NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALINHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, BEJIMKOI BPUTAHII, LUBEULAPCBHKOI KOH®EAEPALII,

AMNOHII, ABCTPAJII, KAHAAWN, NIKAPCbKNX 3ACOBIB, O 3A LLEEHTPANI3OBAHOLO MNMPOLIEAYPOIO 3APEECTPOBAHI
KOMMETEHTHM OPIrAHOM €BPOMNENCBKOIO COKO3Y

Ne Hassa dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, npoyedypa Bionycky peecmpayitiHo2
3acoby ynakoska) 0 NOCBIOYEHHsI
1. BAKCHBIOBAH | cycneHsist ans iH'ekLiid, Mepk Wapn i Joym LBeliuapis TecTyBaHHs CTabifIbHOCTI NikapCbKoro CLUA/ B.l.e.5.c,IB - To 3a UA/20539/01/01
C BAKUMHA no 0,5 mn (1 gosa); no IAEA TmM6X 3aco6y (LiNicHICTb 3aKpUTTA Higepnangu/ implement changes peuyenmom
MHEBMOKOKO | 0,5 mn cycneHsiiy KOHTEliHepY): Ipnangis/ foreseen in the
BA nonepegHsL0 EypodiHc laHkacTep /labopaTopi3 HimeyuunHa/ approved change
MONICAXAPUA | HanoBHEHOMYy LUNpuLi IHK., CLLUA; Bunyck nikapcbkoro 3acoby ITanis management protocol

HA
KOH'IOrOBAH
A (15-
BA/EHTHA,
AJICOPEOBAH
A)

(ckno Tuny 1) 3
obMmexyBavem xoay
NopLUHSA (6e31aTekcHni
6POMOYTUNIOBUIA KayuykK)
Ta KOBNaykom
(6e3naTekcHWin cTMpon-
6yTagieHoBuin abo
6e3narekcHuii i3onpeH-
6poMOyTNNOBUIA
Kayuyk). Mo 1
nonepeaHLo
HanoBHEHOMY LINPpULY 3
1 okpemoto rofkoro abo
no 1 nonepegHL0
HanoBHEHOMY LINPpULY 3
2 OKpemuMW rofikamu,
abo no 10 nonepefHbLO
HanoBHEHWX LUMPULB 3
20 oKpeMuMu rosikamu B
KapTOHHIiA KOpo6Li
pasom 3 iHCTPYKLiEt0
AN MegnyHoro
3acTocyBaHHs. LLnpuy 3
rosikoto(amm)
3anakoBaHo Yy /10TOK

Ta TecTyBaHHS cTabifibHOCTi (BigCOTOK
afacop6uii): EypocpiHc NMPOKCI
Nabopatopis b.B., Higepnangy;

BTopvHHE nakyBaHHSA Ta MapKyBaHHS

LUNPULIB; BUMYCK rOTOBOTO NiKapCbLKOro

3acoby:

Mepk Wapn i Joym B.B., HigepnaHaw;
TecTyBaHHsA Ta BUMYCK af'toBaAHTY
a/TloMiHI0 chocdhaTy (XiMiuHe); BUIyCK
NiKapcbKoro 3acoby Ta TecTyBaHHS
cTabinbHOCTI (XiMiUHE):

MC/, IHTepHewHn MM6X/MCL
Ipnangis (BpixHi), IpnaHgis;
HanoBHeHHs nikapcbKoro 3acoby Ta
iHCNeKTyBaHHS; BUPOOHMLTBO,
TeCTyBaHHS Ta BUNYCK af'loBaHTy
a/loMiHI0 dhocdhaTy (MikpobGionorivHe);
BMNYCK MikapCbKOro 3acoby Ta
TecTyBaHHA CTabi/IbHOCTi
(mikpobionoriyHe); BUMYCK NikapcbKoro
3acoby:

MCA, IHTepHewHn FTM6X/MCA,
Ipnangia (Kapnoy), Ipnaxgis;
TecTyBaHHS CTabIi/IbHOCTI NiKapcbKoro
3aco06y (iHilitotoya Ta nigTpymytoya
cuna):

HysicaH TM6X, HimeuunHa;
HanoBHeHHs nikapcbkoro 3acoby Ta
iHCNEeKTYBaHHS; BUMYCK NiKapCbKoro
3acoby Ta TecTyBaHHsi cTabifibHOCTi
(ximiuHe, MikpobionoriyHe Ta LjinicHiCTb
3aKpUTTA KOHTEliHepy):
MateoH Itanis C.n.A., ITanis

to extend the storage
period for serotypes 1,
6A, 9V, 22F and 23F
from 6 years to 7
years (84 months).
TepMiH BBEAEHHS 3MiH
- rpyaeHs 2026.




