CEPTUOUKAT AHAJIM3A

Haumenosanue npoaykuuu: Cymamea® tabieTku, MOKPHIThiE MJIEHOYHOK 000/104KOH, 125 Mr

[lara npouzsoactaa: 25.04.2020

INonen go: 04.2023

Cepus Ne: 6050

NOKA3ATEJIN

CIIELHUDUKALIUS

PE3YJIbTATHI

Onncaune

Kpyrieie JBOSIKOBBINYKJIBbIE

tabnetk  roayboro  mBera  C
rpaBupoBkoi «PLIVA» - na oxHo#
U «125» — Ha Apyro# CTOpoHe.

Buj B u3nome — ot 0eJ10ro 70 NoYTH

OeJioro uBsera.

prFHble JABOAKOBBIITYKJIbIC

tabsietku roynyboro 1era c
rpaBupoBkoii «PLIVA» - na
ogHo# M «125» — Ha Apyro#
CTOpOHE.

Bua B uziome — ot Gesoro 110

moYTH Oeoro 1BeTa.

MNopnuunocTs

Y®-cnexTpodoromeTpHsi:
VY abrpaduonerosbie CIICKTPBI
TMOrJIOIEHUsSI PacTBOPOB [ipefiapara
1 CTaHAApTHOrO ofpazua
a3HTPOMHIIHHA, MPUTOTOBJICHHBIX
JUTs KOJIMYECTBEHHOTO Ofpe/IeNIeHH,
B obmactu or 200 go 400 HM
JIOIDKHBI  UMETh  MAKCUMYMBI  H
MHHHMYMBI TIpH OJIHHX U TEX XK€

JJIMHaAX BOJIH.

BIXKX:

OCHOBHOTI'O MMHKa Ha XpoMarorpamme

BpeMsl  yICPKUBAHUS

HCIIBITYEMOrO  pacTBopa  JOJKHO

COOTBETCTBOBATD BPEMEHH
YAEPXHBaHUA OCHOBHOTO THKa Ha
XpoMaTorpamme CTaHIapTHOTO

pacTBOpa asUTpOMHIIAHA.

Y®d-cnexTpodoTomeTpns:
ViabTpadnoieToBbie  CEKTPDI
MOTNOLICHHU St PacTBOPOB
npemapara W CTaHIapTHOIO
ofOpazuna a3UTPOMHILMHA,
MPUTOTOBJIEHHBIX st
KOJMYECTBEHHOTO

onpejeneHusi, B obnactu oT
200 mo 400 HM uMeOT
MaKCUMyMbl H MHHHMYMBI TIpH
OJTHMX M T€X IKE JJIMHAX BOJH.
BIKX: Bpemsi yJcpxKHBaHus
OCHOBHOI'0 nuka Ha
XpOMaTOrpaMMe HCIBITYEMOTO
pacTBopa COOTBETCTBYCT
BpEMEHHU yIePKUBAHHS
OCHOBHOTO nvka Ha
XpoMaTorpamme CTaHaapTHOIO

pacTBOpa a3uTPOMHULINHA.

PactBopeumne

He MeHee 75% (Q)
CisH7nN2012*2H,0

(a3UTpOMHIINHA) Yepes 45 MUHYT

101 %




[locToponHne npumecH
[Tpumecs F ne 6onee 0,5% <0,1 %
Ilpumecs I  He Honee 0.5% <0,1 %
[Tpumeco I He Gonee 0,5% <0,1 %
[Tpumecs E  He 6onee 0,5% <0,1 %
[Ipumecs M He H6onee 0,5% < 0,1 %
Ipumece N ne Gonee 0,5% <0,1 %
[Ipumece L. He 6osee 0,5% <0,1 %
Jloboit  jgpyrod  eAMHHUYHOI
IIpUMeCcH ne 6onee 0,2% 0.1 %
Cymma mpumeceit He Honee 3,0% 0,1 %
Bona He Gonee 6,0 % 4.4 %
Mukpobuosorudeckas | kateropus 3JA Aspobbr: < 5/r
" ['pubbI: < 5/r
1MCTOTA Escherichia coli: orcyrcrayer
Oanoponnoctn Jist 10 Tabnerok 4V<15 nim AV=20
JI03MPOBAHUS Hns 30 tabnetok AV<15 npu
YCJIOBHH,
umo 0,75 M<xi <1,25 M
KoJinuecTBeHHOE 118,8 - 131,3 Mr/Tabn 125,9 Mr/rabm
ornepe/ieIeHHne (ot 95 10 105 % oT 3asABIAEHHOIO
KOJIN4ECTBA)
YnakoBka [To 6 Tabnerok B 6nucrep 3 [1BX/asmoMunneBoit Gosibru.

ITo 1 GnucTepy BMecTe ¢ MHCTPYKLMEH MO MPUMEHEHHIO B KAPTOHHYIO

nauky.
MapkupoBka B coorsercTeuu ¢ HJJ
XpaHeHue ITpu Temneparype ne Bolue 25 °C
Cpoxk roanocru 3 rona

*** - [lokazarenb «MukpoOHONOTHYECKas YHCTOTa» KOHTPOJIMPYETCS B KaX/I0i 5 cepHH npenapara
H MOJKET OTCYTCTBOBaTh B cepTU(HKaTax aHan3a. @upMa rapanTupyeT KayecTBO Mnpernapara no
ITOMY TNOKa3aTeto.

KoHTponb kadyecTBa poyKLHH

[lsmBa XpBatcka 71.0.0., Pecnybnuka Xoppatus
damMunus PLIVA CROATIA Ltd

MOJITUCH Quality Zagreh %g{ )
, Qualified Person . 9
[TAMII Martina Zadro (/(O/L’C / O3 06 2520




PLIVA HRVATSKA d.o.o.

Certificate of Release

SN WN

11.
12.

13.

14.

15.

16.

No. 10007736/6050

Name of product

Country

MA number or NDC number
Strength / Potency

Dosage form

Pack size and type

Batch number

Date of manufacturing
Expiry date

. Bulk Manufacturing site

Name

Address

Authorization number

Eudra GMP reference number or
certificate of GMP Compliance

Testing site

Name

Address

Authorization number

Eudra GMP reference number or
certificate of GMP Compliance

Packaging site

Name

Address

Authorization number

Eudra GMP reference number or
certificate of GMP Compliance

Result of analysis: CoA attached
Comments / remarks: /

Certification statement:

SUMAMED
Russian Fed.
015662/04

125 mg

Film Coated Tablets
Blister, 1*6

6050

25.04.2020

04.2023

PLIVA HRVATSKA d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
No UP/I-530-01/13-03/08

UP/I-530-10/19-03/12

PLIVA HRVATSKA d.o.o.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/I-530-01/13-03/08

UP/1-530-10/19-03/12

PLIVA HRVATSKA d.o.o0.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/I-530-01/13-03/08

UP/-630-10/19-03/12

“ hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country or product specification file for investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP."

Name and position/title of person authorizing the batch release:

Qualified Person

Signature of person authorizing the batch release:

Date of signature:

PLIVA CROATIA Ltd
Quality Zagreh
Qualified Person
Martina Zadre

o el

O%,o@, 2010 .
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