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CERTIFICATE OF QUALITY
CEPTHOIKAT AKOCTY
: Nel
'DRUG PRODUCT CORINFAR® RETARD, prolonged-release tablets,
10 tabs.)
JIKAPCBEHH 34CIE

‘Active ingredient
Axmuenul inzpedicum

. Batch number

" Houmep cepii
Batch size
Possip cepii
Release quantity
Bunywena kiroxioms

Date of manufacture
Hama eupodntymag

Expiry date
fipudamniii do

Specification
Creyuebinayin

Batch Release Site
Hirvnnys, sionoeioasna 30 SURYCR cepil

Certificate of GMP compliance of
manufacturer

Cepmuchivam sidnosionocmi GMP
SUpobnuKa

Number of manufacturing license
Hovep SUPOGHUNOT Tiyensii

Bulk manufacturing site, primary and
secondary packaging, quality conirol
Bupobunymes neposhacosaroi
npodykyll, nepaunna ma BMOPUIHHG
YRAKOGKA, Konmpons axocmi
Certificate of GMP compliance

Cepmugbicam sidnosionocmi CMP

Number of manufacturing license
Homep aupobuuvor aiyensi
Marketing Authorization License
Pecempanifive nocaiouens
Importing Country
Kpaina-ivnopmep

/5

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreh, Croatia

{1/UBA Xpsamicka d.0.0.

Hpizas Bapyisa @irinoerwa 25, 10000 azped. Xopsania

20 mg, Ne30 (3 blist. x

KOPHH®AP® PETAPL, mabremyu nporonzosancy dif no 20 m2, Ne30 (3

baicm. x 10 mab,)

Nifedipine 20 mg
Hihedunin 20 m2

501054
S01054

18 960 boxes
18 960 ropotor

18 960 boxes
18 960 ropobox

05.2024
15.2024

05.2027
05.2027

SDRAON7422
SDRA007422

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
ILTIBA Xpeamera 0. 0.0.

lpinas Gapywa Gininosuna 25, 10000 3agpeb, Xopsamia

330-10/23-07/06; 381-13-08/310-24-08

Ne UP/I-530-10/22-03/11; 381-13-08/243.22-07 {previous)
330-10/23-07/06; 381-13-08/310-24-08

Ne UP/I-530-10/22-03/11; 381-1 3-08/243-22-07 (previous)
Ne UP/1-530-01/13-03/08

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

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 23, 10000 Zagreh, Croatia
TITIIBA Xpeamexa d.0.0.

Hpinas 6apyna Gininoauna 25, 10000 3azped, Xopeamin

530-10/23-07/06; 381-13-08/310-24-08

Ne UP/1-530-10/22-03/ 11; 381-13-08/243-22-07 {previous)
330-10/23-07/06; 381-13-08/310-24-08

Ne UP/[-530-10/22-03/11 38} -13-08/243-22-07 ¢previous)
Ne UP/1-530-01/13-03/08

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

Ne JA/9813/01/01

Ne Ud/9815/01/01

Ukraine

Yxpaina

e Lparo

Dy e n

Crop. 133
Page 1 of 3




TESTS REQUIREMENTS RESULTS
BHITPOEYBAHHA BHMOrH PEIYIIBTATH
DESCRIPTION Yellow, biconvex, round, film coated tablets with bevel, Satisfactory
: ‘ undamaged edges and of uniform appearance,
OIHC Koemi, dsoonyxi, kpyani matnemicu, expumi miieroeon Bidnogidae
: oboronkoio, 3i CHOULERUMY, HEYMKOONCEHUMY Kpaasmu |
OORAKOGUM F0BHIUNIM GUAARDOM.
UNIFORMITY OF DOSAGE UNITS Meet the requirements of current Ph., Eur. {2.9.40) Satisfactory
| Content uniformity® Acceptance value and range (as indicated)
: LI=I150 and L2=25.0
| QUHOPIIHICTS JO3OBAHNKX Bidnosidae eumozan nomounozo sudanns Cap.&. (2940} | Bionosidae
: O’Hﬁﬂfm{b - Hpuitnamue swavenin | dianason (Ri zazHaveno)
Oonoploniems smicnry
LI=150iL2 =250
‘DISSOLUTION According to Ph. Eur. (2.9.3)
Acoeptance criteria for prolonged-released dosage forms,
in 10 min.: 30 — 50 % ? 47 %
in 30 min.: 50— 70 % gg o
in 180 min,: 75 — 95 % ’
PO3YHHHEHHS Bidnoaidno do Eap. . (2.9.3)
Kpumepii  npuiinamuocmi s akapebiux  opw 3
APOROH2OBARO dicto,
Yepez 10 xa.: 30 - 50 9 47 %
Yepes 30 xe.: 50— 70 %° gg ;/"
Uepes 180 xa.: 75— 95 95 b ’
IDENTIFICATION®
Nitedipine Nifedipine Satisfactory
IEHTHDIKALIS
Hitheownin Hihedunin Bionosidac
RELATED IMPURITIES
CYITVTHI QOMIHIKH
Hentified impurities
IQenmugpivosani domiwmnu
Nitrophenylpyridine analogue NMT 0.2 842 <0.1%
Himpogenimnipudunoseiii anange He 6invuee 0,2 % <0,1%
Nitrosophenylpyridine analogue NMT 0.2 9% <0.1%
Himposopeniznipudunoveni anance He bizoe 0,2 % <0.1%
Unidentified impurities
Hesi@oui dombiuncy
Each individual NMT 0.2 % <0.1%
Oxpema, koycug He Ginvue 0,2 % ® <31%
Total NMT 0.5 % ¥ <0.1%
Cyma He Ginvue 0,5 %° <01%
ASSAY 190 mg- 210 mg 20,0 mg
Nifedipine/tablet prolonged-release, calculated on the
dverage mass
95-105 %% 100 %
KUIbKICHE BHIHAYEHHS 19,0m2- 21,0 32 20,0 m2
Higedunin/mabremca npononzesancl &it, Y nepepaxynxy
HA cepeduio Macy
95 - 105 %" 100 %
MICROBIAL PURITY (Ph. Eur, 2.6.12,
2.6.13)°
Crop. 2133

