MEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKNX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAMIB NMPO BHECEHHA 3MIH A0 PEECTPALINHUX

MATEPIANIB MPOTAroM Ali PEECTPALIAHOINO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPFAHAMU CMOJTYYEHUX LUTATIB AMEPVKW, LUBENLLAPCbKOI KOH®ELEPALL, AMNOHII, ABCTPAII, KAHAAW, NIKAPCLKNX 3ACOBIB, WO
3A LUEHTPA/I30OBAHOIO NMPOLEAYPOKO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMNEVNCBHLKOIO COKO3Y

Ne Ha3ssa snikapcbko20 dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKky peecmpayjiliHo2o
YnakoskKa) nocBi04Y€eHHs1
1. OHIBANA® KOHUeHTpaT ans ne dpaHuis BiAnoBigabHWI 3a cuA/ B.Il.b.2. a (Type IA) - Change to 3a UA/18775/01/01

MErUIbOBAHUN avicnepcii ans NNTABOPATYAP KOHTPO/b BUXigHMX HimeuunHa/ importer, batch release peyenmom

JNINOCOMAJIBHUIN | iHdbysiid, 4,3 mr/mn, CEPBE€ mMarepianis Ta PpaHuia/ arrangements and quality control
no 10 mn y donakoHi; Hepo3g)acoBaHOro HigepnaHau testing of the finished product -
no 1 chnakoHy B NPOAYKTY: Replacement or addition of a site
KOpOO6Lii 3 KApTOHY 3 ABicta ®apma CoJsloLHC, where batch control/testing takes
MapKyBaHHAM CLUA; place — To add IPSEN Pharma

YKpaiHCbKOH
MOBOI0; Nno 10 mn y
onakoHi 3
MapKyBaHHSM
iHO3EMHOI0 MOBOIO;
no 1 chnakoHy B
cTaHgapTHO-
€KCMOPTHIl ynakoBLi
3 MapKyBaHHAM
iHO3eMHOI0 MOBOIO,
SAKa MiCTUTbCA Y
KapTOHHIA KopobLi 3
MapKyBaHHSM
YKpaiHCbKOH
MOBOIO; no 10 mn y
oNakoHi 3
MapKyBaHHSM
iHO3EMHOI0 MOBOIO;
no 1 chnakoHy y
KapTOHHI Kopobui 3
MapKyBaHHSM
iHO3eMHOI0 MOBOIO 3i
CTikepom
YKpaiHCbKOH MOBOKO

BiANOBIAaIbHUI 3a
YKyNOpKy Ta Bi3yasbHuUii
KOHTPONb:
ADKMHOMOTO AnTea, IHK.,
CLUA;
BiAnoBigabHMI 3a
KOHTpPO/b
Hepo3acoBaHoro
NPOAYKTY:
Accowmeintc o Kein
Kopg, CLA,
BiAnoBigabHMI 3a
MapKyBaHHS! Ta BTOPUHHE
nakyBaHHS:
Bakctep OHkonoaxi
Mv6X, HimeuyunHa;
BignoBiAanbHWi1 3a
KOHTPO/b BUXIAHNX
marepianis:
BoctoH AHaniTukan,CLUA,
BiAnoBigabHWI 3a
KOHTPO/Ib SIKOCTi FOTOBOTO
nikapcbKoro 3acoby:
€HA0TOKCUH,
CTepunbHICTb, TBEPAi
4yacTku:
EcOxIEc IHCTUTYT
dpeseHiyc Mv6X,
HimeuunHa;
BiAnoBigabHWI 3a
KOHTPO/Ib SIKOCTi FOTOBOTO
nikapcbKoro 3acoby:
KifIbKiCHE BU3HAYEHHS,

Biotech (Parc d'Activites du Plateau

de Signes, Chemin Departemental

402, 83870 Signes, France) as an

alternative site responsible for raw

materialtesting (active substance
and excipients) and bulk drug
product testing for ONIVYDE
pegylated liposomal 4.3 mg/ml
concentrate for dispersion for
infusion.

B.ll.c.1.c (Type IA) - Change in the
specification parameters and/or
limits of an excipient - Deletion of a
non-significant specification
parameter (e.g. deletion of an
obsolete parameter) — To delete the
non-specific parameter ‘heavy
metals test' from the specifications of
the excipient cholesterol
B.ll.c.1.c (Type IA) - Change in the
specification parameters and/or
limits of an excipient - Deletion of a
non-significant specification
parameter (e.g. deletion of an
obsolete parameter) - To delete the
non-specific parameter ‘heavy
metals test' from the specifications of
the excipient DSPC
B.Il.b.1.c (Type Il) - Replacement or
addition of a manufacturing site for
part or all of the manufacturing
process of the finished product - Site
where any manufacturing




