TMpenapar; MEJOTTPAM®, TabaeTky, BKpUTI TU1iBKOBOIO 06070HKOI0, 110 10 MP

JinbHuug BHIYCKY cepii:

apmauesTi Axanitim JlaGoparopiym Jlyieen b.B.
Jisrpag 30, [lyisen, 6921PJL, Hinepnanau

HBIT Ceprudikar Ne: NL/H 24/2052681
Jliuensis Homep: 4361 F

CEPTHU®IKAT SAIKOCTI

HomiKansHuit smicT: | Tabnerka micTiTh: ecuntanonpam (y BUrAAN] ecunTanonpaMy oxcanaty) 10 mMr

Vnakoska: o 10 Taénerok y Gaicrepi, no 3 Gnicrepu 'y KkapToHHi# kopoOui

Megnoxemi JITI (3aron AZ)
2 Mixaen Epakieoc Crpit, Axnoc
Aranacioc [naycrpiaibha 30Ha, AXHOC Aranacioc,
Jlimaccon, 4101, Kinp
HBIT Ceprudixar Ne: MEDAZ/2022/001

Jliuensis nomep: 032

Cepis No: 240325-004

Tlata upo6unursa: 03/2024

Posmip cepii: 1000000 taGnerok 33333 ynaxosok [punatHul no: 03/2026
TMoxyneus: «TOB «X®K «Biokon» Ykpaina
Peectpauifine nocsiguenns B Ykpaiui: UA/14937/01/02
IMoxasHUKH Bumoru cnetngikauil PesyabTaTi
Onuc Mafhke OuTi,  OBajbHi, IBOBHIYKJ TaGieTkH, pkpuTi TUTiBKOBOK | Bimmosinae
0GONORKOI, 3 [IMGOKOK JIHiEI0 PONOMY Ha BEPXHBOMY Gowi Ta | 93 MM
MapkyBaHHAM «A A» Ha HIXHbOMY Goui, moexuHa: 9,1 — 9,5 MM, g’; MM
2 MM
mupyHa: 6,2 — 6,6 MM, TOBIIMHA: 4,0 - 4.4 MM.
Poanaspauns He Ginswe 30 xB <2xs
TaepiicTb 80 —-150H 114 H
Cepeanst Maca 185,4 Mr +5 % (176,1 — 194,7 mr) 184,9 mr
TabnerkH
OxnopinnicTe Mack | V signosimsocTi go €sp.®. 2.9.5 D+=1,6%, D-=-1,3%
TabneTor
laenTudikanin 1. Yac yTpuMaHHS OCHOBHOTO THKY Ha xpomarorpami BRIpoOYyBaHoro Binnosinae
po3uYMHY MOBHHEH BilmoBinaty yacy yTpUMaHHA OCHOBHOrO nixy Ha
1 xpomarorpaMi cTaHAapPTHOTO PO3YHHY
2.V®-cnextp Bunpo6yBaHOro po3uHHy MOBHHEH BiANOBIZATH CIIEKTPY Bignosizae
CTAHOAPTHOTO PO3YMHY
Ineutndikauis coni | Yac yTpuMaHHs OCHOBHOIO MiKy Ha XpoMaTtorpami BUNIPOOYBAHOTO Bignosinae
oKcanaTis PO3uKHY NOBHHEH BiANOBIaTH 4acy YTPUMAHHS OCHOBHOIO MKy Ha
XpOMATOTpaMi CTaH/APTHOIO PO3UHMHY
Laentudikauisn [103MTHBHA peakiis - Binnosinae
THTARY JOKCHRY
Kinbkicue 95,0 — 105,0 % sin 3asBnexol KinbKOCTi ecuUTANONPAMY 99,9 %
BH3HAYEHHS v .
CynyThi foMiliku Tomimku 1 < 0,15 %, nomiwky 2 < 0,15 %, nomiwkn 3 < 0,15 %, <0,05 %
okpeMoi HesizoMol foMiluku < 0,15 %, cyma aomiitok < 0,50 % <0,05 %
0,08 %
<0,05%
0,08 %
OnuopinHicth V signosignocri no €8p.Q0. 2.9.40 L-3navenns 1,0
JA030BaHUX OAHHHIIbL
PosyuHenus He merme 80 (Q) % Bix 3assineHol kinbkocTi yepes 15 xB 98,0 %
MikpoGionoriuna 3araNbHa KUTbKICTh KHTTE3NATHHX aepoSHUX Mikpooprawismis B 1 r: ne | <10
4HCTOTa Ginbiwe 10° Gakrepilt Ta He Ginbute 102 rputis. Escherichia coli nosunni | <10
OyTH BigcyTHi B 1 . Binnosinae
Mogais Tabnerox + 15 %: n>29;+25 %: n= 30 Bianosinae
Biamosigae
Jomimka 4 (USP-D) | Nomimmku 4 £0,15 % He BusnieHo

