JAEP)KABHA CJIYKEA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
| HAPKOTHKAMM Y KHiBCBKIN OBJIACTI

npocrexT Banepis Jlo6aHoscekoro, 51, . KuiB, 03110, Ten/daxc: (044) 363-06-50
4 E-mail: dis.ko@dls. gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK |
PO sIKiCTH BBe3eHOro B YKpainy JIKapChKOro 3aco0y
i 16.06.2023 Ne 27797/23/10
E30IIPAM
(HaliMEeHyBaHHA NTiKapcEkOro 3aco0y 3riiHO 3 peecTpamiiauM MOCBIT4EHHAM )
Ta0JeTKM, BKPHTI IIIBKOBOIO 06os10HK0¥0, 110 10 Mmr;

no 10 Tabaerox y Gaicrepi; mo 3
ﬁJ]iCTEEH B mauii KapTOHHIi

(¢opma Bunycky, fo3yBanus, BuL TIaKyBaHH JIKAPCBKOTO 3ac06y)

Homep peectpauiiinoro nocsiguenns UA/7029/01/02 CTpOK Jii peectpauiitHoro noceinyenns 01.01.2099
Cepis nikapcbkoro 3aco6y Ne 134002

KimbkicTs BBE3eHOrO NTikKapchkoro 3acoby 5934
Bupobunk

AKkragic JIT]], ManbTta

(HafMeHYBaHHA BUPOGHHUKA MIKAPCHKOro 3acoby, Kpaiua MOXO/UKEHHA)
Beeseno B Ykpainy

ToBapucTBoO 3 06MeskeHOIO BIANOBIiJAJbHICTIO
xoa: 34770471

(HaliMenyBauHs Ta xon 3a cJP
0co0Ou - mianpuemus, i miciy

"TeBa Ykpaina", inenr.

[TOY 1opumanoi oco6u abo MPi3BHILE, iM'A, 10 6aThKOB hisuaHOL

© MPO3KUBAHAA Ta peecTpalliiituit HoMep 061iKOBOT KapTKH IUIaTHUKA
oaaTkie abo cepis Ta Homep IacropTa)

IlpoToxon Bisyannnoro kourposio iz 14.06.2023 N 1808/6.

» 1O JIKapchkui - 3aci6 BBeseHO B YKpaiHy 3
AOTPHMAHHAM Bumor 3aKOHOJIaBCTBA 100 3a0€3MEYEHHS SKOCTI JIKapChLKUX 3aco0iB.

Ipuna ITAJIAMAP _‘

(riiansc)

(Imiuianu Ta npizeume)
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPI{ AIKAPCBKOIO 3ACOBY

| Name of product/Hasea npoayxry
{strength, dosage form, package size and
type/ AoayBaHHA, nikapcbka dopma,
PO3MIP | THO YNRKOBKM)

Ne30 (Ne10x3) B GnicTepax

£zopram, film-coated tablets 10 mg Ne30 (Ne10x3) in
blisters/Ezonpam, TabaeTku, BKpUTI nniskonoic 06010HKOKS, 1o 10 mr

: Composition/ Cknan

ORCAAATY eKBIBANEHTHO 10 mr ecuTanonpamy

Escitalopram oxalate equivalent to 10 mg Escitalopram/ Ecuuranonpamy

Manufacturing country/ Kpaiva BUDOGHUK

Actavis LTD, Malta/AxTasic ATA, Masbra

importing country/ Kpaiha-imnoprep Ukraine/Yxpaina
MA number/ Homep PI1 UA/7029/01/02
- | Batch nymber/Homep cepii 134002
Batch size/ Poamip cepfi 5934 packs/ynaKoBoK
Date of manufacture/flata eupoShuursa | 04/2023
Expiry date/ Ctpok npugarHocTi 0372026

Name, address and authorization number
of manufacturing site/ Hasea, agpeca i
HOMED AfueH3il aMpotHUyol AginbHu

M, 3eatyH, ZTN 3000, MansTa
MLOO1

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
Malta/Axrasic ITA, BLEBO15, BLBO16, ByaeGen lHaacTpian ByanHok,

