NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMU OPTAHAMU CMOMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLYI, ANOHII, ABCTPANII,

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

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HuUK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsioyeHHs1
1. OHIBANA® KOHLeHTpaT Ansa gucnepcii ne PpaHLin BiNOBifabHWIA 32 CLUA/ Type IAin, B.Il.b.1.a. Replacement |3a peyerrmom UA/18775/01/01
NErMMNbOBAH ons iHdyysiii, 4,3 mr/mn; no JIABOPATYAP KOHTPO/b BUXIAHWX HimeuunHa/ or addition of a manufacturing site
nin 10 mn 'y dpnakoHi; no 1 CEPB'E€ marepianis Ta ®paHuia/ for the FP - Secondary
NINOCOMA/Nb thnakoHy B KOpo6Lii 3 Hepo3dhacoBaHOro HigepnaHan packaging site - To replace
HWIA KapTOHY 3 MapKyBaHHAM NPOAYKTY: DERET Logistique, 645 Rue des
YKpaiHCbKOK MOBOIO; Mo 10 Asicta ®apma ContoLHC, Chataigniers, 45570 SARAN,
MmNy donakoHi 3 CWA France with DERET Logistique,

MapKyBaHHSAM iHO3eMHOI0
MOBOIO; Mo 1 donakoHy B
CTaHAapTHO-EKCMOPTHil
yNaKkoBLji 3 MapKyBaHHAM
iHO3eMHOI0 MOBOIO, SiKa
MICTUTLCS Y KAPTOHHIl
KOpO6Li 3 MapKyBaHHAM
YKpaiHCLKOH MOBOIO; Nno 10
MmNy donakoHi 3
MapKyBaHHSAM iHO3eMHOI0
MOBOIO; Mo 1 donakoHy y
KapTOHHI Kopobuj 3
MapKyBaHHSAM iHO3eMHOI0
MOBOIO 3i CTikepom
YKpaiHCbKOK MOBOO

BiANoBigabHUIA 3a
YKYNOPKY Ta Bi3yasibHWiA
KOHTPO/Ib:
ApknHomoto AnTea, IHK.,
CLWA

BiANoBigabHUIA 3a
KOHTPONb
Hepo3dacoBaHoro
NPOAYKTY:
Accoluneiitc o Keiin
Kopg, CLWA

BiNOBifabHWIA 32
MapKyBaHHs1 Ta BTOPUHHE
nakyBaHHS:
Bakctep OHkonoaxi
v6X, HimeyunHa

BiNOBifabHWIA 32
KOHTPO/b BUXILHWX
marepianis:
BocTtoH AHanitukan,CLUA

BiANoBigabHUIA 3a
KOHTPO/Tb SIKOCTi FOTOBOTO
NiKapcbKoro 3acooy:
€HA0TOKCUH,
CTEPWUNBHICTb, TBEPAI
yacTku:
EcxIEc IHCTUTYT
PpeseHiyc 'M6X,

Site des 3 Arches, 2152 Route
Departementale, 45760 Boigny-
sur-Bionne, France as a site
responsible for secondary
packaging of Onivyde pegylated
liposomal, a 4.3 mg/ml
concentrate for dispersion for
infusion.
3miHa agpecu BupobHuka [epe
JToxicTik, dpaHuis, Wwo
BiANOBiAaNbHMI 32 MapKyBaHHS Ta
BTOPWHHE NakKyBaHHSA
Type IAin, B.ll.b.2.c.1 - Change to
importer, batch release
arrangements and quality control
testing of the FP - Replacement or
addition of a manufacturer
responsible for importation and/or
batch release - Not including batch
control/testing - To add Ipsen
Pharma Biotech, Parc d'Activites
du Plateau de Signes Chemin
Departemental 402, 83870 Signes,
France, as an alternative site
responsible for batch release (not
including batch control/testing) of
the finished product.
3MiHV BHECEHO B IHCTPYKLit0 415
Me[M4YHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
«BunpobHMK», «MicLe3Hax0mKeHHS
BMPOGHUWKa Ta ioro agpeca Mmicus
NPOBaKEHHS AiSSIbHOCTI» 3




