LLBEALLAPCbKOI KOH®EAEPALLIT, ANOHIT, ABCTPA/II, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO 3A
LIEHTPA/II30BAHOIO NPOLEAYPOIO 3APEECTPOBAHI KOMNETEHTHVMM OPFAHOM

NMEPENIK
NIKAPCbKNX 3ACOBIB LLOAO AKUX SABEPLLEHO PO3I/IAA4, PE€CTP6LI,II7IHI/IX MATEPIA/IB NPO BHECEHHA
3MIH 4O PEECTPAUINHNX MATEPIANIB NMPOTAIOM All PEECTPALINHOIO NocCBIAYEHHA HA NNIKAPCDBKI
3ACOBMU, AKI SAPEECTPOBAHI KOMMNETEHTHUMW OPITAHAMU CNONYYEHUX WUTATIB AMEPUKW,

EBPOMENCbLKOIro CO3y

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby YnakoBKa) nocsi0O4YeHHs1
1. XAUPIMO3 PO34MH AN iH'EKLR, CaHpo3 ABCTpIst KOHTPO/b LLIseliyapisi/ 1) «B.ll.b.5.a, IA — To tighten the specification for the 3a UA/17973/01/01
40 40 mr/0,8 mn; no 0,8 v6X (XiMiYHWIA/i3NYHNIA): CnoseHis/ following IPCs: peyenmom
M/T PO3UUHY Y HosaprTic ®apma LUTaiiH AscTpis/ -bioburden (BB1) of compounding from < 100 CFU/10
nonepegHLo Al, WBeiiyapisi; KOHTPOsIb HimeyunHa ml total count to < 10 CFU/10 ml total count;
HarnoBHEHOMY cepii (6ionoriyHuiA): - fill weight from 0.804 — 0.871 g to 0.821 — 0.871 g at
wnpuui; no 1 a6o 2 HosaprTic ®apma Al’, the Schaftenau side.
nonepegHLo LLIBeliLapisi; KOHTPO/b B.Il.b.5.c, IA — To delete the container-wise identity
HarnoBHEHMX cepii (6ionoriyHnid): ek testing applied during the manufacture of the finished
wnpuuis y A.4., NE BupobHuyTB0 product manufactured at the Schaftenau DS site.
6nictepax y MeHrew, CrnoBeHis; In addition, the marketing authorization holder has

KapTOHHI Kopo6Lyi

NOBHWIA LMK
BMpobHULTBa: CaHao3
M6X - Bupo6Hunia
OinbHUUA ACEenTUYHI
Nikapcbki 3acobum
LWadpTeHay (AcenTuyHi
N3LW), ABCTPIs; KOHTPOSb
cepii (XiMivHUIA/i3NUHWIA):
€spochiHc PACT 'mM6X,
HimeyumHa; KOHTposb
cepii (MikpobionorivuHuii -
CTEePWUSIbHI MOKA3HWKY,
MiKpO6iOOriYHWA -
HecTepusbHI NOKa3HUKN):
CaHpos 'moX -
BupobHuya ainbHuus
BioTexHonoriuHi Jlikapcbki
Cy6cTtaHuii Kynans (BT
NCK), ABCTpisl; KOHTPO/Ib
cepii (6ioNorivHniA):
CVH/TAB AHaniTUKC eHg
Cepsicuc LLBeliuapis Arl,
LBeliuapis

taken opportunity to update Module 3.2.P.3.3.».

2) «B.l.b.2.e, IB — To introduce the pour-plate method,
based on Ph. Eur. 2.6.12 and USP <61>, as
alternative method to the currently approved

membrane filtration method to assess bioburden
during AS release.

B.l.a.3.e, IB — To increase the main-stage cultivation
volume in order to maximize the existing equipment
volume.

Furthermore, the MAH took the opportunity to
introduce editorial changes as listed in the present and
proposed table.».

3) «B.Il.f.1.b.5, IB - To extend the of out-of-fridge end
storage period of the finished product at 25 + 2° C from
14 days to 21 days, in accordance with an approved
stability protocol.».

4) «B.ll.e.6.b, IA — Change in the packaging material
not in contact with the finished product to remove the
CE-marking of the BD UltraSafe PassiveTM needle
safety device X100L.».




