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~ PLIVA Hmarskado.o.
Prlaz baruna Filipovica 25, 10000 Zagreb., Croatia.

o ATIHBA Xpsamera d.0.0.
Hpizas Bapyia Siriresing 25, 10000 3azpes; Xopeamis

CERTIFICATE OF OQOUALITY
CEPTHOIKAT AKOCTY
DRUG PRODUCT CORINFAR®RETARD, prolonged-release ta blets, 20 mg, N30 (3 blist. x
10 tabs,) ] |
JUKAPCHKHY 34CTE KOPHHDAP® PETAPT], mabnempu RPONOH2OBaHOI OIF 1o 20 a2, N30 (3

Active tigredient:
Axmusiuil inzpedicnm

Batch nomber
Hoxep cepii

Batch size

Posvip cepir
Release quantity
Bumayena xivoricns

Date of manufacture
dama supoGruymen:

Expiry-datc.
Hpudammui do

Specification
Creyughixayis

‘Batch Release Sife

Hironuya, sidnusidiishs ja BURYCK CepIi

Certificate of GMP compliance of a
manufacturer

Cepmudbixem sionogionocmi GMP
GHPOON KRG
Number of mamufacturing license
Hovep aupobrumoi aiyensii
Bulk manufacturing site, primary and
secondary packaging, quality contro]
Bupabuuymeso nepospacosarior
NPCOYKH i, nepeunng ma GIHODUHNH A
YRUKOBKA, koumposs gxoemi
Certificate of GMP ¢ ompliance

Cepmudpicam aionosionocmi GAIP

Number of manitfacturing license
Hoxep supodmior aiyessiy
Marketing Authorization License
Peccmpayiiine nocsiouenns

Importing Country
Kpaina- IMaopmep

onicm. x 10 mab.)

Nifedipine 20 mg

Hicheduniv 20 m2

787123
787123
10 000 boxes

10 000 kopotox
10°600 boxes
10000 kopobox:
12,2023
{2.2023

12,2026
12.2026

SDRA(07422

SDRAGG7422

PLIVA Hrvatskad.oo.

Prilaz baruna Filipovica 25. 10000 Zagreb, Croatis
HTTBA Xpsamexa d.0.0.

{lpiraz 6apyra Pitinosuva 25, 10000 3uepet, Xopsamis

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

Ne UP/1-530-10/19-03/12; 381-10-05/241-19-67 (previous)
Ne UP/I-530-10/22-03/11 381-13-08/243-22-07

Ne UF/I-530-10/19-03/12; 381-10-05/241-19-0 7(nonepediiii
Ne UP/1-530-01/13-03/08

Ne UP/1-330-01/13-03/08

PLIVA Hrvatska d.o.o. . - |

Prilaz baruna Filipovica 25, 10000 Zagreb; Croalia

TIHBA Xpeamera 0.0.0.
Tipirasz bapyna @irinoeuva 25, 10000 3aeped, Xopsamisn

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

'NQ_UP'-*’I-530-1{}.é’19-03..’1.2;_381'-10=05a’241—_19—{)7'(ﬁrEtfious)
Ne UP/T-530-10/22-03/11: 381-13-08/243-22-07

Ne UP/I-330-10719-03/12; 381-10-05/24 1-19-07tronepedniti

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

MNe UP/-530-01713-03/08
Ne UA/9815/01701
Ne UA/9815/01/0]

Ukraine

Yrpaina

Crop. 133
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.~ TESTS REQUIREMENTS RESULTS
| BHIIPOBYBAHHS BHMOIH PEIVIETATH
E}E'SC'RIPT'IS& o Yellow, b}convex, round, film coated tablets with bevel, —Sztiﬂfactoq' .
- undamaged edges and of uniform appearance.
1 OHC AKosmi, deponyril, kpyari matiaemxy, GKPUIR YEHEK O8I0 Bionoeidac
| 0BOTOHK0IO, 3 CROWEH MY, HEVUIRQOUICCH UMY KPP afg il | |
OCHAKOGUM 30GHIUIIM BU2IAOOM.
| ‘LWIFORE\EI"TY OF DO";AGEUNITS Meet the requiramenté of current Ph. Fur. (2.9.40) kS at'if;f?aé%}}m o '
Content uniformity? - Acceptance value and range (as indicated)
VLI=15.0and L2=25.0 |
QHHOPITHICTE HO30BAHEX |- Bionogidac euvozar romounozo eudanns Cop.D.(2.9.40) | Bionogicac
| _OJHHggb . a | flpusnsimue snauenis i dianagzon (i 3a3rHQveno)
Odnopionicnre gyicy ©
‘ LI=15.0112 = 25.0 _.1
DISSOLUTION According to Ph. Eur, (2.93) )
- Acceptance ctiteria for prolonged-refeased dosage forms.
in 10 min.: 30 — 50 9,2 47 %
"B
in'30 min.: 50 ~ 70'% | §§ | r}'f*
| - in 180 min:: 75 - 95 % b___ ) 1 ’
VPOSYHHEHHA Bidnosiono do €ep. @. (2.9.3) i
- V Kpumepii  nputinamuocmi  Ons IKApCoKux  thopyv 3
HPROAOHSOBAHON Dick). -
Hepes 10 xs.: 30 — 50 94° 47 % j
€
Yepes 30 x6.: 50— 70 %" o
Yepes 180 xa.: 75 — 95 95 o
| IDENTIFICATION? | o
| Nifedipine Nifedipine Satisfactory
| JIEHTHQIKALIS® |
1 fHiheounin | Higheounin | Bionesicae
RELATED IMPURITIES R |
CYUYTHI ZOMIILIKH
Identified inpurities
loenmudbivosani doviiuixy
: Nitrophenvipyridine analogiie NMT 0.9% % < 0.1 %
Himpodenirnipudunoewii angivs He Gimwe 0,29 <00 %
‘Nitrosophenylpyridine analogue NMT 0.2% 2 <0.] %
Himposogeuirnipudunosws anaives He Birvue 0.7 %7 <,1%
Unidentified impurities
| Hegioomt doviury

