Pridgz barona Filipovica 230 10000 Zax

£

B Ny

redy, Uroatin

PHCRE Do

fpizar dopyua Glanosisg 25, 1000 Saopef, Xepauang

CERTIFICATE OF QUALITY

BRUG PRODUCTY

AVCAPCBRIFY 34088

Active ingredient
Asmrgnull incpedicgm
Batch number

Hoeep cepit

Bawh size

Poip copii

Release guantify
Busivinena xivoaioms

Jae of manufscture

Heania wupiiniiymas

Expiry date
Emedanini do

Specification
Creynudbivayiy

Baich Belease Site

Hizvanegs, sidioeidicsse 3a qinver cepiy

mamfaciure

Cepmuchivam aitwrosionoomi GAMEP
arpnianmyg

MNumber of munufacturing license
Hoxrep supoduiaol sfyensif

Balk masnfacturing site, primary and
sceondary packaging, quality conirel
Bupodinuyman nepoliacosangr
HIGIPRYEL, REpEUIY NG GRIOPRHIG
FHEIR SR, }{()I!?)’ip{)ﬁ‘&z f??ﬁ‘(}(}fﬂa’ﬁ
Certificate of GMP complisnce

Ceptizgiveann aignosicneemi GAIP

Number of momufaciuring Heense
Hoasy aupoimeor piers i
Marketung Authorization License
Pecempaiiime nacsiveny

Fmporting Country
Kpaina-innopmiop

CEPTHOIEAT SK0CTT
Hel

16

CORINFARYRETARD, profonged-refesse tublefs, 20 myp, W86 (50 mblety

in vial, 1 vial)

KOPHHPADP® PETAPI, matnenicn nposonzosunot 0if no 20 se, Ap30 150

mMGOAEMOR ¥ ginakoni, 1 dviaos;
Mtediping 20 mg
Hichodunin 20 ue
23
IR
& 900 boxes
900 wopolivx
6 800 boxes
& U0 wopotior
12.2023
132023
132036
{12026
SDRANO7422
SDRAGGIZ422
PLIVA Hrvatska d.o.o,
Prilaz bama Filipovica 25, 10000 Lagrel, Croatia
EAIBA Xpsamores d.o.0.
fipizas Gapyna Qizinosuse 235, 10000 3ape, Xopsontiz
Mo UP/-530-10:22-03/1L; 381-13.08245.22-07
M UPA-330-10719.03 12 381100524 1-19-07 {previous)
A UPA-S30- 1002203704, 381-13-087243-20-07
My URA-330- 7040503712, 381 F0-05/24 1-15-67 (nonepeonisiy
M UPA-530-01713-03/08
2AE UPA330-0171 30308
PLIVA Hrvadska d.o.o.
Prilaz baruna Filipovica 23, 10006 Zagreb, Croatia
B A Xpgamera 0.0.0,
{ipiras Gapyna Divingausa 25, 10000 Jaspet, Xopgeinia

e UPE330-10°22-03/1 1, 381-13-08/243-22-07

B UP/L-330-10/19-03/12; 381-10-03:241-16.07 {provinus)
M UPASI0. 02003771 3818368243 22-67

