NMEPENIK

NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

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

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

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

EBPOMNENCBLKOIrO COK3Y

Ne Ha3ssa nikapcbko20 dopma sunycky 3asasHuUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
ynakoska) nocsio4YeHHs1
1. KEHFPEKCAN NOpPOLLOK AN K'esi dapmac'toTikens ABCTpis BMPOGHMLTBO, ITanis/ B.ll.b.2.c.1 type IAin- Change 3a UA/17224/01/01
KOHUEHTPATy A/18 PO3UNHY m6X KOHTPO/b SKOCTI HimeuunHa to importer, batch release peyenmom
Ans iH'ekuili / iHdoy3iia, 50 Ta nepBuHHE arrangements and quality
mr; 10 donakoHis 3 nakyBaHHS: control testing of the FP -
NMOPOLLUKOM Y ch/1aKOHi B MateoH ITania Replacement or addition of a
KapTOHHI Kopobuji 3 C.n.A., Itania manufacturer responsible for
MapKyBaHHAM BTOPVHHE importation and/or batch
iTanincbKo, HiIMELbKO nakyBaHHS: release - Not including batch
Ta aHr/ilicbKo MoBaMy 3i K'e3i control/testing.
CTiKEPOM YKpaiHCbKO0 PapmaueyTuui To replace Halsa Pharma
MOBOH C.n.A., Itanis GmbH (Hafenweg 18-20
BUNYyCK cepil: 48155 Munster, Germany)
[fiachapm Mm6X & with Diapharm GmbH & co.
Ko. KT, HimeuunHa KG (Am Mittelhafen 56 48155
Munster, Germany) as a site
responsible for batch release
(not including batch
control/testing) of the finished
product
2, CONIKBA pO34nH NS iH exuii, 100 TOB "CaHodpi-ABeHTiC YkpaiHa CaHodi-ABeHTIC HimeuunHa B.l.b.2.c type IA - Change in 3a UA/16774/01/01
Ofa./Mn+50 mkr/mn; Ne3 YkpaiHa" [Joiunang M6X test procedure for AS or peuyenmom

a6o Ne5: no 3 mny
KapTpuLKi, BMOHTOBaHOMY
B 0ZJHOPAa30BY LLUNPWUL-
pyuky; no 3 abo no 5
LUNPUL-PYYOK B KAPTOHHIM
KopobLi. F0kn B ynakoBKy
He BK/IHOYeHi

starting
material/reagent/intermediate
— Other changes to a test
procedure for a reagent, which
does not have a significant
effect on the overall quality of
the AS
Minor changes to the Residual
TFA by HPLC test procedure
for the active substance to
align the SST criteria for the
symmetry parameter with
Ph.Eur. 2.2.46 requirements.
B.l.b.2.a type IA - Change in
test procedure for AS or
starting
material/reagent/intermediate
— Minor changes to an
approved test procedure




Ne | Ha3sa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, Bionycky peecmpayitiHo2o
ynakoska) nocsioYeHHs
Minor changes to the
Identification by amino acid

sequencing test procedure for

the active substance to align
method description to site
practice.
B.l.b.2.a type IA - Change in
test procedure for AS or
starting
material/reagent/intermediate
— Minor changes to an
approved test procedure
Minor changes to the Chiral
purity by amino acid analysis -
GC test procedure for the
active substance to align
method description to site
practice.
B.l.b.2.a type IA - Change in
test procedure for AS or
starting
material/reagent/intermediate
— Minor changes to an
approved test procedure
Minor changes to the Residual
solvent acetonitrile by GC test
procedure for the active
substance to align method
description to site practice.
B.l.b.2.a type IA - Change in
test procedure for AS or
starting
material/reagent/intermediate
— Minor changes to an
approved test procedure
Minor changes to the
Microbiological examination
test procedure for the active
substance to align method
description to site practice.
B.l.b.2.a type IA - Change in
test procedure for AS or
starting
material/reagent/intermediate
— Minor changes to an
approved test procedure
To replace the Assay
Lixisenatide calculation
method from determination of

nitrogen by HPLC to mass




Ne

Hasga snikapcbko20

a6o Ne5: no 3 mny
KapTpuLKi, BMOHTOBaHOMY
B O/JHOPa30BY LUNPWUL-
pyuky; no 3 abo no 5
LUMPUL-PYYOK B KAPTOHHIl
KopobLi. Fokn B ynakoBKy
He BK/IHOYeHi

starting
material/reagent/intermediate
— Other changes to a test
procedure for a reagent, which
does not have a significant
effect on the overall quality of
the AS
Minor changes to the Residual
TFA by HPLC test procedure
for the active substance to
align the SST criteria for the
symmetry parameter with
Ph.Eur. 2.2.46 requirements.
B.l.b.2.a type IA - Change in
test procedure for AS or
starting
material/reagent/intermediate
— Minor changes to an
approved test procedure
Minor changes to the
Identification by amino acid
sequencing test procedure for
the active substance to align
method description to site
practice.

B.l.b.2.a type IA - Change in
test procedure for AS or
starting
material/reagent/intermediate
— Minor changes to an
approved test procedure
Minor changes to the Chiral
purity by amino acid analysis -
GC test procedure for the
active substance to align
method description to site
practice.

B.l.b.2.a type IA - Change in
test procedure for AS or
starting
material/reagent/intermediate
— Minor changes to an
approved test procedure
Minor changes to the Residual
solvent acetonitrile by GC test

o ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, Bionycky peecmpayitiHo2o
ynakoska) nocsioYeHHs
balance approach for the
reference material
Lixisenatide.
3. COJNIKBA pO34unH NS iH exuii, 100 TOB "CaHoi-ABeHTIC Ykpaina CaHodpi-ABeHTiC HimeyunHa B.l.b.2.c type IA - Change in 3a UA/16775/01/01
Opa./Mn+33 mkr/mn; Ne3 YkpaiHa" [oitunang TmM6X test procedure for AS or peuenmom




Ne | Ha3sa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, Bionycky peecmpayitiHo2o
ynakoska) nocsioYeHHs
procedure for the active

substance to align method
description to site practice.
B.l.b.2.a type IA - Change in
test procedure for AS or
starting
material/reagent/intermediate
— Minor changes to an
approved test procedure
Minor changes to the
Microbiological examination
test procedure for the active
substance to align method
description to site practice.
B.l.b.2.a type IA - Change in
test procedure for AS or
starting
material/reagent/intermediate
— Minor changes to an
approved test procedure
To replace the Assay
Lixisenatide calculation
method from determination of
nitrogen by HPLC to mass
balance approach for the
reference material

Lixisenatide.




