NMEPENIK

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

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

KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLYI, ANOHII, ABCTPANII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsioyeHHs1
1. BAKCHbBIOBAH | cycneHsist gns iH'ekuiid, no Mepk Wapn i LBeliuapis TecTyBaHHs CTabiNbHOCTI CLUA/ B.ll.g.2, Il 3a UA/20539/01/01
C BAKUMHA 0,5 mn (1 gosa); no 0,5 mn Loym IAEA NiKapcbKoro 3acoby Higepnangu/ To introduce a post-approval peuyenmom
MHEBMOKOKO | cycneHsii y nonepegHbo M6X (uinicHicTb 3akpuUTTA IpnaHgis/ change management protocol
BA HanoBHEHOMY LUNpULLi (CK0 KOHTelHepy): EypodiHc ITanis/ (PACMP) to introduce
MONICAXAPUA | Tuny |) 3 o6mMexyBavem NaHkacTep Jlabopartopi3 HimeuunHa alternatives and/or replacements

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

X0Ay MOpPLUHS
(6e3natekcHuit
6pPOMOYTMNOBUIA KayuyK) Ta
KoBnaykoMm (6e3naTekcHuit
cTupon-6yTagieHoBuii abo
6e3naTeKCHWIA i30MpeH-
6poMbYTNNOBWIA Kay4yk). Mo
1 nonepefHbO HAaNOBHEHOMY
Lwnpuuy 3 1 okpemotro
rofikoto a6o no 1
nonepeaHbLO HanoBHEHOMY
Lnpuly 3 2 oOKpemMrUmMu
ronkamu, a6o no 10
nonepeaHb0 HaNOBHEHUX
wnpuyis 3 20 okpeMumun
rosikaMu B KapTOHHil
KopobLi pa3om 3
IHCTPYKLi€0 4719 MegNYHOro
3acTocyBaHHs. Wnpuy, 3
rofnikoto(amu) 3anakoBaHo y
NOTOK.

IHK., CLUA; Bunyck
nikapcbKoro 3acoby Ta
TecTyBaHHS CTabi/IbHOCTI
(BigcoTok apcopoui):
EypocpiHc MPOKCI
Nab6opaTtopis b.B.,
HigepnaHaw; BTopuHHe
nakyBaHHS Ta MapKyBaHHS
LUMPWLB; BUMYCK FOTOBOIO
nikapcbKkoro 3acoby: Mepk
LWapn i foym B.B.,
HigepnaHgw; TecTyBaHHA Ta
BUNYCK &/, t0BaHTY aJ/TIOMiHit0
docchaty (XiMiuHe); BUNYyCK
nNiKapcbKoro 3acoby Ta
TeCTyBaHHS CTabifbHOCTI
(ximiuHe): MC/, IHTepHeLUHN
M6X/MCL, IpnaHgis
(BpiHHi), IpnaHgis;
HanoBHeHHs nikapcbKkoro
3aco6by Ta iHCMeKTyBaHHS;
BMPOGHWLITBO, TECTYBaHHS
Ta BUNYCK af’toBaHTy
aTIoMiHI dhocchaTy
(mikpobionoriuHe); BUMycK
nikapcbKoro 3acoby Ta
TecTyBaHHS CTabi/IbHOCTI
(mikpobionoriuHe); BUMycK
nikapcbKoro 3acoby:
MC[, IHTepHelwHN
M6X/MC/L IpnaHgis
(Kapnoy), Ipnangis;
TecTyBaHHSA CTabI/IbHOCTI
nikapcbKoro 3acoby
(iHiyitoroya Ta nigTpUMyroya

for primary packaging
components:
- Glass Vial and Rubber Stopper
for Vial Presentation and/or
- Glass Barrel with Tip Cap and
Plunger Stopper for Pre-filled
Syringe (PFS) Presentation.




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs
cuna):

HysicaH MM6X, HimeuunHa;
HanoBHEHHSs Nikapcbkoro
3ac00y Ta iHCNeKTyBaHHS;
BMNYCK NiKapCbKOro 3acoby
Ta TecTyBaHHS CTabiNbHOCTI
(ximiuHe, MikpobionoriyHe Ta
LiNiCHICTb 3aKpUTTA
KOHTeWHepy): MaTeoH Itanisa
C.n.A,, Itanis




