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DRUG PRODUCT
IKAPCHKHE 34CIB

Active ingredient
Axnrugniedi inzpedicm

- Batch number
~. Hovep cepit

Batch size
Posvip cepir

Release quantity
Bunviena xizsiiomn

Date of manufacture
Hama sripotuuymen

Expiry date
Hpusaningi oo

Specification
Creyugbinayia

Batch Release Site

Hlivrys, cidnoicaisna sa SURYCK Capil

Certificate of GMP compliance of a
manufacturer

Cepmugbivam eldrosidnocmi GMP
BUPOOHUK A

Number of manofacturing license
Hoxep supobuumot niyensiv

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupotrmmmen weposhacosarnof
npodyKyf, RepswngG ma emopunina
YraKosra, koumpene axocmi
Certilicate of GMP compliance

Cepmiuhivam sitnosiduocmi CGMP

Namber of manufacturing license
Hoxep supobuial yiyensii
Mearketing Authorization License
Pecampayiine noceidyerns

Importing Country
Kpatita-ivnopmep

1+

) PLIVA Hrvatska d.o.0.
Prilaz baruna Filipovica 25, 10000 Zapreb, Croatia

LB A Speamery 00,0,
Tpiras 6apyna ®ivingsuna 25, 10600 Javped, Xopagrmis

CERTIFICATE OF QUALITY

CEPTHDIKAT AKOCTT

Ne 2 : :
CORINFAR?®, prolonged-release tablets, 10 mg, Ne100 (100 tablets in vial,
1 vial)

KOPHHPAPE, mabaemu npoaonzoeanoi 8 no 10 me, Mo [00 (106
mataemox y gaaroni, 1 ghnaxon)

Nifedipine 10 mg
Higheduniv 10 vz

556113
336113

4 800 boxes
4 800 xopobor

4 800 boxes
4 800 kopobtox

10.2023
10.2023

10,2026
10.202¢

SDRA007420
SDRAOO7420

PLIVA Hrvaiska d.o.o.

Pritaz baruna Filipovica 25, 10000 Zagreb, Croatia
fI/HBA Xpeamexa d. 0.0,

{Ipizas Gapyna Dininpewya 235, 10600 3azpet, Xopeamin

Ne UP/1-530-10422-03/11; 381-13-08/243.22-07

Ne UP/I-530-10/19-03/12; 381-10-05/241-19-07 {previous)
Ao UP/-530-10/22-03/11; 381-1 3-08/243-22-07

A UP/L530-10/1 9-03/12; 381-10-05/241-19-07 (nonepednin)
Na UP/1-530-01/13-03/08

Ne UP/1-330-01713-03/08

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25 » 10000 Zagreh, Croatis
IL/TIBA Xpaamera o.0.0.

lpivas 6apysa Bizinosuva 25, 10000 3azpeb, Xopeamiy

Ne UP/1-530-10/22-03/11: 38 1-13-08/243.22-07

Ne UP/-530-10/19-03/12; 381-10-05/241-19-07 {previous)
Ne UPA-530-10/22-03/11; 3811 3-008/243-22-07

Ne UPA-530-10/19-03/12; 381-10-05/241-1 9-07 (nonepednii)
Ne UP/1-530-01/13-03/08