MNP S30-10 7903712 38T 10-05/241-19.07 (g pradn it
Mo UPARS30-01/13-03/08

Ne UPAR-530-01713-0308

M UASR ST/

A2 L4798 1501407

Ukraine
Vepaie
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TESTS s REQUIREMENTS RESULTS
BEHPOEYBAMHN BHMOY : PEZVALTATI
DESCRIPTION ! Yellow, biconvex, round, film coated tablets with bevel, Satisfactory
bourdamaged edges and of aniform appemance.
LI L AKoar, Ggooryscal, kpyvodi motiemey, sxpumi aviskoserr | Biduoeidac
©OBIDUKOIO, 31 CRIMDIEAH, REVIIROOMCSH Y WE KPR |
§OOREKOGHM F08RINLY BHAIEDO.
mi e S ST :
- DOSAGE UNITS ' Meet the reguirements of curreni Ph. Fur. (2.9.46) Satisfactory
Content uniformin® Acceptance value und range (as indicaed)
: o Li=i5 8 and L2250
CLTHOPLTHIC TS JO30BARHX ¢ Bidnosioag annoean nomousors sutaing Cap b, (2.0.40)  Bidnosidac
OAHHEL, : . - . ?
s o - Hpwiismmise smavenss § Ofamssos (9 sasmienn :
@ f .
Cnogionioms satfoany : : :
' S LI=15.00L2 = 350 ;
- Accordmy 1o Ph
Acceptance eritenia tor profonged-relensed dosage forms. !
i i . b
D I i M- 50 % FLR A
P g me o ‘
bin 30 naing 50 - 70 % 68 % ;
in 180 mins 75 - 95 %" 42 %
POIYHMNERNA i Bignogidne do Eap. b 12.9.3)
Kpumepit  npubsssmipend dun sikapeexuiy dhopyw 2
CBROIHIOGUHGN G,
D Yepes 10 x0,: 30 - 50 27 C Ty
L Yepes Sxs S0 70 %7 58 s
. C Hepes I50xe 7595 %° 97 %% i
CIDENTIFICATION® : %3
" Nifedipine ¢ Nifedipine  Satisfactory |
SRR THDIC AL ?
U tieduin - Hichepuniy o Bidnoeicae
RE IMPURITIES ' o
CVITYTHT RO 1
¢ ldentified bmpurities
fdvnemydicosani doshasn : i
F |
Nizophenyipyridine snalogue WNRAT 070 <01 % :
! Himpofoaiwipudunoas araros He Bimwie 0,2 9% ° RS |
Nigosephenylpyridine anslogue NMT 0.2 07 (1 % :
Himposodientinipusimnerit aneroz D He Bivenie 00 % <O :
© Unadentthed fnpuritiey
¢ Hewidou dovhur ;
Pach individeal NN 0297 RS R .
(pars, KoXCHd He Bivpure 1.0 % <1 %% i
Toul NMT 0.5 %7 L2 0.1 %
TN b o & ik . £ |
e : He Sluue 0,5 5% <0.F% i
9.0 mg- 21,0 my 200 mg :
| Nifedipinefiablet prolongod-relesse, calculated on the !
| AVerRge mass :
: {95105 % RIGE
L KETBERICHE BIISHAMERHMHS § Fap a2l idme 201 a2
‘ | Highedunin/matitena npoacnzoeasod 8i v nepepxyvioy ;
§OHE CHPCOING Maoy
RPN i6i %
i
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CROBIAL PUILTY (%, Tur. 26,12,

MIKPOBIQIOFTYHA YHCTOTH
CENp 2610 LA C

Total avrobic bacterin count NMT HCF U e ‘-
Jazctinna elrsioms oepoaRgm i e Gimese 107 KV 5 -
: MIKpOGpRaRiTig !
Total fungi and veasts couns | NMT 10T (R | -
: Fucaiang xizerionn Qpivedscosi § | He Sirwme 1 KV 3 -

rifegnesiee pubia ; _
- Absand L
LBy o D -

* Not tested during stabulity
U He smecmyomect o ARGERLl ORI o !
® From the Tabeled amount of 1 fodinine
U opey, . o Y .
Bidwocun aasisaeae! kimcocmi riheduniny
" Tested overy 101k batch or at least one batch per vear

oer, : . o 5 g 3 :
Tecmyoms kovicys 1 0-my cenio abn, ax SRV, 031V Cephio e pix

Certification stutoment: [ hereby certify that the above information is suthentic and accurate. This baich of product hus beeg
fubricated  manutactured, including packaging and quality conirol at the shove mentioned site(s) in fuli vompliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country,
The bateh processing, packaging and analysis records were reviewsd and found to be in sompiance with GMP,

Sangt wpo cepmudisaning Fiicwe ¥ samsc AN, WO HaReIeRG GlgE Inopaanin € dacmosinaoe ma movio, Lin cepin
Bpaayiny SYrg supodactg, s aoy HREVE QIS MOPKY IR IS e RG0S IROCHH Ha gty arazonid Slanuwyd {Gismmgay; 8
HOGHIN sidusaiounoml G0 guyes (AP, O BANAHGETCHT MIDYest DESVTRVIONHIM ODIOHOM. WG onendiayin Pescmpayiinmae
ROUSTIN AR KpaiHu-Tunopsnepa. Tiposecoan supobyuymad, HaRysanns § ey cepit Gyan BEPUEIIeHY H GHANIO INGRHAH, 0
wiGngaibann GMP

fdate:
Heumar

Approved by:
Jgmsepinoeko!
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JNEPKABHA CIYIKEBA 3 TIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM V KHIBCBEKINA OGJIACTI

npos. Ceitmarunoi Haaii, 3, M.Kuis, 02099, ten/baxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
o SIKiCTH RBEe3¢HOTO B YKpaiHy JikapchKoro 3acoby

