teva

* CERTIFICATE OF ANALYSIS/CEPTUGUKAT AHAI3A

No.:8 ;
‘ ~ Date/para: 20.07.2023 |
Product Name/ Corinfar® retard prolonged release film-coated tablets 20 mg[
HaumeHoBaHue npoayxuum KopuHdap® petapg Tabnetku ¢ NpoNoHrMpoBaHHbIM
BbICBOGOMAEHMEM, NOKPbLITHIE N/IEHOYHOH 060104KOI, 20 Mr
‘Batch No./Cepusa Ne 9961063 S - S
' Mfg.Date /flata nponssopcTsa 19.06.2023 - - |
_Exp.Date /Topengo 30.06.2028 S o o |
No. |  Tests | - Specnfncatmn 7 Results ]
| OaHopogHOCTL Ph.Eur. unu (® PO
AO3MPOBAHMA B3MX |
Kputepuid npuemnemoctn AV gna | AV=3,6
10 tabnetok He 6onee L1 %;
i KpuTepuit npuemaemoctn AV ans | [
30 Tabnetok He 6onee L1 % -
| M HK OAMH UHAMBWMAYAALHDINA
i | pe3ynbTaT He aomKeH BbiTo MeHee |
{ {1-1L2x0,01) x M uau 6onee (1 +
L12x0,01)xM
L | {u=150;12=25,0) |
7 Assay HPLC
f From 19.0 mg to 21.0 mg of
| | Nifedipine per a tablet 2Bi0e
“ | (95 % — 105 % of the labeled 100 %
I i ' amount)

' BIMX ‘
KonuyecrseHHoe Or 19,0 go 21,0 mr Hudegunuua 8 | 20,0 mr ‘
onpegenesue Tabnetke 100 %

(0T 95 % A0 105 % OT 33asBAEHHOrD |

cogepwanua HudeaunuHa)
\ Storage | At the temperature not exceeding 25°C in the original packaging. ﬂ
L | XpaKeHue Mpy Temnepartype He Bbiwe 25 °C B OPUIMHANLHON YNaKoBKe |
| 10 | shelflife 5 years
' _ Cpok rogHoctu 5 net

The product meets the requirements ND LP-Ne(000343)-(RG-RU}-220922
MpoayKT cooTsercrByer TpeGosanuam HA NN-Ne2{000343)-(Pr-RU)-220922

Comments/KommenTapuu:

*Tested on every 10" batch or at least one batch per year/ NposepneTca Ha KamA0i 10-i cepum, HO He pexe,

| uem Ha OAHOIi cepuu B rog,

Certificate signed by/Cep'rnqmua_awAﬁ ncan:

Name /®1O: Title /JoamHocTb: Date and Signature /Baran
PLIVA CROATIA Lic noamch: y.
Y4 NJA AT Quality Zagreb 7 .
Qualified Person | 45 ctl 223 Aok
_____ R | Vanja Sabljié /.J ]
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PLIVA CROATIA Ltd.
Prilaz baruna Filipoviéa 25, 10000 Zagreb, Croatia; Phone: + 385 137 20 000; URL: www.pliva.hr



MNnuea Xpearcka 4.0.0.
CepTudukar Ha BLINyck

Ne 10030012/9961063

Haseanue nponykra

Kopungap perapn

Crpana

Poccwuiickas ®enepanus

Homep perwctpaunontoro ynocrosepenns

JIM-Ne(000343)-(PT-RU)

03HPOBKA

20 mr

JlekapcrBennas gopma

Tabnetkn ¢ NPOJIOHTMPOBAHHBIM
NOKPbIThIE IUIEHOYHOH 060J104KOFi

Pa3smep u THn ynakosku

biucrep, 3*10

Homep cepuu 9961063
aTa POM3BOACTRA 19.06.2023
Cpok ronsoctH 30.06.2028

[Iponseoautens Ganka:
e Hazanue
e Anpec
* Homep nuuensuu
* _Ccbuika Ha GMP ceprudukar

[TnuBa Xpsarcka 1.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Xopsarus
Ne UP/1-530-01/13-03/08

UP/1-530-10/22-03/11

KoHTposb kauecTra:
e Haspanue
e Anpec
¢ Homep nuuensun
® Ccbitka Ha GMP ceprudukar

