NEPENIK

NIKAPCbKUX 3ACOBIB LLOAO0 AKUX 3ABEPLUEHO PO3IMNAA PEECTPALINHNX MATEPIAJIB NPO BHECEHHSA 3MIH A0
PEECTPALINHUX MATEPIA/IIB NPOTArOM Ali PEECTPALIAHOMO NOCBIAYEHHSA HA NIKAPCBKI 3ACOBW, SAKI
3APEECTPOBAHI KOMNETEHTHUMW OPFAHAMM CMNOJTYYEHUX LUTATIB AMEPUKW, LUBELUAPII, AMOHII, ABCTPAII,
KAHAAWU, NIKAPCbKUX 3ACOBIB, WO 3A LEHTPATIISOBAHOIO NMPOLEAYPOKO 3APEECTPOBAHI KOMMNETEHTHUM

OPIrAHOM EBPONENCBLKOIrO COO3Y

Ne Hassa dopma sunycky 3asiBHUK KpaiHa Bupo6HuUK Kpaina PeecmpayitiHa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka chopma, npoyedypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
1. PIKCYBIC NMOPOLLOK Ta PO3UYUHHWUK Bakcanrta AscTpis MapKyBaHHS, BTOPUHHE MakKyBaHHA Benbris/ BUNPaBNEHHS TEXHIYHOT 3a UA/16879/01/01
[ONA pO3UVHY ANA IHHOBEWLWH3 Ta Bunyck cepii N3 Ta CLUA/ NOMWJIKW Y TEKCTi peyenmom
iH ekuili, no 250 MO, 1 6X po3urHHKKa: BakcanTta benmxiym ABcTpisi/ MapKyBaHHs1, a came:
h1akoH 3 MOPOLLKOM Y MaHydekTypiHr CA, Benbris; HimeuunHa 3a3HayvYeHHsA KOPEKTHOro
KomnekTi 3 1 BVMPOGHMLTBO, KOHTPOSIb SIKOCTI Ta HOMepa peecTpaviiHoro
h/1aKOHOM 3 nepsuHHe nakysaHHs N13: nocBifyYeHHs ans
PO34MHHMKOM (BOAa ANs BakcanTta FOC IHk, CLUA, no3yBaHHsA 500 MO
iH'ekyin) o5 mnTtano 1 YacTKOBWIN KOHTPOSb AKOCTi 13:
NPUCTOCYBaHHIO A/19 Bakctep Al', ABCTpisi; 4acTKOBWIA
po3BefeHHsA KOHTpOnb fkocTi [N13: BakcTtep Al,
BAKCOXXEKT Il'y ABCTpISi; YACTKOBMWI KOHTPO/Tb
KOpo6Li 3 MapKyBaHHAM aKocTi [N13: Odhi TeXHONoLKM eHy,
YKparlHCbKO MOBOIO IHHOBeMLWiOH MTM6X, ABCTpISs;
BVMPOGHMLTBO, KOHTPO/Ib SIKOCTI Ta
nepBUHHE NaKkyBaHHSA PO3YNHHUKA:
3irdopig XamensH MvéX,
HimeyunHa
2. PIKCYBIC NOPOLLOK Ta PO3UYNHHUK Bakcanta ABCTpist MapKyBaHHs1, BTOPMHHE NakyBaHHS Benbrisi/ BUMNPaBNEHHS TEXHIYHOI 3a UA/16879/01/02
0151 PO3UUHY AN IHHOBEWLWH3 Ta Bunyck cepii N3 Ta CLUA/ NOMWIIKW Y TEKCTi peyenmom
iH exuili, mo 500 MO, 1 v6X po3uMHHKKa: BakcanTta benmxiym ABcTpis/ MapKyBaHHs1, a came:
oNakoH 3 NOPOLLKOM Y MaHydpekTypiHr CA, Benebris; HimeyunHa 3a3Ha4YeHHs KOPEKTHOro
KoMnaekTi 3 1 BUPOOBHMLTBO, KOHTPO/Ib SIKOCTi Ta HOMepa peecTpaLjiiiHoro
h/1aKoHOM 3 nepsyHHe nakyBaHHs N13: MocBifyYeHHA ANs
PO34MHHMKOM (BOAa ANs BakcanTta FOC IHk, CLUA, no3ysaHHsa 500 MO
iH'ekyin) no5mntano 1 4acTKOBWIN KOHTPOSb AKoCTi M13:
NPUCTOCYBaHHIO A/14 Bakctep Al', ABCTpisi; 4aCTKOBWIA
po3BefeHHs KOHTpoNb sikocTi MN3: Bakctep AT,
BAKCO)KEKT Il'y ABCTPisi; 4YaCTKOBWiN KOHTPO/b
KOpOO6Li 3 MapKyBaHHSAM AKocTi [N13: Odhi TexHONo4KM eHy,
YKpaiHCbKO MOBOK IHHOBeLWioH TMGX, ABCTPIs;
BUPOOHMLTBO, KOHTPO/Ib SIKOCTi Ta
NepBUHHE NaKkyBaHHSA PO3YNHHUKA:
3irdopig XamensH MvbX,
HimeuunHa
3. PIKCYBIC NOPOLLOK Ta PO3UYUHHUK Bakcanrta ABCTpis MapKyBaHHS1, BTOPUHHE NakyBaHHS Benbrisi/ BUMNPaBNEHHSA TEXHIYHOI 3a UA/16879/01/03
[ONA PO3UnHY AnA IHHOBEMLWIH3 Ta Bunyck cepii M3 Ta CLUA/ NOMWIIKW Y TEKCTI peyenmom
iH ekuiri, mo 1000 MO, 1 'mM6X po34vMHHKKa: BakcanTta benmxiym ABcTpisi/ MapKyBaHHsi, a came:




Ne Hassa dopma sunycky 3assBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina YmosBu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocBi04YeHHs1
hNakoH 3 NOPOLLUKOM Y MaHydekTypiHr CA, Benebris; HimeyunHa 3a3HayvYeHHs KOPEKTHOro
KoMmMekTi 3 1 BMPOGHULITBO, KOHTPO/Ib SIKOCTI Ta HoMepa peecTpaLiiiHoro
chnakoHom 3 nepBrHHe nakyBaHHs 13: nocBifg4YeHHs Ans
PO34MHHMKOM (BOAa ANs BakcanTta FOC IHK, CLUA, [o3yBaHHsa 500 MO
iH'ekuit) no 5 mn Tano 1 4acTKOBWIA KOHTPOSb AKOCTI M13:
NPUCTOCYBaHHIO AN BakcTtep Al, ABCTpisi; 4YaCTKOBUIA
po3BefeHHs KOHTpOnb sikocTi MN3: Bakctep AT,
BAKCI)KEKT Il'y ABCTpIS; 4YaCTKOBWI KOHTPO/Ib
KOpo6L,i 3 MapKyBaHHAM sakocTi [N13: Ochi TexHoNomKM eHp,
YKpPaiHCbKOH MOBOKO IHHOBeLWioH MTMG6X, ABCTPIs;
BUPOGHMLTBO, KOHTPO/Ib SIKOCTi Ta
NepBUHHE NaKkyBaHHA PO3YNHHUKA:
3irdppig XamensH MvbX,
HimeuunHa
4. PIKCYBIC MOPOLLIOK Ta PO3UYNHHUK Bakcanta ABcTpist MapKyBaHHs1, BTOPUHHE NaKyBaHHS Benbris/ BVNPaB/IEHHS TEXHIYHOT 3a UA/16879/01/04
0N pO3UnHY ANns IHHOBEMLLIH3 Ta Bunyck cepii N3 1a CuA/ NOMWJIKW Y TEKCTi peyernmom
iH ekuili, no 2000 MO, 1 6X po3urHHKKa: BakcanTta benmpxiym ABcTpisi/ MapKyBaHHs, a came:
h/1akoH 3 MOPOLLKOM Y MaHydekTypiHr CA, Benbris; HimeuyunHa 3a3Ha4YeHHs KOPEKTHOro
KoMMekTi 3 1 BUPOBHMLITBO, KOHTPO/Tb SKOCTi Ta HOoMepa peecTpaL,iiiHoro
h1akoHOM 3 nepsuHHe nakyBaHHA MN13: nocBifyeHHs 4ns
PO34MHHMKOM (BOAA ANs BakcanTta HOC IHK, CLUA, [o3syBaHHs 500 MO
iH'ekyin) no5mnTano 1 YacTKOBWIA KOHTPOSb siKOCTI 13:
NPUCTOCYBaHHIO AN Bakctep Al', ABCTpisi; YacTKOBWIA
po3BefeHHsA KOHTpOnb fkocTi [N13: BakcTep Al
BAKCIDKEKT 1l'y ABCTpisi; YaCTKOBWi1 KOHTPO/Tb
KOpo6Li 3 MapKyBaHHAM aKocTi [N13: Odpi TexHoNomKM eHy,
YKPaiHCbKOK MOBOH) IHHOBeWioH MM6X, ABCTpIs;
BUPOBHMLITBO, KOHTPO/Tb SKOCTi Ta
nepBUHHE NaKyBaHHS PO3YNHHUKA:
3irdppig XamensH MvbX,
HimeuunHa
5. PIKCYBIC NMOPOLLOK Ta PO3UYUHHWUK Bakcanta AscTpis MapKyBaHHS, BTOPUHHE MakKyBaHHA Benbris/ BUNPaBEHHS TEXHIYHOT 3a UA/16879/01/05
[ONA pO3UVHY ANA IHHOBEMLIH3 Ta Bunyck cepii N3 Ta CLUA/ NOMWJIKW Y TEKCTi peyenmom
iH ekuili, no 3000 MO, 1 6X po3unHHKKa: BakcanTta benmxiym ABcTpisi/ MapKyBaHHs1, a came:
h1akoH 3 MOPOLLKOM Y MaHydekTypiHr CA, benbris; HimeuunHa 3a3HayvYeHHsA KOPEKTHOro
KommnekTi 3 1 BVMPOGHMLTBO, KOHTPOSIb SIKOCTI Ta HOMepa peecTpaviiHoro
h/1aKOHOM 3 nepsuHHe nakysaHHs N13: nocBifyYeHHs ans
PO34MHHMKOM (BOAa Ans BakcanTta FOC IHk, CLUA, no3yBaHHsA 500 MO
iH'ekyin) nro 5 mntano 1 YacTKOBWIN KOHTPOSb AKOCTi 13:
NPUCTOCYBaHHIO A/19 Bakctep Al', ABCTpisi; 4aCTKOBWIA
po3BefeHHsA KOHTpOnb AkocTi N13: BakcTtep Al
BAKCOXXEKT Il'y ABCTPisi; YaCTKOBWi1 KOHTPO/Tb
Kopo6Li 3 MapKyBaHHAM aKocTi [N13: Odhi TexHONoLKM eHy,
YKparlHCbKO MOBOIO IHHOBeMLWiOH MTM6X, ABCTpISs;
BMPOGHMLTBO, KOHTPOSIb SIKOCTI Ta
nepBUHHE NaKkyBaHHSA PO3YNHHUKA:
3irdopig XamensH MvéX,
HimeyunHa
6. COJIIKBA PO34UH ANs iH EKLiA, TOB YkpaiHa CaHodpi-ABeHTic [loitunaHg MieX HimeyunHa C.l.6.a - Change(s) to 3a UA/16774/01/01




