JIEPHABHA CHAYIKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
npos. Haail Ceitnuunot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPIIOY 37079055

BHUCHOBOK
PO SIKICTH BBE3EHOr0 B YKpaiHy JiKapesKroro 3acoby

22.08.2024 No 42845/24/26

JUABETOH® MR 60 MI'

(aiiMeHy RIS ATKAPEBKOIO 3a¢08Y 3rian0 3 peccTpauiiumy HOCBIAHCHHIM)
rabaeTicn 3 Mojndikosauy BuBLILHEHASM 10 60 Mr, no 15 rabaeroxy Gaicrepi; nno 2
Gaicrepn y KopoOui 3 KapTony

(Qopna BIILYCRY, 03y BAIIA, BUA NIAKY BAHHS TIKAPCLKOTO 3ac00y)
Homep peccrpauiitoro nocsinuents UA/2158/02/02 crpox aif peectpauiiinoro nocsiatenns HeoOMEKCH U
Cepis nikapebkoro 3acofy Ne 6104096 KimbkicTs npesenoro nikapeskoro sacoby 41759

Bupobunk Jla6oparopii Ceps'e luuacrpi, Ppaniiis
PaTof p pt, ©p

(HakMeny Banss BUPOSHUKA nikapeLkoro 3acody, kpaini HOXOIBKCHIR)

Beeacro 8 Ykpaity Tosapucrso 3 oiMexenolo sinnosinamuicrio "CEPB'EC YKPAIHA'Y,
inenr. kom: 33643340

(maiivenynamns ta koa 3a CAPTIOY 10puiiusiol 0coBK aBo npissrIe, i'd. 10 Sarkrori Giznanol
0coBu - TANPAEMLS, T MICLIE IIpaKUBARILS T] pecerpatiitnmii Homep 004iK0BOT KAPTKI MAATIHK]
nozarkin abo cepis Ta HOMEP HACHOPTa)

Mporowon sisyansnoro konrpouo six 22.08.2024 X 2858/9.

3a  pesynbTaTaMy  JIGPKABHOTO  KOHTPOJMO  BCTAHOBICHO, 11O nikapebkuit  3aci®  spescHO B Yxpainy 3

JOTPHMAaHIIAM BUMOT 32KOHOABCTEA HIONO 3abe3neuents AKOCTI NKAPCLKIX 3aCOPiB.

Havainuuk Muxona XOJIOAEHKO

CEMKABIOTG KOLTPONIO) (n ij,n'mcf/ (initdand a npissHLE)

ARG

(nocazona ocoba gpe

o

I (rer s D8 £4” 2L fOtr A







LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT AKOCTI JIKAPCHLKOI O 3ACOBY

Name of the Manufacturer & Address/
Hazsa Ta anpeca BHPOOHKKA

Name of Importer and Address/
Hasga ra aapeca imnoprepa

Which Consignment of product is delivered/
Bua npogykuii, mo nocravaerses

Pharmaceutical form/JTikaperia thopma

Name of the Product/Hazpa JiKapcrkoro 3acoby
Dosage / Cuna nji

Type and size of packaging/Bun ta Posmip ynakopky

Finished product batch number/
Homep cepii rorosore NIKAPCHLKOro 3acofy

Manufacturing date/ITara BHPOGHUIITE,
Expiry date/Tepmin [IpPHAATHOCTI
Batch size/Kinpkicts, ¥ cepit

Manufacturing Licence number/
Homep ninensii pa BHPOGHHLTBO

Registration Number/Peecrpauiiiye TIOCBi[ueH s

il : 903 roule te Sare £ ! *
opAtol el 3 080 000 aurs - 402 297 483 RCS Quigons

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/ﬂa(iopa’ropﬁ'
Cepr'e Iupacrpi 905 pyT nie Capan, 45520
XKini, ®panuis

Servier Ukraine LLC/TOB "Ceps'e Vipaina"
41, Naberezhno~Khreshchatytska St./

BYJI. Ha6epe>r<Ho~XpemamuLrca, 41

Kyiv, 04070/m, Knis, 04070
Ukraine/Yxpaiua

Pharmaceutical .Product/JIiicapCLKHii 3aci6
Modified release tablets / Tabneriu 3
MOIHDIKOBaKMM BHBITbHEHHsIM

DIABETON® MR 60 mg / ITABETOH® MR 60
M

60 mg/ 60 mr

15 tablets in the blister; 2 blisters in the carton
box /1m0 15 TaGnerox y baicrepi; rio 2 Oaicrepn

B kopobui 3 kaprouy

6104096.

