HEPKIITIKCITYXBA
HEPKABHA CJOYIKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJITO 3A HAPKOTUKAMM y m. KHEBI

By, Bepesnsxiscera, 29, Kuis, 02098, ten./dake: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua,hitps:/iwww,dls.gov.ua, Kog €APTIOY 37079055

BHUCHOBOK
Npo SIKICTH BBE3EHOI0 B YKpainy AikapchKoro 3acoly

26.10.2020 Ne 57300/20/26

MEJITOP®

(HaliMenysanna fikapobkoro 3acoBy 3rimo 3 peECTPatiiHUM TOCBIAHeHHHM)
Ta01eTKA, BRPHTI IIBKOB0I0 060J0HK0I0, 10 25 Mr; mo 14 Tadieror y buaicrepi: mo 2
Osticrepn B KopoGui 3 KapTony

{thopna sunyeicy, L03YRAHNA, BHA TIAKYBAHIN JHEAPCLICOTO 3acoby)
Homep peectpanitinoro nocsinuenns UA/4972/01/01 erpox it peecTpaliiiHoro nocrigueras HeOOMEIKeHHEH
Cepia sikapcskoro saco6y Ne 311029 Kinexicts BBE3€HOIO NiKapebkoro 3acofy 15609

Bupobix Ceps’e (Ipmanaist) lugacrpic Jita, Ipnarais
{HafMeiynaRHA DrpoBHIKa NiKAPCLKOTO 3acoby, KPIiti noXoKEHH)

Beeseno B Yiepainy Tosapucrso 3 o6Menmenoro signosinaanuicrio "CEPB'E VKPAIHA",
izent. wom: 33643340

(nafimenysauin Ta koa 3a EPIIOY opnauinol ocodn abo npissnime, iM's, 1o Satnkosi izuunol
0colu - nianpuemus, 1i Micue npoxusanya 1a peecrpauifinuit nomep obnixoBol kapTiW 1ETHUKA
noAatkis abo cepis Ta Homep nacnopTa)

[Iporokon Bisyansuoro kourponw sin 26.10.2020 Ne 3275/1.

32 pesynbTaramMu  oepiKaRHOro KOHTPONIO  BCTAHOBMEHO, WO NiKapcekMA  3acid  BEe3eHD B Vipainy 3

Hauanprux Muxona XOJIOJEHKO

(mianuc) (iniuiany Ta npissuiue)
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SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI NIKAPCBKOTO 3ACOBY

Name of the Manufacturer & Address /Hasga T4
agpeca BupobHHKa

Name of Importer and Address/

Hassa Ta agpeca iMnopTepa

Which Consignment of product is delivered/Bup
MPOAYKILT, U0 nocTavaeTnes

Pharmaceutical form/Jlikapceka thopma

Name of the Product/Hazsa NIKAPCRKOTo
3acoby

Dosage/Cuna nit

Type and size of packaging/Bu 1a po3Mip
YNaKOBKH

Finished Product batch number/Cepis rotosoro
NKapeekoro 3acody

Manufacturing date/Jlara supoGiuraa

Expiry date/Tepumin npunarsocti

Baich size/I{inkicTn y cepii

Manufacturing Licence number/Homep niuenszit
Ha BHPOOHMUTRO

Registration Number/Peccrpaniiie
MOCRIJIMCHHS

Servier (Ireland) Industries Ltd/Cepr'e (Ipnannis)
lupacrpic Mra

Moneylands, Gorey Road/Manincups, ["opeii
Poya,

Arklow/Apknoy,

Co. Wicklow/Ko. Biknoy,

Ireland/lpnanpis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska Si./Byn.
Habepexno-Xpelarnuska, 41

Kyiv, 04070/m, Kuis, 04070
Ukraine/Ykpaina

Pharmaceutical Product/Jlikapcbkuif 3aci6

Film-coated tablets/Tabnerkn, BkpuTi IUIiBKOBOIO
06010HKOK

MELITOR®/MEINTOP®

25 mg/ 25 mr

[4 tablets in each blister; 2 blisters in the carton
box/ no 14 raGnerox y Gnicrepi; 1o 2 Onicrepy B
kopobui 3 kaprony

311029

09 2020

(9 2023

15,609 Boxes/ynakosox
M{)OOG&/OOO(;JJ

UA/4972/01/01




Method ref/flocunanus na memoo: DTC_S20098 PF T CTR 8059 EN 3.0
Specification ref/llocunanns na cneyqudpicayio: DTC S020098 PF N SPE 8201 EN 3.0

