PLIVA HRVATSKA d.o.o.

Certificate of Release

No. 10029693/2590066
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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

CORINFAR

Russian Fed.
LP-N2(000243)-(RG-RU)
10 mg

ER Tablets

Bottle, 1*100

2590066

28.05.2026

31.05.2031

PLIVA HRVATSKA d.o.o.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
UP/1-530-01/24-25/03; 381-13-08/310-25-10
177336

PLIVA HRVATSKA d.o.o.

Prilaz baruna Filipoviéa 25, 10000 Zagreb, Croatia
UP/I-530-01/24-25/03; 381-13-08/310-25-10
177336

PLIVA HRVATSKA d.o.o.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
UP/1-530-01/24-25/03; 381-13-08/310-25-10

177336

Comments / remarks: APl name and APl manufacture site: Nifedipine - Moehs Catalana S.L., Poligono Rubi
Sur, Cesar Martinell | Brunet, 12A, 08191 Rubi, Barcelona, Spain. APl batch no:69108016. There were no

major/critical deviations.

Certification statement:

“| 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/titie of person authorizing the batch release:

Qualified Person

Signature of person authorizing the batch release:

Date of signature:

PLIVA CROATIA Lu.
Quality Zagreb
Qualified Person
Vanja Sabijié
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No.:22
Date/[fata: 25.06.2026

CERTIFICATE OF ANALYSIS/CEPTUOUKAT AHANN3A

Product Nam;_/
HavmeHoBaHMe NpoayKLuuU

KopuHdap® Tabnetku c np

Corinfar® prolonged release film-coated tablets, 10 mg /

O/IOHI'NpPOBaHHbIM

BbiCBOGOXKAHMEM, NOKPbITbIE NM/IeHOYHOWU o6onoukois, 10 mr

Batch No./Cepus Ne 2590066
Mfg.Date /fata npoussoacTea 28.05.2026
Exp.Date /TogeH po 31.05.2031
No. Tests Specification Results
1 Description Visually
Yellow rounds biconvex film-coated Yellow rounds biconvex film-coated
tablets, with beveled and tablets, with beveled and undamaged
undamaged edges and a uniform edges and a uniform appearance
appearance
Onuncatue BusyansHbilii
HenTble Kpyrable ABOAKOBbINYKAble | KEATbIE  KPYI/ble  ABOAKOBbINYKAblE
Tabnetkn, NOKPbLIThIE MNACHOUYHOW Tabnetkn, NOKpbITbIE NAeHOYHOM
060/104KON, co CKOLLUEHHbIMU 060110'4K0i;l, co CKOLWWEeHHbIMU
HENOBPEXKAEHHbIMW  Kpaamu 1 | HEMOBPEXKOEHHbIMA Kpasmu "
OOHOPOAHBbIM BHELWWHUM BUAOM. OAHOPOAHbIM BHELIHUM 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 | corresponds to the retention time of the
the retention time of the main main peak in the chromatogram of the
peak in the chromatogram of the standard solution.
standard solution
MoannHHOCTbL B3XKX
Bpems yaep:KMBaHUA OCHOBHOIO Bpems yaep:KMBaHWA OCHOBHOIO NUKa
NMUKa Ha XpomaTtorpamme Ha XpOMaTorpamme UCMbITYEMOro
MCMbITYEMOro PacTBopa AONKHO pacTBoOpa COOTBETCTBYET BPEMEHN
COOTBETCTBOBATL BPEMEHU YOEPKUBAHUA OCHOBHOIO NUKa Ha
YLEPKUBAHUS OCHOBHOTO NUKA Ha XpomaTorpamme CTaHAapPTHOrO
XpOMaTorpamme CTaHAAPTHOTO pacTBopa
| pacTeopa. i
3 Dissolution Ph. Eur. or State Ph. of RF
UV-spectrophotometry
In 10 minutes from 30 % to 50 %; ! 48 %
In 30 minutes from50 % to 70 %; | 68 %
In 180 minutes from75%t095% | 90 %
{complies with requirements of
Ph.Eur. (2.9.3))
PacTtsopeHue Ph. Eur. unu ro po
Yo-cnekmpogomomempusn
Yepes 10 mmHyT: o1 30 fo 50 %; 48 %
yepes 30 muHyT: 0T 50 a0 70 %; 68 %
yepes 180 muHyT: 0T 75 20 95 % 90 %
{cooTBeTcTBYET TPEGOBAHMAM EBp.
®apm. (2.9.3)) i

PLIVA CROATIA Ltd.
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CERTIFICATE OF ANALYSIS/CEPTUGUKAT AHAJIU3A

No.:22
Date/fara: 25.06.2026
Product Name/ Corinfar® prolonged release film-coated tablets, 10 mg /
HammeHoBaHue npoAayKuuu KopuHdap® tabneTkn ¢ NposoHrMpoBaHHbIM
- BbICBOOOXKAEHMEM, NOKpbITbie NAeHOYHOW 06ono4Koid, 10 mr
Batch No./Cepuna Ne 2590066
| Mfg.Date /faTa nponssBoacTBa 28.05.2026
Exp.Date /ToaeH ao 31.05.2031
4 Impurities HPLC
Analogue of nitrophenylpyridine —
| not more than 0.5 %; <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%
Mpumecn BIMX
HutpodeHnnnupuanHa aHanor —
He 6onee 0,5 %; <0,1%
HuTtposodeHunnupuagnHa aHanor —
He 6osee 0,2 %; <0,1%

