tevQ

Ceptudukar coorsercraus

Certificate of Compliance

Authorization Number/PerucrpaunonHoin Ne
138/0018/15

GMP Certificate Number/Ne cepTudukata GMP

IWZJ.4056.11.2017. MG.1, WTC/0018_01_01/237
GIF-IW-400/0018_01_03/04/200117
IWZJ.405.11.2017.MG.3, WTC/0018_01_02/239

Ceptudukar Ne: 80184276
Certificate No:
MNpogykT: @uHnencuH petapa TabneTku
Product: nponoHruposaHHoro gencreus, 400 mr x 50
wT
FINLEPSIN RETARD TAB.PR. 400MG 50 RU
WMnopTupylowas cTpana: Poccus
Importing country: Russian Fed.
PeructpaumoHHoe yaoCTOBEPEHKE: M N015417/01
MA;
Ne cepum Ganka: 14043620
Batch No (Bulk):
Ne cepuu roToBoro npoaykra: 16080720
Batch Ne (Finished product):
Ne cepun A®C 19A20999
(MpownasoguTens):
Batch No API (Manufacturer):
Ne cepun ADC: 190965353
Batch No API:
Mpounssogutens APC: Arevipharma GmbH
API| manufacturer name:
Agpec npoussoguTtens ADC: Meissner Strasse 35
API manufacturer address: 364159
01445
Radebeul
Germany
YnakoBaHHOE KONUYecTso Ans 6.840,000 WUT

MMr‘IOpTprI'OLLteﬁ CTpaHbl [LLIT].'
Quantity packed for importing country:

Cpok rogHocTI:

®eBpank 2023

Expiry date: February 2023
HaTta npoussopcTsa; 17 deBpans 2020
Date of manufacture: 17 February 2020

ﬂaHHb!ﬁ AOKYMEHT UMeeT 3NeKTpOoHHbIe Nognucu.
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

.ol
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, |2th Business Section of the National Court Register; Registration number: KRS 0000070048; NIP /Taxpayer 1D
number/: 951-15-88-683; Regon /Statistical ID number/ 0122303 11: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceprudpukar Ne: 80184276

b Ad Cerificate Number:
te 14 0

Ceptudoukar COOTBEeTCTBUA

Certificate of Compliance

Authonization Number/PeructpayuoHHbIA No GMP Certificate Number/Ne ceprudukara GMP
138/0018/15 IWZJ.406.11.2017.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_02/233

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

YnakoBLuk: ul.Mogilska 80, 31-546 Krakdéw, Poland
BPS: Teva Operations Poland, Krakéw

MecTto npoBeneHun aHanuaa: ul.Mogilska 80, 31-546 Krakow, Poland
BTS: Teva Operations Poland, Krakéw
Bbinyckatowmii KOHTponb KadecTsa: ul.Mogilska 80, 31-546 Krakow, Poland
BRS: Teva Operations Poland, Krakéw

KapTtoHHas nauka: 70064601

Box:

Qonbra: 70060306

Foil:

WHCTPYKUMA No MeAULIMHCKOMY 70064391

NpUMeHeHUIo:

Leaflet:

AaHHbIM NoaTBEPXKAAI0, YTO UHCHOPMAaLMS, YNOMSAHYTas BbILE, ayTEHTUYHAR 1 TouHas. [JaHHas
cepusa npogykra Obina npovnsseneHa, BKKYAA NPOLECCH YNAKOBKA U KOHTPONA Ka4yecTea, B
NONHOM COooTBETCTBWM C TpeBoBaHuAMM GMP v cneuudukaLmein UMNOPTVPYIOLWEH CTpaHbI.
3anucy npoueccoB NPOU3BOACTBEA, YNAKOBKA U aHann3a HaxoAATcs B cooTseTcTeumn ¢ 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.

CepMH BbinyuwleHa AnAa peanusauun.
The batch is released for sale.

