PLIVA HRVATSKA d.o.o.

Certificate of Release

No. 10010964/187091
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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: APl name and APl manufacturer site: Nifedipine - Moehs Catalana S.L., Poligono
1 Rubi, Barcelona, Spain. There were no major/critical

Industrial Sur, Cesar Martinell | Brunet, 12A, 0819
deviations.

Certification statement:

CORINFAR

Russian Fed.

P N015326/01

10 mg

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

187091

02.09.2021

31.08.2026

PLIVA HRVATSKA d.o.0.

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

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

PLIVA HRVATSKA d.o.0.

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

UP/1-630-10/19-03/12

PLIVA HRVATSKA d.o.0.

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

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

"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 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."

PLIVA CROATIA Ltd
Quality Zagreb
Qualified Person
Marta Velikanovié¢

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

Qualified Person

\{ \)@1} \LQJ\O\/\’C',

04.10 . 2021

Signature of person authorizing the batch release:

Date of signature:
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CERTIFICATE OF ANALYSIS/CEPTUDUKAT AHANU3A
No.:12
Date/Lara: 27.09.2021
Product Name Corinfar® prolonged release film-coated tablets, 10 mg

o
HauMEHOB2HKE NPOYKUMK KopuHpap® 1abneTku ¢ NpOSIOHr MpOBaHHbIM

BbICBO6OYXKAEHNEM, NOKPbLIThIE NNEHOYHON 06010UKO#A, 10 mr

Batch No./Cepua Neo 187091

Mfg.Date /flata npoussoacTsa 02.09.2021

Exp.Date /ToaeH Ao 31.08.2026

No. Tests Specification Results

1 Description Visually
Yellow, rounds biconvex film- Yellow, rounds biconvex film-coated
coated tablets, with beveled and tablets, with beveled and undamaged
undamaged edges and of uniform | edges and of uniform appearance.
appearance.
Busyanovhbil

Onucanme ¥enTble Kpyrnbie ABOAKOBbLINYKAble | HENTbie  Kpyrabie  ABOAKOBbINYKNble

Tabnetku, NOKPbIThie NaeHouHOi | TABNETKW,  noKpbiTbie  NAEHOYHOW
060Nn0YKolM, €O  CKOWeHHbIMM | 0BONOUKOI, co CKOWeEHHbIMU
HENOBPEMAEHHbIMU  Kpaamu k| HENOBPEMAEHHBIMU KpaAmu u
0AHOPOAHLIM BHEWHNUM BUAOM. OAHOPOAHBIM BHEWHWUM BUAOM.

2 Identification HPLC
The retention time of the main The retention time of the main peak on

peak on the chromatogram of the the chromatogram of the test solution
test solution should correspond to | should correspond to the retention time

the retention time of the main of the main peak in the chromatogram
peak in the chromatogram of the of the standard solution.
standard solution.
BIWX
NoanuHHOCTL Bpems yaepusBaHust OCHOBHOTO

nUKa Ha xpomaTtorpamme Bpema yaepHuBaHns OCHOBHOIO NWKa
UCMbITYEMOro pacTeopa A0AMKHO Ha XpOMATOrpamme WUCrbITYeMoro
COOTBETCTBOBATL BPEMEHU pacTeopa A0/MKHO COOTBETCTBOBATL
YAEPHUBAHWUA OCHOBHOIO NUKa Ha | BPEMEHM yAepXKWBaHUA OCHOBHOFO
XpOMaTorpamme CTaHAapTHOro NWKa Ha XPOMaTOrpamme CTaHAapTHOro
pacrBopa. pacTsopa.

3 Dissolution Ph. Eur. or State Ph. of RF
UV-spectrophotometry

In 10 minutes from 30 % to 50 %; 43 %
In 30 minutes from 50 % to 70 %; 67 %
In 180 minutes from 75 % to 95 % 89 %
(complies with requirements of
Ph.Eur. (2.9.3))

PacrBopeHue Ph. Eur. unu re po
yo-cnekmpogomomempusn
Yepes 10 muHyT: 0T 30 80 50 %; 43 %
yepes 30 muHyT: o1 50 0o 70 %; 67 %

