT inbTpaLii, a i Ty6ynspHoi cekpeLii.
9-KapOOKCUMETOKCUMETU/ITYaHIH € ELUHVM BaX/IMBMM MeTabo/MiTOM auuK/IoBIipy i CTaHOBUTb MPUG/IN3HO
10-15% KinbKOCTI, L0 BUBOAUTLCS 3 Ceyero. AKLLO aumKIoBIp 3aCTOCOBYIOTb Yepe3 roAuHy Nicns npumiHAaTTa 1
rpama npobeHeumay, KiHUEBUA nepiof HaniBBMBEAEHHS Ta njowa nif KPWMBOK  KOHLeEHTpauis/yac
36inbLyOTLCA Ha 18 % Ta 40 %, BignoBigHO.


mailto:

Y [opocnux cepefHi piBHI MakCMMasibHOI KOHLUEHTpauii y niasMmi npy cTauioHapHOMY CTaHi auuKioBipy
(Cssmax) Micns 1-roguHHOT iHdy3ii 2,5 mr/kr, 5 mr/kr, 10 mr/kr 1a 15 Mr/Kr ctaHoBNATbL 22,7 MKMO/b (5,1 MKP
Imn), 43,6 mkmosnb (9,8 mMkr/mn), 92 mMkmonb (20,7 mkr/mn) Tta 105 mMkmonb (23,6 MKr/mn) BignoBigHo.
BignosigHi piBHI MiHIMaMbHOI KOHLEHTpaLIT Yy niasmi npu cralioHapHomy cTaHi aumknosipy (Cegmin) Yepes 7
rog 6ynu 2,2 mkmons (0,5 mkr/mn), 3,1 mkmonb (0,7 mkr/mn), 10,2 mkmonb (2,3 mkr/mn) Ta 8,8 MKMosb (2
MKF/MA1). Y fiTeil BikoM Big 1 poKy aHanoriuHi piBHi Cegmax Ta Csgmin CNOCTEpiranncs, Ko gosy 250 mr/m2

6yno 3aMiHeHo Ha 5 mr/kr, a go3y 500 Mr/m2 3amiHeHo Ha 10 Mr/Kr.
Y HOBOHAPOKEHWNX Ta HEMOB/AT BIKOM 40 3 MiCALIB, AKMX NliKYyBa/I BHYTPILULHbOBEHHNM BBeAeHHAM 10 Mr/Kr
npoTAromMm 1 roguHu 3 iHTepsasioM 8 roanH, Cegmax 6yna 61,2 Mkmonb (13,8 mkr/mn) T1a Ceg min 6yna 10,1

MKMOnb (2,3 MKr/mn). KiHueBuUiA piBeHb HaniBBMBEAEHHS Y UMX XBOpux 6yB 3,8 rog. Y OKpemoi rpynu
HOBOHAPOMKEHUX Ta HEMOB/ISAT BIKOM [0 3 MicALIB, SKMUX NiKyBann BBEAEHHSAM 15 MI/KI KOXHi 8 roguH, 6ynm

Bifi3HayeHi NpU6M3HO NPOMOPLiVHI MiABULLEHHSA 003U 3 Crrax - 83,5 MKMonb (18,8 mkr/mn) Ta Cppip - 14,1

MKMOJIb (3,2 MKr/mn).

Y nofein NiTHbOro BiKy 3ara/ibHUA KNIPeHC 3HMXXYBABCS BiAMOBIAHO 40 BiKY, WO € HACMIAKOM 3MEHLLEHHS
KNipeHcy KpeaTuHiHY, a TaKOX HEBENIMKNX 3MiH Y KiIHLLEeBOMY Nepiofi HaniBBMBEAEHHS.

Y XBOPWX Ha XPOHIYHY HMPKOBY HEAOCTATHICTb CEpeAHili KiHUEBWIA piBEHb HarniBBMBEAEHHS CTaHOBUTL 19,5
rog. CepefHiit piBeHb HaniBBMBEAEHHS aUMK/IOBIpY Mig vac remoAianiay CTaHoBUTb 5,7 rof. PiBeHb auuKioBipy
B Mnasmi nig vac fianisy 3HWKYeTbCA NpubansHo Ha 60 %.

KoHUeHTpauis npenapaTy y UepebpocniHa/ibHIn pignvHi CTaHOBUTL NpubansHo 50 % Big BigNOBIAHOI
KOHLEHTpaLiT B Nna3mi. PiBeHb 3B’A3yBaHHA 3 GinKamy Mna3mmn BifIHOCHO HM3bKWIA (9-33%) i He 3MIHIOETLCSA
NPy B3aEMOZIT 3 IHLIMMU NiKaMU.

KniHiYHI XapaKTepuUCcTUKMN.

lNokKasaHHS.

