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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTHUDIKAT AKOCTI CEPIi NIKAPCbKOTO 3ACOBY

Name of product/Hazea npogyxry
(strength, dosage form, package size and
type/ AosysaHHA, Aikapcbka dopma,
PO3Mip 1 TMN YMAKOBKMK)

6nicTepax

Ezopram, film-coated tablets 20 mg Ne30 (Ne10x3) in blisters/Ezonpam,
TabneTkM, BKpUTI NAiiBKOBOIO 06010HKOW no 20 Mr Ne30 (Ne10x3) B

Composition/ Cknag

oKCasaTy exkBiBasieHTHO 20 MIr ecyMTaioNpamy

Escitalopram oxalate equivalent to 20 mg Escitalopram/ Ecumranonpamy

Manufacturing country/ Kpalha enpo6Huk

Actavis LTD, Malta/Akrasic ATA, ManbTa

Importing country/ KpaiHa-imnoprtep

Ukraine/ Yxpaida

MA number/ Homep PN UA/7029/01/04

Batch number/Homep cepii 160651

Batch size/ Poamip cepii 5,220 packs/ynakosox
Date of manufacture/ara BMpobHMUTEA 07.2024

Expiry date/ Crpok npugatHocTi 06.2027

Name, address and authorization number
of manufacturing site/ Hassa, agpeca i
Homep AiyeHsii BupobHUYMOT ATABHML

M. 3efTyH, ZTN 3000, Mansta
MLOO1

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
Malta/Arragic JITA, BLBO15, BLBO16, Byne6en Ingactpian Gyamhox,

Tests/NoKasHUKM

Specifications/Hopmu

Results/PesynbraTh

1. Description/Onuc

White, oval, biconvex, film coated tablets, with ‘E’
engraved on one face, a score on the other face and
side scores/ Bini, opanbHi, gpoakoonykai TabneTky,
BKPMTI nAiBKOBOIO 0GONOHKOIO, 3 MApKyBaHHAM «E» 3
OJHiEl €TOPOHKM, PO3NOAIABHON PUCKOW 3 THWGT Ta No
obviasa GoOKK )

Complies / Bignosigae

2. |dentification/laenTndixauia

- Escitalopram (test A)/Ecumtasonpam
(Tect A}

HPLC/BEPX

- Escitaloprarn (test B)/Ecumrasionpam
(recr B)
HPLC-DAD/BEPX-DAD

Titanium dioxide!/ Aiokcug tvrany!

The retention time 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 xpomarorpami
AOC/TAKYBAHOrC PO3UMHY, OTPUMAHIN NPM KiAbKiCHOMY
BU3HaYeHHI ecupTanonpama, Yac yTpUMyBaHHA Aiky
ECUMTaNnonpamMy MoOBMHHO CNIBNAZATH 3 YacoM
YTPHMYBAHHA NiKY ecLWTanonpaMy Ha Xpomarorpami
PO34MHY CTAHAEPTHOMG 3pasKa 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®-cnexrpi nik
CUMTANIORpamy Ha XPOMATOrpami ocNiamysaHoro
PO3YMHY NOBMHEH BIQNOBIAATH NiKy ecuMTaionpamy Ha
Xpomatorpami po3uMHy craHZapTHOro 3pasky

An ocrange ta red colour appears/YTeOpETRCA Big
NoMapaHyeBoro 4o YepBoHoro 3abapsaeHHA

Complies / Bignosigae

Complies / Bignosigae

Not performed/He
nNpoBoAHBCA

3. Dissolution?/PoauuHeHHs?

NLT 80% (Q+5%) after 30 minutes/ He meHwe 80%
yepes 30 xB

Mean/Cep.: 101.7%
Min/Min,: 100.1%
Max/Makc.: 104.7%

4, Average mass/CepegHa Maca

352,3 - 389,3 mg/Big 352,3 mr go 389,3 mr

370.45 mg/mr

5. Uniformity of dosage
units/OAHOpiAHICTL A03YBaHHA

Complies with Ph. Eur. (2.9.40}/TosuuHo signoeigaty
BumMoram €sp. ®apm. (2.9.40)

AV: 4,02

Teva Pharmaceutical Industries Ltd.
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6. Subdivision of tablets?/ flinenna
TabaeTku?

