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AEPKABHA CJIYIKBA 3 JJIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMM Y KUIBCBKIN OBJIACTI

npocnekT Banepis JlobanoBcekoro, 51, M. Kuis, 031 10, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3eHOro B YKpaiHy JIKapCchbKOro 3acoly

01.06.2023 Ne 24577/23/10

KOPUHDAP®

H

(HaliMeHyBaHHA NiKAPCHKOTo 3aco0y 3rifIHo 3 peecTpaliiHuM IMOCBITYEHHSM )
Ta0JI€TKM NPOJIOHT0BaHOT ii mo 10 mMr: mo 100 Tabaerok JaKoHI; 1o 1 durakony B kopo6ui
3

(dopma Bunycky, fozysanus, BuI TIaKyBaHHS JIKapCHEKOTO 3aco0y)
Homep peecrpauiiinoro noceinuenns UA/9756/01/01 CTpPOK Aii peectpauiiinoro moceiguenns 01.01.2099
Cepis sikapebkoro 3aco6y Ne 468033 Kinekicts BBesenoro smikapebkoro 3aco6y 4800

BupoGuuk [IJTIBA Xpgarcka 1.0.0., Xopgaris

(HaliMeHyBaHHS BHPOOHHKA NIKapCBKOro 3acoby, kpaiua TIOXOJ)KEHHS )

BeeseHo B Vkpainy ToBapucrBo 3 06MexkeH 00 BiTNOBINAILHICTIO "TeBa Ykpaina", inenr.
xon: 34770471

(HaiiMenyBanng Ta xox 3a €JIPIIOY IOpHIHOT 0co06H a0 Npi3BHINE, iM's, MO 6ATHKOBI ¢izmanoi
0COo0M - miANpHEMI, ii Micle nposkupamHg Ta PeecTpauifinuii HoMep 06/1iKOBO] KAPTKH IIaTHUKA
TOJATKIB abo cepis Ta HOMep nactopTa)

lIporokon Bisyansrore xourpomo iz 29.05.2023 Ne 1605/4.

3a pesyabTaTamu ACPXABHOTO  KOHTPOJIIO BCTAHOBJIEHO, IO JIKApCBKUM  3aci6 BBezeHO B YKpaiHy 3
AOTPHMAHHSM BUMOT 3aKOHOAABCTRA LIOMO 3abe3neyeH s AKOCTI JIIKapChKHX 3aCO0iB.
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DRUG PRODUCT

JIKAPCHKHE 3ACHE

Active ingredient
Axmuenuit inepedicnm

Batch number
Homep cepii

Batch size
Pozamip cepii

Release guantity
Bunyiyena xiriicime

Date of manufacture
Hama supobuuymea

Expiry date
Ipudameuii oo

Specification
Creyughicayis

Batch Release Site

of

PLIVA Hrvatska d oo,
Prifaz baruna Filipovica 25, 10000 Zagreb, Croatia

THHBA Xpeamoxa'd.o.0,
Hpinay Sapyma Pinincensa 25, 1000 3azpe6, Xopsamin

CERTIFICATE OF QUALITY
CEPTHDIKAT AKOCTT

Ne 1
CORINFAR®, prolonged-release tablets, 10 mg, Ne160 (100 tablets in vial,

b vial)
KOPHHDAPY, mabnemicu nporonsocanol oif no 10 2, Ne 100 (100

matuemox y ihuaxoni, 1 ¢hrecon)

Nifedipine 10 mp
Hitheouniv 10 me

468033
4685033

4 804} boxes
4 800 ropobok

4 800 boxes
4 800 xopobox

002.2023
02.2023

02.2026
02.2026

SDRAOO7420
SDRAD07420

PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25, 1000 Zagreh, Croatia

Y

Hinvruys, eionociowria s envex ceppi TTHIBA Xpeamexa 0.0.0.

Certificate of GMP compliance of a
manutaciurer

Cepmughivam sionoidnocmi GMP
sUBOBIHUKA

Number of manufaciuring license
Hosmep enpoinuaor niyemsii

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobunymee uepoxhacosunai
APOOYKYLL, RepGURiG Na GMoptnta

FRUKOBK U, KONIPIH 3K50CHIT
{entificate of GMP compliance

Cepmupivam gionosionocmi GMP

Number of manufacturing license
Homep cupobunnoi wiyeusir
Marketing Authorization License
Pecempayiiine noceidvenns

Importing Country
Kpaina-imnopmep

Hpinas bapyna Disinosusa 25, 10000 Baepe, Nopeaamis
Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07
2 UP/EI-530-10/19-03/12; 381-10-05/241-19-07 (previous)
Ne UP/1-530-10/22-03/11; 381-13-08/243-22-07
Ne UPA-530-10/19-03/12; 381-10-05/241.-] 9-07 (nonepeonii)
Ne UP/I-530-01/13-03/08
Ne UIP/1-530-01/13-03/08
PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
HIHBA Xpeamera 0.0.0.
Hpinaz Oapyna Bininoeuaa 23, 10000 Jacped, Nopoamis

N 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 UPA-530-10/22-03/1 1 - 381-13-08/243.22.07

Ne UP/E-530-10/19-03/12; 381-10-05/241-19-07 (nonepeduii)
No UP/I-530-01/13-03/08
Ne UP/-530-01713-03/08
Na UA/9756/01/01

