"""""

LES LABORATOIRES SERVIER INDUSTRIE

.

*
!

————

—= SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SAKOCTI JITIKAPCBKOT' O 3ACOBY

Name of the Manufacturer & Address/
Hazpa Ta agpeca BUpoOHHKa

Name of Importer and Address/
Hasea Ta agpeca iMnoprepa

Which Consignment of product is delivered/
Bua nponywuii, wo nocrayaeTses

Pharmaceutical form/Jlikapcbka dopma

Name of the Product/Hazea nikapcskoro 3acoby
Dosage / Cuna gii

Type and size of packaging/Bua Ta posmip ynaxosku

Finished product batch number/
Homep cepii rotosoro nikapcbkoro 3acofy

Manufacturing date//lata supoSuuurea
Expiry date/Tepsmin npuaatHocti
Batch size/KinskicTs y cepii

Manufacturing Licence number/
Howmep niueHsii Ha BUpoBHUUTEO

Registration Number/PeecTpaniiine nocsinuenus

Sigge social - 905, route de Saran - 43520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com

S.A S. au'capital de 3.080.000 euros + 402 222 483 RCS Orléans

Les Laboratoires SERVIER Industrie 905, route

de Saran 45520 Gidy France/Jla6oparopii
Ceps'e Innactpi 905 pyr ne Capat, 45520
Kini, Opanuis

Servier Ukraine LLC/TOB "Ceps'e Vkpaina"

41, Naberezhno-Khreshchatytska St./
Byn. Habepesno-Xpewatuiteka, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Y kpaina

Pharmaceutical Product/Jlikapcskuit saci6

Modified release tablets / Tabnertku 3
MoaubiKoBaHUM BHEBIIBHEHHAM

DIABETON® MR 60 mg/ IIABETOH® MR 60

mr
60 mg/ 60 mr

15 tablets in the blister; 2 blisters in the carton
box / no 15 Tabnerox y Gnicrepi; no 2 6nictepu

B Kopobui 3 KapToHy

6023420

1072020
10/2023
66 666 boxes/ynakoBok

MM 19/139 dated 10.07.2019
MM 19/139 six 10.07.2019

UA/2158/02/02
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- LES LABORATOIRES SERVIER INDUSTRIE

= SERVIER Reft hod /11 i wevon: DTC_SD05762_PF_T_CTR,_I8188_EN_4.0
Reference apccrﬁmtiuns / Mocknanan un cosumpiiasin : DTC, SﬂﬂS‘iﬁ!_FF_N_SPE 1BI8G_EN_|0:0
NAME /1TASBA DIABETON® MR 60 MHOH' BIR G0 mr-
Modified rolense nhl:n ¢ & teinune
Gliclezite 60 my / Cniknasiay 60 nr
Manufaciwring product baich number/ Hosmep anpofimeiol cepil nixopeskoro sncoBy 6015084
Analysis / ananiy 20/10f2020
Finished product batch number / Hou:p cepil roToRora niKupeLkoro Jacoby 5023420
TESTS / NORASHIKH STANDARDS / CTAHJAFTH RESULTS / FESYRBTATH *
1. Appearance /3osubunifl sucnna White oblang Lablet scored and engraved with "DIA 60" on both fuces/ Binora kunwapy, Passes / Bitnosigee
osracTol (hopmit TaBneTicH 3 waciukoio 3 3 Tenentam «DIA 60» 2 oBox Gokin
2. Average mass (mg)/ Cepeaun maca | 304 - 336 (95 % to 205 % of the theocetical mass: 320 mg /95-% - 105 % nin TEopeTHYHOT 321
(nr) sacs 320 wr)
3. Subdivision of tablets: Unifarmity of | No mare than | out of 30 halves outside 85 % to 115 % of the average mass and no half Passes / Binnosigac
mass/ [oaltsnieTs Tabnetos: tablet outside 75 % ta 125 %/ He Girswe nixe 1 3 30 nononukor BixoasmTs 30 Mexd
oxuopianicTs Mpcu aianaoyy 85<115 % sin cepennsol Mucs § ueatnot MONOBURIKA, LG BHUXOAMTSE 38 Mewki 75~
125 %
4. Microbiological quality (skip test)/ | Total nerobic microbial count / 3aranse wicsio sepobrint Mixpooprastizmis (TAMC): < Passes / Bianoaigae
MirpoGionorinna sucrora {crin-rect) 1000 CFU/g — <1000 KYO/r
Total combined yeasis/moulds count / 3aransite uncno npikmKoBRY T2 nnicenernx rpubia Passes / Bianosinoe
( : {TYMC): < 100 CFU/g - < 100 KYOir . .
.| 5 ldentification of drug substance / Escherichia Coli : absence/! g — sincyTsi/] r Passes / Biznosinac
InenTudpixnuin gironol peaosunn
- Liquid chromatography/ Pimusua The ratio of the retention times of the principal peak from the test solution and from the L.ao
xpomarorpadin reference solulion must be betwaen 0.95 and 1.05/ Criosigsowureikn qacis YTpAManiA
OCHOBHOrD ATKE HO XPOMATOrpaMax .nocm.amysanarn PO3IUINLY T8 POIIHY NOPIBRAHHA
noBimne Gy Mine 0,95 1o 1,05
- Infrared nbsorption spectrometry’ The positions and intensities of the absarption bands of the spectrim oblgined are Paositive / Noanmano
H(ppauepsorn abcopbuiiina concordant with those of the raference spectruml Menowenns To inTeucitouicTs
cnewTpomMeTpin sbicopBuifinimx CNTYT CAEKTRY HA XDOMOTOTPOMI ADCHINKYBAHOrD POy umnonumc
nonokenHio T8 inTeNcHangeTi uﬁcopﬁumﬂux CAIYT CHEKTRY HI XPOMATErpas| poldHy
nopiaHruKs
6. Drug substance content (LC) 57,0 - 63,0 (35 % to 105 % of the (heoreticul content / 95 % - 105 % nin TEOPCTHYHOrO 59.7
(mg/tablet) / BMICTY)
Bwricer aivowoi pessonunn (PX) (mrfraf)
7. Degradation products content (L.C)
(%) /7
Bmicr npoaysiTris polnany (PX) (%)
-Y 244 <032% <0.10
- Each other degradation product / s02% <0.1¢
Koswen inumhi npoayir posnaay
- S8um of degradation products / Cywa <04% <0.10
nponyxTis poInany
8. Uniformity of dosage units/ Slage / Cragis| Number tested / | Acceptance criterin / Kpurepii npisiinariocTi
OnuopiguicTe Ao300aLUX DEYUNLL Kinbxicts
- Mass varintion / Koausanna macss: not Tabneraic
applicable / ue sikonyersen :
- Content uniformity (LC) / :,' 3 0";0 :;’f ::g Z/"‘ 15
Oanopinnicrs smicty (PX): % / label = 20030) el
claim / % bin #10M{itne Horo aticty 0,75 M £ each unit/ kouna oauanin € 125 M
9. Kinetics of dissolution for tablet/
Kineruka poyunueuun ynBraerox
2 hours /2 romiss 8%-28% 18
4 hours /4 rominm 31%-51% 38
12 hours / 12 roans 285% 97
10, Kinetics of dissolution for half-tablet/
Kineruka poatugenun noasonutor
Tanerak
2 hours / 2 roginn 8%-28%
4 hours / 4 romuns 31 %-51%
12 hours/ 12 roans 285%
Baich accepled / Cepin npudinra
* Not detected = He « Not applicable = He o Skip tesi - Paszes = Buliiprone aupoieaims - Bidnagidar - w Absent/lg ~ Bideyousicatn 1.2
Skip cesr - Nat applicable = Buiti -He :
Responsxble Jor Conforml!y Control Laboraiories/Bidnosidaneriiii 3a Jocmosipaicmes J?aaopam@ 2

Slége soclal — 905 route de Saran — 45520 Gidy - France - Tél. 02.38.23.87.00 - www.serviar.com
S.A.S. au captial de-3 080 DOO euros = 402 222 483 ACS Orléans

Page 1/1




™y

e LES LABORATOIRES SERVIER INDUSTRIE

—= SERVIER

[ 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/ Lluwm s 3acsinuyto, wo Haseaena BHUIe inhopMalis € JocToBipHO Ta To4How. Lo cepito npomykuii 6yno
BHPOG.IeHO (BKIIFOHAIOYH NaKyBaHHA/MAPKYBaHHA) TA IPOBEAEHO KOHTPONK 1T AKOCTI HA BUILE3a3HAUEHIN AINLHALI y
NoBHIH BiANOBiAHOCTI 3 BuMoramMu GMP, BCTAHOBIEHHMH MICLIEBHM PErynsSTOPHHM OPraHOM, a TAKOX BiANOBiAHO A0
cneundikalin, woe MicTATLCA y peecTpaLliiiHoMy gocke. TIpoTokonH BUpOGHULTBA, NAKYRAHHS TA AHATI3IB Byno
NEPErNIAHYTO Ta BCTAHOBIEHO BianosigHicts GMP

Date of batch release / Mata sumycky cepii : 22/10/2020

Name and Position/Title of person authorising the Batch Release/ Ipissiuze Ta nocana/ 3sauns ocobu, axa
BH/2/1a 103Bi1 Ha BHNYCK cepii
Pierre GENOT, Qualified Person/¥Y nosHosaxena ocoba

Signature/TTinnuc: /) ) Sébastlen RépeéT Date//Tara: /////”/Z/ﬂ

I74armacien Délégué Intérimaire

4

Finished product batch number/ Homep cepii rotosoro nikapcekoro 3acoby: 6023420 = ‘

Siége social - 905, route de Saran - 45520 Gidy - France - T¢l. 02,38.23.87.00 - www.servier.com
S.A.S. nu capital de 3.080.000 euros « 402 222 483 RCS Orléans
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JEPXUTIKCITYKBA
JIEPJKABHA CJY)KBA 3 JIIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

syn. Bepesnaxiscrka, 29, Knis, 02098, Tes./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €PIIOY 37079055

BHCHOBOK
Npo AKICThL BBE3€HOr0 B YKpainy JikapchbKoro 3acoby

04.12.2020 Ne 67354/20/26

JIABETOH® MR 60 MI"

(uafiMeHyBaHHY TTXKAPCHKOTO 3aca6y 3TIAHO 3 PEECTPALIAHEM HOCBUIHCHHIAM)
TabaerkH 3 MogudikoBaHHM BHBlILHeHHSM 0 60 MT o 15 Tabnerox y Gaicrepi; mo 2
GJticTepu y xopobui 3 KapToHy

(dopMa BRITYCKY, A03YBaHHSN, BHA AKYBAHHA Nikapchkore 3acofy)

Howmep peectpaniltsoro nmoceizuerns UA/2158/02/02 ctpox aif peectpaniitroro noceimgenns 16.03.2021

Cepiz nikapeskoro sacofy Ne 6023420 Kirbkicts BBE3€HOTO Nikapchkoro 3acoby 63748
BupoGHuk Jlaboparopii Ceps'e Innacrpi, paniis
(HaliMeHyBaHHA BHPOOHHKA HKAPCHKOTO 3ac00y, KpalHa MOXOIREHHA)
BeezeHo B Yxpaity ToBapHCTBO 3 00MekeHO0I0 BiznorinaabuicTio "CEPB'E YKPATHA",
inent. xon: 33643340

(uafimernypanns Ta xon 32 EJIPIIOY ropsaminol ocobu abo npizsume, im'y, no Sarskosi dizmano
ocobu ~ nianpuemus, i Miche NPoXUBAHHS Ta peecTpaLifHRrHA HoMep 06M1iK0BOT KAPTKH MIIATHHKE
nozarkis 260 cépis Ta HOMep nacnopra)

Tiporokon BisyamLHoro koutponio sin 04.12.2020 X 3845/3.

