CEPTMOIKAT SIKOCTI No: 3230613 Lotk
—_— v Lok
CERTIFICATE OF QUALITY
HadmMeHyBaHHA npoay kUil Uunpanexs, TaGneTsy, BEpuTi nniskoBoi oSonoHke, ne 10 mr
Produet: Cipralex® film-coated tablets 10 mg
Kpaina noxogwexHn (Country of origin); Radis {Denmark)
P Nz (Mo. of registration certificate): UAETE0M1/01
Bug Ta poimip ynakoekw (Packing type and size): 2 BnicTepw no 14 TaGnetow y kopobul (blisters, 2 x 14 tablets)
Homep EudraGMP (No. from EudraGMP): DK H 10000681
Cepin (Batch no.): 2785631
Oara surotroenendn (Manufacturing date): 09.2023
Tepmid npupatHocTi (Expiry date): 09.2026
KinexicT: (Quantity): 35511 ynawosox (packages)
TecT: Peaynsrarwu: Kputepii signosigrocTi
Test: Results: Requirements:
JonmiwHR pUrnaag; Bignosigac Tabnetiy, sepuTi nniaccao ofonoHig,
oRaNLHOT dapru (8 x 5.5 mm), Ginoro
Descriphon KONbOPY, ABCONYKN, MAPKOBAHI HAEKCAMIA
Conforms dE» Ta alo CUMBTPHYHO BIAHOCHD PHCKA.
TabGnetsa Moxe GyTH NOALNEHA HA ABI piaHi
wacTimnd. White, ilm-coaled tablals, oval (8 x
5.5 mm). convex, scored, marked “E” and "L”
symmaetrically around the score. Tablet could
be divided inla two edqual pars
lpeHTAdbikauia;

Identification:
Ecuywtanonpamy okcanat

Escitalopram oxalate ) )

BEPX: Bignoaigac ARL = 0.2 v nopiaHanM 3 CTaHABPTOM
HPLC: Conforms AR, s 0.2 complies with standard
Enweemn H-cnexrpockonia:; Bigrosigac Bianoeinac cranpapry

MiR: Complies Complies with standard

OAHopIAKICTE A0I0EAHMY OAMHHLE:
Uniformity of Dosage Units

OAHOPAHICTE BMICTY: Bignosigae Bignoeinac rapMoHIIoBaHoMy maTogy EMd,
CLA

Content Uniformity: Conforms Complias with harm.-Ph Eur/USP

JHaveHHs signoaigsocTi

Acceptance Value: 4.3 5150

Kinpkicue suanasenna, BEPX,

wr Lu 26-054/1ab.: 9.5 mr = 10,5 mr

Assay, HPLC, mg Lu 26-054Mablel: 2.9 9.5mp-10.5mg

Mpoaykm poaknagy, % akTHBHOID

PRI EHTY:

Degradation products, HPLC,
Area¥s of active ingradient:
Lu 14-017: =01
Below quantification limit/
Humeae sesi arurascinie
Lu 28-215:; 502
Below quantification limit/
Hskue seHh BUIHLUCHHN

Luw 28-075: .1 £0.2
Lu 11-305: s0.1
Below quanuficasion limit!
Husrue e RHOIMAYCHNE
Hesinome (koxHe): Bignosinac 20
Unknpamns (each): Conforms
¥ ChOre QomMiLLIoK:
Degradation Products in Tolal 0.1 0.5
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CEPTHUDIKAT AKOCTI Ne: 3230613
CERTIFICATE OF QUALITY

HaaMEeHYBAHHA Npoayruii

Product:

Kpaina noxogwennn (Country of origin):
PN Me (No. of registration certificate):

Bug Ta paamip ynakoaks (Packing type and size):

Homep EudraGMP (No. from EudraGMP):
Cepin (Batch no.):

