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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SIKOCTI JIKAPCBKOI'O 3ACOBRY

Name of the Manuficturer & Address/
Hassa Ta azpeca supoSHuka

Name of Importer and Address/
Haz3ga ta apeca iMnoprepa

Which Consignment of product is delivered/
Buy mpoayxuii, mio rioctavaerses

Pharmaceutical form/Jlixapcexa dopma

Name of the Product/Hassa nikapcsioro 3dcoby
Dosage / Cuaa git

Type and size of packagitig/Buin ra PO3MIP YITAKOBKH'

Finishéd product batch number/

Howmep cepii roToeoro nikapcsxoro 3acoly
Manufacturing date//Jata BupoGumiITEa
Expiry date/Tepmin npugatsocri

Batch size/Kinskicts y cepii

Manufacturing Licence number/
Howmep ninensii na supoGruurso

“Registration Number/Peectpaniiiie moceimiensis

Siege social ; 205 route de Sarar < 45520 GIDY - France ¥ £33 (Y238 53 87 00 wiwiw sarvier.com
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Les Laboratoires SERVIER Industrie 905, route

de Saran 45520 Gidy France/JIaGopatopii-

Ceps'e Iunactpi 905 pyt ae Capan, 45520

XKini, Opaunis

Servier Ukraine LLC/TOB "Ceps'e Vipaitia
41, Naberezhno-K hreshchatytska St./

pyn. HabepexHo-Xpemarnipka, 41

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

Pharmaceutical Product/JTikapcnkuit 3aci6

Modified release tablets / Ta6neTku 3
MOMH(IKOBAHKMM BHBIJIEHEHHAM

DIABETON® MR 60 mg / JIIABETOH® MR 60
Mr
60 mg /60 mr

15 tablets in the blister; 6 blisters in the cafton
box / no 15 Tabnerok y Brictepi; no-6 Gnicrepis
Y KopoO1ii 3 kKapToHy

6095215
11/2023 E: T
11/2026 '
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2022_188._1_2 dated 20.12.2022
2022_188_1_2 Bix 20.12.2022
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Py s 748 by ey
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. Relence wietliod / TToeiaaiie id vieron : DTC_S00576F PF T CTR_I8188_EN 5.0
Reference specificalions / Tocknatng wa cneundisagio ; DTC 8005762 _PF N_SPE_18186_EN_10.0

NAME ; HAIBA — DIABETON® ML 60 mp, MLABETOR® MR 80 mr
Modified release tabless  Tafineit 2 Mogndnkosmitst nopinuenIRs

Gliclezide 60 my: * Cnikmanay 60 mr

Manufactusing product bateh number / Homep supofiinisoi cepii nixapcurare ancoby 40121113
Amalysis / nianis 211212023
Finished prochict batelt sumber / Hossep cepit roTusore sisapcssero aacoby 6095218
TESTS / NIOKATHYKH STANDARDS / CTAIBAPTH RESULTS / PEIVIILTATH *
1. Appearance ! Sosuiwmiil surnsa While ublong_tablcrscored and er!gmved with "DIA 60" on both faces! Ei.nuru_xunhuby, Pusses / Biznosizae
laosractol fopsn Tabnemien 3 Haciykola T2 3 THEHS AN aDIA G0 3 06ox Boxis
2. Average mass (mg)/ Cepeaun maea | 304 - 336 [95 % to 105 % of the theoretical mass: 320 mg / 35 % - 105 % pil TeopeTittinog 321 mg
(mr) mack 320 mr)
3. Subdlvision of tablets: Uniformity of | No more than § out of 30 haives outside 85 % to 115 % afthe average mass and no hall Passes (' Bignosinac
mass/ Ioginenicrs Tubnerok: tablet outside 75 % to 125 %/ He Ginswe nixc] 3 30 nonasiisor BnKomTs 1 Mexi
onnopianicT Mok Aiamadoty 85-113 % 8in cepemnyol Mach [ WOAHGT HOROBHIKE, WO BIXDAHTS 30 Mews T5-
125 %
4..  Mierobiological quality (skip test)/ | Total aerobic micrabial count / Jaransie o nepobiix Mikpocpraimia (TAMC): 2. | Skip Test -~ Not Applicable
Mixpofiomeriuna muereTa (Ckir-rect) 1000 CFU/g - 51000 KYO/r .
Total combined yeasisfmoulds count / 3aranuki 4o Iphicxorix 1@ naicesenin mitkin | Skip Test ~Not Applicable
(TYMC): < 100 CFU/g - < 100 KYO/r . .
_ o Escherichia Coli : absence/] g— sincymii/[ r Skip Test — Not Applicable
5. Identification of drug substance /
lzenTudiconia airool pewobsimn
- Liquid chromatography/ Pimtkna The rafio of the retention times of the principal peak from the test soliitiof and For the Positive / TowmtusHo
_XpomnTerparia reference solution must be between 0,95 and 1.05/ Cnissinuowenng vacia YTRHMAIHR
OCHOBHOT'O MRS 11E XPOMITONPAMAN ROCRITRYBAHOTC PO3UHHY T pOIYIEHY DopisyHil
no8itHIG OyTe sk 0,95 Ta 1,05
« Infiared absSorption spectromeiry/ The positions and intersities of the absorption barids ofthe spectum obtained are Pasitive / Flodnriteho
Intbpauepsonn afcopfuiftun concordant with those of the referénce spectriny TIONOKEHHA T8 IHTEHCHBHICTS
CnexTpoMeTpin ROCOPBULITHIIX CMYT CReKTPY HO XPOMETEIPami A0CAAXYBIHOrO pozyiiy BiAnoRinae
MOROMEHHIC Th {ivencHEnocT] aBropGUIIIK Chy T creKTpY 11 XpoMOTOrpami POty
nopinHAHHA
G, Drug substance eontent (LC) - 57.0-63.0 {95 % to 105 % of the theoretical conlent / 95 % - 105 % pig TEOPETHHHOLG 60.0 mg
(mg/tabifet) / - BMiCTY)
Bwict aiwvol pesosnui (PX) (Mrfraby
7. Depradation preducts content (L.C)
{Yay/
Bmicr nponyierin poznoay (PX) (%)
-Y 244 £02% <010 %:-
- Each other degradation product / £02% <0,10%
Kowen iingli npogyxr poanany
- Sum of degradation produets / Cyna S04 % <010 %
TIPODYKTIS PO3NAIY
8. Unilormity of dosnge units/ Stage / C!rﬁ.nin Number tested /| Accepianee erileria I'IKPIITEplh].' np.uﬁnnmm:.-rj N
ORuopiaHicTs ADIOBANKX BARNITL b Kintxicts,
- Mass variation / Konisanna sncit: not TaBnatok
applicable / ve BrikonyeTnen = [
- Contenl uniformity (LC) / g; +vu[ gu g; }gg ;“
OnsopinsicTs enicty (PX) %7 label : = az0) S
elaim/ % oin nominansiora shicty - 0,75 M < each unit/ kosrua oqunHin
9. Kineties of dissolution for tablet/
Kinetuxo posunueinn tafacton
2 hours / 2 Togma B%-28%
4 hours / 4 roanun 31 %-51%
12 hours/ 12 roasn =85 %
10, ‘Kineties of dissolution for half-tablet/
Kineraka polsunenita Ronousnox
. TabneroR
2 hours / 2 regunn 8% - I8 9% 3] 9.
4 howrs /4 roasimm : 31%-51% ) 45 %
12 hours/ 12 roaiin o >B5% . " . 98 %