MoaTeepxAeHO YNONHOMOYEHHbLIM NULoM: Anna Jachewicz-Jakubowicz
Approved by QP:
Kpakos, geHb: 20.03.2020, 08:51:59

Krakéw,on:

,ﬂaHHbiﬁ AOKYMEHT UMEET INEKTPOHHbIE NoanucK.
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 faclory and office: ul. Mogilska 80,31-546 Krakow 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 fTaxpayer ID
number/: 951-15-88-683: Regon /Statistical 1D number/ 012230311: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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teva

Ceptudukar aHanusa
~ Certificate of analysis

. Ceprudmkar Ne/Certificate No: 80184276
_NMpoaykt/Name of product: ®uHnencuH petapg TabneTku
NPONCOHrMPOBaHHOro AeicTeus, 400 Mr x 50
wr
FINLEPSIN RETARD TAB.PR. 400MG 50 RU
Kopa maTepuanal/Material code: 10009736
Ne cepuu/Batch number: 16080720
Ne cepuu 6anka/Bulk batch number: 14043620

Kop, cneundukaunn u cTparbi-umnopTtepa/

Specification code & importing country: SDII002241/14 Russia

fata npounssogacreal/Date of manufacture: 17 ®espank 2020/ 17 February 2020
Cpoxk rogHocTu/Expiry date: ®espanb 2023 / February 2023

Vlﬂ.qaaunyénguau y'naxoaxa ICorrectness of individual packaging
TabneTku ynakosaHs! B GniucTepbl 13 Genoii Henpoapayxoi MNBX/MBAX/AnMUHKEBoR dhonbri, no 10 TaBNeToK B Kaxasli
Bnucrep n no 5 Gnuctepos (50 WT) B KAPTOHHYIO NAYKy BMECTE C WHCTPYKLMER NO MPUMEHEHMIO.

Tablets are packed in blisters made of white, opague PVC/PVDC/Parchment/Al foil, 10 tablets in each blister and next 5 blisters

(50 pieces) into printed carton box with a leaflet.
: PesynvTat/Result:

CootseTtctyet/Satisfactory

AaHHbIM noaTBEPKAal, YTO MHEOPMALMA, YNOMAHYTAs BbilLe, ayTEHTHYHAR M TOuHaR. [aHHas cepus NpoaykTa Gbina
NpoaHanu3upoBaHa B NOSTHOM COOTBETCTEMUM C TpeGosanusmu GMP 1 3aperucTpupoBaxHoI cneurdukaLreli MMNOPTUPYIOLEN
CTpakbl. Pe3ynsTaTkl aHanu3oB COOTBETCTRYIOT 3aPeriCTPMPOBEHHON CneunduKkaLmm.

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.

OpobpeHo/Approved by: Anna Jachewicz-Jakubowicz
Kpakos, aata, Bpems/Krakow, on: 20.03.2020, 08:51:59

JaHHbIA QOKYMEHT UMEET 3NEKTPOHHbLIE NOANUCH.,
This document was electronically approved, handwritten signature is not required.

Teva Operations Poland sp. z 0.0.
Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakow tel.: +48 [2 617 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 /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical [D number/ 012230311 BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceptudpukat Ne/Certificate No: 40472201

teva

Ceptudukar aHanusa
Certificate of analysis

PacTBopenue akTuBHOro BewecTea - Yposers 1 (ana 6 tabnerok) Yepea 15 MuHyT ans kamxnoii ta6nertku: 10-30% or
3anBneHHoro konuvectea /Dissolution of active substance - Level | (for 6 tablets) After 15 minutes for each tablet: 10-30%
of declared content
COrnacHo cneuwcprkaymm
according to specification Peaynerat/Result:
CoorseTcreyet/Satisfactory
KommenTapuin/Comment: 21;18;18;19;12;12;A=17

PacreopeHue akTuBHOro BeulecTea — YpoBekb 1 (ans 6 tabnerok) Yepes 90 muryT nns Kaxnaoit Tabnerku: 45 - 85% ot
3anBneHHoro Konu4yecrtea /Dissolution of active substance - Level | (for 6 tablets) After 90 minutes for each tablet: 45-65%
of declared content
cornacHo cneuudpukaummn
according to specification Peaynetat/Result:
CooteetcTayert/Satisfactory

