AEPKABHA CIIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMR Y KHIBCHKIA OBJIACTI

npos. Ceiranynol Haail, 3, m.Kuis, 02099, ten/axc: (044) 576-4041
E-mail: dls.ko@dls.gov.ua, Koa €EIIPTIOY 37078774

BHCHOBOK
Opo SIKiCTh BBE3eHOro B YKpainy JiKapchbKoro 3acody

10.02.2025 Ne 4803/25/10

MEJOIIPAM

{uafinearypasiin mixapebkoro 3acoby IrinHo 3 peccTpaliiiHuM HocsiaucHImN)
TabAETKH, BKPHTI HAiBKOBO10 o60j0HK00, 110 20 Mr mo 10 TaGaerox y Gaictepi; mo 3 Gaicrepn
y KapTOHHii Kopobui

{thopma BUNYCKY, ACIYBAHIN, B BAKVRAIHA JiKapchkaro 3acoby)

Honep peecrpanifinoro nocsiguens UA/14937/01/03 crpok aii peectpauiiinore nocsigaenns 01.01,2099

Cepia nixapcskora sacody Ne 240221-002 Kinekicrs BE¢3¢HOTO gikapeskoro 3acoby 216
Brpofinnk Menorkemi JIT]{ (3asog AZ), Kinp
{naiivenypanya sipodHNKa AixapeexoTo 3acoly, KpatHa TOXOIREHHI)
Baeseso B Yrpainy Crinene ykpaiicsKo-eCTOHCHKE MANPHEMCTRO Y dopMi TOBAPHCTBA
3 obme:xenorw Bignosigansuicrio 'Onrtima-Papat, JITA", ineur. xoa:
21642228

(nafisenysanna 1a xog 3a €APIIOY opnmiunal ccobn abe npizeinng, ia's, no Satsxosi diznanol
ecobn - nigaprcmiy, i Mictie MpoxiBaKHs Ta peecrpaniitiuil Homep obaixonol KapTRE RAXTHNKA
NOAATKIR a00 cepis Ta HOMep nacnopTa}

Tiporokon sisyaysnoro koutposo six 06.02.2025 N 0337/15.

32 pesyaeTaTAMM AEPWABHOTO KOHIPOMIO BCTAHOBIEHO, WO jikapcskuil 3aci6 meezeno 8 Yapdiny 3
AOTPHMAHHAM pusor 3080R02aBCTRA 0RO 3a6e3neYeNHa sKoCT NiKapebKinx 3acofiB.

Omra €PbOMEHKO

gor{ xoHThAMO) {pinnuc) (ininjany Ta npispunue)




Hiauuuis sroyexy cepil:
Mexnwkesi JITJL (Bason A7)
2 Mixaes Eparicoc Crpir, Asuoc
Aranacioc Inaycrpiaannua jona, AXHOC ATanacioc,
Hisaccon, 4101, Kinp
HBIT Cepradirar No: MEDAZ/2022/0M
Hitennig novep: 032

Dapsanenrin Ananivin HaGoparopiysm Rylacu BB,
Jlisrpad 30, fyinew, 6921PJ1, Hizepranan

g &

ENRMXK
HBIT Cepruikar No: NL/H 2172029203
Aineresis wostep: 4361 F

CEPTH®IKAT SIKOCTI
Flpenapar: MEZOTIPAM®), vatactkn, BRPUTT FRIBKONOIG 000101KOIO 1o 20 M1 Cepin Na: 240221002
Hosinwmasmi avicr: [ rabrervka, BRPUTR IIHBKOBOK 08020HKOIO, MICTIT, ClHTanonpas (¥ BAFAKAT SOUHTAIONPAMY akcasiinry) 20 e
Yuaroska: no 10 rabacrok y Gaictepis no 3 Saicrepn.y kaprouuiit kopotini Hara supobunterig: §2/2024
Poasip cepii: S00000 Tadacrox (16666 ynakosox) [Mpisaarnudi ao: 0272026
Morynenn: «TOR « XK «Biokom Vipaina
Pecerpaniiine noeniueuns v ¥epaini: UA/14937/01/03

