JIEPHABHA CJIYIKBA 3 JTIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
npos. Hagii Ceivmunnot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.I\yw@dls.g,ov.ua_, Kon €1PTTOY 37079055

BHUCHOBOK
PO SAKICTH BBE3EHOTO B YKRpaiHy JikapesKroro 3aco0y

22.08.2024 No 42845/24/26

JIABETOH® MR 60 MI'

(nxmmwvunmm !lﬂ(dp(,bl(()l O ML()()’ 3PIAHO 3 pec upaummm l]OLBUI‘ILHH)l\l)
tabaerku 3 MoauikonaiuM BUBLILHeHNaM 0o 60 M, no 15 Tabuaerox y 6aicrepi; no 2
Gaicrepu v kopodud 3 KapTouy

(opata BHILYCKY, J03YBAIHSA, BiA NIAKYBAHHS TIKAPCLKOrO 3ac08y)
Homep peccrpaiitnoro nocsiauenus UA/2158/02/02 crpoxk aif peecrpauiiioro nocsiueins HeobMEeKCHUH
Cepis nikapcukoro sacofy Ne 6104096 Kinbkicts spesenoro nikapebkoro sacoby 41759

BupoGumk Ja6oparopii Cepp'e Innacrpi, @paniiis
PaTof p pt, ¥p

(HakMeny Banus BpodiiKa AikapeLroro sacofy, kpaing NOXOLKENA)

Beeacro B Ykpatiy Tosapucrso 3 obmesxenolo sinnosinaasuictio "CEPB'E YKPATHA"
inenr. xox: 33643340

(uaiimenynanns 1a KOA 3 CAPTIOY 1wpusuusot ocobu abo npissyie, im's. 10 SarhkoRT (izuunoT
acolu - iznpuenus, i micue NpOKURAIILS T8 puupmummu ttoMep 00A41KOBOT KAPTKH IAATIHIHKA
nozarkis a6o cepis Ta HOMEP racnopTa)

[Mporokes Bizyansmoro conrpomo six 22.08.2024 N 2858/9.

3a pesynbTaraMy  JICIKABHONO  KOHTPOMO  BCTAHOBJICHO, MO nixapeskuil  3acif  speseno B Yxpainy 3

AOTPHMAHHFAM BUMOT 38KOHOJABCTBA MO0 3a0e3MeUeHHA AKOCTI NKAPCHKHX 3aCOPIB.
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LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JUKAPCHLKOr O 3ACOBY

Name of the Manufacturer & Address/
Hazsa 1a agpeca BHPOGHIKa

Name of Importer and Address/
Haspa ta aapeca imMnoprepa

Which Consignment of product is delivered/
Bua npogyiuii, mo nocravaerecs

Pharmaceutical form/Tiapcpia hopma

Name of the Product/Haspa JiKapcekoro 3acofy
Dosage / Cuna njy

Type and size of packaging/Bun ta posmip ynaxosku

Finished product batch numbey/
Homep cepii rorosoro NIKApCHrKOro 3acoby

Manufacturing date/ITara BHPOBHUNTE,
Expiry date/Tepmin NpuaaTHoCTi
Batch size/Kinpicicrs, y cepii

Manufacturing Licence number/
Homep ninensii ya BHPOSHHLTBO

Registration Number/Peecrpauixfu-m TIOCBiueH s

2 roule e Saron - AB520 GIDY - Frane -
e 3 CA1 000 @uros - 402 27 4583 RCS Quigans

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy Francc/ﬂaGopa’ropii’
Cepn'e Iapacrpi 905 pyT e Capan, 45520
XKini, ®panuis

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

BYJI. Ha6epe>rmo-XpeLuamubrca, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Ypaiua

Pharmaceutica] Product/ﬂixapcmni& 3aci6
Modified release tablets / Tabneriy a
MOIHGDIKOBaHIM BHBUIbHEHHM

DIABETON® MR 60 mg / TABETOH® MR 60
M

60 mg /60 mr

15 tablets in the blister; 2 blisters in the carton
box /110 15 Tabneror y baicrepi; no 2 baicrepn

B kopobui 3 kaprony

6104096.

