BI/IIfOHAB‘{I/Iﬁ OPI'AH KUIBCBHKOI MICBKOI PAJIU
(KUIBCBKA MICBKA JIEPXKABHA AJIMIHICTPALILS)

AEIIAPTAMEHT OXOPOHMU 310POB’A

HAKA3
o7 7 ﬁz@'% Ne 497

IIpo Posmonin imyno6ionoriunoro mpemnapary «HEPATITIS B VACCENE DNA
RECOMBINANT, 1 DOSE VIAL PEDIATRIC DOSE WITH VACCINE VIAL
MONITOR (VVM)» s npodiTakTHKH BipyCHOTO IelaTUTy B, OTpHMaHOro y
BUITIAL OnarofiiftHoi nonomMoru Bix dursivoro ®ouny OOH (IOHICE®)

3 METOK palioOHaNBHOTO Ta ILiNBOBOIO BHKOPUCTAHHS iMyHOOIONOTIYHOrO
npenapaty «HEPATITIS B VACCENE DNA RECOMBINANT, 1 DOSE VIAL
PEDIATRIC DOSE WITH VACCINE VIAL MONITOR (VVM)» mis
NPOQIIaKTUKH BipYyCHOTO TenaTHTy B, oTpumaHoro y BHITIAAI OnaromiiHoi
mornomoru Bi Hutsworo ®omxy OOH (IOHICE®), 3 ypaxyBaHHAM IHMCTa
MinictepcTBa OXOpoHH 310poB’st Vkpainu Big 03 TpaBHa 2022 poky Ne 26-
04/9952/2-22, na mifgcraBi Hakazy JlemapraMeHTy OXOPOHHM 3IOpOB’Sl Bijn 24
Gepesnsa 2017 poxy Ne 120 «IIpo 3arBepmkeHHs mepeliky 6a30BMX 3aKIajiB
OXOPOHU 3J0POB’S, IO OTPHMYIOTh JHKapChKi 3aco0u Ta MeAndHi BHpPOOH,
3aKyILIEH] 32 GX0/KETHI KOIUTH Ta OTPHUMAH| B SIKOCTI I'yMaHiTaAPHOI JOIIOMOTH»

HAKA3VIO:

1. 3atBepoutu «HEPATITIS B VACCENE DNA RECOMBINANT, 1
DOSE VIAL PEDIATRIC DOSE WITH VACCINE VIAL MONITOR (VVM)»
[t IpoMiTakTHKK BIPYCHOT'O IenaTuTy B, OTpHMMaHOro y BHIVIAAI GlaroiiHoi
noromoru Bix Jutadoro @ouxy OOH (FOHICE®), (mani — Posmoxin), o
JIOJAETHCS.

2. Mupexropy bas3u crienianbHOTO MEAMYHOIO 3a0€3IIEUUTH:

2.1. Orpumanns Bin Jutagoro @ouny OOH (IOHICE®) 3 poTpuMaHHAM
ONTUMAJIBHUX YMOB «XOJIOJOBOTO JIAHIOTa». IMYHOOIOJONYHOrO Ipenapary
iMmyHOGionoriusoro  mpemapatry ~ HEPATITIS B VACCENE DNA
RECOMBINANT, 1 DOSE VIAL PEDIATRIC DOSE WITH VACCINE VIAL
MONITOR (VVM)»1s mpodinakTiHKed BipyCHOTO rematuty B, Yy KiTBKOCTI,
3aTBepIKEHOro Po3nominoM nporo Hakasy, oOiiK, onpuOyTKyBaHHS Ta B3SATTA HA



OanaHc 3aKiany.

2.2, IlepcoHanbHy BiANOBINANBHICTH 3a NOTPHUMAHHS TEMIIEPATYPHOIO
pexuMy Ta yMOB 30epiraHss iMyHOOIOJIOTiYHOTO Mperapary.

2.3. byxranrepcekuii  o0iik Ta  3BITHICTH NP0  BHKOPUCTAHHS
iMyHO010JI0TiYHOr0 Ipemnaparty Bi/ITOBIIHO 10 3aKOHOIABCTBA YKpPaiHH.

2.4. Hlomicsans, no 15-ro uyucna MicsIs HACTYIHOIO 3a 3BITHMM, Ta IO
15 ciyHA HacCTyNHOro 3a 3BITHMM pPOKy, HajaHHS 10 JlemapTraMeHTy OXOpOHH
300pOB’s BHMKOHaB4oro opraHy KuiBcbkoi Micekoi pamu (KuiBchbkoi Michkoi
nepKaBHOI anMiHicTpauii) iHbopMmanil 3rigHo 3 gomarkom 1 mo makasy I'VO3 Bix
21 nucromaza 2012 poky Ne 490 «IIpo 3abesrneyenHs KOHTPOIIO 3a IiIBOBHM Ta
ebeKTMBHAM BHKOPHCTAaHHAM 3aKiafaMH OXOPOHH 3I0POB’S MicTa IKapChKHX
3aco0iB, BUPOOiB MEIUIHOIO NPHU3HAYEHHS Ta MEAUYHOI TEXHIKH, 3aKyILICHHX 3a
KOLLTH AEPXKABHOT'O Ta MICBKOT0 OFOKETIBY.

