teva

y BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUOIKAT AKOCTI CEPIT IIKAPCBKOrO 3ACOBY

Name of product/Hazga NpoayxTy Ezopram, film-coated tablets 20 mg Ne30 {Ne10x3) in blisterstaonpaM,
(strength, dosage form, package size and Ta0neTRM, BKPUTI NaisKoBolo 06010HKOI N0 20 Mr Ne3O (Ne10x3) g
type/ no3yBanms, NKapcbka dhopma, bnictepax -

pPO3Mmip i TN YaKoBKM)

Composition/ Crnan Escitalopram oxalate equivalent to 20 mg Escitalopram/ Ecumanonpamy

OKCanaty eksiBaNeHTHO 20 Mr ecumTasonpamy
Manufacturing country/ KpaiHa Bupo6Hmk Actavis LTD, Malta/AxTasic ATA, MarbTa

Importing country/ I-{pa'fHa-imnopTep Ukraine/ Ykpaina

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

Batch number/ Homep cepii 134511 N
Batch size/ Po3mip cepif 3,531 Packs/ynakosok

Date of man ufacture/Jata BUpOGHMLTBA 03.2023

Expiry date/ Crpok NnpuAaTHOCTI 02.2026 i

Name, address and authorization number Actavis Ltd, BLB 01 2, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN
of manufacturing site/ Ha3ssa, agpeca i 3000, Malta/AkTagic NTA, BLBO1S, BLBO16, ByaeGen IHAacTpian 6yanHok,

HOMeD Ailensii Bupo6HMyo AINbHUL M. 3eWTyH, ZTN 3000, ManbTa
MLOO1
Tests/MoKasHMKHK Specifications/Hopmu Results/Pesynbrary
1. Description/Omc White, oval, biconvex, film coateg tablets, with ‘E’ Complies / Bignosigae

engraved on one face, a score on the other face and
side scores/ Bini, oanby; » ABOAKOONYK A TabneTky,
BKDUTI naiBkoBoio 060NOHKOIW, 3 MApKYBaHHAM «E» 3
OAHIET CTOPOHMY, PO3NOAINBHO0 PUCKOKD 3 iHWOT Ta no
obuaea 6ok

2. Identification/ IReHTUDikaLiA The retention time of escitatopram peak in the Complies / Bianoeigac
- Escitalopram (test A)/ Ecuntancnpam chromatogram of the Assay Preparation corresponds to

(Tect A) that in the chromatogram of the Standard Preparation,

HPLC/BEPX as obtained in the Assay/Ha XpoMaTorpami

AoChiamyBaHoro PO3YMHY, OTpUMaHiT NPy KinbKicHOMy
BU3HAYEHHI eCunTanonpama, yac YTPrMyBaHHA Niky
ecyUTanonpamy noBUHHG CNIBNajaTi 3 yacom
YTPUMYBaHHA niky ecunTanonpamy Ha Xpomarorpami
PO34MHY CTaHAapTHOrO 3paska eCuUTanoONpama

- Escitalopram (test B)/Ecumranonpam The UV spectrum of escitalopram peak in the Complies / Bignosinac
(Tecr B) chromatogram of the Assay Preparation corresponds to
HPLC-DAD/BEPX-DAD that in the chromatogram of the Standard Preparation,

as obtained in the Assay/Ha YO-cnektpi ni
eCcynTanonpamy Ha Xpomarorpami gocnigxysarorg
PO3YMHY NOBMHEH BiANOBiAaTH niky ecuuTanonpamy Ha
XPOMaTorpami posumny CTaHAapTHOro 3pasxy

Titanium dioxide‘f.qioucw,q TUTaHy? An orange to red colour appears/ YTBOpIOETLCR Big | Not performed/ He
NOMAPAHYEBOro A0 YepBOHOrG 3abapeneHHs NpoBoaMBCA
3. Dissolution?/ PO3YMHeHHA? NLT 80% (Q+5%) after 30 minutes/ He menwe 80% Mean/Cep,: 99.8%
Hepes 30 xs Min/Min.: 98.4%
Max/Makc.: 101.0%
4. Average mass/ Cepegna maca 352,3 - 389,3 mg/Bia 352,3 mr po 389,3 mr 368.05 mg/mr
5. Uniformity of dosage Complies with Ph, Eyr. (2.9.40)/Nosynro BiANoBigaTy AV: 1 .3==
: : B1MOram €sp.dapm. (2.9.40) ZoNHA  «
units/QanopiaticTs AO3YBaHHA < . Ay
6. Subdivision of tablets®/ Rinenns Complies with Ph, Eur./ MosuHHo BianosinaTis 7 B 1%
TabneTky3 BUMOram €ep.dapm. o Y . < »
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7. Related substances?®/ CynytHi aomiuku?

