NEPKABHA CJYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KUEBI
npos. Hanit Ceitanunot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK

npo siKicTh BBE3CHOI0 B Y Kpainy JiKapchKoro 3aco0y

08.07.2024 Ne 35017/24/26

JUABETOH® MR 60 MI”
(HalMEHY BAHIS JIKAPCLKOTO 3aco0y 3riAHO 3 peceTpailiitiiy froCHiNCHIANM)
raGaerkn 3 moaadikopanm puBLILHEHHAM 110 60 M1 110 15 rabaerok y 6aicrepi; 110 6
GuicTepin y KOPOOUi 3 KaPTOHY "
(popma BUNYCKY. OBV BALTHS. B nakypasa SHKAPCLROrO 3acody)

Homep peecTpauiiiHoro NOCRiLEHIA UA/2158/02/02 crpox aii peceTpattiiinoro nocsinuenns neobMeneHui
Cepin sikapebroro 3aco0y Ne 6101127 KifbKICTh BBE3CHONO JHKAPCLROTO sacody 21760

BupobHHK Jla6oparopii Ceps' € Tupacrpi, ©pariis
(nalmMeIiy BaHH BUPOOILIKA JIKAPCHROTO qacoly. kpding HONORKRCHIS

. ToBapucTBO 3 00MEIKEH0I0 BiINIOBIAANBHICTIO "CEPB'C YKPAIHA",
BaeseHo B YKpatHy .
: inen. ou: 33643340
(stafiMeny BTl Ta Ko 3 CIMTIOY opuariod D00V 400 HPFERINIG, ML 110 GarhKoBl Gisinet
aco0s ~ nianpieso. i MICHC TPOAHBAHIT TS pecerpaiiinni pomep ABAIKOROT KAPTRY ITTHHED
poaarkie ado cepis Ta noMep fracHopra)

TIpoTOKOs Bi3yaIbHOTO KOHTPOIO sin 08.07.2024 N 2261/9.

33 pesynnTaTaMi  AEpKABHOTO KOWTPOMIO  BCTAHORJICHO, 1O pikapehkuit 3acié  wseseno B Ypainy 3

JOTPHUMAHHAM BuMor JAKOHOAABCTRA 1OLO 3a6e3NeEICHHA socTi nika nx 3acobis.
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT SAKOCTI JHKAPCHKOT O 3ACOBY

Name of the Manufacturer & Address/
Haspa Ta appeca supobruka

Name of Importer and Address/
Hassa Ta agpeca imnoprepa

Which Consignment of product is delivered/
By nponyxuil, 1o nocradactbes

Pharmaceutical form/JTixapeska gopma

Name of the Product/Hazsa nixapcekoro 3acody
Dosage / Cuna nit

Type and size of packaging/Bu Ta po3mip yrakoBKu

Finished product batch number/
Howmep cepii roToBoro Jikapebkoro 3acofy

Manufacturing date/Jlata pupoGuuirrsa
Expiry date/TepMid HpRAATHOCTE
Batch size/Kinpkicts y cepii

Manufacturing Licence number/
Homep Jitensii Ha BUpOOHUUTEO

Registration Number/Peectpauiiine NOCBIMEHR

LES LABORATOIRES SERVIER INDUSTRIE

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JTaGoparopil
Ceps'e lupactpi 905 pyt ne Capan, 45520
Aini, Dparuis

Servier Ukraine LLC/TOB "Cepg'e Yxpaina”
41, Naberezhno-Khreshehatytska St/

yn. HaBepexuno-Xperaruipia, 41

Kyiv, 04070/m. Kuig, 04070

Ukraine/Yxpaiua

Pharmaceutical Product/Jlikapenkuit saci6
Modified release tablets / Tabnerkn 3
MOIAPIKOBAHNM BHBITBHEHHAM

