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/ 3MiHm | Ta ll TUNY, 3a UA/20539/01/01
C BAKUMHA no 0,5 mn (1 gosa); no IAEA TmM6X 3aco6y (LiNicHICTb 3aKpUTTA Higepnangu/ B.l.c.2.c., IA - peuyenmom
MHEBMOKOKO | 0,5 mn cycneHsiiy KOHTEliHepY): Ipnangis/ To delete the non-
BA nonepeaHL0 EypodiHc laHkacTep /labopaTopi3 HimeyuunHa/ significant parameter,
MONICAXAPUA | HanoBHEHOMYy LUNpuLi IHK., CLUA; ITanis Appearance via visual

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

Bunyck nikapcbkoro 3acoby Ta
TecTyBaHHSA CTabifbHOCTI (BiACOTOK
agcop6buin):

EypodpiHc MPOKCI /la6opatopi3 b.B.,
HigepnaHgu;

BTopvHHe nakyBaHHA Ta MapKyBaHHs
LUMPWLB; BAMYCK FOTOBOTO /1iKapCbKoro
3acoby:

Mepk Wapn i foym B.B., HigepnaHaw;
TecTyBaHHA Ta BUMYCK af’toBaHTy
antoMiHito chocdaTty (XimidHe); BUNYCK
NiKapCbKoro 3acoby Ta TecTyBaHHS
cTabinbHoCTI (xiMiuHe): MCJ,
IHTepHewHn MM6X/MC/L, Ipnangis
(BpiHHi), IpnaHgis; HanoBHeHHS
NiKapCbKOro 3acoby Ta iHCNeKTyBaHHS;
BMPOGHULTBO, TECTYBAHHSA Ta BUMYCK
af'loBaHTy aUTioMiHi0 dhocchaty
(mikpobionoriyHe); BUMYCK NlikapcbKoro
3acoby Ta TecTyBaHHS CTabiNbHOCTI
(mikpob6ionoriuHe); BUNycK MikapcbKoro
3acoby:

MCJ, IHTepHelwHn FTMEXIMC/,
Ipnangis (Kapnoy), Ipnaxgis;
TecTyBaHHS CTabiNbHOCTI NikapCbKoro
3aco06y (iHilitoroya Ta nigTpymMyoya
cuna):

HysicaH TM6X, HiMmeuuunHa;
HanoBHeHHs nikapcbKoro 3acoby Ta
iHCMEeKTYBaHHS; BUMYCK /TIKapCbKOro
3acoby Ta TecTyBaHHS CTabiNbHOCTI
(ximiuHe, mikpobionoriyHe Ta LjinicHiCTb
3aKpUTTA KOHTeHepy): MaTeoH ITanis
C.n.A,, ltania

inspection from the
immediate packaging
specifications of the
active substance
intermediate CRM197.
TepMiH BBEAEHHS 3MiH
- nuneHb 2026.