20.03.2024 Ne 11821/24/10

KOPHHDAP® PETAP/]
(HaliMeHYBaHHA TKapcskeTo 5aco0V 3TIOHO 3 PeCCTPalliiiHAM TOCBIAICHHIM)
TA0JIETKH NP oJoHToBaHOI il mo 20 Mr, no 50 Tadnerok y ¢uakoni; mo 1 duaxony B KopoOui
(dhopma BHTIYCKY, T03YBaHHA, BUA TAKYBAHHA NikapcbKoTo 3ac00y)

Homep peectpaniiiacro mocsizuerns UA/9815/01/01 crpox nif peecrpaniiizoro mocsizuenns 01.01.2099
Cepis mikaperkoro sacoby Ne 791123 KinbKicrs BBE3eHOrO JiKapesKoro saceby 6900

Bupobuuk T1JIIBA Xpeatcka 8.0.0., XopBaTisa

(naiiMenypanes BHpOOEHKA MIKApPCLKOr0 3ac00y, KpalHa ITOXOKKeHHS)

Breseno B Ykpaiuy TopapucTro 3 06MekeH010 BignopinansHicTI0 "Tepa Ykpaina", inenr.
won: 34770471
(HaiiMeHyBaHH Ta koL 34 €PTIOV jopunamunoi ocobu abo npissuimne, iM'a, mo GaTtbkorl QiznuHol

0coOH - DAIpHEMLE, iT MiCLE POXKHBAHHSA Ta peecTpaiiinuil HoMep o0NiIKOBOT KapTKH INATIHKA
TIOJIaTKIR 200 cepis Ta HOMep NACHIOpTa)

TIpoTokon BizyankHoro kourposo sin 20.03.2024 Ne 0509/9.

3a pesygeTaTAMH  IEPXKABHOTO KOHTPOJAK BCTAHOBIEHO, IO JNIKapChKHE  3acid BezeHo B YipaiHy 3

AOTPHMAHHAM BHMOT 3aK0HOABCTRA 00 3a0e3IIEUEHHS AKOCTL NikapCLKUX 33c0obiB.

AT
! o, 3
-5\5«*“%\»1-\\“;“; fﬁ%
s - o

Bixtop CTEGKIBCHKUH

(ERiigiany ra npiiBHLIR }
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HJEPIKABHA CJIIYKBA 3 JIKAPCLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJIACTI

npor. Ceitmnurol Hanil, 3, M.Kuis, 02099, Tea/bakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
UpOo AKICTH BBE3EHOr0 B YKpainy JiKapchKoro 3acoby

08.10.2024 Ne 49584/24/10

KOPUHPAP® PETAPJ(

(wabiMcrypanma mixaperkoro 3aco6y 3rigmo 3 peecTpaniitumn mocsinyen)
TabJIeTKH NPOAOHroBatol il o 20 Mr, mo 50 Tadierox Y Quraxoni; mo 1 ¢uraxony B kopo6ui

(thopma Bumycky, nosyBanus, BuA naxyBaHHs Aixapceroro 3acoby)

Homep peccrpanitisioro nocsipuenns UA/9815/01/01 crpox mii peectpaniiiHoro rocpigvenns 01.01.2099

Cepis nixapeskoro 3acoty Ne 606064 Kinekicts BBE3eHOrO NMikapesioro aacoby 6900
Bupobunk IJIIBA XpBarcka 1.0.0., XopBaTis
(maitmMenypamts BupoGHIKa nikapceKOro 3acoby, kpaita NIOXOMKEHHS)
Breacro B Ykpainy Tosapucerso 3 obmesxenoro BinNoBinaILHicTIO "Tepa Yxpaina", igenr.
xom: 34770471

(maifveHyBannz 13 ko 3a CHOPIICY topuanuitol ocobu abo npianmue, iM'a, no Garbkosi diznumnc
ocolH - mismpresus, ii Micie NpoxHsaHAs Ta PeECTpanifinnit noMep obMnikosof KapTiu MaTHIKA
nofarkis a6o cepin Ta HoMep nacnopra)

TIporoxon sisyannuoro xomrpomo six 03.10.2024 Ne 2957/3.