NikyBaHHA H(EKLiA, CNpyyYMHEeHMX BIPYCOM MPOCTOrO reprecy, y XBOpUX 3 iMyHOLEILUTOM Ta TSXKKOro
reHiTanbHOro reprecy y Xxsopux 6e3 imyHogeqiunty.

MpodinakTnka iHMeKLi, CNPUYNHEHNX BIPYCOM NPOCTOrO reprecy, y XBopux 3 iMyHOeiLuTOM.

NikyBaHHS iHeKLii, cnpuunHeHnx Bipycom Varicellazoster.

JlikyBaHHS repneTMYHOro eHuedanity.

NikyBaHHA iH(EKLiA, CNPUYMHEHNX BipyCOM MPOCTOr0 reprecy y HOBOHAPOKEHMX Ta HEMOB/IAT BIKOM A0 3
MicALliB.

IMpoTnnoKasaHHA.
inepuyTAMBICTb O aUMKNOBIPY, BANAUMKIIOBIPY ab0 [0 iHLWMX KOMMOHEHTIB Mpenapary.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amm Ta iHLWi BUAM B3aEMOLIN.

KniHIYHO BaXXNMBOT B3aEMOAIT aLMKIOBIPY 3 IHWMMUK NiKapCbKMMU 3ac06aMmn He 6y 10 BUSAB/IEHO.

AUMKIIOBIP rOIOBHUM YMHOM BUZINAETLCA B HE3MIHEHOMY BUT/IAAI HUPKAMW LLUIAXOM KaHabLEeBOT CeKpeLlii,
TOMYy Oyab-AKi MliKW, WO MalTb aHa/oriyHuini MexXaHi3M BWUINEHHS, MOXYTb 30i/blUyBaTV KOHLIEHTpaL,it0
auuKIoBipy B Miasmi.

MpobeHeuma Ta LMMETUANH MOAOBXYHOThL Nepiof HaniBBUBEAEHHS aUMKNOBIpY Ta 36i/blyOTh Nowy nif
KPVBOIO KOHLEHTpauis/yac, ane 3 ornagy Ha LUMPOKWA TepaneBTUYHWIA IHAEKC aLMKI0BIpY KOpUryBaTu o3y He
noTpi6Ho.

Y nauieHTiB, fKI 0O4HOYACHO NiKYHTbCA 30BIpaKCOM [N BHYTPILWHbOBEHHOIO BBEAEHHA Ta IHLWWMU
npenapataMu, WO MatOTb aHaNOTIYHUIA MeXaHi3M BUAINEHHSA, MOX/MBE NOTeHUiHe 30iNblUeHHs B MNia3Mmi
KOHLeHTpaLiT ogHoro abo 060x npenapaTiB yx TX MeTaboniTiB. Mpn 0gHOYACHOMY 3aCTOCYBaHHI aLMKIOBIpY 3
iIMyHOCYMNpecaHTOM, SIKWA 3aCTOCOBYETLCS NPW NiKyBaHHI XBOPWX NiCNA TpaHCnnaHTawii opraHiB, - MogeTuny
MiKO(heHO1aTOM — B MNJ1a3Mi TaKoXX MiABULLYETLCA PiBEHb aUMKIIOBIPY Ta HEaKTMBHOIo MeTabosnity mModetuny
MiKodeHoNaTy.

Mpn 3acTocyBaHHI NiTiK0O OAHOYACHO 3 BMCOKOK [030H auvKI0BIpYy BHYTPILWHLOBEHHO, HEOOXIAHO peTenbHO
KOHTPO/OBATM KOHLIEHTPAL,it0 NiTit0 B CMPOBATLLi KPOBi Yepe3 pU3MK TOKCUYHOCTI NITito.

O6epeXHicTb (3 KOHTpONeM (YHKLUIT HMPOK) NOTpiObHa TakoX npu npu3HaveHHi  3oBipakcy And
BHYTPILLUHbOBEHHOIO BBEAEHHS 3 MpenapaTamMu, WO BrMBaKOTb Ha (DYHKLiHO HUPOK (TaKMMK SK LIMKNOCMOPWH,
Takponimyc).



EKcrnepvmMeHTasibHe JOCNIAKEHHSA N'ATU YO/IOBIKIB BKA3ye Ha Te, L0 CYMNyTHA Tepanis aunkioBipoM 36inbLuye
AUC noBHicTIO BBeeHOro TeodiniHy npu6nmsHo Ha 50%. PeKoMeHAYyeTbCs BMMIPIOBATU KOHLEHTpaLito B
nnasmi Npy ofHOYacHil Tepanii aLyKIOBipPOM.

Oc06/1MBOC T 3aCTOCYBaHHS.

