' JEPXKABHA CJIIVKFBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM Y KHIiBCHKIN OBJIACTI

npos. Ceitimanoi Haxii, 3, m.Kuis, 02099, Tei/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHUCHOBOK
PO SIKICTH BBE3€HOT0 B YKpaiHy JiKapchKoro 3acoly

e _ Ne 51103/23/10

KOPUH®AP® PETAP]I

ey

(HalMEHYBaHHS TIKapCLKOro 3ac00y 3rifIHO 3 peecTpamiifaum ITOCBIT9EHHAM)

TabJeTKH HPOJTOHTOBaHOI il mo 20 mr, o 50 TadaeToK Y hnaxkoni; mo 1 _pakony B KopoOui

(bopma BumycKy, no3yBaHHs, BU [aKyBaHHs JIIKAPCBKOTO 3aco6y)
Homep peectpaniiinoro nocsiguenns UA/9815/01/01 CTPOK Mii peectpaiiitoro nociggenns 01.01.2099
Cepis nikapcrkoro 3aco6y Ne 111073 KinekicTs BBe3eHOTO HiKapepkoro saco6y 4800

Bupo6rux IITIBA XPpBaTcKa 11.0.0., XopBaris

(HafiMeHyBaHHs BUPOGHMKa TKapCHKOTo 3acofy, kpaina MOXOJUKEHHs)

Breseno B Vipainy ToBapucrso 3 o6mexenoro BixmoBinaILHicTIO "Tesa Ykpaina", ienr.
kon: 34770471

(HaliMeHyBaHHS Ta KO/ 3a €APIIOY ropupnunoi ocobyu abo npi3euuie, iM'a, 1o 6aTLKOB] (pizuunoi
0cobu - nmiAnpHeMuY, ii Micle npoxHBanHs Ta PeeCTpaNiiiHuit Homep 06IIKOBOT KapTKH MIIATHHKA
IOAATKIB a60 cepis Ta HoMep macnopra)

IIpoTokou BizyansHoro kontpomo vix 18.10.2023 N 3284/2.

3a pesyisTaTamm ACPXKABHOTO  KOHTPOJIKO BCTAaHOBJIGHO, IO JIKAapCHKHH  3aci®  BBeseHO B Yxpainy 3

AOTPHMAHHSNIM BuMor 3aKOHOJABCTBA MI0/0 3abe3neYe s SKOCTi MKapChKUX 3aCo0iB.

~ Ipuna [TAJTAMAP

(imiuiamm Ta npissume)

ki




@rPLiva

Himuuys, sionogidarsna 3a eunyck cepil

Certificate of GMP compliance of a
manufacturer

Cepmuchivam eidnogionocmi GMP
eUpPOOHUKG

Number of manufacturing license
Homep supobrunol niyenzii

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobnuymeo neposchacosanoi
NPOOYKHil, nepeyHHa ma emopunia
YRAKOBKA, KOHMPORL AKOCHI
Certificate of GMP compliance

Cepmughixam eionosidnocmi GMP

Number of manufacturing license
Homep supobmmol niyensii
Marketing Authorization License
Peecmpayiiine noceiduenns

Importing Country
Kpaiva-ivMnopmep

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

B4 Xpsamera 0.0.0.
Hpinaz bapyra inineeuma 25, 10000 3a2pe6, Xopsamin

BECAl

CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCT]
" “DRUG PRODUCT CORINFAR® RETARD, prolonged-release tablets, 26 mg, Ne50 (50 tablets
N in vial, 1 vial)
JHKAPCBKHH 34CI5 KOPHH®AP® PETAP/, mabaemxu nporonzosanok dii no 20 mz, Ne50 (50
> s, 4 o mabaemox y gaaxoni, 1 gaaxon) .
' Active ingredient Nifedipine 20 mg
A kmigsnuﬁ H2pedicim Hipeounin 20 me
Batch number 111073
Hoxep cepit 111073
Batchsize 4 800 boxes
Posmip cepil 4 800 xopobox
Release quantity 4 800 boxes
Bummyena xirekicms 4 800 rxopobox
Date of manufacture (36,2023
Hama supobruymsa 06.2023
Expiry date 06.2026
HTpudamuun do 00.2026
Specification SDRAQO7422
Cneyucbivayin SDRAOG7422
Batch Release Site PLIV A Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
HJIIBA Xpeamicka 0.0.0.
Hpizas bapyna Dirinosusa 25, 10000 3azpeb, Xopeamin

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

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

Ne UPA-330-10/19-03/12; 381-10-05/241-19-0 7 (nonepeduiil)
NMNe UP/I-530-01/13-03/08

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

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
{LIIBA Xpsamcexa 0.0.0.

