MEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKNX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAMIB NMPO BHECEHHA 3MIH A0 PEECTPALINHUX

MATEPIANIB MPOTAroM Ali PEECTPALIAHOINO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPFAHAMU CMOJTYYEHUX LUTATIB AMEPVKW, LUBENLLAPCbKOI KOH®ELEPALL, AMNOHII, ABCTPAII, KAHAAW, NIKAPCLKNX 3ACOBIB, WO
3A LUEHTPA/I30OBAHOIO NMPOLEAYPOKO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMNEVNCBHLKOIO COKO3Y

Ne Ha3ssa snikapcbko20 dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKky peecmpayjiliHo2o
YnakoskKa) nocBi04Y€eHHs1
1. PUKCATOH KOHUeHTpaT ans CaHpo3 'm6X ABCTpIs BUPOGHMK, LLIO BignoBigae AscTpisi/ B.ll.b.4 a, IB - Quality changes - 3a UA/17421/01/01
PO34unHy ons 3a BUMYCK cepil: CnoseHis/ Finished product - Manufacture - peyenmom
iHcpysiiA, 10 mr/mn; CaHpo3 'm6X - BisHec HimeyunHa/ Change in the batch size
no 10 mn (100 mr), nigpo3ain TexHonorivHa LLiBeiiuapis (including batch size ranges) of
a6o no 50 mn (500 po3pobka Ta BUPOGHULTBO the finished product - Up to 10-
Mr) y doiakoHi; no 2 6i0N10riYHMX NiKAPCbKUX fold compared to the originally
a60 3 hnakoHn no 3acobis LLadteHay approved batch size
10 MmN B KAPTOHHIi (6TAM ANC), AscTpis; To increase the batch size of the 10
kopobui; no 1 a6o 2 BMPOGHMLTBO mL GP2013 vials (100 mg/10 mL) at
onakoHn no 50 mn B Hepo3hacoBaHol the manufacturing site Lek
KapTOHHI KopoobLi npoayKLii, nepBrHHe Ta Pharmaceuticals d.d, Ljubljana,
BTOPVHHE NakKyBaHHS, Slovenia (Lek) from 150 kg to a
TeCTyBaHHs, 03BN Ha flexible batch size of 150 Kg — 500
BMNYCK Cepii: kg. As a result, the CPP "accuracy of
Nex dapmaveBTUYHA drag substance" is removed.
KoMnaHis A.4., CnoBseHis; The applicant has taken this
TeCcTyBaHHS: opportunity to include some minor
Nexk dapmaveBTUYHA editorial change in 3.2.A.1.
KoMnaHis A.4., CnoBseHis;
€pocpiHc PACT M'mM6X,
HimeuunHa,
Hosaprtic ®apma Al,
LLiBeiuapis
2. COJIKBA PO34MH ONA iH EKLi, TOB "CaHodhi- Ykpaina CaHodi-ABeHTiC HimeyunHa A.4, 1A - Administrative change - 3a UA/16774/01/01
100 Og./mn+50 ABeHTiC [Joiiunang Mv6X Change in the name and/or address peyenmom
MKr/m; Ne3 abo YkpaiHa" of a manufacturer or an ASMF

Ne5: no 3 mny
KapTpuaxi,
BMOHTOBaHOMY B
0fIHOPa30BY LUNPUL-
pyuky; no 3 a6o no 5
LUMPWLL-PYYOK B
KapTOHHIi Kopo6Li.
[onkn B ynakoBky He
BK/THOYEHI

holder or supplier of the AS, starting
material, reagent or intermediate
used in the manufacture of the AS or
manufacturer of a novel excipient.
To change the name of the site
responsible for quality control testing
of the active substance from
BIOPHARM GmbH, Handelsstr. 15,
D-69214 Eppelheim, Germany to
SYMBIOSIS GmbH. The address
remains unchanged.
B.l.b.2.a, IA - Change in test
procedure for AS or starting
material/reagent/intermediate —




Ne5:no 3 mny
KapTpuaxi,
BMOHTOBAHOMY B
0fIHOPa30BY LUNPUL-
pyuKy; no 3 abo no 5
LUMPWLL-PYYOK B
KapTOHHI Kopo6Li.
[onKv B ynakoBKy He
BK/TIOYEHI

holder or supplier of the AS, starting
material, reagent or intermediate
used in the manufacture of the AS or
manufacturer of a novel excipient.
To change the name of the site
responsible for quality control testing
of the active substance from
BIOPHARM GmbH, Handelsstr. 15,
D-69214 Eppelheim, Germany to
SYMBIOSIS GmbH. The address
remains unchanged.
B.l.b.2.a, IA - Change in test
procedure for AS or starting
material/reagent/intermediate —
Minor changes to an approved test
procedure.

Minor changes to the assay and
related impurities (HPLC1) for the
active substance lixisenatide to
implement an equilibration step for
an aliquot of the testing sample to
determine the water uptake in a

controlled manner.

Ne HasBga snikapcbko20 dopma BUMYCKY 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
Minor changes to an approved test
procedure.
Minor changes to the assay and
related impurities (HPLC1) for the
active substance lixisenatide to
implement an equilibration step for
an aliquot of the testing sample to
determine the water uptake in a
controlled manner.
3. COJIKBA PO34MH ONA iH EKLi, TOB "CaHodhi- Ykpaina CaHodpi-ABeHTiC HimeyuunHa A.4, IA - Administrative change - 3a UA/16775/01/01
100 Og./mn+33 ABeHTIC [Joiiunang Mv6X Change in the name and/or address peyenmom
mkr/mn; Ne3 a6o YkpaiHa" of a manufacturer or an ASMF




