MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALINHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMMOETEHTHUMMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKWN, BEJIMKOI BPUTAHII, LUBEULAPCBHKOI KOH®EAEPALIII,
ANOHII, ABCTPA/NII, KAHAAW, NMIKAPCbKUX 3ACOBIB, L0 3A LLEHTPA/TISOBAHOIO NMPOLEAYPOK 3APEECTPOBAHI
KOMMNETEHTHAM OPFAHOM EBPOMENCbLKOIO COO3Y

Ne Ha3ssa MixHapoo Hassa Koo dopma sBuUnycKy 3asasHuUK KpaiHa Bupo6HuK Kpaina PeecmpayitiHa YmoBu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa BionycKy peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU ynakoska) nocsio4yeHHs
mosaHa
Hassa*
1. NAM3ELE Velmanas | BenmaHas | A16AB | MOpOLUOK A/15 PO3YNHY K'esi ABCTpis BMPOGHMLTBO ITanis/ Type IB-Q.l.a.2.z.: 3a UA/18519/01/01
e alfa a anba 15 Ons iHdysiii, 10 mr; no | ®apmac'toTike nikapcbKoro ®paHuis To introduce the peyenmom
10 mr y cpnakoHi 3 n3 rmex 3acoby, following changes in
MapKyBaHHAM BMNPOGYBaHHSA the manufacturing
aHrNiNcbLKO MOBOLD; npu BUNYCKY, process of the active
no 1 donakoHy B BMNPOGYBaHHSA substance: removal
KapTOHHI kopobui 3 Ha CTabiNbHICTb, of Country of Origin
MapKyBaHHAM nepBuHHE for Raw Materials
HiMeLbKOI MOBOIO 3i nakyBaHHs: used in Ex-Cell 302
CTMKEPOM MateoH ITania Medium.

YKpPaiHCbKO0 MOBOO

C.n.A., ITanis;
BUNPO6YBaHHSA
npv BUNYCKY,
BUNYCK cepil,
BTOPVHHE
nakyBaHHS,
36epiraHHsa Ta
ancTpubyuis:
K'esi
dapmaveyTuui
C.n.A,, ITanis;
BMNPOOGYBaHHS
npv BUMYCKY:
e HeBUAMMI

Type IB-Q.l.a.2.z.:
To introduce the
following changes in
the manufacturing
process of the active
substance:
Tightening of
Storage Conditions
for the buffer;
Tris_057_20mM_pH
7.5.

Type IB-Q.l.a.2.z..
To introduce the
following changes in

YacTKu: the manufacturing
KoHthapma process of the active
PpaHuis - substance: Deletion
Fomb6ypr, of Antifoam Addition
PpaHuis; in the upstream
NAN-TecT, manufacturing
HeBUAUMI process.




Ne Hassa MixxHapoo Hassa Koo ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n JNliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa BionyckKy peecmpayiliHo2o
3acoby HernameH | pe4yosUHU ynakoska) Nnocsi0YeHHs1
mosaHa
Ha3sa*
yacTku, Type IB-Q.l.b.1.z:
BMNPO6YBaHHSA To introduce the
LinicHocTi following changes in
cuctemu the specifications of
KOHTeliHep/3aky the raw materials:
noproBasibHWi Removal of
3aci6: endotoxin and
€BpocpiHC microbiological
Biona6 Cpn, testing from the
ITanis specification of a

sodium hydroxide
solution used in the
manufacture of the
active substance
(gap compliance).
Type IB-Q.l.b.1.z:
To introduce the
following changes in
the specifications of
the raw materials:
update of the
Microbiological
Specifications for
WFI System,
Sampling
Frequencies, and
Sampling Points to
introduce a minimum
weekly sampling
frequency for points
of use when no
compounding
activities are
performed, or
alternatively for the
corresponding
sampling points
where direct




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

Popma sUMyCKY
(nikapcbka chopma,
ynakoska)

3assHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina
npoyedypa

Ymosu
BionyckKy

Homep

peecmpayiliHo2o

Nnocsi0YeHHs1

sampling is not
feasible.

Type IB-Q.l.b.1.z:
To introduce the
following changes in
the specifications of
the raw materials:
Alignment of Purified
Water specification
with Ph.Eur 11.4
(removal of nitrates
test from the Purified
Water and Water for
Injection
monographs).
Type lA-E.4.c. To
change the
manufacturer of two
non-biologic non
compendial raw
material (Capto
MMC and Butyl
Sepharose 4 FF)
used in the
downstream process
of the active
substance
velmanase alfa from
GE Healthcare to
Cytvia.

The MAH took the
opportunity to
introduce editorial
changes in 3.2.5.2.3
section.