0572024
05/2027
66 666 boxes/ynakorox

2022 188 1_2 dated 20.12.2022
2022_188_1_2 8in 20.12.2022

UA/2158/02/02

- ABDZO GIDY - Frangs © +33 (236 23 87 00 - werw sowvier com

Page | of 3



LES LABORAT OIRES SERVIER INDUSTRIE

Ruference methad / Flogusint #a aetod : DTC_VS()(\5702“PFAT_“CTR_|8lSB‘ENJUJ
Reference specifications 7 Flaciusatines 1o creumicaniio § DTC_SOOS'ZGZ_PY_,N _S[’EJ&IH(J EN_100

,....._._...__.m__.__.,.___’..‘.._—-—-._.-.
NAME A8 DIABETON" AR 61 ol TIAGETON MR 60 mr
Modifivd release tableta / Tabaewiit 1 puptdixanainm DHBIRCHIAL
Gliclazide 59 e / Vairaagnay GO KT

Mamfciuring product tateh nmimber £ Hoxep pupofino capii AikopELKOTE ancoBy 40134521
Analysis/ Aot A0/05/2024
Finishod product btk nurebee 7 Honup cepil roronure NIKHPELKOTO sacaly 6104096
TESTS/ AOKATHIHKH STANDARDS 7 CTAHAAPTH
il s Tt - :
1. Appearance/ Jonuiwnii BN White oblong tablet scored nnd engraved with *DIA 60" on bolh faces/ Binoro KONLOPY, Passes / Bianovinac

guracToi dopait tuBneTkil 3 naciukoio T3 prctrerian (DA 60n 5 0Gox GOKis

2. Aycroge minss (mg)/ Cepenun sacd 304 - 336 (95 %10 105 % ol the theorelical mass: 120 mg { 95 Y% - 105 % pia reopeTiiot 321 mg
{mr) aaci 320 Mr)
3. Subdivision of tablets: Uniformity of | Nomore than 1 out of 30 halves oulside 85 %10 1 15 % of the nverage muss and no hall’ Posses / Binnosinac
mass/ TTomiasuicts Toalineror: tblet outside 75 o 10 125 % He Ginpie i 12330 HONOBHIIDI BAXOLITH 3 Meiki
onHOpPHLNICTD HRED gianoaoy 83-1 15 % oin cepeatiuol Mack { #omoi nOROBIHLL, MO atiNoaTh 20 peskt 73-
125 %
4. Microbiologiest quality (skip test) / Totat nerobic inicrobial count / 3araibie wneno aepobiuiX Mit:poopmui'smin (TAMCY): £ Skip Test - Not applicnble
Miscpoiooriang wuctoTh (ciin-Teet) 1000 CFU/g - <1 000 KYOIr

Total combined yeasts/moulds count /Furanpiie $HEIQ APIHAKOBIN 1 ficaneuisx rpidin Skip Test - Not applicable

(TYMC): & 100 CFU/g =% 100 KYO/r

Escherichia Coli : absencel} g — piacyThifd ¥ Skip Test - Not applicable
5. identificotion of drug substanee/
tnewrndgiranis alovod pestonuim
- Liquid chromatography! Plaui The ratio of the celention times of the principal peak from the {est sotution and from the Positive / Nosnisia
xpomu‘mrpm\\in reference solution inust be between D:83 and 1,057/ Criipminyomeniul qacis YTPIMMIIR
peROBHOTD FikD B3 XPOMATOTPANGX A0CR jjycyDaNoro pozIny T4 pay popisialin
nooukno Byt aine 0,95 10 1,05
. Infrared absorption spectrometry/ The positions and intensities of {he sbsorption bands of the spectrum obtained are Positive / TToanTisto
Luthparcpuond pBcopbuiiing coneordant with those of the relerence spectrumy Tonoakenus T frencumiicTh
CNERTPOMETDIR aGeopbuifinix CuyT ciiexkTpy 1 xpomnmrpwi AQEAIKYBBHOTO poBMlY pinaniaee
non@KEINg T fTeHeHDIOCTE pcopBuiitiux cMyr criekTpy 14 xpoMaTorpani poaiiey
nopinAlHa
6. Drug substanee content (LC) 57,063,093 o, 10 105 % of the {heoretical conlent /95 % - 105 % pin TEOPETHALOTO 59.6 mg
(myg/tablet) / BMieTY)

BaticT pitonoi peuonii w (PX) (nrfTab)

7. Degradation products content (LO)

() !