[TlnuBa Xpsarcka 11.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, XoppaTus
Ne UP/1-530-01/13-03/08

UP/I-530-10/22-03/11

Ynakoska:
e Haszpanue
e Anpec
e Homep nuuensuu
* Ccbutka na GMP ceprudukar

[lnuBa Xpaarcka 1.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, XopsaTus
Ne UP/1-530-01/13-03/08

UP/I-530-10/22-03/11

Pesynbrarel ananuza:

Ceprudukar ananusa npunosken

Kommenrapuu/zameuanns:
Haumenosanue ADC: Hudenunun

[Tpoussoaurens ADC: Mosxe Karanana C.JI., Poligono Rubi
Barcelona, Mcnanus. Homep cepun ADC: 66629022, 3HauuTe

OblJ10.

Hacroswnm noareepakaaio, uto ykasannas spie MH(OPMALMA 10CTOBEPHA U TOUHA. JTa napTHsa NpojykTa Obina

H3TOTOBJICHA, BKIIKOYAs YNIAKOBKY / MAPKHPOBKY H KOHTPOJIb KAY€CTBa Ha BBILLEY TOMAHY TOH(-bIX) MUIOWAAKE(-aX) B MOJIHOM
COOTBETCTBHH C TpeboBaHuaMH GMP mecTHOro PETY/IMPYIOILEro OpraHa u crneun() MKauusIMu B PaspelIeHnH Ha Mpoaaxy

CTPaHbLI-HMIIOPTEPA HIIH NPOEKTAMH HOPMATHBHOI JI0KYMEHTALMH 15 HCCIIEI0BATE/IbCKHX Jie
O MpON3BOICTEE, YNAKOBKE H aHAIN3€E NapTHIi Oblu PACCMOTPEHRI H IIPH3HAHBI COOTBETCTRY IO

Hwmsa/ omxuocets

YN0IHOMOYEHHOE JIHLIO Vanja Sabljic
[oanuce: _ /Hoonucs/
Jara: 25.07.2023
20 Digitally signed by Epemérok
EDEMEH OK Onbra HukonaesHa
DN:
% il=Olga.Ers k@teva.ru,
Mepesop seper: Onbra PR e
033373335373338,
1.2.643.100.3=120B313731303736
H M Kon a e B H 3132393436, givenName=Onbra
Hukonaeswa, sn=EpeméHok,
a cn=EpeménHok Onbra Hukonaesxa

Date: 2023.09.22 14:11:56 +03'00"

m

BbICBOOOKIEHHEM,

Sur, Cesar Martinell | Brunet, 12A, 08191 Rubi,
JILHBIX M KPUTHYECKUX OTKIOHEHHIl BBIABJIEHO He

KapCTBEHHbIX CPE/CTE. 3anucu
wHMH TpeboBanuim GMP.



PLIVA HRVATSKA d.o.0.

Certificate of Release

1. Name of product CORINFAR retard
2. Country Russian Fed.
3. MA number or NDC number LP-Ne(000343)-(RG-RU)
4. Strength / Potency 20 mg
5. Dosage form ER Tablets
6. Pack size and type Blister, 3*10
7. Batch number 9961063
8. Date of manufacturing 19.06.2023
9. Expiry date 30.06.2028
10. Bulk Manufacturing site
Name PLIVA HRVATSKA d.o.o.
Address Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
Authorization number No UP/I-530-01/13-03/08
Eudra GMP reference number or
certificate of GMP Compliance UP/1-530-10/22-03/11
Testing site
Name PLIVA HRVATSKA d.o.o.
Address Prilaz baruna Filipoviéa 25, 10000 Zagreb, Croatia
Authorization number No UP/I-530-01/13-03/08
Eudra GMP reference number or
certificate of GMP Compliance UP/-530-10/22-03/11
Packaging site
Name PLIVA HRVATSKA d.o.0.
Address Prilaz baruna Filipoviéa 25, 10000 Zagreb, Croatia
Authoerization number No UP/1-530-01/13-03/08
Eudra GMP reference number or
certificate of GMP Compliance UP/I-530-10/22-03/11
11. Result of analysis: CoA attached
12. Comments / remarks: APl name and APl manufacturer site: Nifedipine - Moehs Catalana S.L., Poligono Rubi
Sur, Cesar Martinell | Brunet, 12A, 08191 Rubi, Barcelona, Spain. APi batch n0:66629022. There were no
major/critical deviations.
13. Certification statement:

No. 10030012/0961063

"I hereby certify that the above information is authentic and a

ccurate. 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: PLIVA CROATIA Li.

