NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

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

KOMOETEHTHUMU OPTAHAMU CMOMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLYI, ANOHII, ABCTPANII,

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 NocBi0YeHHs1
1 AENCTPIFO | TabneTku, BKPUTI Mepk LWapn i | LBeiuap MPOMIXXHWIA NPOAYKT Moptyrania/ | 3miHn | Ta Il Tuny: Type ll, C.1.4 - 3a UA/19937/01/01
NNiBKOBOK 060/I0HKOIO, MO Joywm IAEA in [0paBipyHy, BUCYLLEHWIA ITania/ Change(s) in the SPC, Labelling jpeyenmom
100 mr/300 mr/245 wmr, 30 m6X, PO3MUIEHHSIM: IpnaHgis/ or PL due to new quality,
Tab1eToK, BKPUTUX Lsenuapis BUPOGHULTBO/aHaNITUYHE Benuka preclinical, clinical or
NNiBKOBOK 060/IOHKOIO Y TeCTYBaHHS: BputaHisa/ pharmacovigilance - Update of
nnawudi, 1 nnawka 8 XoBioH ®apmaCeHcia C.A., CLUA/ sections 4.4 and 4.8 of the
KapTOHHI Kopo6Li MopTyranis; Higepnangu SmPC in order to add a new

MPOMIXHWI NPOAYKT
[0paBipyHy, BUCYLLEHWIA
PO3NUIEHHAM:
BMPOGHULTBO/aHaNITUYHE
TeCTyBaHHS:
®.I.C. - dabbpika ITanbsaHa
CinTeTivi C.n.A., lITanis;
MikpobionoriuHe
TECTyBaHHS SKOCTI:
EypodiHc Biodhapma
MpogakT TecTiHr IpnaHaisn
Nta, lpnangis;
TeCTyBaHHS CTabifIbHOCTI:
OpraHoH ®apma (Benuka
BputaHis) Nimiten, Benvka
BpuTaHis;

Mepk Wapn i Aoym N1/1C,
CLUA;
BMPOGHULTBO (poNunkose
YLWiNIbHEHHS,
3MilLyBaHHs/3MaLLlyBaHHS
rpaHys gopasipuHy Ta
namiByguHy/TeHodoBipy
An3onpokcuny dymapary,
TUCHEHHS, MOKPUTTA
NAiBKOBOK 060/10HKOI0),
aHasniTMyHe TecTyBaHHSA
NPy BUNYCKY:

warning on Severe cutaneous

adverse reactions (SCARs) and
to add "toxic epidermal

necrolysis (TEN)" to the list of

adverse drug reactions (ADRSs)
with frequency not known,
based on clinical trials, literature
and post-marketing safety data.
The Package Leaflet is updated
accordingly.

In addition, the MAH took the
opportunity to update the list of
local representatives in the
Package Leaflet, to bring the PI
in line with the latest QRD
template version 10.4. and to
implement editorial changes to
the SmPC.
3MiHV BHECEHO B IHCTPYKLitO
[ON19 MeJYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby o po3ainis
«OCc06MBOCTI 3aCTOCYBaHHSA»
Ta «IMo6iYHI peakuii» a Takox
3MiHV BHeceHo B KopoTky
XapaKkTepuCTUKY NiKapCbKoro
3aco0y A0 po3ginis «OcobnuBi
3acTepexeHHs Ta 3anobikHi
3ax04M Npv 3aCTOCYyBaHHI» Ta




MPOMIXHWIA NPOAYKT
[0paBipuHyY, BUCYLLEHWI
PO3MUNEHHAM:
BMPO6GHMLTBO/aHaNITUYHE
TeCTyBaHHS:
®.I.C. - dabbpika ITanbaHa
CiHTeTivi C.n.A., ITania
MiKkpoGionoriuHe
TecTyBaHHS AKOCTI:
EypodiHc Biodhapma
MpopakT TecTiHr IpnaHais
Nimitepn, IpnaHpis
TeCTyBaHHS CTabisibHOCTi:
OpraHoH ®apma (Benuka
BpuTaHis) Nimites, Benunka
BpuTaHis
Mepk Wapn i oym JI1C,
CLIA
BMPOGHULTBO (PONNKOBE
YWiNbHEHHS,
3MilLlyBaHHSA/3MaLLyBaHHSA
rpaHy”n, TUCHEHHS,
MOKPUTTSA M/1IBKOBOIO
060/I0HKOID), aHaNITUYHe
TecTyBaHHS Mpu BUMYCKY:
MCZ IHTepHewHn M'vbX,
IpnaHgis
nepBuHHE Ta BTOPVHHE
nakyBaHHs, BUMYCK cepii:
Mepk Wapn i Joym B.B.,
Hinepnangu

warning on Severe cutaneous

adverse reactions (SCARs) and
to add "toxic epidermal

necrolysis (TEN)" to the list of

adverse drug reactions (ADRS)
with frequency not known,
based on clinical trials, literature
and post-marketing safety data.
The Package Leaflet is updated
accordingly.

In addition, the MAH took the
opportunity to update the list of
local representatives in the
Package Leaflet, to bring the PI
in line with the latest QRD
template version 10.4. and to
implement editorial changes to
the SmPC.
3MiHN BHECEHO B IHCTPYKL,it0
ANA MenyHOro 3aCToCyBaHHS
nikapcbKoro 3acoby Ao posainis
«OCc06/IMBOCTI 3aCTOCYBaHHA»
Ta «[o6iYHI peakLii» a Takox
3MiHV BHECEHO B KopoTky
XapaKTepuUCTUKy NiKapcbkoro
3aco6y [0 po3ginis «OcobnmBi
3acTepeXxeHHs Ta 3anobixkHi
3ax0A4M Npu 3acToCyBaHHI» Ta
«IMo6ivHI peakuii».
BBeeHHs 3MiH NpoTAroM 6-Tn
MiCALiB Nic/1A 3aTBEPAXKEHHS.

Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
MCZ IHTepHewHn M'vbX, «[lMob6ivHi peakuii». BBegeHHSA
Ipnangis; 3MiH NPOTArom 6-Tn MicALiB
nepBrHHE Ta BTOPUHHE nicns 3aTBepayKeHHs.
nakyBaHHs, BUMYCK cepii:
Mepk Wapn i Joym B.B.,
HigepnaHgmn
2, MNIPENTPO | Tabnetku, BKpUTI Mepk Wapn i | Wseliyap NPOMDXHWI NPOAYKT Moptyranis/ 3minm | Ta Il Tuny: 3a UA/19910/01/01
NNiBKOBOK 060MOHKOD, MO Ooywm IOEA is [0paBipuHy, BUCYLLEHWIA ITanis/ Type ll, C.1.4 - Change(s) in the peyenmom
100 mr, 30 TabneTok, 6X, PO3NUNEHHAM: IpnaHgis/ SPC, Labelling or PL due to new
BKPUTKX M/1IBKOBOIO LiBeliuapis BMPOBGHMLTBO/aHaNITUYHE Benuka quality, preclinical, clinical or
060/10HKOI0 Y NNALWL; no 1 TeCTyBaHHs: BpuTtaHisa/ pharmacovigilance - Update of
NASAWLI B KAPTOHHIi XosioH ®apmaCeHncisa C.A., CLUA/ sections 4.4 and 4.8 of the
Kopob6ui MopTyranis Higepnangmn SmPC in order to add a new