3a pesyNLTATAMH JCPKABHOTO KOHTPOIK BCTAHOBIIEHO, IO JiKapChkui 3aci® BBeseHo B Vipalwy 3
JOTPHMAHHAM BHMOT 38KQHOAABCTRA MO0 386eamieucHAA AKOCTI IIKAPCEKUX 3acofis.

Muxona XOJIOAEHKO

(ninmac) (iminiann Ta npizsuie)
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HAEPKIITKCIYXBA
AEPKABHA CIYKBA 3 JIKAPCHLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

By bepesnakisceka, 29, Kutr, 02098, Ten/daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dis.gov.ua,hitps://www.dls.gov.ua, Kox €JIPTIOY 37079055

BHCHOBOK
npo SIKiCTEL BBeseHoro B Ykpainy JAiKkapceeKoro zacody

30.12.2020 Ne 73898/20/26

HAIABETOH® MR 60 MI'
(HaliMENyBaHHa TiKapesKoro 3aco0y 3rizHo 3 peecrpaniithum TOCBINYEHHAM)
Ta0/IeTKH 3 MOAH(IKOBAHHM BHBLTLHEHHEM 110 60 mr; o 15 tabnerox y Guaicrepi; o 2
OqicTepu y Kopodui 3 KapTony
(bopma Bunycky, n03yBarHs, Bux IAKyBaHHA NikapChKOTD 3acofy)

Homep peecrpaniiinoro noceimuenns UA/2158/02/02 crpox i peectpanifRoro nocsiawenns 16.03.2021
Cepin nikapcskoro sacoby Ne 6023422 KinekicTs Besenoro nikapenkoro 3aco6y 65920

Bupobuux JlaGoparopii Ceps'e Innactpi,, @parnis

(naliMeHyBamix BupoinuKa MKAPCEKOTO 3ac06y, kpaina MOXOMKEHHS)

Beeseno B Ykpainy TosapucTBo 3 06Mexenor rixnoizaabuicTio "CEPR'C VKPATHA",
imenr. kox: 33643340
(naitvenyBanns ta kog 3a €JIPTIOY H0puaRHOT 0coby abo npizsuine, iM'g, No GaTekosi disrunoY

0cobH - mianpremus, i Micue MpoxHpanns Ta peectpanifinni HoMep o6Tikonol KapTKM MNarHuKa
Nomarkis a6o cepis Ta HOMep nacnopta)

Hporoxon sisyansuore kourposmo sin 30.12.2020 Ne 4309/1.

3a  pesympTaTamMum  JepiKaBHOrO KOHTPOJIO  BCTAHOBNEHO, WO JiKapchKMit 3acif  BBe3seHo B Ykpainy 3
AOTPHMAHHAM BUMOr 33KOHOABCTEA MO0 3a0e3nedeHns SKOCTI NIKAPCHKHX 3acobin,

o
Havansmnk & Muxona XOJIOJTEHKO
AR ¥
{nocanona ocofa op%@ g.ug’p,{caﬂa?} (miammc) (ininianu Ta npissmie)

i l
HERS

WA Lim
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LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTURIKAT SIKOCTI JIKAPCHKOT'O 3ACOBY

Name of the Manufacturer & Address/
Haspa Ta anpeca supoBHika

Name of Importer and Address/
Hasea ta anpeca immoprepa

Which Consignment of product is delivered/
Bun npoayxkuii, mo nocrauacrses

Pharmaceutical form/Jlixapenka dopma

Name of the Product/Hasgsa JKapeeKkoro 3acofy
Dosage / Cuna aii

Type and size of packaging/Beua ta PO3MIp ynakoBkH

Finished preduct batch number/
Homep cepii rorosoro nikapeskoro 3acoly

Manufacturing date/IHara supo6Huurea
Expiry date/Tepmin npuaatiocri
Batch size/Kinskicts y cepii

Manufacturing Licence number/
Howmep niuensii Ha BupoGHnuTEG

Registration Number/Peectpauiiine nocsinuenns

Siege social - Y03, route de Saran - 45520 Gidy - France - 61, 02.38.23.87

S.AS. aucapital de 3.080,000 curos « 402 222 483 RS Orléans

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGoparopit
Ceps'e lunactpi 905 pyT ne Capan, 45520
Higi, Dpanuin

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

Byn. Habepeswno-Xpewaruupka, 41

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

Pharmaceutical Product/JTikapcbiuii saci6
Modified release tablets / TaGneriu 3
MOAU(DIKOBAHHM BHBITbHEHHSIM

DIABETON® MR 60 mg / JIIABETOH® MR 60
MI

60 mg/ 60 mr

15 tablets in the blister; 2 blisters in the carton
box / no 15 TaGnetok y Gaictepi; no 2 Gnictepu

B KOpoOUi 3 kapToHy

6023422

10/2020
10/2023
66 666 boxes/ynakopok

M 20/156 dated 25.09.2020
M 20/156 Bipn 25.09.2020

UA/2158/02/02

{00 - wwwservier.com
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Reference specifications / Mocunaunn jy coeuikauiio ; DTC_SDOi?ﬁZWPF_N_SI’EJ'ﬁ 186_EN_10.0

LES LABORATOIRES SERVIER IN DUSTRI@

Reference method f Macisokin nn meton : DTC_S005762_PF_T_CTR_IBI8E_EN_4,0

NAME/ HAJBA

DIABETON* ML 60 mp/ AIABET G MR &0 air

Modificd release tablets / Tonems 1 somihiiozanmmg pisiILIeH L
Gticlazide 60 mg / Pniknaziay 60 wr

_]

Manufacwring praduct butch number / Hosiep supofinnoi cepii milapcuxoro ancoby 6020544
Analysis / ananis 181342020
Finished praduct balch aumber 1 Howmep cepil rotozore nisapesioro aucoby 23422
TESTS / NOICAIHLKIL STANDARDS / CTABIADPTI{ RESULTS  PEYIETATI *

1. Appenrance/ Sonniwniit surnng

2. Average mass (mg) / Cepeaun muca
(mr)

Subdivision of tablets: Uniformity of
mass/ Moginsnicrs Tadnerox;
ornopianicTs macn

4. Microbiological quality (sldp test) 7

Miwpobionariuna wictorn (cKin-tect)

5. Ldentification of drug substanee /
Inewtnipirnnis ghovot pewonnnu
- Liquid chromatagraphy? Piginina
XpomaTorpai]is

- Infrared nbserption spectrometry/
Inthpauepsana oSeopBuifing

White cblong tablet scored and engraved with "DIA 60" on Both faces/ Binore komopy,
NAEracTol fiopir TalineTion 3 Hacivicomo ta 3 TicHeaHns «DIA 60n 1 ofiox Gokis

304 - 336 (95 % to 105 % of the heorelical mass: 320 mg /95 % - 105 % pig Teopernynoi
nach 320 wir)

No more thon | out of 30 halves outside BS %4 1o 115 % of the average moss and no hall
tublet outside 75 % to 125 %/ Me Ginswe i | 3 30 NONOBIHOK BIXOMHTE 38 Met
nianalony 85-115 % sin CepEAHLOI MOCI | IKOAHOT NORONHEKL, Le DIXCLITS 33 Meski 75~
125 %

Tal21 nerobic wnicrobial count / 3aranutie wieno nepabuine Mikpoopranizain {TAMC): <
1000 CFU/g - <1000 KYO/r
Total combined yeasts/moulds count / 3aranere yeno Apiscairoonx Ta aniceneni rpuGin
{(TYMC): < 100 CFU/g— £ 100 ICYOsr
Escherichin Coli : nbsence/1 g - sigey i/l

The ratio of the retention times of the principal peak from the (est solution wad from the

reference solulion mnust be belween 0.95 and 1.05/ Caissinnowenn vacin yrpumanag

OCII0BHOFO NIKE HA XPOMBTOr PN AOCHimKyDaHore poTUINY T posdny nopisHLn
nosiie Gyt Miac 0,95 Ta 1,05

The positions and intensities of the absorption bands of Uie spectrum obtained are
concordant with lhose of the reference spectrum/ Honoicesma T inTeHcnsnicTs

Passes / Binnoninne

Passes / Bignoainue

Passes / Bianoainne
Passes / Bignopinae

Passes / Binnoninae

Positive / Tiozutiaig

320

LoD

CnexTpoMeTpin abcopBuiltanx earyr cnakTpy na XPOMGTOrpanti AOCAILAKYELIIONG pO3HHHY Bianosinne
MOROKEIHIO @ {TeRcibyocTi afeopBuiiinnx CMYT COEKIPY B3 XPOMTOrpant poswitiy
AOpiBHALHI
6. Drug substance content (LC) 57,0 - 63,0 (95 % to 105 % of the theoretical content/ 95 % - 103 % aig teopetinora 502
(mg/tnblet) / anicTy)
Basicr gitewroi penonunn (PX) {mr/Tng)
7. Degrndation products content (LC)
() !
Baicr npoaykrin poasary (PX) (%)
-Y 244 <02% <0.10
- Each olher degmdation product / <02% <0.10
[Coueen inmnii npopykr poanozy
- 8um ol degradation products / Cynit =04 % <0.19
npoayictin poanany
8. Uniformity of dosage units/ Stage / Cranin| Number tested / Acceplance criteria / Kpirrepii npniikATHOCTI
Ounropigsicte A03080R1X 0L, [CinuicicTs
- Mass variation / Konnsanus maci: not TafineTok
applicable / ne sukonyersen 3] 10 AY = 15.0 %
- Cantent uniformity (LC) / e 1.0
Oungiopinnice miiciy (PX). %/ lnbel 2 +20(30) AY <150% . !
claim / % gin sosininenoro BMiCTy 0,75 M < each unit/ gomoe oo < 1,25M
Y. Kinetics of dissolution for tablet/
ineTieen posanuesnn tnbneror
2 hours / 2 rogitn B%-28% 17
4 hours / 4 romum 31 %-51% 37
12 hours / 12 rogim =8B5% 95
10. Kinetles of dissolution for half-tnhlet/
Kineruwea portnwennn nononnno:
Tafineror
2 houwrs /2 roanun B%-28% 20
4 hours / 4 ronuan 3 %-51% 432
12 hours / 12 romuy >85% 94