Llum 4 3acaiauylo, Wo HaseAcHa BuLle iHdopMania € nocrosipHoo Ta Tounow. Lo cepiio npoaykuii Gyno BupobncHO (BKIOHAIOHH
NaKyBAHHA/MapKyBaHHs) Ta NPOBEAEHO KOHTPOAb ii AxOCTi Ha BHILIE3a3HAYCHIH AiMBHKLI Y MOBHIM Bianosiasocti 3 sumoramu GMP,
BCTAHOB/IEHHMH MICHEBHM PETYJISTOPHHM OPraHoM, & TaKOX BIIOOBIAHO KO crietnikanif, mo MicTaThes y peecrpauifinomy nocke abo
Toprosiif niuensii kpainn-supoGHIKa ab0 KpaiHu-iMIIOpTEpa, AKWO npoaykuiio iMnoprosako, a6o y nocse cnicumdikauiii Ha npenapar
ans gociimxysaioro fikapcekoro 3acoGy. ITpotokons BupoGHMITBA, NakyBaHHA Ta ananizis GyNno mepernisHyTO T4 BCTAHOR/IEHO
siznosignicts GMP.
Jlara: 07.08.2024
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MEROUHRRMIE

(GMP Coertificate ™oz L H 24 2052681
License number: 4361 F

Farmaceutisch Anahvtisch Laboratorium Daiven BV,
Dijhgraaf 300 Duiven, 6821 R, Metherlands

Batch release sie

Medochensiy LTD {Factony AZ)
2 Aichue! Erakleous Street, Agios

Athanassios Industria] Area, Agios Athanassios

CERTIFICATE OF ANALYSIY

PRODUICT: MEDOPRAM. film coated tablets 10my
Label Claim: Escitwlopram as Escitafoprang osalate {Umy per tiblet
Pack: 10 tabhiess in blister, 3 blistors in carton

Batch size: 1000D00 tablets 23

3% pucks

Customer: LTD CCPCT BIOCON" URRAINE
Rewistration certificate in Ukratne, LUV TIRI7 01 02

Limassol. HO1. Cyprus

GMP Certifioate No: MEDAZ 2022 001

License number: (032

SATUH NG 240325004

Mannf, Dages 03 2024
Fxp. Djte:

43 2026

Thickness: 4.0-4.4 mm

Description Offwhite. oval, biconvex comted tahlet with deep breaktine on Contormy
upper side, "A A™ inseription on fower side Tengthn 91 9.3 g ”ﬂmﬁ g
i
Width: 6.7 6.6 mm (‘-:4!171!?
4.2mm

Disintearation

-~ 30 minutey

- Fminutes

Tahlet hardness

0-130N

114N

Average welpht

(834 my +3 P (17611917 my)

18489 mg

Uniformity of weinht

Camplies with EP 2.9.5

D 16% D -13%

Identification

o The retention time peak in the chromstogrim obtained with
the test solution correspands o the retention time of the peak in
the reference solution,

Confurms

2 UV speetrum of the test solution corresponds to the spectrum

. . . Contorms
) of the reference solution,

fdentity of onalate salt The retention time peak in the chromaogram obtained with the

test solution corresponds 1o the retention tme of the peak in e | Contorns

reference solution.
Thanium dioside Positive e
N Conforms
identification
Assay 95,07 - 105,07 Jabel claim G897,

Impurity 1000150
frapurity 2 0.15%,

R

Q03

Refated substances Impurity 3 1L15%, (1L08%
Singhe unknows impurity - 0,15% LR
Total impuritivs - 0,50%, (LOB" o
Uniforminy of dosage units Comphes with £ 2,040 L-vathue 1.0
Dssolation BOLOY 0 alfter 13 minutes G8.0%,
Microhial conramimtion Total aerobic micrebial count Max 10 ¢ fu g G
Total combined yeusts mould count; Max 107 ¢.fo g 10
Foeofi> ahsent in 1y Conforms
Breakabilin "7 .1:::: “f 0. '?} ({"”‘P’?‘“‘_
PS8 - 30 Complivs

Impurily 4 (USP D

fmpurity 40 0,189

Not detegted

¢

Reports on production, pac}%gg i
/4

Qualified Personi......... A AL

1Y
I N.Antoniou

Hereby 1 confinm the above mentioned Information is complete and acevrate, The batch was manufactured (including
packing/narking) and inspected Tor quality in the gbove mentioned site in strict correspondence 1o GMP requirements, estoblished
by regulatory authorities snd also in secordance with specifications included into the Master File or trade Hicence of manufacturing
or importing country, if the products are imported, or in the Drug Master File for drug for an favestigation medicinal prodaet,

W findlyses were reviewed and the correspondence with GMP established.

Dt 07.08.2024

7

CYOWC R RAEE LT