DIABETON® MR 60 mg / JUABETOH® MR 60
M

60 mg / 60 mr

15 tablets in the blister; 6 blisters in the carton
box / o 15 tabnerox y Gaicrepi; o 6 GnicTepis

y xopobui 3 Kaproiy

6101127

0472024
04/2027
22100 boxes/yakoBox

2022188 _1_2 dated 20.12.2022
2022 188_1_2 six 20.12.2022

UA/2158/02/02

Sizge sociol - 905, route de Saran - 45520 Gidy - France - 1él, 02.38.23.87.00 - www.servier.com

$.A.5. au capital de 3.080.000 suros » 402 222 483 RCS Orléons
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1ES LABORATOIRES SERVIER INDUSTRIE

Refrrepee method Tlocant s sevan . DTC 500
Weferenge spevilications Uagsmiim s caounisime DIC .

2 PF T CTH
005762 i N

TR A RIREETORY BT ET o, ALABETOY IR &0 o
Mudified wleass ublels 133 8 DR AHERRTINAL DHIGELAOIILI
Cilelrde B e, Py 50 e
Manoiicturing produst bateh sumber Hosep uppudnieo] sepil anapehrsro weaby 6104350
Aooadygly anRupg 140512024
Fhsished produices batch number ~ Houep sepi royanoTs BRIEERRAD sy 611127
S - TOKAIHIKI STANDARDS - CTAUBAFTY RLRULTS WP METATIE®
; o ¢ el so and ¢ ; itl " " b Giees. BLoro kaibLopy, recere | THAnAR L
1. Appeacsce/ Sonuiuniil purang White oblyung mbset‘:mmd nd engraved witl "DIA 60" on bt & Llﬂwl)mﬁ(( FQIOP] Pasers | Bianoniz
nesraeTol Popal aBHeTII I HICIHKOID T8 T THRHENHNN DA 60w 2 ofios fiokis
2. Avevage mass {mg) / Cepeans saen 304 - 336 (95 % 105 Yol the theoretical mass: 320 mg - 95 % - 103 By I ORI a2
{mr} saci 320 mr)
4. Subdivision of tablets: Uniformity of | Nomore than 1 natol 30 halves outside §5 % to 115 Y of the wvarage miss ard no half
ranss/ [Togimauiers vubaerow blet outside 75 %% to 125 % . He Glaswe tine | 3 30 noaonsior stol0inTs 53 ALCH
DIPTSR atanasony §3-115 Yo Bia CEPEARG AICH |KOLNOT NUATRIBTRTL 1 RSO 3 Mewt T
125 %
4 Microbislspient quality (sKip test)/ “Total serobic microbinl count £ 3arannie queno eepolittx MIKPOGOTINIMIE (TAMLY = Skip test - Mot Applicable
wiiepobiniarians TuerTeTd {eistereet) 1000 CFU e -~ 21000 KYOlr
Total combined yeastsiroulds count 7 Baranie SHER0 ApIRatnis. aniepaensy rpifiin | Shiplest- Mot Appticabie
(TYMUC) € 100 CFU/g - % 100 KYO#r
R e N1 ; . ; Sk o iy vesdie il
Bscherichis Coli : absenee/| g~ slacyrn/t ¢ Ship test - Rt Agplivabile
% Identifiention of drug substance !
Lreseemhheanin miovel pesonunn
- Liquid chromatography’ Pinnnog The mda of the retention times of the principal peak from te st solution end from the L]
spostaTarpidst referenee solutios must be between .95 and 1.05 Cisninuomeig HHEID YTpIMOH
QCHOBHOM KD 12 XPEMATOrPEMAN JOCHIDICYRINDIG PO T pORHRY DRIt
| nosmio Gyt Misg 0.95 13 1,03
. Infrared ubsorption spectromeley The pusitiony aod intensities of the absorption hands of the specirum obinines are Pusiteee ¢ Tosrmang
fnppiviepnotia afeopbiuiiig coucordaut with thuse of the reference speetrum/ TToaaenns 1o RTEHOIINC T
CRERTPOMCTHS pGeopGiilitas EMYF COEKTPY 10 XPOMATOIPAMI AOCIINYBAIDN0 POy RIHOBLIC
OOKEHING T3 HEFEHCHBIOCT! ABCOpBUITIIN CHIYY ENERTPY B XPOMBIOIRIN PO
OB
6. Drug substanez content (L) 570 63,0 (95 %10 105 e of the theoretical content - 95 % - 103 %% s TeopurBICG 508
{mglables) / BABETY)
Bt gisonel pesomus (PX) (ochab)
7. Pegradetion products content (L)
{%}/
Batier nponysrin poanazy (PR (%)
-Y 244 & ()\7. Yo
. Gach other degradation product 502 Y
ot nIUTE RPORYRT pUsiLy
. Sum of degradation products - Cymn w4 % [SERIE
NpOAYKTI poInany
¥, Uaiformity of dosnge snitsf ape / Crama] Mumberfesied /1 Acciplanee eritert / Kpirreps upniiersocy
CrpeenpilieTs ROTOBREHY 0L Kiankiets |
- MZ{R‘SS varigtinlu { Youasamm sacs. aot | Talineror E
I A i Y 0 AVE130% .,
i » Content unior i " ' i o o
. ey ' i 523 P Y SO %
Oauoptaniers micry (PX): 5/ label ! ; ) s M fR— 125 8
Y H H DT5M < ean £ ROHHD 0 4 1,20 N
elnim 2 h 31 OMIARIOND BMICTY ; i o earh unil 7 KEHID i Y
9, Kineties of dissolution for tablet/
[Chnerpra pasugis Tlaeror
3 hours S rosuu 8 W 28 % |
4 hours 4 romm LR A 35
12 howrs 12 roaes 5% 93
10, Iineties of digsofution for baif-tablet/
ICineTi RS O3HURLRNE HOMOPBUCK
rulieros
2 hours S 2 ropnt 21
45
12 hours - V2 roany un
Barch peeepted  Cupys nppiinueg
"% s e sueann - Xatappbenble - Ao Gt st Shig gest - Pages - Bufipha s canguts et Bensousas« Abseratly Hoovwssoms 3o
g tnse . Nt upplivelie » Huiipio sprit st ~ He spiasdisath -
Responsilla for Couformily Control Loboratwries Bignoaidemwtii sa Hoemoaipiicins JSaGopumopsy KRS
e
Caroline PISTRE




