l‘ PLIVA

CERTIFICATE OF QUALITY
CEPTH®IKAT AKOCT]
, Ne 1 _
'DRUG PRODUCT CORINFAR?RETARD, prolonged-release tablets,
10 tabs.)
- JUKAPCBEHH 34CIE

' Active ingredient
Armuanii inzpedicum
 Bawch number

" Hoatep cepit

Batch size’

Poamip cepii

Release quantity
Bunyupena kinexicme

Date of manufacture
Hatra suposnuymaa

Expiry date
Hipudamnuii o

Specification
Crieyuchivayin

Batch Relfease Site
Hinernuys, sidnosivasna 20 BUHYCK cepil

Certificate of GMP compliance of a
manufacturer

Cepmucbivam sidnosionocmi GMP
BUpOBH K

Number of manufacturing license
Heomep supoluuyol riyenzit

Bulk manufacturing site, primary and
secondary packaging, qualily control
Bupobuuymeo neposghacosanoi
npodyryil, nepaunng my 8MOPUHHG
VRAROGKA, ROWMPOns axocmi
Certificate of GMP compliance

Cepmughinam gidnosionocmi GMP

Number of manufacturing license
Homep eupotuunor aiyensir
Marketing Authorization License
Pecompaninive nocaicuens

Imporﬁng Country
Kpatna-iunopmep

73

PLIVA Hrvatska d.o.o,

Prilaz baruna Filipovica 25, 10000 Zapreb, Croatia

TLIBA Xpsamcxa d.0.0.

Hpinas 6apyna Disineerra 25, 10000 3acped. Xopaamin

20 mg, Ne30 (3 blist. x

KOPHHPAP® PETAPIT, mabnemxy npoaouzoeanol 0if no 20 me, Ne30 (3

baicm. x 10 mag.)
Nifedipine 20 mg
Highedunin 20 mez

501054
S01034

18 960 boxes
18 960 xopobox

18 960 boxes
18 960 ropobox

052024
05.2024

05.2027
052027

SDRAGO7422
SDRAOO7422

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
FLTIBA Xpsamcia 0.0.0.

fipinas Bapywa Gininoeuva 25, 10000 3aepeb, Xopsamia

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

Ne UP/1-530-10/22-03/11; 38 1-13-08/243-22-07 (previous)
530-10/23-07/06; 381-13-08/310-24-08

Ao UP/I-530-10/22-03/1] y 381-13-08/243-22-07 {previous)
Ne UP/1-530-01/13-03/08

Ne UPH-530-01/F3-03/08

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zapreh, Croatia

TIHBA Xpsamncra 9.0.0.