Boteh accepted / Cepin npitiinsea

* Nar deiecied = He qunrence - Mot applicoble = He npesodianics - Skip jest - Pasres Huiipinse nmpubiemig « Bonestiar - Abzent/ig - Hideyandenn Fo
Skip test ~ Not gpplicable = By 7 - Ha A

Responsible for Coiformity Gontrol Laboratories/Bidnosioansuui 1a Hocmesipuicms Jadopamoprazo kowmponto Fr L

P.MASSON
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I hereby declare that the abovemertioried information is reliable and accurate. This batch of products wis 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/ L{um 5 aaceinuyio, mo maseneua BHIIC iHpOPMALis € ZOCTORIPHOIO Ta TOYHOIO. Lo cepito mpomykuii Gyno
BHpobJIeHO (BKILIOSaI0YH aKYBAHHS/MapKyBaHHs) Ta IIPOEEACHO KOHTPONK ii #KOCTi Ha BHMesasHauenii AinsHuLi y
TOBHIH BiANOBinHOCT] 3 BuMoramu GMP, BeTaHOBIIEHMMHY MICLIEBHMM PErYIISTOPHIEM OPTaHOM, & TAKOK BiAMoBiAHo #o
enenupixaii, mo MictaTecs y peectpauiftromy nocke. Ipotokomu BHPODHHIITBA, NaKyBAHHA Ta aHAMI3iB 6yno
HEPETMAHYTO Ta BCTAHOBICHO BigmoBinuicTs GMP

Date of batch release / Jlata BHILYCKY cepif : 14/02/2024
Name and Position/Title of person authorising the Batch Release/ Ipizeaine Ta nocana/ 3pans 0¢06H, Wka BRAANA

RO3BLT RA BANDYCK cepii
"Pierre GENOT, Qualified Person/V TIOBHOBAXKEHA 0coba

Signature/TTinmue: Date/Iara:

Finished product batch rtmber/ Homep cepii rotosoro fiikapcbKora 3acoby: 6095215

Sisge soclal: 905 foute de Sardin - 45520 GIDY - Fronce : +33 (0)2 36 23 87 00 - www servier.dorn
© AL A msnibel Aa A NAN VD anirne - 409 990 AR3 ROS Oldans
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AEPXKABHA CJIYXKEBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npoe. Hanii CeitnunuHoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €EAPIIOY 37079055

BUCHOBOK
npo AKiCTL BBe3€HOro B YKpaiHy Jikapchbkoro 3acoly

08.07.2024 - Ne 35017/24/26

JIABETOH® MR 60 MI”

(BaliMeHyBaHH Aikapchkoro 3acoBy 3rilHo 3 peceTpaililtHumM nocBinYeHHAM)
Ta6aeTkH 3 MoaHQiKoBaHAM BHBiIALHEHHAM no 60 Mr; no 15 Tabaetox y Gaicrepi; no 6
Gaicrepins y Kopodui 3 KapToHY )

((popma sumycKy, AO3YBAHHS. BUA NAKYBAHHA AiKapckkoTo 3acoby)
Homep peectpauiiitoro nocsiauenna UA/2158/02/02 crpox aif peecvpauifinoro nocaiauewns HeoOMexeHn
Cepis nixapchkoro sacoby Ne 6101127 KinbkicTh BRE3€HOrO Nikapcukoro 3acody 21760

BupoGHux JTaGopatopii Ceps' € luaacTpi, ®paHiis

(HaliMcHYBaHHA BHpoOHKKA JiKApCEROTO 3aco0y. KPATHA NDXOIKEHNA)

T — ToBapHeTBo 3 00Mexenoio Bianosizansuictio "CEPB'E YKPATHA",
EPRIY inenT. woa: 33643340

(rafiMenyBani Ta koa 3a €APTIOY opuanuiiol ocobu abo npizsuuie. iWs. 1o Harbkosi thizvanol
0coBH - NiANpUeMus, i Miclle POXURANNA Ta peccrpauifiHuit HoMep 06NiKeRGT KAPTKX NIATIHHKA
noAaTkis ab0 cepin TA HOMEP NacnopTa)

3a pe3ynpTaTaMH  IEPKABHOrO KOHTPOMIO  BCTAHOBN RBEIEHO B YKpaimy 13

XOTPHMAHHSAM BUMOT 33KOHONABCTRA L10AO 3abesn

ACOEIB 14
T g
’ oot-$z“\ﬁ H g 4

/ Muxona XOJIOOEHKO

{ininiany Ta npizemwe)
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT AKOCTI JIKAPCHKOI'O 3ACOBY

Name of the Manufacturer & Address/ Les Laboratoires SERVIER Industrie 905, route

HasBa Ta aapeca BnpoGuuka de Saran 45520 Gidy France/JlaGopaTopii
Cepr'e Inpactpi 905 pyr ne Capan, 45520
Hini, panuia

Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Yxpaina"

Hasga Ta anpeca imnoprepa 41, Naberezhno-Khreshchatytska St./

Byn. Habepexno-Xpewarnupka, 41
Kyiv, 04070/m. Kuig, 04070

Ukraine/Ykpaina

Which Consignment of product is delivered/ Pharmaceutical Product/Jlikapcskuii 3aci6

Buj npogykuii, uo nocradyasTeca

Pharmaceutical form/Jlikapcrka opma Modified release tablets / Tabnetku 3
MoandikoBAHHM BHBLILHEHHAM

Name of the Product/Hassa nikapcbxoro 3acofiy DIABETON® MR 60 mg / JIABETOH® MR 60
Mr

