Mnuea XpBaTcka 4.0.0.
CepTudmrkaT Ha BbINYCK

Ne10010965/59099

Hazpanue npojiyxkra

Kopundap ® tabnerkn

Crtpana Poccus
Homep perncTpalHoHHOIO y/I0CTOBepeHHA 015326/1
Jo3uposka 10 Mr

JlekapcTBeHHas Gopma

TAabJICTKKN [1POJIOHMMPOBAHHOTO
IJICHOYHOH 000/104KOi#

JleiicTBm,

NIOKPbITbIE

PaszMep 1 THIT YIIAKOBKH

Mnakon/ 1* 50

Howmep cepun 59099
JlaTa Npou3BOACTBA 17.09.2019
CpoK roJIHOCTH 09. 2024

IlpousBoauTens Oanka:
s Ha3spanne
e Anpec
* Howmep nnuensnn
e Ccrinka na GMP ceprundpukar

ITnuBa XpBarcka 1.0.0.

Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic of

Croatia

Ne UP/I-530-01/13-03/08

UP/1-530-10/16-03/04

KoHnTpone kauecrsa:
e Haspanne
e Anpec
* Homep iMLeH3MH
e Ccbinka Ha GMP ceprudukar

[Tansa XpsaTcka /1.0.0.

Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic of

Croatia

Ne UP/1-530-01/13-03/08

UP/1-530-10/16-03/04

YnaxkoBka:
e Haspauue
s Anpec
e Homep nuuenszun
e Ccrinka Ha GMP ceprudnxar

[1i1Ba XpBarcka 1.0.0.

Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic of

Croatia

Ne UP/1-530-01/13-03/08

UP/1-530-10/16-03/04

PC3yHbTaTbl aHalinsa:

CeprHHKaT aHajinza npujIoKeH

KoMmeHTapui/3aMmedaHis:

/

HacTosAmm MoATBEpsK/1a10, YTO yKazaHHas Belie wHpopMaus Bepha. JlanHas cepus npojaykra Obiia
NpoM3Be/ICHA, BKIIIOYAs YIAKOBKY M KOHTPOJIb KAYeCTBa B MOJIHOM COOTBETCTBHM ¢ Tpebosanusmn GMP
M crneuuuKaiu. 3anMcd O [POM3BOJACTBE, YNAKOBKE M aHAJM3C [JaHHOH CEpHH COOTBETCTBYIOT

Tpeborannsam GMP.

Wms/ JomkHoeTs

VnoiaHoMoueHHOE JIMLO Mapruna 3ajapo

Tloanuce: Hloonuce/

Jara: 28 oktsa0Opsa 2019
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PLIVA

CEPTUOHUKAT AHAJIM3A

Hawnmenopause npoaykinn: Kopungap® rabneTku ¢ npoJoHrHpoBaHHbIM BLICBODOMIEHHEM,
MOKPHITBIC TUICHOUHO# 06ono4koi, 10 Mr

Jlara npoussosicrea: 17.09.2019

lopen no: 09.2024

Cepus No: 59099

I'® PO unu Esp. @apM.

ob1iee ynueIo adpobHbBIX MHKPO-
opranusMoB (TAMC) — He Gonee
10° KOE/r,

obuee YuCno APOHIKEBLIX H
mectenbix rpuboB (TYMC) — He
Gonee 102 KOE/T,

Escherichia coli — oTcyTcTBHE B 1
r

[TOKA3ATEJIA CHEIADUKALIMA PE3VJIBTATBI

Onucanue Kpyruble nBoskoBbNykibie | COOTBETCTBYET

Buayanbhbl TaBNETKH, TIOKPBITLIC MNJICHOYHOH
o0ONOYKON KeNTore IUBETA €O
CKOLICHHBIMH KpasMH

