NEPENIK

NIKAPCbKNX 3ACOBIB WOAO AKX 3ABEPLLEHO PO3I/iA4 PI§€CTPALI,II7IHI/IX MATEPIANIB NPO BHECEHHA 3MIH 4O
PEECTPALINHNX MATEPIANIB NMPOTArOM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI
3APEECTPOBAHI KOMMNETEHTHMW OPITAHAMWU CNMONYYEHUX WUTATIB AMEPUKIN, LULBENLAPCBKOI KOH®EAEPALI,

AMNOHII, ABCTPAJTI, KAHAAW, NIKAPCbKX 3ACOBIB, LLO 3A LEHTPA/TI3OBAHOI NMPOLUEAYPOK 3APEECTPOBAHI

KOMMNETEHTHMM OPFAHOM EBPOMNENCBLKOIO COKO3Y

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayjitiHo2o
3acoby ynakosKa) nocsi04YeHHs1
1. 3IPABEB KOHUEHTPpAT N5 po34nHy Mcpaiizep Eity.Ci.Ni. CLWA 36epiraHHA AdI, CuA/ B.Il.d.2.d Type IB — Change in 3a UA/18148/01/01
AnA iHdysii, 25 mr/Mn; no KopnopeiiH BMPOGHULTBO, NEPBUHHE IpnaHgis/ test procedure for the finished peyenmom
100 mr/4 mn y donakoHi; no naKyBaHHs, TECTyBaHHS Npu Benebris product - Other changes to a

1 dpnakoHy y KapTOHHilA
KOpOo6Li 3 MapKyBaHHAM
YKpaiHCbKOK MOBOIO; MO
400 mr/16 mn 'y donakoHi;
no 1 donakoHy y KapTOHHilA
KOpO6Li 3 MapKyBaHHSM
YKpaiHCbKOK MOBOIO; N0
100 mr/4 mn y hnakoHi; no
1 donakoHy y KapTOHHI
KopobLi 3 MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3
HaHeCeHHsAM CTUKepy
YKpaiHCbLKOH MOBOIO; N0
400 mr/16 mMn 'y donakoHi;
no 1 donakoHy y KapTOHHIl
KopobLi 3 MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3
HaHeCeHHsAM CTUKepy
YKpPaiHCbKO0 MOBOK

BUMYCKY, BTOPUHHE NaKyBaHHA
Ta MapKyBaHHs, BUNycK cepii:
dapmauis i AngxoH Komnani
NNC, CWA; TecTyBaHHA npu
BUNYCKY cepii, TeCTyBaHHS Npu
OOCNiMKEHHI CTabiNIbHOCTI:
Baet bio®apma isikH ot
Baet ®apmaceyTtukasc J1/1C,
CLUA; TecTyBaHHsA npu
BUNYCKY cepii, TeCTyBaHHS Npu
OOCNIMKEHHI CTabiNbHOCTI:
Mdpaiizep IpnaHgis
PapmacbloTikans, lpnaHgis;
BMNycK cepii: Mdpaiizep Cepsic
KomnaHi EBEA, Benbris

test procedure (including
replacement or addition) to
update the SE-HPLC test
procedure in the specifications
of the finished product.




