PLIVA HRVATSKA d.o.o0.

Certificate of Release

No. 10010966/986071

1. Name of product CORINFAR RETARD
2. Country Russian Fed.
3. MA number or NDC number P N015327/01
4. Strength / Potency 20 mg
5. Dosage form Oral Extended Release (ER) Tablets (Film Coated)
6. Pack size and type Blister, 3*10
7. Batch number 986071
8. Date of manufacturing 28.06.2021
9. Expiry date 30.06.2026
10. Bulk Manufacturing site
Name PLIVA HRVATSKA d.o.0.
Address Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
Authorization number No UP/I-530-01/13-03/08
Eudra GMP reference number or
certificate of GMP Compliance UP/-530-10/19-03/12
Testing site
Name PLIVA HRVATSKA d.o.0.
Address Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
Authorization number No UP/I-530-01/13-03/08
Eudra GMP reference number or
certificate of GMP Compliance UP/I-530-10/19-03/12
Packaging site
Name PLIVA HRVATSKA d.o.o.
Address Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
Authorization number No UP/I-530-01/13-03/08
Eudra GMP reference number or
certificate of GMP Compliance UP/I-530-10/19-03/12
11. Result of analysis: CoA attached
12. Comments / remarks: APl name and AP| manufacturer site: Nifedipine - Moehs Catalana S.L., Poligono
Industrial Sur, Cesar Martinell | Brunet, 12A, 08191 Rubi, Barcelona, Spain.There were no major/critical
deviations.
13. Certification statement:
"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."
14. Name and position/title of person authorizing the batch release: PLIVA CROATIA 5.0,
Quality Zagreb
Qualified Person Qualified Person
Vanja Sabljié
15. Signature of person authorizing the batch release: it M‘dﬂ ‘{0\”‘?‘1’0
16. Date of signature: 02.08 xcat.
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CERTIFICATE OF ANALYSIS/CEPTUOUKAT AHANU3A

No.:7
Date/[fara: 01.09.2021

Product Name

HaumeHoBaHKe npogykuumn

Corinfar® retard prolonged release film-coated tablets, 20 mg
Kopuudap® perappa rabnerkmn ¢ NPONOHIMPOBaHHLIM

sbicBo6oMAeHMEM, NOKPLITLIE NNEHOYHOK 060104KOM, 20 Mr

Batch No./Cepun Ne 986071

Mfg.Date /flara npoussoacrea 28.06.2021

Exp.Date /TogeH ao 30.06.2026

No. Tests Specification Results

1 Description Visually
Yellow round biconvex film-coated | Yellow round biconvex film-coated
tablets. tablets.

Onucanue Bu3syansHbiil

Kpyrasie, [ABOAKOBbLINYKAbIE Kpyrnbie, ABOAKOBbINYKNbie TabneTtkw,
TabneTky, NOKPbITbIE NNEHOMHOMW | MOKPbITbIE  NAEHO4YHOW  oBonoukoi
060N04KOM WEeNTOrO UBeTa.. WeNToro usera.

2 Identification HPLC
The retention time of the main The retention time of the main peak in
peak in 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 Nifedipine standard solution.
Nifedipine standard solution.

NopnuHHoCTL BIMX Bpema yaepuBaHWA OCHOBHOrO NUKa

Bpema yepKMBaHMA OCHOBHOIO Ha XpOMaTorpamme UCNbITYEMOro
NKKa Ha XpomaTtorpamme pacTBOpa AO/MKHO COOTBETCTBOBATL
MCMBITYEMOrO PacTBopa A0MKHO BPEMEHM YAEPKUBAHMA OCHOBHOIO
COOTBETCTBOBATL BPEMEHU | NMKa Ha xpomaTorpamme CTaHAAPTHOTO
YAEPKHUBAHMA OCHOBHOTO NUKA HA | pacTBOpa HUdEeaUnMUHa.
Xpomartorpamme CTaHAapTHOro
pacTBopa HudeaunuHa.

PLIVA HRVATSKA d.0.0.