AfekBaTHWIA piBeHb rigpaTauii  Heob6XigHO NIATPUMYBATW NauieHTaM, $Ki  OTPUMYKOTb  aUMKIOBIp
BHYTPILLUHbOBEHHO ab0 BMCOKI 03K aLMKIO0BIpY NepopasibHO.

BHYTPILWWIHBbOBEHHI 031 CAif, BBOAUTU LUMSAXOM iHQY3ii NPOTArOM OAHIET roAMHK, WOo6 YHUKHYTU OCifaHHA
auuKoBipy B HMPKax. HeobXifHO YHUKATK LWBMAKOT abo 601HOCHOT iH'EKLT.

PV3MK Mopa3ky HUPOK 30i/bLLYETLCA NPW 3aCTOCYBaHHI IHLLIMX HE(POTOKCUYHMX npenaparis. HeobxigHo 6y Ty
MABHUMW  MPY  3aCTOCYBaHHI  auMK/IOBIPY BHYTPILUHLOBEHHO Pa3oM 3 iHWWMKU  HethPOTOKCUYHUMM
npenapartamu.

MaLieHTV 3 HUPKOBOK HEJOCTATHICTHO Ta MaLiEHTM NITHLOIO BiKY

AUMKIOBIP BMBOAUTLCA 3 OPraHiaMy ro/0BHUM YMHOM LUSXOM HWPKOBOrO KJipPeHCY, TOMY XBOpUM 3
HMPKOBOI HeOCTATHICTHO CNij A03Y 3MEeHLLYBaTV (AUB. «[031 Ta CNoci6 3aCTOCYBaHHSA»). Y XBOPUX NiTHLOIO
BiKY TaKOXX Be/IMKa MMOBIPHICTb NOPYLUEeHHS DYHKLIT HAPOK, TOMY ANns W€l rpyny nauieHTiB TaKoX MOX/MBe
3MEHLLEHHS ao3n. O6uasi Ui rpynu (XBopi 3 HUPKOBOK HEAOCTaTHICTIO Ta XBOPI NMiTHLOrO BiKYy) € rpynammu
PU3VNKY  BMHUKHEHHSA HEBPONOriYHMX MOBGIYHMX peakuUil i TOMy MOBWHHI nNepebysBaTu Mif MNUILHUM
KOHTpONeM. 3a OTPUMaHNMK JaHWMK, Taki peakuii € 3araioM 060pOTHUMW Yy pasi MPUMUHEHHS NliKyBaHHS
npenapaTtom (AMB. po3ain «ob6ivHI peakyii»).

TpuBani abo NOBTOPHI KypCK NliKyBaHHSA aLMKI0BIPOM 0Ci6 3 LyXKe 0cnabneHum iMyHITETOM MOXYTb MPU3BECTU
[0 BUAINEHHA BIPYCHUX LUTAMIB 31 3HXEHOK YYTAMBICTHO, IKI MOXKYTb He BIAMOBIJaTW Ha TpuBasie JliKyBaHHSA
aLUMKNOBIPOM.

Y XBOpuX, AKi OTPUMYHOTb BMWCOKI [03X MpenapaTty BHYTPILHbLOBEHHO, Hanpuknag A8 JNikyBaHHS
reprneTMYHOro eHuedanity, cnifg 6patm [0 yBarM MOKasHWKM (PYHKUIT HMPOK, 0CO6AMBO Y BMMadKax
Jerigpatauii abo HasBHOCTI HMPKOBOT HEAOCTaTHOCTI.

Po3BefieHniA 30BipaKc A1 BHYTPILWHLOBEHHUX iH(Y3ii Mae pH npu6am3Ho 11,0 i He NOBUHEH NpU3HaYaTmCS
AN nepopasibHOro npuiioMy. MNpenapar MicTUTb HaTpid (26 mr, npubamnsHo 1,13 mmonb). Lle mae 6yTum
NPUAHATO [0 YBary y NayieHTiB, Ki 3HaX0AATbCA Ha HATPi- KOHTPONbOBaHI Ai€eTi.

3acTocyBaHHSA B nepiof BariTHOCTI abo rofyBaHHSA rpyaato.

IHopMmaLLif 00 BNANBY aUMKIIOBIPY Ha XXIHOYY (PEPTUILHICTb BIACYTHS.

Y pocnigpkeHHi 20 nauieHTiB 40/10BIivOT CTaTi 3 HOPMa/lbHUM YMC/IOM CNepMaTo30ifiB npyv nepopasibHOMY
3acTocyBaHHi Y [03i 10 1 r Ha 06y NPOTAroM LIEeCTH MicsiLiB, He 6YN0 BUSBNEHO KNiHIYHO 3HAYYLLLOrO BMNBY
Ha KiNbKICTb CrepMaTo30ijis, MOTOPUKY abo MOPgONOrito.

