MEPENIK

NIKAPCbKNX 3ACOBIB LLLOAO AKNX 3ABEPLUEHO PO3I/A4 PEECTPALIAHNX MATEPIANIB MPO BHECEHHSA 3MIH AO PEECTPALINHNX

MATEPIANIB NMPOTArOM Ali PEECTPALIAHOIO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBW, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPIrAHAMW CMONMYYEHUX LUTATIB AMEPVIKW, LLIBENLAPCBHKOI KOH®EAEPALYI, ANOHII, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO

3A LEHTPAJII3OBAHOIO MPOLEAYPOIO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMENCLKOIO COK3Y

Ne Hassa dopma suUrnyckKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayiliHo2o
3acoby ynakoskKa) nocsi0YeHHs1
1 OHKACIMAP® | nopoLuok ans Ne ®paHujis BUNPOOYBaHHA CTabIi/TIbHOCTI CLUA/ B.l.a.1.f,, IB - Change in the 3a UA/18776/01/01
pPO34unHy ans Nab6opatyap (BUNpobyBaHHA Ha HimeuunHa manufacturer of AS or of a peyernmom
iH'eKuin/iHdysii, Ceps'e NPOHVKHEHHSA 6apBHUKA): | dpaHuis starting
750 MO/mn; no Asicta ®apma ContoLHC, material/reagent/intermediate for
3750 MOy IHK., CLUA; KoHTponb sKOCTI AS - Changes to quality control

nakoHi; no 1
onakoHy B KOpOO6L
3 KApPTOHY 3
MapKyBaHHAM
YKpPaiHCLKOIO
MOoBOI0; no 3750
MO y dnakoHi 3
MapKyBaHHAM
iHO3EMHOI0 MOBOIO;
no 1 cpnakoHy B
cTaHgapTHO-
€KCMopTHIN
ynakosLi 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO,
AKa MiCTUTbCA B
KOpOOGL,i 3 KAPTOHY 3
MapKyBaHHAM
YKPaiHCLKOIO
MOBOIO; no 3750
MO y hnakoHi 3
MapKyBaHHAM
iHO3EeMHOI0 MOBOIO;
no 1 donakoHy B
KOpOOGL,i 3 KAPTOHY 3
MapKyBaHHAM
iHO3EMHOIO MOBOIO
3i CTikepom
YKPaiHCbKOI0 MOBOIO

nig Yac BUMYCKy MPOAYKTY 3a
NMOKa3HMKOM Yac
BiHOB/IEHHS, NPO30PICTb,
30BHILLHIN BUrNag, pH,
[OOMILLKM, BU3HAYEHHS
TNBS, KoHLeHTpaLis 6inka,
cuna fiilakTuBHICTb,
cneyudivHa(nuToma)
AKTUBHICTb, OAHOPIAHICTb
[030BaHVX O4VHULb, BMICT
BOJIOMY, YMCTOTA,
iAEeHTUYHICTB:
Enu[labn’'ioBai ®apma
Cepsice3 'mM6X, HimeuunHa,;
BUNPOGYBaHHSA CTabiNbHOCTI,
KOHTPOJ1b SIKOCTI Mig Yac
BWMYCKY NPOAYKTY,
MapKyBaHHS Ta BTOPVMHHE
nakyBaHHs: Ekcenig, IHK.,
CLUA; KOHTpPO/Ib AKOCTI Mig,
yac BMMNYCKY NPOAYKTY 3a
NMOKa3HMKOM CTEPW/ILHICT,
MEeXaHi4Hi BK/IIOYEHHS
(HeBMANMMI YacTkn),
6akTepiasibHi eHAOTOKCUHM:
Na6op /IC CE & Ko. KT,
HimeuunHa; MapkyBaHHS,
BTOPVIHHE NakKyBaHHS,
BUMYCK Cepii roToBOro
nikapcbKoro 3acoby:
Na6opaTopii Ceps'e
IHaacTpi, PpaHuis;

testing arrangements for the AS
- replacement or addition of a
site where batch control/testing
takes place - To add Lonza AG,
Lonzastrasse, CH-3930, Visp
Switzerland, as an alternative
site responsible for quality
control (stability samples
storage and testing except for
activity) of the active substance
intermediate L-asparaginase.
B.l.a.1.f,, IB - Change in the
manufacturer of AS or of a
starting
material/reagent/intermediate for
AS - Changes to quality control
testing arrangements for the AS
- replacement or addition of a
site where batch control/testing
takes place - To add Eurofins
PHAST GmbH, Kardinal-
Wendel-Str. 16, 66424
Homburg, Germany, as an
alternative site responsible for
quality control testing (stability
testing for activity) of the active
substance intermediate L-
asparaginase.
B.l.a.2.a, IB - Changes in the
manufacturing process of the AS
- Minor change in the
manufacturing process of the AS




Ne

Hassa

o ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1

BMPOBHULITBO, KOHTPO/Tb
AKOCTI Mig, yac BUMYCKY
NPOAYKTY 3a NOKa3HNKOM
BMICT Boau: JliogoinizeiuH
Cepsices oh H'to IHrneHg,
IHK., CLUA; MapkyBaHHS,
BTOPWHHE nakyBaHHSA: [lepe
JToxicTik, ®paHuis

- Minor change in the
manufacturing process of the
active substance pegaspargase
used in finished product
Oncaspar, 750 U/ml, Powder for
solution for injection/infusion,
(eu/1/15/1070/002) to extend the
number of filter uses in the
filtration step from 4 times use
(3x times reuse) to 8 times (7x
times reuse).

B.l.b.2.d, Il - Change in test
procedure for AS or starting
material/reagent/intermediate -
Substantial change to or
replacement of a
biological/immunological/immun
ochemical test method or a
method using a biological
reagent for a biological AS — To
replace the immunological test
for Release and In Process
controls "DNA by immune ligand
assay" with "DNA by qPCR" for
the biological active substance
L-Asparaginase.
B.l.b.1.d, IA - Change in the
specification parameters and/or
limits of an AS, starting material/
intermediate/reagent — Deletion
of a non-significant specification
parameter (e.g. deletion of an
obsolete parameter — To delete
the non-significant parameter
"Residual Antifoam by RP-
HPLC" from the specifications of
the active substance L-
Asparaginase.

A.7, 1A - Administrative change -
Deletion of manufacturing sites
— To delete the following
manufacturing sites: Alcami
Carolinas Corporation, 2320
Scientific parc drive, 28405,
Wilmington, North Carolina,




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1

USA as a site responsible for
releace testing (Residual
antifoam by RP-HPLC) of the
active substance L-
Asparaginase.