Jepes 180 muHyT: 0T 75 0095 % 89 %

PLIVA CROATIA Ltd.
Prilaz barunas Filipoviéa 25, 10000 Zagreb, Croatia; Phone: + 385 1 37 20 000; Fax: + 385 1 37 20 111; URL: www.pliva.com
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(cootBetcTBYET TPE6OBaHNAM EBp.
dapm. (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 % <01%
PoacreeHHble BIMX

npumecu N HutpodeHunnupuauH-aHanor —
He 6onee 0,2 %; <0,1%
HuTtpo3sodeHunnupnapnH-aHanor —
He 6bonee 0,2 %; <0,1%
Niobaa eaMHUYHaA
HenaeHTUOUUMPOBAKHAA NPUMECH

—He bonee 0,2 %; <0,1%

CymMa HenaeHTUPULUMPOBAHHBIX

npumeceit — He bonee 0,5 % <0,1%
5 Microbial quality* Ph.Eur.

Total aerobic microbial count
(TAMC) — not more than 10° CFU/ g;
Total yeasts and moulds count | -
(TYMC) — not more than 102 CFU/ g;
Escherichia coli —absencein1g

Or State Ph. of RF -

Category 3A )
Eep.@

Mukpobuonoruueckan | o6uiee 4ucno a3pobHbIx
Mukpoopraunamos (TAMC) - He

yucrora®
6onee 10° KOE/r,

Oblwee uNCNO  APONOKEBLIX W
nnecHesbix rpubos (TYMC) - He
6onee 10? KOE/r,

Escherichia coli — orcytcteve s 1 r
Hnurlo P

KaTteropua 3A -

6 Uniformity of dosage Ph.Eur. or State Ph. of RF
HPLC

Acceptance value for 10 tablets < AV=29
L1 %

Acceptance value for 30 tablets <
L1%

and any individual result should not
be less than {1 -L2 x0.01) x M or
more than (1+12x0.01}xM

(L1 = 15.0; L2 = 25.0)

units

PLIVA CROATIA Ltd.
Prilaz baruna Fillpaviéa 25, 10000 Zagreb, Croatla; Phone: + 385 1 37 20 000; Fax: + 385 1 37 20 111; URL: www.pliva.com
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(complies with requirements of
Ph.Eur. (2.9.40))
OaHopoAaHOCTb Ph.Eur. unu re po
[03MPOBaHKA BIMX AV=2,9
Kputepuii npuemnemoctn AV ana
10 rabnetok He Gonee L1 %;
KpUTepuii npuemnemoctu AV ana
30 Tabnetok He 6onee L1 %
M HU OOWH WHOMBUAYANbHbIW
pesynbTaT He A0/KeH 6biTb MeHee
(1-12x0,01) x M unu 6onee {1 +
12x0,01)x M
(L1=15,0;12 =25,0)
(cootBeTcTBYET TPEBOBAHMAM Ph,
Eur. {2.9.40))
7 Assay HPLC
From 9.5 mg to 10.5 mg nifedipine | 9.9 mg
per tablet; 99 %
(from 95 % to 105 % of the labeled
amount of nifedipine)
BIMX
Konu4yecrsenHoe Ot 9,5 no 10,5 mr HudpeaunuHa B 9,9 m2
onpeaenexue Ta6nerke 99 %
(oT 95 % A0 105 % OT 3aABNEHHOrO
coAepaHua HupeannmHa)
9 Storage At the temperature not exceeding 25°C in the original packaging.
Xpanenue pu Temnepartype He Bbiwe 25 2C B OpUrMHanbHOMN YNaKkoBKe
10 | Shelf life Cpox S years
roAHOCTH S net
The product meets the requirements ND P N015326/01-220119 variation 1
Npoaykt cooteetcTBYeT Tpe6oBaHuam HA, HA N N015326/01-220119 Uam. Nel
*Tested on every 10* batch or at least one batch per year/ MpoBepaerca Ha Kaxa0u 10-4 cepuu, HO He pexe,
yeMm Ha OAHO Cepun B oA,
Certificate signed by/Ceptudmkar nognucaH:
Name /®UO: Title /fonxHocTe: Date and Signature /fara un
MARTA  UELILANOVIC PLIVA CROATIA Ltd noAnucob:
Quality Zagreb Ohlo.202A.
Qualified Person Hielikenowd

PLIVA CROATIA Ltd,

Marta Velikanovit

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia; Phone: + 385 1 37 20 000; Fex: + 385 1 37 20 111; URL: www.plive.com




