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PLIVA Hrvatska d.o.0.

Prilaz baruna Filipavica 25, 10000 Zagreb, Croatia

TLIBA Xpsamera d.o.0.

ipinas dapyna dininogra 25, 10000 Jozped, Xopaamis

CERTIFICATE OF QUALITY

DRUG PRODUCT

JIKAPCBKHE 34CIE

Active ingredient
Axmugnuit inzpedicim

Batch number
Hoxep cepii

Batch size

Posmip cepii
Release quantity
Bunywena xinokicne

Date of manufacture
Hama qupobuiymea

Expiry date
flpudamnuuit do

Specification
Creytihinayin

Batch Release Site
Hinsrign, gidnosidarona 2a eunyex cepii

Certificate of GMP compliance of a
manufacturer

Cepmughivam gidnogidnocmi GMP
gupodHuKa

Number of manufacturing license:
Honep aupodniol niyensiv

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupotuuymso nepozhacosarnor
nROOYKYIT, nepaunna ma emMopunia
YHAROBKE, KORMPOND AROCIH]
Certificate of GMP compliance

Ceprugbivam gionogidnocmi GMP

Number of manufacturing lcense
Honep supobunaoi aiyensiy
Markeling Authorization License
Pecompayiiine nocgidvuenna

Importing Country
Kpatna-isinopmep

CEPTHQ@IKAT AKOCTT
Ne 1

CORINFARS, prolonged-release tablets, 10 mg, NoS0 (50 tablets in vial, 1

vial)

KOPHH®DAP®, mabnemiu nporonzosanoi 0ii no 10 sz, Ne 50 (50 matnemox y

chraxoni, 1 ¢hnaxon)

Nifedipine 10 mg
Hibedunin 10 a2

537015
337015

6 060 boxces
6 060 kopobox

6 060 boxes
6 060 xopobox

12,2024
12.2024

12.2027
12.2027

SDRA007420
SDRAQ07420

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
THIIBA Xpaamera d.0.0.

fIpinas Bapywa Bininoguua 25, 10000 3azpes, Xopsamin

530-10v23-07/06; 381-13-08/310-24-08

Ne UP/1-530-10/22-03/11; 381-13-08/243-22-07 (previous)
J30-10/23-07/06, 381-13-08/310-24-08

Ne UP/I-330-10/22-03/11; 381-13-08/243-22-07 (vrevious)
Ne UP/I-530-01/13-03/08

M UP/-530-01/13-03/08

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TUTIBA Xpeamera d.0.0,

lpinas bapyna ®ininceuxa 23, 10000 3azped, Xopsamiy

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

Ne UP/1-530-10/22-03/11; 381-13-08/243-22-07 (previous)
S30-10/23-07/06; 381-13-08/310-24-08

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

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

Ne UA/9756/01/01

Ne UA/9756/01/01

Ukraine

Vipaina

Crop. 133
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| TESTS REQUIREMENTS. RESULTS |
g BHIIPOBYBAHHSA BHMOIH PEIVABTATH i
DESCRIPTION Yellow, biconvex, round film coated tablets with bevel, | Satisfactory
vndamaged edges and of uniform appearance.
OnHC HKosmi, deoonyrai, kpyzni mabitemry, GrpuMI 1WHBK080I0 Bionogidae
0B0NONKOI0, 31 CROUENUAMY, REVIKOONCEHIMY KpasMit |
OOHAKOBNM 30BHIUIHIN GUINAOOM.
| UNIFORMITY OF DOSAGE UNITS Meet the requirements of current Ph. Eur. {2.9.40) Satisfactory
Content uniformity® Acceptance value and range (as indicated)
L1=15.0 and L2=25.0
OUHOPIHHICTE HJO30OBAHHX Bidnoaidae gusozam nomounozo sudanns Cep.@. (2.9.40) | Bidnosidae
s QUHHELE . e
L v S ITpuiinamue snavenns { dianason (Ax 3aziaieno)
Odunopidnicas eaticmy
Li=150iL2=250
: DISSOLUTION According to Ph. Eur, (2.9.3)
Acceptance criteria for prolonged-released dosage forms.
in 10 min.: 30 - 50 %° 48 %
0,
in 30 min.: 50 - 70 % gg;'
in 180 min.: 75 — 95 %? ’
PO3YHHEHHA Bidnoeidno do Eep. @, (2.9.3)
Kpumepit  npuituampocni  Ona nikapcekux  hopm 3
npononzosanoio Jiei,
Yepes 10 xa.: 30— 50 %° 48 %
i) a,
Yepes 30 x6.: S0~ 70 %° gg 4
Yepez 180 x6.: 75— 95 9% °
IDENTIFICATION®
Nifedipine Nifedipine Satisfactory
IQEHTHDIKALILT
Highedunin Highedunin Bidnogidac
RELATED IMPURITIES
CYITYTHI JOMILLKH
Identified impuritics
enmudhixosani domivinu
Nitrophenylpyridine analogue NMT 0.2 %% <0.1%
Himpodeninnipidunosaii aianoz He Ginvue 0,2 % b <01%
Nitrosophenylpyridine analogue NMT 0.2 % <0.]1%
Himpozogheninnipudunogsiit ananoz | He Ginsee 0,2 %° <0!%
Unidentified impurities
Hegidomi doatinuru
Each individual NMT 0.2 %2 <0.1% ,
Oxpena, kodcHa He Ginvwe 0,2 %° <0,!%
! Total NMT 0.5 %2 <0.1%
Cyita He Ginouwte 0,5 %° <0,1%
ASSAY 9,5 mg-10,5mg 9.8 mg
Nifedipine/tablet prolonged-release, calculated on the
average mass
95-105%? 98 %
KITbRICHE BH3HAYEHHA 9,5 mz- 10,5 n2 9.8 are
Higheounin/mabnemra npononzosanoi dil, y nepepaxyixy
Ha cepednio Macy
95-105%° 98 %
Crop. 233




1
!
!
1
|
I
\
!

