N
JEPKITIKCITYIKBA
NEPHKABHA CIYIKBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMU V KMIBCHKIN OBJIACTI

npocnext Banepia Jlobanescskoro, 51, M, Kuis, 03110, ten/dhaxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kon €TPTIOY 37078774

BUCHOBOK
NPO AKICTL BBE3CHOro B YKpainy Jiikapcsroro 3acoby

28.12.2020 Ne 70004/20/10

KOPHUH®AP® PETAPJL

(naliveHyBanas NiKapceroro 3acoBy 3rifno 3 peecrpallifinaM DocsimucH M)
TA0IETIKH NPOJOHTOBaHOT /il 110 20 mr, 1m0 10 TabneTok y Gaicrepi; mo 3 Guicrepu B Kopobui

{(popma BunycKy, Z03YRANNS, B IAKYBAHIS AIKAPCRKOTO 32c00y)

Howmep peectpaniiinoro nocsimaenns UA/9815/01/01 crpok xii peectpaniitnoro nocsiguena 01.01.2099

Cepin nixapcekoro 3acofy Ne 765100 Kinbkicts BBE3¢HOTO MiKapcrKoro 3acody 49920
BupoSnugk HJIIBA Xpgarcka 71.0.0., Xopparis
(HafiMenysanHg BUpoOEEKE Nikapeekoro 3acoby, kpaina TTOXOJGKEHHS)
Breseno o Vipaiay Tosapuerso 3 o6Meswenoio BinnoBinanbricTio "Tena Vipaina", izenr,
wou: 34770471

{tatisenypannd T2 xon 3a CJIPTIOY oprrrdnoi ocobu ato npizsuie, im's, 10 6aTvxkoBi Qiznunol
0COGH - minnpresus, i Micie Npoxmrsauny TA peccTpaLiHHKIT HoMep 06IiKOBOT KapTky HAATIMKA
nojarxis ao cepid T2 HoMep nacnopra)

lipoTokon Bizyansrore konTpome sig 17.12.2020 N 4486/1.

38 pesynbTaTaMH  HePKABHOTO KOHTPONIO BCTAHORNENO, 10 JHKapehkal  3aciC  mmesewo s Vxpainy 3

ACTPHMANHNM BHMOT 33K0NO0ABCTBE OO 3a0e3ITeUeniinakocTi AKapeskix 3aco0is.
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PLIVA Hrvatska d_gw"j

Prilaz baruma Filipovica 25, 10000 Zagreb, Croatia

TETHRA Xpsamera d.0.0,
Hpiiters Bapyneg Quarmocwwa 25, 10000 Jacped. Xopaamus

CERTIFICATE OF CONFORMANCE

DRUG PRODUCT

AEKAPCTBEHHOE CPEACTRO

Active inpredicnt
Axmicsneis pnzpeduen

Baich number
Hosep ceprnn

Baich size
Pasatep cepuu

Release quantity
Brimynennoe kotuuecmeo

Daie of manufacture
Hama npowsecdcnea

Expiry date
Cpox codnocmu

Specification
Cneyugmcayun

Batch Release Site
Brrnyer cepun

Certificate of GMP compliance of a
manufaeiurer

Cepmudbucam coomsememeus GMP
ﬁ?}t’f)k’c"}*{‘-f)[}?i}!ﬁ,ﬂ?}s‘

Number of manufacturing license
Hoxtep npowseodcmeennon
AuHeiny

Bulk manufacturing site, prinzary and
secondary packaging, quality control
HIpoussodemeso nepacihacasannos
APQOYEIUY, Repsttas U 6mopusHas
YRArosKa, keumpois cepuy
Certilicate of GMP compliance
Copmudiuram coomsememsus
GMFP
Number of manufacturing license
Havep npowseodcmsennoii
WY enze

Marketing Authorization License
Peencmpayuonnoe csudemesemeao

> B
Importing Country
Crpana wanopmep

" TESTS
HASBAHHE NTOKAZATERS

1' DESCRIPTION |

| undamaged edges and

CEPTHDHKAT KAYECTBA

Ne 2
CORINFAR*RETARD,
10 tabs.)

KOPHHPAP® PETAPT, mataemru RPOIOHZUPOGan020 deticmena no 20 e,
Ne30 (3 Gaucm. x 10 mab. )

prolonged-release tablets, 20 mg, No3¢ (3 blist. x

Nifedipine 20 mg
Hudretunun 26 mg

765100
7635100

49 920 boxes
49 926 kopotor

49 920 boxes
49 920 ropobor

10,2020
10.2020

09.2023
09.2023

SDRAQ0O7422
SDRAOO7422

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
VINBA Xpeamcka 0.0.0.

Hpwias 6apyna @usunosuug 25, 10000 Jacped, Xopeamus
Ne UP/I-530-10/19-03/12; 381-10-05/241-1 9-07

Ne UPA-530-10019-03712; 381-10-05/241-719-07

N UPA-330-01/13-03/08
Ne UPA-530-01713-03/08

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
HTHBA Xpeamcera 9.0. 0.

