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 OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

po34uH, 0,9 mr/mn
no 5 mny naswui 3
KpanesibHULEelo, No
1 nnawuyi 3
KpanesibHULE y
KapTOHHiI kopobui

XENC», YkpaiHa

nepBuHHE Ta BTOPVHHE
nakyBaHHS, KOHTPO/Ib
cepii, Bunyck cepii: Ap.
"epxapg MaHH Xewm.-
hapm. ®abpuk MM6X,
HimeuunHa; ginbHUUS, Ha
SIKili NPOBOAUTBLCSA
cTepwnisauif: BB®
CTtepwuniseiiluHcepsic
M6X, HiMeuunHa,;
ifeHTudpikayia HaTpito
CynbQiTy Ta KinbkicHe
BU3HayeHHs: NBA dapma
'M6X, HimeuunHa

finished or intermediate product -
Other variation
Addition of in-line sterile filtration
during filling into bottles (including
forward flow filter test and

bioburden check as controls), to
move the rejection of solution in

module 3.2.P.3.3 from step during

bulk filtration to after 2nd filtration
immediately before filling and to

add an additional homogenization
step to improve manufacturing

process.

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 ENNOKC Kpansi o4Hi, TOB «BAYLU Ykpaina BUPOGHULITBO HimeuunHa | B.Il.b.3.z type IB — Change in the 3a UA/18429/01/01
nikapcbKoro 3acoby, manufacturing process of the peyenmom




