PLIVA HRVATSKA d.o.0.

Certificate of Release

No. 10010965/918061

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

SOOPNO A WN

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

11.
12.

Result of analysis: CoA attached

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

13. Certification statement:

CORINFAR

Russian Fed.

P N015326/01

10 mg

Oral Extended Release (ER) Tablets (Film Coated)
Bottie, 1*50

918061

28.05.2021

31.05.2026

PLIVA HRVATSKA d.o.0.

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

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

PLIVA HRVATSKA d.o.0.

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

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

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/I1-530-01/13-03/08

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

Comments / remarks: APl name and APl manufacturer site: Nifedipine - Moehs Catalana S.L., Poligono

1 Rubi, Barcelona, Spain.There were no major/critical

"l 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 o
Products. The batch processing, packaging and a
with GMP."

14,

Qualified Person

15. Signature of person authorizing the batch release:

16. Date of signature:

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

r product specification file for investigational Medicinal
nalysis records were reviewed and found to be in compliance

PLIVA CROATIA Lic
Quality Zagrels
Qualificd Person
Vanja Sablji¢
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CERTIFICATE OF ANALYSIS/CEPTUOUKAT AHANU3A
No.:8
Date/fara: 09.07.2021
Product Name Corinfar® prolonged release film-coated tablets, 10 mg

®
HaumeHOBaHWe NPOAYKLUM KopuHdap® TabneTku ¢ NpONOHIMpOBaHHbIM

BbICBO6OXAeHMeM, NOKPLITbIE NNeHOYHOK 060104KOK, 10 Mr

Batch No./Cepua Ne 918061

Mfg.Date /OaTa npou3Boacrea 28.05.2021

Exp.Date /ToaeH po 31.05.2026

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.
BusyanwvHbliii

OnucaHue Hentble Kpyrnsie ABOAKOBLINYKAbLIE Hentble  Kpyrable  ABOAKOBbLINYKAbIE

Tabnetku, NOKpbITbie nneHouHoM | Tabnetku, NoKpebITHIE NNEHOHHOIA
060M04KON, €O  CKOlWeHHbimu | 060NOUKON, co CKOLUEHHbIMU
HENOBPEXAEHHBIMU  Kpasmu | HENOBPEXAEHHbIMU Kpaamm 4
OOHOPOAHbIM BHELWHWUM BUAOM. OAHOPOAHBIM BHEIWHUM 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.
BIXX
MNoannHHOCTD Bpema yaepKBaHUA OCHOBHOIO

NWKa Ha XpomaTorpamme Bpema yaepuBaHUA OCHOBHOTO NUKa
UCNbITYEMOrO PacTBOPa A0MKHO Ha XPOMaTOrpaMme UCNbITYEMOTO
COOTBETCTBOBATH BPEMEHMU pacTBopa A0MKHO COOTBETCTBOBAThL
YAEPKMBAHUA OCHOBHOTO NKUKa Ha BPEMEHU YAEPKUBAHNA OCHOBHOTO
XpOMaTorpamme CTaHAAPTHOro NWUKa Ha XPOMaTorpamme CTaHAaPTHOro
pacTsopa. pacrsopa.

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

In 10 minutes from 30 % to 50 %; 48 %
In 30 minutes from 50 % to 70 %,; 63%
in 180 minutes from 75 % to 95 % 84 %
(complies with requirements of
Ph.Eur. (2.9.3))

PacreopeHue Ph. Eur. unu re Po
Yo-cnexkmpogomomempun
Yepea 10 munyT: oT 30 A0 50 %; 48 %
yepes 30 muHyT: o1 50 0 70 %; 63 %

yepes 180 muHyT: 0T 75 00 95 % 84 %

PLIVA HRVATSKA d.o.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Hrvatska; telefon: + 385 1 37 20 000; telefaks: + 2851 37 20 111; URL: www.pliva.hr
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(cooTBeTcTBYET TPE6OBaHMAM 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 % <0.1%

PopacreeHHble BIMX

npumecu N HutpodeHunnupuaunH-ananor —
He 6onee 0,2 %; <0,1%
HuTpo3odeHMANupuanH-aHanor —
He 6onee 0,2 %; <0,1%

Nban eguHUYHanA
HEUAEHTUDULMPOBAHHAA NPUMECH

— He 6onee 0,2 %; <0,1%

CymMa HenaeHTUGULMPOBAHHbIX

npumecei — He 6onee 0,5 % <0,1%
5 Microbial quality* Ph.Eur.

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

Or State Ph. of RF -
Category 3A

Esp.®

Mukpobuonornueckans | O6uee YnCo aap0o6HbIX
MUKpoopraHuamos (TAMC) — He
6onee 10° KOE/r,

Obwee 4MCNO  OPOMHOKEBBLIX W
nnecHesbix rpubos (TYMC) - He
6onee 10% KOE/r,

Escherichia coli — otcytctBue s 1r
Unurle po

Kateropua 3A -

yucrora*

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

Acceptance value for 10 tablets < Av=3.2
L1%

Acceptance value for 30 tablets <
L1%

and any individual result should not
be less than (1-12x0.01) x M or
more than (1+L2x0.01) x M
(L1=15.0; L2 = 25.0)

units

PLIVA HRVATSKA d.o.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Hrvatska; telefon: + 385 1 37 20 000; telefaks: + 385 1 37 20 111; URL: www .pliva.hr
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{complies with requirements of
Ph.Eur. (2.9.40))
OAHOpPOAHOCTL Ph.Eur. unu e po
AO3UPOBaHUA BamX . AV=3,2
Kputepun npuemnemoctn AV AnA
10 TabneToK He 6onee L1 %;
KpUTEPUWA NpuemnemocTn AV ans
30 Tabnetok He bonee L1 %
M HW OAWH WHAUBMAYANbHbLIA
pe3ynbTaT He A0MKeH BblTb MeHee
(1-1L2x0,01) x M uau 6onee (1 +
L2 x0,01) x M
(L1 =15,0; L2 = 25,0)
(cooTBetcTBYET TPEBOBAHUAM 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)
B3IMXX
KonuyecrseHHoe 0Ot 9,5 go 10,5 mr HubegunuHa 8 9.9 mz
onpeaenexune Tabnerke 99 %
{oT 95 % A0 105 % OT 3anBNEHHOro
coaepxaHua HUpeaAUNUHa)
9 Storage At the temperature not exceeding 25°C in the original packaging.
Xparenue Mpu TemnepaType He Bblwe 25 2C B OPUrMHaNbHON ynaKoBKe
10 | shelf life Cpox 5 years
rogHoCT! 5 net
The product meets the requirements ND P N015326/01-220119 variation 1
MpoayKr coorsetcTyer TpeGosaHuam HA HA M N015326/01-220119 Usm. Nel
*Tested on every 10'" batch or at least one batch per year/ Mposepaerca Ha KawAa0# 10-i4 cepum, HO He pexe,
4yem Ha OAHOI cepuu B roa,.
Certificate signed by/Ceptudukar nognucax:
Name /®UO: Titlg %)FE?)CH‘IA . Date and Signature /flata u
. , Au .
VDA QAL sy fagreb e /
Qua!lﬁed P.(ér,son A8.01 e 2. /fa% c
Vanja Sabljié
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