[orasiukn Bumoru enewndirauif Pesynntari
Onuc Mattwe Gini, osanwui, meonunyxai tabaerid, skpHTl  mriskopow | Binnosiac
oGonouko, 3 MROOKOI0 AIBICH PO3NOMY HA BEPXHIE Cropodi Ta é’(;*’ SAS
LU MM

Mapkysannsy «E En ua wiokiaiit croponi, gomxusa: L6 ~ 12,0 s
wiupuna: 7,8 ~ 8.2 mm, topuisna: 5,3 ~ 5,8 My

5,5 My

Poanaaanun He Giawie 30 xn < 2xn
Toepaicrs 100 ~ 250 H 147 H
Cepeansi staca 370,8 Mr +5 % (352,3 ~ 3893 mr) 3729 mr
Taljaerki

OQuuopianoeTs paci
TaljaeToR

Y sianowiavoeri go Cep.d, 2.9.5

LenTudinanis 1. Yac yrpuManHs OCHOBHOrO Riky Ha Xpomarorpami srnpolysanore | Binvosime
POBUHEY NOBHHCH CIHBNIAARTH 3 HACOM YTPHMAHHS OCHOBHOFO HIKY Ha
XPOMATOrpaMi CTRHAAPTHOTO POSUHHY
2. VD-cnekTp BUNPOGYBAHOIO POIHAHY ITOBHHEH BIAMOBLIATH CERTPY Binosiaac

CTAHAAPTIIOTO DOTUBIY

Inenrugiranis coni
oReanaTin

Hac yrpHMasis OCHOBHOTO IIKY Ha XPOMATOrpaMi BHIPOOYRaloro
POIUHIY NOBUHCH CIUBNALATH 3 HACOM YTPHMAHHA OCHOBHOTO MIKY Ha
XPOMATQIPAM] CTAIUIAPTHOTO PO3YHHY

Bianosizac

Inewrugicauin Moawrmna peaxitis Bianosixae
THTANY RIDRCHLY

Kinnkicue 95,0 — 105,0 % 8in 3an8eR0T KLILKOCTI €CUHTANONPANY 100.3 %
BHIHANCIE A

Cyny i gomingy

Hoaimxn 150,15 %, aosmimkn 250,15 %, aosmiwxu 3 < 0,15 %, oxpenol
HenizoMol pominikie 5 0,15 %, cyma aoMiwox < 0,50 %

< 0,05 %
< 0,005 %

0,08 %
<05 %
0,08 %
Ounopinnicrs V pignosignocri 2o €sp.d. 2.9.40 4.8
A030BAHHX 0ARHHUD
Posuunenus He meruse 80 (Q) % uvia sassaenol KizskooTi wepes 15 Xn 100,0 %
MikpoGioaoriuna 3arwisha KIABKICTS KUTTEILATHIX aepobunx Mikpoopraniamin v | ri ne | <10
HHCTOTA Gistbie 107 Gakrepist ta ne Sinnwe 107 rpubin. Escherichia coli moamani | <10
6))1*” gi}[cy'ﬂli slr Bisnosiaac
Toain rabaerox & 15 % n2 29, =25 %: n= 30 Bianosinac
Bianosigac

Homimka 4 (USP-D)

Jlomiwkst 4 < 0,15 %

He nrssacio

Hus s sacnizayio. wo vasciena suute fdopsauis © 208ToRipron i Townno, Lo cepho apogykuii Syno supobieHn (skaovakyu
BAKY BAHHAMAPKY BUNITA) 11 HPOBRACHD KONTPONL T AKOCTI Ha prntesasHadenifl ainuuid y nownilt signonianocri 3 sumorasu GMP,
BETAHOBACHHMH MICUSHHM PErYISTOPIHM OPFATOM. § TRKOK RUITOHLO A0 Crermikaniit, o MICTHTLER ¥ pecerpailifinoMy a0cse affo
ropro®iit ainensii kpaiuy-nHpoSimka Ao KPaT-IMAOPTEPA. FKID BPOAYKILI IMIopTosane, 400 ¥ jocwe cnotipixanill wa npenapay
SR ;ltmc:)i;pk'};wumv',nixiipmgmm 3a¢00y. VIpoTokosn BUPOOHMITEL, NAKYBAMNY T2 3HANIZIN Y40 NMEPEerasuyTo Ta BEraHokacHo
BianosUHiC L LANPT T

