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PLIVA Hrvaiska d.o.o.
Prilaz baruna Fi lipovica 25, 100 Zagreb, Croatia

B Xpsamekag ¢.o.0.
{lpind3 bapyra @isinagua 23, 10000 3azpet, Xopaamis

CERTIFICATE OF QUALITY

DRUG PRODUCT
JKAPCHEKUE 3ACTIE

Active ingredient
Axkmuanuie inepediciin
Batch number
Hoxep cepiy

Batch size
Pozatip cepii

Release quantity
Bunviena sivoxicoms:

Date. of manufacture
Alama supobuuymga
Expiry daie
fipudamuni 06
Specificaiion
Cresugbixeyin
Batch Release Siie-

Hlrsnuys, sidnosiotinng 24 GUNVCR Cepit

Certificate of GMP comgpliance of a
manufacturer

Cepmudbivam sidnoeionocmi GMP
GUDOOHLIK

Number of manufacturing license
Hoxep supobnuuoi aiyensiy

Bulk manufacturing site, primary and
secondary packaging, quaiity control
Bupobnuymeo nepoapacosarioi
BPOBYKIIE, nepeusua ma sm OPUHHG

YRAKOBKA, KOHMPOTe AKOCHI
Certificate of GMP compliance

Cepmudixant gionoeidnocmi GAMP

Number of manufacturing license
Hoxtep upobunyol yinenair
Marketing Authorization License
Peccmpayiiive noceidyenns

Tmporting Country
Kpaiva-imnopmep

CEPTUHDIKAT AKOCTI
CORINFAR®, prolonged-release tablets, 10 mg, No50 (50 tablets in vial, 1
vial)

KOPHH®DAP® matirempu npoROHE08aHOT O no 10 M2, N 50 (50 mabaemox v
haaroni, 1 graron)

Nifedipine 10 mg

Hiheduniv 10 sz

529103
529103

4 300 boxes
4800 kopobok
4 300-boxes

4 800 xopobok
10.2023
10.26213

10.2026

10.2026

SDRAD07420

SDRA007420

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

ALIIBA Xpeamexa d.0.0.

fpiraz 6apyra Dirinoguug 25, 10000 3azpes, Xopsaniis

Ne UP/1-530-10/22-03/11; 381-13-08/243-29-07

Ne UP/1-530-10719-03/12; 381-10-05/241-1 9-07 (previous)
Ne UP/-530-10/22-03/11; 381-13-08/243-22-07

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

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

PLIVA Hrvatskad.o.o. -
Prilaz baruna Filipovica 25 ; 10000 Zagreh, Croatia
TUTIBA Xpsamexa 0.0.0.

Ipinaz 6apyua Giainosuia 235, | 0000 3azped, Xopeamin

Ne UP/I-530-10/22-03/1.1: 381-13-08/243-22.07
Ne UP/1-530-10/19-03/12: 381 -10-05/241-19-07 (previous)

N UP/L-530-10/22-03/11; 381-13-08/243-27.07
N UP/L-530-10/19-03/12; 381-10-05/241-19-07 tronepeduisiy
Ne UP/1-530-01/13-03/08

Ne UPA-530-01/13-03/08

Ne UADT56/01/01

Ne UA/9756/01/01

Ukraine
Yupainag

Crop. 133
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| undamaged edges and of uniform appearance.

TESTS REQUIREMENTS RESULTS
BHIIPOBYBAHHS BHMOrH PEIVIILTATH
| DESCRIPTION | Yellow, biconven, round i eonted Tbles s Bevel T Saiioms ™"

-
!

