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 OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLYI, ANOHII, ABCTPANII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HuUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsioyeHHs1
1. NPUBIAKEH po34nH aNna iHdpysili 100 LICN Bepinr Al LBeliuapis BMPOGHMLTBO LBeliuapis B.l.e.5. c), IB, Submission of the 3a UA/18357/01/01
mr/mn (10 %), no 25 ms, 50 Hepo3gacoBaHoi Privigen data fulfilling the Post- peuyenmom

w1, 100 mn, 200 mn, abo
400 mn y donakoHax, no 1
(h/1aKoHY B KApPTOHHIN
Kopoo6Li

npoAyKLii, NnepBrHHe
nakyBaHHs (acenTuyHe
HarMoBHEHHS), KOHTPO b
AKOCTI, BUNyck cepii: LC/
BepiHr AT, LUBeliLapis;
BTOPWHHE NMaKyBaHHS:
LIC/1 BepiHr AT,
LBeliuapis

Approval Change Management
Protocol (PACMP), for the
licensing of the IgLab Module V,
affecting drug substance.
B.ll.g.5. c), IB, Submission of
the Privigen data fulfilling the
Post-Approval Change
Management Protocol (PACMP),
for the licensing of the IgLab
Module V, affecting drug
product.

B.l.a.3.e), IB,

Change in batch size, 10% Bulk
Size Increase for the
manufacture of IgProl0 in the
IgLAB Module V.
B.ll.b.3 a) IB, Implementation of
Bulkpooling IgPro10 from IgLAB
Module V in mobile tanks for
aseptic filling on Filling Line III.
B.l.e.5 c) IB, Submission of the
Privigen data fulfilling the Post-
Approval Change Management
Protocol (PACMP), for the
licensing of the IgLab Module VI,
affecting drug substance.
B.ll.g.5 c) IB, Submission of the
Privigen data fulfilling the Post-
Approval Change Management
Protocol (PACMP), for the
licensing of the IgLab Module VI,
affecting drug product.
B.La.4 b) IA,

Update Nitrogen (Protein)
Determination by Dumas
Method to New Calibration
Curve: Change to in-process
tests or limits applied during the




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs

manufacture of the active
substance - Addition of a new in-
process test and limits.
B.l.a.3 €) IB,

Change in batch size, 10% Bulk
Size Increase for the
manufacture of IgPro10 in the
IgLAB Module VI.

B.ll.b.3 a) IB,

Optional Pooling of Two IgPro10
Final Bulk Lots Manufactured in
IgLAB Module VI or One Lot
Manufactured in IgLAB Module
V and One Lot Manufactured in
Module VI into Mobile Bulk
Tanks prior to Sterile
Filtration/Aseptic Filling on Filling
Line Ill. Additional pooling option
for the Privigen final bulks
manufactured in M99 into mobile
bulk tanks prior to sterile
filtration / aseptic filling.