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

BiANOBIgaIbHNI 3a
KOHTPO/Tb SIKOCTi FOTOBOTO
NiKapcbKoro 3acoby:
Ki/IbKiCHE BU3HAYEHHS,
iAeHTndikaLis, JOMILLKK,
Pi3NKO-XIMIYHI NOKA3HWKN:
EcOxiEc IHCcTUTYT
®peseHiyc Mm6X,
Himeuunna

BignoBigasibHWi 3a
BMPOGHULITBO Ta KOHTPOJ1b
Hepo3dhacoBaHOro
NpoAyKTY, KOHTPO/b
BUXIAHWX MaTepianis:
InceH BiocaliHc, IHk., CLUA

BiANoOBigabHUIA 3a
BMPOGHULITBO Ta KOHTPO/1b
Hepo3dacoBaHoro
NPOAYKTY, KOHTPO/Ib
BMXiAHMX MaTepianis; 3a
YKYMOpKy Ta Bi3yasibHUi
KOHTPO/b; 3a KOHTPO/Ib
AKOCTI rOTOBOroO
nikapcbkoro 3acoby:
KifIbKiCHE BU3HAYEHHS,
iaeHTndikaLis, AOMiLLKK,
i3MKO-XiMiYHi NOKa3HUKY;
3a KOHTPO/1b AKOCTI
rOTOBOrO /1iKapCbKOro
3ac00y: eHJ0TOKCUH,
CTEepPU/IbHICTb, TBEPAi
4acTKK; 3a MapKkyBaHHs Ta
BTOPVIHHE NaKyBaHHS;
BMNYCK cepii roToBOro
nikapcbKoro 3acoby:
InceH ®apma bioTek,
PpaHuin

BignoBigasibHWi 3a
KOHTPO/b BUXIQHUX
marepianis Ta
Hepo3dacoBaHoro
NpoAYKTY:
KBoniTi Kemikan
Na6opartopis, CLWA

MapKyBaHHS YNakoBKV Nikapcbkoro

3acoby.

[opasaHHsa dyHKUiT BUNYyCK cepil
roToBOro fikapcbKoro 3acoby Ha
TUTYNbHIN cTOpiHL MKSA:
Type IB, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test —
Removal of endotoxin testing
during Step 2 drug loading of the
manufacturing process, at the drug
dissolution stage.

Type IB, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of endotoxin testing
during Step 2 drug loading of the
manufacturing process, at the
diafiltration stage.

Type IB, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of Irinotecan identity
testing as an in-process control at
Step 3
Type IB, B.Il.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of Cholesterol identity
testing as an in-process control at
Step 3
Type IB, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of DSPC identity testing
as an in-process control at Step 3
Type IB, B.Il.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the




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

BignoBigasibHWi 3a
MapKyBaHHs, BTOPMHHE
nakyBaHHS Ta BUMNyCK cepil
rOTOBOrO NiKapPCbKOro
3acoby:
JNabopatopii Ceps’e
IHpacTpi, PpaHuis

BiANOBIga/IbHUI 3a
MapKyBaHHS1 Ta BTOPUHHE
nakyBaHHS:

[Nlepe JloxicTik, ®paHuisa

BiANoOBigabHUIA 3a
KOHTPO/b BUXIAHUX
marepianis:
MPOKCI Na6opatopiz 6B
CiHeHcic NNang CaiiHcic
BB, Higepnanan

BiANOBIgaIbHNI 3a
KOHTPO/b BUXIGHWX
marepianis:
KAMI KOHTPO/b,
®paHuis

finished product - Deletion of a
non-significant in-process test -
Removal of Irinotecan impurities
testing as an in-process control at
Step 3
Type IB, B.Il.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of particle size testing as
an in-process control at Step 3
Type IB, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of particle size
distribution testing as an in-
process control at Step 3
Type IB, B.Il.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of Irinotecan
concentration testing as an in-
process control at Step 3
Type IB, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of drug to phospholipid
ratio testing as an in-process
control at Step 3
Type IB, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of DSPC to Cholesterol
ratio testing as an in-process
control at Step 3
Type IB, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of percent encapsulated




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

drug testing as an in-process
control at Step 3
Type IB, B.Il.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of pH testing as an in-
process control at Step 3
Type IB, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of visual appearance
testing as an in-process control at
Step 3
Type IB, B.Il.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of osmolality testing as
an in-process control at Step 3