Dosage / Cuna git 60 mg / 60 Mr

Type and size of packaging/Bun ta posmip ynakosku 15 tablets in the blister; 6 blisters in the carton

box / mo 15 Tabnerok y Guicrepi; no 6 6nicrepin
y kopofui 3 KapToHy

Finished product batch number/ 6101127
Homep cepii roroeoro nikapcsxoro sacoby

Manufacturing date/IJara BupobGHMIITRA

25
- Q‘/\_\
Uh\ VMEHTIB

5(% oM

boxesfynam?fs

Expiry date/TepMin npunatuocTi

Batch size/Kinukicts y cepii

25188 4 ﬂ,&a&ﬂ/ 12,2022

’}&Sd_h Eﬁyx' 0.12.2022

Manufacturing Licence number/
Homep niuensii Ha supobuuLTBO

Registration Number/Peecrpauiiine mocsinuexus UA/2158/02/02

LES LABORATOQIRES SERVIER INDUSTRIE
Siége social - 905, route de Saran - 45520 Gidy - France - Tél, 02.38.23.87.00 - www.servier.com
3.A.5. au capital de 3.080.000 euros * 402 222 483 RCS Orléans
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o - Th ta awran : DTC_SOOS762_PF_T_CTR_IRIRS_EN_4.0

Refirence specifications | Vociumins 1 croumpiraimo : DTC_SUD5T62_PF_N_SPE 13186 _EN_10.0

SERVIER }

Sigge social : Y05 roule de Suran - 35520 GIDY - Frapcoe ;433 {092 38 23 87 00 - wewservier.com
5.A.5. au capital de 3 08D 0N ewros ~ 402 2273 463 RCS Orldans

AR HATBA DIABETON" BULED g, JEAGETDH® AT 60 ar
Madifey plenis tablels | T b | LT
Liliglaz e Bl mp - Tarticrasaay 60 ug
Monulicuring praduct bawcl mumber | fonep sigobiimod cepitrimposrors weefy 6101350
Amalysis o 14/5/2024
Finislied proskact bateh nwmber ’ Homep c2pii rovonora sisipeuroroe sacoly 6101127
TESTS / OKAIRIBAL STANDARDS / CTAIIAFTIY RESULTS . PEIVIINTATIL ¢
1. Appearanee/ 3onuimnifi meran [While nbl;cmg tablet seored and cograved with "DLA 60" on bath faces! anro_wnnhupy, Passes / Bianobie
{nosracToi Gopai TIGAETER 3 NOEMEDIC TA 3 THEOEHEAM &DIA 60» 3 06ox Soxia
2. Average mass (ing) / Cepenss mnea | 104 - 3346 (95 %4 10 105 % of the: theoretical mnss: 320 mg / 95 % - 103 % sin Teopenvuuoi 2
{mr) saen 320 mr)
3. Subdivision of tablets: Uniformity of | Nomare than 1 out of 30 halves oulside 85 % 10 115 % of the nverape mass and no half’ Passes / Bignonipge
mass/ Moainsaicr. Tabinerox; tablet putside 75 % to 125 %/ He Ginstue oix | 3 30 noA0a1m00% BIXGINTE 30 MO%:
opnopianicrs saen Aianazany 83115 % nin cepemints Macit | %O2U0F NOKOMIHRN, WO BHXOIITE 33 Mk 73-
125 %
4. Microbiological quality (skip test}/ | Tota) aerobic microbiol count / 3araubye 4ncno sepobuix mikpoopraiians (TAMC): < Skip test - Now Applicable
MigpoGioaoriams snevara (con-TecT) 1000 CFUfg — <1000 ¥ Qir '
Total combined yeasts/moulds count / 3armikiie wicno Apistaoekx Ta anicencays rpulis | Skip lest - Not Applicable
{TYMC): = 100 CFWea —< 108 K¥YO/r . .
Escherichia Coli : absence/1 g pincyTwil! Skip test - Not Applicable
5. Identification of drug substunee /
Trenvodicanis giowos pesosunn
- Liquid chromatography/ Pinviva ‘The ratio ol the retention times of the principal prak rom the test solution and Fom the 1.00
xposatorpabia reference solution must be between .95 and 1.05/ Cnistitnomteris vacis yrpisdittn
OCIONIOTD ILKD 110 XPOMETOHPIMAX A0CHIAHYHAIIOrD POIMHEY T2 pOTHHRY NOpPBUHIIA
ooy so Gy Miw 0,93 Ta 1,05
- Infrared nbsorption spectrometey? “Thw: positions und intensilics of the nbsorption bands of the specirum obtained nre Posilive / [Toarninsa
brehpaepsona abcopBuifing concordant with those of the reference spectrum/ IMomowetin T8 IHTEHCHANICTL,
ENEKTROMETPIs abicopBuillinix cayr cnexrpy i XPOMBTOPAM] LOCHITHYIMIOTO DOIMIKY Bitnoyivae
NOADHTIHIG TL IIFreHCHBIOCT] aBeopOUITinX CAyr CiekT)v [0 XPOMATOTPIMI POTHHHY
nopiBusHEE
6. Drug substonee content (LC) 37.0--63,0 (95 %0 105 % of the theoretica) content / 95 % - 103 % i Teoperawiorn 39.8
(mgfiabler) / nMETY)
Bmict aiwwol peqonnun (PX) (sirfrad)
7. Degradation products content (1.C}
(%) /
Buict wpoayeria poseaay {PX) (%)
-Y 244 <02% <0.10
- Each other degrndation produey / £02% <0.10
Komen inanit npaxyrr posnany
- Sum of degradation produsts / Cysma <04% <010
NponysTis poanaay
8.  Uniformity of dosage uoits/ Stage / Cragis| Number tesied /}_Acc ce eriteria / Kpyrrepii npuiteamoeri
OnnopigRicrs No30BIRNX ONWRItEL Kinuxs T CHOM
- Mnss varigtion / Konneanim soen: not Tabapfor. .,\'flf-—-— By ,:\
applicuble/ ne suxonyeTics 3] v Y N
« Content uniformity (L.C} :,]) i/ : Ei80 % B \ 27
Ounnopigniers puicry (PX): %/ label = «/ 10 Y SIFAM | \
¢laim / % 81 HOMNRAKHOTD BMITY ~ 75 M < each unil/ euikus £ 125 M
" M 3
9. Kinelics of dissolution for tablet/ E a L!‘ J l
Kiseroen poranneans mafneros } {_" /
2 hours / 2 romik T %% ‘“, /* / 15
4 hours / 4 ramitt ] Ve - i\% Y / 5
12 hours " 12 rodit ‘\; & Y 95
o ~
10. Kinetics of dissolution for half-tablet/ fna 2127
Kinerusu po3gunennn NoJonuues
ralneror
2 hours /2 roamn 8%-28% el
1+ hours / 4 roaonn M %50 % A48
I2hours / 12 roaun >85% 99
Baich accepied ' Cepin npnitHava
" Nordemetid Mo oannacpo - Notopphicetile - He gparaii s - Skp tess - Pagser - nfiiy LI ~ # o« Adtenclg Rk vrmcmn |-
SLip wese - XeW oppilivatle = B z -He !
Rexpans:bfe Jor Cor;fonmnr Conrrol Laboratories'Bionoeidanenuri 3a foemoeipricnn ﬂaﬁopamapuw_@
Caroline PISTRE
Page 2 of3
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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 x 3aceinuyro, mo Hasesena Buwe indopManis € nocrosiprolo Ta TouHOH0. Lo cepito npoaykuii 6yno
RypoGreHO (BKTIOYAOYH aKyBaHHA/MAPKYBaHH:) TA IPOBEAEHO KOHTPONE ii SXOCTi Ha BULIe3A HAYCHIH AiNGHHI y
noBHiH BiANOBiAHOCTI 3 BUMoramMun GMP, BcTanoB/IeHHMM MICLLEBUM peryTSTOPHHM OPTaHOM, & TAKOX BIINOBIIHO 70
cnenuikauiii, wo MicTATECH y peecTpaniftiomy gocke. IpoTokony BHpoGHHITRA, NaKYBAHHS T AHANI3E 6yno
MEPErNAHyTO Ta BCTAHOBNEHO BiAMoRiAHIcTE GMP