Batch aceepied / Cepin npuiinra

* Natdetecied - He munenn ~ Notapplicable = He npacodivuzn - Skip tese- Passes = Bulipwong munpefysaims - Mivnenidac - Absenstle = Blocymnivns 1
Skip test = Not upyilicabile = fnifipoee anapofiaime — He upartadinee

Responsible for Conformity

o

Sigge social — 905 route de Saran — 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com
5.A.8. au capital de 3 DBO 000 euros « 402 222 483 RCS Orléans

.//

Control Laboratories/Bidnosioonpnui 30 Hocmosipricus Aadopan PHOZO S0 mpoiis

pe
Tl SARRAS
e
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LES LABORATOIRES SERVIER INDUSTRIE

M

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 5 sacsinuyio, wo Hasenena BHLE iHDOpMaLLin e AOCTOBIPHOKO Ta TOUHOIO. o cepito npoaykuii Gyno
BHpobneHo (BiUTroYalouy NaKyBaHH/MAPKYBAHHS ) Ta IPOBEACHO KGHTPOMb iT AKOCTi Ha BULesasHaUueHiH AinbruLi v
MOBHIH BianoeiAHoCT 3 BuMoramu GMP, BeTaHOBIeHHME MICLIEBUM DETYNISNTOPHMM OPTRHOM, 4 TAKoK BiAMORIZHO A0
cneundikauilt, wo mictTaTees v peectpauifinomy nocse. [poTtoKkony BUpoGHMLTES, naKyBaHHa Ta aHanizis Gyno
NEepPernaHyTo Ta BCTAHOBASHO BiANCRigHicTE GMP

Date of batch release / JTata BHOYCKY cepii ; 19/11/2020

Name and Position/Title of person authorising the Batch Release/ Ipizenue ta nocaga/ apanns ocofu, ska
BHAAA J03BLI HA BHITYCK cepii

Pierre GENOT, Qualified Person/Ymosrosasikena ocoba

L

Pl

sy A
Sébastien ROBERT
Pharmacien Dé

ué Intérimaire

S g . o
Signature/[ignuc: A L’,///" Date/Iara; ’f(:‘/” // el

o

Finished product batch number/ HomMep cepii rotosoro nikapcskoro 3acoby: 6023422

Sitge socinl - 903, route de Saran - 45520 Gidy - France - TEL 02.38.23 87.00 - wiww.servier.com
S.AS aucapital de 3 080.000 euros « 40% 223 483 KOS O Icans

Page 3 of 3




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

Name of the Manufacturer & Address/
Hassa Ta agpeca Bupobuuxa

Name of Importer and Address/
Hasea Ta anpeca iMrioprepa

Which Consignment of product is delivered/
Bun npoayxuii, uio nmocrauaernes

Pharmaceutical form/Jlikapceka popma

Name of the Product/Hassa nikapcaioro 3acoby
Dosage / Cuna it

Type and size of packaging/Bun Ta poamip ynaxosku

Finished product batch number/
Howmep cepii rorosoro nikapcekoro aaco6y

Manufacturing date/I{ata BupoGuuLTBa
Expiry date/TepmiH npunatHocTi
Batch size/Kinsxicts y cepii

Manufacturing Licence number/
Howmep aiuensii Ha Bupo6HuUTEO

Registration Number/Peectpaniiiné nocsixueHus

Siége social - 905, route de Saran - 45520 Gidy - Fr
S:A.S. au cupital de 3.080.000 euros » 402 222 483 RCS Orléans

- France - Tél. 02.38.23.87.00 -

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGoparopii
Cepg'e Inpactpi 905 pyt ae Capan, 45520
Xini, ®pauuis

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

Byi1. Habepexno-Xpeinarunska, 41

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

Pharmaceutical Product/Jlikapcekuit 3aci6
Modified release tablets / TaGneTxu 3
MOIH(IKOBAHUM BUBLIEHEHHAM
DIABETON®MR 60 mg / MIABETOH® MR 60
mr

60 mg/ 60 mr

15 tablets in the blister; 2 blisters in the carton
box / mo 15 Tabnetok y 6nicrepi; o 2 Gnicrepu

B KOpobui 3 KapTOHY

6023527

10/2020
10/2023
66 666 boxes/ynakosok

MM 19/139 dated 10.07.2019
MM 19/139 sin 10.07.2019

UA/2158/02/02

- wyw.servier.com

Page [ of 3
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LES LABORATOIRES SERVIER INDUSTRIE

~ SERVIER Refe od / 1T 8 WA NETOR 2 DTC 5005762 PF_T_CTR 18183_EN_4.0
Roference specifications / TU hisauiio: DYC suosw I'F N SPE | l!i% EN_10.0
INANETHIASEA DIANETON munm.qusxrou RIR 6l wr
MadiBed relacse tableis / T b
Glitlaride 60 my /! F'Jmnmy 2] ur
Msnufscturing product batch number / Hoaep nupob ¥ cepil Aixoptikary :n:oﬁy 6020515
Annlysi: { aaniy 03/11/2020
Finished product bateli aumber / Houep oepit roTosora nisipeskarn xeofy 6023527
TESTS {TIOKATHHKH STANDARDS / CTAHIAPTH RESULTS / PEAYIMTATH
White oblong tablet scored and:engraved with "DIA 60" on both face’ Binoro KONLOpY, P /B i
1. sses inoe
Apgearmnce Roanlumsilt saren oBrEcTol (opMi: TaENETIN 3 HACIUNDIO Td 3 THCHEHKEM «DIA 60% 2 afiox Boxin ko
2. Average mass(mg)/ Cepexon maca | 304~ 336 (95 % to 105-% of the theoretical mass: 320 mg /95 % - 105% nin TEOPETHYHDT 318
(mr) maci 320.mr)
3. Subdivision of tablets: Uniformity ¢f | No more than | qut of 30 halves outside 85 % ti: 115 % of the avernge mass end no half Passes / Binnosfnae
mass/ MoainenicTs Tainerac: tablet ontside 75.% 10 125 % / He Ginsiue wix 1 1 30 nosaBHHOX BUXOAHTE 38 MERT
euopianicrs Macu Xianasouy B5-1 15 % iz cepesnral sack { %0R40T nonosuHkh, o BIXOAHTE 38 Meki 75-
125 %
4. Microbiolopical quality (skip test)/ | Totol nernbic microbial count / 3aransue uucag sepabnux Mixpoopranizia (TAMC): € Passes / Binnopinae
Migpofilonoristn wuerors (ekin-tecr) 1000 CFU/g - 1000 KYOfr
Total combined yeasts/muulds eount / 3aransne wicao Apikaskosnx Ta naiceneanx rpabis Passes / Bignosinae
(TYMC}): < 100 CFl/g—s 100 KYO/r .
S8, Identification of drug substanee / Escherichiia Coli : nbsence/} g — mincy i/l v Passee/ Bigrioninge
laentudirauin aiovol praosun
« Liquid chromatography! Pigtnsia The mfia-af the relention timés of the principal peak From the test solution and Eam the 1.00
XpomaTorpatpis reference dolution must be between 0.95 and/{ DS/ CriesiznomenHz vacis yTpumManus
OCHOBHOID NIKS HO XPOMBTOTpaMAX ROCNMKYBRHONO POIIHY T8 POIHEY NODIRKAHHEA
nosunHo Gyris mik 0,95 ™ 1,05
- lafrared absorption speeirometiv/ The positions and inicnsities of the absorpiioa bands of the speoumgbtained are Fogittve / TInagmanns
Indipauepnann aficopbutifing cancordant with those of the refereace spectium/ Monomein Ta iKTERCABMICTS
CRexTposteTpit aGcopBuiiism cMyr cneKTpy Ha XpoMarTorpami Jmmmmyulmum POIKHHY BiAnOniRAE
NONDNKEHHIO Td {HreHCitsHoaT] uﬁmpﬁulmum CMYT CTiekT{Y Hn XpOMETOTDRM] PUIYIHY
napisHAiigs
& Drug substance content (LC) 57,0~ 63,0 (95 % 1o 105 % of the theoretical content ! 95 % - 105 % ain TEOPETHHHOTD 58.1
(mg/tublet)/ Bmiery)
Baric ghowei penosunn (PX) (wr/rab)
7. Degradation products content (LC)
%)/
Bnicr apopyictin posnagy (PX) (%)
-Y 244 ‘ £02% <0.10
- Each other degradntion product/ £02% <010
Kozxcen inunti npoaykr posnaay
- Sum of degradation produels / Cyma 204 % <D.10
NPOAYKTiE poinany
8.  Uniformity of dosage unlts Stage/Cragin| Numbertested/ | Acceplanee erileria/ Kprrepii npnltamsoct)
OnuopiguicTu nojonanux vamiuy Kingxicrs )
- Mass variation / KomneaiA mach: not tabnerox |
opplicabls / e BHKOKYCTLCS s1 10 AVS150%
-Cnnlentnnifcnmty (LCy? ‘§-2‘ o PR 3.1
O)xnoplnnm‘s ety (PX); %I Jnbel ‘ +2030) AV. 150 % -
claim/ % sia worinanksory mmcry [0.75 M < ench-unit / kowsn danisius € 125 M
9. - Kiuetics of dissolution for toblei!
Kinerusa poavineRBY TEACTOR
2 hours/ 2 roaunn 8§%-28% 18
4 hours / 4. romitup 3 %-51'% 39
12 hours 7 12 romisy 285% 97
18. Kinetics of dissolution for hialf-tablet/
Kineruxa porwuneuns nogosnnox
TafneTox
2 bours /2 rommen 8%-28% 22
4 hiours / 4 raimn 3%-51% 49
12 hours / 12 ropus 285 % 100
Bateh sccepled ! Cepir rpufinem
* Not detectnd = He aniren - Nic»p‘«mble -auwumm.mpm Pasies < Bujisun amipofy Hikioaldme - Alsenttig = Bidcymmicnns 1's
Skip tess ~ Nov opp fioalsde » Sudim.
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e LES LABORATOIRES SERVIER INDUSTRIE
TS SERVIER

