NMEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKUX 3ABEPLUEHO PO3I /A4, PEECTPALINHNX MATEPIANIB NPO BHECEHHSA 3MIH O
PEECTPALIVHNX MATEPIA/IB NMPOTANOM Ali PEECTPALIMHOIO NOCBIAYEHHSA HA JTIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, gionycky | peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. PEBYKCOCT | TabneTtku, BKPUTI KPKA, o.4., CnoBeHis BUPOBHMLTBO, CnogeHist C.l.2.a - Change in the SPC, Labelling or 3a UA/18195/01/01
AT KPKA nNiBKOBOO HoBo nepBuHHE Ta PL of a generic/hybrid/biosimilar products peyenmom
060/10HKOI0 No 80 MecCTo BTOPVHHE NakyBaHHS,

Mr; no 14 TabneTok
y 6nictepi; no 2
6nictepn y
KapTOHHiI kopobui

HN30X (HauioHasbHi

KOHTPO/b cepii
(chi3nyHi Ta XimiyHi
MeTOAMN KOHTPOIO,

KOHTPO/1b
Mikpo6ionoriyHoT
4yucToTK cepii),
BMNYCK cepil:
KPKA, a.4., Hoso
mecTo, CrioBeHis
KOHTpO/b cepii
(chi3nyHi Ta XimiyHi
MeTOM KOHTPOII0):
KPKA, a.4., Hoso
mecTo, CrnoBeHis
KOHTPOb cepil
(chisnyHi Ta XimiyHi
MEeTOAN KOHTPOSI):
KeMiicbki iIHCTUTYT,
LleHTp 3a
Banigaujncke
TEeXHONOori€ iH
aHanitiko (LIBTA),
CnoBeHis
KOHTPO/b cepii
(chiznuHi Ta XimiyHi
MeTOMN KOHTPOJII0):

nabopaTopis 3a
34paB'e, OKONE iH
XpaHo), CnoseHis

KOHTPOb cepil

(chi3nyHi Ta XiMiyHi

following assessment of the same change
for the reference product - Implementation
of change(s) for which NO new additional

data is required to be submitted by the

MAH
Product information was updated in the
following sections:
- section 4.4 and 4.5 of the SmPC update
in order to amend an existing warning on
the drug-drug interaction information with
mercaptopurine/azathioprine based on final
results from study FAI-01;
PIL is not affected.
BBefieHHS 3MiH NPOTArom 6-Tn MicALiB
nicns 3aTBepkeHHs.

C.l.2.a - Change in the SPC, Labelling or
PL of a generic/hybrid/biosimilar products
following assessment of the same change
for the reference product - Implementation
of change(s) for which NO new additional

data is required to be submitted by the

MAH
Product information was updated in the
following sections:

- sections 4.4, 4.8 and 5.1 of the SmPC
and Section 4 of the PIL to include
information regarding cardiovascular safety
of febuxostat in patients with chronic
symptomatic hyperuricaemia based on
results form FAST study.
BBeAeHHs 3MiH NpOTArom 6-Tu MicALiB
nicns 3aTBepykeHHs.




Mr; no 14 TabneTok
y 6nicTepi; no 2
6nictepuny
KapTOHHI KopoobUi

KOHTPO/b cepil
(chisnyHi Ta XimiyHi
MeTOAMN KOHTPOIO,

KOHTPO/1b
MiKpo6ionorivyHot
4ynucToTK cepii),
BMNYCK cepil:
KPKA, a4.4., Hoso
mecTo, CnoBeHist

KOHTPO/b cepii
(chi3nyHi Ta XimiyHi
MeTOMN KOHTPOSII0):

KPKA, a.4., Hoso
mecTo, CnoBeHis

KOHTPONb cepil
(hi3nyuHi Ta XiMiuHi
METOAU KOHTPOJIIO):
KeMilicbKi iIHCTUTYT,

LleHTp 3a
Basigaujicke
TEXHO/OrI€ iH

aHanitiko (LIBTA),

CnoBeHis

KOHTPOb cepil
(pi3uyHi Ta XiMiuHi
METOAN KOHTPOSI0):

HN30X (HauioHasbHi
nabopaTtopis 3a
34paB'e, OKONE iH
XpaHo), CnoseHis

KOHTPONb cepil
(hi3nyuHi Ta XiMiuHi
METOAU KOHTPOJIIO):

Kewmina6 g.o.o.,

CnoBeHist

for the reference product - Implementation
of change(s) for which NO new additional
data is required to be submitted by the
MAH
Product information was updated in the
following sections:
- section 4.4 and 4.5 of the SmPC update
in order to amend an existing warning on
the drug-drug interaction information with
mercaptopurine/azathioprine based on final
results from study FAI-01;
PIL is not affected.
BBeeHHs 3MiH NpOTArom 6-Tu MicALiB
nicns 3aTBePAKEHHS.
C.l.2.a - Change in the SPC, Labelling or
PL of a generic/hybrid/biosimilar products
following assessment of the same change
for the reference product - Implementation
of change(s) for which NO new additional
data is required to be submitted by the
MAH
Product information was updated in the
following sections:

- sections 4.4, 4.8 and 5.1 of the SmPC
and Section 4 of the PIL to include
information regarding cardiovascular safety
of febuxostat in patients with chronic
symptomatic hyperuricaemia based on
results form FAST study.
BBeeHHs 3MiH NpOTArom 6-Tu MicALiB
nicns 3aTBepKeHHs.

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
MEeTOAN KOHTPONI0):
Kemina6 g.o.o.,
CroBeHis
2, ®PEBYKCOCT | Tabnetku, BKpUTI KPKA, p.4., CnoBeHis BMPOGHULITBO, CnoseHis C.l.2.a - Change in the SPC, Labelling or 3a UA/18195/01/02
AT KPKA NNiBKOBOO HoBo nepBuHHE Ta PL of a generic/hybrid/biosimilar products peyenmom
060/10HKO0 Mo 120 MecTo BTOPWHHE NakyBaHHS, following assessment of the same change




