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BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTH®I

KAT AKOCTI CEPIT NIKAPCBKOIO 3ACOBY

Name of product/Haaea npoaykry
(strength, dosage form, package size and
type/ Ao3yBaHHA, AiKapcbKa hopma,
po3mip i TMn ynakoekM)

Ne30 (N210x3) B 6aicTepax

Ezopram, film-coated tablets 10 mg Ne30 (Na10x3) in
blisters/Ezonpam, TabneTtkH, BKpMTI NAiBKoBO 060510HKOW, No 10 Mr

Composition/ Cxaag

OKCanary exkBiBafeHTHO 10 Mr ecUMTAAOTPaMY

Escitalopram oxalate equivalent to 10 mg Escitalopram/ Ecymranonpamy

Manufacturing country/ KpafHa B1MpoBHMK

Actavis LTD, Malta/Axrasic ATA, MaabTta

Importing country/ KpaiHa-imnoprep Ukraine/Ykpaina

MA number/ Homep PN UA/7029/01/02
Batch number/Homep cepil 166964

Batch size/ Poamip cepfi 8195 packs/ynakosok
Date of manufacture/flata BupoBHULTEA 01/2025

Expiry date/ CTpok npmaaTHocTi 12/2027

Name, address and authorization number
of manufacturing site/ Hazsa, agpeca i
Homep nileH3ii BMPOBHWYOT AinbHyui

M. 3eiTyH, ZTN 3000, ManbTa
MLOO1

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
Malta/Axrasic /ITA, BLBO15, BLBO16, Byne6en ingactpian 6yamHOK,

Tests/ TNokasHUKK

Specifications/ flonycrtyumi HopmU

Results/Pesyabrati

1. Description/Onuc

White, aval, biconvex, film coated tablets, with ‘E’
engraved on one face, a score on the other face and
side scores/bBini, oBanbHi, gBOAKOONYKAT TABAETKM,
BKPWTI NAIBKOBOW 0600HKDID, 3 MAPKYBaHHAM «E» 3
oAHiEl CTOPOHM, po3NOAIALHOI0 PUCKO 3 THWOT Ta no
06uaBa GOKK

Complies / BiartoBigae

2. ldentification/1geqTudirania

- Escitalopram (test A)/Ecumranonpam
(tect A)

HPLC/BEPX

- Escitalopram {test B)/Ecumranonpam
(tect B)
HPLC-DAD/BEPX-DAD

Titanium dioxide!/ Aiokcug tHTany’

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 xpomaTtorpami
BOCNIAMYBEHOro Po3unHy, OTPMMAHIN NPH KinbKiCHOMY
BW3HAYEHH] ecumTanonpama, Yac YTPUMYBaHHS Niky
ecuMTanonpamy ROBMHHO CRiENagaTH 3 yacom
YTPMMYBaHHA NiKY eCUMTAN0npaMy Ha Xpomarorpami
PO3YMHY CTAHAAPTHOMO 3pazKka ecyuTaAcnpama

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®-cnektpi nik
ecuMTanonpaMy Ha Xxpomatorpami AoChigKyBaAHOrO
PO3YMHY NOBMHEH BRIANOBIAATH MiKY eCcUMTanonpamy Ha
Xpomarorpami po34YuHy CTaHAaPTHOMO 3pasKky

An orange to red colour appears/Y¥TBOPIOETHCA Big
NoMapaH4Yesoro A0 YEPEOHOro 3a6apBAeHHA

Complies / Bianosigae

Complies / Bignosipae

Not performed/He
NpoBOAMBCA

3. Dissolution?/Pa3umHeHHs?

NLT 80% (Q+5%) after 30 minutes/He menwe 80% sa
30 xa

Mean/cep.: 98.3%
Min/miH.: 97.2%
Max/makc,: 99.9%

4. Average mass/CepegHa maca

176,1 - 194,7 mg/071 176,1 Mr oo 194,7 mr

184.10mg/mr

5. Uniformity of dosage
units/OAHOPIAHICTL A03YBAKHA

Complies with Ph. Eur, {2.9.40)/MNoerHHC Bignosigath
ermoram €sp.Gapm. (2.9.40)

AV: 3.36

6. Subdivision of tablets3/ fjineHua
TabneTkm?

Complies with Ph. Eur,/ MloeuHHo signosigati
Bumoram €ep.dapm.

Complies / Binnosiaae

7. Related substances*/CynyTHi gomiuxm®
- SCTRCBS/SCTRCBS

- Oxo-impurity®/0X08
Teva Pharmaceutical Industries Ltd.

NMT 0,2%/He 6Ginbwe 0,2%
NMT 0,3%/He 6inbwe 0,3%

<0.1%
<0.1%

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTM 3000, Malta | infomalta@tevapharm.com ] www.teva.mt

Company No C2867 | VAT No MT 11360007 |

(+356) 21693 533

P14

4. an # 7

73.04.




ey

- SCP-1l impurity?/SCP-Il gomiwka’ NMT 0,2%/He 6inbwe 0,2% Not detected / He BMABAEHO
- Amide impurity®/ Jomika amigy® NMT 0,2%/He &inewe 0,2% Not detected / He BuABAEHO
- Impurity H¥/ fomiwxa H® NMT 0,2%/He Gincwe 0,2% 0.12
- Each unknown related substance/KoxHa NMT 0,2%/He Ginswe 0,2% <0.1%
HeigeHTHdiKoBaHa AOMILLKa
- Total impurities/Cyma gomiiuok NMT 0,7%/He Gincwe 0,7% 0.12%
8. Assay/KinexicHe BmaHayeHHs 95% - 105% (9,5 - 10,5 ma/mr) 98.45%
9.8mg

9. Microbial quality'/

Total aerobic microbial count: NMT 103/g <10 CFU/g

Total combined yeasts/motilds count: NMT 10%/g < 10 CFU/g

- Escherichia coli: Absent/g Absent
MikpoBionoriyHa uncroTal® B npenapati AonycKaETCA 3araNbHa KiNbKicTs < 10 RKYO/r

WHTTE3AATHUX aepoBHUX MiKpoopraHiamis: He Binbiie < 10 KYO/r

10? 6akTepiil i He Ginbwe 102 rpuGis B 1 r. BigcyTHicTs BiacyTHi

E.colis1r,

! Not routinely performed. Tested on the first three production batches/Tect HEPYTUHHWIA. [poROAATL Ha nepwMx 3-X
cepisx.