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/ ITum 1 3acBindyto, o HaBeneHa prile iH{opMaLlid € ZocToBipHOIO Ta TouHo. Ilio cepito IpoAYKUii Gyno
BHp06H8}10 (BTIOYAIOYH TIAKYBaHHA/MAPKYBAHHA) T4 TPOBEASHO KOHTPOIb il AKOCTI Ha BHLIE3a3HAYEHIH NibHMI Y
TOBHIHA BifnoBigHOCTi 3 BMoraMi GMP, BCTaHOB/ICHHMHU MiCLEBHM PEryTISTOPHUM OPraHOM, A TAKOK BiANOBIIHO O
creundikani#, 1o MicTATbCs y peectpauiiinoMy Aocse. ITpoToKoIH BUPOGHHLTBA, IAKYBAHHSA Ta aHANI3IE Gyno
TISPeTVIAHYTO Ta BCTAHOBJCHO Binosiguicte GMP

Date of batch release / Hata Bamycky cepii : 17/11/2020
Name and Position/Title of person authorising the Batch Release/ Ilpisenmte Ta nocana/ ssanus ocobn, aka

BHAAJA A03BLN Ha BHOYCK cepil
Pierre GENOT, Qualified Person/YnoeHoBaxeHna ocoba

18 NOV. 2020

Signature/ITiannc: Date/J{ara;

Finished product batch number/ Homep cep[f roToBoro nikapcbkoro 3acoby: 6023527

Sigge 3 social =905, route de Saran - 45520 Gldy ance “TéY. 02 38 23 87. 00 wwv\. cérviertom
SAS au capvlal de3 080.000 earos '402 222 483 RCS Orléans

Page 3 of 3
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JEPXITIKCITYXBA
JNEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOFIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI
Byn, bepesnsxisceka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.gov.ua, Koa EJIPTIOY 37079055

BHCHOBOK
Npo SIKiCTH BBe3eHOro B YKpaiHy Jikapcnhioro 3acody

30.12.2020 Ne 73901/20/26

JJABETOH® MR 60 MI'

(HaitMeRyBaHRS NIKAPCEKOTO 3aC00Y STLIHO 3 PEECTPALifHAM TIOCBiTYECHHAM)
TabaeTin 3 MogndikoBaHHM BABLILHEHHM 110 60 MT; mo 15 TaGaeTok y GuicTepi; mo 2
Oaicrep y kopoGui 3 kapToHy

(tbopma BHIyCKy, AOIYBAHHS, BHJ| TIAKYBAHHA NiKapcexoro 3acofy)

Homep peectpamiétuoro nocsimserns UA/2158/02/02 crpox nif peecrpaniitnoro nocsizuents 16.03.2021

Cepia nikapcskoro sacofy Ne 6023527 KinexicTs BBe3eHoOrO Nikapcskoro sacoby 62320
BupoGHux JlaGoparopii Cepr'c IanacTpi, Ppanmis A
(nalimearypanna BupOOHAKA NIKAPCHKOTO 38000y, kpalfa NOXOMKEHHS)
BseseHo B Vpaiuy ToBapnctso 3 o6mexenowo signosinannmicTio "CEPB'E€ VKPATHA",
inenT. xox: 33643340

(naimenypanna Ta xo 38 CAPIIOY I0pUARHOT 0CO0K 860 MPIIBHILE, iM'%, 1o GarskoBi disumnol
ocolu ~ mianpuemnd, T Micue npoxRUBAKHA T4 peectpauiltanil Romep 06aikoBol KBpTIN WIATHAKE
nonzrxin abo cepis TR HOMED NACHOPTE)

IlpoTokon Bisyansuoro korrpomo six 30.12.2020 N 4309/3.

3a pesynbTTAM¥ JEPKABHOTO KOHTPOJIO BCTAHORNEHO, INO IHKAPCHKUM 3aci6 BBeseHo B Yxpainy 3
AOTPHMAHHSAM BAMOT 33K0HOAGRCTEA INOA0 3a6e3NeYSHHA TKOCT TKAPCHKUX 3acobiB,

Havansaux Maxona XOJIOJEHKO

(mocazona ocoba opriii,

(ininiama Ta npissmue)

Page 1/1
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JEPUTIKCITY XBA _
JIEPJKABHA CJIYKBA 3 TIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTAKAMH y m. KUEBI

gyn. bepeanskiebka, 20, Kuis, 02098, ren./ihake: {044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls. gOV.Llil,'E_](_l.{)Sf.ﬂ_\m\{_“\fV\\".d_l_g;ggy,._ljj;l& Kop €APTIOY 37079055

BHUCHOBOK
Ipo AKICTH BBE3EHOro B YKpaiHy nikapebKoro 3acody

21.04.2021 Ne 21417/21/26

JUABETOH® MR 60 MI'

(HaitmeHyBaHHi siikapeskoro 3acoby 3riHO 3 DEECTPALiHNM MOCRITUEHHNM)
Ta6/1eTKkH 3 MOTH(PIKOBAHAM BUBIILHEHHAM I10 60 mr; no 15 Tabaerox y Guicrepi; no 2
Gaicrepu y Kopobui 3 KApTOHY

(dhopsa BrILyCKY, A03YBAHHS, BI NAKYBAHHA nirapcsioro 3acofy)
HoMep peecTpalifHoro mocsinMeHHA UA/2158/02/02 crpox aii peecpaniinore nocsiAe s HeoOMewEeHHH
—_— ‘
Cepia nixapebKoro 3acoby MNe 6024283 KinskicTs Bae3ehoro nikapeskoro 3acody 61962

BupobHux JlaGoparopii Ceps'e lupactpi, Gpaniis
(saiimerysanHs BpoBHKKa sikapeskoro zacoly, kpaiHa MOXOKEHHA)

Beeseno 3 Yxpainy ToBapHCTBO 3 00MEKEHOI) signosigaashicrio "CEPB'C VKPAIHA",
inenT. xon: 33643340
(HaliMenyBaliHg Ta KOA 3d CIPTIOY wpsansiot ocodlt ado npisoniue, im'y, no Barnroni Giznurol
0coBu - miAnpHEMLUS, T MIGHE TPUKHBRKHA TR peeeTprilifinii nomep o6iikonn? KAPTRY MNATHAKE
poaarkin abo cepin ta Homep naciopal

I1poToKO Bi3YATLHOIO KOHTPOI Bl 21.04.2021 Ne 1212/3.

3a  pesyAbTATAMM  IEPIKABHOTO  KOHTPOMO  BCTAHOBJICHO, uo Jikapeskki  3aci6  BReseHo B Ykpainy 3

JOTPHMAHHSM ByMOT 3aKOHOLABCTRA LUOAO 1afesredenns SKOCT NKapCLIHX 3acobis.

"lfﬁ”m' ﬁ/ /‘/’“’A )
(v
e ia Muxona XOJIOIEHKO

(mignuc) (ixiuiang Ta npi3sHiLe)

PG Erae oy, W
Hauanpuuk W &p

{nocanosa ocoba opragdy i




*..:.‘.._

2

LES LABORATOIRES SERVIER INDUSTRIE

== SERVIER

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

Name of the Manufacturer & Address/
Hazpa Ta agpeca pupofuuka

Name of Importer and Address/
Hazea Ta agpeca iMnoprepa

Which Consignment of product is delivered/
Bupn npomykuii, mio nmocrayacTres

Pharmaceutical form/Jlikapcbka Qopma

Name of the Product/Hazea nikapceioro 3acoBy
Dosage / Cuna it

Type and size of packaging/Buz ta poamip ynakosku

Finished product batch number/
Howmep cepii roToBara nikapeskoro sacoby

Manufacturing date//{ava BupoBHHUTEA
Expiry date/Tepmin npuaarHocTi
Batch size/KinekicTs y cepif

Manufacturing Licence number/
Homep niuenzil Ha BMpoSHULTEO

Registration Number/Peectpaililine nocsigueHns

Sicge social - 905. route de Saran - 45520 Gidy - France - Tél 02.38.23.87.00 - www.servier.com

5 AS aucapital de 3 080000 euros = 402 232 483 RCS Orléans

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/Jla6oparopii
Cepr'e Inpactpi 905 pyt ne Capan, 45520
XKini, Dpanis

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

Byn. HabepesxHo-Xpemaruubxa, 41

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

Pharmaceutical Product/JTikapchkuii 3aci
Modified release tablets / TaGnetxu 3
MOIUQHKOBAHAM BHBINbHEHHAM
DIABETON®MR 60 mg/ JIABETOH® MR 60
MP

60 mg/ 60 mr

15 tablets in the blister; 2 blisters in the carton
box / mo 15 Tabnerok y Gnictepi; no 2 Gnictepu

B Kopobui 3 kapToHy

6024283

11/2020
11/2023
66 666 boxes/ynaxosok

M 20/156 dated 25.09.2020
M 20/156 Bix 25.09.2020

UA/2158/02/02

Page 1 of 3
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¥ LES LABORATOIRES SERVIER INDUSTRIE

= SERVIER Reference methad / Tlocinasmn 1a meton ; DTC_S005762 PF_T _CTR_)8188_EN 4.0

Relerence specificotions / Toctuiinim un ceundivagiin : DTC_S005762_PF_N_SPE_IRI86_EN_10.0

NAME/HAIHA DIABETON® IR 60 mg/ MAGETOH® MR 60 ar
Moedified release toblets / Tanena 1 pomnfikosoiim pininsuedisan
Glicinzide 60 my 7 Tauaaanay 60 sc

Muanufocturing product boleh number/ Homep supoSmiol cepil niknpeasoro 3acoby GH20575
Analysis / aunab 03/12/2020
Finished product bateh number / Homep cepii rotorora aikapeskorn sacofy (024283
TESTS / TIOKAIHHKH STANDARDS / CTAHOAPTH RESULTS/ PEIVILTATH ®

1. Appenrance/3onuiwuiii purion White ablong tablet scored and engraved with "DIA 60" on both faces/ Binoro xansopy,

o 3 s Passzes / Bianosifoe
ltonracTal (hopait Tafineticl 3 vociskoio ta 3 TicHeminy «DLA 60 3 oBox Gokis

