teva

BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIT IKAPCBKOIO 3ACOBY

Name of product/Hazsa npogyxry
(strength, dosage farm, package size and
type/ go3yeanHA, Nikapcbka hopma,
po3Mip 1 TUN yMaKoBKK)

6nicrepax

Ezopram, film-coated tablets 20 mg Ne30 (Nei 0x3)_1’h bliste'rleabnpaM,
Tabnevku, BKPUTI naiskoBolo 06GosiaHKO0 Mo 20 Mr Ne30 (Ne10x3) B

Composition/ Crnag

oKcanaty exkeisaseHTHo 20 Mr ecuMTatonpamy

Escitalopram oxalate equivalent to 20 mg Escitalopfaml Ecuymranonpamy

Manufacturing country/ KpaiHa BMpo6HMK

Actavis LTD, Malta/Axrasic ATA, MansTa

Importing country/ Kpaina-iMmnoprep

Ukraine/ YxpaiHa

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

Batch number/Homep cepii 160651

Batch size / Poamip cepii 5,220 packs/ynakoeox
Date of manufacture/fara BMpoBuMUTBa 07.2024

Expiry date/ Crpok npvaatHocTi 06.2027

Name, address and authorization number
of manufacturing site/ Ha3ga, agpeca i
Homep AiueHsii BupoSHUYoT AinbHML

M. 3edlityd, ZTN 3000, Mansta
_MLOOA

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
Malta/Axrasic JITA, BLBO15, BLBO16, byne6en Inaactpian Gy arHoK,

Tests/Moka3HWMKU

Specifications/Hopmu

Results/PesyabraTh

1. Description/Onmc

White, oval, biconvex, film coated tablets, with *E’
engraved on one face, a score an the other face and
side scores/ Bini; oanbHi, ABoAKoONYKAT TAGNETKM,
BKPHTI (1IBKOB0I0 0BOACHKOIO, 3 MApPKYBaHHAM «E» 3
OAHi€l €TOPoHK, PO3N0AIABHO PHMCKOI 3 HWOT Ta No
obyaea GoKW ’

Complies / Bignosigae

2. |dentification/lgeHTndixauia

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

HPLC/BEPX

Titanium dioxide!/ iokeug Triany!

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 xpomartorpami
AOC/IAKYBAHOIO PO3YMHY, OTPMMAHIN NP KINEKICHOMY
BH3HAYEHH] ecLUTANONPama, Yac YTPUMYBaHHA MKy
ECLMTANoNPaMy NOBMHHO CNIBNAAATH 3 YacOM
YTPUMYBaHHA NIKy eclMTanonpamy Ha Xpomarorpami
POa4MHY CTAHAEPTHOrO 3pasKa ecuMTanonpama

The UY 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®-cniekrpi nik
ecuMTanonpamy Ha xpoMmarorpami ZocAigmysaHoro
pO34MHY NOBMHEH BIANOBIAATH NIKY ECUMTANONPAMY Ha
Xpomatorpami posyuHy craHgapTHOro 3pasky

An orange to red colour appears/YTBOpoeTeca Big
noMapaH4yeBoro 4o 4epeoHoro 3a6apsicHKA

Complies / Bignosigae

Complies / Bignosigae

Not performed/He
NpoBogHBRCA

3. Dissolution?/Po3aunHeHHs?

NLT 80% {Q+5%) after 30 minutes/ He mentwe 80%
yepes 30 xB

Mean/Cep.: 101.7%
Min/Min.: 100.1%
Max/Marc.: 104.7%

4. Average mass/CepegHa maca

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

370.45 mg/mr

3. Uniformity of dosage
units/OguopigricTb fo3yBaHHA

Complies with Ph. Eur. (2.9.40)/MosuHHo Bianceinath
BumMoram Esp.Dapm. (2.9.40)

AY: 4,02
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6. Subdivision of tablets®/ inenus
TaBnevku’

Complies with Ph. Eur./ MNoBkrHHO Bignoeigath
Bumoram Eep. Qapm,

Complies / Bignoeigae

7. Related substancest/ CynyTtHi gomiwkmé

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

- Oxo-impuritys/OX08 NMT 0,3%/He 6iabwe 0,3% <0.1%

- SCP-Il impurity?/SCP-1l fomituxa’ NMT 0,2%/He 6iabwe 0,2% Not detected / He
_ BMABAEHO

- Amide impurity®/ Aomiwka amigy® NMT 0,2%/He Ginbwe 0,2% Not detected / He

_ BUABNEHD

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

- Each unknown related substance/KowHa | NMT 0,2%/He Gianwe 0,2% <0.1%

HeiaenTMdiKaRaHa AoMillKa _

- Total impu rities/Cyma aomilok NMT 0,7%/He 6incwe 0,7% <0.1%

8, Assay/KinekicHe BM3HaveHHA 95% - 105% (19 - 21 mg/mr) 101.09%

20.22 mg/mr

8. Microbial quality'®/

Total aerobic microbial count: NMT 103/g

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

- Escherichia coli: Absent/g

Not performed

MikpoSionorivba umcroTa'®

B npenaparti gonycKAETCA 3aranbHa KinbkicTs
MUTTEIAATHHX aepobHUX MiKpoopraHiamis: He bisbwe
10* Baxrepiit § He Binswe 102 rpuéis 5 1 r. BigcyTHicTs
E.coliB1r.