- SCTRCB?/SCTRCBS NMT 0,2%/He Ginbwe 0,2% <0,1%

- Oxo-impurity®/0X05 NMT 0,3%/He 6invwe 0,3% <0.1%

- SCP-Il impurity’/SCP-1I gomimxa’ NMT 0,2%/He 6invwe 0,7% Not detected/ He
BUABAEHO

- Amide impurity®/ lomiwka amigy?® NMT 0,2%/He 6innwe 0,2% <0.1%

- lmpurity H%/ Aomiwka H? NMT 0,2%/He 6inblue §,2% <0.1%

- Each unknown related substance/Koxxa | NMT 0,2%/He 6insine 0,2% <0.1%

HeigeHThdikoBaHa Aomiluxa

- Total impurities/Cyma BOMiLLIOK NMT 0,7%/He 6inbwe 0,7% <0.1%

8. Assay/KinbKicHe BuzHayeHHs 93% - 105% (19 - 21 mg/ M) 99.32%

19.86 mg/mr

9. Microbial quality®/

Total aerobic microbial count: NMT 10%/g

Not performed

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

- Escherichia coli: Absent/ g

Mikpob6iosoriyHa dmuctoTa®

B npenapari AONYCKAETCA 3aranbHa KinbKicTh He nposoamacs

KUTTEINATHUX a€POBHUX MIKPOOPraHismis

10° Gaxrepiit i He Ginbe 102 rpvbis B 1 r.

E.colin1r,

: He binbwe
BigcyTHicTs

* These limits require updating in the light of experience acquired after the first 10 prod
testing/ fAlkuo ana ogHai yu 6inbwe tabnetok Tect HE33Z0BUIbBHMM, TO HacTYNH! TaBneTki NOBMHHI 6yTK MPOKOHTPOALOBAHI

sianosigHo €9 2.9.3,

POBOAATL Ha nepuikx 3-x cepigx,
uction batches and current Stability

* Carried out on the 1 Omg, 15mg and 20mg tablets only/TporoguTteea Tinbku ANA TabneTok 3 JoayBaHHAM - 10 Mr, 20 mr, 15 pr
* These limits require updating in the light of experience acquired after the first 10 Production batches and current stability

testing/Mexi moxyTs Gyt fepecraanyTi yepes 10 au

3 4-[{4-Dimethylaminu}-1-(4-flunrophenyl)*1-{hydruxybutyl}-}(hydrnxymethyl] benzonitrile
8 1-[3-(Dimethy[amino}pmpyl]-1-(4-fluuruphenyl}-3-om—1 ,3-dihydro-5-isobenzofuran carbonit

" Oxalate salt of S(+) 1-[3(amino}propyl] 1-{(4-fluoro phenyl}1, 3-dihydr

®S{+) 1-[3- (Dimethylamino}propyl]-1 -{4—flunr0phenyl}-1,3-dihydru-5-isnbenzufurancarbamide
¥ {3-[1-RS}-5-yiaHo-1- (4-propenin-1, B-Awri,qpo-z-ﬁenzocbypand -in]-N, N-aumetuanponan-1-amita N—oxcua)

 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 HepyTuHHbLIA, Nposogate Ha nepuwmnx 3-x cepinx, a noTim Ha KOXHTK 10-11. [posoAaTL He merwe Him 1 pPas Ha pix.

The batch meets the requirements of
NeUA/7029/01/04.

QCM for MA NeUA/7029/01/04/ Cepia B

POGHMYMX Cepilt | oHoBNeNi AaHi cTabinpHocti

rile

u-5-isnbenzofurancarbonitﬁle

iAnosifgae sumoram MKS ac Pn

| hereby certify that the above information is authentic and accy rate. This batch of product has been manufactured,

including packaging/labelling and quality control at the above mention

requirements of the {ocal Regulatory Authority and with the specifications in the

Importing country. The batch processing,

compliance with GMP/

A 33aBnA10, WO HaBegeHa BUlle iHpopmauja ¢ ACCTOBIPHOIO Ta TOYHOLO. Lin cepin
YNAKOBKY | KOHTPOAb AKOCTI Ha 33a3HaqeHin Buuwe BUMPOBHUYIL AAARU (pinaHKax), B noswHij BiAnoBigHocTi 3
BUMoramm GMP micuesoro PEFYNI0040r0 opraMy T1a cneundikadyji PeecTtpayiiinoro

ed site in full compliance with the GMP

Marketing Authorization of the

packaging and analysis records were reviewed and found to be in

6yna BUICTOBAREHA, BKAKOYAoUM

MocaipyenHi KpaiHn-imnoprepa.

HTROIO AKOCT] Byam PO3TNAHYTI | BU3HAH] 8i4NOBIAHNMYM BUMOram GMP,

Miarotosneno/ Compiled by: Tihana Zalig 3aTBepameHo/ Iss @- Dy: Rachelle Van Hooren

...............

Pata/Date: 10.05.2023 e
M’,‘--s e

Teva Pharmaceutical Ind ustries Ltd.

Hata/ Date:

YnoBHOBaMeHa ocoba/ Qualified Person

Actavis Ltd. BLB 016, Bulebel industrial Estate, Zejtun ZTN 3000, Malta | inforalta
Company No C2867 | VAT No MT 11360007 | (+356) 21 693 533




Cepist nikapcrkoro 3acoby Ne 134511 Kinskicte Bresenorg TKapehkoro 3acoby 3531

Bupo6uuk

BBeseno g Ykpainy

(HaﬁMEHyBaHHH Ta kox 3a €JIPTIOY IOPHIMYHOT 0co by abo
0co0y - MANpyemMy, i MICLIE Mposup

[Iporokon BI3yaJibHoro KOHTposro Bin 14.06.2023 Ne 1808/5,

BCTaHOBEHD, O mikapcekuij 3aCi6  BBeseyo
0 3abe3neyeqny AKOCTI Jlikapcekpx 3acofis,

Ipuna HAJTAMAP

(igitiany g Mpi3BHLIe)
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