2. Average mass {mg)/ Cepeann macn | 304 - 336 (95 % to 105 % of the theoretical mass: 320 mg / 95 % - 105 % aig Teopeniutoi 319
(mr) macn 320 mr)
3. Subdivision of tablets: Uniformity of | No more than 1 out of 30 halves autside 85 % 1o 115 % of the average mass and no half Passes ! Binnoaifoe
mnss! Hoginsniets TadaeTor: tnblet outside 75 % to 125 %/ He Ginxntue nine 1 3 30 noaoauHok BHXOANTS 13 Med
cpuopianicTs pacH aianz3oly 85-115 % pin cepeankal MAck | HORHDT MONOBIHKIL, WO DHXOAUTE 32 Alewi 75-
135 %
4. Microbiological quality (sldp test)/ | Tolal serobic microbinl count / 3aranske uncno sepolui sikpoopraniasia (TAMC): < Passes / Bignoaigae
Mikpo6ioaoriunn wnetoTn (ckin-Tect) 1000 CFU/g — <1000 KYO/r
Total eambined yeasis/maulds eount / Jaransie Hieno ApieLKOBIX T2 nricekentx rpnGin Passes / Biznoninae
] (TYMC): < 100 CFU/g - < 100 KYO/r
5. Identifiention of drug substance / Escherichin Coli : sbsence/l g —nlacyrui/l r Pnsses / Bignoeinac
Ineawrrinpiscnuin gitowol pesosans
- Liquid chromatography/ Pinunna The mtio of Lhe retention times of the principal peak fom the test salntion nnd from the 1.60
xpomatorpadis reference solution must be between 0,95 ond 1,05/ Cnineinuowennn yacis yrpiyanim

QCHOBHETO NiKa HA XPOMATOrpamox AocnifHcyBalore po3uiiy T poaiiy nopisualiin
noskitio GyTe asiae 0,95 12 1,05

- Infrared absorption spectrometry/ The positions and intensities of the absomtion bands of the spectrum obinined are Positive / TloanTusso
Indipayepsona aGeopGuiiing concardant wilh those of the relerence spectrum/ Tlanowens Ta iHTeHitBHICTE
CTEXTPOMETPIR nGcopBuiltnsix cMyr cnekTpy Ha Xpomatarpani Ao imKYPIHOrD POIUIHY BiANDBIARE

NONGHEHRID 'Ta inTeHeHBA0eT] AOCopBLIfIHIN CMYr CNBKTPY HO XPOMATORPAMI POTHIHY
nopizHaHI

6. Drug substance content (LC) 57,0 -63,0 (55 % to 103 % of the theorelical content/ 95 % - 105 % zin Teopetinorg 59.0
{mg/tablet) / BMicTy)
Bumier pitonof penosiun (PX) (rirfTad)
7. Degradation products content (LC)
(%) /
Batler npogyrrin poanany (PX) (%)
-Y 244 <0,2% <0.10
- Each other degradation product / <02% <0.10
IComeen inwnfl npoaykT poanagy
- Sum of degradation products / Cyma <04% <0.10
NpoAyKTiE poanaiy
8. Uniformity of dosage units/ Stage / Canin| Number tested! | Accepiance criterin / Kpurepii npuitnsTnocri
OpuopirnicTl, 1030891IX OEUNULL IKingkieTs
- Mass varintion / Komisakua mee: fot TafineTok
applicable / ve wixoHyeThes .
- Content uniformity (LC) / :; +?.(]l[;u Ax i :i‘g :f 20
Oauopigwicrs suicty (PX): % / lebel @30 AvV=150%
claim / % sin noMisensuoro BMicTy 0,75 M < each unit/ conne ognmnun € 125 M
9. Kinetics of dissalution for tablet/
Kinctura pozsinenis talieror
2 howrs / 2 rognnst B%-28 % 18
4 hours / 4 rogunn 31 %-51% 39
12 hours/ 12 romin =85 95
10, Kinetics of dissolution for half-tablet/
Kinernra poaunnenns nanoninnor
TalineTor
2 hours /2 romint 8% -28% 22
4 hours / 4 ropimnt 31 %-51% 47
12 hours / 12 rogux =B3%W 98

Baich accepled / Cepia npuitiata

* Notdetacled = He mumaewn - Notapplicable = He nposidisncs, - Skip tes! - Pagses = Hufilpwone anuprtivanni - Bidtnaidoe - Absent/lg = Bigeymuicany 7 .-;,: '\'\{ (7 I .
Skip test— Not appiicable = Bnli; iramm — Ha iy hezotn i !j S
ft'espmlsrble Jfor Confarmity Cantrol Laboratories/Bidnosidanenuii 3¢ locmaaipuicme JaBopamaproso x5

DR

Bﬁee VA%QE- .
Prgeiofd

Sigge soclal — 905 route de Saran — 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com
S.A.8. au capital da 3 08B0 000 suros « 402 222 483 RCS Orléans




LES LABORATOIRES SERVIER INDUSTRIE

s
[ ——

—— SERVIER

[ 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/ 11um 1 3acsinuyio, wo nasenena puie indopmaitis e foctosipHoto Ta Tounow. Lo cepito npotyxuii 6ymno
BUpobIIeHo (BKNIOHAIOYH NMaKyBAHHA/MAPKYBAHHS) Ta NPOBEEHO KOHTPOM T SKOCTI Ha BUlLe3asHaueHiH ainpHuLi y
noBHii BinnosiaHocTi 3 BuMoramMu GMP, BCTAHOBIEHHMH MICLEBHM PEryJSTOPHHM OPraHoM, a TAKOK BiAMOBIAHO A0
cnelrdikauii, no mMicTaTeea y peecrpauifinomy gocse. [IpoTokosn BUpoSHMUTEE, NaKyBaHHA Ta aHaNi3iB 6yio
NeperasHyTo Ta BCTAHOBNEHO Bianosianicts GMP

Date of batch release / lata Bumycky cepii : 08/12/2020
Name and Position/Title of person authorising the Batch Release/ ITpissuuie Ta nocajia/ 3sanus ocodn, sika

BNAANa 103Bia HA BHOYCK cepil
Pierre GENOT, Qualified Person/Y noenosanena ocoba

Claire~Mari¢ BAINIER

Pharmaclien Adjoint

Signature/ITianuc: (AN | Date/[TaTa: 8. Xy Zols

Finished product batch number/ Homep cepii roToBoro nikapcbkoro 3acoby: 6024283

Siege social - 903, roule de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - waww.servier.com oS T
S A S au capityl de 3080 000 curos » 402 222 483 RCS Orléans TSnEeT

Page 3 of 3




_ LESLABORATOIRES SERVIER INDUSTRIE

*
l

—= SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHOIKAT SAKOCTI JIKAPCHKOT'O 3ACOBY

Name of the Manufacturer & Address/
Hazea Ta agpeca BUpoGHuUKa

Name of Importer and Address/
Haspa Ta agpeca iMnoprepa

Which Consignment of product is delivered/
Bun npomykuii, mo nocrauaeTscs

Pharmaceutical form/Jlikapceka dopma

Name of the Product/Hasga mikapcekoro 3aco6y
Dosage / Cuna aif

Type and size of packaging/Bua Ta poamip ynakoeku

Finished product batch number/
Homep cepii rotosoro nikapcskoro aacoby

Manufacturing date/I{ata Bupo6HuIITRA
Expiry date/Tepmin npunataocri
Batch size/KinbkicTs y cepii

Manufacturing Licence number/
Homep ninensii Ha BUpoBHHIITEO

Registration Number/Peectpatiiiine mocsinuenns

Siege social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com

S.A.S. au capital de 3.080.000 euros = 402 222 483 RCS Orléans

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGopaTopii
Ceps'e Inmactpi 905 pyt ne Capan, 45520
Kimi, Opanrnis

Servier Ukraine LLC/TOB "Cepr'e Yxpaina"
41, Naberezhno-Khreshchatytska St./

ByJ1. Habepexno-Xpemarungka, 41

Kyiv, 04070/m. Kuis; 04070
Ukraine/Vkpaina

Pharmaceutical Product/Jlikapcekuii 3aci6
Modified release tablets / Tabnetku 3
MoHGDIKOBAHUM BHBITBHEHHAM

DIABETON® MR 60 mg / JTABETOH® MR 60
MT

60 mg /60 Mr

15 tablets in the blister; 2 blisters in the carton
box / mo 15 Tabnetok y 6nicrepi; mo 2 6nicrepu

B KOpoOLli 3 KapTOHY

6026010

11/2020
11/2023°
66 666 boxes/ynakoBok

M 20/156 dated 25.09.2020
M 20/156 Bix 25.09.2020

UA/2158/02/02

P 0 V1590 OF poog 2 7

7




e LES LABORATOIRES SERVIER INDUSTRIE

—= SERVIER " Reference method / Tocunaiua ua meton : DTC_S005762_ PF T _CTR_I8188_EN_4.0
-~ Reference specificnions / Mocunamis sa cnewpikanito : DTC_S005762_PF N_SPE i8186_EN_10.0

INAME /HATBA DIABETON® MR 60 mg/ JIAGETOH" MR 60 sir
Modifizd release lablzts / Tafinerai 3 momtdiraszinm susBHSHEAN
Gliclazide 60 mg / Criknoanay 60 mr

Munufacturing product baich number / Hosep awpeBinmof cepil nixapeskaro aacofy 6020577
Annlysis / enania 0471212020
Finished product batch number / Hosmep cepii rotosorn nixapeskoro aacoby 6026010
TESTS / [IOKA3HHKH STANDARDS / CTAHIAPTH RESULTS/PE3YJILTATH *

1. Appearance/3omnimniii ournsa White oblong tablet scored and engraved with "DIA 60" on both faces/ Binoro konsopy,

p : i Passes / Bianceizae
lnosractol (ropait TaBneTkH 3 Haciuko10 Ta 3 THeHeRRAM «DIA 60» 3 obox Bokis

2. Avernge mass (mg) / Cepenus maca | 304 - 336 (95 % to 105 % of the theoretical mass: 320 mg / 95 % - 105 % nin Teopetnunai 319
(mr) maci 320 mr)
3. Subdivision of tablcts: Uniformity of | No more than | out of 30 halves outside 85 % to 115 % of the average mass and no half Passes / Biznosifne
mass/ IToainsnicrs ToGnetok: tablet outside 75 % ta 125 %/ He Ginsiue Hixc | 3 30 nonosiHok BICkonNTE 32 Mexi
oanopigmicts Moca nianasoxy 85-115 % sin cepeansol Maci 1 #0IHOT MONOBHHKH, LD BIXOAKTE 32 Mexki 75~
125 % C
4. Micrabiological quality (skip test)/ | Total nerobic microbial count / 3aransxe 4ncnio aepofritx Mikpoopraniamia (TAMC): s Passes/ Bianosinac
Mikpo6ionoriuna uncrora (cxin-tect) 1000 CFU/g — 1000 KYO/r
Tatal combined yeasls/moulds count / 3aransHe 4iicno ApixaMoBHX Ta Micenesx rpibin Passes / Bianosizac
(TYMC): 5 100 CFU/g = 100 KYO/r
5. Identification of drug substance / Escherichia Coli : absence/1 g — sincyTni/l r Passes/ Binrnosinae
InenTudiranis nirosoi peaonunn :
- Liquid chromatography/ Pinsua The ratio of the retention times of the principal peak from the test solution and from the 1.00
xpomatorpodiz reference solution must he between 0.95 and 1.05/ CnissigHoLieHHs 4acis yTpHMOHHA