Tests/ MoxkasHuKK

Specifications/ JonycTumi Hopmm

Results/PesyabTatu

1. Description/Onuc

White, oval, biconvex, film coated tablets, with ‘F’
engraved on one face, a score on the other face and
side scores/binl, osaneHi, Asoakgonykni TAbNETHN,
BKPUTE NAIBKOBOIC OB0AOHKOW, 3 MAPKYBaHHAM «E~ 3
OAHIET CTOPOHW, POINOATALHOK PUCKDIO 3 THWIOT Ta No
cbrgsa 6oum

Complies / Bignosinae

2, ldentification/igenTudikayis
- Escitatopram {test A)/EcuMTanonpam

(tect A)
HPLC/BEPX

- Escitalopram (test B)/Ecumranonpam

(tect B)
HPLC-DAD/BEPX-DAD

Titanium dioxide'/ Aiokcuva Turamy!

| chromatogram of the Assay Preparation corresponds to

The retention time of escitalopram peak in the

that in the chromatogram of the Standard Preparation,
as obtained in the Assay/Ha xpomatorpami
AOCNIAHYBAHOTO POIUMAY, OTPUMANHIA npw KinbKicHOMY
BU3HaYveHHI eCUMTaIoNpama, Hac YTPUMYBAHHA AiKy
ecymnranonpamy NOBHMHHO CNIBRAAATH 3 YACOM
YTPHMYBAHHA Niky eCyMTanonpamy Ha xpomatorpami
POIUUHY CTAHAARTHOTO 3paika ecuMTaNonpama

The UV spectrum of escitalopram peak in the
chromatogram of the Assay Preparation corresponds to
that in the chromatogram of the Standard Preparation,
as obtained in the Assay/Ha Y®-cnexTpi nik
ECMTanonpamy Ha XpoMarorpami ZoCaKyBaHOro
Pa3uuHy nosuHeH sianosigaTu niky ecyrTanonpamy Ha
XpOMATOrpami PO3UMHY CTAHAAPTHOrO apasky

An orange to red colour appears/YTaoploEThes 8ig
NOMapaHYesoro 4o YEPROHOro 3afapse/ieHHn

Complies / Bianosigae

Complies / Bianosinae

Not performed/He
NPosOANBCA

3. Dissotution?/Poaunrennn?

NLT 80% {Q+5%) after 30 minutes/He menwe 80% 2a
30 x8

Mean/cep.; 99.6%
Min/min.: 97.9%
Max/maxc,: 101.6%

4, Average mass/CepesnHn maca

176,1 - 194,7 mg/O71 176,1 mr Ac 194,7 mr

183.30mg/ mr

S. Uniformity of desage
units/OaKopIAHICTD AO3yBaHKHR

Complies with Ph. Eur. (2,9.40)/NosuHHe sinnosigatu
BUMOram €8p.Dapm. (2.9.40)

3.6

6. Subdivision of tablets*/Jineunn
‘Tabnerkuy?

Complies with Ph. Eur./ MNoaruto signosigaTy
BHMOram €ap.dapm.

Complies / Bignoeiaae

7. Related substances*/CynyTri pomitxu®
- SCTRCB*/SCTRCB®
- Oxo-impurity®/0X0¢

Teva Pharmaceutical Industries Ltd.

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtua ZTN 3000, Malta N

Company No C2867 | VAT No MT 11360007

e il

NHA &

NMT 0,2%/He 6Ginowe 0,2% A4

NMT 0, 3%/He 6invwre §,3%

[ {(+356) 21693 533

<0.1%
<0.1%
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- SCP-Il impurity?/SCP-H aomivika’

- Amide impurity®/ Aomiuika amigy®

« Impurity H%/ Aombwka H°

- Each unknown related substance/Kowna
HeigenTndikoBaHa fgomiuixa

NMT 0,2%/He 6inbwe 0,2%
NMT 0,2%/He Ginswe 0,2%
NMT 0,2%/He Ginbitie 0,2%
NMT 0,2%/He Ginbiue 0,2%

Not detectect / He auApaeHo
Not detected / He suneaeHD
Q.1%

Not detected / ne suasneHs

MUTTEIRATHUX AEPIBHUX MIKPOOPraHiImis: He Ginblue
10° Gaxrepiii i he Gimbwe 102 rpubie B 1 r. BiacyTHicTb

E.coliptr.