[NopnuuHOCTD BpeMms y/CpKMBaHHS OCHOBHOrO | Bpems y/IepXKHBaHHS OCHOBHOTO

BIXX THKa Ha XpOMaTorpamme | THKa Ha XpoMarorpaMmme
HCIILITYEMOTO  PacTBOpa JIOJDKHO | MCIIBITYEMOTO pacTBOpa J0JDKHO
COOTBETCTROBATH BPEMEHH | COOTBETCTBOBATH BPEMEHH
y/Iep/KMBaHHs OCHOBHOTO MHKa Ha | yASP)KHBAHHA OCHOBHOIO NHKa Ha
XpoMarorpamMMme CTaHJIAPTHOrO | XpoMaTorpaMMe  CTaHJapTHOTO
pacTBopa pacrtBopa

[Pacmope}me Yepes 10 mun ot 30 % 10 50 %; 42 %

Y®-cnekrpodoToMeTPHA | yepes 30 muk ot 50 % 10 70 %; | 69 %
uepe3 180 mun o1 75 % 10 95 % 92 %

PoncTBenHbie Hutpodenunnupuinna aHanor —

TIpUMeEcH He Gonee 0,2 %; <0,1 %

BOXKX HUTPO30(DEHHIITHPH/IHHA aHAOr — <01 %
ne Gonee 0,2 %, e
nobast eINHHYHAA HeHJICHTH-
dbuunposannas nNpuMech — <0,1 %
ne Gonee 0,2 %,
CyMMa HEH/JCHTH(HIHPOBAHHBIX
npumeceit — ne Gonee 0,5 % <0,1 %

LOJIHOpOJIlHOCTb B cOOTBETCTBHH ¢ TPEOOBAHHAMH
JIO3MPOBaHHA Esp. ®apm. AV=5,0
[ PO unu Esp. DapmM. ! (2_9_40)
|
MiukpoGuonorudeckas | Kareropus 3A
YHCTOTA HIIH

PLIVA CROATIA Ltd.

Srias parupa | lioovica 25 10000 Zagreo Croghia Pnene 1 385137 26 000 Fex: + 385137 20 11, URL www piiva.com




@ PLIVA

KonuuecTaenHoe Ot 9.5 mr 0 10,5 mMr nudeaununa | 10,0 Mr
OlIpPENCIICHHE B TadJIcTKE;
0,
B or 950 % o 1050 % or|100:4%
3a5BJICHHOTO CO/IEpPKaHHS
HueIHIHHA

Or/1e KOHTPOJIS KauecTBa NPOAYKLHH
[N1mBa Xpsarcka 1.0.0., Peciybiinka Xopsarus

damuiud
o 165 5 DT
L 97) yya Quality Zagre
NOJUMCh / 21 Lol Qllllaliﬁed Person
IITAMII Martina Zadro

PLIVA CROATIA Ltd
r as bare e | hoovica 75, 10000 Zagics Crogue, Pacre. 4+ 385137 20000, Fax: ot 385 1 37 20 111 URL: www pva com




PLIVA HRVATSKA d.o.o.

Certificate of Release

No. 10010965/59099

O Pl B b

SEX~NO

1.
12

13.

14.

15.

16.

Name of product

Country

MA number or NDC number
Strength / Potency

Dosage form

COATED)

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:

Corinfar tablets
Russian Fed.
015326/1

10 MG

ORAL EXTENDED RELEASE (ER) TABLETS (FILM

Bottle, 1*50
59099
17.09.2019
09.2024

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipoviéa 25, 10000 Zagreb, Croatia
No UP/-5630-01/13-03/08

UP/I-530-10/16-03/04

PLIVA HRVATSKA d.o.0.

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

UP/I-530-10/16-03/04

PLIVA HRVATSKA d.o.0.

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

UP/1-530-10/16-03/04

"| 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 fil
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 Lid
Quality Zagreb
Qunliﬁcd Person
Martina Zadro

W 104

e for investigational Medicinal

78, 10. 2019




