teva

CepTtudukar coorseTcTBUA

Certificate of Compliance

Authorization Number/PernctpaunoHHbin Ne
138/0018/15

GMP Certilicate Number/Ne cepTubnkara GMP
IWZJ.405.11.2017.MG.1, WTC/0018_01_01/237
GIF-IW-400/0018_01_03/04/200/17
IWZJ.405.11.2017.MG.3, WTC/0018_01_02/239

Ceptucbukar Ne: 80184662
Certificate No:

MpoaykT: Kapseaunon-Tesa tabnetku 25 mr x 30
Product: CARVEDILOL-TEVA TB 25MGX30 RU
UmMnopTupyrowan crtpaHa: Poccus

Importing country: Russian Fed.
PerucrtpaunoHHoe ygocrosepeHue: J1C-001085

MA:

Ne cepuun 6anka: 14056520

Batch No (Bulk):

Ne cepuwn rotoBoro npoaykTa: 16091920

Batch No (Finished product):

Ne cepuun A®C BDP190210
(Mpouseogutens):

Batch No API (Manufacturer):

Ne cepumn APC: 190965443

Batch No API:

YnakoBaHHOE KONU4ecTBo Ans 4,950,000 WT
UMNOpPTUPYIOLLEN CTpaHbl [WT]:

Quantity packed for importing country:

Cpok rogHoCTu: ®espanb 2023
Expiry date: February 2023

[aTta npousBoacTsa: 28 ®espanb 2020

Date of manufacture:

28 February 2020

HaHHbIA JOKYMEHT UMEET 3NEeKTPOHHbBIE NOANUCH.
This document was electronically approved, handwritten signature is not required .

Teva Operations Poland sp. Zo.0.
UL Emilii Plater 53, 00-113 Warszawa; Www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80,31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl
District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register; Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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CepTtuchurat Ne: 80184662

teva SopTcbmer

Ceptudhukar coorseTcTBuUs

Certificate of Compliance

Authorization Number/PerncTpauvonnbil Ne GMP Certiticate Number/Ne cepTudukara GMP

138/0018/15 IWZJ.405.11.2017.MG.1, WTC/0018_01_01/237
GIF-IW-400/0018_01_03/04/200/17
1WZJ.405.11.2017.MG.3, WTC/0018_01_02/239

MpoussoguTtens: ul.Mogilska 80, 31-546 Krakéw, Poland
BMS: Teva Operations Poland, Krakéw

YnakoBLUuK: ul.Mogilska 80, 31-546 Krakow, Poland
BPS: Teva Operations Poland, Krakéw

MecTo npoBefeHua aHanuaa: ul.Mogilska 80, 31-546 Krakéw, Poland
BTS: Teva Operations Poland, Krakéw
Bbinyckaowwmii KOHTPONb KayecTea: ul.Mogilska 80, 31-546 Krakéw, Poland
BRS: Teva Operations Poland, Krakow

KapToHHasa nauyka: 70064658

Box:

donbra: 70059275

Foil:

MHCTPYKLUMSA NO MeAULIMHCKOMY 70061190

NPUMEHEHMIO:

Leafiet:

HaHHbIM noaTBepxaalo, YTo uHpopmaLuma, yroMsaHyTas Beille, ayTEHTUYHAA U TOUHaRA.JaHHas
cepus npogykra Obina npouseeaeHa, BKNIOYaA NPOLIECCh YNaKOBKM U KOHTPONS Ka4yecTea, B
NOMHOM COOTBETCTBUK ¢ TpebosaHuamu GMP u cneundmkaLmeid UMNOPTUPYIOWEN CTPaHbI.
3anucuy npoueccos NMpoV3BOACTBA, YNAKOBKKU U aHann3a HaxoA4aTcsa B cooTeeTcTsumn ¢ GMP.

I hereby certify that the above information is authentic and accurate.. This batch of product has been manufactured, including
packaging and quality control in full compliance with the cGMP requirements 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 to be compliance with GMP.

Cepvm BbinyuwleHa Ana peanuvsauvv.
The batch is released for sale.