2.5. Cniucanss iMyHOG10JI0TI9HOT0 MpenapaTy y HaJA3BUYaiHAX BUIAKaX (3
IPOCTPOYEHUM TEPMIHOM pearizamii, MO He MoOXe OyTH BHMKOPHUCTAHMM B
pe3ylbTaTi IOpYIIEHHsS I'€pPMETHYHOCTI YHaKOBKH, 3MIiHM 30BHIilIHHOIO BHUIIISAY,
NOPYLIEHb «XOJIONOBOIO PEXHMMY», TOIIO) IpU MHOTro/pKeHHI 3 JlemaprameHTOM
OXOPOHHU 3JI0pOB’s BHKOHaB4Yoro oprany KwuiBcbkoi wmicekoi pamu (KuiBcbkoi
MICBKO1 JIep>KaBHOI aaMiHiCTpallii).

3. HayansHMKy BiAily BHYTpIIIHBOTO ayauTy JlemapTaMeHTy OXOpPOHH
300pOB’sl BHMKOHaBY4Ooro opraHy KwuiBcbkoi Mickkol pagu (KuiBcbkoi MichKoi
IepXKaBHOI aIMiHICTpanlii) 3a0e3NeYuTH KOHTPONb 34 MIIHOBUM BHKOPHCTAHHIM
iMyHOO010JIOTIYHOTO TIpenapaTy Iij Yac MpOBEeICHHS ayAUTiB.

4. Kepisnrky KoMyHansHOrO HekomepuiiiHoro mimmpuemctsa «KHiBepKui
MICBKHH 1HGOpManiHHO-aHATITHYHAN HEHTP MEJUUHOI CTATUCTUKH» BUKOHABYOTO
oprany Kwuiscekoi micekoi pamu (KuiBchkoi MickKkoi AepikaBHOI aaMiHicTparil)
3a0e3MeYnTy ONpHIIOAHEHHS Ha o¢iniifinoMmy web-caiiti JlemapraMeHTy OXOpOHH
30pOB’st BHMKOHaB4Oro opraHy KuiBcekoi Micekol pamu (KuiBcbkoi MicBKOY
JepKaBHOI aAMIHICTpallil) 3MiCTy I[bOTO HAKa3y.

5. KoHTpo#b 32 BUKOHAHHSAM HaKa3y ITOKJIACTH Ha 3aCTYIHHKIB JHUPEKTOpa
3TiZHO 3 PO3MOAIIOM 000B’ A3KiB.

Ilincraa: ciyxx6o0Ba 3amucka Bix 29HepsHs 2022 poky Ne 338/03.01.

Hupexrtop Banentnna 'TH3BYPT



Jlonarox

Haxas JlemapTaMeHTy OXOPOHH 340POB’S

BUKOHAaBUOro oprasy KuiBcrkoi Micekoi paau

(Kwuirchkof MickKol nepyxaBHOl anMinicTpauii)
OF 208 49

Posnoxin imyno6ionoriunoro npenapary «HEPATITIS B VACCENE DNA RECOMBINANT, 1 DOSE VIAL
PEDIATRIC DOSE WITH VACCINE VIAL MONITOR (VVM)» i1 npodinaktuxu BipycHoro renatury B,
OTPUMAHOTO0 Yy BUIJIaAAi 61aroaifiHol nonomoru Bia Jursayoro @ougy OOH (IOHICE®D)

No
3/n

basa cneniaJpHOro MEAMYHOTO MOCTaYaHHs - 3aKJjiajl-
oJiepxKyBa4 iMyHOOI0JIOTiHHOrO MpernapaTy

HEPATITIS B VACCENE DNA
RECOMBINANT, 1 DOSE VIAL PEDIATRIC
DOSE WITH VACCINE VIAL MONITOR

(VVM)

Kinskicrs 103

baza cneniansHoro MCIHYHOTO ITOCTAYaHHHSA - PE3CPB

11 400

3aCTYMHUK JUPEKTOpa - HaYaIbHUK
YIpaBIliHHA €KOHOMIKH

I'osoBuuii cnienianicT Bigminy JikyBajibHO-
npodinakTHYHOT JOTOMOrH AITAM Ta MaTepsM

% Jimutpo KVIIOITAJL

é{&& Omera COJIOBKIHA