0572024
05/2027
66 666 boxes/ynaxosox

2022_188_1_2 dated 20.12.2022
2022_188_1_2 Bix 20.12.2022

UA/2158/02/02

+33 (02 36 23 57 00 - werw sonvier omn
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LES LABORAT OIRES SERV 1ER

INDUSTRIE

Ruference methad / Flogusint na petnd D'\'C'SD(\ﬁ’)ﬁ'A“PFﬂT_“CTR 18188_EN_A0

Reference specifications 7 Tlocuaatits

Maodified

DIABETO

yn eoeujiruuiie | DTC_SOOS'ZO?._PY_'N:.S[’E__li“H(J EN_10.0

N~ AT 6T o TAGETON MR 60 mr
release tablets £ “ratneriot 1 sopgixanaiis DHBIRICHIRL

Ghictnzide 60 m / Taixaanuay G0 e

Mannfiscturing prodoet tateh nnimber 7 Honep pupaani cepii AikDPELKOTD aacoBy

Analysis £ ananid 30/05/2024

Finished grodect btk nureber 7 Honep cepif roronuro NIKAPRLKOTO sacaly

TESTS/ HOKRATTIH

1. Appearanee / Jonuimnin puran

2, Aycrage minss (mg)/ Cepenus saca
{mr)
3. Subdivision of tablets: Uniformity of

mass/ Tonbisgicts TnlineTox:
onsophanicTy sl

4 Microbiologicsl quality (skip test) /
Niscpofionoriama MUCTOTA (exin-Teet)

40134521

6104006

STANDARDS / CTANIAPTH

oo e

S—
White oblong tablet scored ond engraved with "DIA 60" on Bolh faces! Bisoro KONLOPY,
ouracTol Gopnit tufneTii 3 Haciukoio ™3 prctenyan «DIA €09 s oox BoKiB

304 - 336 (95 %e 0 105 % of the theoretical mass: 320 mg 195 % - 103 % pia reopeTiiot

pacs 320 MK)

No more than 1 out of 30 halves oulside 85 % to 113 %of the nverape wss and no hatl’

tblet outside 73 w10 125 %l He Ginpme i 1230 NONDRIIDK IXOANTE 3 MEIRI

pinnuaony B3-1 15 % pin cepeatsol Mack { #onioi nonoaHi, 1O atsoaTh 10 Mok 75~

125%

Totat nerobic microbial count / 3araibie wsieno acpoBiin Miicpooprmli‘n\(iu (TAMCY: £
1

000 CFUlg ~ <1 000 KYOIr

Totl combined ycastslmoulds count / Juranpiie WHENo ApiagKOBIN T [AICEHCBIX rpuGis

5. identification of drug substanee /
Inewsudisanis aliovol pestonin
- Liguid chromatography! Piamd
xpommorpux\\in

. Infrared absorption speclromc(ry/
{nihparepsond sBcopBuiiing
CAERTPOMETIR

6. Drug substance content (LC)
(mglmmel) |
BaticT pitouoi penonii u (PX) (arfTab)

7. Degradation products content (LC)
!
Dader uponym‘m posnagy (PX) (%)
- Y 244
- Each other degradation pruduct/
KComett itumil nposyk® posnLRy
- Sum of degradation products 7 Cyma
npumyyTin poInAaY

4. Uniformity of dasage units/
Onunpimﬂcﬂ.nu‘muuuux LT
. Mass varintion / Kozaaiitd peacss: not
applicable / ne BIKOHYETLER
- Content unifosity (LOY!
OunopinHiets prsiery (PX): 4 { nbel
claim / %o il 1OMiNANKIOTD naicTy

9. Kincties of dissolution for tabiet/
fClneThra porncni TubneTor

7 hours { 2 ronisit
4 howrs f & ronui
12 hours ¢ 12 roaitit

10. Kinctics aof dissolution for hndf-tablet/
[CheTnKa posnucnnn HOJNOBHUOE
afineton

4 hours [ 2 roanuy

4 hours £ 4 rompi

17 hours / 12 roas

Batel accepled £ Cepia npuilenTa

o Nof deweted + He paasit

Not appliceble = Hu npenadteidie Skip rest - Passes = Suftiprone aunmlivrintet Rionmatode « Absenly