Baicr npoRyKTD poannny PN) (V)

- Y 244 <02% <010 %
- Each other degradation pruduct ! <02% <0.10 %

WComett il npogy KT posonay
- Sum of degradation products / Cyma <04 % <0.10%
npuRyKTin pOINALY

4. Uniformity of dasage units/
Onunpimxln\.nul()uuuux oL
- Mass varintion / 1o nitnanin wacs: not
applicable / ne AIKOHYETLER
- Content wiiformity (LC)!
Onnopianicts prsiery (PX): 4 { lnbel
claim / % sitt HONIIARKIOTD oaiery

aain| Number tested / sTiiocTi
KisbKicTh

TafRETOR

‘Acceptance criteria 7 Kpiwrepit npiitt

AV S 150%
0,75 M € cach unit / KONCHD oIus <125M

9. Kineties of dissolution for tabiet/
IClneThra posnBenni TubneToR

7 hours { 2 roxisit 8%-28% 18 %
4 Qowurs & ronut 1) % -5t % 39 %
12 hours / 12 roainit =85% 95 Y

10. Kinctics of dissolution for half-tablet/
[CheTnKa pozunuenn HONOBUHOR

Tafinetox

7 hours [ 2 roanui 8%-28% 23 %
4 fiours / 4 rogunit 3 Y%-51% 49 %
172 hours /7 12 roa > 85 % 102 %

Bateh accepled Cepis npuileaTa

o Nof dewveted - He puaaeit = Not applicoble = Hu nponadieaiie Skip rest - Passes = Sitipxonn aymilenii > Rionmotode « Asenttly - Higeymieah I

Stip test = Bot spedicabl = Hufi ¢ s - H :
.

ks Ji it il 3 Sl
Responsiblefar Conformify Control Lnbommries/Bidnoair)a.numn‘: 3a Hocmogipricae NaGopanopnozo konmpoa | { i+

H
p. MASSON

Page 2 of 3

Siepe wecial Yii3 ve de Baran - 45520 GIDY - Frane £ P23 23 N7 () - w.pervieneom
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LES LABORATOIRES SERVIER INDUSTRIE

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 at the abovementioned site in full compliance with the
GMP requirements provided by the local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and GMP compliance was
established/ 1Jum s 34CBINYYIO0, 11O HABENCHA BHINE i opMaLList € HOCTOBIPHOIO Ta TOUHOIO. Lo cepito npomyxuii Gyso
BHPOOJIEHO (BKITIOUAIOHH NaKkyBaHHs/MapKyBaHHs) Ta IPOBEAEHO KOHTPOJE 1T AKOCTI Ha BUINE3a3HAYSHIH AiMbHULI y
NOBHIA BIANOBIAHOCTI 3 BUMOraMH GMP, BcTanossieHuMy Micuesum PETYISITOPHUM OPraHoM, a TakoX BIANOBIINO 1O
crienndixaui, o Mictarses y peectpauifinomy nocee. Ipotokonu BUPOGHMLITBA, IAKYBaHHA TA aHANI3IB Oyito
TICPEITISHYTO Ta BCTAHOBIEHO Bijgnosiaticts GMP

Date of batch release / Jlara BUITyCKY cepil : 25/07/2024

Name and Position/Title of person authorising the Batch Release/ Hpissume ra nocaga/ 3sanns ocobu, sica BHIAIA
03BiN Ha BHOyCK cepii
Emmanuelle LORANS, Qualified Person/Ynostopamena ocoba

Signature/Ilignuc: -

Datefiera: _____J( ™ Sl 20

Finished product batch number/ Homep cepii rotosoro nikapckkoro 3acoby: 6104096

Page 3 of 3







AEPIKABHA CIYIKBA 3 ITKAPCEKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMUT y M. KHEBI

npos. Hagifl Ceitnuunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon EIPITIOY 37079055

BHCHOBOK
Npo AKICTHL BBE3eHOr0 B Yxpaiuy aikapesxoro 3acofy

22.08.2024 Nb 42855/24/26

HIABETOH® MR 60 M
(nafivenynansa nikapenkoro 3a¢06Y 3rijie 2 pecerpaiimg NOCBiAsICHLM )
TAMIETKH 3 MOXNPIROBANUM BHBLILIEHINM f10 00 Mr, o 15 tabaeror y Gaicrepi; mo 2
Oaticrepn y wopobui 3 KapToHy
(thopsra Bunyexy, A03yBOKNS, DHR NaKYBAHNS NiKAPChKOTD 3acady)

Hoep peectpauifinoro noceinuenns UA/2158/02/02 CTPOK AT peccTpanititioro nocsingents HeOBMeKe
Cepia nikapeskoro sacoby Ne 6104098 Kimsxiers psesenoro nikapenioro 3acoGy 16960

BupoGuux JlaGoparopii Ceps'e lunacrpi, Opanuis
(maitmenypainn nHpoBHKn nikapeskoro 3acoBy, kpafim HOXOIKCHIS)

Bueseilo o Vpainy Torapuerso 3 o6mexenoo Binnosigansuicrio "CEPB'E YKPAIHA",

inent. xon: 33643340
(aiMenynanis 14 kon 20 CAPTIOY 1opuminiol ocoon abo npisitwe, is's. 1o Gareroni thimunol

ocodu - minnpyemuy, ¥ sicue UPGRHBANIS Ta peceTpauiiinmii Homep 0Baikono! kapriH nraTinma
Nonarkis aBo cepis T nosep nacnopra)

Tporoxon sisyassuoro kourposmo six 22.08.2024 Mo 2858/11.

