PLIVA HRVATSKA d.o.o.

Certificate of Release

No. 10010964/788061
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13.

14.

15.

16.

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: There were no major/critica
- Moehs Catalana S.L., Poligono Industrial Sur, C

Certification statement:

CORINFAR

Russian Fed.

P N015326/01

10 mg

Oral Extended Release (ER) Tablets (Film Coated)
Bottle, 1*100

788061

28.04.2021

30.04.2026

PLIVA HRVATSKA d.o.o.

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

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

PLIVA HRVATSKA d.o.0.

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

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

PLIVA HRVATSKA d.o.0.

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

UP/I1-530-10/19-03/12

| deviations. APl name and AP| manufacturer site: Nifedipine
esar Martinell | Brunet, 12A, 08191 Rubi, Barcelona, Spain

"I 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 Re

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:

f",iv“\ (.'R(M'l‘h\ L
Quality Zagreb
Qualified Pergyp
Vanja Sablji¢

gulatory Authority and with the specifications in the
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No.:3

, CERTIFICATE OF ANALYS}S/ CEPTUOUKAT AHANTU3A

Date/flara:

| Product Name

| HaumeHoBaHue npoAyKuum

Corinfar® prolonged release film-coated tablets, 10 mg
KopuHdap® Tabnetku ¢ nponoHrMpoBaHHbIM

i BbICcBOGOX ACHMEM, NOKPLITBIE NAHOYHOM o6onoukois, 10 mr

| |

| Batch No./Cepusn Ne _ L788061
_Mfg.Date /Alata npoussoacTea | 28.04.2021
_Exp.Date /TogeH ao l 30.04.2026

G ¢ i

No. Tests

Specification

Results

1 Description

| Onucanme

Visually

Yellow, rounds biconvex film-
coated tablets, with beveled and
undamaged edges and of uniform
appearance.

| BuayansHeili

HenTbie Kpyrasle 4BOAKOBLINYKAbIE
TabNeTKK, nNOKPbLITLIE NAEHOYHOM
060ONOYKOH, €O  CKOWEHHbIMM
HENOBPEXAEHHBIMU  KpaAamMu U

| OAHOPOAHbLIM BHEWHUM BUAOM.

Hentwie

Yellow, rounds biconvex film-coated
tablets, with beveled and undamaged
edges and of uniform appearance.

ABOAKOBbINYKAbIE
NAEHOYHOMW

KPyribie
Tabnetkum, NOKPbITbIE
obonoukoit, co CKOLWEeHHbIMU
HEeNOBPEXAEHHbIMK KpaAamu 7]
OAHOPOAHBIM BHELWHUM BUAOM.

2 Identification

NoanuHKoCTL

HPLC
The retention time of the main
peak on the chromatogram of the
test solution should correspond to
the retention time of the main
peak in the chromatogram of the
standard solution.
BIXX
Bpems yAepsKuBaHWUA OCHOBHOrO
NWKa Ha xpomarorpamme
UCNbITYEMOTO PAcTBOPA JONMKHO
COOTBETCTBOBATL BPEMEHMU
YAEPKUBAHWA OCHOBHOIO NUKa Ha
XpOMaTorpamMme CTaHAapTHOrO
acTsopa.

The retention time of the main peak on
the chromatogram of the test solution
should correspond to the retention time
of the main peak in the chromatogram
of the standard solution.

Bpems yaepmusaHma 0CHOBHOrO NWUKa
Ha XpOMaTorpamme UCNbITYEMOTO
pacTBopa A0MKHO COOTBETCTBOBATL
BPEMEHM YAePKUBAHWA OCHOBHOMO
NUKa Ha XPOMATOrpamMMe CTaHA4apTHOro
pacrsopa.