OCHOBHOT® M1iKa HA XPOMATOrPEMAX NOCNINHYDAHAr0 POIHAHY T2 POIYHHY NOPIBHAHHA
nosHHHO Byt Mix 0,95 T2 1,05

- Infrared absorption spectrometry/ The positions and inleosities of the absorption bands of the spectrum obtained are Positive / Tositnsno
[Hdppatiepeona nbeopBuitina concordant with those of the reference spectrum/ [TonaxenHs T iHTEHCHBRICTS
CNEKTPOMETPIA aGcopBuiflHIX CMYT CnekTpy Ha XPOMATOrpaMi AOCTiKYBRHOrO poaunIy Binnosinoe

NONOKEHHIO Ta inTenciBHocTi aBeopGuiliHNX CMYT CEKTPY HO XPOMATOrPANI PO IHY
MopisHANH '

6. Drug substance content (LC) 57,0 —€3,0 (85 % lo 105 % of the thearetical content/ 95 % - 105 % ain TeopeTnynoro 58.9
(mg/tablet) / BMiCTY)
Basicr aiwouol pewosuny (PX) (mr/tab)
7. Degradation products content (LC)
(%)/
Buier npoaykrie posnaay (PX) (%)
-Y 244 <02% 0.10
- Euch other degradation product / <02% <0.10
ICoen inwmii npoaykr poanaay
- Sum of degradzation products / Cyma <04 % 0.10
npoayxTia poinany
8, Uniformity of dosage units/ Stage / Cranin| Number tested / | Acceptance criteria / Kpuepii npnilussocti
Opuopinnicrs folesanux ognunns Kinskicts
- M;ss t\;nrimion { Konusauna mack: not TaéneTok
applicable / ue sukonyeTeCR o
- Content uniformity (LC) / . L = £y :/' 23
Onnopinnicts psicty (PX): % / label §2 +20(30) AV < 150% L
claim / % sig HosiHAnsHOrO BMiCTY 0.75 M < each unit/ koxHa omnis £ 125 M
9. Kinetics of dissolution for tablet/
Kiuernkn polunneuns vabaerox
2 hours / 2 roaunn B8%-28% 18
4 hours / 4 roannm 31%-51% 40
12 hours/ 12 roann >85% 97
10. Kinctics of dissolution for half-tablet/
KireTuka pozunsennn uonosunog
TabneTox
2 hours /2 roauuu 8%-28% 22
4 hours / 4 rognun 11%-51% 49
12 hours / 12 roaus 285% 99

Batch aceepted / Cepin npnitnama

* Notdetected = He muansenn - Not applicabile = He npasniiance = Skip test - Passes = Bullipeose sunpoGysaa - Bidrooidar - Absent/ig ~ Bidoymuivmn | &
Skip tesr Nor applicable = Bufjif ~He i

Responsible for Conformity Control Laboratories/Bionosidansuuii 3a Jocmosipricme Jagopamopuozo kGh;

Slaga soclal ~ 805 route de Saran — 45520 Gidy - France - Tél. 02.38,23.87.00 - www.servier.com
S.A.S. au capital de 3 080 GO0 euros « 402 222 483 RS Orléans




s LES LABORATOIRES SERVIER INDUSTRIE
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1 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/ ITum s 3acsinuyto, mo HaBeeHa Bulle indopmanis € JocTOBIpHOK Ta TouHO. [T cepilo nponykuii 6ymo
BHPOOJIEHO (BKIIIOHAKOYH NaKyBaHHs/MapKyBaHH:) Ta POBEJEHO KOHTPOb ii IKOCTI Ha BHLe3a3HaueHiH AibHHI y
TMOBHIHA BifnosiaxocTi 3 Bumoramu GMP, BCTAHOBIEHHMH MICLEBMM DErYJIATOPHUM OPraHOM, & TAKOXK BiATIOBIAHO 10

cnenu@ikaLii, Wo MicTAThCA Y peecTpattifHOMy focke. [IpoToKonH BHPOBHULITBS, aKyBaHHS Ta aHANI3IE Oyno
NEPETJIAHYTO Ta BCTAHOBJEHO BiamosiguicTe GMP

Date of batch release / Jlara Bunycky cepii : 13/01/2021

Name and Position/Title of person authorising the Batch Release/ Ilpizenue Ta nocana/ 3sanus oco6u, sika
BH/JaJa J03BiN HA BHOYCK cepii

Pierre GENOT, Qualified Person/YnopHoBaxeHa ocoba

Signature/TTignuc: ; Date/ata: A3 {o/([ 2a 24

Pharmacien Adjoint

Finished product batch number/ Homep cepii rotooro nikapcekoro 3acoby: 6026010

i
Cave s w ity

Siege social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com
S.A.S. au capital de 3,080.000 euros = 402 222 483 RCS Orléans ’
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JEPAIIKCIIVIKBA
JNEPKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

By/1. Bepesnaxisebka, 29, Kuis, 02098, ren./dakc: (044) 550-23-35, Ten. (044) 55
E-mail: dls kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox GHPHOV 37079
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BUCHOBOK
npo sIKiCTh BBE3€HOro B YKpainy mxapcamoro 3acoly

29.03.2021

JUABETOH® MR 60 MI' !

re

0-20-55
35

Ne 15373/21/26

(HafiMenyBanis aikapenkoro 3acoly 3riiHo 3 peecTpauifinum noc:si,;fqeﬂﬂﬂu)
tadaeTKH 3 Moaudikosanum suBiabnennsm no 60 mr; mo 15 TaGaerox y 641
gJicTepu y Kopobui 3 KapTony !

>

icrepi; mo 2

({pOpMa BITIYCKY. A03YBAHHSA, BHA MAKYBAHHS AiKAPCHKOro 3a¢00Y)
i

Homep peectpauiiinoro nocsiguents UA/2158/02/02 crpok aif peectpauitinoro nocsinuerns 16

Cepis nixapcskoro 3acoGy Ne 6026010 Kinbkicts pResenoro nixapcax?i“o 3acoby 63

b

BupoGHuK Jlabopatopii Cepr’e Inpactpi, Dpanuis i

.03.2021

571

{nafiMenysarin upoduika aikapcekoro sacofy, kpaiHa noxos
e :

Tosapuerso 3 oomexenoio sianosinaapuictio "CEPB'
inenr. koa: 33643340

Beeseno B Yxpainy

KEHHH)

£ YKPATHA",

{natimenysanns Ta K04 3a €JAPIIOY 1opuanusoi ocobu abo npiserute, im's,
ocoli - mianpuemus, i micie npoxusanHs Ta pecerpauiiinuii Homep 0Gnixo
noAatkie abo cepis Ta HOMep nagnopTa)

W

_ b
Tporokon Bisyansroro kowtpomo six 29.03.2021 Ne 914/1. A

; "
3a  pesyAbTATAME  JEPKABHOTO  KOHTPONO  BCTAHOBJIEHO, 3aci6  Bmee

mo fikapcbKui

JOTPHMAHHSIM BHMOT 3aKOHOMIARCTBA 100 3abe3NedeHHs AKOCT nixapcr;n},x 3acobis.

/ /

Jronmuna €
I

1o Garbkosi hiznunoi

BOT KAPTKH TINATHHKA

0 B Ykpaigy 3

TOPOKEHKO

g:. (ininiany

i

%, T oo/
s\- * ,D ‘;Q&%r
'w i ’UHI %
M., ey

eheinisnin

D

{ Ta npispuLIe)




JIEEPKIIKCIYKBA
AEPKABHA CAYKEA 3 MIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU ¥ m. KMEB1

pys, Bepesnakincska, 29, Kuis, 02098, tenfdaxc: (044) 350-23-35, 7en. (044) 550-20-35
E-mail: dis.kyiv@dls.gov.vahitps:/fwerardls.gov.oa, Kog CIAPTIOY 37079055

BUCHOBOKXK
npo AKICTH BRE3CHOTO B YiKpainy sikapeskoro sacoby

31.03.2021 Ne 16323/21/2%6

JIABETOH® MR 69 M

{maliMeryraRAr Jixapeakorn sacoby aviguo 3 pecorpanilivem nocninuentam)
TabACTIH 2 MOFAGIKORARMM BURIILHECHAAM 10 60 MT; Re 15 Tabaerok y GaieTepi; o 2
GaicTepn y KopoGul 3 KapTony

(hopMa BHRYCKY, AD3YBIAER, BIL, RAKYBANKA TRApCsROTe 3206y}

Homep pecerpatisizore noceinuenss UA/2158/02/02 evpox nil peecipanifinoro nocnizenns HEOOMEKEHHHA
Capin aixapcskoro sacofy Me 6027048 Kinnkicrs BRGICHOTO Nixaposkoro saceby 63739

BupoGrmx Tla6oparopii Cepr'e TRACTPi, Ppamiig

(emitverysaumna pupetRrKa MikepoeKero 2acoly, Xpalia NOXOMKEHIUL)

Brezeno » ¥xpaiy TorapneTBO 3 06MEKeH00 BiAmoRinaMLRicTIo "CEPB'E YHRPATHA",
imeat. wop: 33643340

(Hafiseuyianea Ta koA 32 SAPTIOY wpaamauol ocofn 860 npizsklle, iM'a, o Garpxoni GinriHoT
ocofits - mAnpuemMun, il Micue npoXARAITIA Ta peecTpanifinid nomep ofnikopoi kapTky rUINTIRIEG
flogaTriz 860 cepis Ta HOMED NAcAOpPTa)

Tporowon aizyannuore keatpoare rin 31.03.2021 M 960/2.

3 pesyALTATAMY JIEDIFARHQID ROWTPOMO BCTRHERNCHO, N0 sixapenkul 3aci6 speseo B Yapainy 3 AOTPAMAHHIM
TEARIONOAA0EaNe A MKACT] HRARCHRAX 2ac00in, .

