MEPENIK

NIKAPCbKUNX 3ACOBIB LWOAO AKNX 3ABEPLWWEHO PO3rnsj PEECTPALIAHNX MATEPIANIB NMPO BHECEHHSA 3MIH AO PEECTPALINHNX
MATEPIANIB NPOTAMOM All PEECTPALINHOIO NOCBIAYEHHA HA JIIKAPCbLKI 3ACOBW, AKI SAPEECTPOBAHI KOMNETEHTHUMW
OPIrAHAMU CNONTYHEHUX WUTATIB AMEPUKIN, LUBENUAPCBKOI KOH®EAEPALIL, AMNOHII, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, WO

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 CO/IKBA pOo34uH AN TOB YkpaiHa CaHodi-ABeHTic fJoinunaHg | Himewunna | B.ILf.1.b.5, IB - Stability of FP - 3a UA/16774/01/01
iH ekuili, 100 "CaHodi- rm6X Extension of the shelf life of the |peyenmom
Op./Mn+50 mMKr/mn; ABEeHTIC finished product -
Ne3 a6o Ne5: no 3 YkpaiHa" Biological/immunological
MY KapTpUaXi, medicinal product in accordance
BMOHTOBaHOMY B with an approved stability
0fiHOpa3oBy protocol:
LINPUL-PYYKY; No 3 To extend the shelf-life of the
a6o no 5 wnpw- finished product, Insulin
PYYOK B KQPTOHHIl Glargine/ Lixisenatide solution
Kopoo6u,i. Monku B for injection 100 U/mL with 33
YMNakoBKy He pg/mL and 50 pg/mL, in
BK/THOYEHI accordance with an approved
stability protocol, from 24
months to 36 months when
stored between 2 °C and 8 °C.
BBefeHHs 3MiH NpoTAroM 6-m
MicsLIB NicNs 3aTBEPAXKEHHS.
2, CONIKBA po34nH ans TOB YkpaiHa CaHoi-ABeHTiC Joinunang, Himeuunna | B.IL.f.1.b.5, IB - Stability of FP - 3a UA/16775/01/01
iH ekuiid, 100 "CaHodi- v6X Extension of the shelf life of the |peyenmom
Opa./Mn+33 MKr/m; ABEHTIC finished product -
Ne3 a6o Ne5: no 3 Ykpaina" Biological/immunological
MY KapTpuaxi, medicinal product in accordance
BMOHTOBaHOMY B with an approved stability
0f}HOpa3oBy protocol:
LUNPUL-PYYKY; Mo 3 To extend the shelf-life of the
a6o no 5 wnpuu- finished product, Insulin
PYUOK B KApTOHHIl Glargine/ Lixisenatide solution
Kopobui. Fonku B for injection 100 U/mL with 33
YNakoBKy He pHg/mL and 50 pg/mL, in
BKJ/THOYEHI accordance with an approved
stability protocol, from 24
months to 36 months when
stored between 2 °C and 8 °C.
BBeneHHs 3MiH npoTaroM 6-u
MiCALB NiC/1A 3aTBEPKEHHS.
3. CO/IKBA PO34unH AnA TOB YkpaiHa CaHodpi-AseHTic JonunaHg | HimeuunHa | A.4, IA - Administrative change - 3a UA/16775/01/01




MY KapTpuaxi,
BMOHTOBaHOMY B
0/iHOpa3oBy
LUNPUL-PYYKY; Mo 3
a6o no 5 wnpwu-
PYYOK B KAPTOHHii
Kopobui. Fonku B
yNakoBKy He
BK/IOYEHI

AS, starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient:
To update the name and the
address of the site responsible
for manufacturing, packaging
and quality control testing of the
active substance Lixisenatide,
from Sanofi-Aventis
Deutschland GmbH,
Industriepark Hochst, 65926
Frankfurt am Main, GERMANY,
to Euroapi Germany GmbH,
Bruningstrafe 50, 65926
Frankfurt am Main, GERMANY.
There is no change in the
location of the site.

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1
iH ekuiii, 100 "CaHodi- v6X Change in the name and/or peyenmom
Opf./Mn+33 MKr/m; ABEHTIC address of a manufacturer or an
Ne3 a6o Ne5: no 3 YkpaiHa" ASMF holder or supplier of the
MY KapTpuaxi, AS, starting material, reagent or
BMOHTOBaHOMY B intermediate used in the
0fiHOpa3oBy manufacture of the AS or
LINPUL-PYYKY; Mo 3 manufacturer of a novel
abo no 5 wnpuu- excipient:
PYYOK B KQPTOHHIl To update the name and the
Kopobui. Monku B address of the site responsible
yMNakoBKy He for manufacturing, packaging
BKJ/THOYEHI and quality control testing of the
active substance Lixisenatide,
from Sanofi-Aventis
Deutschland GmbH,
Industriepark Hochst, 65926
Frankfurt am Main, GERMANY,
to Euroapi Germany GmbH,
Bruningstrape 50, 65926
Frankfurt am Main, GERMANY.
There is no change in the
location of the site.
4. COJMIKBA pO34MH AN TOB YkpaiHa CaHodpi-AseHTic JonunaHg, | HimeuunHa | A.4, IA - Administrative change - 3a UA/16774/01/01
iH exuin, 100 "CaHodi- m6X Change in the name and/or peyenmom
Opa./Mn+50 mkr/mn; ABEHTIC address of a manufacturer or an
Ne3 a60 No5: o 3 Ykpaina" ASMF holder or supplier of the