Prila7 basune Filpoviéa 25, 10000 Zagreb, tirvatska; telefon: + 385 1 47 20 000; telefaks: 4+ 385 1 27 20 11 1, URL: www pliva.hi
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3 Dissolution Ph. Eur. or State Ph. of RF

Spectrophotometry
After 10 minutes: 30% — 50% 47 %
After 30 minutes: 50% — 70% 58 %
After 180 minutes: 75% — 95% 81%
(complies with requirements of
Ph.Eur.)

Pacrsopermne Ph. Eur. unu re po
Y®-cnexmpogomomempun
Yepes 10 muHyT: o1 30 40 50 %; 47 %
yepes 30 MuHyT: 0T 50 40 70 %; 58 %

yepes 180 muHyT: 0T 75 40 95 % 81%
(coorsercreyer Tpe6oBaHuaMm Ph,
Eur.)

4 Related impurities HPLC

Nitrophenylpyridine analogue -
NMT 0.5%; <0.1%
Nitrozophenylpyridine analogue -
NMT 0.2%; 0.1%
Single unspecified impurity — NMT
0.2% 01%
Total unspecified impurities — NMT
0.5% 0.1%
PopcreeHHble npumecH | BIMX
HuTpodeHuanupuauH-aHanor — He

Gonee 0,5 %; <0,1%
HuTpo3odeHnnnupuanH-aHanor —

He Gonee 0,2 %; 0,1%
EAnHM4YHaER

HEeMABHTUOULMPOBAHHAR NPUMECH 0,1%
—He Gonee 0,2 %;

Cymma HeMAeHTHPULMPOBAHHbIX
npumecei — He 6onee 0,5 % 01%

PLIVA HRVATSKA d.0.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Hrvatska; telefon: + 385 1 37 20 000; telefaks: + 385 1 37 20 11 1; URL: www.pliva.hr
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5 *Microbial quality Ph.Eur.

Total aerobic microbial count
(TAMC) - not more than 10® CFU/ g; <SCFU/g
Total yeasts and moulds count
{TYMC) - not more than 10* CFU/ g; <5CFU/g
Escherichia coli — absencein1g sDIce
Or State Ph. of RF
Category 3A

*Munpobuonoruyeckan | Ph.Eur.
Ob6uwee uucno a3pob6HbIX

4ucrora MUKpOOPraHuamos — He Gonee 10° | <5 KOE/r
KOE/r;

Obwee 4UCNO OPOMIKEBLIX U
nnecHesbIx rpubos — He Gonee 10* | <5 KOE/r
| KOE/r; | orcyrcreyer/r
Orcyrcreue Escherichiacolis 1r '
Hnurle P
Kaveropwva 3A

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

Acceptance value for 10 tablets < AV=4.0
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; L2 = 25.0)

units

| Ph.Eur. unu re pe
OpnopogHocTL | BIMX
Kputepuii npuemnemoctv AV ana | AV=4,0
10 Tabnetok He Gonee L1 %;
KpUTepuii npuemnemoctu AV ana
30 vabnetok He Gonee L1 %
W HA  OOMH  WHOMBMAYaNbHbIA
pe3ynbTar He AoMmKeH GbiTh meHee |
(1-12x0,01) x M unu Gonee (1 +
' L2x0,01)xM
| (L1=15,0; L2 = 25,0)

AO3UPOBAHKUA

PLIVA HRVATSKA d.o.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Hrvatska; telefon: + 385 1 37 20 000; telefaks: + 385137 20 111; URL: www.pliva.hr
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7 Assay HPLC
From 19.0 mg to 21.0 mg of
Nifedipine per a tablet 198 mg
(95 % — 105 % of the labeled 99 %
amount)
KonuvecreeHHoe
onpeaeneHue oo 19,8 m
. Or 19,0 go 21,0 mr HudeaunwHa B o g
tabnerxe 99 %
{oT 95 % Ao 105 % OT 3aRBNEHHOr0
coaepmaHua HudeaunuHa)
9 Storage At the temperature not exceeding 25°C in the original packaging.
XpaHeHue 2
Mpu Temnepatype He Bbiwe 25 2C B OPUrMHANLHON YNAaKOBKe
10 | Shelflife 5 years
CpoK rogHoOCTH 5 ner

The product meets the requirements ND P N015327/01-251219
TNMpoaykT cootsercrayer Tpebosanuam HA N N015327/01-251219

Comments:
*Tested on every 10™ batch or at least one batch per year/ Mposepaerca Ha kamaoii 10-i cepum, HO He pexe,

Yem Ha O[HO CepuM B roa.

