PLIVA HRVATSKA d.o.0.

Certificate of Release

No. 10029693/6246062

1. Name of product CORINFAR
2. Country Russian Fed.
3. MA number or NDC number LP-No{000243)-(RG-RU)
4. Strength / Potency 10 mg
5. Dosage form ER Tablets
6. Pack size and type Bottle,1*100
7. Batch number 6246062
8. Date of manufacturing 01.06.2022
9. Expiry date 31.06.2027
10. Bulk Manufacturing site
Name PLIVA HRVATSKA d.o.o.
Address Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
Authorization number No UP/i-530-01/13-03/08
Eudra GMP reference number or
certificate of GMP Compliance UP/I-530-10/19-03/12
Testing site
Name PLIVA HRVATSKA d.0.0.
Address Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
Authorization number No UP/1-530-01/13-03/08
Eudra GMP reference number or
certificate of GMP Compliance UP/i-530-10/19-03/12
Packaging site
Name PLIVA HRVATSKA d.o.0.
Address Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
Authorization number No UP/1-530-01/13-03/08
Eudra GMP reference number or
certificate of GMP Compliance UP/I-530-10/19-03/12
11. Result of analysis: CoA attached
12. Comments / remarks: APl name and AP| manufacturer site: Nifedipine - Moehs Catalana S.L., Poligono Rubi
Sur, Cesar Martinell | Brunet, 12A, 08191 Rubi, Barcelona, Spain. There were no major/critical deviations.
13. Certification statement:
"| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling 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 Authorization of the importing country or product specification file for investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP."
14, Name and position/title of person authorizing the batch release: {’}Ll}r_’A CROATIA Lty
Jua lty Za reh
Qualified Person gua.liﬁed Pimrl
anja Sabljié
v ;
15. Signature of person authorizing the batch release: "L‘“"‘“\JQ Ac u:\] v
16. Date of signature: LS Ei__;l_"'f_‘z' S N
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No.:5

Date/[fara: 05.07.2022

CERTIFICATE OF ANALYSIS/CEPTUGUKAT AHANIM3A

Product Name

HaumeHoBaHue npoaykunm

P e

' Corinfar® prolonged release film-coated 't'a'i:!ets,' 10 r;gk ‘

KopuHdap® Tabnetku ¢ NPONOHrMPOBaHHBIM

‘ 8bicBODOM AeHMeM, NOKPLITHIE NAEHOYHOI 060n10uKOM, 10 Mr

{cooTBeTcTBYET TPEBOBAHUAM EBp.

Batch No./Cepun N2 B 6246062 ) |
| Mfg.Date /flata nponssoactea | 01.06.2022 |
!r_ Exp.Date /TopeH go 31.05.2027 4
' _No. T Tests _—; Specffication B Results i ;
; 1 Description Visually
i Yellow, rounds biconvex film- | Yellow, rounds biconvex film-coated
l coated tablets, with beveled and tablets, with beveled and undamaged
i undamaged edges and of uniform | edges and of uniform appearance.