MELITOR*/MEJITOP"

Formulation/Jlikapeska gopma:

Film-coated tablets containing 25 mg of agomel

aroMenaTHHy

atine / tabnerku, BKPUTI MIIIBKOBOIO 000NOHKOIO, L0 MICTATE 25 Mr

Packaging Lot No./Cepist Ne: 311029

Manufacturing Batch No./Bupobunua napriﬁ No: 288354

TESTSMIOKA3ZHUKHU

STANDARDS/CTAHJAPTH

RESULTS/
PE3YJBLTATH

Appearance/ Onne

Average mass (img)/ Cepennst maca {mr)

Microbiological uality (skip testing)/
MikpoGiosoriuna unerora {exin-reer)
European Pharmacopoeia (3, /. 4., non-
aqueous preparations for oral use/
Epponeficeka papmaxones (3. /.4,
HEGOONT npenapamu O opansnozo
FACIROCYSAIILS)

Identification of drug substance/
Lxerrudicanin gioqoi pevosunu
- Liquid chromatography/ Pigmnna
Xpomarorpadis

x Skip test/Cxin TecTyBal

80070 UKRI VI

Orange-yellow, oblong, film-coated tablets with

¥ =

a blue imprint of "= on one face /
Oparpkeso-#oBTi, 108ractof opmu Taénetiu,
BKPHTI ML1IBKOBOIO 0GOIOHKQIO, 3 rony6um

# =

THCHEHHSM = 3 OHOTO Ooky

127.8 - 141.2 mg/ Mr (95 % to 105 % of
theoretical mass of 134.5 mg /95 % - 105 % sin
TeopeTHuHoi Mack 134.5 mr)

Total acrobic microbial count (TAMC)/
3aranbHa Kinbkicrs aepoBrux Gakrepiii: <
[000 CFU/g / KYO/r

Total combined yeasts/ moulds count (TYMCY/

3aranbHa kinbkicts rpubis; < 100 CFU/g
/I KYOIr

Escherichia coli: absence/| g/ wincyrui/] r

The ratio of the retention time of the drug
substance peak from the test solution and from
the reference solution must be between 0.97 and
[.03 / Binnowenns yacis YTPHMaHHS TTiKY
AII0MOT PEHOBHIY Ha XpoMaTorpamax
ROCIIKYBANOrO PO3UHHY i PO3UHHY
OPIBISHAS HOBHHHO 3HAXOMAHTHCE B MCYAX
0.97-1.03

181, Passes/Biunosinae, not applicable/ne 1POBOAHBCH

Complics/ Binnosinae

133.7mg /mr

*Skip Test - Not Applicable

*Skip Test - Not Applicable

*Skip Test - Not Applicable

Complies/Bianosinac
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Method ref/ITocunanns na smenoo: DTC _$20098 PF T CIR 805 9 EN 3.0
Specification ref/Hocurannsn na crenugpivagiro: DTC S020098 PF N SPE 8201 EN 3.0

MELITORY/MEJITOP®

Formulation/Jlikaperka opma:

aromenaTity

Film-coated tablets containing 25 mg of agomelatine / TabneTku, rx

PHTI TUIBKOBOIO 0BONOHKO, (10 MicTaTL 25 MI

Packaging Lot No./Cepin Ne: 311029

TESTS/MOKAZHUKH

STANDARDS/CTAHJAPTH

RESULTS/
PE3YJBLTATU

-Thin-layer chromatography /
Toukomaposa Xpomarorpadiis

Drug substance content (LC) (mg/tablet)/
Bwmicr airoyoy peqosimm (Mr/radu.)

Degradation products (LC) (% m/m)/
BwicT npoayxrin posnany (qomiskH)

(% m/m)

Individual content of any degradation
product/ lnausigyansuuii smict Byab-sicoro
3 TIPOAYKTIB po3najty

Total content of degradation products/
Saransiuii puicr HPOYKTIB po3namy

Main spot identical in position, colour and
size for test and reference / Nonorna nsma
IIEHTHYHA 1O NOSIOKEHHIO, KOJIbODY |
PO3MIpY JUISt JOCIIIPKYBAHORO 3PA3KY i
3pasKy [NOPIBHSHIA

23.75-26.25 (95 % - 105 % of theoretical
content / Big reoperutioro smicry)