Page 2 of 3

OQHHC AKoaml, dsoonyiai, kpyeri mabremxn, expumi nriskosolo | Bidnoeidae
I | -0boRoHKOI0D, 31 CROWEH MY, HEVIKOOICEH MU KPAsIMU §
] | 0OHAaKosIM F06HIUMHIM aUZIAOOM. -
U?NIFORI;QITY OF DOSAGEUNITS Meet the requirements of current PhEur (2.9.40) Satisfactory
I Content uniformity? Acceptance value and range (as indicated)
1 - | L1=15.0 and [.2=25.0 | | .
| OTHOPUTHICTE TO30OBAHUY Bionosidae eustozam nomouriozo sudanns Eep.d. (2.9.40) | Bidnoeidoe |
1 QAHHEIE . RN -
| L L a Hpuunamne snavenna | dianazon 8K 3a3nauerio) ;
Loropiduicms axicny
- LI=I150i{L2=250 '
I DISSOLUTION Aceording to Ph. Bur. (2.9.3)
1 Aceeptance criteria for prolonged-released dosage forms,
3 in 10 min.: 30 - 50 %% 48 %
10 30 min.: 50 — 70 % ? 67 %
S m 180 min.: 75 - 95 %* 89 %
POSHHHERHS Bidnosiono oo Egp. . (2.9.3) | )
Kpumepii npuinsimuocmi  dns Jrapeskux  popw 3
nporcieosanoio dico. o
Hepes 10 xs.: 30— 50 9% 148 %
Hepes 30 x6.: 50— 70 %% 67 %
Hepes 180 x8.: 75 — 95 2% 1-89%
IDENTIFICATION® B F
Nifedipine Nifedipine Satisfactory
ITAEHTHDIK AL |
Hidfredunin , Hiheouniv o Bidnogioae -
RELATED IMPURITIES
CVIYTHI JOMIIIIKH
NIdentified impurities
| {Qenmubicoeani dosivii
Nitrc}phen.}-ﬂlp}*ridine-a‘ﬂéiitjg'uéé '_ NMT 029> 1<0.1%
Himpogbenirnipudunoasiii anwios He Bitbwe 0,2 %Y <0,1%
Nitrosophenylpyridine analogue NMT 0.2 64 ° 1 <0.1%
Himpozogenimmipudunosoii ananos He bizvue 0.2 9% <01 %
Unidentified impurities
Heaidowi dontinry
Each individual | NMT 0295 <0.1 %
Oxrpema, koycuad He 6inbute §,2 4% <0.] %
Total NMT 0.5 ? <19,
Cyma He 6izvize 0,5 9% | <01%
ASSAY 9,5 mg - 10,5 mg 9.9 mg o
-Nifedipine/tablet prolonged-release, calculated on the
| dverage mass
195-105%% 99 %
KITBKICHE BHIEAYEREH 9.5 m2-10,5m2 9,9 mo
Higedunin/matremra Hpoaoneaganol o, ¥ nepepaxyucy
HE CEPEORIo Macy
95- 105 %" 199%




' MICROBIAL PURITY (Ph. Eur. 2.6.12,

126.13%

1 MIKPOBIOJTONTYHA QHCTOTA

(€Cop.®, 2.6.12, 2.6.13) ¢

| Total aerobic bacteria count NMT 10°CFU/g. IR

: Rucanvna xiiwcicme aepobrux - He blavwe 1OP KVO/? -
AURPOGP2AHIIMIG .
Total Tungi and yeasts count. "NMT 102 CFU/g -
Saeanena kirvricms dpincdncosux i | He birme 102 KY /> -
FHCEHeBUx 2pubig |
Escherichia coli _Absent. 1=

o LSCheriChiaeoli | | Bidammn B T o

* Not tested during stability

:ﬁ He mecmyemoen ¢ npoyeci cmaGinsrocmi

_h_'me the labeled amount of nifedipine

b Bidnocuo FAABIEHOL KETOKOCMT HiGheduniny

“Tested every 10th batch or at least one batch per vear

¢ Tecrmaoms Keowny 10-ny cepito abo, ax minivym, 0N Cepiio Ha Pik

Certification statement: I hereby cerlify that the above information is authetitic and accutate. This batch of product has been

fabricated / manufactured, including packaging and quality contrel at the above mentioned site(s) in full compliance with the GMP

requirements of the focal Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. |

3aasa npo. cepmupianivg: ivicni S 3aAmBepdNCYI0, o Hagedena sunje inhopmayia € docmosipiow. ma moywoio. Fis cepis
npoedyinry 6vna supotiena, BRAOUIIO Y NAKYEAHHA/MADKYSARHR M KONMPOIH AKOCME HAE BUE GKATUNIT Olabruyi (ditenuyax) . a
ROGHIT RIGno’IdHOCH d0 gumo? GMP, wo scmanositeni micyeaum PEYARMOpHUM Opeanos, ma creyugixayiii Peccmpayitineso

HOCBIYens Kkpainu~-ivnopmepa. Hpomowoay CUPOONUYIMGA, NAKVBAHAA | URQHZY Cepit BYno nepesgipeno u qu3nano maxumi, o
eldnogidaionis GMP.

Date: ,JJ . % ?s. ;z{:n‘ii‘) ;
ama: y
.. N p f
-Approved by e /-:N%) o
JUMGEPONCEd: 1‘1 |
CUINEUROATT &
ey
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oo
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