34 pesyabTaTamu ASPHABHOIG  KOMTPOMO BCTAIOBNEHD, WO JiKapcLkMii  =acif

BRCiene B Vipainy 3
AROTPHUMAHMSIM BuMor saonozancTsa Wono sabesnetents AkocTi nikapeskux sgedoin,

Hauanshie

U Mrukosa XOJ‘IOI[EI—IIS"Oh _
B KO{].,?- - T R .
{ocanons ocp _\_@ Hyepy 2@)0 &, KOUTPOJIG) (rminnme) (inirdas ra npisnime)
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LES LABORATOIRES SERVIER INDUSTRIE

LS
SERVIER %

Iovec! by yots

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHOIKAT SKOCTI JIKAPCEKOLO 3ACOBRY

Name of the Manufacturer & Address/
Hassa Ta anpeca BupoBnka

Name of Importer and Address/
Hasna Ta agpeca iMnoprepa

Which Consignment of product js delivered/
Bun nponyruii, mo NOCTAYAETRCH

Pharmaceutical form/Iixapeska dopma

Name of the Product/Hasga nikapcrkoro 3acoby
Dosage / Cuna aiy

Type and size of packaging/Busg ta posmip ynaxosxu

Finished product batch number/
Howep cepif rotosoro Nikapchloro sacoby

Manufacturing date/[ara BUPOBHHNUTEA
Expiry date/Tepmin IpHAaTHOCTI
Batch size/Kinuxicrs y cepif

Manufacturing Licence number/
Homep niuensii na BHPOOHHUTBO

Registration Number/Peecrpariiine TIOCBIAYEHHN

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/Ja6opatopii
Ceps'e Inmactpi 905 pyT ne Capau, 45520
XKini, ®paunin

Servier Ukraine LLC/TOB "Cepr'e Vipaina"
41, Naberezlmo~K.hreshchatytska St/

BYIL, I—Iaﬁapem-xo-Xpemamumca, 4]

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

Pharmaceutical Product/JTikapcskuii 3aci
Modified release tablets / Ta6nerin 3
MOJH(IKOBAHAM BHBINbHEHIIM
DIABETON®MR 60 m g/ IIABETOH® MR 60
Mmr

60 mg / 60 mr

15 tablets in the blister; 2 blisters in the carton
box / o 15 Tabnerox Y Gricrepi; no 2 Gnicrepy

5 Kopobui 3 xapTony

6104098

05/2024
05/2027
66 666 boxes/ynakopok

2022_188_1_2 dated 20.12.2022
2022_188_1_2 mix 20.12.2022

UA/2158/02/02

Siéga soclal : 905 roule de Saran - 45520 GIDY - France : +33 (2 38 23 B7 U0 - wvaw senvier.com

5.A 5. qu capidol de 3 080 000 ewos - 402 222 493 RCS Olléons

Page | of 3

Gron b /f%:;’_é

L. 0o £




LES LABORATOIRES SERVIER INDUSTRIE

v Dy oy

Refeicnce methad/ Muenanima ug metoa 3 DTC _5005762_DF_T_CTR_18188_EN_4,0
Reference specifieatians / Mocunaime uz eactndilkauio « DYC_saus762_PE_WN_SFE_I13136_EN_LD,0

SERVIER

NAME ¢ HATHA

DIADETON® MR £0 g’ ALAGETON™ pIt 68 ir
hledificd rofease wliels ) FaBaerion 1 sosidinoeamin gramtaenmn
Gitelerius 60 mit £ Frsnanay 60y

Manufaering product bateh mnber 7 Hosep supaBugeT cepii nikopenkarn 3acoby 40135277
Analysis f oraiy JH0512024
Finlshzq product baich nusnber 7 Hamep cepli roTonore aikapsuxoro Jacoby 6104098
TESTS 7 ROKAIHIIN STANDANDS ! CTAHNAITY RESULTS /I'EIYILNTATI)

1. Appeorauce / 3npniwniii surang

% Average mass (mp) / Cepoann mocu
(mr)

3. Subdivision of Inblels: Uniformity of
mass! Toginuaicrs vafnerors
oanapianieys Macn

4. Microblolopleal quality (ship test) /

5. ldentlfleation of drup subsiance /
Luewrudirennin gitonoi peuoouns
- Liquid chromelography/ Piawm
xpoMsTorpuiy