Date of batch release / Jara sunycky cepii : 07/06/2024

Name and Position/Title of person authorising the Batch Release/ Npiasnme Ta nocaga/ 3sannsg ocobH, AKa BUAANA
03B Ha BHENYCK cepil
Emmanuelle LORANS, Qualified Person/YnosaoBakena ocoba

Signature/TTignuc: -

Date/Jlata: gliﬂ‘( J ZA,AAQ_— o?_ODQ L{

Finished product batch number/ Homep cepii rotoeoro nikapaexoro 3acoby: 6101127

LES LABORATOIRES SERVIER INDUSTRIE
Siége social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com
5.A.5. au capital de 3.080.000 euros « 402 222 483 RCS Orléans
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AEPKABHA COAYXKBA 3 JIIKAPCHKUX 3ACORBIR

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUERBI

npog. Hanii Ceitauunoi, 3, 02099, ren, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Kog CJAPTIOY 37079055

BHCHOBOK
Npo AKICTh BBE3€HOTO B YKpalHy JiKapehKoro 3acody

19.07.2024 Ne 37134/24/26

AABETOH® MR 60 MT”

(HAUMEHY BAMIIS NIKAPCLROUO 2ac08Y 3rL110 3 PeecTpaniiiiny HoCRiLIMCHIN )
TabJeTku 3 MoaupixoBanuM BHBLALHCHHAM Mo 60 Mr no 15 rabieTok y 6aicTepis o 6
gnicrepis y kopodui 3 kaprony

{thopma BHRYCKY. DO3YBAIMA, BHI NAKY BAIHA TIKEPCLKOrO 3ac06y )

Homep peectpauiiinoro nocsinienns UA/2158/02/02 crpok ail pecetpauiitnoro nocsiavekns HeoBMekeH it

Cepia nikapeekoro sacofy Ne 6104644 KinbkicTh Beerenoro nikapeskore zacoby | 3699
BupoGHuk JlaGoparopit Cepr'e Ingactpi, OpaHitis
(HaiMenyBanns spodiuka JIKEPCRKOTo 3acoiy. Kpallia 1oX0OKEHHN )
Beeseno B YipaiHy TosapucTso 3 00Mckenow Binnosinansrictio "CEPB’E€ YKPAIHA"Y,
inent. koa: 33643340
(naimenynanna Ta ko g CJIPHOY wopuanybod ocolu ado npizrrne. iM's. o darekon qiznuno?
OCOBM ~ ITAUTPUCMIE, T MICLS [IPORHBAHHA Ta PCECTPAUIHHMI HOMCD DONIKOROT KAPTKH IATHHIA

moaarkin afn copis Ta HoMep nacnopra)

IpoTokon sisyanswroro kourpomo siz 19.07.2024 M 2440/1.

3a pe3yAbTaTAMA  NEPKABHOIQ KOHTPOMKO BCTAHOBNEHO. ULO  fikapchikdi  3aci®  Reezesce B Ywpainy 2

ONABCTBA WOJLO 3adelneyena sKoCcTi Nikapebknx sacobis.
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RIE
LES LABORATOIRES SERVIER INDUST moved by you

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHOIKAT AKOCTI JIKAPCEKOI'O 3ACOBY

Name of the Manufacturer & Address/
Ha3pa Ta agpeca pupobHuka

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/TlaGoparopii
Ceps'e Inpactpi 905 pyT ae Capan, 45520
JKini, Opanuis

Name of Importer and Address/
Hazssa ta agpeca imMmoprepa

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

Byn. HaBepexno-Xpemaruieka, 41

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

Which Consignment of product is delivered/
Bun mpoaykui, 1o nocraqaeTsed

Pharmaceutical Product/Jlikapcrxuii 3aci6

Modified release tablets / Tabnetku 3
MOIHQIKOBAHUM BHEIEHEHHAM

Pharmaceutical form/Jlikapeska dopma

DIABETON®MR 60 mg / JIABETOH® MR 60
MT
60 mg/ 60 Mr

Name of the Product/Hassa nikapcekoro 3acofy
Dosage / Cuna iy
15 tablets in the blister; 6 blisters in the carton

box / no 15 rabnerok y Gnictepi; no 6 6nictepis
y kopoOui 3 KapToRy

Type and size of packaging/Bun Ta posmip ynakosku

Finished product batch number/ 6104644

Homep cepil rotosoro nikapcbkoro 3acofy

-,h(‘ HOm ;’,

y e

L4
&
r\.\~

L‘\

Manufacturing date//lata BupoSHuLTEA i

LL)}\\ VEHTIB 6

"Ba Mﬁ 7

22 kB/@ii’S XES/YIIaKOBOK

Expiry date/Tepmin npupatHocTi

Batch size/KinskicTs y cepil

Manufacturing Licence number/ 88 1_2 dated 20.12.2022

Howmep niuensii Ha BupoOHHLITBO

Registration Number/PeecTpatiifise noceizueHns

_188_1_2 pin 20.12.2022

UA/2158/02/02

Siaége social : $05 route de Soran - 45520 GIDY - Fronce @ +33 (Y2 38 23 87 00 - www serviarcom