Y nicnapeecTpauiiHOMy peecTpi Harnsgy 3a BariTHAMU 330KYMEHTOBaHO pe3y/ibTaTi 3aCTOCYBaHHS BariTHUM
pi3HNX (hapmaueBTUYHMX (hopM 3oBipakcy. He BUABNEHO 30i/bLUEHHS KiNbKOCTI BPOKEHWX Baf Y AiTei,
martepi AKMX 3acTocoByBa/M 30BipakC Mif Yac BariTHOCTI MOPIBHAHO i3 3arasibHOK nonynsauieto. OpHak
3aCTOCOBYBaTU 30Bipakc Ans iHQY3ih NOTPIOHO NuLle y BUNagKax, KoMv NOTEHLiNHa KOPUCTb A5 MaTepi Bij,
3aCTOCYBaHHSA rnpenapary nepeBuLLYe MOX/IMBUIA PU3MK AN NN0AA.

Mpw nepopanbHoMy npuitomi 200 Mr aumknosipy 5 pasis Ha [06Y auMKIOBIP NPOHUKAE Yy rpyAHe MOJSIOKO B
KOHLEHTpaLifX, Wo ctaHoBnaTb 0,6-4,1 piBHA aUmMKNOBIpY Y NnasMi KpoBi. MOTEHUINHO ANTUHA, SKY FOAYHTh
LM MOJIOKOM, MOXe 3aCBOITW auuknoBip y Aosi o 0,3 mr/kr macu Tina Ha goby. MoTpibHo 3 06epeXxHicTIo
NMpU3HaYaTn auMKIoBip XiHKaM, AKi rofgytTb rpyaato, 3 ypaxyBaHHSIM CMiBBIAHOLIEHHS PU3MK/KOPUCTbL A1
AUTUHN.

30aTHICTb BMAMBATWM Ha LWBWUAKICTb peakuii Npyv  KepyBaHHI aBTOTPAHCNOPTOM abo iHWUMM
MexaHi3MaMu.

3oBipakc 419 BHYTPILLUHbOBEHHOIO BBEAEHHA FOMIOBHMM YMHOM 3aCTOCOBYETLCS AJ1 JIIKYBaHHS XBOPUX, AKI
nepebyBatoTb Ha CTaliOHapHOMY NiKyBaHHI, TOMY 3a3BM4ail iHhopMaLis NPo BNAMB Ha 3[4aTHICTb KepyBaTy
aBTOMOGINIEM Ta IHWWMK MeXaHi3MaMn He € HeobxifHOo. JocnifXeHb 3 BUBYEHHSA BMMBY 30BIpakCy Ha
3[1aTHICTb KepyBaTX aBTOMOGINIEM Ta IHLUMMW MeXaHi3MaMun He MPOBOAMNOC.

Cnoci6 3acTocyBaHHs Ta [03W.
3aCTOCOBYHOTb LL/IIXOM MOBI/IbHOT BHYTPILLUHHOBEHHOT IH(DY3iT NPOTAroM He MeHLUe 1 roguHu.



Kypc nikyBaHHA 30BipakcoM /19 BHYTPILLUHb0BEHHOI0O BBEJEHHS 3BMYaliHO TpuBaE 5 AHIB, ane BiH MOXe ByTu
3MIHEHWIA 3a1eXKHO BifJ CTaHy nauieHTa Ta BignoBigHOI peakuil Ha Tepanito. JliKyBaHHSI repneTMyHOro
eHueaniTy Tpuae 3BMYaiHO 10 AHiB. JliKyBaHHS iH(EKLiIA Yy HOBOHAPOMKEHWX, CMPUYUHEHWUX BipyCOM
MPOCTOro repriecy, TPUBae 3BMYaiHO 14 [HIB NPU ypaXKeHHI LIKipK Ta cinM30BUX 060/10HOK Ta 21 feHb — Mpu
AncemiHauii Ta ypayKeHHI LeHTpaibHOI HEPBOBOI CUCTEMN.

TpuBanictb NPOMINAKTUYHOIO 3aCTOCyBaHHSA 30BipakCy [A/1F BHYTPILLUHbOBEHHOIO BBEAEHHS BU3HAYaETbCH
TPUBANICTIO NMepioay PU3MNKY IH(IKYBaHHS.

[ns nikyBaHHA iH(EKLINA, CIPUYMHEHMX BIPYCOM MPOCTOro reprnecy (3a BUHATKOM FepneTUyYHOro eHuedanity)
abo Bipycom Varicella zoster, 3oBipakc A5 BHYTPILLHLOBEHHOIO BBEAEHHS MOTPIGHO Npu3HavaT B A03i 5 Mr
/Kr Macu Tina KoXHi 8 roguH 3a yMoBM HOPMasibHOT (DYHKLiT HAPOK.