appearance.
BusyanbHbili
OnucaHue Hentble Kpyravie ABOAKOBBLINYKAbIE HMenrble  Kpyrnibie  JBOAKOBLINYKAblE
| TabneTku, MOKPbIThie nneHouHol | TabAETKM,  NOKPbLITHIE  NAEHOYHON
. oﬁonquoﬁ, co CKOLWEHHbIMM obono4koi, co CHOLWEeHHbIMHK
| HEMOBPEMAEHHbIMW  KpaAaMK 1 HENOBPEXAEHHbLIMK Kpaamu n
| | OAHOPOAHLIM BHEWHUM BMAOM. OAHOPOAHLIM BHEWHWM BUAOM. J
| 2 Identification HPLC i
' The retention time of the main | The retention time of the main peak on
peak on the chromatogram of the | the chromatogram of the test solution
test solution should correspond to | should correspond to the retention time
the retention time of the main of the main peak in the chromatogram
peak in the chromatogram of the of the standard solution.
standard solution. !
B3IMX [
NopgauHHOCTD Bpema yaepHnBaHma 0OCHOBHOTO ‘
NUKa Ha xpomaTorpamme Bpema yaepmuBaHna 0CHOBHOTO NUKa
| MCMbITYEMOro pPacTsopa 40/MKHO Ha XPOMaTorpamme UCnbITyemoro
| COOTBETCTBOBATH BpEMEHN pacTBopa AO/MKHO COOTBETCTBOBATDL
| YAEPKUBAHWA OCHOBHOIO MUK Ha BPEMEHU YAEPHNUBAHKA OCHOBHOTO
! | XPOMATOrpamme CTaHAapTHOro NMM1Ka Ha XpoMaTorpamme CTaHgapTHOro
(I pacTsopa. | pactBopa. e
3 Dissolution Ph. Eur. or State Ph. of RF |
UV-spectrophotometry
In 10 minutes from 30 % to 50 %; 45 %
In 30 minutes from 50 % to 70 %; 61 %
In 180 minutes from 75 % to 95 % 81%
{complies with requirements of
| Ph.Eur. (2.9.3)) |
PacrBopenne | Ph. Eur. unu re po
' Y@-cnekmpogomomempun J
Hepes 10 muHyT: o1 30 A0 50 %; | 45 % ‘
. uepes 30 muHyT: OT 50 0 70 %; 61%
| yepes 180 MUHYT: 0T 75 00 95 % } 81%
|
[

PLIVA CROATIA Ltd,

Dapm. (2.9.3))

Prilaz baruna Filipovita 25, 10000 Zzgreb, Croatia; Phone: + 385 137 20 00D; Fax: + 385 1 37 20 111; URL: www,pliva.hr
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Related impurities

PopacreeHHble
npUMecH

iiﬁ |

Microbial quality*

Mukpobuonornueckan

yucrora*

| npumeceii — He Gonee 0,5 %

HPLC
Analogue of nitrophenylpyridine —
not more than 0.2 %;
Analogue of nitrosophenylpyridine
~not more than 0.2%;
Any single unidentified impurity = |
| not more than 0,2 %;
Total unidentified impurities - not
more than 0.5 %
BIMX
N HuTpodeHunnupuauH-asanor —
He Gonee 0,2 %;
HuTtposodenuanupuamu-aHanor —
He bonee 0,2 %;
Niobas egnunuHan .
HEMAEHTUDUUMPOBAHHAA NPUMECh |
~He Bonee 0,2 %;
Cymma HeuaeHTUOUUMPOBaHHbIX

Ph.Eur.

Total aerobic microbial count
(TAMC) — not more than 10° CFU/ g;
Total yeasts and moulds count

Escherichia coli —absence in1g
Or State Ph. of RF
Category 3A

Eap.®

Obwee YUCRo a3pobHbIX
MuKpoopraiusmos (TAMC) - He
| Bonee 10° KOE/r,

Obuiee 4MCAO  OPONIKEBLIX U
nnecHesbix rpubos (TYMC) — He |
Bonee 10% KOE/T, !
Escherichia coli = otcyrctBre 8 1 ¢
Hau e P

Kateropws 3A

| <0.1%

 <0.1%

<0.1%

<0.1%

<0,1%

<0,1%

| <0,1%

‘<0,1%k

(TYMC) - not more than 102 CFU/ g; |

'Uﬁi'férn;ity of dosage

units

OpaHopopHoCTD

A03UpoBaHUA

PLIVA CROATIA Ltd.