MoaTsepxpgeHo ynonHoMoveHHbIM nnLoM: Anna Wierzbicka-Kowalik
Approved by QP:

KpakoB, AeHb: 19.03.2020, 18:25:06

Krakoéw,on:

[aHHbBIN AOKYMEHT UMEET 3NEeKTPOHHbIE NOAMUCH.
This document was electronically approved, handwritten signature is not required

Teva Operations Poland sp. Z 0.0.
Ul Emilii Plater 53, 00-113 Warszawa; www.teva.pl
Mailing address of the Cracow factory and office: ul. Mogilska 80,31-546 Krakow tel.: +48 12 617 80 00, fax: +48 12 411 10 47,cmail: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register; Registration number: KRS 0000070048; NIP /T: axpayer 1D
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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teva

Ceptudukar aHanusa
Certificate of analysis

Ceprudukar Ne/Certificate No: 80184662

Mpoaykr/Name of product: Kapeeaunon-Tesa TabneTku 25 mr x 30
CARVEDILOL-TEVA TB 25MGX30 RU

Kop, matepuwana/Material code: 10017074

Ne cepuw/Batch number: 16091920

Ne cepuu 6anka/Bulk batch number: 14056520

Kop cneuuncukaymm u cTpaHbl-umnoprepa/

Specification code & importing country: SDII002265/17 Russia

Hata npoussoactea/Date of manufacture: 28 ®espanb 2020 / 28 February 2020
Cpoxk rogHocTW/ Expiry date: ®espanb 2023 / February 2023

Iﬁnusunyanbﬂan ynakoBka /Correctness of individual packaging
Tabnetku ynakoBaHb! B 6nuctepst us NBX/MBAX//AnioMuHneBoit coneru, no 10 TabneTok B kaxawiii Gnuctep n no 3 6nucrepa (30
LUT) B KAPTOHHYIO NAYKY C UHCTPYKLMEN NO NPUMEHEHUIO

Tablets are packed in blisters made of colourless, PVC/PVDC//AI foil, 10 tablets in each blister and next 3 blisters ( 30 units) into a
printed carton box with a leafiet.
PesynbTat/Result:
CooteetcTyet/Satisfactory

JaHHbIM noATBEPXKAAND, HTO MHPOPMALWS, YNOMSHYTAS BbILUE, ayTeHTu4Has 1 TouHas. [laHHas cepus npoaykTa 6bina
NpoaHannsnpoeaHa B NOSTHOM COOTBETCTBUU ¢ TpeGoBaHnaMn GMP 1 3aperucTpupoBaHHON cneundmkalmen MMNoOpPTUPYIOLLEN
CTpaHbl. Pe3ynbTaTel aHanu30B COOTBETCTBYIOT 3aperucTPUpPOBaHHON cneuudukaumn.

| hereby certify that above mentioned information is authentic and accurate. This batch of product has been tested in full
compliance with the cGMP requirements of the local Regulatory Authority and with the registered specification of the importing
country. The testing results were reviewed and found to be in compliance with the registered specification.

OagobpeHol/Approved by: Anna Wierzbicka-Kowalik
Kpakos, aata, Bpemsa/Krakéw, on: 19.03.2020, 18:25:06

JaHHbIi AOKYMEHT MMeeT 3NeKTPOHHLIE NOANMCH.
This document was electronically approved, handwritten signature is not required.

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP {Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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teva

Ceptudukar aHanusa
Certificate of analysis

Ceptudmkat Ne/Certificate No: 40472478

Mpopykt/Name of product: KapeeTpeHna Tabnetku 25 mr, BAJNIK
CARVETREND tabl. 25 mg engraved

Koa marepuanal/Material code: 80005175

Ne cepwn/Batch number: 14056520

Ne cepuu 6anka/Bulk batch number: 14056520

Kop cneundukaymum n cTpaHbl-umnoptepa/

Specification code & importing country: SDII002265/17

Hara npoussogctea/Date of manufacture: 28 depanb 2020 / 28 February 2020
Cpok rogHocT/Expiry date: ®espanb 2021 / February 2021

Onucauve /General rec_wirements
Kpyrnble agosikoBbInyknbie Tabnetkm Genoro unu nouT 6enoro LiBeTa ¢ rpaenpoekoi «CA25» Ha 0AHOI CTOPOHE
White or almost white tablets, round, biconvex, engraved CA25 on one side.