[ns nikyBaHHS iH(EKLiN, cnprnynHeHnx BipycoMm Varicellazoster, y XxBopux 3 iMyHogediumMTom abo XBOpUX Ha
repneTUyHUiA eHuedaniT 30Bipakc 4ns BHYTPILUHLOBEHHOIO BBELEHHA CNif npusHayaTyi B 4o3i 10 Mr/kr macu
TiNna KOXHI 8 rognH 3a yMOBW HOPMaibHOT (DYHKL,iT HUPOK.

MauieHTaM, XBOPUM Ha OXMPIHHA, Cif NMpU3HayaTh 03y 3 PO3paxyHKy Ha ifeasibHy, a He Ha peasibHy macy
Tina.

fitn

[l03u gna piteid BikoM Bif 3 MicALIB [0 12 poKiB po3paxoBYHOTbCA Ha OAMHULO NOBEPXHI TiNa.

[Nnsa nikyBaHHA iH(EKLINA, CIPUYMHEHMX BIPYCOM MPOCTOro reprecy (3a BUHATKOM repneTMyHOro eHuedanity)
a6o Bipycom Varicella zoster, 30BipaKc /151 BHYTPiLLIHLOBEHHOIO BBEIEHHS CNifl Npu3HadaTy B A03i 250 Mr/m2
MOBEPXHI TiNa KOXHi 8 rognH 3a yMOBM HOPMaibHOT PYHKLIT HAPOK.

Ona nikyBaHHA iH(EKUi, cnpuunHeHmx BipycoM Varicella zoster, y pgiten 3 imyHogediuutom abo 3
repneTMYHUM eHuedanitom 30Bipakc 1S BHYTPILUHbOBEHHOIO BBEAEHHS MPU3HAYalOTh Yy A03i 500 mMr/m2
MOBEPXHI TiNa KOXKHI 8 rogMH 3a yMOBW HOPMa/lbHOT (DYHKL,IT HUPOK.

[o3a 3oBipakcy Ans BHYTPILUHbOBEHHOrO BBEAEHHS HOBOHAPOKEHUM Ta HEMOB/ATAM BIKOM [0 3 MicCALIB
PO3Pax0BY€ETLCA HA OCHOBI Macu Tifia AUTUHW.

PeKOMEHA0BaHWNI PEXMUM NiKyBaHHA A5 HOBOHAPOMKEHUX Ta HEMOBAAT BIKOM A0 3 MicsUiB 3 iH(EKLIEL,
CMPUYNHEHOKO BIpYCOM MpoCTOro repriecy, € 20 Mr/kr/macu Tina KOXHi 8 roguH npotarom 21 AHIB npu
[eCMiHOBaHI (hopMmi Ta YpaeHHi LeHTpasibHOI HepBOBOI cucTemy abo 14 AHIB Npy 3aXBOPOBaHHI, LLO
06MEXYETLCA LLUKIPOKO Ta C/IM30BMMU 060/I0HKAMU.

LiTAM Ta HemoBnATaMm 3 MOPYLUEHHAM (OYHKLIT HUPOK [03Yy Cnif MoAMgiKyBaTW BiAMOBILHO LO CTYMEHH
NopYyLUEeHHA LIET (YHKLIT (4MB. XBOPI HA HUPKOBY HelOCTAaTHICTD).

XBOpi MiTHLOrO BiKY

Cnig matn Ha yBasi MOX/MBICTb MOPYLUEHHS (DYHKLIT HUPOK Y XBOPUX NiTHLOrO BiKYy, i 03y Mpenaparty
NOTPI6HO BIAMOBIAHO 3MIHWUTK (AMB. XBOpI Ha HWPKOBY HeAOCTaTHICTb). Cnig NiATpUMYBaTU afeKBaTHUN
piBeHb rigpatauii opraHiamy.

XBOpPi Ha HUPKOBY HEAOCTATHICTb

BHYTpilLHb0BEHHO 30BipakCc MOTPIOHO 3 06epeXkHICTIO 3aCTOCOBYBATU A/ NIKYBaHHA XBOPMX Ha HUPKOBY
HegocTaTHiCTb. Cnig NiATPUMYBaTV afjeKBaTHWiA piBeHb rigpatauii opraHiamy.

Hwuykuye3a3HayeHi 3MiHW B 03yBaHHI HEOOXIAHO 3p06UTK 3a1eXHO Bif| MOKA3HUKIB KNipeHCY KpeaTuHiHY.