5.A.5 ou copltal de 3 080 000 suros - 402 222 483 RCS Ongéans

Page 1 of3



LES LABORATOIRES SERVIER INDUSTRIE

maved by you

Relerenes method ! Tlosumana ua seton ; DTC_S005762_PF_T_CTR_IBIER_EN_4.0

SERVIER

125%

(TYMC): £ 100 CPU/E —< 100 KYO/r

UCHUEHOMD MIKE 118 XPOMATUIPAMEN HOCHLKYBEEOTD NOFIIHY TA POINISIY NapisHaliLL
noanimo &yth Mine 1,95 1a 1,05

Relerence specificminns / [l un crmiukauie ;. DTC_SO05762_PF_N_SFE_[BIB6_EN_10,0
NAME [IAIBA DIABETON® VIR 60 my- JTAGETON® ML 66 er
Modified releage tablefz 7 Tafiaerems 3 MOGRGABIILN Bt HhL AR
Glicludde 60 my /Tmitany 60 xr
Menafacwring product batch nimtber ¢ Hosmep airpodan+ot cepil aikopetxara sacafly 401131601
Annlysis / armnis 2410442024
Finished product baich number 7 Howep eepii raTosoro mikapen.sora aacofy 6104644
TESTS ! NOKAIINHIOE STANDARDS f CTAHAAPTH RESULTS / FEIVARTATH *
1. Appearance / Sooniamid srrasa White nhl_ong tablet scored and en_gr:wcd with "DIA 60" oo both: faces/ biroro RoTBOPY. Passes / Bignosizse
nonroctol diopmy taBTeTc 3 Haciergio Ta 3 THEHeHHAM «DiA 60x» 1 0Gox Goxis
2. Averape mass (mg)/ Cepeann macn | 304 - 336 (85 % 1o 105 % of the theorelical mass: 320 mg / 95 % - 103 % sin Teoperwnc] 320 mp
{mr) wack 320 mr)
3. Subdivision of tabfets: Uniformity of | No more than | oot of 30 halves outside 85 % 1o 115 % of the average moss and na half Passes/ Bianopizag
masy! Hopinnnicrs TadaeTon: tablet putside 75 % to 125 %/ He Ginbwe aik 13 30 00N108HHOK BUXDANTS 31 MEXKI
oAROpRHICTE Mac Ajanazony 835-113 % 6in cepeaiteol sack 1 xolH0T NOIOGHHKLL, 110 BIKOANTS 38 &ew] 75-

4. Mierobiological quality (skip test}! | Tatl aerobic microbizl caunt / Jaramsne wicno aepofiHisx Mikpoopratisie (TAMCY. < Skip Test - Nol applicable
Mispodipaorivnn umeTora (ckin-tect) 1000 CFU/E — 21000 1KY O/

Tola! eombined yeastshmoulds count { 3aranmne unena SpiKUHOBIY T ANicenessx rprbis Skip Test — Mot applicoble

Escherichia Coli : absences! g~ vincyThifl r Skip Test - Nat applicable
5. ldentification of drug substance /
{newTadixnuin girount peroonns
- Lignid chromatography/ Pininua ‘The mtio of the relention (imes of the principal peak (rom the test salution and fom the Positive / TTosuTioto
spomarorpagin referemce solution must be between 0.95 and 1.05/ CnispigHoueHKa Yacid yrpunanig

- [nfrared absorption spectrometry/ 'The positions snd inteusities of the absorption hands of the specirum ablained are Positive / MoamTusis
Ihéipasepenisa abeapSuifinn concardant with those of the reference spectrum/ Honosesis 1 iHTedCHBNICTL
ChERTROMETDIR aBeopBUifing eMYT CNSKTPY HA XPOMATOrRAM acctiixyeanaro poadiey siAnosiane
NEIOMEHHIO TA inTaHcHEneeTi pBenpfuifinnx cvyr CHSKTRY 1 X POMATOraM | POIMHEY
nopiGHANHEA
6. Drugsubstance content (L.C) 57,0 63,0 {95 % to 105 % of the theoretical content / 95 % - 105 %% nia TeopeTi«nore 599 mg
{mgftabiet) / BMICTY)
Bmicr aitoaol pevosnny (PX) (mifTaG)
7. Degradation products content (LC}
(W) /
Bsicr opoayrTie pasnany (PX) (Vo)
-Y 244 =02 % <0.10%
- Each other degradation product £ <02% <10 %
Kosten THwali npogyxT posnany
- Sumn of degradation produets / Cyma <04 % <0.10 %
NIpoayKTiB po3nany
8.  Uniformity of dosage units/ Siage / Cratin | Number fosted /| Acceptance criteria / Kpurepii npuitanTaocrTi
OppopiauicTs Ao3anaienx oaunu b KinukicTs
- Mass varintion / Konueaukr macir oat TabneToR
applicable / He snkoIyETHER =
- Content nnifonnity (LCY / :,ﬁ +2{)l g 0 :x = :g‘g :; Passes / Bignosinae
OasiopiakicTs amicty (PX): % / label ” {70} = ,
claim / % Bia HonHAILIOD BMicTy 0,75 M < each unit / kowun omiHema = 125 M
9. Kinetics of dissolution for tablet! =
Kineruga ponnennn tafiaerox ;i
2 hours / 2 romuku : L & f}'v',),\'.\ 8% -28% 17 %
4 hours / 4 roaHHy ¥ = B (ITIB N % -51 % 3%
12 hours / 12 o JLOKYME 2, \\z85% 94 %
10. Kineties af dissolution fur half-tahlat/ "y
Hiserika po3qisienne aoIosaaok
TakaeTok 3 ey,
2 hours / 2 roasten \ ; -_'/“,rf o 289% 0%
4 Yours / 4 rommmn 319 - 51 % 45 %
12 bours / 12 ronus =85 % 59 9%

=+ — i -
Baich necepizd / Cepis npuiinsm \‘@:’_ﬂil “1-_".'\_\/"/

paa————
= Aurdereeted B atians - Notapplicabile = Hae opocoticeot, - Skip tose - Pastes ~ Budig i) — ftitmaaree - Sheeaelly  Hidgmuionn |
Stip tost — Nor applicabie = Sl duy - Heny LY