Complies with Ph, Eur./ MoeuHHo Bignoeigath
BUMOram Eap.Dapm,

Complies / Bignoeigae

7. Related substances/ CynytHi pomiuna?

- SCTRCB*/SCTRCB® NMT 0,2%/He 6inbiue 0,2% <0.1%

- Oxo-impuritys/OX0¢ NMT 0,3%/He 6inbwe 0,3% <Q.1%

- SCP-l impurity”/SCP-Il gomiwxka” NMT 0,2%/He 6Ginbtue 0,2% Not detected / He
BHABAEHO

- Amide imp urity®/ Aomiluka amigy® NMT 0,2%/He Ginbwe 0,2% Not detected / He
BUABASHO

- Impurity H%/ Jomiwka H? NMT 0,2%/He Ginbiue 0,2% <0.1%

- Each unknown related substance/Kownka | NMT 0,2%/He &inbwe 0,2% <0.1%

HeigentudikonaHa AoMitIKA

- Total impurities/Cyma aomituor NMT 0,7%/He 6inpwe 0,7% <0.1%

8. Assay/KinexicHe BMsHayeHHA 95% - 105% (19 - 21 mg/mi) 101.09%

20.22 mg/mr

9. Microbial quality'®/

Total aerobic microbial count: NMT 103/g

Total combined yeasts/moulds count: NMT 10%/g

- Escherichia coli; Absent/g

Not performed

Mixpo6ionorivHa uicroral®

B npenapari gonycKaeTca 3aranbHa KinbkicTh
MHMTTEIAATHHX aepoBHMX MiKpoapraHismis: He 6inbwe
10% Bakrepiit | He Ginbwe 102 rpubis & 1 r. BigcyTHicTb
E.coligir,

He npoeoauecs

Teva Pharmaceutical Industries Ltd. S @

! Not rautinely performed. Tested on the first three praduction batches/Tect nepyruuHmis. flpoBogaTh Ha nepumx 3-x
cepiax.

! These: limits require updating in the light of experience acquired after the first 10 production batches and current
stability testing/ flxkmo ana oaHoi um 6inbwe TaBheTok TeCT HEzaAOBINLHWIA, TO HAcTYNHI TABAETHM NOBMHHI 6YTH
npokoHTpoNLOBaHI BignosigHo €O 2,9.3.

* Carried out on the 10mg, 15mg and 20mg tablets only/TMpoBognTbcA TiNbKM AAA TABASTOK 3 AcayeaHHAM ~ 10 mr, 20 mr,
15mr

* These limits require updating in the light of experience acquired after the first 10 production batches and current
stability testing/Mewd monyTe 6yTH nepecraaHyTi wepea 10 BUpoBHWUMX cepiit | cHOBAEHT AaHi cTaBinsHocTi

5 4-[(4-Dimethylamino)-1-(4-fluorephenyl)-1-(hydroxybutyt)-3- (hydroxymethyl) benzonitrile

¢ 1-[3-(Dimethylamino)propyl]-1-(4-fluorophenyl)-3-oxo-1, 3-dihydro-5-isobenzofuran carbonitrile

7 Oxalate salt of S(+} 1-[3(amino)propyl] 1-(4-fluoro phenyl)1,3-dihydro-5-isobenzofurancarbonitrile

8 5(+) 1-[3-{Dimethylamino)propyl}-1-{4-fluorophenyl)-1,3-dihydro-5-isobenzefurancarbamide

? (3-[1-RS)-5-yiaro-1-(4-dropdenin)-1,3-aurigpo-2-6enzodypan-1-in]-N,N-gumetunnponas-1-amina N—oKes)

¥ Not routinely performed. Tested on the first 3 production batches and then on every 10th batch. This test is carried
out at least once a year/ TecT HepyTHHHEIA. [IPOBOAATE HA NEPWHX 3-X cepiax, a MOTIM Ha KowHIH 10-f. flpoRoanTb He
meHwe Hix 1 pa3 Ha piK.

The batch meets the requirements of QCM for MA NeUA/7029/01/04/ Cepin signosigac srmoram MKA ao PIT NeUA/7029/01/04,

| 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 full compliance with the GMP reguirements of the local
Regulatary 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/

Al 3aRBNAK, WO HABRARHA BYlle indopMalln e AocToBIpHOI Ta TOuHO0. LA cepin Byaa BMFOTOBARHA, BRAIOYAIONH ynaKoBRy |
KOHTPOAb AKOCTI Ha 3a3HaueHiit Brlle BUpoBHUYIR AinaHUl (AinsHKaxX), B nosHill BiANOBigHOCT 2 BUMOramu GMP micuesoro
peryalolaoro oprayy 1a cneundikauil Peectpauiiinoro NMoceiaueHHi kpainn-imnoprepa. MpoTokoau supoSHULTSS, YNaKoBKY Ta
KOHTROAI0 ARoCTi Byan po3raanyTi | suaHaHi BianosiagHYMMM BUMoram GiVIP,

Migrotoenero/ Compiled by: Tihana Zalig 3aTBepaero/ Issued by: Gab

Hiorma 2ol

[ata/Date: 19.09.2024 o

"1 9 SEP 2024

Aara/ Date:
YnoeHosamena ocoba/ Qualified Person
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