[ 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/ Lium 5 3acBifuyIo, 1o Hape/lena puile indopMaltis € Z0CTORIPHOIO T TOUHOW0. Llo cepito npoayxuii 6yno
BHPOGIEHO (BITIOYAKOMH [IAKYBAHHA/MAPKYBAHHA) TA POBEAEHO KOHTPOID 1T gKocTi Ha BYmesasraseHil Hinpuani y
[oBHiH BizOBiAMOCT] 3 BuMoramMin GMP, BCTAHOBACHUMMM MiCLEBUM PEryISTOPHUM OPTaHOM, & TAKOXK BIATOBIAHO 10
cneundiraniit, mo MicTaThes y peectpauiitnomy nocse. Hporokonn BUPOOHMIITES, HAKYBAHHS Ta anaiisis 6y1o
NeperasHyTo Ta BCTanoBieHo signosinnicrs GMP

Date of batch release / Jlata sunyceky cepii : 07/06/2024

Name and Position/Title of person authorising the Batch Release/ Iipizsinue ra nocaia/ 3panag 0cobi, SKa BUJAIA
JO3BLY HA BHITYCKC cepil
Ermmanuelle LORANS, Qualified Person/Ynosuonaxera ocoba

Signature/ITipnuc:

Date/Mara: /%/i T {/},ZM&,QW ‘;}f) r;g {'fiﬁ

Finished product batch number/ Homep cepii roToBoro nikapcbkoro 3acoby: 6101127

LES LABORATOIRES SERVIER INDUSTRIE
5iege social - 905, rouvte de Saran - 48520 Gidy - France - Tél 02.38.23.87.00 - www sevier.com
5,405, au copifal de 3.080.000 euros « 402 222 483 RCS Oreans