Lopocni:
KnipeHc KpeaTUHIHY PeKomeHa0OBaHe 103yBaHHA
25 — 50 mn/xB 5-10 Mr/Kr macu Tina KoXxHi 12 roguH
10 — 25 mn/xs 5-10 Mr/Kr macu Tina KoxHi 24 roguHm

0 (aHypia) — 10 mn/xB | Ana  XBOpWX, $SKi NepebyBaldTb Ha TpuBa/loMy amOynaTopHOMY
nepuToHeanbHOMY fianisi abo Ha remogianisi, 2,5-5 Mr/Kr KoxHi 24
rOAMHN Ta Micnsa ceaHcy remogianiay

aitn:

KnipeHc KpeaTuHiHy PeKoMeH/j0BaHe []03yBaHHS

25 — 50 mn/xB/1,73 M2 | 250-500 Mr/Kr/m2 noBepxHi Tina a6o 20 Mr/Kr Macy Tifla KOXHi 12 roamH




10 — 25 Mn/xB/1,73 M2 | 250-500 Mr/Kr/M2 noBepxHi Tina abo 20 MI/Kr Macu Tifla KOXHi 24 roAnHY

0 (aHypia) — 10 mn/xB | Ana  XBOpuX, $SKi NepebyBalOTb Ha TpuBa/IOMY ambynaTopHOMY

/1,73 m2 nepuTOHeaNlbHOMY Aianisi a6o remopianisi, 125-250 Mr/Kr/m2 noBepxHi
Tina abo 10 Mr/kr macu Tina KOXHI 24 TroAuHWM Ta Micna ceaHcy
remogianisy

Cnocib6 BBeAeHHA

HeobxigHy Ao3y 3oBipakCy BBOAATb LUMAXOM MOBINIbHOT BHYTPILUHBOBEHHOI [H(Y3IT NPOTAroM He MeHWwe 1
FOAVHMN He3a/1eXKHO Bif, 403K, L0 BBOAUTLCA.

CnoyaTky BMICT (pyiakoHa 30Bipakcy A8 BHYTPILUHbOBEHHOIO BBEAEHHSA MOTPIOHO PO3UYMHUTK Y BiNOBILHOMY
06’eMi BoAu Ans iH’eKLin abo B 0,9 % po3unHi HaTPito Xnopuay Ansa iH’ekuiin. Ana ogepxXaHHs po3unHy, 1 Mn
FKOro 6yae mictuTty 25 Mr aumkiosipy, 250 Mr npenapary po3vnHaTb y 10 M/ pigvHA.

Micnsa gofaBaHHSA PiAWMHM CNif 3nerka CTPYCHYTU (PakoH, MOKM MOro BMICT NOBHICTHO HE PO3UYMHUTBLCS.

[ns oOTpMMaHHS PO3YMHY A1 BHYTPILLHLOBEHHOIO BBEAEHHS NPUIrOTOBaHWUIA, IK 3a3HaYeHO BULLLE, PO3YMH fafii
PO3BOAATL [0 OfepXaHHA KOHUeHTpauii He 6imbwe sk 5 mr/mn (0,5 %): po3umH, WO YTBOPMBCA Micns
po34MHeHHa 250 Mr auuknosipy y 10 mn Bogun Ans iH’ekuin (a6o 0,9 % po3unHi HaTpito xnopuay), AoAaETbCA
[0 06paHOro po3unHy ANs iHQY3ii, K Oye 3a3HaYeHO HIKYe.

[ns piTein Ta HEMOBNAT, KOMM HEOOXIAHO 3BECTU [0 MiHIMYMY 06’€M pPignHK, L0 BBOAWUTLCS, PEKOMEHAYETLCS,
o6 4 mn po3seaeHoro po3unHy (100 Mr aumknoBipy) agoaasanmce Ao 20 Mn pignHU Ans iHQYys3in.

[ns gopocnux pekoMeHA0BaHM 06°eM pigvHU Ans iHMY3iid NoBMHEH 6yTU He MeHwe 100 M, HaBiTb AKLLO
KOHLiEHTpaLis aunknosipy 6yae Hmk4Yoto 3a 0,5 %. Tomy 100 mn pignHM Ans iHgy3ili HeO6XiAHO BUKOPUCTATH
Ansa BBeAeHHs 3oBipakcy y gosax 250 mr ta 500 mr (10 a6o 20 mn po3BeAeHOro po3yunHy). Mpu HeobXigHOCTI
3acTocyBaHHS Ginblnx fo3 npenapaty (500 — 1000 Mr aymknoBipy) 06’eM piAMHWM Ans iHQY3in NoTpi6HO
36inbwnTK o 200 m.