Ph.Eur. or State Ph. of RF

HPLC

Acceptance value for 10 tablets <

L1 %

Acceptance value for 30 tablets <

L1%

. and any individual result should not

| beless than (112 x0.01) x M or
more than (1+ L2 x0.01) x M

(L1=15.0; L2 =25.0)

(complies with requirements of

Ph.Eur. (2.9.40))

Ph.Eur. unu I'e P®

B3MX

| Kputepuit npuemnemoctn AV ana

' 10 Tabnetok He 6onee L1 %;

| KpuTepuii npuemnemoctn AV ana |

AV=3.9

AV=3,9

Prilaz baruna Filipovita 25, 10000 Zagreb, Croatia; Phone: + 385 1 37 20 000; Fax: + 385 1 37 20 111; URL: www.pliva.hr




o "T'ga;gﬁnemu He Gonee L1 %

| M HM  OAMH  WHAMBUAYANbHbIA
PE3yNbTaT He fo/mked ObiTb MeHee
(1 -1L2x0,01}) x M nau Gonee (1 +
12x0,01)x M
{L1=15,0; L2 = 25,0)
(cootsercrayet TpeboBanuam Ph.
Eur. (2.9.40)) - |
7 Assay HPLC ;
' From 9.5 mg to 10.5 mg nifedipine
per tablet; 9.9 mg
(from 95 % to 105 % of the labeled | 99 %
amount of nifedipine)

| BaMX
KonuuecteeHHoe Ot 9,5 go 10,5 mr HudepunuHa B
|
onpeaenexme Tabnetke 9,9 me
(o1 95 % po 105 % OT 3aABAEHHOTO 99 %
| copepwanua HueaunuHa)
9 | Storage ~ | Atthe temperature not exceeding 25°C in the original packaging. =
|
| XpaHeHwe % |
7HL lMpu Temnepatype He Boiwe 25 2C B OpUrMHA/IbHON YNIAKOBKE o -f
10 | Shelf life Cpok | 5years ‘
rofHOCTH 5 ner

The product meets the requirements ND LP-Ne(000243)-(RG-RU)-210521
Mpoaykr cootBercTayert Tpebosanmam HA NM-Ne{(000243)-(Pr-RU)-210521
| *Tested on every 10" batch or at least one batch per year/ lposepaerca Ha Kamxao# 10-# cepum, HO He pexe,
| 4em Ha OAHOI cepuu B roA.
| Certificate signed by/Ceprugukar nognucan:

Name /®HO: Title fﬂ,omuﬂuoc'rb: Date and'gi“g'naiure /Rarta u
| PLIVA CROATIA Ltd NOANMCD! /
; ; lity Zagreb | |
WA SKSLTIY | s il | AsohaeAd. A’au}‘ v
| VanjiaSahljié £ Lo
PUVA CROATIA Ltd.

Prilzz baruna Fllicovita 25, 10000 Zagreb, Croatia; Phone: + 385 1 37 20 000; Fax: + 385 1 37 2 211; URL: www.pliva.hr



MnuBa XpBatcka 4.0.0.

CepTudMKaT Ha BbINYCK

Ne10029693/6246062

1.Ha3Banue npogykra

Kopundap

2.Ctpana

Poccuiickas @enepanus

3.Homep perncTpallHOHHOTO YAOCTOBEPEHHSA

JITT-Ne(000243)-(PT"-RU)

4.Jlo3upoBka

10 mr

5.JIekapcrBennas popma

TabNeTKH ¢ TPOJOHTMPOBAHHBIM  BBICBOOOXKICHHUEM,

MOKPBITHIC MICHOYHOH 000104KOi

6.PasMep M TN yIIaKOBKH

Duakon/ 1* 100

7.Homep cepuun 6246062
8.JlaTa nmpousBoAcTBa 01.06.2022
9.CpoK roiHOCTH 31.05.2027

10.IIpoussoauress Oanka:

Hassanue

Anpec

Homep nuuensuu

Ccbuika Ha GMP ceprudukar

[InuBa XperaTcka J1.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Xopatus

Ne UP/1-530-01/13-03/08

UP/1-530-10/19-03/12

Kontponb kadecTBa:
e Hazpanue
e Anpec
e Homep nuuensuu
e Ccouika Ha GMP ceprudukar

Ilnusa XpBarcka J1.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Xopsatus

Ne UP/1-530-01/13-03/08

UP/1-530-10/19-03/12

Ynakoska:
e Ha3panue
e Anpec
e Howmep nuuensun
e Ccouka Ha GMP ceprudukar

ImBa XpBarcka 1.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Xopsatus

Ne UP/1-530-01/13-03/08

UP/I-530-10/19-03/12

11.Pe3ynbTarsl aHanm3a:

CeprHduKaT aHaJIN3a TPHIIOKEH

12.KomMmeHTapuu/3aMeyanus:
HaumenoBaune ADOC u npoussoaureas ADC

Hudpeaunun - Mosxe Karanana C.JI, Poligono Industrial Sur, Cesar Martinell 1 Brunet, 12A, 08191 Rubi,
Barcelona, Spain (Mcnanus). CyuiecTBeHHbIX/ KPHTHYECKHX OTKJIOHCHHIT HE BBIABIICHO.

13. Hacrosmum noaTeepikaio, 4To yKasaHHas Bbile MHQOPMAlKs JOCTOBEPHA M TOUHA, JTa napTHs NpoayKTa
OblIa H3rOTOBJICHA, BKIIOYAs YNAKOBKY / MADKHPOBKY H KOHTPOJIb KAYECTBA HA BbIIICYIIOMIHYTO(-bIX)
TUIonIa/Kke(-ax) B I0JIHOM COOTBETCTBHH ¢ TpeGoBanuamMu GMP MECTHOrO peryaupyonero oprasa
CreUM(pHKAIHAMH B Pa3peliCHHN HA NPOJAXKY CTPAHI-HMIIOPTEPA WM MPOCKTAMH HOPMATHBHOI 10KYMEHTAIHH
AL KCCIIC/I0BATEIILCKUX JICKAPCTBEHHBIX CPE/ICTB. 3anMCH O MPOH3BOJICTRE, YIIAKOBKE M aHATH3€E MapTHil ObUTH
PAcCMOTPEHBI H NTPH3HAHBI COOTBETCTBYIOLUMH TpeOoBarusm GMP.

14. YnonHomoveHHOe nuuo

15. Moanuck
16. [lata
Moanucaxo
. OI a undposon
MepeBon BepeH: g NOANKUCHIO:
Er m Olga Eremenok
e [ara:
2022.09.01

15:20:20
enok 2

Vanja Sabljic
noanucaHo
27.07.2022

mn




AR G

WXEA N0 HAAZOPY

«CBegeHns o BBoAe B rpaxaaHckuii obopoT B Poccuitckon depepaumm
NeKapCTBEHHbIX CPEeACTB MO COCTOAHWUIO Ha 27.12.2022 17:04»

Opraausanss,

obonoukoi 10 mr 100
., hnakonsi (1),
NAYKH KapTOHHbIE/ ~

NEPBHYHYIO YTIAKOBKY));
INauea XpeaTtcka 1.0.0.,
Pecnybnuka Xopearus
(Y nakormmr/acoBmmk
(BTOpHUHAS/TPETHYHAS
YTIaKOBKa))

JlaTa BHeceHHA B Ilpouseoaurens Homep Homep, nata
Toprosoe = CBeIeHHS 0 CTAMHSX BbLIMYCTHBIIAS
AHC (BBINYCKAOIHIT Crpana HopmartHBHas noKymeHTaHs CepHH, paspelnenss
P HAHMEHOBAHHE NpPOH3BOACTEA B FPaKAaHCKHIT
0C3IpaBHAl3Opa KOHTPOJIb) NAPTHH ua HIJIII
obopor
[lmea Xpeatcka 1.0.0.,
Pecnybnuka Xopsatus
. (MpowuspoauTens (roToBoi
Kopurichap®; JI®)); Iimea Xpeatcka
TabNeTKH ¢
11.0.0., PecnyGnuka
NPONIOHTHPOBAHHBIM
BBICBODOK JICHHEM. [Tnuea Xpeatcka Pecrrybanka Aupme
01.09.2022 L (Ynakosumk/cacoBmmx (B JITI-N2(000243)-(PI'-RU)-210521 | OO0 "Tesa" 6246062 | -
MOKPHITHIE MIEHOUHOR 1.0.0. Xopeatus




