MEPENIK
NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMOETEHTHAMUW OPTAHAMW CMNONYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLT, ANOHII, ABCTPAII,
KAHAAN, NIKAPCbKUX 3ACOBIB, LWO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOIO BAPEECTPOBAHI KOMMNETEHTHUM OPIrAHOM
EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby YnakoBsKa) NocBi0YeHHs1
1. MANNOTAPI NopoLLIOK NS Mdcpaiizep CLA BTOPWHHE NaKkyBaHHSA, MapKyBaHHS, Re-evaluate gemtuzumab  3a peyenmom UA/18298/01/01
KOHUEeHTpaTy A5 Enu.Ci.Mi. 36epiraHHs, BUMYCK cepii: o0zogamicin drug substance
PO34uHy NS iHQy3ilA, KopnopefiH, dapmauisa i AngpxoH KomnaHi J1/1C, and drug product lot release
4,5 mr; no 4,5 mMry CLWA CLIA; acceptance criteria for
dhnakoHi, no 1 BUPOOHMLUTBO, NEPBNHHE MaKyBaHHS, appearance, iCE, CGE and
dhn1akoHy y KapTOHHil TEeCTyBaHHs Npu BUMYCKy cepil, cytotoxicity assays based on ?
Kopoo6Li TecTyBaHHA NpW AOCIIKEHHI 25 unique combinations of
CTabinbHOCTI, 36epiraHHs: gemtuzumab and activated
Baet ®apmacstoTikan [iBixH o) calicheamicin drug substance
Baet Xonginrc JINC, CLUA; intermediate lots used to
TeCTyBaHHS Ha Li/liCHICTb YNaKoBKU manufacture gemtuzumab
(npwv gocnigxeHHi ctabinbHOCTI): ozogamicin drug substance
Bect ®apmacbtoTikan Cepsicec, and drug product using the
IHk., CLLA commercial manufacturing

process and tested using the
commercial specification
methods. Pfizer will submit the
corresponding data, the
analytical and statistical plan
used to evaluate the
specifications, and any
proposed changes to the

specifications.
2. NPUBIAXXEH PO3uuH NS iHQysil LIC/1 BepiHr AT, LLiBefiuapis BMPOBHULITBO HEPO3(hacoBaHoOI B.Il.h.1 b)1. Il Hagiiwnn  3a peyenmom UA/18357/01/01
100 mr/mn (10 %), no LBeliuapis NPOoAYKLUii, NepPBUHHE NakyBaHHA matepianu 23.05.24
25 mn, 50 mn, 100 mn, (acenTnyHe HanOBHEHHS), KOHTPO/Tb Updates sections 2.3.A.2 and
200 mn, a6o 400 mny AKOCTI, BUNyckK cepii: LIC/1 BepiHr AT, 3.2.A.2 as follows:
dhnakoHax, no 1 LLiBeliLapis; NnepBMHHE NakyBaHHS - to provide the current virus
dh/1aKoHy B KapTOHHIiA (mMapkyBaHHs1), BTOPUHHE NaKyBaHHS: reduction study data for
KopooLi LICN Bepinr AT, LBeliyapis CH9/Z+ filtration and virus

filtration steps
- to deregister the Octanoic
Acid (OA) Fractionation as a
virus and TSE reduction step
- to include a modernized
format of section 2.3.A.2 and

3.2.A.2.
3. NPUBIAXEH PO34uH NS iHdys3il LICN BepiHr AT, LLiBefiuapis BMPOBHULITBO HEPO3(hacoBaHoi B.l.a 2c) Il maTepianu HagaHo 3a peyernmom UA/18357/01/01
100 mr/mn (10 %), no LLiBeiiuapis npoAayKLii, NepBYHHE NakyBaHHsA 04.06.24

25 ms1, 50 mn, 100 mn, (acenTnyHe HanoOBHEHHS!), KOHTPO/Ib Introduction of an alternative




100 mr/mn (10 %), no
25 mn, 50 mn, 100 mn,
200 mn, a6o 400 mny
chnakoHax, no 1
dh/1aKoHy B KapTOHHIiA
KopoobLi

LLisefiuapis

NpPoAyKLUii, NepBNHHE NakyBaHHA
(acenTvyHe HaNOBHEHHST), KOHTPO/1b
SAKOCTI, BUNyckK cepii: LIC/1 BepiHr AT,

LLiBeiuapis; nepBMHHE NakyBaHHS
(MapkyBaHHs1), BTOPUHHE MaKyBaHHSA:
LICN BepiHr AT, LWBeliyapis

HagaHo 04.06.2024
Introduction of Hydrosart UF
Cassettes in the M99 facility
for manufacturing of IgPro10:
With this application, CSLB

intends to introduce the
Hydrosart UF cassettes as an
alternative to the Biomax UF
cassettes in the M99
production facility at CSL

Bering Bern. The Hydrosart
UF cassettes are already
licensed and used in the

IgLAB Modules I-1V. A detailed
description of the change can
be found in section 3.2.5.2.6

Manufacturing Process
Development, charter
3.2.5.2.6.12.51.

In addition, CSLB uses this
opportunity to introduce a
dossier optimization and

harmonization in Drug

Substance (DS) and Drug

Product (DP) section in the

submission package. The aim

of this optimisation is to
improve the readability of the

sections by eliminating
redundant information and to
avoid inconsistencies between

sections: 2.3.S.2., 2.3.P.3,,
2.3.P.7.,3.28S8.2.2,3.28.23,
3.2.P.23,32P3.1,
3.2.P.3.3,3.2.P.7.

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1

200 mn, abo 400 mn 'y [KocTi, Bunyck cepii: LICJ/1 BepiHr AT, dosing for Octanoic Acid at
chnakoHax, no 1 LLiBeiiLapis; nepBMHHE NakKyBaHHs! Bulk manufacturing step
1aKoHY B KapTOHHIi (mapkyBaHHs1), BTOPUHHE NaKyBaHHS: CZ0200.
KopoobUi LIC/1 BepiHr Al, LLBeiiuapis

4, NPUBIAXXEH PO34unH aNs iHQysil LIC/ BepiHr AT, LLiBeiiuapis BUPOBHMLTBO Hepo3dacoBaHoi B.l.a.2.a)IB Matepianu 3a peyenmom UA/18357/01/01