fIpinaz 6apyna @iainosuya 25, 10000 3azpeb, Xopeamis

Ne UP/1-530-10/22-03/11; 381-13-08/243.22-07

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

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

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

Ne [JA/9815/01/01
No UA/9815/01/01
Ukraine

Vipaina
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REQUIREMENTS _ |
BHIIPOEVBAHH BHMOTH PE3YIIATATH = - |
| DESCRIPTION Yellow, biconvex, round, film coated tablets with bevel, | Satisfactory
e N undamaged edges and of uniform appearance. | |
R OHKEC JKoami, dsoonyxai, kpyaii mabnemyy, skpumi niigrosoiy | Bidnosioae
il ODOROHKOIO, 31 CKOWLEHUME, HEVIRKOONCEHUMN Kpaami |
OOHAKOBUM F0BHIMIM BUSAACOM.
| UNIFORMITY OF DOSAGE UN"ITS Meet the reqguirements of current Ph. Eur, (2.9.40) Satisfactory
| Content-uniformity® Acceptance value and range (as indicated) S
- =% Li=15.0 and L2=25.0 w
OOHOPHTHICTE JO3OBAHHX Bionosioae sumozav nomauno2o gudanns Eap. @, (2.9.40) | Bidnogioae .. -
QIIHNIE Hputanamue 3nauennn i dlanason (s ' |
Oovopiduicme emicmy” P i FUSHAENO)
EEY ae £ Li=15.0iL2 =250
DISSOLUTION According to Ph. Eur. (2.9.3)
' Acceptance criteria for prolonged-released dosage forms.
in 10 min.: 30 - 50 % 2 47 %
in 30 min.: 50 — 70 % ° 66 %
in 180 min,: 75 — 95 %7 91 %
PO3YHITHEHHA Bionogiono do €sp. D, (2.9.3)
Kpumepii  npuiingmpocmi  0asn  MKapcokux Gopv 3
RPOIOH208AH0ID OICH),
Uepes 10 xe.: 30 — 50 % 47 %
Yepes 30 x6.: 50— 70 %° 66 %
| tepes 180 xe.. 75 — 95 %° 91 %
IDENTIFICATION®
Nifedipine Nifedipine Satisfactory
ITEHTHOIKALLT
Hitheounin Hiheounin Bionoesidae
RELATED IMPURITIES o
CVIIYTHI AOMILLIKY
Identified impurities
enmupixosani dovinxu
Nitrophenylpyridine analogue NMT 0.2 % % <0.1%
Himpogenimipudunosnit anaioz He 6imvuee 0.2 %° <0,1%
Nitrosophenylpyridine analogue NMT 6.2 %? <0.1%
Himposogheninnipudunoserit ananoz | He ginsme 0,2 %7 <0,1%
Unidentified impurities
Hesioomi dovineru
Each individual NMT 0.2 %? <0.1 %
Oxpenta, KOdCHA He 6inue 0,2 %° <0,1%
Total NMT 0.5 %? <0.1%
Cyua He 6irsue 0,5 %° <01%
ASSAY 190 mg- 21,0 mg 20.1 mg
Nifedipine/tablet prolonged-release, calculated on the
average mass
95-105%" 100 %
KUIBKICHE BHU3HAYEHHA 19,0 m2- 21,0 a2 20,1 me
Higheounin/mabiemxka nposonzosarnoi 0ii, y nepepaxyuxy
Hd CEPEOHIO Macy
95. 105 %° 100 %
Crop.233
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| MICROBIAL PURITY (Ph. Eur, 2.6.12,
MIKPOERIOJION TYHA YHCTOTA
(Eop.®. 2.6.12, 2.6.13) ¢

- 2 Total acrobic bacteria count NMT 10°CFU/g <5 CFU/g

g . 3azanvna kivexicme aepoOHuX He binvuee 10° KV O/2 <5 KYO/fe
O Mikpoopzaiiavis L
- Total fungi and yeasts count NMT 102 CFU/g <3CFU/g:.
- Jaeansua kinsricmo Opinconcoeux i'| He Giaswe 102 KV O/ <SKYOe
 maicenesux zpubis : | |
1 ‘Escherichia coli Absent Absent

Biocymus

U Escherichia coli Bidcymus
M e —— B i rom T

s | a NUL t&_siﬁd during stability
H‘Hemecmyemam & npoyeci cmatinsnocmi
- From the labeled amount of nifedipine
I_".Bfaﬂogz_n_a 3aAsnen ol kitexocmi nicheduniny
“ Tested every 10th batch or at least one batch per year
® Tecemyroms xooiciy 10-my cepito abo, ar minivym, GOy cepiio ha pix

Certification statement: I 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 full compliance with the GMP
requirements 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 fourd to be in compliance with GMP. '

3Janea npo cepmuixayio: Jijiciuy s IAMBEPISNCYIO, WO HasedeHa auuye Inghopmayis € docmosipuoy ma moungro. g cepin
HPOOYKIY GYna supobiend, 6riioyaioyn RAKYEANHI/MAPKYBARRA MU KOHMPOT6 AKOCH HA sutye sxgsaniy olronuyi (Oinenuynx) ¢
ROGHIU sidnosionocmi do aumoz GMP, wo ecmanosieni MICHEGUM DeZYARMOPRUM Op2aHOM, MQ creyugpixayiti Peccmpayiiiviozo

noceiOuenns Kpainu-imnapmepa, flpomoikoru eupobuuymea, naxyeanns i anamzy cepii Byao nepeaipeno u euznano marxumu, 1o
sidnogiomoms GMP,

Eﬁfé-‘ J2 08, dodd
amaq: /
e PLIVA CROATIA Ltd
¢ : 5
Approved by: __;’1-'{}%« A, dt‘" & Quatity Zagreh
Jamaepbucenn: j Qualified Person
( Vanja Sabljié
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