Hpuias 6upyna Puznnosuva 23, 10000 Sazped, Xopsamuy

Ko UP/1-530-10/19-03/12; 381-10-05/241-19-07
Ne UP/I-5330-10/19-03/12; 381-10-05/241-19-07

No UP/1-530-01/13-03/08
Ne UPA-330-01713-03/08

Mo UASRIS D101
No UAr98135/0101

Ukraine
VYupauna

REQUIREMENTS
TPEEQRAHELST

UIRF RESULTS
PEINIBTATH

| satisfaclory

Crp. 1133
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| onmHCAIHE
i

" UNIFORMITY OF DOSAGE UNITS

| Content uniformity

| GIZHOPOIHOCTS AOIPOBAHMHBIY

ELHHAL
OCHOROORDCHIG COOepICanL
| DISSOLUTION

| PACTBOPEHIE

é

| IDENTIFICATION (own method)
CHAEHTHOHKAIAS femod

[ HPOHIEON e

; Nifedipine

| Hucheounuu

| RELATED IMPURITIES
' (own method)

L CONVTICTBYIOUIHE ITPI TMECH
| fvemon npOUIEO0HmeIn)

Nitrophenylpyridine analogue

Humporogerunupudunoemi
e

Any other unidentified impurity

Sweton dyeon

Total impurities
Cyontg npuareced

ASSAY (own methad)

Nitrosophenylpyridine analogue

Humpohenuwmupudunoavi anaros

neudenmudhnguposannoi ApuMecy

KOAHYECTBEHHOE O PEAEAEHRE

fmemaod APOUIROOUIEIA)

| MHKPORHONOITY ECKAN

YHCTOTA (Ph. Eur. 2.6.12, 2.6.13)%%
f Total acrobic microbial count
! Ofgee Kotuyecmao aspobnLLx

MUKPOOPZARIZNOE

Total yeast and mould count

Cémiyee kariecmeo dposcocessiy u

HICCHERbIX 2putos

Escherichia coli

Heamor

" eudoa.

| Coomeemcmayem MpetoGainsir HCEVUC20 Wae) artis

| lpuestienioe suauenve 1 duanazon (Kak ykazanoj:
Li=15.0 n 1.2=25.0

| Mees current Ph Lur (2.9.40)
Acceptance Value and range (as specified);

L1=15.0and L2=25.0

fep.apy. (2.9.40)

* Complies with Ph.Eur, (203},
Acceptance criteria for prolonged-release dosage form

¢ after 10 min: 30 - 50% -

after 30 min; 50 — 70% -
after 180 min: 75 — 93% «

8 coomeememenu c Esp. @apy. (2,9, 3)

& UBOAKDEBINVKABLE, KpYyaTmte mabremicn,
| ACKDBURLIC ICHONHOR 060108KoT. C0 CROULEH LY I
U enospedcdennm v KPasd U OONNAROGHIM GHERIMIN

satisfactory

C(}(Jf??lf{{?!!Cmr’!’}-‘éf'u!

Kpumepuw npuevinvocmy das Agrapemeeniny hopy o |
P399

APOIOHEUPOBAHEBINY OeiIcmEnen
Hepes 10 x> 30 - 50 o4+
Yepes 30 A - 50 - 70 24%

- Yepes 180 saun.: 75 - 95 9%

Pesitive
Haroncumesnipii

NMT (.2 9%*
He Bonee 0,2 %7
NMT 0.2 %*
He Gozes (0,2 %*

NMT 0.2 %*

He Goxee 0,2 %*

NMT 0.5 %*

He Gonee 0.5 %>

190mg021,0mg

Nifedipine/tablet prolonged-release. calculated on the
| average mass

| 95 % - 105 %+

1203260 21,0 me

Hudhecunuin/mataemna NPOAORSUPOGURNG20 delicmeans, d

| HEpecueme Hy {;}7&’().‘”{?.‘0 MUCCY
|95 % - 105 %+

NMT 10° CFU/g
He Boaee [0° KOE:

| NMT 10° CFUrg
| He 6ozee 1P KOE/z

| Absent

39 %
58 %
84 %

38 %

84 %

satisfactory
CoomBeRcingyem

<0.1%

<07 %

<{0.1%

| <0.1%

L0

0,1 %

(0.1 %
2.7 %

19.9 mgr 7
100 %

19.9 vy
106 %

NECMCRGVem

Crp.2u33
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Escherichia coli U Omeyvmemeviom
g

* I'rom the labeled amount of nifedipine
* Omuocumensuo saiarennozo ROANMecmsd nuhedununa
** Tested cvery 10th batch or at least one batch per year

** Tecmupom KAUeoyIo decsmyio cepuio wau, xar MUNUMPM, 0ORY Cepuio & 200

Certilication statement: | hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated / manufaciured, including packa ving and guality control at the above mentioned site(s) in [ull compliance with the GMP
regquircments 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 o be in compliance with GMP,

3aneaenne o cepmuuranien: Hacmosuun 4 Yyoocmosepsio, wmo npusedennan coue UHTPOPMMY S SBIREMCA ROV U Moo,
Oma cepun npodvima G Apoussedena, sicuovan YRAROGKYIMAPKUPOBKY 1 Konmpots kavecmaq M BLIWC VRAZOHOM yugome
(uacmrax) e noamom coomeemcmeuy ¢ mpeboganuamy  GMP, VCIRAROBICIHIBINY  MeChIbIN PCEVAAROPHGIN  opeanoy, uw g

COOMGEMCMELY ¢o cheyudurausvy Topzosotr nuensun Cmpansi-unnopmepa. flpomesoi APOUSKODCINGA, VIAKGEKU U 4o
CEPULL GBLIO PACEMompeno i APUSHAHO coomeememeue ¢ (GMP,

Date:
Hama:

Approved by:
Ymaepaicoeno:

Crp.3m33
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