MICROBIAL PURITY (Ph. Eur. 2.6.12,
2.6.13)¢

MIKPOBIQSIONYHA YHCTOTA
(Cap.b. 2.6.12, 2.6.13) ¢

Total aerobic bacteria count NMT 10° CFU/g <5 CFU/g
3azanona Kinericms aepodiux He Ginowe 10° KYO/2 <5 KYO/z
Mirpoopzanizatie _
Total fungi and yeasts count NMT 10*CFU/g <5 CFU/g
Sueansua ginvricme dpincdacosux i | He Ginvue 107 KVO/2 < 3 KYO/ez
naicenegix epubia

Escherichia coli Absent Absent
Escherichia coli Bidcyimns Bidecvmns

& Not tested during stability

B He meemyemven 8 npoyeci cmabinenocmi

® From the labeled amount of nifedipine

® Bionocro sanenenor rinvkocmi nigheduniny

® Tested every 10th batch or at Jeast one batch per year

€ Tecmytoms xosiciy 10-my cepiio abo, s atiniatyn, oduy cepin na pix

Certifieation 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 couniry.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

3uasa npo cepmudiixaniio: Hiticnun s 3ameepdaicyio, wo nasedena siye inchopmayin e docmogipnoio ma moyucio. L cepin
npedyrmy OyAa GuPoBRERd, GRMOYAIONY NAKYGAUNA/MADKYSANHA MA KOHMPONy AKOCIT 11d euwje erazauiii dinbimngi (Oirenuysx) @
noeuiti gidnogidnocmi do eumoz GMP, wo ecmanosneni micyesun pegynamopnun opzanom, ma eneyuivayiii Peccmpayitinoco
nocsidvennn kpainu-inopmepa. [ipomoronu supobuuymesa, nakyaanns i ananizy cepii Byno nepecipeno 1t guINAN0 MARUMY, 1o
sidnosidaoms GMP,

Date:
Hama:

Approved by: ff]’u\,\ A A 194 _:,""...-‘ N
3wmaeponceno: o

It od. Lod5.

f‘(f""f.' TROATEA Lua

{Juality Zugreh
Quaslifled Porsng
Vaniia Sadidjic

Crop. 333
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AEPIKABHA CJIYIKEA 3 JUKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH ¥ KHIBCHLKIN OBJIACTI

npos. Ceimnrano! Haail, 3, M.Kuir, 02099, rei/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €APIIOY 37078774

BHCHOBOK

PO SKICTH BBE3EHOr0 B YKpainy JikapesKoro 3acofy

31.03.2025 Ne 13956/25/10

KOPHMHDAP®

(mraiiMertypansg nikapchkoro 3acoby 2rifHo 3 peecTpauifinuM MOCRINUCHNM)
Tabuerkn npoxourosanof il no 10 mr, no 50 Tabaerox y duraxoni; no 1 (duaxony B kopoGui

(dhopura BHmyCKyY, Ao3yBaMHA, BUL NAKYBARHEA TiIKAPCLKOrO 3ac05y)
Howmep peccrpaniitnoro nocsinuenns UA/9756/01/01 crpox aif peecrpaniiinoro nocsiguenns 01.01.2099
Cepis arixapcsxoro sacody Ne 537015 Kinsxicts Boesenoro nixapeskoro saco8y 6060

BupoBHuk ITJIIBA XpBarcka 1.0.0., XopBaris

(raitvenynanna BupoGHIKa RiKApCLKOTo 3acoby, kpailia NOXOMKEHIR)

Baeseno B Yipaiuy Toeapucrio 3 00MexeH010 BignosinansuicTio "Tesa Yxpaiua", igenr.
rom: 34770471

(uafimMeirysanns Ta xon 2a €IPTIOY ropuanunol ocobu 260 npizpuie, iM', N0 GaTEKOB] thiznunoi
ocobi - nianpiesmu, i Micue nposkusalig T peecTpaifinmi Homep 0ORIKeBOT KapTKH NHATHIKA
nofarkis abo cepis Ta HoMep nacnopTa)

IIperoron sizyannuoro xonrpomo sin 25.03.2025 N 0891/1.

34 pe3yNbTATAMM [ICPABHOTO KOHTDOMIO BCTANOBNEHO, 1IN0 JHKAPCHKME 3aci6 seesewo B Yxpaiy 3
JAOTPHMAHIIHM BHMOT 3aKOHONABCTBA IOXO 3abe3neuens SKOCTi MiKapesKuX 3acobiB.
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