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, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa dopma sunycky (nikapcbka 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbK0o20 c¢hopma, ynakoska) Bgionycky | peecmpayiliHo2o
3acoby nocsi0O4YeHHs
1. CO/IKBA PO34YmMH ANs iH ekuji, 100 TOB YkpaiHa | CaHodhi-ABeHTic [oiunaHg | HimeuunHa Periodic Safety Update EU 3a UA/16774/01/01
Oa./mMn+33 mkr/mn; Ne3 "CaHodi- 6X Single assessment - insulin peyenmom
a6o Ne5: no 3 mny ABeHTIC glargine / lixisenatide
KapTpuaki, BMOHTOBaHOMY YkpaiHa" The CHMP, having considered
B OHOPA30BY LUNPWLL- in accordace with Article 28 of
pyuky; no 3 a6o no 5 Regulation (EC) No 726/2004
LUNPWL-PYYOK B KAPTOHHIl the PSUR on the basis of the
Kopobu,i. Fonkn B ynakosky PRAC recommendation and the
He BK/IHOYEHI; PRAC assessment report as
PO34nH ANns iH exuii, 100 appended together with the
Opa./mn+50 mkr/mn; Ne3 detailed explanation of the
a6o Ne5: mo 3 mny scientific grounds for the
KapTpuaki, BMOHTOBaHOMY differences with the PRAC
B OZHOPA30BY LUNPULL- recommendation, recommends
pyuky; no 3 abo no 5 by consensus the variation to
LUNPUL-PYYOK B KAPTOHHI the tetns of the marketing
kopobu,. ok B ynakoBky authorisation(s) for the above
He BK/IOYEHI mentioned medicinal product(s),
concerning the following
change(s):
Update of section 4.8 of the
SmPC to add the adverse drug
reaction dysgeusia with
freguency uncommon. The
Package leaflet is updated
accordingly.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALB NicNa 3aTBEPIXEHHS.
2, CONIKBA pO34mH ANs iH ekuiin, 100 TOB Ykpaina | CaHodpi-ABeHTic JoinunaHg | HimeuunHa Periodic Safety Update EU 3a UA/16775/01/01
Op./mn+33 mkr/mn; Ne3 "CaHodi- 6X Single assessment - insulin ~ peyenmom
a6o Ne5: no 3 mny ABEHTIC glargine / lixisenatide




Ne
n/n

Hassa
JliKapcbKo20
3acoby

®opma sunycky (/ikapcbka
¢hopma, ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

KapTpuaki, BMOHTOBaHOMY
B O[iHOPa30BY LUMNPWLL-
pyuky; no 3 a6o rno 5
LUNPULI-PYYOK B KAPTOHHIl
KopobL,i. [onkn B ynakoBky
He BK/IOYeHi

YkpaiHa"

The CHMP, having considered
in accordace with Article 28 of
Regulation (EC) No 726/2004
the PSUR on the basis of the
PRAC recommendation and the
PRAC assessment report as
appended together with the
detailed explanation of the
scientific grounds for the
differences with the PRAC
recommendation, recommends
by consensus the variation to
the tetns of the marketing
authorisation(s) for the above
mentioned medicinal product(s),
concerning the following
change(s):

Update of section 4.8 of the
SmPC to add the adverse drug
reaction dysgeusia with
freguency uncommon. The
Package leaflet is updated
accordingly.
BBeeHHs 3MiH npoTarom 6-Tu
MicAUIB Nicns 3aTBepKEHHS.

TIBCOBO

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOHO,
250 wmr; no 60 TabneTok y
nAawLi, no 1 naswui s
KopobL,i 3 KapTOHY

ne
NABOPATY
AP CEPB'E€

dpaHuis

BignosiganbHuii 3a
nepBrHHE Ta BTOPUHHE
nakysaHHA: Aimak dapma
Cepsici3 /limiTes, Benvka
BpuTtaHis; BignosigansHuii
3a BMNYCK Cepii roToBOro
nikapcbKoro 3acoby:
Na6opartopii Ceps'e
IHpacTpi, PpaHuis;
BignosiganbHuii 3a
BMPOGHULITBO rOTOBOIO
nikapcbkoro 3acoby in bulk.
BignosiganbHuii 3a
BMNPOGYBaHHSA B pamkax

Benuka
BpuTaHia/
dpaHuis/

KaHapa/

CnonyyeHi
LWTaTtn
Amepurku
(CWA)/
HimeyunHa/
MopTyranis

C.l.11.z, IB - Introduction of, or
change(s) to, the obligations and
conditions of a marketing
authorisation, including the RMP
- Other variation:

Update of the RMP (from
version 1.0 to 2.0) with
implementation of an exact
wording of a protocol of a
category 3 study agreed by
PRAC/CHMP without further
changes.
3aABHMKOM HagaHo Pestome
nJaHy ynpasniHHA pusukamm

3a
peyernmom

UA/20476/01/01




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

KOHTPOJ1t0 SIKOCTi rOTOBOr0 Bepcid 2.0 B 1 npuMipHUKY Ha 29
nikapcbKoro 3acoby: apkyLiax.

MarteoH IHK., KaHaga,;
BignosiganbHuii 3a
BMNPOGYBaHHA B paMkax
KOHTPOJI0 AKOCTi 3a
NOKa3HWKOM [OC/iXEHHSA
cTabinbHocTi
TBEPAOAMNCNEPCHOIO
MPOMDKHOIo NPoAYyKTY
iBOCUAEHIbY Ta roToBOro
nikapcbkoro 3acoby: Mra
JesenonwveHr, J1.M.,
Cnonyueni Wtatn
Amepukn (CLLA);
BignosiganbHuii 3a
BMPOGHULITBO rOTOBOIO
nikapcbkoro 3acoby in bulk.
BignosiganbHuii 3a
BMNPOGYBaHHA B paMKax
KOHTPOJ110 SIKOCTi FOTOBOr0
nikapcbKoro 3acoby:
PotteHgopc dapma Mvb6X,
HimeuunHa;
BignosiganbHuii 3a
BMPOOHULITBO NPOMiXHOT0O
NPOAYKTY NiKapCbKoro
3acoby
(TBEpPAOAMCMIEPCHUIA
MPOMDKHWI NPOAYKT
iBOCUEHIOY).
BignosiganbHuii 3a
BMMPOOYBaHHSA B pamKax
KOHTPOJI0 SAAKOCTI
NPOMDXHOI0 NPOAYKTY
nikapcbKoro 3acoby
(TBEPAOAMCNEPCHWIA
NPOMDKHWI NPOAYKT
iBOCMAEHIBY): XoBioH JI/1C,




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

CnonyyeHi LWtaTtn
Amepuku (CLLA);
BignosigansHuii 3a
BUPOGHULITBO MPOMiXXHOIO
NPOAYKTY NiKapCbKoro
3acoby
(TBEpPAOAMCNEPCHWIA
MPOMKHWI NPOAYKT
iBOCUAEHIOY).
BignosiganbHuii 3a
BMNPOOYBaHHSA B pamkax
KOHTPOJI10 SKOCTI
NMPOMDKHOIO NPOAYKTY
nikapcbKoro 3acoby
(TBEPAOAMCNEPCHWIA
NPOMDKHWIA NPOAYKT
iBOCUEHiOY): XOBIOH
dapmacieHcisa C.A.,
MopTyranis