Vimwonpwtus ocoba: ... oy

Hara: 04.06.2024

H, Awroniy



Bateh release site:

Farmseeutiseh Analytisch Laboratorium Duiven .Y, Mudochemie VD (Favtery AZ)
MEFOCHEMIY Diikgrasd 30, Duiven, 692 1RL. Notherands 2 Michae! Brakfeous Streat, A

Atbuvassios tndustrial Avca, Aoy Athinassin
Limassol, JHIL Cyprus
GMIP Centificare Noo NLH 240203208 CMP Certilicate Nos MEDAZ 202 am
License numher, 4361 ¢ License numsiber; 032
CERTIFICATE OF ANALYSIS

PRODUCTE MEDOPRAM. il coutted tablets 20mg BATCH NO: 230220002
Label Claim: Escitatopram as Escitafoprsm oaalate 2img per tabley
ik MO Givets in blister, Y distors in earton
Baeh sizer SU0.0MF liels { Huo6n puck ) Nyl Enster 02 2024
Costomer: LU CPCT “BINCONT LIKRAINE Eap Pate; 02 2004
Rewistrtion ceniticate in Uhrne: 1A 1493701 3

TEST SPECIFICATIONS/LIMITS RESULTS
Preseriptivn ! Offwhite. oval, bicanvex coated tablet with deep breakline on Canfirms
apper side, b B inseeiption on {ower side Length: 1.0 - )
P20 o
o ) . 8.0mm
f, Width: 7.8 8.2 mm 5 Smm
: i FPhickness: 3338 nuy -
Bisimegration 3 minutes -2 mimes
Vablet fisdness HOO-250N LITN
Average weiglt 370.8 my P890 (35233893 mig) 3720y
Hnitiemify of weiy Complies wigh B 2 9.3 R S L P & T e LN
Klentification ' I The retention time peak in the chramatogram obtained with

¢ the fest Nelution correspronds (o the retention tnwe of the peah in | Contisrny

the refierence solution. .
2 UV spectrio of the test solution carresponds fo the spectrum
N—— v e reference solution. WR— | S—
Jdintity of oxabue sl Fhe retention time peah in the chromatogram obfained with the
test solution corvesponds 1 the retention time of the peak B the | Conforsms

relurence solution,

Bitanium dionide Pomative .
N e Cuontonms
AR RAY 10507, Jubed claim ) 135, 3%

(459
ERIRI

fpurits 3 0U18e,

hmpurits 3 DAY,

Reluted substlunees fmpuriny 32 015%, 008
unkaosn fmpurity - 0137 (IRTIR
] - e i it Sty ) 048"
Uniformity of dosage wnits AL I ] 4.8
Dissohstion O %o utier 1S niinules 100"
Mierobial contmsination Totust avrobic microbid connt: May 10 ¢ fuy e
Fenal combined yemsts mould connt: Mas 1 c.lup gl
A Eoeolis absent in 1o . ] Contorms
. 2 18 n 20 Connplies
Hreabuhilin ; p . ¢
S R e et 0 * A — Complies
[nprrily - (LEST D fmparity 4 D018 Notidetvted

Hareby eonfiam the abovis mentioned information is complete and wecurate, The bateh was manufactured Gncluding
packingmacking) and inspeeted tar quality in the above mentioned site in strict correspanifonce to GMP regitirements, established
by vegulatory authorities and also fn accordanve with specifications included it e Mistor File or trade licence of s acturing
or importing countey, i the products are imponed. or in the Drug Master File for drug for an investigation medicil praduet.
Reports on production. packing ; fidl {Ig s were reviewed and the correspondisee with GME establishod.