KommeHTapuit/Comment: 56,56:55;53:54,53,A=55

Pacrsopenue akTueHoro seulectsa — YposeHs 1 (ana 6 Tabnerok) Yepes 210 MUHYT ANA KaXaoi Tabnetku: He Mexee 70 %
OT 3asiBnNeHHoro konuvectsa /Dissolution of active substance - Level | (for 6 tablets) After 210 minutes for each tablet: not
less 70% of declared content
cornacHo cneuvdukaumum
according to specification PesyneTtat/Result;
CootseTcTeyet/Satisfactory
KommenTtapuin/Comment: 81;83;82;81;82;82;A=82

Xpomartorpacgpuyeckasn yucrora (BG)KX) - Kapééﬁéaenuua anokeupn, /Chromatographic purity (HPLC): - Carbamazepine
epoxide

BepxHuit npeaen: 0.2 %
Upper limit: 0.2% PeaynbTat/Result:
00%/0.0%
KommeHTapuin/Comment: ND

Xpomarorpadgmyeckan qucrota (BIXX) - Akpnaon [Chromatographic purity (HPLC): - Acridone
BepxHuit npepen: 0.2%
Upper limit: 0.2% PeaynbTat/Result:
0.0%/0.0%
KommeHnTapuit/Comment: ND

Xpomarorpacpmyeckan YucroTa (B3XKX) - Akpupun /Chromatographic purity (HPLC): - Acridine
Bepxuuit npegen: 0.2%
Upper limit: 0.2% PeaynbTat/Result:
00%/0.0%

KommenTapwit/Comment: ND

Teva Operations Poland sp. z 0.0,

ul. Emili{ 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,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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Ceprudpukar Neo/Certificate No: 40472201

teva

Ceprudmkar aHanusa
Certificate of analysis

Xpomatorpaduueckas ynctora (BIXKX) - 9-meTHNakpuaux /Chromatographic purity (HPLC): - 9-methylacridine
Bepxuui npepen: 0.2 %
Upper limit: 0.2% Peaynbrat/Result:
0.0%/0.0%
KommenTapuit/Comment: <QL

Xpomarorpacbuyeckan uuctora (BIXKX) - UMuHOCTHNLEEH IChromatographic purity (HPLC): - Iminostilben
Bepxuwuii npegen: 0.2%
Upper limit: 0.2% Peaynstat/Result:
00%/00%
KommenTtapuit/Comment: ND

Xpomarorpathuyeckan yucrora (BIXKX) - egunnunan HeMABHTU(PMUMPOBAHHANA NPUMECH IChromatographic purity (HPLC):
- single unknown impurity
BepxHui npegen: 0.2 %
Upper limit: 02% PesyneTat/Result:
01%/0.1%
KommeHTapuin/Comment: 0.05

XpomaTtorpacduyeckan yucrora (BIXX) - cymma HemaeHTUDMUMPOBAHHbIX npumecei /Chromatographic purity (HPLC): -
Total unknown Impurities
Bepxnwit npegen: 0.5%
Upper limit: 0.5% PesynwTart/Result:
01%/01%
KommeHTapui/Comment: 0.07

Xpomarorpadguyeckas YucToTa {B3XX) - cymma MABHTU(IMLMPOBAHHBIX M HEeWAeHTU(PULMPOBaHHLIX NpUMecel
/Chromatographic purity (HPLC): - total known and unknown impurities
BepxHuit npepen: 0.5 %
Upper limit: 0.5% Pesynerar/Result:
01%/0.1%

KommeHTapuit/Comment: 0.07

KonuuecteenHoe onpepenexmne kap6amasenuHa B onHoW Tabnerke (BAXX) /Assay of carbamazepine in 1 tablet
HuwxkHuit npegen:  380.0 BepxHuit npegen:  420.0
Lower imit:  380.0 Upper limit:  420.0 Pesynerat/Result:
409.0 / 409.0

KonuuecresenHoe onpegenenne kap6amasenuHa (8 % oTr aas]aneunoro konuuecrea) /Assay of carbamazepine { in % of

dec/ared content)
HwxHuid npegen: 95.0 % BepxHuit npegen:  105.0 %
Lower limit: 95.0% Upper limit: ~ 105.0 % PeayneTat/Result;

102.3%/102.3 %

Teva Operations Poland sp. z 0.0.