- Total impurities/Cyma gomiwox NMT 0, 7%/He Sinsiue 0,7% <0.1%
8. Assay/KinbKicHe BuaHa eHHA 95% - 105% (9,5 - 10,5 mg/mr) 98.27%
> 5 9.83mg
9. Microbial quality'/
I Total aerobic microbial count: NMT 10%/g Not performed e
Total combined yeasts/moulds count: NMT 10%/g
- - Escherichia coli: Absent/g
MikpobionoriyHa yncroral® B npenapari gonycxaetca 3aransHa KinbkicTs He nposoanicA

' Not routinely performed. Tested on the first three

cepisx,

production batches/Tecr HepyTHHHNIA, fIpoROAATL Ha NepLEsax 3-x

LIf one or more tablets fail this requirement, further tablets should be tested as per Ph.Eur.2.9.3/ Axuio gna oArtoi yu

6lnbwe Tabnertok TecT He3aaoBiNbHMY,

70 HAaCTYNHI TabAeTHM NOBMHHI BYTH NPOXoHTPOALOBaH] BianosigHe €0 2.9.3

) Carried out on the 10mg, 13mg and 20mg tablets only/MNposomTecA TiAbKK ANA Ta6aeToK 3 AczypanHam + 10 mMr, 20 mr,

15 mar,

* These Uimits require updating in the light of experience acquired after the first 10 production batches and current
stability testing/Mexi moxyTb 6yTH nepecr syt uepes 10 eupobHitiMx cepin T oHoaneHi pani crabinoHocr

> 4-[{4-Dimethylamino)- 1-(4-fluorephenyl)-1-{ hydroxybutyl)-3- (hydroxymethyl) benzonitrile

| +{3-(Dimethylaminojpropylj-1-{4-fluorophenyl)-3-oxc-1 »3-dihydro-S-isobenzofuran carbonitrile

' Oxalate salt of $(+) 1-[3{amino)propyl] 1-(4-fluoro phenyl}1,3-dihydro-

5-iscbenzofurancarbonitrile

# 5(+} 1-[3-(Dimethylaminojpropyl]-1 -(4-fluarophenyl)-1,3-dihydro-5-isobenzofurancarbamide

? (3<[1-RS)-5-uiano-1-{4-droptbenin)-1 13-anriapo-2-6enzocypan-1-ia)-N,N
on the first 3 production batches and then on every 10th batch, This test #s carried

0 Not routinely performed. Tested

-AnmMeTunnponan-1-amina N~ oxcug)

out at least once a year/ Tecr HepyTuHHbIt. NposoaaTh Ha nepumx 3-x cepinx, a nOYim wa kownii 10-i1. NpoBoAATL He

MeRrwWwe HiX 1 paa Ha pik,

The batch meets the requirements of QCM for MA ReUA/7029/017/02/Cepin Bignosigac sumoram MK aAc P

Ne UA/7029/01/Q2.

| 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 in ful)
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorization of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP/

fl 33881710, WO HaBeAeH] Bulie iHPopmaLin € ACCTOBIPHOK Ta TouHow. Us cepis Gyna BUroToBAEHa,
BR/TIOHAIOYM YNAKOBKY | KOHTPOAL AKOCTI M3 33a3HaueHIH BULLE BUPOBHHYIN AlAAHui (finAHKax), B noBHil
BIANOBIAHOCTI 3 Bumoramm GMP micyesoro PEryAloI04oro opfady ra cneuwndirauii PeectpayifiMoro
Mocsiguenki KpaiHu-imnoprepa. Mpotokoau BUPOGHMLTES, YNaxkQBKW Ta KOHTROAK AKOCTI Bynu
PO3rNARYTI | BU3HAHI BIANOBIGHUMK BUMOTaM GMP.

Nigroroeneno/ Compiled by: Michela Psaila dateepaxena/ Issued by, Gahrielle Vella Brincat

7 Q) . )
" Datd/ Date: fli/éi?g /20

MM Psaule
Aara/Date: (i 105 *'EOL)

YnoaHoeameHa ccoba/ Qualified Person

Teva Pharmaceuticai Industries Ltd.

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com |

Company No C2867 | VAT No MT 11360007 | (+#356) 21693 533