Responsible for Conformity Control Laboratories/Bionosioaserit 3a Hocmoaipnicms Hobopomeopnozo kowmpono

plle =

P. MASSON

Page 2 of 3
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER

moved by you

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/ Ilum s 3acBiguyto, mo nasenena sume iHGOpMais € JOCTORIpHOIO Ta TouHco. 1o cepio npoayKiii 6yno
BUPOBIIEHO (BKIIIOYAIOUM NaKyBaHHA/MAPKYBAHHS) TA TIPOREEHO KOHTPONE il SKOCT] HA BHINEIA3HAYCHIH AiMbHMLI y
NoBHI# BignosianocTi 3 suMoramMu GMP, BCTAHOBIEHUMK MIiCIIEBMM PETYISTOPHHM OPraHoM, 4 TAKOXK BIANORLIHO 10
creurbikauii, wo MicTaThea y peecTpaliliHomy nocse. IIpoTokomH BHPOSHMIITEA, NaKyRAHHS TA AHANIZIR oyno
MEPErIAHYTO T4 BCTAHORNEHO BiAnoBixnicte GMP

Date of batch release / JIara sunycky cepii ; 24/06/2024
Name and Position/Title of person authorising the Batch Release/ Ipiseume Ta nocaaa/ 3sanus ocofn, sKa BA2IA

[[03BiN Ha REDYCK cepil
Emmanuelle LORANS, Qualified Person/YnosHoeakena cco6a

Signature/[Tigmuc: § Date//lara: __35‘“_\7.1& 0(202 L(

nd
TOKYMEHTI

Finished product batch number/ Homep cepil roToBoro nikapcekoro 3acoby: 6104644

Slége soclal : 906 rowte de Saran - 45520 GIDY - France Jf33 (02 38 23 87 00 - wwiw servier.com
S.4.5, ou capital de 3 080 D00 euros - 402 222 483 RCS Orneans Page 3 of 3
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AEPKABHA CJHYXBA 3 JIKAPCBKUX 3ACOFBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitmuuoi, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €APIIOY 37079055

BHUCHOBOK
PO AKiCTH BBE3EHOTO B Y KpaiHy JlikapcbKoro sacofy
28.08.2024 Ne 43556/24/26
JJABETOH® MR 60 MIC

{HalMEeHy BAHHA Nikapeskora 3acofy 3rinHo 3 peecTpaltilHKM AocBiaYeHamM}
TabaeTku 3 MoaudikoBaHUM BHBiIILHEeHHAM 110 60 mr, no 15 Tabaetox y HaicTepi; no 6
daicTepis y kopobui 3 kaprony

{popma Bunycky. 103yBAHHS. BH.I NAKYBAHHA JliKapeeKoro 3acohy)
Homep peectpauiiitoro nocsinuenns UA/2158/02/02 crpox aii peectpauifinoro nocsindenns HEODMEKEH N
Cepis nixapcekoro 3acofy Ne 6106325 KinkkicTh BBe3gHOro Nikapebkoro 3acoby 13520

Bupobunk Jla6oparopii Cepr'e Ingactpi, @paHuis

{HaiiMenyBanua spoGHUKa Nikapcekoro 3acofy, kpaiHa NoXOMKCHHA)

Beeseno 8 Ykpaiay TosapucTro 3 06MexkeHowo BianosinaanHicTio "CEPB'C
YKPATHA", inenT. con: 33643340

{uatieHyBanns Ta ko 3a C/APIIOY wpnanyhoi ocobu a6o apizaniue. iM'a. no GaTbkobi
diznunoT ocobu - nianpuemus, it Micue nposkueaHHA Ta peecTpanifnui nomep obnikorot
KapTKH NnaTivka noaatkis abo cepis Ta HOMEP NacnopTa)

IMpoTokon pisyansnoro kontpomo sia 28.08.2024 Ne 2879/5.

v

3a pesyibTaTaMM  epKABHOTO KOHTPOMO BCTAHORIEHO, LU0  JIIKapChy 3aci6é mecielo B Ykpaiky 3

Murkona XOJIOJEHKO
(nianuc) {iniuiany Ta npizsHuw}
s P
e %)

)

NOKYMEHTIB j,\\
IL’E-

" x
Eaﬂ ’ !::)

.
. r},',
-




LES LABORATOIRES SERVIER INDUSTRIE

SERVIER*

moved by you

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

Name of the Manufacturer & Address/
Hassa Ta aapeca BUpoGHHKA

Name of Importer and Address/
Ha3sea Ta anpeca iMnoprepa

Which Consignment of product is delivered/
Bup npogyxuif, mo nocrayacTees

Pharmaceutical form/Jlikapeska dopma

Name of the Product/Hassa nixapcrkoro sacofy
Dosage / Cuna aii _

Type and size of packaging/Bun ta posmip ynaxosku

Finished 'product batch number/
Howmep cepil rorosoro mikapcekoro 3acody

Manufacturing date/!ara BupobrILTEA
Expiry date/Tepmin npunarsocti
Batch size/KinskicTs y cepii

Manufacturing Licence number/
Howmep nitensii Ha BUpoOHMIITBO

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JIa6oparopii
Cepr'e Innactpi 905 pyr ae Capan, 45520
XKigi, Opanuis

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

sy, HaGepesro-Xpemarunska, 41

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

Pharmaceutical Product/Jlikapcsicuii 3aci6

Modified release tablets / Tabnerxu 3
MOAUGKOBEHHM BUBITBHEHHAM

DIABETON®MR 60 mg / JIABETOH® MR 60
Mr
60 mg/ 60 Mr

15 tablets in the blister; 6 blisters in the carton
box / no 15 Tabnerok y Gricrepi; mo 6 6xicrepie
y kopobi(i 3 kapToHy

6106325

2 188 _1_2 dated 20.12,2022
188 1_2 8in20.12.2022

Siege social : 05 route de Saran - 45520 GIDY - France : +33 (0)2 38 22 87 00 - www sefvier.com

5.A.5. ou capital de 3 080 000 euras - 402 292 483 RCS Orléans

Page 1 of 3



LES LABORATOIRES SERVIER INDUSTRIE

Reference methiod ! Tocsetuna ma meten @ DTC_S005762_PF_T_CTR_[8188_EN_5.0
Referenee specifications - Tlocunawtx #a cnewisaui : DTC_S005762_PF_N_SPE_L81¥6_LN_10.0

SERVIER*

moved by you

INAME HAJBA HABETON" MR 50 mg MABETOH" MR 60 wr

Modified release toblers £ T 3
Gliclazide 60 mp . Comonay 60 Mr

Muanufachring product batch number - Hosep

poBistoi cepii nikapcsxoro sacofy 40136936

Analysis / anosis 2662024
Finished prodact batch number / Houep cepil roTonoro nikapesiaro aacoby 6106325
TESTS,/ [MOKATHITKI STANDARDS / CTAHIAPTH RESLLTS / PEIY.IBTATH