Ne LIA/9756/01/01

Ukraine
Vxpaiva




TESTS REQUIREMENTS RESULTS
BHRITPOLYBAHHST BHMOUH PEIYIIBTATI
A M T e et = e = e — s etk R - lum‘ ittty Tl e erveg
DESCRIPTION Yellow, biconvex, round film coated tablets with bevel, Satisfactory
| undamaged edges and of uniform appearance. 2 s
oric Koemi, deoonyxni, kpyeni mabinemxu, axpumi niskoeoww | Bionoeioac
DOORONKOIO, 3] CKOULEHUMI, HEYNIKOONCEHIMU Kpasiasu i !
OOHAKOBUM FOGHIIIM GUAHADOM,
UNIFORMITY OF DOSAGE UNITS Mect the requirements of current Ph. LEur. (2.9.40) Satisfactory
* Content uniformisy® Acceptance value and range (as indicated)
Li=150and L.2=25.0 .
- CQUDOPTHICTS JIO3OBATIHY Bidnosioae cimocam nomounosco sudauns Cap . (2.9.40) | Bidnosioae
CURHELE . -
,"1 {ﬁ{ ’ o i Hprimaamne sueiennsn | dianuson (i 3INANCN))
Cidnapionicms eaicmy’
LI=I5.071L2 =250
DISSOLUTION According to Ph. Tur (2.9.3)
Acceptance criteria tor profonged-released dosage forms.
in 10 min.: 30 — 50 %* 49 9%,
i 30 min.: 50 - 70 %" 68 % P
. in 180 min.: 75 - 95 ¥, # 90 %
L PO3YHHEHHS Bidnoaiono do Cap. b, (2.9,3)
Kpumepii  npuiinsmuocmi  Qas HKQPUBKRX  (hopM 3
BPOROH20GANON0 Bicio.
“epez 10 xe,: 30— 50 % 49 %
Yepesz 30 xa.: 50— 70 %5° 68 %
Hepez 180 x6.: 75 - 95 24 20 %
IDENTIFICATION?
Nifedipine Nifedipine Satisfactory
HEHTHOIKALLE
Hidhedunin Hithedunin Bionogidoe
RELATED IMPURITIES
CYITYTHI JOMILIKH
tdentified impurities
denmupixosani domimxuy
Nitrophenyipyridine analogue NMT 0.2 %" <0.1 %
Himpaodheninnipnounosmic ananos He Ginvme 0.2 %7 <01 %
Nitrosophenylpyridine analogue NMT 0.2 %" <01 %
{ Iinqm.?uqbeninmpudwmﬂmr} ananos He 6invtue 0,2 %% b <0,1%
Unidentified impurities
Hesidomi domitxu
Each individual NMT 02%? < {.1%
Oxpema, koxcira e Ginewe 0,2 %57 <01 %
Total NMT 0.5 %" <0.1%
Cyma He Ginowe 0.5 % ® <01 P
ASSAY 95mg- 10,5 mg 10.2 mg
Nifedipine/tablet prolonged-release, calenlated on the *
AVErape mass
95- 105 %" 102 %
KITBKICHE BHIHAYE TS U5 a0~ 10,5 mo 10,2 mz
Hichedunin/mabmenica APOAOIOGAIOT OFF, v RCRCHEIX YIRS
HA Cepeoio macy
95 - 105 %° 102 % i
i
Crop. 233 :
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MICROBIAL PURITY (Ph. Eur. 2.6.12,

2.6.13)°

MIKPOBIOITOFTYHA YHCTOTA

(Cop.®. 2.6.12,2.6.13) ¢
Total aerobic bacteria count NMT 10* CI'u/g <5 CFU/g
Jaranotia kinoxicme aepotinnx He Ginnure 1P KV > <3 KYO/2
MIRPOOCanimic
Total fungi and yeasts count NMT 10* CFU/g <5 CFU/g
Sucunsna xinskicmn Opincoxcoeux i | He 6inse 107 KV | <3 KYO/2
rmirccHeRux opubis
tscherichia coli Absent Absent
Escherichia coli e BiOCYMUs _ ) _ | Bidcymus .

* Not tested during stability

* He mecmyemoes: ¢ npoyeci cmabinvnocmi

® From the labeled amount of nifedipine

Y Bidnocnao SAAGAEROT KITbKOCMI Hitheduniny

“Tested every 10th batch or at least one batch per year

¥ Tecmyioms kostcny 10-my cepiw abo, sk miniym, OAHY cepiio na pix

Certification statement; | hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated / manufaciured, including packaging and qual ity control at the above mentioned stte(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Mardketing Authorisation of the 1mporting country.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

3aseu npo cepmudpicayie: Hiticiions u IamEepoONCYIo, o Hasedena cuuye Ingopmayin ¢ docmosipnow ma mounor. s cepis
APOAYKmMY Oyna eupobnena, eromotaiony RAKYBQRH/ MAPIVEANNT ma KOnmpoite ARoCTi 1A suiye exazanii Oinbhuyi (Qinsnuysx) ¢
HOGHTH BIONOGIOROCHE Qo Glmos GMP, wo ecmanosneni micyeaum PCYIRMOPIUM opeanoM, ma chenugvixayiti Peccmpayiiinozo

ROCGIONCHNS kpaimu-insnopmepa. Hpomoonu GUpObNNYmMea, nacyeanns i ananizy cepii Gyno nepegipeno u suINARO MaKuMy, o
eionosidwmoms GMP.

Date: 2h a0 # o= —
Jlama: T T
g 2 e, X NN
L) - # “~ . i @’Z}ﬂ % J
Approved by: (’L& Mg, "/ e =2 ;
Sumeeponceno; .f'g'},

PLIVA CROATIA Tid
Uuality Zaseeh
Uualified Person
Vanja Sabljid
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