3a pesynnTataMu  mepABHOTO KOHTPOMIO BCTAHOBINIEHO, 1M0 JiKapceXHH  2aci6  BBe3eHO B Yipainy =
AOTPHMAHIAM BumMor 34KOHONABCTBA OO0 3a0e311e9enHg SK0CTL JiKapchxuX 3ac0bi,

Arna KIIIOEBA,

HOrG KOHTPOIO) (ninm{p) (iniuianu Ta npianmue)
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DRUG PRODUCT

JHKAPCBKHE 3ACIE

Active ingredient
Aictuenuit inepedicnm

Batch number
Hoxtep cepir

Baich size
Poznip cepit

Release quantity
Bunvuyena rizsicins

Date of manufacture
Hama gupoduuymea

Expiry date
fipudaminii do

Specification
Creyudhizayis

Batch Release Site

Hinvauya, cidnosidaisna 3a sunyex ceply

Certificate of GMP compliance of 2

manufacturer

Cepmudbinam eidnosionocmi GMP

supobiuKa

Number of manufacturing license

Houxtep supobrioi iyensiy

Bulk manufacturing site, primary and
secondary packaging, quality control
BupobGimmmso neposhacosanor
rpodyryll, nepsuita ma gmnapuina
YHAKOGRE, KORMPOTs KOO
Certificate of GMP compliance

Cepmudsizam sionosionocmi GMP

Number of manufacturing license

Homep gupatuuvorl aiyenaiy

Marleeting Authorization License

Peecmpaniitine nocgiouenn

Importing Country
Kpaina-ivnopmep

11

PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TLTRA Xpeamera é.0.0,
fiptnias Bapyna Diainceima 25, 10000 3azped, Xopsanis

CERTIFICATE OF QUALITY

CEPTHDIKAT AKOCTI

N1
CORINFAR® RETARD, prolonged-release tablets, 20 mg, N30 (50 tablets
in vial, 1 vial)
KOPHH®PAP® PETAPL, matiuemu nponronzosanol oit no 20 vz, Ne30 (50
mabaemox y paaroni, 1 hraron)
Nifedipine 20 mg
Hichedunin 20 vz

606064
606064

6 900 boxes
8 900 ropotox

6 900 boxes
& 900 xopotor

05.2024
05.202¢

05.2027
03.2027

SDRA0O7422
SDRA0O07422

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TIHBA Xpeamcra d.0.0.

llpiaas 6apyna Diatnoguua 23, 10000 3azpeb, 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/I-530-10/22-03/11; 381-13-08/243-22-07 {previous)
Ne UP/1-530-01/13-03/08

Ao UP/I-530-01713-03/08

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croalia
TTJIIBA Xpeamera d.0.0.