- Infrared nhsamption spectromotry!
lin}psuepsain 0Gecopbuiiine
CNEKTPOMETPin

6. Drug substance content {LC)

dlispaGionorinng smcTevn (exin-Teet)

E\’hi:ﬂ obleng tablet scored and engraved with "DIA 60" on both faces! Binoro KonLapy,
paracTof diopmn ToEReTKI 3 fieitkoio Ta 3 TienenuAn tDIA €0 3 o6ox Gowm

304 -336 (55 % to 105 % of the theorstical mass; 320 mg /95 % - 103
Mach 328 ur)

No more than 1 aut 0F 30 halves outside 85 % to 115 % ol the average mass and no hall
tahlet outside 75 % to 125 %/ He Ginuwe i | 3 30 nooonsog onxomim 1a Aeii
Adonu3oily BS-115 % sin cepemtuot mach i wogiai MENOBINKN, 110 BENOANTL 93 i T35-
125 %

Total oerobic micrabial count / Jaranuhe wicno uepoBines pixpooproltianio (TAMC): €
1000 CFUfg — <1000 ICYQir
Tolal cambined yeasts/moulds count / Tarantne viens ApiacnioBIs Ta Anicenenns mutio
(TYMC): < 100 CFWg —= 100 YOI
Escherichia Coli 2 nbsence/| g - oigeysuill r

%% nin TeopeTn ot

The mtio af the retentfon tines of* the prineipul peak from the (st solulion and Fom the

reference solution must be between 0.95 and 1,057 Crisaigiowensa yocin yrpusaig

OCHORNOIG NiHA 1 X[0MATOrPAMIY ZOCHisyDalorD POIHINY Ta poluiIny nopintmia
noninie GyTit Mise 0,95 1 1,05

The positions and intensitfes of ke absorption bands of the spectrum oblained are
coneordant with those ol the reference specium/ Monowennis T jureHennicTs
aBcopSutlinux emyr enekapy 10 NPOMATOrpiMI Z0CTNKYBLIOTD pUstuny pignoiaee
nenoNenno T renensiocTi uGoopGuitimix CARYT CACKTPY M2 XposinTorpost posuty
napisiuiim

Passes / Bisnopigae

321 my

Pusses / Bisnosinae

Skipr Tust - Not applicable
Skip Test ~ Mol npplicable

Skip Tust - Not applicable

Positivet / Hosituouo

Tositive f Nozwrusng

Silp rent = Vot quplitabile = Bt FUsETI ~ N iy 3 { gy -
Responsible for Conformity Controf Labaratories/Bidnoaldanuwnii 3¢ Hocmooipuicms Tadopamepitozo KOMInpoan { |r

57,0 — 63,0 {95 % to 105 % of the theoretical conlentf 05 % - 105 % pin TEOPCTIPNIOTD 583 mp
(mp/tablet)/ BMitTy)
BuiicT aliouod pesooiny (7X) {nrfTai)
7. Degrodation products content {L.C}
(V) !
Bader uponyisrin poanany (PX) {%)
=Y 244 <02% <0.10%
- Enclt other degradation pradues f £02% <0.10%
Kauen imsiii nposykr poannay
- Sum of degrmdation products / Cymn <04 % <040 %
NpoaysTin potiany
& Uniformity of dosage units/ |Stage / Crogin| Mumber tesled / Acceptonce eriteria / nepii apufinnthocti
Qanopimuiess, anasonry omimne ICinsricts
~ Moss variation / Kosooiim sack; not GReTON
upplicable / ue mikonycmen S1 0 V1500
- Coneznt unilormily (LC) / 52 20030) i’v ; IS‘G ;” Passes / Bisnosinac
Qanopinuicrs omicry (PX): % / label - - Rl
elaim /3% nig nomianisoro Bsticty 4,75 M £ eachi unil / koneite o € 1,25 b
9. Klneties of dissolutlon for oot/
IChiemka po3ynnenen ToGneror
2 hows /2 ronmm 8%-28% 19%
4 lours 4 ronnm I %-51% a0 %
12 lwoors 7 12 rogmn 285% 99 %
10. Iinetics of dissolution for lalF-talilet/
Kiretnra paznmiennn nosonninos
Tabsncrak
2 hours £ 2 Founim 8%-28% 2304
4 hours £ 4 rogsnin 3 %-51% 7%
E2 hours 7 12 roann 2 B5% 99 %
Baieh accupted ! Cepia npufiiern
= Norderected  Hectttutom - Noreppliondle = He uponisocy - SUp text= Porses = I iify Jellt] ~ <dlbszatlg - fiymnians ta