3 Dissolution

Pacteopenue

Ph, Eur. or State Ph. of RF
UV-spectrophotometry

In 10 minutes from 30 % to 50 %;
In 30 minutes from 50 % to 70 %;
In 180 minutes from 75 % to 95 %
(complies with requirements of
Ph.Eur. (2.9.3))

Ph. Eur. unu ro Po
Y®-cnekmpogomomempusn
Hepes 10 munyT: o1 30 g0 50 %;
uepe3 30 muHyT: 0T 50 go 70 %:;
yepes 180 muHyT: 0T 75 g0 95 %

44 %
59 %
78%

44 %
59 %
78 %

S|

PLIVA HRVATSKA d.0.0.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb,

Hivatska;

telefon: + 385 1 37 20 000; telefaks: + 385137 20 111; URL: www.pliva.hr
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3 (cooTBetcTByeT TpeGoBaHmam Eep.
| ®apm. (2.9.3))

4 Related impurities

HPLC
Analogue of nitrophenylpyridine —

not more than 0.2 %; <0.1%
Analogue of nitrosophenylpyridine
=not more than 0.2%; <0.1%
Any single unidentified impurity —
not more than 0,2 %, <0.1%
Total unidentified impurities ~ not
more than 0.5 % <0.1%
PopcreenHbie BIMX
npumecu N HutpodeHunnupuaun-avanor —
He 6onee 0,2 %; <0,1%
HuTpo3sodenunnupuann-ananor —
He Gonee 0,2 %; <0,1%
| NMio6an eauHuuHan |
‘ HEUAEHTUOUUMPOBAHHAA NPUMECH
| - He 6onee 0,2 %; | <0,1%
i Cymma HeMaeHTUPUUMPOBAHHBIX |
npumecei — He bonee 0,5 % | <0,1%
5 Microbial quality* Ph.Eur.
Total aerobic microbial count
(TAMC) - not more than 10* CFU/
g <5CFU/g
Total yeasts and moulds count
2
S'YMC) - not more than 10? CFU/ <5CFU/g
Escherichia coli — absencein1g
Or State Ph. of RF satisfactory
Category 3A
Mukpobuonoruueckan
& Eep.@
Huerora Obuwee yucno a3p0obHbIx

MukpoopraHuimos (TAMC) - we

L1%

Acceptance value for 30 tablets <
L1%

and any individual result should not
be less than (1 - 12 x 0.01) x M or
more than (1 +12x0.01) x M
(L1=15.0;12 = 25.0)

(complies with requirements of

| 6onee 10° KOE/r, <5 KOE/r

| Obuiee 4MCNO  APONOIKEBBLIX M

| nnecHesbix rpubos (TYMC) - e

' 6onee 107 KOE/r, e
Escherichia coli -~ otcytcrBue s 1 r
Hnu ro po oTCyTCTBYET
Kateropua 3A -

6 Uniformity of dosage Ph.Eur. or State Ph. of RF
HPLC |
i Acceptance value for 10 tabletss | Av=3.6

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb,

Hrvatska; telefon: + 385 1 37 20 000; telefaks: + 385 1 37 20 111; URL: www _pliva.hr
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Ph.Eur. (2.9.40))
Ph.Eur. unu re po
OaHopogHocTe BIXX
Kputepuii npuemnemoctn AV ana | AV=3,6
IR 10 rabnerox He bonee L1 %;
KPUTEPHI Npuemnemoctn AV ans
30 rabnetok He 6onee L1 %
M HU  OAWH  WMHAMBUAYENbHbIN
Pe3ynbTaT He A0MMEH BbiTb MeHee |
(1-12x0,01) x M unu Gonee (1 +
L2x0,01)xM
(L1=15,0; L2 = 25,0)
(cootsetcTayer TpeGosanmam Ph.
Eur. (2.9.40))
7 Assay HPLC
From 9.5 mg to 10.5 mg nifedipine | 10.1 mg
per tablet; 101 %
(from 95 % to 105 % of the labeled
amount of nifedipine)
BIMX
KonuuecreenHoe Or 9,5 no 10,5 mr wudeaunuHa 8 10 ik
1abnetke :
HR——— (o7 95 % fo 105 % oT 3aABAEHHOrO e
COAEepPKaHUA HUeaunuHa)
9 Storage At the temperature not exceeding 25°C in the original packaging.
R Mpu Temnepartype He sbiwe 25 °C 8 OPWUIMHANLHOW YNAaKOBKe
10 | Shelf life Cpok 5 years
rogHOCTH 5 ner
The product meets the requirements ND P N015326/01-220119 variation 1
MpoaykT cooteercreyer Tpebosannam HA HA N N015326/01-220119 M3m. Nel
*Tested on every 10" batch or at least one batch per year/ Nposepsetca Ha kamgoii 10-i# CepH1M, HO HE pexe,
4Yem Ha OflHOM CepuK B roa,
Certificate signed by/Cepruduxar nognucan:
Name /®UO: Title /BonmuHocTs: Date and Signature /Qara u
] Pl.l\{A CROATIA L. | noanuce: /
VANJA sABLTiC Quality Zagreb ' .
Qualified Person f 25 06,240 A Cb‘lﬂa’io
Vanja Sabljié