Page 2 of 3




N MIKPOBIONIOTTIH A YHCTOTA

(€ep.p. 2.6.12,2.6.13) ¢
Total aerobic bacteria count NMT 10° CFU/g <5 CFUig
Sazarena kitvkicms aepoduux He Gine P KYO/2 <5 KYOi:
mixpoopzanizvie
Total fimgi and yeasts count NMT 102 CFU/g <5 CFU/g
Jazanvna ginpkicme dpiscoxcoswx i | He binowe 102K Yo <3 KYO/i
riicernecux epubie
Escherichia coli Absent Absent
Escherichiq coli Bideymus Biocymns

* Not tested during stability
L% He Recmyemnon 8 npoyeci cmabinsnocmi
o B From the labeled amount of nifedipine
B Bidwocno 3angrenol kinvkocmi nigheduniny
K Tested every 10th batch or at least one batch per year
- ® Tecmyome kooany 10-my cepiio afio, Ak minivyy, ooy cepio na 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 M arketing Authorisation of the importing country.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

3ansa npo cepmutpixayio: Hifichuw 51 3ameepdscyo, wo Hagedena Guiye ingopmangin € docmosipnaio ma mounoo. Ln cepia
BpodyKkmy Gyaa supobirena, SKAOUAIONU RAKYSAHHAIMADKYSOHHA ha KOHMPOIIe AKOCHI Ha Guuge srasanii invHuyi (Bigemuyx) g
HOGRIL aidnagidnocmi 0o susoz GMP, WO SCMAROSREH] MICHEOUM pezyasmopHin opeanor, ma creyehirayisi Pecompayifinozo

Hocgiduenns kpainy-iviopmepa. Hpomoxomu sUpODHUYIEa, NAKYEATH | ananisy cepil 6yao nepeaipeno u susnmio martmu, wo
gidnosiouoms GMP,

Date: A1 OQ) Totlr .

Hama:

: PLIYA CROATIA Lid
Approved by: : /L@@ Quality Zugreh
3amseposceno; ( Quaiified Person

T smpelttt

Martina Zadro

tos
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AEPIKABHA CJIVIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMMH Y KHIBCBKII OBJIACTI

upoB. Ceitmgnoi Hapii, 3, M. Knis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kon CAPIIOY 37078774

BHCHOBOK
IO AKICTH BBE3EHOr0 B Yxpainy gikapcbkoro 3acoly

08.10.2024 Ne 49583/24/10

KOPHHOAP® PETAP]T
(naiiMenypanus mixapcrkoro 3acofy 3TimHO 3 peecTpamiiinm TOCBITICHHAM)
Tab/1eTKM OPOJIGHTOBAHO] Al mo 20 ML, 110 10 Tabuerox y faicrepi; mo 3 OJsicrepu B kKopodui
(popma Bumycky, nosysanns, sun IaKyBAHHA JNIKapCLKOro 3acofy)

Howmep peectpaniiinoro nocinuenns UA/9815/01/01 CTIPOK Aii peectpaniiiHoro noceinuenns 01.01.2099
Cepix nikapeskoro 3aco6y Ne 501054 Kinexicrs BResenoro nikapcpkoro zacody 18960

Bupobuux [IJTIBA Xpparcka 1.0.0., Xopearis

(HafiMenyBaHHs BHPOGHHKa TiKapchKoro 3acofy, kpaina TIOXO/KEHHS )

Baeseno B Vipainy Tosapucreo 3 06MeskenoI0 BixnoBinaabHicTIo "Tena Yxkpaina", igenr.
xon: 34770471
(Hativenysauss Ta koy 32 EPTIOY ropunuunoi 0cobn abo Npi3BHLIE, iM'S, M0 GaThKOB] iznunoi

0cobu - nignpuemus, i MiCLE MPOXUBAHHA Ta peecTpaniiinuii Homep oBikopoi KapTKH [1TaTHUKA
nozatkis abo cepia ta HOMep nacropra)

Hporoxon Bizyansnoro kontpomo six 03.10.2024 N 2957/2.

3a  pesynbratamu ACPAABHOTO  KOHTPOMNIO  BCTAHOBNEHO, IO NiKapchkuil  3aci6  BBeseno s Vkpainy 3
J]OTpI/IM AHHAM Bunmor 3AKOHOAABCTRA MO0 3a0e3NeYCHH AKOCTI TMKapCEKMX 3aC00iB.

Anna KJIFOEBA

PRABHOIO KOHTPOJIIO)

(intuiany Ta npissuine)
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