Quality Zagreh
Qualified Person Qualified Person
Vanja Sahljié
15. Signature of person authorizing the batch release: - 'J ] (I c

16.

Date of signature:

A5, 2c23,

17 1



teva

No.:8
Date/}lagg: 20.07.2023

Product Name/
HaumeHosaHue NPoAYKLUMK

' CERTIFICATE OF ANALYSIS/CEPTUGUKAT AHAZM3A

Corinfar® retard prol?mged release film-coated iabtets,
KopuHdap® perapg tabnetku ¢ NPOAOHIMPOBaHHbIM

|
_| BbicBOGOMARHHEM, NOKPbITbIE nneHouHoi o6onouroid, 20 mr

20mg/ |

' Batch No./Cepun Ne | 9961063 — Y
Mfg.Date /f\ata nponseoactea | 19.06.2023 -
\BeDate/fogenno 3006208 ]
No. Tests [ ___Specification ___ Results
1 Description Visually
| | Yellow round biconvex film-coated | Yellow round biconvex film-coated
tablets. tablets.
J Onucanne BusyansHolii
' Kpyrasie, ABosKosbinykabie | KPyrible, ABOAKOBbINyKAbie TabaeTxw,
Tab/1eTkn, NOKPLITbIe NAEHOUYHON | MOKPBIThIE  NAGHOYHOH  060N0YKOM
. obonoukoit MEenToro ugeTa.. JHEATOro useTa. B
2 Identification HPLC
J‘ | The retention time of the main The retention time of the main peak in
peak in the chromatogram of the the chromatogram of the test solution
' | test solution should correspond to | should correspond to the retention
the retention time of the main time of the main peak in the
J peak in the chromatogram of the J chromatogram of the Nifedipine
| 1 Nifedipine standard solution. I standard solution.
| Mgentudmxayus B3XX
! Bpems yaepmuBanua 0CHOBHOFO Bpems yaepuBaHKWA OCHOBHOO NUKa
n1UKa Ha xpomarorpamme Ha XpPOMaTOrpamMme UCTbITYemoro
. | UCNBITYEMOro pacTBopa A0NKHO pacTBopa A0/KHO COOTBETCTBOBATD
COOTBETCTBOBATH BPEMEHH BPEMEHMU YALPHMBAHUA OCHOBHOrO
| YAEPKUBAHUA OCHOBHOO NUKA HA | NKKa Ha XpomaTtorpamme CTaHOaPTHOrO
! l | Xpomatorpamme CTaHAapTHOIO | pacTBopa HUdeAMIMHA.
[ | pactBopa HudeaunuHa. . -
! 3 | Dissolution Ph. Eur. or State Ph. of RF
f Spectrophotometry
After 10 minutes: 30% - 50% 46 %
After 30 minutes: 50% — 70% 64 %
After 180 minutes: 75% — 95% 89 %
{complies with requirements of
Ph.Eur.)
PacrsopeHue Ph. Eur. unu re> e |
, Y@-cnexmpopomomempusn |
Hepes 10 muHyT: o7 30 10 50 %; 46 %
| 4epes 30 MuHyT: 0T 50 o 70 %:; 64 %
| yepes 180 MuHyT: 0T 75 40 95 % 89 %

{cooTsetcrayer TpeGosanmam Ph.