PesynbTat/Result:
CooTeetcrayeTt/Satisfactory
Kommentapuit/Comment: verified by M. Grochowska

NoanuHHOCTE - Vm-cn_ex'rpocbomme-rpuﬁ lidentification: - UV spectrum
Y& cnexTp nornowexns UcrnbITyemMoro pactTeopa AOMKEH UMETb MaKCUMYM MOFOLLEHNUS NPY ANvHE BONMHbI 285 HM
Exhibits maximum at wavelength (lambda) = 285nm

Pesynetat/Result:
CooTeetcreyet/Satisfactory

NMoanuxHocTk - BAXKX /identification: - HPLC
Bpems yaepxuBaH/s OCHOBHOIO NKa Ha XpoMaTorpamMmMe UCTbITYEMOro PacTBopa AOSHKHO COOTBETCTBOBATL BPEMEHN
YAEPKMBAHWUS OCHOBHOTO fIMKa HA XpoOMaTorpaMme CTaHAapTHOro PpacTeopa
Retention time for a sample corresponds to retention time for a standard
Pesynbtat/Result:
CooTeetcreyer/Satisfactory

CpenHns macca Tabnetku (TeopeTudeckas macca 480,0 Mr) /Average tablet weight (480,0mg theoretically)
Hwxknuii npegen:  456.0 BepxHuia npegen:  504.0
Lower limit:  456.0 Upper limit:  504.0 Pesynbtat/Result:
478.1 / 478.1

OnHopoaHocTe Tabnetok no macce /Uniformity of single tablets weight
+ 5 % oT cpeaRen Macchl
+/- 5% of tested average weight Pesynbrat/Result:
Cootsetctayer/Satisfactory
KommeHTtapui/Comment: L=474.12;H=482.79

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12 411 10 47, email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).

1/ 4



Ceprudcoukar No/Certificate No: 40472478

teva

Ceptudukar aHanusa
Certificate of analysis

IUniformity of dosage units - content uniformity

AV </ = 15,0 anga 10 kancyn unu

AV </ = 15,0 gnsa 30 kancyn

W HWU OQHO 3HaYEHue He MeHee, YeM 0,75 M 1 He Gonee, yem 1,25 M

For 10 tablets AV</=15,0

For 30 tablets AV</=15,0

and no single dosage units is less than 0,75M and more than 1,25M
Pesynetat/Result:
CooteeTcTByeT/Satisfactory

KommeHnTapuit/Comment: AV=2.5;L=100.9;H=103.0;A=102.2;RSD=0.7

PacTBOpeHue pencTBylowero sewecTtea (YposeHb 1) KonuyecTBo gencTByOwWero sewectsa, pacteoperHoro 8 0,1H HCI
yepe3 30 MuHYT, ANA kaxaoi Tabnetkn He meHee 80 % (Q+5%)/Dissolution of active substance (level ) Amount of active
substance dissolved in 0,1N HCI within 30 minutes for each of tested tablet is not less than 80% (Q+5%)
CornacHo cneuudmkauum
According to specification Pesynbrat/Result:
He cooTeeTcteyet/Not satisfactory
KommeHTapuin/Comment: 79;81;85;83;79;84;A=82

PacTtBOopeHue akTUBHOrO BellecTBa (ypoBeHsb Il) KonnyectBo aktTuBHOro seuectsa, pactsopeHHoro B 0,1H HCI B TeueHune
30 muHyT ans 12 TaGnetok (pe3ynwrar ctaguin S1+S2) - cpenHeel/Dissolution of active substance (level ll) Amount of active
substance dissolved in 0,1N HCI within 30 minutes from 12 tablets (results from stages S$1+S2) - average value
Hwxhuid npegen: 75 %
Lower limit: 75% Pesynbtat/Result:
85%/85%

PacTeROpeHue akTMBHOrO BellecTBa (yporeHs Il) Konuuyectso aktusHOro seujectsa, pactsoperHoro B 0,1H HCI B teuenue
30 muHyT Ans 12 Tabnetok (pe3ynbTar cTaguii S1+S2) — ansA kaxaon TaéneTkn konuyecTeBo pacTsopeHHoro/Dissolution of
active substance (level l[) Amount of active substance dissolved in 0,1N HCI within 30 minutes from 12 tablets (results
from stages S1+S2) - for any tablet amount of dissolved substance can not be

CornacHo crnieuudunkaumm

According to specification Pesynwtar/Result:

CootBeTcTByeT/Satisfactory

KommenTtapuin/Comment: 84;88;87;88;91;87

Xpomarorpachuueckan umcrora (BIXX): - Mpumecb A /Chromatographic purity (HPLC): - Impurity A
BepxHuin npegen: 02%
Upper limit: 02% Peaynwrat/Result:
00%/00%
KommeHTtapuii/Comment: <QL

Xpomarorpaduyeckan unctorta (BIXX): - NMpumeck B /Chromatographic purity (HPLC): - Impurity B
BepxHuia npeaen: 01%
Upper limit: 0.1% Pesynbrat/Result:
00%/00%
KommeHTapui/Comment: ND

Teva Operations Poland sp.z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.p|

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakdw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.p!