-

s
-

P. MASSON P

Srige soctul : JUS ronte de Sarn - 45520 GIBY - Fruwme . +33 4012 38 23 157 00 - WWALSITA ST e

A, w0 capilal de IUSO U cinos - 03 322

13 RCS Orlduns
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2z
LES LABORATOIRES SERVIER INDUSTRIE SERVIER ;

froved by you

[ '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 at the abovementioned site in full compliance with the

Date of batch release / Hara sunycxy cepii : 25/07/2024

Name and Position/Title of person authorising the Batch Release/ Dpiseume Ta mocaga/ 3panis ocobu, siea BaaNa
RO3BiA 1a Bumycwe cepif
Emmanuelle LORANS, Qualified Person/YnoeHosakena ocoba

Signature/ITianue: - JTQ et Date/ara: O?C) %:U\ﬁﬁ oQQ Q L{'

Finished product batch number/ Homep cepii rotosoro nikapcobkoro 3aco6y: 6104098

Sikge saclal : 905 roule de Soran - 45520 GIDY - Fronce +33 (032 30 23 87 O0 - wwwisender.com
SA S au copifal de 3 080 000 euros - 402 222 483 RCS Onléans Page 3 0f3




JIEPKABHA CJIYIKBA 3 IKAPCHKIIX 3ACOBIB
TA KOBTPOJIO 3A HAPKOTAKAMH y m. KHEBI

npoe. Fagii Ceitnuunot, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JPIIOY 37079055

BHCHOBOK
PO SIKiCTHL BBE3eHOro B YKpainy JikapesKoro 3acoby

04.02.2025 Ne 5073/25/26

JIABETOH® MR 60 MI'

(natiMeHyBaHHR NiKAPCLKOro 3acofy 3rimo 3 peecTpallifiHuM NOCBinMeIIIAM)
Tabjierky 3 MoaupiKoBANUM BUBINLHEHTAM No 60 Mr no 15 tadnerox y Giicrepi; mo 2

SicTepn y xopobui 3 xaproay

(chopnia DHNYCKy, XO3YBAIHA, BRI NAKyBaHIA JNiKapchLKkoro 3acoly)
Homep peectpanitinoro nocsiguerns UA/2158/02/02 crpox aii pecctpauitinoro noceinuenns HeoOMeKeHHH
Cepia nixapebioro 3acofy MNe 6105019 Kinkicts Beesenoro mikapesxoro sacofy 20480

Bupobunk JlaGoparopii Cepe'e [npacTpl, Ppaunis

(natisehynanis BEPoGIKKA RiKAPCLKOIO 3acoly, Kpalia NOXOUKCIN)

Breselo B Yipainy TopapucTBo 3 o6Mexxenolo Bignosiganenicrio "CEPB'C
YEKPAIHA", igenr. vox: 33643340

{(natvesynanys 2 xox 3a €IPITOY topuananoi ocoby abo npispuwe, M, 0o Garpioni
dMznunoi oceBu - nianpuemyy, i Micue npoxunaii Ta peccTpaiiini noMep obnikonei
KapTH AASTIAKA DOAATKIR alo cepls Ta 1oMep nacnopra}

HpoToxon sisyarsioro konTposo sia 04.02,2025 e 217/01.10-25/5.

34 pesyNLTATAMH [IepIKABHOTO KOHTDOMIO BCTAHOBREHO, 110 AikapchKHi 3acif Boesedo B YkpajHy 3
AOTPHMAHHSIM BUMOT 33KOHOAABCTEA LIOAO 3abe3nedeHHs axocti nikapeskux 2acobis.

B.o. navansruKa W Bixrop MAXHOBELID

{nocazopa ccofin oprairy ASPIKABHOTO KOHTPOMD) (nijnuc) (fminiany ra npispuue)




LES LABORATOIRES SERVIER INDUSTRIE
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT AKOCTI JIKAPCHKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hassa Ta anpeca BHpoGHUKA

Name of Importer and Address/
Hassa Ta anpeca iMroprepa

Which Consignment of product is delivered/
Bua npomyxuii, mo nocrauacrscs

Pharmaceutical form/Jixapcria hopma

Name of the Produet/Hazsa nixapcekoro 3acoby
Dosage / Cuna aji

Type and size of packaging/Bux Ta posmip ynaxosku

Finished product batch number/
Homep cepil rorosoro nikapesxoro zacofy

Manufacturing date/Ilara supoGunnrea
Expiry date/Tepmis npugarnocti
Batch size/Kinpxicts y cepif

