NMEPENIK

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

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

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

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

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby YnakoBsKa) NocBi0YeHHs1
1 BAKCHbLIOBA | cycneHsia ans Mepk LWapn i | LUseiiuapis TecTyBaHHA CTabiNbHOCTI CLUA/ B.l.e.2, 1l 3a UA/20539/01/01
HC BAKUUMHA | iH'ekuiii, no 0,5 mn Joywm IOEA nikapcbKoro 3acoby (LinicHiCTb Higepnangu/ To introduce a post peyenmom
MHEBMOKOK | (1 go3a); no 0,5 mn rm6X 3aKpUTTA KOHTElHepY): IpnaHais/Hime approval change
OBA CyCneHsii y EypocpiHc laHkactep yynHa/lTanis management plan to
MONICAXAPW | nonepefHbO Na6opaTopis IHk., CLUA enable extension of the
OHA HanoBHEHOMY Bunyck nikapcbkoro 3acoby Ta storage period (up to 10
KOH''OFOBA | wnpwuui (ckno Tuny TecTyBaHHA CTabi/IbHOCTI years) for the active
HA (15- I) 3 06mexyBayem (BigcoTok aacopbui): substance: monovslent
BANEHTHA, XOAy NOPLLUHSA Eypoditc MPOKCI Na6opatopi3s bulk conjugates (MBC).
ALNCOPBOBA | (6e3naTekcHui B.B., Higepnangu
HA) 6pPOMOYTUNOBWIA BTOpWHHE nakyBaHHs Ta
Kayuyk) Ta MapKyBaHHS LUMPULiB; BUMYCK
KOBMa4KoM roTOBOrO JiKapCbKOro 3acoby:
(6e3nartekcHuin Mepk LWapn i Joym B.B.,
cTupon- HigepnaHngn
6yTagieHoBuiA abo TecTyBaHHSA Ta BUNYCK
6e3naTekcHui af'loBaHTy asltoMiHito chochaty
i3onpeH- (XimiyHe); BUMYCK NiKapcbKoro
6pPOMOYTUNOBWIA 3aco0y Ta TeCTyBaHHSA
Kayuyk). Mo 1 CTabiNbHOCTI (XiMiYHE):
nonepeaHsL0 MCZ IHTepHewHn M6 X/IMCL,
HanoBHEHOMY IpnaHgis (BpinHi), IpnaHgis
wnpuuy 3 1 HanoBHeHHA nikapcbkoro
OKPEMOHO FO/KOH0 3aco6y Ta iHCNeKTyBaHHS;
a6ono 1 BMPOGHULITBO, TECTYBAHHSA Ta
nonepeaHbL0 BUMYCK a/'tOBaHTy a/lloMiHil0
HarnoBHEHOMY thochaty (MikpobionoriyHe);
wnpuuy 3 2 BMNYCK NiKapCbKOro 3acoby Ta
OKPEMUMM ronKamu, TecTyBaHHSA CTabisIbHOCTi
a6o no 10 (mikpobiosoriyHe); BUNycK
nonepeaHbL0 nikapcbKoro 3acoby:
HanoBHEHUX MCJ, IHTepHeLwwHN TM6X/MC[,
wnpuyis 3 20 IpnaHgais (Kapnoy), IpnaHgis

OKpEMUMU TONIKaMu
B KAPTOHHIi KOpo6Ui

TecTyBaHHSA cTabiNbHOCTI
nikapcbKoro 3acoby (iHiditooya




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
pasom 3 Ta nigTpumyroya cunia):
IHCTpYKLUi€t An1A HysicaH 'M6X, HimeuunHa
MeaNYHOro HanoBHeHHA nikapcbKoro
3acTocyBaHHS. 3aco6y Ta iHCNeKTyBaHHS;
Wnpuy, 3 BMNYCK NiKapCbKoro 3acoby Ta
rosikoro(amm) TeCTyBaHHS CTabifIbHOCTI

3anakoBaHO Yy J/I0TOK

(ximiyHe, mikpobionoriyHe Ta
LiMiCHICTb 3aKpUTTA
KOHTenHepy):
MNarteoH Itania C.n.A., Itanis