<02%

<035%

Complies/Bianorijac

24 46mg/mr

<0.10%

<0.10%

80070 UKRI1 VI
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Method ref/ITocunannn na smenod: D TC _S20098 PF T CTR 805 9 EN 3.0

Specification ref/llocunanna na enequdpivaio: DTC S020098 PF N SPE 8201 EN 3.0 |

MELITOR*/MEJITOP"

Formulation/Tikapcenka dopma:
Film-coated tablets containing 25 mg of
_aromenaruiy

agomelatine / Tabnerku, BKPUTI MIBKOBOIO 060I0HKOI, 10 MicTsTs 25 MT

Packaging Lot No./Cepis No: 311029

Manufacturing Batch No./Bupotunta napria Ne: 288354

TESTSAIOKABHUKH

STANDARDS/CTAHAAPTH

RESULTS/
PE3YJILTATH

Uniformity of content (LC) (%/label claim)/
Oanopiauicrs 10308au1x oxuEHEY, (% ®in
3AABJIEHOT KillbKOCT])

Number tested/
Kinnkiers npo6

Stage/
Cranis

Acceptance
criteria /
Kpurepii

npuiinsirnocri

St AV ZI15.0%

AV < 15.0%
0.75 M < each
unit/koxwHa
OfHHI £ 1.25 M

20 (30)

Kinetics of dissolution (UV) (%) / Kinernka
posunneuns (V@) (%)

Q:?S % at 45 min / Q = 75 % 3a 45 xrann

Mean values /

Stage/ Number tested/ Acceptance
Cragin Kisnkicrs npod criteria / Cepenne
Kpurepii 3HAYCHHS
NpPHHHATHOCTI L
Sl 6 Each unit is not less 89
than 80 % / Kosna
QUHHHLA HE MCHILIC
80 %
S2 16 (12) Average of 12 units

(8182} is equal to
or greater than 75 %
and no unit is less
than 60 %/ Cepene
12 nipob (S1+82)
Ginnie ato
aopismioe 75 %
KOAHOT OAMHMEL
Menie 60 %

ANALYSIS / AHAJIS : 30/09/2020
Batch accepted/[Mapria npuiinsra 7

Analytical Services Manager:

Mencaxep no konrposio ra ananizy aKocTi

80070 UKR1 VI

{ il

Xt 3 il
Michael Byrne/Mixaens Biprie
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SERVIER (IRELAND) INDUSTRIES LTD.

I hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured (including packaging/labeling) and its quality control was made al
the abovementioned site in full compliance with the GMP requirements provided by the local
regulatory authority as well as according lo the specifications contained in the registration
dossier. Protocals of manufacture, packaging and analyses were reviewed and GMP
compliance was established/

Ly a1 sackinuyio, Wo Hagenena e indopmauia € gocTosiproio Ta Toutao. 1[I0 cepio
HPOAYKLIT Byno BHpotneno (Bxmoualoun NAKYBaHHA/MapKyBaINA} 14 1IPOBEACHO KOHTPOJIb
iT AKOCTi Ha BHLLE3a3HAEHIH Ajf BHWL Y MOBHIIT BIANOBIAHOCT] 3 BUMOraMu GMP,
BCTALOBIEHHMH MICLEBIM PErYISTOPIIM OPraloM, a TAKMK BIAUNORIHO 10 ciieuudikaiii,
L0 MiCTHTHCS peecTpauiiinomy nocse. [potokonu supoGinuLTea, naKkyBsauHs T4 aHanizin
GyN0 HepernsHyTo Ta BCTAHOBNCHO nianoesiasicT, GMP.

Date ol batch release//Tara munycky cepit 30/09/20

Name and Position/Titlc of person authorising the Batch Release/ Tpissnue Ta nocaga/
3BANILT 0cOOH, kA BHAANA MO3BIA Ha BHITYCK cepil

[I Dr Blanaid Bowes, Qualified Person/ Binnosigansia ocoa

[1 Ms Christine Farrell, Qualified Person/ BianonijaneHa ocota

[1 Ms Ailbhe Wade, Qualified Person/ Binnosinansna ocoGa

[I" Ms Carmel Kinsella, Qualified Person/ Bijuosinanska ocoGa

[I Ms Jenny Quinn, Qualified Person/ B iAToBiAaNLHa ocoba
Signature/ITinme ﬁ_'_‘,.:‘[ ARCR 1 aTg> &' __ Date/flara: I ° 7

Finished product batch number/ Homep cepil rotosoro nikapcekoro sacoby: 311029
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