Quathified Person oo, / LSS NoAntoniow Dater 04,006,204

MEDOCMEMIE LTD



IEPKABHA CIIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBCBKIA OBJACTI

npos. Cairmmamoi Hanit, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@d!s.gov.ua, Kox €ZIPTIOY 37078774

BHUCHOBOK
npo sKicTh BBe3eHoro B YKpainy jJikapcskoro 3acody

29.11.2024 Ne 58210/24/10

MEJOIPAM®

(uaiiMenyBaHHA Nikapcekoro 3acoly 3riZHO 3 PEECTPALIHHIM MOCBI TUeHHEAM)
TaG/IeTKH, BKPHTI IUTiBKOB010 060,10HK010, 0 20 Mr 1o 10 TabseTox y GaicTepi; no 3 faicrepun
y KapTOHHiii Kopooui
{(hopMa BHTYEKY, DO3YBAHH, BH) NAKYBAHHA NiKapchKOro 3acoBy)

Homep peccrpaniiinoro nocsinuenns UA/14937/01/03 crpox aif peectpanilinoro nocsiadents 01.01,2099

Cepix nikapeskoro sacoby Ne 240221-001 Kinbkicts BBCICHOTO NiKapchkoro 3acoby 216
BupobHHK Menoxemi JIT/ (3aBox AZ), Kinp
(uafimenyranna BupobHiKa gikapeskoro 3acoby, kpaina FIOXORKEHHA)
BeeseHo B YKpainy CrifbHe yKpaiHCLKO0-eCTORCLKE DIANPHEMCTBO Y OpMi TOBAPHETER
3 o6Meskeno1o Bigmoeinansuicrio "Onrima-Papm, JITH", inent. won:
21642228

(naitmenyBaxua Ta koi 38 EIPTIOY opumanoi ocobk abo npmmme, im'a, no GaTeroB] (izurHol
oco6u - mifnpHens, i Micile NPOKHBAHHA T2 ‘peecTpaniiisiit Hosep 06nikOBOL KAPTKH NAATHHKA
HoAaTEIB abo cepit Ta HOMep macnopTa)

FipoTekon Bisyannioro kourpomo six 21.11.2024 Ne 3474/6:

3a pe3yneTATAMH HEPAKABHOrO KOHIPOMIQ BCTAHOBICHO, HIO nikapehkuii  3acié Beeseno B Yxpaiuny 3

JOTPUMAHHAM BuMOT 3aKGHOIABCTEA OO 3afeanedenHs K0T MKapeskux 3acobis.

" {niinit)




AI'Ipenapar. MEJIOI'IPAM@ TabneTky, ,BKpHTl nuiskosoto ¢Goaonxoio no 20 Mr

ﬂlanHuﬂ BHITYCKy CEpil:

¢apn;aueaTim Awaaitim JaGoparopiym Tyisest B.B,
Jiarpad 30, Hyiscu, 6921PJ1, Hinepnanau

Meoxeni JIT]L (3asos AZ)
2 Mixaen Epakneoc Ctpit, A%HoC

Aranacioc Inaycrpiansua 3054, AsHoc ATanacioc,

HBIT Ceprudixar Ne: NL/H 24/2052681
Jlinensia nomep: 4361 F )

- CEPTU®IKAT SIKOCTI

Jimaccon, 4101, Kinp

HBIT Cepruixar Ne: MEDAZ/2022/001

Jinenaia nomep: 032

* Cepis Ne: 240221-00]