1. Appearance / Joarimail surasa

2. Average mass (mg) / Cepetnn maca
(r}

3. Subdivision of tablets: Uniformity ef
mass NoninsAicrs TAGRETOR:
OAROPIREICTL MACK

4,  Microbiological quality (skip test)/
MixpoGionorinaa sueTora (cKin-recr)

5.  ldentificaticn of drug substance /
[menrmapicanin piwyol peaosanu

LVihiu oblong tablet scored and engraved with "DIA 60" on both faces/ Biroro konsopy,

aractol qapai TABNeTH 3 HACIMKOIO Ta 3 THCHeHHAM «DIA 60» 3 ofiax Gokia

304 - 336 (95 % to 105 % of the theoretical mass: 320 mg / 95 % - 105 % sia TeopeTHHD)
macH 320 mr)

No more than 1 out of 30 halves putside 85 % to 115 % of the average mass and nio half
tablet outside 75 % to 125 % / He Gineiwe Kin 1 3 30 10A0RHHOK AIXOHTS 33 MewKi
nsanazory 85-115 Y% Bif cepexHboT MACH i KOAHOT NOAGBHHKH, IO BILXOANTE 30 memi 75-
125 %

Total aerabic microbial count / 3aransse wteno aepoBuux Mixpoopraniamis (TAMCY. <
1000 CFU/g — <1000 KYO/r
Total combined yveasts/mowids count / 3arankHe vHCNO OPikIAOBIN 1a TULICERepiX rpubis
(TYMC): £ 100 CFU/g—< 100 KYO/r
Escherichia Coli ; absence/1 g — pigeyTHi/l r

Passes / Bianonisae

318 mg

Passes / Binnosinae

Passes / Bianoninae
Passes / Binnosinge

Passes / Bignopinae

Skip rest — Nor applicalde = Rl = He g

Iy

- Liquid chromatography/ Pinunna The ratio of the rétention times of the principal peak from the test solution and from the Positive / [Toantusno
xpomarorpathis referance sojution must be between 0.95 and 1.05/ CrninsigHomwenss H4acis YTPHMAHAR
OCHORHOTO ik HA XPOMATOTPAMAX AOCHIAKYBAHOID POIUHKY T0 POTHNY NOPIBHAHHS
nasnHH0 GyTH Min 0,95 1,05
- Infiared absorption speetrometry/ The positions and intensities of the absorption bands of the spectrum obtained are Positive / Tloswnisno
Luppayepeoxa adcopbuifina cancordant with thase of the reference spectrum/ IMostoxcerHA Ta inTENCHBRICTS
CIEKTPOMETRIA afcopOuiPHpx cyr CNEXTpY HA X¥POMATOrPEM] JOCTILNYRIHOID PO3UKHY BIANORIAAC
HONOKEHHIO TA iHTEHCHBHOCT! BECOpBUiliNAX cryT CTiekTpy HA XpOMETorpasi posuiry
TOpiEHAHHA
6. Drug substance content (L.C) 57,0 - 63,0 (95 %10 105 % of the theoretical coptent / 25 % - 1G5 % Bia TeopeTi4HOTD SR.6mg
(mg/tablet) / BMicTy)
Buicr aiwack pesosunn (PX) (nrtra6}
7. TDegradation products content (L.C)
(%) /
Buicr npoxyrrie posnany (FX) (Ya)
.Y 244 <02% <0.10%
- Each other degradntion product / £02% <0.10 %
Koaxer inuli npoaykr posnany
- Sum of degradation products / Cyma =04% <0.10%
NPOOYKTID powany
8.  Uniformity of dosage units/ Stage / Ctaniz| Number tested /| Acceptance criteria / Kpurepii npufismmiocTi
Onpnepinnicts: 2030RANTX CABNALL KiAwkicTs
- Mpss variation / Komssants Maci: nat TafineTor
applicable / ne suxoHyeTLER 51 10 AV <150
- Content uniformity (LC) / 2 T20030) v = i 5:{) :: Passes / Binnosiznc
OnnopinnicTs eaiery (PXY. % / Iabel M S_ ¥ : <A
claim/ % eix HOMIHARLHOrO RMCTY ,75 M < each unit / kookHo panmaos £ 125 M
9. Kinetics of dissolution for tablet/ e
Kineruxa porunnenns Tatneror WCHO l‘_{ By
B -
2 hours /2 rozusk ks A ”’:,:\\ 19%
4hours / 4 ranusm 11 ‘N" 41 %
12 hours / 12 rodus h\ k1 \'“.". 96 %4
10. Kinetics of dissolution for half-tablet/ " M el
KimeTnki po3inuenus noa08uno0K a 13 )
TabaeToR s/ 3
2 hours /2 romasm -28% A5 2%
4 hours / 4 roaunn 3| % WA 48 %
12 hours / 12 roaun svpd 18 3 0/ 98 %
Barch accepled / Cepin npuinarm w' AL :\/ &
» Mot detecred  He - Not agpliceble = Hu iy - Skip sose- Posses = Bafig T = Hidnowidan - Absengily  Bickvamemn 1o

Respoustb!e for C anjbmmy Control Laboratories/Bionosicanenuit 3a Jocmosipiicme Uat@

C. PISTRE

Page 2 of 3
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER *
moved by you

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 fisll 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/ Ly 4 3acsimiyto, mo RasecHa sHme indopmanis € KocTosipHelo T2 TouHoK0. Lio cepito npoaykmii Gyao
BHpODGIeHO (BKIIOYAIOTH NAKyBAHHA/MAPKYBAHESA) Ta IPOBSACHO KOHTPOME IT SKOCTi HA BHINesasHatuenii NUTEHULI y
noBHil BixnoBigHOCTI 3 BUMOramMu GMP, BCTAHOBIGHHMH MiCLIEBMM PeryaATOPHEM OPraHOM, A TAKOXK BiALOBIAEO 0
cnewpdixaniii, mo MicraTscs y peectpauitiHomy nocse. [IpoTokons sBupoSHULTEE, NaKyEaHHA TA aHAisiB Gyno
MepernaHyTo TA BCTAHOBIEHO BigmosiaHicTs GMP

Date of batch release / Jara samycky cepif : 05/08/2024
Name and Position/Title of person authorising the Batch Release/ TIpizpnme Ta nocaga/ 3sanas ocofn, axa BHgaIa

AO3BiN BA BHOYEK eepii
Emmanuelle LORANS, Qualified Person/YosHopaskeHa ocoba

SignatureTlignme:  , éﬁm Date/Ilara: J/f;_l_lhA:\I dA,u‘J L iQ AL,

a2 RENN
3 81 8%! N h\

/ HOKYMEHTIB\%

Finished product batch number/ Homep cepll rotosoro nikapcekoro 3acoby: 6106325

Siege social : 705 roule de Saran - 45520 GIDY - France @ +33 [0)2 38 23 B7 00 - www.sarvier.com