He npoeoguecs

! Not routinely performed. Tested on the first three production batches/Tect HepyTMHHKUA. (POBOAATL Ha NepwHxX 3-x
cepiax,

! These limits require updating in the light of experience acquired after the first 10 production batches and current
stability - testing/ fkwio AnA oaHOT 4m Ginbwe TaBAETOK TeCT HEIAAOBINGHWE, TO HACTYNHI TABAGTHM TOBMHHI 6yTH
NpoKoHTpoALoBaHi BignosigHo €& 2.9.3.

? Carried out on the 10mg, 15mg and 20mg tablets only/TpoBoANTECA TinbkK ANA TABASTOK 3 [O3yEAHHEAM - 10 Mr;. 20 mr,
15.mr

4 These limits require updating. in the light of experience acquired after the first 10 production batches and current
stability testing/Mexi moxtyTe Byt nepecrasHyti uepes 10 BUPoBHKMUMX cepiii | CHOBAEHI AaHi craBinsHocTi

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

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

" Oxalate salt of S(+} 1-[3{amino)propyl] 1-(4-fluoro phenyt)1,3-dihydro-5-isocbenzofurancarbonitrile.

85(+) 1-[3-(Dimethylamino)propyl}-1-(4-fluorophenyl)-1,3-dihydra-5-isobenzofurancarbamide

? (3-[1-RS)-5-yiarHo-1-(4-dropdenin)-1,3-gurigpo-2-Genzodypan-1-in}-N,N-gumeTnanponan-1 -amina N—GHesA)

' 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 HepyTHHHLIA. [POBOAATE HA NEPUMX 3-X cepiax;. a MOTiM Ha KOMHINA 10-i, flpoogaTh He
MEHILE HiX 1 pa3 Ha piK.

The batch meets the requirements of QCM for MA NeUIA/7029/01/04/ Cepis signosigae Brmoras MKA Ao PN NeUAZ7029/01/04;

I 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 couritry. The batch processing,
packaging and analysis recards were reviewed and found to be in compliance with GMB/

Al 3aRBNAW, WO HaBeAeHA evlle indopmalina € focTosipHole Ta TouHo. Lin cepia Byna BUFOTOBAEHA, BRAIOYAIONH ynakoBry 1
KOHTROAL AKOCTI Ha 3aaHaqeriit Buwle BupobHWIIA. ainaHUl (AinAHKaX), B NosHil BigNoBigHOCTI 3 BUMOramu GMP micuesoro
Perynwiaioro opray Ta cneundirawii Peectpauiittore MocalgdeHHi Kpainu-imnoptepa. MpoTokonuM BUPQBLEETERSS
HOHTPO/10 ARCCTE GyNW PO3rAAHYTI | BUSHAHI BIANOBIAHWMI BUMDram GMP. ,

NigroTosneto/ Compiled by: Tihana Zalig

Jata/Date: 19.09.2024 o

Aara/ Date; ' :
¥YnoeHoBarkeHna ocoba/ Qualy

Teva Pharrnaceutical industries Ltd. SRR o
Actavis Ltd. BLB 016, Bulebel Industrial Estate. Z&itun ZTN 3000; Malts | infamaltamtavabharm eom | Wi teva.mi
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JAEPIKABHA CJIIYXEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHM Y KHIBCBKIA OBJIACTI

npos. Ceitnuunoi Hagii, 3, m.Kuie, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHMCHOBOK
PO AKICTH BEE3EHOro B YKpainy JTiKapchKOro 3acody

28.10.2024 Ne 53891/24/10

E30IPAM o
(nativenysauns nikapcoKoro 3aco0y 3rimH0 3 peccrpauiiitmum TOCEiJYEHHIM)
TalNeTKn, BKPHTI IIiBKOBOI0 0G00HK0I0, 110 20 Mr5 mo 10 Tabgerok y buaicrepi; mo 3
OnicTepn B nauni xapTouuiii
(thopma BunycKy, HO3YBAHMS, BUJ| NAKYDARHA HiKAPCHKOrO 3acofy)

Howmep peccrpauifinoro nociguenns UA/7029/01/04 crpox aif peecrpauiiinoro mocsinuenns 01.01.2099

‘Cepis nixapcrkoro sacoby Ne 160651 KinexicTs sBeseroro mikapesxoro sacoby 5220
‘BupoBrnk Axrasic JITI, Mansta _
(nafiserypania BUPOGHHKA NiKAPCHROTO 3ac0y, KpalHa TIOXO0IAKCHHA)
Brezeno B Vipaiuy ToBapucTBO 3 00MexeH 010 BigToOBiNANBHICTIO " Tepa Yxpaina", inenr.
xom: 34770471

(nadimenysanus Ta kox 3a CIPTIOY 1opuanunct ocoGu abo fIpissuing, iM', 1o Gatekoni diznunot
ocolu - mianpuemog, i Micue npoXyuBaHHs T4 peccTpaLiHnKii HOMep 00AIKOBO! KAPTKY. [IATHHKE
nofaTkin afo eepi T2 HOMED NACHOPTA)

ITpoToxon. Bisyaneroro konrpomo sig 21.10.2024 N 3219/1.

34 pesyNsTATAMHM JIEPHABHOrO KOHTDONIO BCTZHOBNEHO, MO MIKAPCEKM 3aci6 BiedeHo B Vipdiny =
OJOTPHMAHHAM BHMOT 3aKOHGAABCTBA ILONO 3a0e3MeyeHHs 1KoGT iKapchKEX 3acobip.

% : @«2}/ Biktop CTEGKIBCEKH
*._‘5_/_____'____

ol
(fianucy (irinianst Ta npissuie)
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