NMEPENIK

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

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

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs
1 CONIKBA po3unH ans TOB "CaHoi- YkpaiHa CaHodi-ABeHTic [oiunaHg, HimeuuunHa B.l.b.2.a, IA - Change in 3a UA/16775/01/01
iH ekuin, 100 ABeHTiC [Y[6),4 test procedure for AS or  peyenmom
Oa./mn+33 mkr/mn; Ykpaina" starting

Ne3 a6o Ne5: no 3
MJ/TY KapTpuoxi,
BMOHTOBaHOMY B
0HOpa30BY
LINPUL-PYYKY; No 3
a6o no 5 wnpuu-
PYYOK B KQpTOHHIi
Kopo6u,i. Fonkn B
ynakoBKy He
BK/THOYEHI

material/reagent/intermedia
te - Minor changes to an
approved test procedure:
Minor changes to the LC-
MS test procedure in
lixisenatide drug substance
used for the determination
of the related impurities Di-
Ser(33)-AVE0010 and Di-
Ala(35)-AVE0010 to
reestablish the calibration
range and adjust the
associated system
suitability test (SST)
solutions.

B.l.a.1.f, IA - Change in the
manufacturer of AS or of a
starting
material/reagent/intermedia
te for AS - Changes to
quality control testing
arrangements for the AS -
replacement or addition of
a site where batch
control/testing takes place:
To replace Solvias AG,
Roemerpark 2, 4303
Kaiseraugst, Switzerland
with Sanofi-Aventis
Deutschland GmbH,
Industriepark Hoechst,
65926 Frankfurt am Main,




Ne3 a6o Ne5: no 3
MJ/TY KapTpuoxi,
BMOHTOBaHOMY B
0jHOPa30BY
LLNPULL-PYYKY; No 3
a6o no 5 wnpuu-
PYYOK B KAPTOHHIi
kopobu,i. Fonkn B
yMakoBKy He
BK/THOYEHI

material/reagent/intermedia
te - Minor changes to an
approved test procedure:
Minor changes to the LC-
MS test procedure in
lixisenatide drug substance
used for the determination
of the related impurities Di-
Ser(33)-AVE0010 and Di-
Ala(35)-AVE0010 to
reestablish the calibration
range and adjust the
associated system
suitability test (SST)
solutions.

B.l.a.1.f, IA - Change in the
manufacturer of AS or of a
starting
material/reagent/intermedia
te for AS - Changes to
quality control testing
arrangements for the AS -
replacement or addition of
a site where batch
control/testing takes place:
To replace Solvias AG,
Roemerpark 2, 4303
Kaiseraugst, Switzerland
with Sanofi-Aventis
Deutschland GmbH,
Industriepark Hoechst,
65926 Frankfurt am Main,
Germany as a site
responsible for quality
control of the lixisenatide
active substance.

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
Germany as a site
responsible for quality
control of the lixisenatide
active substance.
2. CONIKBA po3unH ans TOB "CaHoi- YkpaiHa CaHodpi-ABeHTiC JounaHg, HimeuunHa B.l.b.2.a, IA - Change in 3a UA/16774/01/01
iH ekuin, 100 ABeHTiC rm6X test procedure for AS or  peyenmom
Op,./mn+50 mkr/mn; Ykpaina" starting