5.A.5. au capital de 3 080 000 curos - 462 222 483 RCS Orléons
- Page 3 of 3



JIEPYKABHA CJYXKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMH y m. KHEBI

npos. Haaii Csitauanol, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koo €JIPNOY 37079055

BUCHOBOK
PO AKICTH BBE3CHOro B YKpaiHy AikapebKoro 3acoly

31.01.2025 Ne 4436/25/26

JUABETOH® MR 60 MI"

(nakMeiy RS Aikapebkora sacody 3rinno 3 pecerpailifinim HocBiAYCHsIM)
1aBJeTicn 3 MOAM(IKOBANIM BUBUILHCHHAM 110 60 mr, o 15 Taéaeroxr y Gaicrepi; no 6
Gaicrepin y KopoOui 3 KapToHy

(oA BHITYCKY. JLOTY B, BILL AAKYBARIA nikapehKaro 3acoly)
Homep peecTpauifiHoro noceinsenna UA/2158/02/02 crpok aii peecTpanifinoro nocsiauelita HeoOMemeHn
Cepis nikapesroro 3acoby Ne 6106680 KiftbKicTs BieseHoro Aikapeskoro sacoby 13720

BupoGuuk JlaGoparopii Ceps'e lupactpi, Dpatiiis

(NafipeHy Bt BEPOOHUKI HIKAPLHKOTO 3000y, Kpaiiia NOX0KCHN)

Baeseno  Ykpaiity Tosapicrso 3 00MEKEHO10 sipnonizansuictio "CEPB'C YKPATHA",
inenr. won: 33643340

(BaRMEHYBRIITIA TR KO 32 CJIPTIOY opiwmuiiol ocobu a6o npisRie, IS, 110 arbrosi Qizuanol
0coli - NiARPHEMI, T MICIE APOKHBALIH TA peccTpaniiinmi noMep 06HIKOBOT KAPTKH THIATHHKR
nojarkin abo cepis ra HoMep nacnopTa)

TIpoToKon Bi3yanLHONO KOUTPOSIO Bil 31.01.2025 N 219/01.10-25/10.

3a  pesybTaTaMM  LACPKABHOTO  KOWTPOLIO BerTalioRneno.  Wo  ikapebkuit  3acil  wpeleno B Ykpainy 3
JOTPHMAHHSIM BUMOT 3AKOHOAABCTRA OO 3aGe3neNCIIA HKOCTI JHIKAPCHRIX sacobis.

Bikrop MAXHOBELb

B.0. HaUATBHHKE
(ninnuc) (iniiaan va npissinue)

(nocanosa ocoﬁa'o;i_nju'uy Jepikasionro KOUTPONIO)
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LES LABORATOIRES SERVIER INDUSTRIE  SERVIER_,

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHOIKAT AKOCTIJHKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Haspa Ta anpeca Bupobryka

Name of Importer and Address/
Hazna ta agpeca iMroprepa

Which Consignment of product is delivered/
Bua nposyiatil, mo nocravaerhes

Pharmaceutical form/Jlixapeska dopma

Name of the Product/Hazsa sikapeskoro sacoby
Dosage / Cuna nif

Type and size of packaging/Buj ta posmip ynakosgu

Finished product batch number/
Howmep cepil rotosoro sixapeskoro sacofy

Manufacturing date/I{ara supoGuuigraa
Expiry date/Tepmin npuaarsocri
Batch size/Kinbkicts y cepil

Manufacturing Licence number/
Homep niuensii na sapoSaurso

Registration Number/Peecrpaniiine nocsipuess

LES LABORATOIRES SERVIER INDUSTRIE

l.es Laboratoires SERVIER Industrie 905, rouie
de Saran 45520 Gidy France/JIaGoparopil
Cepp'e Innmactpi 905 pyr e Capan, 45520
Kini, Dpanuis

Servier Ukraine LLC/TOB "Cepr'e Vipaina"
41, Naberezhno-Khreshehatytska St/

pyn. HaBepesxno-Xpemarunnka, 41

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

Pharmaceutical Product/Jlixapceiuit 3aci

Modified release tablets / Tabnenon 3
MOZMQIKOBAHAM BHBUTbHCHHAM

DIABETON® MR 60 mg / JIABETOH® MR 60
Mr

60 mg / 60 mr

1S tablets in the blister; 6 blisters in the carton
box / no 18 rabnerox y Guicrepi; o 6 Gaicrepis

¥ KOPoBI 3 xaprony

6106680

0572024
05/2027
22 100 boxes/ynakosox

2022 188 1 2 dated 20.12.2022
2022 1881 2 Bin 20.12.2022

UA/2158/02/02

Sige social - 908, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com

5.5, au capitol de 3.080.000 suras « 402 222 483 RCS Orléans
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LES LABORATOIRES SERVIER INDUSTRIE ~ SE

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/ Lum # sacrinuyio, o vaneseHa Buie iHpopMmanis ¢ gocrosipuoio Ta touuoio. Lo cepito npogykuit Gyno
BEPOGAEHO (BIUIHOHAIOMH TTAKYBAHHA/MAPKYBAHHA) T8 (POBEIICHO KOHTPOITE 11 AKOCT] Ha BMIIe3a3HaMeHTit (Urbumil y
NosHii BLANOBIAROCT! 3 BUMoraMi GMP, BCTAHOBJACHIMH MICHICBUM PETYNSITOPHHM OPIaHOM, & TAKOK BIANOBIAHO 10
cnetmdikanii, no MicTaTres y peectpauiitnomy pocke. ITporokony supoBaMITRA, NAKYBAHHS Ta aHaai3is Oyio
[IEPETIAHYTO T4 BCTAHOBACHO Bisnosianicrs GMP

Date of batch release / [lata sunycky cepii : 21/08/2024

Name and Position/Title of person authorising the Batch Release/ Ipissuure ra xocana/ 3panus ocobu, sika wuaana
A03B1x Ha BHIYCK cepil
Emmanuelle LORANS, Qualified Person/Ynossosaxena ocoba

Signature/Tipnue: i ( t\ Date/Jfara:

US——

A

e

ppore ™

e

Finished product batch number/ Homep cepii roTosoro nikapcekoro sacoby: 6106680

LES LABORATQIRES SERVIER INDUSTRIE
Siege social - 905, route de Sarmn - 458
AL au capiial de 2.080.000

0 - W SEIVIET oI

auros » 402 247 48
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