) Eur.) | |
4 impurities HPLC '
JF Nitrophenylpyridine analogue — !
‘ NMT 0.5%; | <0.1%
} Nitrozophenyipyridine analogue — |
J NMT 0.2%; <0.1%
' Single unspecified impurity — NMT |
0.2% | <0.1%
‘ Total unspecified impurities = NMT |
. - 0.5% | <0.1% -
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teva

* CERTIFICATE OF ANALYSIS/CEPTUGUKAT AHANMZA
No.:8
Date/Aara: 20.07.2023

Product Name/ Corinfar® retard prolonged release film-coated tablets, 20 mg/
HaumeHosaHue npogyxuum Kopundap® perapg 1abnerku ¢ nponoHruposaHHbIM
| _BbicBOGOMARHUEM, [OKpbITbIe NAEHOYHOI 06oaoukoi, 20 mr
Batch No./Cepua Ne | 9%1063 o
Mfg.Date /Aara npousao‘qma __I _ 19.06.2023 -
Exp Date /Togengo | 30.06.2028 ) — |
N Tests | Specification [ Results -
l ' Mpumecw BIMX |
. | Hutpodenunnupnaun-aHanor — ne !
| Gonee 0,5 %; <0,1%
: HuTposoderunnupuauH-aHanor —
J He Bonee 0,2 %; <0,1%
‘ EAvHWYHaR
HEMAEHTUUUMPOBAHHAA NPUMECH
’ | —He Gonee 0,2 %; <0,1%
' | CyMMa HEeMAEHTUGHULMPOBAHHBIX
npumecei — He 6onee 0,5 % <0,1%
5 | *Microbial quality Ph.Eur. '

Total aerobic microbial count
(TAMC) - not more than 10° CFU/g; | <5 CFU/ g
Total yeasts and moulds count
(TYMC) - not more than 10> CFU/ g; | <5 CFU/ g

Escherichia coli - absencein 1 g absence
Or State Ph. of RF
Category 3A

*Mukpobuonormueckas | Ph.Eur. |

| ymcroTa Obuiee yucno 33pobHbix
MUKpPOOPraHW3mMoB — He Gonee 10° |
KOE/r: J < 5 KOE/r
|

Obuiee 4MCNO  APOMMEBLIX U |
nnecHesbix rpnbos — He Gonee 10?2

| Otcytetaue Escherichia colis 11 [ Orcytcrane
Hau T po

Kateropus 3A

6 Uniformity of dosage Ph.Eur. or State Ph. of RF
units HPLC ‘
Acceptance value for 10 tablets< | AV=3.6
L1%
Acceptance value for 30 tablets <
L1%

and any individual result should
not be less than (1 - 12 x 0.01)x M
| or more than (1 + L2 x 0. 01)x M

\ (L1=15.0; L2 = 25.0)

= RO S L
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«CBefleHnA 0 BBOJE B I

PaxaaHcknim o8opoT B Poccuinckoi Peflepaunmn nekapcTBeHHbIX CPEeACTB Mo COCTOAHMIO Ha 15.12.2023

15:15»
AT AT AL 7 AT | Iy
PEAEPAABHAR CAYVXKBA TIO AA30PY
B {TEDE 2 A DA B0 v . r
B COEPE 3APABOOXPAHEHNA
Mara Baecenna B Mpomseoaurens Opranmzauns, Howmep Homep, nata
AHC Toproeoe naumenosanne (BbINycKarompit Crpana Ceenenns o cramnsx TNPOH3BOACTBA Hopmartueraa nokymentamus BLIOYCTHEINAA B CepHH, Ppa3lpelcHns na
Pocanpasuamopa KOHTPOJIL) TPaXAaHCKHii obopoT OapTHH Han
.0.0. /61 ( 3
Kopundhap® peraps; rabnersn ¢ IlnuBa Xpeatcka .0.0., ?n:vm.ixa Xopsatis ([Tpoussognrens
NIPO/IOHT HDOBAHHEIM BHCBOGOKACHHEM Imtea Xpsarcxa Pecnybmixa (rorosoi JI®)): [msa Xpearcka g1.0.0., Pecnybnnka Xopsatua
2.09.2023 4 3 K 3 IO Vi Ky )): [ -Ne 343)-(PT-RU)-2 N ul 5 3
22.09.202: NOKpHTHE e HoHO# 0BoncuKo 20 Mr 10 166, Xopaaras (¥ nakoBmms/dacosmux (B neperuHyI0 ynakoeky)); [iusa Xpearexa JU-Ne(000343)-(PT-RU)-220922 000 "Teea 996106

wr., Ganetepw (3), nauky KapTOHHBbIE/ ~

A.0.0., Pecybmika Xopatua (¥ nakosmmk/chacopumr
(BTOpHUHAA/TPeTHUHAS ynakoBKa))