Manufacturing Licence number/
Howmep ninensii A2 BupobaunTao

Registration Number/Peectpaniiine nocsiguenus

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/Jla6opatopif
Ceps'e Inpactpi 905 pyr me Capan, 45520
Kini, Opanuia

Servier Ukraine LLC/TOB "Ceps'e Yipaina"
41, Naberezhno-Khreshchatytska St./

sya. Habepexno-Xpemaruipia, 41

Kyiv, 04070/m. Kuis, 04070
Ulraine/Yxpaina

Pharmaceutical Product/Jlixapcriuii 3aciG
Modified release tablets / TaGnerkH 3
MOAH(IKOBAHEM BHBINLHEHHAM
DIABETON® MR 60 mg / JIABETOH® MR. 60
ML

60 mg / 60 Mr

15 tablets in the blister; 2 blisters in the carton
box / no 15 TabneTok y Gnictepi; o 2 Gnictepu

B xopoGui 3 xapToHy

6105019

05/2024
0572027
66 666 boxes/ymaxopok

2022_188_1_2 dated 20.12.2022
2022_188_1_2 Bix 20.12.2022

UA/2158/02/02

Slége soclal : 905 route da Saran - 45520 GIDY - Fronce ; +33 (0)2 38 23 87 00 - wvaw.servier.com

$.4.5. au caplial de 3 080 000 euros - 402 222 483 RCS Crlénns

L
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LES LABORATOIRES SERVIER INDUSTRIE
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Rteferonce metiiod / Moenaaun na vevon : DTC_SO005762_DF_T_CTR_IBIB8_EN_4.U
Referenee specifientions / Macinom na chewkfivanio 3 DTC_ snnsw PF_N_EPE_ IHIHG EN_IDG

SERVIER

NAME/ HATOA DIADETON® MIL60 mgr ALALETOH® MR ED sur
ModiGed release lalleesf TaGremar s seandsxarainin oieinkttettinn
Glicle2e 60 my f Calisaaliay €0 ur

Manulacturing product batelt nennber/ Homep nispoBiitiioT eepif nikapenrors aacofy 40135578
Analysis f airis 130672024
Finished product batel nuimber £ Howep cepif ravonore aimpeskoro ancoby f105018
TESTS IICKAIHITRIL STANPARDS [ CTAHIAPTIT IRESULTS FIEIVNILTATH ™

1. Appearance { Jooniuulit miyrang While oblong lablel scored and engraved with "DLA 60 on bolk faces/ Bijero xonstpy,
nonraeTol (lepsi lreTsu 3 nocivkolo Ta 3 THenesias «DIA 600 3 ofox Gokie

1. Average moss{mg)/ Cepennn stnea | 304 - 336 (95 % to 105 % of the (ieoretical mass: 320 mg / 95 % - 105 % uiz Teopenivnil

{nir) mocl 320 mr)

3. Bubdivision of tablets: Uniformity of | No mare than | oul of'30 hulves outside B5 % to 115 % of the average inass and no lall*
ranss! Moulnuniers vabnerok: tohlel oulside 75 %a to 125 % / He Ginbwe i 1930 nonosiotok pikoRiTs 30 Mesti
eauopianicrs sacn Aionesony 85-115.% bin cepernnal saci i xoaie] nononiniir, we nsesnTs 3 mesi 73+

125%

4. Microblologleal quolity (skip test)/ | Tot] oembic microbiu] count £ 3urankne uncao gepoBunx mikpoopraninis (TAMCY. 5

MirpoGionorinun wucrora (okin-TocT) 1000 CFUWg — <1000 ICYO/r

Toiel combined yeasts/moutds couni / 3aransue v1cna DPHKOKOBIX T8 HinfccHesny rpidin
{TYMC): 5 100 CFUWg < 100 KYO/r

Eschedehio Cali § absence/l g—siscyrnifl
& [dentlfication of drug substnnee /

Inennditanin glioao? pengemm
- Liquid chromatography/ Piausnn ‘The ralia of the retention tines of the principal peak from the lest solution and from the
xpomoTorpolis meference solution must be between 0.95 nnd 1.05/ Cnibaigsowenin nocis yrpumai

DCHODIOTO NiKD HA XPOMATOTRAIMLY nnr:numyunuum POBULNY TA poatlilsy NOpIsHNINER
nooirno Gy Mine 0,95 1o 1,05

- Infrared absorption speclromeiry! ‘The pasilions and inlensities ol the absorption bands o the spectrim nhtained nre
lindipntepookn oficopGuiiiin concorlant with those of the reference spchrum! Monomens w firerconiicn
enexTpaMeTpin afficopBuiiinix enyr crelcmy na ¥pomarorpaMi Acenianypakioro poainiy nignonizng