fpinas 6apyna Dininveuna 25, 10000 3azped, Xopsamin

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

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

Ne UP/L530-01/13-03/08

Ne TJA/9815/01/01
Ae UA/9815/01/01

Ukraine
Yrpaina
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TESTS REQUIREMENTS RESULTS
BHITPOBYBAHHS BHMOTH PE3YIIETATH
-DESCRIPTION Yellow, biconvex, round, film coated tablets with bevel, Satisfactory
: : undamaged edges and of uniform appearance,
o OHHC Koemi, deoconyrzi, xpyea mabnenucy, expumi nuieroaon Bidnosidac
0boa0HKOI0, 31 cOWeIUMY, ReVIKOHCEH UMY kpasmy i
OONAKOBGUM J08HIURIA &HAAADOM.
1 UNIFORMITY OF DOSAGE UNITS Meet the requirements of current Ph, Eur. (2.9.40) Satisfactory
| Content uniformity? Acceptance value and range (as indicated)
Li=I5.0 and L2=25.0
| CAHOFPIIHICTE JOZOBAHHX Bidnesidac austozau nomoeunoze sudanis €sp. D (2.9.40) | Ridnogivae
oa HH,M{EJ . a Hpuitnameue snavenin i dianason (axc FAMAUENO)
Qonaopionicms emicmy
LI=150iL2=250
I DISSOLUTION According to Ph. Eur. {2.9.3)
Acceptance criteria for prolonged-released dosage forms,
in 10 min.: 30 - 50 % ° 47 %
1)
in 30 min.: 50 - 70 %? gg ;’ }
in 180 min.: 75 - 95 %2 ’ ;
POIYHHEHHA Bidnosidno oo Eep. ®. (2.9.3) i
Kpumepit  npuiinwmuocmi  dns Srapewskux opu 3 ;
Apoionzodanow dici. i
Yepes 10 xs.: 30 — 50 24° 47 %
Yepes 30 xe.: 50— 70 9% g‘; ;,/"
Uepes 180 xa.: 75 95 25° 0
IDENTIFICATION®
Nifedipine Nifedipine Satisfactory
HEHTHDIKALS
Hiheownin Higheonniu Bionoeidac
RELATED IMPURITIES
CYIOYTHI ZOMILTICH
Identified impurities
emmugbivocani Jomimry
Nitrophenylpyridine analogue NMT 0.2 % ° <0.1%
Himpoghenianipuounoewiii ananoe He Gitouie 0.2 %° <0,1%
Nitrosophenylpyridine analogue NMT 0.2 9% ° <0.1%
Himposopenimnipudunosmi ananoz He 6izvme 0,2 %4 <0f%
- Unidentified impurities
Hesidoni domiurn
Each individual NMT 0.2 9% <0.1%
Oxpema, koxcna He Ginouse 0,2 %° <31%
Total NMT 0.5 % <0.1%
Cyma He Ginvue 0,5 %° <01%
ASSAY 190 mg - 21,0 mg 200 mg
Nifedipine/tablet prolonged-release, calculated on the
average mass
95-105 %% 100 %
KUIbKICHE BHIHAYEHEA 19,0 m2- 21,0 Mz 20,0 m2
Hihedunin/mabnemica nporonzosanol 0il, y nepepaxynxy
Ha cepeduio macy
95- 105 %° 100 %
MICROBIAL PURITY (Ph. Bur. 2.6, 12,
2613
Crop. 2133




| MIKPOBIONOITYHA YHCTOTA

(Cep.p.2.6.12,2.6.13) ¢
Total asrobic bacteria count NMT 10* CFU/g <5 CFU/g
3aearbra Kizericht aepobrix He invwme 100 KYO/z <3 KVO/iz
Mikpoopzanizmie
Total fingi and yeasts connt NMT 10° CFig <5 CFU/g
Jazarsra kinvkicme dpivconcosux | | He Ginme 102K Yo < 3 KVYO/i2
niicernequx spubia
Escherichia coli Absent Absent
Escherichia coli Bidcymus _ Biocymns

 Not tested during stability
" He IRECHYEMBCS 8 RpoYeci cmabinenocmi
" From the labeled amount of nifedipine
® Bidwocno Jarerenol kisooomi nigeduniny
¢ Tested every 10th batch or at least one batch per year
¢ Tecmytoms kooeny 10-my ceplio abio, ax miniupy, oouy cepin wa pix

Certification statement: I hereby certify that the above information is anthentic and accurate. This batch of product has been
fabricated / manufactured, including packaging and quality contro] 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 found to be in compliance with GMP.

Sanea npo cepmutpianine: Hiticnun g 3amsepddicyio, wo Hasedena Guiye HpOpMain € SocmosipHEI0 Mma MeuHO0. In cepin
npodykmy fima supofizeng, BRTIONAIONN NAKPEAHHA/ MAPKYGIHHA M KOHPIDOAE AKOCHE RO SUIE exasanits dixvruyi (Olroruyax) a
rooriti eidnosidnocmi 0o sumos GMP, WO SCMAROEREH] MicHesuM pezyaamopHm op2anoy, ma creyupinayid Pecempayiimose

HoCaiduenus kpatiw-ivnopmena. Hpomokoau SUPOOHUYMmEa, raryeanna i ananizy cepiy 6vao nepesipenc u euinaio MaKuMY, uo
&idnosidaome GMP.

Date; AL 0 loth.
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AHama:

: PLIVA CKOATIA Lig
Approved by: . /L/Q Quality Zagreh
3ameepdceno: ( Quadified Person

Marting Fadro
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