Micna po3YMHEHHS, AK PEKOMeHAO0BaHO BuLle, 30BipakC ANS BHYTPILUHbOBEHHOrO BBELEHHA CYMICHWUA 3
HMKYe3a3HaYeHUMM PignHaMK ANS NPUroTyBaHHS iHPY3iNHMX po3UMHIB Ta 36epirae cTabinbHICTb NpoTArom 12
roAvH Npu KimMHaTHI Temnepatypi (15 °C-25 °C):

- 0,45 % a60 0,9 % po34nH HATPItO X/IOpPULY;

- 0,18 % po34umH HaTpito xnopuay Ta 4 % po3ynH rNIKo3u;

- 0,45 % po34umH HaTpito xnopugy Ta 2,5 % po3ynH rnoKosu;

PO34MH XapTmaHa.

Mpn npuUroTyBaHHIi PO3YMHIB ANA  BHYTPILUHBOBEHHUX IHY3iA, AK 3a3HAYEHO BULLE, YTBOPHETHLCS
KOHLLeHTpaLis aumnknoBsipy He 6inbLue, HiX 0,5 %.

Y 3B’A3Ky 3 TUM, WO 30BipaKC AN8 BHYTPILUHbOBEHHOrO BBEAEHHSI He MICTUTb OY[b-AKUX aHTUMIKPOOHUX
KOHCEpBaHTIB, PO3YMHEHHS Ta pPO3BEAEHHs npenapaTy MOTPIOHO NPOBOAUTM B acenTUYHUX YMOBax
6e3nocepeiHbO Mepef 3aCTOCyBaHHAM, HEBUKOPUCTaHI PELLTKM PO3YMHY CNif yTUIi3yBaTu.

AKWO 3’SBNSAETLCS MOMYTHIHHA ab0 KpucTanisauis, Taki po34MHM HenpuaatHi AN 3aCTOCYBaHHA |
SHULLYYOTbCA.

[iTn. 3aCTOCOBYHOTb 3 HAPOPKEHHS.

Nepepno3yBaHHA.

Mpu nepefo3yBaHHI aLMKNOBIPY LLUAAXOM BHYTPILUHbOBEHHOIO BBEAEHHS NiABULLYETLCA PiBEHb CUPOBATKOBOIO
KpeaTuHiHYy, a30Ty CeYOBMHW KPOBI i, BIAMOBIAHO, 3 ABNAETLCA HUPKOBA HeAOCTATHICTb. HeBponoriyHMmu
nposiBamu Nepeao3yBaHHsA MOXYTb Oy TW CNIYTaHICTb CBILOMOCTI, ratouuHaLil, 36ypKeHHs, Cy40MU Ta KOMa.
AUNKNOBIp AyXe Ao6pe eniMiHYETLCA 3 KPOBI 3a JOMOMOIOK remogianisy, TOMy Leid MeTod MOXHa YCnilHO
3aCTOCOBYBAaTU NPW NiKyBaHHI Nepefo3yBaHHsA npenapary.

Mo6iuHi peakuii.

MoGiyHi Aii, BIZOMOCTI NPO AKi HaBEAEHO HMXKYe, KNacU(MiKoBaHO 3a opraHamu i cMcTemMaMu Ta 3a 4acTOTOR
BUHWMKHEHHS. KaTeropii 3a 4aCTOTOK BUHMKHEHHSA: Ay>e yacTo = 1/10, yacto = 1/100 Ta < 1/10, He yacTo = 1/
1000 Ta < 1/100, pigko = 1/10000 Ta < 1/1000, ay»xe pigko < 1/20000.



Kpos i nimgpaTunyHa cucTema

He 4acTO: 3HMXKEHHS reMaToNIoriYHNX NOKa3HKKIB (aHeMis, TPOMOOLIMTOMEHIS, NEKONEHIs).

IMyHHa cucTema

[yxXe pifko: aHadinakcis.

McuxivHi po3nagm Ta posnagm 3 60Ky HepBOBOT CUCTEMU

[yxe pigKo: ronoBHWA 6inb, 3anamopoyeHHs, 30Y[KEHICTb, CMAYTaHICTb CBIAOMOCTI, TPeMop, arakcis,
AN3apTpia, rantounHauii, NCUXOTUYHI CUMNTOMW, CYA0MK, COHNMBICTb, eHLedanonaris, Koma.

BuuieHaBejeHi HEBPONOTiYHI peakLuil € 3arasiom 06epHEHMMU | 3a3BMYald CNOCTePIraloTbCs NPU 3aCTOCYBaHHi
A1 TIKYBaHHA XBOPUX Ha HUPKOBY HEAOCTATHICTL Ta 3 IHWMMK (PakTopaMu pusnky (4ve. po3gin «OcobnmneocTi
3aCTOCYBaHHS»).

CepLeBo-CyanHHa cucTema

YacTo: ¢nebiT.