HBACIENI0 T3 {#ieiteieloeT a6capouiiiinx chyr CHeKTpY 12 XPOMATOMREMI po1iIY
nDPlﬂIlﬂIllIﬂ

I'nsses / Bisnaninac

320 me

Passes f Diznoniaue

Skip Tesl— Not applicable
Skip Test~Not npplicable

Skip Tuest— Mot applicable

Positive / Noauriiono

Positive { MoanTinio

6. Drugsubsionee content (LC) 57,0630 (95 % 1o 105 % of the theoretical coatent/ 95 % - 105 96 plx TCOpeTIiHIOrg 592 mg
{mg/tnblety / amicTy)
Baier gitouo¥ penonunir (PX) {ar/raG)
7. Depradatlon products eontent (LC)
(o) !
Barler npopyxrie poinany (BX) (%4)
-¥ 24 =202% <0.10%
- Ench olher depradation praduct / 502% <010 %
Komenr innil npogyst poanaay
- Sum of degradation prodycls / Cymn s04% <0.10 %
NPCAYKTIR poinaay
8. Unlformity of dosage units/ Stage / Cwoainf Number tested /| Acceptance criteria / Kparvepii npnlitwsiocti
Onunplaniers goionmiix vameng, [CinLxicrt
~ Muss variotion / Keavsunn suen: not quGneTox
opplicable / jie sukonycaeen g o <1500
- Conlent unifarmily (LC}) / l av < 1) :ﬁ Passes / Binionigae
e 4 - 51 +20(30) AV =150%
Onttopianicts omicry (PX): %/ lobe] L - e
lufin { % Bin HOMINATMIDTD DuicTy 0,75 M < each unit/ zonote omiston £ 1,23 M
9. Kinetics of dissolution for tnblet/
Kineturn posmiennn raGietarn
I hours 7 2 ronia 8% -28% 18 %
4 hours /4 roani 31%-51% 3%
12 hours / 12 roasm =85% 9%
10, Xinelies of dissolution lor holfublet/
Kinernkan poasmenin nososutior
Tubneror
2 liours 7 2 rognin 8%-28% a3 %
4 haurs / 4 ropiun 31%-51% 49 9%
12 hoors /12 roaun 2 85% 100 %
Bateh nzeepled £ Cepin apiiiiesr -
* Notdetected « He s« Notoppllcablo = e npurotinen « SHy test  Paser = Bl copmaf Sihlmnklar « Ahaentfy v ite: I

Siipr test = Navupplicalfe = Hublmavr apailyenim = He nposndiaanes

Responsible for Confoymity Cantrol LaboratoriesiBioncaidarenii 3a Hocmosipricmn Jadopamopnozo Konmponio {)r/d}.\b-— -7

P, MASSON

Sige suzial , V03 eoute de Surn - 15520 GIDY - Frnew ; +33 (D2 38 13 87 00 « wawserviercom
S.AS. au capltal de 3 0HD 00 ceros - 02 233 483 RCS Orldans
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L 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 at the abovementioned site in full compliance with the
GMP requirements provided by the local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and GMP compliance was
established/ Ium 51 saceingyro, mo narezena pume inhopmanis € nocrosipHoro Ta TounoI0, Il0 cepiio npomyxuitl 6yno
BHpobneno (Brnlovaroun NAKYBAHHs/MapKyBaHH:T) Ta NPOBEAEHO KOKTPON 1i AKOCTI Ha BHILE3a3HAYCH I AiNBHAL] ¥
ToBHi# BiAnOB{AHOCT] 3 BuMoramu GMP, BCTaHOBNSHHME MiCLEBHM PErYJATOPHEM OPraHoM, a TaKoK BiANoBiHO &0
creluirani, mwo mictaTncs y peecTpaniifiHoMy focke. IIpoTokosnn supoGHULTES, NaKyBaHHs Ta ananizis Gyno
NEPEraHyTe Ta BCTAHOBIEHO BifmoRiaHicT:E GMP

Date of batch release / Jata sunyery cepii : 25/07/2024

Name and Position/Title of person authorising the Baich Release/ ipizeriue Ta wocana/ 2pamis ocofn, IKa BuAANA
AO3BLI 1A BHIYCK cepii

Emmanueile LORANS, Qualified Person/VriopHorasiena ocoba

. . / My,
Signature/TTipnuc: K& _— Date/[ara: —’QQ—.J,&L@‘) Ozg&
CX— 5 9l

Finished product batch number/ Homep cepii rotosoro nikapcbkoro sacoBy: 6105019

Siege social : 905 roule de Saran - 45520 GIDY - Franca | +_33 (@)2 3B 23 87 00 - v senvier,com
5.A.9. ou coplial de 3 0B0 000 suras - 402 222 483 RCS Orléons Page 3 of 3
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