Each individual | NMT 6.2 9% 0.1 %

Oxpesta, kooicha He Givwe 0,297 <0.1%

Total NMT 0.5.%® <0.1% |
| Cma He Giavue 0,5 %° <0,1% |
. ASSAY o 19,0 mg_Zl:‘Omg | 20] Ing ................

| Nifedipine/tablet prolonged-release, caloulated on the

average mass

195-105%°% | 101%
| KIAbKICHE BHIHAYEH IS |1 19,0m2- 21,0 22 20,4 me
Highedunin/matnemua npeionzosanoi 3ii. y HEPEPAXVHKY
| Hd CEPeHic MaCy
?" 95+ 105.9%" 101 %
o —e — 1

Crop. 233
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# Not tested during stability

'_3 He meemyemocn 6 npoyeci cimabiisHocHi

b From the labeled amount of nmifedipine

Y Bidnocno SAABNEHOL KIALKOCIT Highedrirtiy

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

€ Tecmyrome xozicny } G-my cepiio abo, ax MIREMPM. 0OHY CEpiio Ha pire
"ffc'rtiﬂcatiim_-statement: [ hereby certify that the above informa'l;'ic'm'_ is authentic and accorate. This batch of product has been
fabricated / manufactured, including packaging and- quality control at the ahove mentioned site(s) in full compliance with the GMP
requirements. of the local Re gulatory 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. |

3useu npo Cepmupivauiio: Jiiciuy s SAMEEPONCYIO, W0 Hasedena aue ihopsanin € docmosipnoio ma -moanoo. s cephi
npOGYRmy . Gyia SUPGOIEHA, BRAIOYAIOY 1 RAKY AU/ MADKYEAHIA ma KOHIRIDONb AKOCHI HA GUINE GKA3an T QLAbHUYE (QETornugsx} o
ROBHEW sionosidnocmi do cuvoe GMP, wo ecmanogreni MicChesum peayasmopHi opeanox, ma crewudixayit Peecmpayiivozo
ROCBIGyerya Kpaisu-imnopmepa. poriokosu SUDOOHIYMEA, RAKVEANHA | anamzy cepit 6yno nepesipeno u gusttano MAKUMY, WO

sranogiomoms GAIP.

Date: el 2024, .
Hama: - /' |
Approved by f i::‘”{ Y f-?\. ,d Obj/f\t,
ameepdsicenp; . 1

' 3 CEF T ARy e g g o
L. FLEVSUTROGATIY L
Guatily Zusedl
5 br"-”i-r-' 1 \..E:r P N
banaiiiod Pergon

I‘?’ 1 L] ___‘r. : Ef?‘g
AL U

Crop. 353
Page 3 of 3

| MICROBIAL PURITY (Ph. Eur. 2.6.13. |
12.6.13)°
.-WIEPOEIO;’?OFFQHA"‘)'HCTOTA'
(€ap.d.26.12,2.613)° |
Total aerobic bacteria count NMT 10? CFU/g i
3acanena iitskicms aepobrin | He binswe 102 KY /> -
MIKpOOpeanizie - |
Total fungi and yeasts count | NMTI0°CFUg -
Jazarona kirexicme dpixconcoguy i He biavwe 107 KV (> -
nricenesux cpubig |
Escherichia coli Absent 1
_ﬁ_m___._._._-E?ﬂ}mjrjfckficﬂff' | m_gm-{i&m”ﬂ e T 1= e