Hata aurotoenexun (Manufacturing date):
Tepmin npuaatHoecTi (Expiry date):
KinekicTe: (Quantity):

| el

._._tlhw::a_rl. LS

l

Uunpaneke, TaBAeTKW, BEPWTI NRigkoBow 0BONOHKO, no 10 wmr
Cipralex” film-coated tablets 10 mg

Oawia (Denmark)
UABTE0/01/01

DK H 10000681
2785631
09.2023
09.2026

2 Bnicrepd no 14 Tabnerok y kopoGui (blisters, 2 ¥ 14 tablets)

35 511 ynaropox (packages)

R

TacT:
Test:

FoauuHeHHR:
Dissolution,
% Dissclved after 30 min,

Mind Mis
Max/ make:
AveragelCepenHin:

Mikpationoriena wuctoTa:
Microbiological quality:

PeayneTaTw:
Results:

87
103
1M

He npopoauaca/Mot performed

KpuTepil BignoBiaHOCTI
Regquirements:

Q=80% (g 3aABAeHOT KINLKOCTI), wepes 30
XBUNHH. BUkoHyIoTeCR KpuTepil @, CLUA,
TecT BUEOHYIOTBHCA B MEXAX eTany 2.
Q=80%

TAMC=10? aepobnmx Gaktepindl r npenapary,
TYMGCS107 rpubial r npenapaty, BigoyTHicTs
Esch. Coli 8 1 r npenapary, Bianosigae
rapmoHizopanomy setony (ED/D. CLUAY. Tecr
BHROHYCTHON NERIONWYHD, HE MEHWE, Hix gnA 1
capii B pik. Mose He GyTa npucyTHinm y
CepTdiKaTi RKOCTI NP BRNYCRY.

Complies with harm.- Ph, EurJUSP, The test
is carried out periodically. at least one batch a
year,

dnapd npd ceprafuage (Cetficalion statoment), Llaw B 3acsig=yeo, 1o saseloyd B POpMGELER ¢ JOCTON D Ta Tome. Lo copie npog yaagl Gyno
MAPSENAHD [ALNGAICNE NNy B AMADY B AHHAY TA APMGIIH0 KOHTRONG T FO0CT) Ha BELIDDNE T AR 1R QUi Y DOEWIR BIRCEgHOCT) 3 nasorame GMP,
DETRHIBNE AN MICUDS AW CORYNRTSHini S aM0M, 8 THnas B noE =0 10 Chea a0 MICTATREA | PRCCTRInyMRONY ROE6E M50 TORFORMA PLIBHI EBiiv -

niapoleiaca afc wpalvd — mnggrapa MpoTowony swpot

LTRE, Py

#TH

Hyno REpIAARYTE T BITEHOBNIHS BULNRoB AHICTE GNP

| herakry cartify thal tha abowe infonmation is autbantic and accurase, This bateh of produst (including AP1) has been manufactured, incuding pockaginglatailing and
cuakty condnol in Tl compliance with the GMP roquirements of the bocal Requlatory Authority and with the specificatipns in ho Markoting Authofisation of tha
imparting county of prodec] specifeabon file for irvesSgationa! Medicinal Products. The basch processing, packaging and analysis records ware reviowed and found

e bt i compharck with GMP

Bapowa (Manufacturer]; X ywglox ASC, Orrinianed 8, 2500 Basl, Oasin, e +45 3630 1311, guec 145 3530 1940 (H Lundbeck AE, Otbliave; B, 2500 Valby,

Denmiark)
Howep mgenail sepolerca; (WA Mol 102857

Dara (Dama): 27 nucTonana 23

Migmiag [Signatura):

H. Lundbeck A/S

TR —

fata va nig s ynows oot oo :flmrljrn-t copil X, MywnGes AC, Konewran, O
QP delegale sulborsing the balch relesse: Ola Benglaser [0n Lewrcossd
H. Lureieck AFS, Copsdrthagen, Danmark

Addbonal eTarks [ JoAaTe0e SaynaearmE
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