MEPENIK
NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

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 dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby ynakoska) NocBi0YeHHs1
1. COJIIKBA PO34MH ANa iH ek, 100 TOB "CaHodi- YkpaiHa CaHodpi-ABeHTic [loiunang, HimeuunHa B.Il.b.3.b type Il - Change in the 3a UA/16774/01/01
Og./mn+50 mkr/mn; Ne3 ABEHTIC YKpaiHa" 6eX manufacturing process of the peyenmom
a6o Ne5: mo 3 mny finished or intermediate product -
KapTpuaKi, BMOHTOBaHOMY Substantial changes to a
B OZHOPA30BY LUNPULL- manufacturing process that may
pyuky; no 3 abo no 5 have a significant impact on the
LUNPUL-PYYOK B KAPTOHHIl quality, safety and efficacy of the
Kopo6ui. F0KM B yNnakoBKy medicinal product
He BK/IH0YEHi Increase in the batch size of the
finished product, with introduction
of an additional batch size of 2600
L to the existing range of 400 L.
B.ll.b.4.d type Il - Change in the
batch size (including batch size
ranges) of the finished product -
The change relates to all other
pharmaceutical forms
manufactured by complex
manufacturing processes
Change in the manufacturing
process of the finished product,
with introduction of an alternative
filling line in isolator technology
with line-dedicated compounding
area.
2, CO/NIKBA PO34mnH ANs iH exuii, 100 TOB "CaHodi- YkpaiHa CaHodpi-ABeHTic [ounaHg, HimeuunHa B.Il.b.3.b type Il - Change in the 3a UA/16775/01/01
Oa./mn+33 Mkr/mn; Ne3 ABeHTIC YkpaiHa" v6X manufacturing process of the peuenmom

a6o Ne5: no 3 mny
KapTpuaXi, BMOHTOBaHOMY
B O[HOPa30BYy LUNPWUL-
pyuky; no 3 a6o no 5
LLINPUL-PYYOK B KAPTOHHIN
Kopo6Li. F0/1KM B yNakoBKy
He BK/IIoYeHi

finished or intermediate product -
Substantial changes to a
manufacturing process that may
have a significant impact on the
quality, safety and efficacy of the
medicinal product
Increase in the batch size of the
finished product, with introduction
of an additional batch size of 2600
L to the existing range of 400 L.
B.ll.b.4.d type Il - Change in the
batch size (including batch size
ranges) of the finished product -




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoska) nocsi04YeHHs1

The change relates to all other
pharmaceutical forms
manufactured by complex
manufacturing processes
Change in the manufacturing
process of the finished product,
with introduction of an alternative
filling line in isolator technology
with line-dedicated compounding
area.