{Ipinaz bapyna Dinincsuua 25, 10000 3azpeb, Nopeamia

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

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

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

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

Ke UA/9815/01/01

MNe UA/9815/01/01

Ukraine
Vxpaina

Crop. 133
Page 1 of 3
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TESTS REQUIREMENTS RESULTS
BUTIPOEVBAHHI BuMory PE3VJIBTATH
DESCRIPTION Yellow, biconvex, round, film coated tablets with bevel, Satisfactory ' i
undamaged edges and of uniform appearance. !
OITHC Koami, dsoonyinl, kpyzai mabremiu, Gkpunti nIBK0GOI0 Bidnosidue :
0boa0RKOI0, 31 CROWENILIY, NEYUKOONCEIMY KpATMY |
OOHAKOBIA 30GIILNIM BRARIAOM.
| UNIFORMITY OF DOSAGE UNITS Meet the requirements of current Ph. Eur. (2.9.40) Satisfactory
Content uniformity® Acceptance value and range (as indicated)
Li=]5.0 and L2=25.0
QAHOPITRICTE JO30RAHHX Bidnosidac sunozam nomounozo sudamin Eep.P. (2.9.40) | Ridnosidac
QaHRHIE = e :
o . fpuitnamne snavenus i dianazon (ak 3a3uaueno} i
Qonapionicme exicmy i
! Li=150iL2=250 !
| DISSOLUTION According to Ph. Bur, (2.9.3)
Acceptance criteria for prolonged-released dosage forms.
in 10 min.: 30 - 50 % ® AT
in 30 min.: 50— 70 % ® g%"
in 180 min.: 75 - 95 % ’
PO3YHHEHHSA Bidnoeiono do Cap. B, (2.9.3) |
Kpwmnepii  npufinamnocmi  dan Fixapeoriy  hopar 2 |
nponoH208aNoIo dicio. F
Yepez 10 xg.: 30— 50 %° 47 % |
Yepes 30 x6.: 50~ 70 %0 gg :j f
Yepes 180 x6.: 75 — 95 %% v !
IDENTIFICATION® o :
Niledipine Nifedipine Satislaclory :
LIEHTHDIKA LIS
Hihedunin Hichedunin Bidunogidae i
RELATED IMPURITIES
{ CYITYTHIOMILLIKI
| Identified impurities
| Ioemmugbixosani dovtinucy
Nitrophenylpyridine analogue NMT 0.2 %2 <0.1%
Himpodhenirnipuounoswii ananoz He Giie 0,2 %° <0!%
Nitrosophenylpyridine analogue NMT 0.2 %2 <0.1%
Himposogheninnipudunoswiii anaroz He binvue 0,2 %° <01%
Unidentified impurities
Hegidoai doxsiuncu
Each individual NMT 0.2 %, b <0.1%
Orpevia, koxcna He Gizvuee 0,2 % <01%
Total NMT 0.5 %% <0.1%
: Cyaa He 6tavuie 0,5 %° <01%
{ ASSAY 19,0mg - 21,0 mg 20.0 mg R
Nifedipine/tablet prolonged-release, calculated on the :
;' average imass i
.‘ 95-105%° 100 %
| KUTBKICHE BH3HAYEHHST 18,0 M2 - 24,002 20,0 a2
' Higheouninfmatnemea npoionzosarnot o, ¥ nepepaxyuxy
Ha cepeduio macy
95 - 105 %" 100 % B
Crop.233
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MICROBIAL PURITY (Ph, Eur. 2.6.12,

2.6.13)°

MIKPOBIOQAONTYHA YHCTOTA

(€Cep.h, 2.6.12, 2.6.13) ¢
Total aerobic bacteria count NMT 10° CFU/g <5 CFU/g
3geazena Kigericms aepebuus He Giavtae 10° KYO/2 < JKYQ/z
Mikpoopaauizgs
Total fungi and yeasts count NMT 10? CFU/g <5 CFU/e
3aeanvna cirvoxicime dpinconecosux i | He 6iwue 102 KYO/2 <5 KYO/2
Raicenesux 2pubie
Escherichia coli Absent Absent

L Escherichia coli Bidcymmnn Bideymus

? Not tested during stability

Y e MeCMyemsca ¢ npoyeci cmabinenocmi

® From the labeled amount of nifedipine

® Biduoco sanenenci Kinbkocmi igheduniny

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

¢ Tecunvioms woxeny 10-my cepito abo, stk minivyy, odny cepiio na pix

Certification statement: I hereby certify that the above information is authenlic and accurate. This batch of product has been
fabricated - manufactured, including packaging and quality control at the above mentioned site(s) in full comphiance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Murketing Authorisation of the importing country.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Janea npo cepmupinayin: e 3 3AMGEPOACYIo, W0 nagedena suuge inhopmain € docmosipioio ma mounow. Ln cepisn
Hpodyrmy Byaa supobienq, gcueuaown NAKYBAHHA/MAPKYGAHHA MQ KORMPOIS AKOCIHT 1ta Gutige grazanti dizonuyi (Gitenunax) ¢
nogniii gidnoaidnoemi do suvee GMP, UfO BCIAHOBACHI MICHeBUM peaymsmopiust opzanoy, ma cnenuchirayiit Peecmpayfinozo

nocsiouenis kpaivu-iMiopmepa, Tpomoxann eupobuuymaa, haryeanns I ananizy cepii Gyao nepesipeno u eusnaio marisg, wo
aidnagivaoms GAIP.

Dae: 06.¢c7. 2c.24.
Hama: /
Approved by: £ '
(EITYTA
3ameeposcenc: '/l (i
ARGy
Lraaliiy dagred
Quelificd Person

Yanja Sghljié

Crop. 333
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