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PLIV A Hrvatska d.o.o.
Pritaz baruna Filipovica 25, 10000 Zagreb, Croatia

11184 Speamera 0.0
Hpinas Bapyna Bizineguna 25, 10600 Sacped, Xopagmis

CERTIFICATE OF QUALITY
CEPTHDIKAT AKOCTT
: ' N2 7 : ' _
DRUG PRODUCT CORINFAR?, prolonged-release tablets, 10 mg, Ne100 (100 tablets in vial,
1 vial)
ROPHH®DAPE, mobaemecu npoaonzosanci Oif no 10 ye, Mo 100 (100

L IHKAPCHKHE 34CTE

Active ingredient
Axmiugrei inepedicum

- - Batch number
- Hosep cepit

Batch size
Posaip cepir

Release quantity
Bumvugena kizerioms

Date of menufacture
Hama srpoéuugmen

Expiry date
Hpudammni oo

Specification
Creyuchinayis

Balch Relecase Site

Hinoruys, gidnosidawna sa sUNYCK cepil

Certificaie of GMP compliance of a
manufacturer

Cepmugbinam sidnosidnocmi GMP
BUp OGN

Number of manufacturing license
Hovep supobuuuci aiyenyiv

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobinuygmeo neposhacosanol
npadyryii, EPEuHG Pia emopuHng
YRAKOGRG, RONMPOIL arocmi
Certilicate of GMP compliance

Cepmuinam sidnosidnocmi CGMP

Number of matafacturing license
Hosep supobuiror aiyensii
Marketing Authorization License
Peecmpayiiine nocsidvenns

Importing Country
Kpatita-ivnopmep

mabremox y gaaxoni, 1 gumaron)

Nifedipine 10 mg
Hichedunin 10 me

556113
356113

4 800 boxes
4 800 kopobok

4 800 boxes
4 800 kopotiox

10.2023
10.2023

10.2026
10,2026

SDRAQ07420
SDRAOG7420

PLIVA Hrvaiska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
HIiNIBA Xpsamexa d.0.0,

fpizas Gapyna dininvewysa 25, 10000 3azpes, Xopsamin

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

Ne UP/I-530-10/19-03/12; 381-10-05/241-19-07 {previous)
Ae UPH-330-10/22-03/1F; 381-13-08/243-22-07

Mo UP/L-530-10/19-03/12: 38]-1 0-05/241-19-07 (nonepeonisi
Ne UP/1-530-01/13-03/08

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

PLIVA Hrvatska d.0.0.

Prilaz baruna Filipovica 25 , 10000 Zagreh, Croatia
TUIIBA Xpeamera o.0.0.

fIpinas Gapyna Bininosuva 25, 10060 3ucpeb, Xopsamiy

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

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

Ne UPA-530-10/19-03/12; 381-10-05/241.1 9-07 tnonepednii)
Ne UP/1-530-01/13-03,08

Ne UPA-330-01/13-03/08

Ne UA/9756/01/01

N UA/B756/01701

Ukraine

Vxpaina
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TESTS REQUIREMENTS RESULTS
BHIPORYBAHHS BHMONH PEIYIIBTATH
: BK:‘;CRIPI TON Yellow, biconvex, round film coated tablets with bevel, Satisfactory
. ‘ undamaged edges and of uniform appearance.
| OIHC HKosmi, daconyieri, xpyani mabaemwu, GEPUMI WHEK0G0IO Bidnogidoe
- : OOOIOHKOK), 31 CROMERUMIU, REVILKODACEH UMY Kpasmie
OOHAKOBUM FOGH UM BUZTRAOM.
| UNIFORMITY OF DOSAGE UNITS Meet the requirements of current Ph. Eur, (2.9.40) Satisfactory
| Content umiformity® Acceptance value and range (as indicated)
‘ . LI=15.0 and 1L.2=25.0 .
QIHOPITHICTH JJO30BAHMY Bidnosgitae susozay nomoynozo eudaunn Cap. . (2.9.40) | Bidnogidac
QUHAHIDL . 5
: . . Hpwiusmne suavenns i dianazon faK susuavero)
Odropidricms emicmy
_ Li=15.0iL2=250
DISSOLUTION According to Ph. Eur, (2.9.3) -
Acceptance eriteria for prolonged-released dosage forms,
in 10 min.: 30 — 50 94 ¢ 48 %
in 30 tnin.: 30— 70 %4 ¢ 67 %
_ in 180 min.; 75 - 95 %% 89 %
POIYHEENTTIS Bidnoeidno oo Cep. @. (2.9.3)
Kpumepii  npuiramuocmi  dag AKUpCBKEX  hapy 3
RpoRoRe06anoo dicis.
Hepes 10 xa.: 30 - 50 o4° 48 %
Yepes 30 xa.- 50—~ 70 %* 67 %
Mepez 180 xg.; 75— 95 255 89 %
IDENTIFICATION? o T
Nifedipine Nifedipine Satisfactory
LAEHTHDIKALLT
Hidiwouniv Hiheduniy Bidnosidac
RELATED IMPURITTES I
CYOYTHI TOMILLIKH
identified impurities
fQerrmudhivonani dostinexu !
Nurophenylpyridine analogue NMT 0.2 %% ] <(.1%
Himpothenianipudumosms anaroa He bizvtue 0.2 27 <0,i%
Nitrosophenylpyridine analogue NMT 0.2 %% | <0.1%
f’ﬁ)f?{)030{}')8}.!}'.’{m:mt()i'l.‘m@blﬁ ananoe He Gizbwe 0,2 % b <8 %
Unidentifisd impurities
Hesidosid dosiumy
Each individua? NMT 0.2 % < (] %
Orpema, Koxce He bizvue 0,2 94° <01 %
Toial NMT 0.5 % ° <{.1%
Cyma He Gizowe 0.5 %7 <0,1%
ASSAY T T 9,Smg- 10,5 mg 9.9 mg o
Nifedipine/tablet prolonged-release, calculated on the
average mass
95 - 105 %* 99 %
KIRBKICHE BRH3HAYERHS 95 me- 10,5 m2 9.9 ue
Highedunin/matnemxa npononzosanet di i, ¥ nepepaxyary
Hy CepedHIo Macy
l o 95 105 94° 9% -
Crop. 233