PLIVA HRVATSKA d.0.0.
Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Hrvatska; telefon: + 385 137 20 000; telefaks: + 385 137 20 111; URL: www.pliva.hr



Mnuea Xpearcka 4.0.0.

CepTudimkar Ha BbInyck

Ne10010964/788061

Haspanue npoaykra Kopundap
Crpana Poccus
Homep pernctpaumnonnoro yaocrosepenus ITNO015326/1
Jo3uposka 10 mr

JlexapcTBennas dgopma

TabeTKH ¢ [POJOHTMPOBAHHBIM BbICBODOXKIEHHEM,

MOKPBITHIE [UIEHOYHOMH 000J104KOi

PasMep v THI ymakoBkH

Onakon/ 1* 100

Homep cepun 788061
JlaTa npousBoacTea 28.04.2021
Cpok rogHoctu 30.04.2026

[MpoussoauTens Ganka:
e Hazpanue
e Anpec
e Homep anuensuu
® Ccounka Ha GMP ceprudukar

ITnuBa Xpsatcka 1.0.0.

Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic of
Croatia

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

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

Kontpone kauectsa:
e Haspauue
* Anpec
e Homep nuuensuu
® Cceuika Ha GMP ceprudukar

[lnusa Xpsarcka 1.0.0.

Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic of
Croatia

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

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

YnakoBka:
e Ha3zpanue
e Anpec
e Homep nuuensuu
e Ccbutka Ha GMP cepruduxkar

[lnusa Xpsarcka 1.0.0.

Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic of
Croatia

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

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

Pesynbrarsl ananusa:

Ceprudukar aHanusza npunoken

KommenTapun/3ameuanus:

HaumenoBanue A®C u npoussoautens ADC

Hudenunuu - Moaxc Karanana C.JIL., Poligono Industrial Sur, Cesar Martinell I Brunet, 12A, 08191 Rubi,

Barcelona, Spain

HacTosmum noateep:kialo, uto ykasaHHas Bbliiie uH(popmauus BepHa. JlaHHas cepus npoaykra Gbiia
MPOM3BE/IEHA, BK/IIOYAs yNaKOBKY W KOHTPOJIb KQ4€CTBA B MOJIHOM COOTBETCTBHMM ¢ TpeGoBanusmu GMP
W cneunpuKauMu. 3anuch O MPOM3BOACTBE, YNMAKOBKE M aHANM3e JAHHOI CEPHH COOTBETCTBYIOT

TpeboBanusim GMP.

Hma/ JlomxkHocTs

YnonHoMo4YeHHoe JIMLIO OTBEYAIOLIEE 34 BHINYCKAKOLIMH KOHTPOJIb KA4eCTRA

Vanja Sabljie

Iloanuce: [Hoodnucw/

Hara: 25.06. 2021r.

MNMepesopg BepeH

Digitally signed by Svetlana

Svetlana g "

ou=Global, ou=Clients,

Solovey g s

d

email=Svetlana.Solovevaite
varu

Date: 2021.07.16 15:39:25
+03'00°
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