Certificate signed by/Ceptudukar nognucan:

Name /®HO: Title /AQP%HRTYA 1A Lic Date and Signature /flata u
" " / Quality Zagreb noanucs: /
JA bLd e Qualified Person .
Vanja Sabljié 02.09.2c21. JQM@(;
PLIVA HRVATSKA d.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Hrvatska; telefon: + 385 1 37 20 000; telefaks: + 385 1 37 20 111; URL: www.pliva.hr




Mnmea Xpeatcka 4.0.0.
CepTudimkar Ha Bbinyck

Ne10010967/ 986071

Haspanue npogykra KopuHndap perapa
Crpana Poccuiickas ®enepaums
Homep perucTpallMOHHOTO Y10CTOBEPEHUS ITNO015327/01
Ho3upoBka 20 mr

Jlexapcrsennas gopma

TabseTkn C MPONTOHTHPOBAHHBIM BblCBOﬁO}KﬂCHHeM,

NOKPBIThIE [UIEHOYHO 000104 KO

Pa3mep M THN YIAaKOBKH

tnakon/ 3* 10

Homep cepun 986071
ara NpoM3BOACTBA 28.06.2021
Cpok rogHocTH 30.06.2026

ITpoussoaurens Ganka:

[Tnuea XpBarcka 1.0.0.

e Ha3sgauue

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

e Anpec

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

e Homep nuueHsuu
e Ccbuika Ha GMP ceprudukar

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

KOHTpOJ'lb Ka4yecTna:

[Inuea XpBaTcka 1.0.0.

e Hasgauue Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
e Anpec
* Homep nuueHsuu Ne UP/1-530-01/13-03/08
e Ccbuika Ha GMP cepruduxar UP/1-530-10/19-03/12

YnakoBka: IlnuBa Xpearcka 1.0.0.
¢ Hazpanue Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
e Anpec

e Homep nuueH3zuu

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

e (Ccpiika Ha GMP ceprudukar

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

PesynpTtaTsl aHanuza:

CeprudukaT aHaIH3a IPHIOKEH

KommenTapun/3ameqanus:
Haumenosanne ADC: Hudenunuu

[Mpouspoaurens ADC: Moaxe Karanana C.J1., Poligono Industrial Sur, Cesar Martinell I Brunet, 12A, 08191 Rubi,

Barcelona, Spain (Mcnanus)

KPHTM‘{HBIX W 3HAYHUTEIbHbIX OTKJIOHEHHWI BBIABIEHO HE OblIO

Hacrosium noaTsepiaalo, 410 yka3aHnas Bbiie MHGOPMAalHs JOCTOBEPHA H TOYHA. DTa NapTHA NPOAYKTa Oblia
H3TOTOBJIEHA, BKJIIOYas YNaKoBKY / MapPKHPOBKY W KOHTPO/Ib KAYECTBA HA BBILIECY HOMAHY TOH(-bIX) muowaake(-ax) B MoJHOM
cooTBeTcTBHH ¢ TpeboBanuaMu GMP MecTHOro peryJiMpyIoLiero opraia 1 cneun@HKalusMi B paspetieHHy Ha NPOJaxy
CTPaHbI-HMIIOPTEPA HJIH MPOEKTAMH HOPMATHBHOH 10KYMEHTAIWH [U1s HCCIICA0BATC/ILCKHX JICKAPCTBEHHBIX CPE/CTB. 3aMUcH
0 [POM3BOJICTBE, YTIAKOBKE H aHATH3E NapTHii OblIM PAaCCMOTPEHBI K IIPU3HAHBI COOTBETCTBYIOIHUMH TpeboBanuaM GMP.

HUms/ JIomKHOCTE

YnoJIHOMOYEHHOE JIMLO BLIIYCKAIOLIEro KOHTPOJ1si KayecTsa [1nusa XpBaTCKa 1.0.0.

Vanja Sabljic
[Toanuce: [Hoodnucs/

Jara: 02.09.2021r.
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