Hominaneiii puict: 1 Tabnerra, BrpuTa MiBK0BOIO 0BOROHKCIO, MICTHTE ¢CHUTANONpPAM (y Burmaal ecumranonpamy oxcanary) 20 Mr

o ‘VnakoBka: no 10 TaGnerok y Sxierepi; no 3 ﬁmc'repu ¥ kapToHHIH xopobii Jata supoGunirea: 02/2024
a Poamip cepii: 500000 tabnerox (16666 YNaKoBoK) Tlpunaranit no:  02/2026
Hokyneus: «TOB «XPK «Biokon» Yrpaina
PeecTpanifine nochinyenus s Yrpaini: UA/14937/01/03
TMoxazssicu Bunorn cnenpdiranil Pe3ynnTaTh
| Onue Maiixke 6ini, opanuHi, ABOBMNYKJi TaBMeTKM, BKPWTI IUIBKOBON | Biamosiase
' OGONOHKOW, 3 MIHOOKOW JIHIER pOINOMy Ha BepxHiif croponi Ta | 118m
MapkyearaamM «E E» Ha mmkHii cropoui, mopxmua: 11,6 — 12,0 v, 8,0 Mm
wapuaa: 7,8 — 8,2 MM TOBHmHa = 3 5,8 MM. S.AuM
Posnapanna He Gimsmwe 30 xB <2%B.
" TaepaicTs 100 —250 H 126H
Cepegus »aca 370,8 Mr +5 % (352,3 —389,3 Mr) 375 mr
TafaeTky - . _
Oanopinuoets macn | Y pinposigrocti no €sp.@. 2.9.5 D4=2,4%, D—=1,4%
TablieToK ' :
Tetrru dircanis 1. Yac yTpuMarHA OCHOBHOrO NiKy Ha XpoMarorpami sunpoGysaHoro | Biamosimae
' PO3YHHY [IOBHHEH CHIBIAAATH 3 4acOM YTPHMAHHS OCHOBHOTO MKy Ha
XpoMAaTOrpaMi cTaHfapTHOTO pOIIMHY
2.Y®-crexrp sBRNpoGyRaHoro po3uHHy NOBHHEH BIAOBIAATH CHEKTPY N
. CTAHAAPTHOIO POIUHHY i
InenTudisaunis coni | Yac yTpuMaHHA OCHOBHOTO MKy Ha XpoMaTorpami BUnpofysanoro Binnosinac
| oxcanaTin PO3UHHY HOBHHEH CIIBNIANATH 3 YACOM YTPHMAHHA OCHOBHOTO TIiKY Ha
XPOMATOIPaMI CTAaHIAPTHOIO po3HHY
Inenudikaunia ITo3utpBHA peaxum Biznobinae
-THTanY giokeuny . Y
Kinpxicne 95,0 — 105,0 % ein 3agenenol kinekocTi ecouTanonpamy 98,8 %
BH3IHAYMCHHT . . . E
CynyTHi fomMinIkn Tominmxn 1<0,15 %, pomimx 2< 0,15 %, gomiuike 3 < 0,15 %, oxpemoi | 20,05 %
HesioMol gomimxy < 0,15 %, cyma pomimox < 0,50 % <0,05 %
0,08 %
e <0,05%
0,08 %
OnHopigHicTs Y Binnosigrocti no €sp.®, 2,940 638
JO30BAHMX ODOHHNID -
Pozunuenss He menuire 80 (Q) % Bin 3aspnenoi kinsxocti yepes 15 xB - 96,0 %
MikpodGionoriuna 3aranpHa KiNbKICTh KHTTE3NATHHX aepo0HuUX MixpoopraHiaMie B 1 1 He | <10
9HCTOTA Binsuie 10° Gakrepiit ra we Ginsme 10? rpubin. Escherichia coli mopummi | <10
ByTH BifCyTHIB 1 1. Bianosinae
Tlogin Tabnerox £ 15%:nz29; + 25 %: n=30 Bianosinae
it : - | Bignosinae
TR Jomimxka 4 (USP-D) | Nomimku 4 0,15 % He pusiBneno

DpM o aaceinyyio, o naseiieda sniue indopmauia € .uocrmaipﬂmo Ta TOYHOIO. HID ccpito npo,qyr:ui'i Gyno nupoﬁncno (BxRIOYAIOUH
ulmapuynauuﬂ) T2 (IPOBEJEHO KOWTPOAL i akocti Ha nnmeaasnaqea1ﬁ mnmmm y nonmﬁ Binaosiguocrti 3 BHMOraH GMP,

Mara: 04.06.2024
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