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 Hassa MixHapoo Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa YmoBu Howmep
n/n JliKapcbK0o20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU yrnakosKa) nocBi0YeHHs
mosaHa
Hassa*

1. COJNIKBA Insulin IHCYniH A10AES PO34MH ANA iH EKLN, TOB "CaHodi- Ykpaina CaHodi-ABeHTiC HimeuyunHa | Type IA A.7 Deletion 3a UA/16775/01/01

glargine rnaprid Ta 4 100 Op,./mMn+33 ABeHTIC Joiiunang MrmeX of manufacturing peyenmom

and nikcuceHa MKr/MT; Ne3 a6o Ne5: YkpaiHa" sites for an active
lixisenatid | Tug, no 3 MmNy kapTpuaxi, substance,
e BMOHTOBaHOMY B intermediate or

0[IHOPa30BY LINPULL-
pyuky; no 3 abo no 5
LUNPULL-PYYOK B
KapTOHHI KOpoo6Li.
[oNKM B yNnakoBKy He
BK/IOYEHI

finished product,
packaging site,
manufacturer
responsible for
batch release, site
where batch control
takes place, or
supplier of a starting
material, reagent or
excipient (when
mentioned in the
dossier):
Deletion of Celonic
Deutschland GmbH
& Co. KG,

Czernyring 22,
69115 Heidelberg,
Germany as active
substance QC site

for E. coli proteins
(ECP).

Type Il B.l.b.2.d
Substantial change
to or replacement of

a biological/
immunological/
immunochemical

test method or a

method using a

biological reagent
for a biological
active substance:

Replacement of




Ne
n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Homep

peecmpayjitiHo2o

nocsioyeHHs1

immuno-ligand
assay (ILA) test
method for the
active substance by
a new ELISA
method for E. coli
proteins (ECP). ECP
testing with the new
ELISA will continue
at the currently
registered active
substance QC site,
Sanofi-Aventis
Deutschland GmbH
and consequently,
the currently
registered
alternative testing
site for E. coli
proteins (ECP) using
ILA method, Celonic
Deutschland GmbH
is proposed to be
replaced.

COJIKBA

Insulin
glargine
and
lixisenatid
e

IHCyniH
rnaprid Ta
nikcuceHa
™a

A10AES
4

PO3YMH A5 iH EKU,i,
100 Oa./mn+50
MKr/Mn; Ne3 a6o Ne5:
no 3 My KapTpuaxi,
BMOHTOBaHOMY B
0iHOPAa30BY LUNPULL-
pyuKy; no 3 abo no 5
LUNPULL-PY4OK B
KapTOHHI Kopo6uji.
["0/KM B ynakoBKy He
BKJ/1HOYEHI

TOB "CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

CaHodi-ABeHTIC
Loliunang TM6X

HimeyunHa

Type IA A.7 Deletion
of manufacturing
sites for an active

substance,
intermediate or
finished product,
packaging site,
manufacturer
responsible for
batch release, site
where batch control
takes place, or
supplier of a starting
material, reagent or
excipient (when
mentioned in the
dossier):

Deletion of Celonic

Deutschland GmbH

& Co. KG,
Czernyring 22,
69115 Heidelberg,

3a
peyerimom

UA/16774/01/01




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4osUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
Germany as active

substance QC site

for E. coli proteins
(ECP).

Type Il B.l.b.2.d

Substantial change

a biological/
immunological/
immunochemical
test method or a
method using a
biological reagent
for a biological
active substance:
Replacement of
immuno-ligand
assay (ILA) test
method for the
active substance by
a new ELISA
method for E. coli
proteins (ECP). ECP
testing with the new
ELISA will continue
at the currently
registered active
substance QC site,

Sanofi-Aventis
Deutschland GmbH
and consequently,
the currently
registered
alternative testing
site for E. coli
proteins (ECP) using
ILA method, Celonic
Deutschland GmbH
is proposed to be

to or replacement of

replaced.