(TYMC): £ 100 CFU/g ~ £ 100 KYO!r
Escherichia Coli© absencelt - piacyTift 1

“The ratio of the relention times of the principal peak from the test solution and frow the

reference solution inust be between 095 and 1.05/ CriigniaHoiehi wacis yTPUAIIINR

LEHOBHOTO KD 1A XPOMETOTPOMAN pocaificysanora poaumy T poaty nopiguanin
nontno By aine 0,95 10 1,05

The positions and intensities of {he sbsorption bands of the spectum obtained are

coneordant with those of the relerence spectruny Tlonoennsg T frencnniicTs

aGeopbuifinix chyt cReKTpY 1 xpomnrorpnmi AQEAIJOKYBEHOTO poBHHIY pinoninoe

nonGIENINg T8 fi1TeHEHDIOCTE pGeopBuiitiux cpyT crieKTRy 118 xpoMaTorpani poyiiny
nOpIBHATHA

57,0 -63,0(95 % 10 105 % of the {heoretical conlent /95
BMicTY)

o, - 105 % pin TEopeTHHIOTO

nber tested /
KinnkicTh
TalneTor

Siage / Croain Nu

vrepii npuﬁnmnocri

AV S 150%
0,75 M € each unit / Eoneis oA <125M

8%-28%
1} %51 %
=85 %

8%-28%
11 %-51%
=85%

Higeymniemb 1o

Stip test ~ Hot oppdivnbie = Hufiigwmne gunprasyposs = Ha pprameticinet

Responsible for Conformi

Sepe vecial Yo v de Baran £5520 GIDY - Tranes £ +3

¢ .

I3 Conirol Lnbomlaries:Bidnooir)anumn’x 3a Hocmoa!

A2 AN 23 N7 (0 - wa v gervierenit

5 A5 capita de 3 a0 QU pai - 102 271 383 RCS Orteans

pHicinL Nudopaniupnoco kosnmponio | (i

p. MASSON

Passes / Binnouinat
321w

Pagses / Bianopiaac

Skip Test ~ Not ppphicnble
Skip Test - Not upplicable

Skip Test - Mot applicable \

Positive / Toamisko

Positive / Tomnrusto

59.6 mg

<010 %
<0.10 %

<0.10%

Passes / Bunopisac

18 %
39%
95 %

23 %
49 %
102 %

ay
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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/ Llum s 34ACBINYYIO, 1O HABENECHA BUILE irrhopmanis € JOCTOBIPHOIO Ta TOUHOI. Lo cepiro npoayxuii Gyno
BHPOGIIEHO (BIJIIOYAIOYH NaKyBaHHs/MapKyBaHH) Ta IPOBEAEHO KOHTPOID 1 IKOCTI Ha BUINE3a3HAYEH I AibHULi y
NOBHIM BIANOBIAHOCT 3 BHMOraMH GMP, BeTanoBIEHHMY MicUeBIM PeryJiITOPHUM OpPraHoM, a TaKoXK BiATIOBLAHO 10
cnienngixauis, wo micratses y peectpaniiinomy nocse. Ipotokonu BUPOGHHLITBA, NAKYBAHHS Ta aHanizis Oyito
NEPErngHyTO Ta BCTAHOBNGHO Biarosignicrs GMP

Date of batch release / JJara BHITyCKY cepii : 25/07/2024

Name and Position/Title of person authorising the Batch Release/ Hpissume ta nocaga/ 3sanus ocon, sica BHIAIA
A03BLN na BHIYyCK cepii

Emmanuelle LORANS, Qualified Person/YnosHosakena oco6a

Signature/[Tinnue; -

Date/Iara:

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

Saran - ARZO GIOY - Frarce ) 133 (2 38 23 87 00 - wwwsorviet com
2222 483 RCS Cindans Page 3 0f3