Niobas egnHUYHan
HenaeHTMdUUNPOBaHHAA NPUMECH

—He 6onee 0,2 %; <0,1%
Cymma HenaeHTMPrUMPOBaHHbIX
npumeceli —He 6onee 0,5% <0,1%
5 Microbiological Ph.Eur.
purity * 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 —absenceinlg -
Or State Ph. of RF

Category 3A

Eep. .
Mukpobuonoruueckas Obuee anCHo a3POBHbIX
uncrora*

MuUKpoopraHmsmos (TAMC) — He
6onee 10° KOE/T, -
Obulee uMCNO  APOXKIKEBLIX U
nnecHesbix rpubos (TYMC) — He
6onee 102 KOE/T, -
Escherichia coli — otcytctBMe s 1r - |
UnuTd PO

Kateropusa 3A

Page/ Ctpannua 2 /4
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CERTIFICATE OF ANALYSIS/CEPTUGUKAT AHANU3A

No.:22
Date/fara: 25.06.2026
Product Name/ Corinfar® prolonged release film-coated tablets, 10 mg /
HaumeHoBaHuMe nNpogyKuUm KopuHdap® TabneTkun ¢ NpooHIMPOBaHHbBIM
BbiCBO6OXAeHMem, NOKPbITble NAeHOYHOW 06010uKoOi, 10 mr
Batch No./Cepua Ne 2590066
Mfg.Date /QaTa npousBoacTea 28.05.2026
Exp.Date /Togen po 31.05.2031

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

Acceptance value for 10 tablets < AvV=3.9
L1%

Acceptance value for 30 tabletss |

L1%

and any individual result should not

be less than (1-12x0.01)xMor |

more than {1+ L2 x 0.01) x M |

(L1 = 15.0; L2 = 25.0) '
(complies with requirements of
Ph.Eur. (2.9.40))

Ph.Eur. unu ro po

BIXX

Kputepuit npuemnemoctn AV ans
10 TabneTok He bonee L1 %; AV=3,9
KpUTepuit npuemnemoctn AV ans
30 tabneTok He Gonee L1 %

M HW  OOWMH WHAWUBUIYaNbHbIA
pesynbTaT He gonxeH ObiTb MeHee
(1 -1L2x0,01) x M unun 6onee (1 +
L2x0,01)xM

(L1 =15,0; L2 = 25,0)
(cooTBercTBYeT TpeboBaHUAM Ph.
Eur. (2.9.40))

OaHOpPOAHOCTD
AO03UPOBaAHHbBIX
eAVHuUL,

7 Assay HPLC
From 9.5 mg to 10.5 mg nifedipine |
per tablet; 10.0 mg
from 95 % to 105 % of the labeled | 100 %
amount of nifedipine |
| KonnuecrseHHoe BIMX

onpeaeneHue Ot 9,5 po 10,5 mr Hudeaunua s | 10,0 me
Tabnetke 100 %
o1 95 % a0 105 % OT 3aABAEHHOrO
cofeprkanmna HudeamnuHa
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PLIVA CROATIA Ltd.
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CERTIFICATE OF ANALYSIS/CEPTUDUKAT AHAJTU3A

No.:22
Date/fara: 25.06.2026

Product Name/
HanmeHoOBaHue NpogyKumum

Corinfar® prolonged release film-coated tablets, 10 mg /
KopuHdpap® Tabnetku ¢ NPONOHIMPOBaHHbIM
BbICBOOOX AeHMEM, NOKPbITbIE NJIeHOUYHOM 06004KOM, 10 mr

Batch No./Cepusa Ne

2590066

Mfg.Date /Oarta npousBoacTea 28.05.2026

Exp.Date /TogeH pgo 31.05.2031

9 Storage At the temperature not exceeding 25 °C in the original packaging.
XpaHeHue Mpu Temnepatype He Bbilwe 25 °C B OPUrMHANLHON yNaKosKe

10 Shelf life Cpok 5 years
roAHOCTU 5 net

Yyem Ha 04HOM cepuy B roa.

The product meets the requirements ND LP-N2(000243)-(RG-RU)-051223
MpopyKT cooTBeTcTBYET TPpeboBaHuam HA JIN-Ne(000243)-(Pr-RU)-051223
*Tested on every 10" batch or at least one batch per year/ Nposepsetca Ha kaxgoii 10-if cepum, HO He pexe,

Certificate signed by/Ceptudukar nognucaH:

PLiVA CROATIA Ltd.

Name /®UO: Title’cwﬁgx;n A L Date and Signature /fara 7
/ Qﬁaﬂty Zagreh - noanuch:
ANJA SABLTIC Quakified Persun 20 o0 1016, e
v Vanja Sabijié %0.0 6. «l/im
J
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