PecnipaTopHa cucTema Ta opraHu rpyaHot KniTKu

[yXe pifKo: 3aaMLLKa.

facTpoeHTeposoriyHa cucTema

YacTo: HyfoTa, 6/110BaHHS.

[y>xe pigko: aiapes, 6i/lb y XMBOTI.

"enaTob6iniapHa cucTema

YacTo: 060pOTHe NiABULLEHHSA PIBHA NMEYIHKOBUX (DepMEHTIB.

[y>xe pifKo: 060poTHE MiABULLEHHSA PIBHA 6iNipyOiHY, XXOBTAHWLA, TenaTur.

LLkipa Ta nigWwKipHi TKaHUHK

UacTo: cBepbiX, KPOMMB’AHKA, BUCUMAHHA (BK/HOYaKOUM CBIT/IOUYT/IUBICTD).

He uacTto: npuckopeHe angysHe BunagaHHA Bonocca. OCKiNbKM BUNafaHHA BOOCCA MOXe OyTv MoB’A3aHo 3
BE/IMKOHO KiNbKICTHO XBOPOO i NiKiB, YITKOro 38’53KY 3 aLMK/I0BipOM BUSIBNIEHO He 6YO.

[y>ke pigKo: aHrioHeBPOTUYHUIA HAOPSIK.

Hupku Ta ceyoBuiinbHa cucTema

UacTo: 36i/IbLUEeHHSA PIBHA CEYOBMHM Ta KpeaTUHIHY B KPOBI.

Lle Moxke 6yTW MOB’A3aHO 3 MOPYLUEHHAM BOAHO-ENEKTPONITHOro 06MiHY. [ns TOro wob YHUKHYTU LbOro
edhekTy, npenapar He CNif BBOAUTY LWISXOM BHYTPILLHbOBEHHOIO 60/1t0CY, a NNLLE LUSXOM MOBINbHOT iHGY3IT
TPUBANICTIO HE MeHLUe 1 FOAUHN.

[y>Ke pifKo: nopyLeHHs (yHKLIT HUPOK, rocTpa HUPKOBA HeOCTaTHICTb, Bi/lb Y HUPKaX.

MoTpi6HO NiATPUMYBATU afeKBaTHY rigpaTauito UMX XBOpUX. [MOpyLIeHHS (YHKLIT HUPOK, SIK MpaBuno,
LUBWAKO MWHae Micnsa perigpatayinHoi Tepanii Ta/abo 3MeHLUEHHS [03M abo MOBHOI BIAMIHW npenapary.
PO3BMTOK roCTPOi HUPKOBOT HELOCTATHOCTI, OfHaK, MOXe CMNOCTePIraTuch y BUHATKOBMX BUMAAKaXx.

Binb y HMpKax MoXKe 6y T acoLiioBaHWIA 3 HUPKOBOKO HEOCTATHICTIO Ta KpUCTasTypieto.

3arasibHi po3nau

[y>ke piaKo: CTOM/IKOBaHICTb, rapsyka, MicLeBi 3anasbHi peakuii.

TsKKI MiCLEBI 3anasibHi peakuii, fKi IHKOMM MPU3BOAATL A0 MOLUKO[KEHHS LUKIpW, CMOCTEpiratoTbCs npu
BHYTPILLHbOBEHHOMY BBefleHHI 30BipaKcy, KoMy BiH 4Yepe3 HeobepeXxHiCTb MNOoTpanise B HaBKONOCYAUHHI
TKaHVHW.

HecymicHicTb. [laHX HEMaE.

TepMiH NpUAaTHOCTI.
5 pokis.

YMoBM 36epiraHHs.
36epiraty npy Temnepatypi He Bule 25 °C. 36epirati y HeaoCTYNMHOMY Ans AiTeid micui. FOTOBUIA PO3YMH He
3aMOpOXXyBaTMW.

YnakoBKa. Jlioginizat y cknsgHnx ¢nakoHax. o 5 pnakoHiB Y KOHTYPHI KapTOHHIW ynakoBLi B KapTOHHIl
Kopoo6Li.

Karteropis Bignycky. 3a peLenTom.

BupobHuK. IMnakcoCmiTKnsainH ManydaktypuHr C.n.A. (ITanis)



GlaxoSmithKline Manufacturing S.p.A. (Italy)

Micue3HaxomkeHHA BUPOOHMKa Ta 0ro agpeca npoBafpKeHHN AiANIbHOCTI.
GlaxoSmithKline Manufacturing S.p.A.,

Strada Provinciale Asolana 90, (loc. San Polo) — 43056 Torrile (Parma), Italy.
I"nakcoCmiTKnsAH ManydaktypuHr C.n.A.,

Crtpaga MNposiHcianb AconaHa 90, (paitoH CaH Mono) — 43056 Toppine (Mapma), ITanis.