N
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LES LABORATOIRES SERVIER INDUSTRIE

|

—= SERVIER

{

B

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHROIKAT SIKOCTI JKAPCBKOT G 3ACOBY

Mame of the Manufachwrer & Address/
Hazea Ta agpeca supoCHuRa

Narme of Importer and Address/
Haspa 7a anpeca imnoprepa

Which Consignment of product is delivered/
Bua npoaykuii, 100 ROCTa4ACTRCA

Pharmaceutical form/Jlikapcbka giopma

Name of the Produci/Hassa nikapeskore sacoly
Dosage / Cuna aii

Type and size of packaéingfﬁn,& T4 POEMIp YIIAKOBKA

Les Laboratoires SERVIER Indusirie 505, route .
de Saran 45520 Gidy France/Jla6opatopii

Cepe'e Izgactpi 905 pyr ae Capan, 45520

Kigi, Ppasitia ‘

Servier Ukraine LLC/TOB "Ceps'e Yxpalna”
41, Naberezhno-Khreshchatyiska St/

syn, Habepemno-XpeaTuubka, 41

Kyiv, 04070/, Kuis, 04070
1lkraine/Vkpaixa

Pharmaceutical Producit/ilixapesxuii 3acid

Modified release tablets / TaGnetiu 2
MOADIKORABMM BHRIAbHEHHAM

DIABETON® MR 60 mg/ ,{HABETOH@ MR 60
M ’
60 mg f 69 wr

15 tablets in the blister; 2 blisters in the carton
box / ne 15 Tabnerox y Gaictepi; no 2 Gaictepy
B xopodu 2 xapTony

Finished produet batch number/ 6027048
Homep cepil roToBoro Hikaposroro 2acoby
Manufacturing dateffJata eupoCmnirna 1212026
Expiry datefTepmin npuaarHocTI 1272023
Batch sizefKinskieTs ¥ cepil 66 566 boxes/yYNRKOBOK
Manufacturing Licence number/ M 20/156 dated 25,09.2020
Homep ainensii 52 BMpOOMIITRD M 20/156 Big 25.09.2020 N
Registration Mumber/Peccrpaniiine nocpigHenns UA/2158/02/02 "
o ;YS
Sidpe social ~ 9035, ronte de Saran - 45528 Gidy - Franes - Tél. 02.38.23.87.090 - wwwservietcom ‘Ep*i' : ;, i

S A5 aucapiind de 3.086.600 euros » 402 222 483 RCE Ovidans




%= LES LABORATOIRES SERVIER INDUSTRIE

—= SERVIER
o Referzpee methorl / Tacinmieea 1z neron : DTE_SHO5T62_PF T_CTR_IB1EE_EN 40
Referance spreifications 7 fioemomna mm eveaudiconin s DIC_SURSI62 | P¥ M SPE_J8126_FN_1GD
[NAME . [[A3BA DL\BS’!’B‘v:MK EDI’!EE.’HJASETQIE“ MRWMT 1
Medifed hies i T Inwmsk s ;
Tkt £C v Pt &7 me : ;
Mamsfcucing product baceh mumber ¢ Henesp sirpobi et copit mivaperrorn dacofiy GIARTI3 s 1
Analysis famni 19m102t B i
Rl
Finished produst bateh nurabee / Eioasp cpit ratosorn sisTpisnm Reasy GOZ70%E ;
TESTS f NARARO A TANDARDS FCTARDAPTYY RESULTS - PEIYALTATH "

i. Appearance/ 3onnimnit ensnan Ofnite obiong wblet svored aud engraved with "DiA 687 oo toth faces! Binoro konuopy.

Passes - Bunonigne
Inaaracra? hopmn Tmlremal 2 naciuxois Ta 3 Tirememy <A G0na obox Gowia

QREOBNDTD Tk M KCMOTDTRAMAS ARERLoyY0aHOrn PAsUHHY T oIy sopisAtA
mmmc Srmmin895m 1,05

Z  Average mass ¢mg)f Cepesnnm pacn | 304 - 236 {95 % ta 105 Yhof the theomsical pmss: 320 mg f 95 Y~ 105 Yh B TEQPRTIMMDI 321
(acr) aacts 320 m)
3. Sobdivision of tablets: Bniformity of | No more tnn 1 cutof 10 halves ouiside 85 % 1o 115 % oF ths avempe mass nad e haif’ [*psses * Bianabiaoe
nrass! {iopinnnicTs TabacTosR: tnbiet autside 75 2 to 125 % 7 He Ginswe #iw 1 3 30 nonetiutck BHXCAINE 32 vewi
oaEOpiANicTs MOEH miacngoy 85-1 15 % sl cepeansol saces § xoauol nononitHE:, D BINOATA 32 MR T3
. i25%
4, Microbiologieal quality (skip tos) /| Total aerobic mictebial connt # Soranes #yoie aegrofui sikpooprasiamin (TAMC) = Pasges / Birncmzac :
MixpeSiomoritng narTers {evinTeeT) . 1000 CFUYg — <1800 K¥Orr :
Total combined yeaststmonide eomt / 3arnnnse W0 AEHRARORIR TH Asienese rpndin Passis/Bipiomaae
(TYMO): S 180 CFUfg ~< 100 O/
5, identiication of deug substanne Eschesichia Coli s abseneefl g — nimsymifl ¢ Passas / Blenesinac 1
trenTiikagin gitcvo peaonune
- Ligaid chromatography’ Pinwnm | ‘The mtio of the retention times of the principnl penk from the fest solntion ond Eom e 120
spomaTerpadin referenee Solution smustba between 0.85 and 1.857 CRieimraumesum 400in YTRHMILIA :
|

- Infrared absorption speotrometny! The gositions and intensitics af the shsorplion bands afthe speonim ohtainad are Pasitive / Tleanreny |
fudzavepnonn afieajGuilica concotdant with these of the eferenee spectrmy Floftoseins 0 MveHcHBiicTs
crerTpoMeTin aSEopSuithiane eayr CRMETRY HO XNCHATOTPAMI AGRMARYPNOTO PUIUMHY MANISAaL :
GORGEEHENID T2 inTercnanocti sHconGUiIm CMYT CRCRTRY R XPOMITOTPANL poTEINY . |
napienEnig
6. Drug sutmiance content (LG 520 -63,0 (85 % to 105 9% of the theosetisal content / 95 % - 303 % ain TeopeTnuncra : 582 '
{mp/nbict) / mieTy) - !

Barics aimnn? panosann (PX) (rrfrad)
7. Degrachation pradects content (LC)

%4}/ :
Bsticr nporysTin poannny (PX) (%4} . i
- Y 242 282% <@I3 i
- Ench other degrrdmion pradwet / 202% ! LB i
Komen iumidh ImoRyYKT paanay e '
- Suem of degendation pradusts / Cyua S04% 310
MPOSYRTIZ puINAY ]
8 Unifarmity of dosnge unitsf {Stage { Cranin] Mumber fesred / | Aceepunee exiterin | Kpirreph npnifvistieen
Onpuogiaticts ROTORANDE ORRAKOAA IGinbricTt ;
- Masz yaszation £ Konueausa macy: nat TaGrEmy :
appiicable / ne GRECHYETICR = = i
- Gantent amitorasity (1€ / a 10 AVEISHH 18
L .8 22 U030 AV 5 150%
Onnwpinsicty amicy (£34): 96/ Taled nsat henit! S125M
elin £ % Si5 HOMIHLILIGTD anicTy 1,75 M 5 mch pnit / wofmHd SNRHHLA £ 1,23 ¢
9, iineties of dissatntion far tsbtatf '
fGuernsn porienen s Thimme
2 howrs 42 thasmn 8% -28% 1?7
A hours /41 remHn . 31%-51% Ay i
12 haues / 12 roamg ) =85% 25
10. Xinetics of dissaiution for hatf-tablet!
Kinemiisn posisIcnns fUNoTonox
Tafincan :
3 bours f 2 rogone 8%-3E% 22
A houes / 4 ropuss 3 %-51% 4 |
£2 howss / 12 romim 5% - ; . :
ﬂn::l:m:mdi(‘cpinnmmm 2 s B T
* Nardaeend - He - Narepalicable » Meny sty - Sk feqr - Prsges & Hrlifime eunpofiyemes —R‘“‘ ter - Abseelg = mwmmn.m I
Skip 1z Wor epnticable ~ B I -!!e

Respousfbie for Ca:!fan'mg; Con.‘mf Labmratories/Bidnesidansmiil snﬁaamam]nmcmh J?cr!g‘opm:mpsmau m.n."_r,sﬂfn

!JﬂL\: vm

Slaga saclat - 905 mute de Saran —4552& Gidy Flanca Tél 02.38 23 8?,0& LTLK servmr com
“BAB.eu aapna: da 3 pen cmo Qurgs » 402 222 A3 acs Oﬂéans :




LES LABORATOIRES SERVIER INDUSTRIE

1 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 campliance with the
GMP requirements provided by the local regulaiory autherity as well as according to the specifications confained in the
regisiration dossier. Protocols of manufacture, packaging and anaiyses were reviewed and GMP compliance was
established/ Tlm a2 zaceimuyio, w0 HaReASHA BuNG indopMaitis € AOCTORIPHO T2 TouHow. Lo cepito npoxykuii 6yno
BHpOGNeHO (BRE0UAIONH MAKYBAEHA/MAPKYBAHHA) T2 NPOBCACHO ROHTPONE ii AKOCTI HA BuWezazRa4en i Alb MUl y
foRtil eianosiANCCT 3 BIMoraMi GMP, BCTAHORRSHMMY MICLEBIM PETYAATOPHHM OpraHoM, a TAKGXK BiANOBIIHO A0
crienmdikauil, o MiCTATECA ¥ peccTpauifiiomy Accke. TPOTOKONHA BAPOOHMITES, TTAKYRAHHA TA AHANIZIE 6y A0
fepernsHyTo Ta BCTAHORACHD BianorianicTs GME

Date of batch release / Jlara eninyeky cepitf : (9/02/2021

Name and Position/Title of person aathorising the Batch Release/ Tipizsunie 7a nocaga/ spanas ocodi, ska
BEARAA SO3BIA 1A BEEYER cepil
Pierre GENOT, Qualified Person/Ynosrosaneta ocoba

> _ 09 FEY. 2021

Signature/Tlanue: 3 DatefHaza;

i

Finished product batch number/ Homep cepil rotosore nikapesikere sacoby: 6027048

L . LS

o

Sidne social - 905, route de Samn ~ 43520 Gidy - France - Tél. 02.38.23.87.00 - wwwservier.com
S A S aucapitatl de 3080 CH0 aunras + 4062 232 483 RCS Orléans




HEPAUIKCITY KBA
AEPKABHA CJIYZKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KUEBI

Byn. bepe3uskiBebka, 29, KiniB, 02098, ten. {(044) 295-26-85 tem. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua https://www.dls.gov.ua, Kog € IPTIOY 37079055