Ne Hassa dopma sunycky 3assBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina YmosBu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocBi04YeHHs1
100 Opg./mn+50 mxr/mn, "CaHoi- therapeutic indication(s) - peyenmom
Ne3 a6o Ne5: no 3 mny ABeHTIC Addition of a new
KapTpigxi, YkpaiHa" therapeutic indication or

BMOHTOBAHOMY B
0[HOPA30BY LUNPUL-
pyuky; no 3 abo no 5
LUNPUL-PYYOK B
KapTOHHI kopo6Li.
[onKn B ynakoBKy He
BK/1HOYEHI

modification of an
approved one; Type Il;
Annexes affected |, Il, [lIA
and IlIB. Extension of
Indication to include
“treatment of adults with
insufficiently controlled
type 2 diabetes mellitus to
improve glycaemic control
as an adjunct to diet and
exercise in addition to
metformin without SGLT-2
inhibitors” based on the
phase 3 Study EFC13794;
a 26-week randomized,
open-label, active
controlled, parallel-group,
study assessing the
efficacy and safety of the
insulin glargine/lixisenatide
fixed ratio combination in
adults with Type 2
Diabetes inadequately
controlled on GLP-1
receptor agonist and
metformin (alone or with
pioglitazone and/or SGLT-
2 inhibitors), followed by a
fixed ratio combination
single-arm 26-week
extension period. As a
consequence, sections
4.1,4.2,4.4,48 and 5.1
of the SmPC are updated
and the Package Leaflet is
updated in accordance. In
addition, the MAH took the
opportunity to update the
contact details of the local
representatives in




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

Denmark, the Netherlands
and Malta in the Package
Leaflet and to implement
minor editorial changes in
the annexes. It is the
reason why enclosed
present-proposed table
mentions also changes
related to an update of
sections 2, 3, 4.5, 4.6 and
labelling text. The minor
editorial changes were
approved in the frame of
the CHMP opinion and are
enclosed in the revised
annexes |, Il, 1lIA and 111B
included in this opinion.

COJIIKBA

PO34UH A5 iH ek,
100 Op,./Mn+33 mKr/mn,
Ne3 a6o Ne5: no 3 mny
KapTpigxi,
BMOHTOBaHOMY B
0ZIHOPa30BY LUMPULL-
pyuKy; no 3 abo no 5
LUMPULL-PYYOK B
KapTOHHI kopo6uyi.
['onkv B ynakoBky He
BK/TIOYEHI

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CaHodi-ABeHTic [oitunaHg MieX

HimeyunHa

C.l.6.a - Change(s) to
therapeutic indication(s) -
Addition of a new
therapeutic indication or
modification of an
approved one; Type II;
Annexes affected |, II, IlIA
and 11B. Extension of
Indication to include
“treatment of adults with
insufficiently controlled
type 2 diabetes mellitus to
improve glycaemic control
as an adjunct to diet and
exercise in addition to
metformin without SGLT-2
inhibitors” based on the
phase 3 Study EFC13794;
a 26-week randomized,
open-label, active
controlled, parallel-group,
study assessing the
efficacy and safety of the
insulin glargine/lixisenatide
fixed ratio combination in
adults with Type 2

3a
peuenmom

UA/16775/01/01




Ne Hassa dopma sunycky 3assBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina YmosBu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocBi04YeHHs1

Diabetes inadequately
controlled on GLP-1
receptor agonist and

metformin (alone or with
pioglitazone and/or SGLT-
2 inhibitors), followed by a
fixed ratio combination
single-arm 26-week
extension period. As a
consequence, sections
4.1,42,44,48and5.1
of the SmPC are updated
and the Package Leaflet is
updated in accordance. In
addition, the MAH took the
opportunity to update the
contact details of the local
representatives in
Denmark, the Netherlands
and Malta in the Package
Leaflet and to implement
minor editorial changes in
the annexes. It is the
reason why enclosed
present-proposed table
mentions also changes
related to an update of
sections 2, 3, 4.5, 4.6 and
labelling text. The minor
editorial changes were
approved in the frame of
the CHMP opinion and are
enclosed in the revised
annexes |, 11, 1A and I1IB
included in this opinion.