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

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,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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Ceprudbukar Neo/Certificate No: 40472201

teva

Ceptudukar aHanusa
Certificate of analysis

HAaHHeim nogreepxaalo, 4To MHChOPMAaLWA, YNOMAHYTas BbILLE, ayTeHTUYHaA U TouHas. [laHHas cepus npoaykra beina
npoaHanusMposaHa B MONHOM COOTBETCTBWN ¢ TpeBoraHuaMu GMP u 3aperucTpupoBaHHoi cneumdbukaumei MNopTUpYIoLY el
CTpaHbl. Pe3ynbTaThl aHanu3os CoOTBETCTBYIOT 3aperucTpuposasHon cneuucukayum.

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 Reguiatory 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.

OnobpeHo/Approved by: Agnieszka Makowiec
Kpakos, nara, spems/Krakéw, on: 06.03.2020, 13:43:45

AaHHblit 4OKYMEHT MMEET aNeKTPOHHLIE NoanuCy.
This document was electronically approved, handwritten signature is not required,

Teva Operations Poland sp. z o.0.

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

Mailing address of the Cracow faclory 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 Count Register;Registration number: KRS 0000070048; NIP /Taxpayer [D
number/: 951-15-88-683; Regon /Statistical 1D number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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CepTudhukar ananusa
Certificate of analysis

Ceprudomkar Ne/Certificate No: 40472201

Mpopykt/Name of product: ®uHnencuH petapa TabneTku
NPONOHrUpoOBaHHoro gercteuns, 400 Mr, BAJTK
FINLEPSIN 400 RETARD TABLETS 400MG

Kon matepuana/Material code: 80012432
Ne cepuw/Batch number: 14043620
Ne cepwu 6anka/Bulk batch number: 14043620

Koa cneuvdmkaumm v crpambl-umnoprepa/
Specification code & importing country: SDII002241/14

flata npoussoacrea/Date of manufacture: 17 ®esparnb 2020 / 17 February 2020
Cpok roaHocTW Expiry date: ®eepans 2021 / February 2021

Onucanve /General requirements
Ot 6enoro Ao XenToBaToro UseTa, Okpyrnbie Nnockue TabneTku B hopMe NUCTa KNeBepa co CKOLIEHHBIMI KDAsMM, G

KPecToo6pasHeIMM NUHUAMK pasnoma Ha oBenx cTOpoHax W 4-Ms 3apyGkamu Ha 6OKOBOW NOBEPXHOCTH, C MAAKON NOBEPXHOCTbIO,

HenoBpeXaAeHHLIMU KpasMu n OOHOPOAHLIM BHELWHWM BUAOM

White to yellowish, round, flat, cloverleaf shaped tablets with bevelled edge, double-sided cross break mark, 4 notches on the band,

with smooth surfaces, undamaged edges and uniform appearance,
Pesynbtat/Result:
CootseTctayet/Satisfactory
KommeHTapuit/Comment: verified by PMigala

NoanvHHoCTL Kap6amasenuna - B3XX lidentification of carbamazepine - HPLC
Cootsercteyer cranaapty
Corresponds to the standard Pesynbrat/Result;
Cootsercrayet/Salisfactory

MoanuuHOCTL Kapbamazenuna — Y®-cnekrpocboromerpun (Identification of carbamazepine - UV
CooTeeTcTayer craHaapTy
Corresponds to the standard Pesynetart/Result;
CoortseTcTayer/Satisfactory

Cpepntsn macca rabnetku (600,0 £ 2%) /A verage mass of tablets (600,0 mg +/-2%)
HwxiHuit npegen:  588.0 Bepxuuit npegen:  612.0
Lower limit:  588.0 Upper limit:  612.0 PesynwTat/Result:
599.1 /599.1

OTknoHeHuns ot cpegHeit Macchl {Uniformity of tablets weight

He Bonee uem 2 oTnuuaercs ot cpearein macckl Gonee Yem Ha 5 % u Hu OAHOW He oTnudvaeTcs Bonee yem Ha 10 %

Not more than 2 individual weights deviate from average weight by more than 5% and none deviates more than 10%
PesyneTat/Result:
Cooteerctayet/Satisfactory

KommenTapuit/Comment: L=581.8;H=608.2

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 1D number/ 0122303 11: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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