Ne HasBga snikapcbko20 dopma BUMYCKY 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
ineHTudikauia, LoMiwKku, operation(s) take place, except

hi3NKO-XIMiYHI NOKA3HUKU:
EcxXIEc IHCTUTYT
®peseHiyc MM6X,
HimeuumnHa,
BiANoBiAa/IbHMIA 32
BMPOGHULITBO Ta KOHTPO/b
Hepo3acoBaHoro
NpoAyKTY, KOHTPO/Ib
BUXIAHUX MaTepianis:
InceH BiocaliHc, IHK.,
CLA;
BiANOBiAabHMI 3a
BMPOGHWLTBO Ta KOHTPO/Tb
Hepo3dacoBaHoro
NpPOAYKTY, KOHTPO/b
BUXiAHVX MaTepianis; 3a
YKYNOpPKy Ta Bi3yasibHUIA
KOHTPO/Ib; 3@ KOHTPO/1b
AKOCTi rOTOBOrO
NiKapcbKoro 3acooby:
KiNlbKiCHe BU3HAYEHHS,
ineHTUIKaLis, JOMILLKK,
i3NKO-XiMIYHI MOKA3HWKN;
3a KOHTPO/Ib SKOCTI
roTOBOrO /liKapCbKOro
3ac00y: eHO0TOKCUH,
CTepWUbHICTb, TBEPAj
4acTKU; 3a MapKyBaHHA Ta
BTOPUHHE NaKyBaHHS:
InceH ®apma bioTek,
PpaHLis;
BiANoBiAa/IbHMIA 32
KOHTPO/b BUXigHMX
marepianis Ta
Hepo3dacoBaHoro
NpoAyKTY:
KsoniTi Kemikan
JNTabopatopis, CLUA;
BiANOBiAabHMI 3a
MapKyBaHHS, BTOPUHHE

roTOBOrO /iKapCbKOro
3acoby:
JTabopatopii CepB'e
IHaacTpi, ®paHLis;
BiNOBIgaNbHWIA 3a
MapKyBaHHs1 Ta BTOPUHHE

nakyBaHHs Ta BUNycK cepii

NakyBaHHA:

batch release, batch control, and
secondary packaging, for biological/
immunological medicinal products or
for pharmaceutical forms
manufactured by complex
manufacturing processes - To add
IPSEN Pharma Biotech (Parc
d'Activites du Plateau de Signes,
Chemin Departemental 402, 83870
Signes, France) as an alternative
site responsible for bulk drug
product manufacture of the finished
product ONIVYDE pegylated
liposomal 4.3 mg/ml concentrate for
dispersion for infusion.
B.ll.c.1.c (Type IA) - Change in the
specification parameters and/or
limits of an excipient - Deletion of a
non-significant specification
parameter (e.g. deletion of an
obsolete parameter) - To delete the
non-specific parameter 'heavy
metals test' from the specifications of
the excipient MPEG-2000-DSPE
B.ll.c.z (Type IB) - Change in control
of excipients in the Finished Product
- Other variation — To add Quali
Controle (29 Rue Paul Vaillant
Couturier, 60110 Mery, France) as
an alternative site responsible for
raw material (excipient) testing.
B.Il.c.2.d (Type IB) - Change in test
procedure for an excipient - Other
changes to a test procedure
(including replacement or addition) —
To add the DSPC:
Phoshphatidylcholine (based on dry
weight) test procedure for the
excipient DSPC.
B.ll.c.2.d (Type IB) - Change in test
procedure for an excipient - Other
changes to a test procedure
(including replacement or addition) —
To add the MPEG-2000-DSPE: Free
Fatty Acid test procedure for the
excipient MPEG-2000-DSPE.
B.Il.c.2.d (Type IB) - Change in test

procedure for an excipient - Other




Ne HasBga snikapcbko20 dopma BUMYCKY 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
[Lepe JoxicTik, PpaHuis;

BiNOBIgaNbHWIA 3a
KOHTPO/1b BUXIAHNX
mMartepianis:
MPOKCI Na6opatopi3 6B
CiHeHcic Navid CaiiHcic
BB, HigepnaHaw;
BiNOBigaNbHWIA 3a
KOHTPO/1b BUXIAHUX
mMartepianis:

KA KOHTPO/b,
dpaHuis

changes to a test procedure
(including replacement or addition) -
To add the MPEG-2000-DSPE
(Based on Dry Weight) test
procedure for the excipient MPEG-
2000-DSPE.

B.ll.c.1.c (Type IA) - Change in the
specification parameters and/or
limits of an excipient - Deletion of a
non-significant specification
parameter (e.g. deletion of an
obsolete parameter) - To delete the
non-specific parameter 'heavy
metals test' from the specifications of
the excipient HEPES