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

Ne UA9756/01/01

N UA/R756/01/01

Ukraine
Yepaitia
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I TESTS REQUIREMENTS RESULTS
BHIIPOBYBAITHS BHMOIH PEIYIBTATH
' SLGCRle ION Yellow, biconvex, round film coated tablets 'xwih%e;é!, Satisfactory
: : ' undamaged edges and of unithrm appearance,
| OIMTHC Kosmi, dsoonyiai, kpyani mabnemu, SRPUMI HHeKOGHO Bidnosidaee
. OOOIONKOK, 3T CROMERUMI, ReYUIROSHCeH NI Kpasmu |
. COHAROGHUM F0GHTILHIM auzindo,
| UNIFORMITY OF DOSAGE UNITS Meet the requitements of current Ph. Eur, (2.9.40) Satisfactory
'} Content uniformity® Acceptance value and range (as indicated)
' Li=15.0and L2~25.0
ONHOPLTHICTE JOF0BAHHY Bidnosidae sustceavt nomounoze eudannn Eop. @ (2.9.40) | Bidnogidac
OUHBHITL ' . L
: L . a Ilpuitnamne swavenns | dianazon (55 s en )
Odropidnicme emicmy
: LI=I15.0if2=250
"DISSOLUTION According to Ph. Eur. (2.9.3) - -
Acceptance criteria for prolonged-released dosage forms,
in 10 min.: 30 - 50 % 48 %
in 30 min.: 30 - 70 %* 67 %
in 180 min.; 75 - 95 %% 89 %
PO3VCHTHENHS Bidnusidno du Cap. @, (2.9, 3
Kpumepii  npuiinamwocmi  das Jrapcokux  gopy 3
RPOAOHE08AR0I0 Dickn.
Yepez 10 xa.: 30 - 50 94° 48 %
Hepes 30 xa.: 50— 70 %t 67 %
Yepes 180 xa.: 75— 95 95% 89 %
IDENTIFICATION® ' - T
Nifedipine Nifedipine Satisfuctory
JIERTHDIKALLSE
Hihedunin Highedunin Bidnosidac
RELATED IMPURTTIES T
CYOYTHI TOMIITKEH
Identified impurities
Idenrmughivosani dosiuu i
Niirophenylpyridine analogue NMT 029" ] <(h1%
Hintpoghenianipudunosnii anaros He Gitptge 0,2 %7 <01 %
Nismsophenyipyridine analogue NMT 024" L <01 9
Hinpozoderinnipudunosus ananos He 6iavme 0,2 247 <01 %
Unidentifisd impurities
Hegidoni doviuncn
Eachr individual NMT 0.2 % <0.1%
Orpesa, koxcug He blmwe 0,7 95° <0, %
Total NMT 0.5 %, © <{.1%
Cyimra He Bizvwe 0,5 %° <0.1%
ASSAY T T 9.5 mg- 10,5 mg 89 mg o
Nifedipine/tablet prolonged-release, caleulated on the
average mass
95-105 %* 99 %
KUIBKICHE BHINAYERHS 9.5 ma- 10,5 mz 9.9 me
Hidhedunin/mabnemxa npononcosasor Ol ¥ nepepaxynry
Ha cepedhio macy
l _ 95105 94° 99% B
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[ MICROBIAL PURTTY (Ph, Bur, 2.6.12,
2.6.13)°

MIKPOBIOTOL 14HA YHCTOTA
Cop, . 2.6.12, 2.6.13)°

Tetal aerobic bacteria count NMT 10° CFU/g o -
3azansra kisskicms acpobuux He Ginowe 10° KY Ok -
Mikpoopzaniania

Total fungi and yeasts count NMT 102 CFU/g -

“Racarena kivexicnts dpincdoeosux i | He Gimsue 107 K Yo/ -
naiceneguy epubis
Escherichia coli Absent -
Escherichia coli Bidevimun -

- Not tested during stability
R e mecmyemoca 8 npogeci emadizsnocmi
® From the labeled amount of nifedipine
Bidnocno saenensi kinvkocmi wigheduniny
- “Tested every 10th batch or at least one baich per year
¢ Tecmyions KoxcHy 10-my ceplio aa, ux MiHiMys, 00Ry cepilo na pix

Certification statement: | hereby certify that the above information is authentic and aecurate. This batch of product has been
fabricated / manufactured, including packaging and quality control at the above mentioned site(s) in {ull compliance with the GMP
requirements of the Jocal Regulatory Authority and with the specifications in the Marketing Authorisalion of the importing country.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

3anca npo cepmudinanio: fiticrnm # FAMBEPANCYIO, 1Mo HaGedena cruge iHpopuayia € duemaosipnoie ma movsow. a cepin
HpOoYKmy Gyaa supofitena, airouaoyy ROKVEAHHUA MADKVEQSHS KOHIMPORS AKOCHT HG euuie exasanii dirbyyi fOirehuyax) a
ROGKIL RiOROGIONOCIHT do sumo? GMP, wo ecmanoareni MICHESHM peyARMOpHIY opzakow, wma creyudicayiil Pecompayiinozo
noceiduerng kpainy-isinopmepa. pomoraiu SUBOOHUYMGA, naKVEaHHE § ananizy cepil Gyao nepesipeno u susnano AR, i
sidnogidwmons GMP,

Approved by:
Janweposncenp:
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