[ SICROBIAL PURTTY (Ph Bar, 36,12,
(2613

CMIKPOBIOTONTYHA YHCTOTA
(€op.h, 2.6.12, 2.6.13)°

Total acrabic bacteria count NMT 10° CFU/g -
Sazaroma xirericms aepobuuy He Glavire 10° KV Oz . -
Mikpoopzwiizuie

Total fungi and yeasts count NMT 10 CFU/g -

- Jocarena risoricms Opixedacosux || He Ginvue 100 KVO/ -
niricenesux 2pubis
Escherichia coli Absent =
Eschericiiia coli Bideymun %

~. % Not tested during stability
A e mecnyemscs g npoyeci cmabirbnocmi
® From the labeled amount of nifedipine
Bidnocno sanenenot kinskocmi witheduniny
S Testéd every t0th batch or at least oue batch per year
¢ Tecmyoms koscry 1G-my cepito abio, sx MIUIMYM, 00RY cepilo na pix

Certification statement; [ hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated / manufactured, including packaging and quality control at the above mentioned site(s) in {ull complance with the GMP
tequiremertts of the local 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.

3anca npo cepmudhivaniro: Titicunm 5 3amaepdorcyo, wa nasedeny suuge iHpopuayin ¢ docmogipuao ma movsow. Hn cepin
npodykmy Oyaa supodiena, GIICNAI0Y U NOAKYEANHA MAPRYSanHs My KORMPORL Akocmi na guwe srazanis diwnuni {Oirenuyax) g
HogHili sidnosionocui do sumos GMP, B0 SCMOHOBACH] MICHESHM PESYARMODRUM OP2anoM, ma crenugpivayift Pecompayiinoeo
ROCRIOweins &paiiu-iynopmepa. Hpomoronu SUPCEHUYMBA, RAKVEAHHA | anauizy ceptt yac Hepesipeno u susnano MARUMY, e
aionogidaont GMP.

Haie: G144, Lodd. S Sy
Hanta: ! e T
Approved by: : ;Jjawig;-. /fa/fifaa' e |
3angepdycenp: {\ ; 23
PLEA SO Lt o :
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HAEPKABHA CJYXKBA 3 JIIKAPCI)KI;IX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMMH Y KUIBCHKIN OBJIACTI

npos. Ceitamanol Hapii, 3, m.Kuig, 02099, Ter/takc: (044) 363-06-50
E-mail: dls. ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHUCHOBOK
PO SIKICTH BEE3€HOro B YKpainy JIKAPCHKOTo 3ac00y

19.01.2024 Ne 681/24/10

KOPUH®AP®

(nafiMenyBaHHs nikapehkoro 3aco6y 3rinHo 3 peecTpariiinmm MOCBI9EHHM)
TA0JIeTKH NPOJOHT0BaHoi il mo 10 Mr; o 100 tadaerox y drakoni; no 1 ¢paakony B kopobui
(bopma Bunycky, AO3YBaHHA, BU IAKYBAHEA JTiKapCEKOTo 32c06y)

Howmep peectpaniiinoro noceiguerns UA/9756/01/01 CTpoK Aii peecTpariiinoro mocsiggenns 01.01.2099

Cepis nixapcskoro sacoGy Ne 556113 Kinskicts Besenoro nikapeskoro saco6y 4800
BupobHuk : [ITIBA Xpeatcka 1.0.0., XopBaris
(maiivMeryBanus BHPOOHHKA NKapcEKOro 3acofy, kpaina TMOXO/KEHHT )
Bsesero B Vipainy Torapucrro 3 0GMexenoro BinoBiTaILHICTIO "Teea Yxpaina", ixeur.
xon: 34770471

(HaliMenyBanus Ta kon 3a EAPTIOY ropuamunoi ocobu abo npisBuIe, iM's, Mo GaTekoBi (izuunoi
0c0bH - nignpuemus, i Micie TPOXKHBAHHA T4 peecTpamitinuii Homep oGmikoRo] KAPTKH NIATHUKA
nonatkie abo cepist Ta Homep MacnopTa)

IIpoToxon Bisyanenoro xonrpomnro rix 16.01.2024 N 0050/7.

3a pesymeratamu ACPIKAEHOTO  KOHTPONK — BCTAHOBIEHO, [0 JIKApChKHH  3aci6  BBe3eHO B Vkpainy 3

JOTPHMAHHSM suvor 34KOHOZABCTBA 11010 3abesNIedeHHs SKOCT] TKAPCEKUX 3ac06iE,
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