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceptucbukar Ne/Certificate No: 40472478

teva

Ceptudukar él-lanusa
Certificate of analysis

XpomaTtorpacbuueckas yucrora (B3XX): - Mpumece C /Chromatographic purity (HPLC): - Impurity C
BepxHuit npepen: 0.02 %
Upper limit: 0.02 % Pesynbtat/Result:
0.00%/0.00%
KommeHTtapuit/Comment: ND

XpomMmatorpadpuueckas ynucrora (BIXX): - EauHnyHan HemaenTucuuymposardHan npumecs /Chromatographic purity
(HPLC): - Single unknown impurity
BepxHuii npeaersnt: 01%
Upper limit; 0.1% Pesynbtat/Result;
01%/0.1%
KommenTtapuin/Comment: 0.05

Xpomarorpachuyeckas yucrtora (B3XX): - cymma npumecen /Chromatographic purity (HPLC): - total impurities
BepxHuit npeaen: 05%
Upper limit: 0.5% Pesynetat/Result:
01%/01%
KommeHTtapuin/Comment: 0.10

KonuuecrBeHHoe onpepenenne Kapsegunona B 1 tabnetke (BAXKX) /Assay of carvedilol in 1 tablet
Huwxhuid npegen:  23.75 BepxHuii npepen:  26.25
Lower limit:  23.75 Upper limit:  26.25 Pesynbtat/Result:
25.13 /25,13

Mukpo6uonoruveckasn uucrora: - O6uliee yncno aspobHbIx MukpoopranuzmoB [Microbiological purity: - total aerobic
microbial count
He 6onee 1000 KOE/r
Not more than 1000 CFU/g PesynsTat/Resulf:
CooTteeTcTByeT/Satisfactory
KommenTtapuit/Comment: <10 CFU/g

Mukpo6uonornueckas uucrora: - O6uiee uncno gpoxakeil U nnecHeBbIX rpuboB /Microbiological purity: - total yeasts and
moulds count
He 6onee 100 KOE/r
Not more than 100 CFU/g PesynbTat/Resulf:
CootsetcreyeT/Satisfactory
KommeHTapuit/Comment: <10 CFU/g

Mukpo6uonoruyeckas uucrora: - Escherichia coli 8 1 r IMicrobiological purity: - Escherichia coli in 1g
OTtcyTcTayeT
Absent PesynsTat/Result:
Cooreetcreyet/Satisfactory
KommeHTtapuit/Comment: verified by: K.Czerepak

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakdw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/; 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceptudpukat No/Certificate No: 40472478

teva

Ceptudukar aHanusa
Certificate of analysis

DanHbim noaTEEPXAAI0, UTO MHOPMALMA, YNOMSHYTas Bbille, ayTeHTUYHAas U TouHas. [JaHHas cepusl npogykTa Gbina
npoaHanuavpoBaHa B NOIHOM COOTBETCTBUU ¢ TpebGoBaHuamu GMP 1 3aperMcTpupoBaHHONR cneuwdmvkaumein MMNopTUpYIoL el
CTpaHbl. PesynbTaTbl @Hanusos COOTBETCTBYIOT 3aperncTpupoBaHHoi cneuudukaum.

I hereby certify that above mentioned information is authentic and accurate. This batch of product has been tested in full
compliance with the cGMP requirements of the local Regulatory Authority and with the registered specification of the importing
country. The testing results were reviewed and found to be in compliance with the registered specification.

Ono6peHo/Approved by: Agnieszka Makowiec
Kpakor, pata, spemsa/Krakdw, on: 13.03.2020, 09:44:09

[aHHbIN AOKYMEHT UMEET 3NEKTPOHHbLIE NOANKUCH.
This document was electronically approved, handwritten signature is not required.

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakdw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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