? If one or more tablets fail this requirement, further tablets should be tested as per Ph.Eur.2.9.3/ AKwo ana ogHoi uM
6inblue TAaBAETOK TECT HE3aA0BIAbHUMA, TO HACTYOHI TABAGTKM NOBHHHI BYTH AIPOKOHTpONLORAHT BIANOBiAHO €0 2.9.3

3 Carried out on the 10mg, 15mg and 20mg tablets only/fpoBOAWTLCA TiNkKM 41A TAGNETOK 3 A03YBRHHAM - 10 Mr, 20 mr,
15 mr.

* These limits require updating in the light of experience acquired after the first 10 production batches and current
stability testing/Memi mowyTk Byt nepecraaHyTi uepes 10 BMPoGHUUMX cepiii | oHosneHi gan! cTaBinbHocTi

5 4-[{4-Dimethylamino)-1 -(4-fluorophenyl)-1-(hydroxybutyl)-3-(hydroxymethyl) benzonitrile

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

" Oxalate salt of S{+) 1-[3{aming)propyl] 1-(4-fluoro phenyl)1,3-dihydro-5-isobenzofurancarbonitrile

8 S(+) 1-[3-(Dimethylamino)propylj-1 -{4-fluorophenyl)-1,3-dihydro-5-isobenzofurancarbamide

® (3-[1-RS)-5-niaHo-1-(4-hTopdenin)-1 13-aurigpo-2-Gedsodypad-1-in]-N,N-aumetmanponan-1-amita N—~okcua)

'% 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 HepyTHHHbIA. MPOBOAATL Ha NEPWIMX 3-X cepisx, a NOTiM Ha KoWHi 10-/. MposogaTs He
MeHwe Hix 1 pas Ha pik.

The batch meets the requirements of QCM for MA NeUA/7029/01/02/Cepia signosigac Bumoram MKA Ao PR
Ne LA/7029/01/02.

| 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 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/

Al 3afdBnAao, Wo HaseaeHa sulle iHbopmauia € JOCToBIPHOM Ta ToUHo. s cepia Gyna BurotosneHa,
BKAOYAOUM YNAKOBKY | KOHTPO/Ib AKOCTI Ha 3a3HayeHiil BuLLe BUpOBHUUIN giaaHu) (ainankax), 8 NOsHIK
8iANOBIAHOCTI 3 BUMOramm GMP micuesoro peryniolodoro opraHy Ta cneumdikauii Peectpauiiitoro
MocsiguenHi Kpaiuw-imnoprepa, poTokonW BMPOBHULTBA, YNakOBKM Ta KOHTPOAKD AKOCTI Gyaw
po3rAaxyTi i BU3HaHi BianosigHumMK BUmoram GMP,

Nigrotoeneno/ Compiled by: Katarina Milanovic

[lata/Date: 22.01.2025

Teva Pharmaceutical Industries Ltd.
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AEPIKABHA CJIVIKBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIU OBJACTI

nipos. Ceitnuunoi Hanil, 3, m.Kuis, 02099, ten/dhaxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOIo B YKpaiHy JikapchKoro 3acoly

21.02.2025 Ne 6467/25/10

E30IIPAM

(uafimenynanna nikapenkoro 3acofy 3rifHo 3 peceTpauiiitiim moeRiAIeHHIM)
TabJeTKy, BKPUTI IL1iBKOEOI0 060a01K010, H0 10 Mr; mo 10 rabuerox y 6sicTepi; no 3
fJiicTepn B HAUNi KapToHHiik

(bopma pHMycky, HO3yRAHHA, BIA AAKYBAHHS JIKAPCLKOTO 3ac00Y)

Howmep peectpauiiinoro nocsimuenns UA/7029/01/02 crpok pit peectpauiiinoro nocsizuenns 01.01.2099

Cepis nikapcsxoro sacoby Ne 166964 Kinbkicrs seesenoro nikaperkoro sacoby 8195
Bupobmuk Axraeic JITH, Mankta
(uaiiMenyBpanna BHPOGHIKA HKAPCLKOTO 38C00Y, Kpaila NOXOMKEHHS)
Baeseno B Ykpainy ToBapucTeo 3 00meskenolo BignoeinansHictio "Tesa Ykpaina", inenrt.
wox: 34770471

(naitmenysanus Ta koa 3a CAPTIQY toprmasol ecobu abo ripiseyue, ix's, no Garbxosi iznuHoT
ocofu - nianpremus, If Micue npospanus Ta peecrpauiitnuii nomep 0GnikoOBOT KAPTKH MIATHIKA
nogaTkiz abo cepis Ta Homep nacnopTa)

Tporoxen BizyansHoro koaTpomo sig 14.02,2025 N 0445/5,

3a pesynbraramu JEpKaBHOTO KOHTPONIO BCTAHORNEHO, MO JNikapchbkuit 3aci6 Bmeseso B Ykpainy 3
AOTPHMAHHAM BUMOT 3aKOHOAABCTBA MO0 3a6e3neueHHs AKocTi AikapchKux 3acodis,
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