BHCHOBOK
Npo AKICTH BBE3€HOIo B Y KpaiHy JiKapchbKoro 3acody
03.10.2022 Ne 40744/22/26
JIABETOH® MR 60 MI'

(HaliMeHYBAaHHS TiKapcBKOTO 3ac0oy 3TiHO 3 peecTpaliliElIM NOCRITIEHHAM )
TadaeTKH 3 MoTH}ikoBaHHM BUBiIIbHeHHAM o 60 Mr; mo 15 Tadaerok y 0aicTepi; mo 2
OaicTepH y Kopooni 3 KapToHY

{chopMa BIMYCKY, O3YRAHHS, BILT MAKYBAKHS JLKAPCHKOTS 3ac08Y)
Howmep peectpamiiinoro nocsimuenns UA/2158/02/02 crpox aif peectpaniiinoro nocpitgenns HeOOMeKeHHII
Cepis nikapcpkoro 3aco0y Ne 6053498 KimekicTs BBe3eHOrC MiKapchkoro zacoby 44052

Bupo&uik Jlabopatopii Cepr'e Innactpi, @panmis

{HallMeHYRaHHEA BIIPOOHIIKA KAPCEKOTO 3ac00Y, KpalHa TOXOIKEHH )

BreseHo B YEpaiHy ToBapucrso 3 o0Meskenolo BigmoBimannuicTio "CEPB'C
VKPAITHA"Y, inenT. koa: 33643340

(HafiMenyBaHHA Ta Ko7 3a €APIIOY ropimrdHoi ocodll abo MpizpInme, iM'A, 0o DaTEKOBL
tisIrdHOI 0CcOBII - MiTOpIeMId, ii Miclie MpMKIBAHHA Ta peccTpaltiiianil Homep obmikoBoi
KAPTKII ICTATHIIKA IOTATKIB 260 cepid Ta HOMep macnopTa}

3a pe3yNBTATAMH JepXKaBHOIO KOHTPONID BCTAHOBIEHO, IO JIKAPCHKIOL 3acié BBeseHO B YEKpaiHy 3

JAOTPHMAHHHAM BHMOT 33K0OHOJABCTBA W00 3a0e3IeYeHHA SKOCTI MTKapChKIX 3acobiB.

Havansank Mukona XOJIOJEHKO

(mocagoRa 0coda OpraHy AepKaRHOIC KOHTPOIO) (mizmnmc) {imimiamr Ta Opizp1Olle)

MLIL
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LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHDIKAT AKOCTI JIIKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hasea Ta appeca mupofHuka

Name of Importer and Address/
Hazga ta agpeca imnoprtepa

Which Consignment of product is delivered/
Bug npomyxuii, 1o nocradactbes

Pharmaceutical form/Jlikapchka gopma

Name of the Product/Ha3ssa nixapcrkoro 3acofy
Dosage / Cuna mii

Type and size of packaging/Bua Ta poamip ynakosku

Finished product batch number/
Homep cepif rotosoro nikaperxoro 3acody

Manufacturing date/J{ata supobruiTra
Expiry date/TepMiH npUAATHOCTI
Batch size/KinekicTs y cepii

Manufacturing Licence number/
Homep ninenaii Ha BUpoGRULTBO

Registration Number/Peectpauiline nocsigdeHHs

Sigpe social - 903, ronte de Saran - 43520 Gids - France - Tél 02.38.23.87.00 - wiwvw senviercom

S A5 au capital de 3 DRI caros ¢ 202 222 483 BOY Ordéans

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/Nabopatopii
Cepg'e lunactpi 905 pyt ae Capan, 45520
Kini, Gpanuis

Servier Ukraine LLC/TOB "Cepg'e Ykpaina"
41, Naberezhno-Khreshchatytska St./

Byn. HaBepemno-Xpenarubka, 41

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

Pharmaceutical Product/Jlikapcexuii 3aci6
Modified release tablets / Tabnerku 3
MOIH(IKOBAHUM BHBINBEHEHHAM
DIABETON®MR 60 mg / JIABETOH® MR 60
Mr

60 mg / 60 mr

15 tablets in the blister; 2 blisters in the carton
box / no 15 Tabnetox y 6nictepi; no 2 dnictepu

B KopoOUi 3 KapToHy

6053498

01/2022
01/2025
66 666 boxes/ynakoroK

M 20/156 dated 25.09.2020
M 20/156 Big 25.09.2020

UA/2158/02/02




¥ =  LESLABORATOIRES SERVIER INDUSTRIE
___:——'SERVIE’;IL&WF i=ations ¢ Fizciommm mrn:rmthn—m:m- B iﬂiﬂ*?ﬁ‘ PF_N SPE 5 }Sﬁr B 100
MNAME 11AIBA

HABETON" MIUGE g ALAGETON" ME 60 mr
Wiodified cohease (ahirts « TaBaeman 1 sootofuk S0a00s LEELTLIRTIIAN
Glitkazids 60 mt: " Tancnasiay 67 s

Menulacturing prodict batch rumther | Homep eupoduniod cepin miknpcskora sacody FSA113
Analysis 7 pnania 09322032
Finished produet batch number * Homep copii rotoasro sikaponkors sacoly 6053494

TESTS - MALEAI DKL

STANDARDS - CTAHIAPTIL

RESLLTS FEIVILTATH®

i, Appeasrance [ Josniwniit osrang

2. Averspe mass {mg) / Cepeans maca

(mr)

3. Subdivision of toblets: Uniformity of
mass/ lioainuuicrs Tafineens:
panoninnicrs maen

4. Microbiological qunlity (skip test) /
AliknoGionorinua ncrora {cain-TecT)

5  Identification of drug suhstomee /
IpcitTahikauin gimaoT perooimu
- Liquid chromatography! Pignsun
Nposarorpadis

- Infrared absosption speclrometry’
Inihpayepsoia aGeopbuiling
CHCKTPaMETRIN

White oblong takilet scored and engraved with "DLA 60" on both (aces' Binara koauepy.
lhanracter dapsit EneTri 3 nacimsmo 12 3 Tenenitas «DIA 60y 3 0box Gogin

304 - 336 (95 % to 105 % of the theoretical mass: 320 mg 7 95 %

mach 320 yr)

No mare than 1 out of 30 halves polside 85 % to 115 % of the average mass and ne hall
tablet oulside ?:1 %o 123 % ' He Goee gis | 3 10 RondBHOR BIX0aNTS 38 Megl
anarazeny 83-1135 %% nin copennuoi maci i rogiial ROACDINKI, WO BIKOZNTE 30 MesE 75-
125%3

Total serobic microlta) counl / 3arareie 4ieno oepodanx mikpoopraniamis (TAMCY =
1000 CFUg - <1000 KYOfr
Total combined yeasts'manids count / 3ariuHe SN0 SPIHMUKOBIY Ta ANICEHeRHIN FpiGis
{TYMC): £ 100 CFllg - < 100 KYOir
Escherichia Col : absencel] g - piacyTii/l r

The ratio of the relention times of the principal peak from Lhe test solution and from (e

reference solution mast be berween 0.95 and 1.05/ Cninsliaweins Yacis Y THMIGR

DCEonNaro Mik3 Ha XPAMATOrPUMIX ACCTIZHRYBMIDIO PUYGHY T2 pOIMINY NOPIBHANTA
nopnfo oyTi s 0,95 1a 1,05

The positions and intensilics of the abserption bands of the spectrum oblnined are
concardant with those of the reference speetrum/ Tlonoskenua T inTenEBRieT,
aBeopfuiiig cMyr CIEKTPY HO XPOMATOrPAN HOCNIMEYRIHOr0 PO BiANGLIAAC
MBROIKEHING Ta inTencnpiocTi sGcopiuilinnx cryr CRERTpY Ha XPONITOrPaM) poItIHY

- 103 % m1 TeopetitHoY

Passes ¢ Blanoeiaar

m

Passes ¢ Binnosidac

Passes § Bianopaec
Passes / Bianosinac
Fasses ¢ Bianoainac

1.00

Positive / Toairtueso

Skigr vt — Mo opplicalble = Hidi fi He oy

nopinisting
6, Drog substamce content {(LC) 57.0 - 63,0 {95 % 10 105 % of the theoretical centent / 95 % - 105 % nig Tecpatiiunoro 59.5
(mgftablet) / amicty)
Baicr nironof peyoanen (PX) {mr/rag)
7. Degradation products content {LC)
(%) 7
Bsmict upoaywTio poznany {PN) (%)
-Y 244 <02% <{).10
- Fach other depradation praduct / <02% <0.10
ICasken inwiti NEOAYKT poInany
- Sum of degradatinn products / Cysn £0,4 % <011
Npogystia poanaay
%, Uniformity of dosage units/ Stage / Craniz| Number tested / | Acceplance crileria / Kpivtepii npufingtnoet
OnuopinuicTs ACIDEALNX CIHMNYBL Kinukicrs
- Mass variation { Kaansavna vaci: not n0neToR
applicable / ve erironyeraen g0 10 AV =150 %
« Content uniformity (LC) / = B 20
OanoepiailicTe anicty (PX) %e / label 52 F20{30) A:_S li.ﬂ 0 A < 175M
cliim / Y Rifl AOMIHANLIOTO BAICTY 1,75 M < ench unil / ko omnue £ 1,23
9. Hinetles of dissalstlon for tablet/
Kineruxa poxsusienns TifiaeTor
2 hours / 2 roaiten ru-"B 17
4 hours ¢ & rommRan 1 %- 38
12 hours £ 12 rooud =83 “/u 04
10. Kinetics of dissalution for hali-tablet/
KineTaks poranees nolomeos
TulbaeTok
2 hours / 2 romisn E %5-28 “/u 21
4 hours / 4 Toasnl % -51% 46
12 hours / 12 rogns > 85 % 98
Batch eccepted ' Cepin npniizam
“ Not dercerd  He nurasenn - Yot opplienbic = He b - Sh';r sl - Farses - B i M —ih e - ABsraitp  Aidcemitenn 1o

Respons:b!e fm Conformity C mm of Laboratorivs. Bidnosidaruatit 2a Jocmosipricmy Jladopamopuece-wauigosio
[Ty >

Sigge sorial -

905 route de Saran — 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com

S.A.5. au capital de 3 0BT 000 euros « 402 222 483 RCS Orléans
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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 auwthority 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/ [lyum a 3acBinuyro, wo HaBeaeHa BuLIE iH(OpMaLis € 1OCTOBIpHOO Ta Touncte. [fio cepire npoaykuii Syno
Bupebieno (BKniouaouy NaKyBaHa/MapKyBaHHA) Ta [IPOBENEHO KOHTPONb 1T AxocTi Ha BHILE3A3HAYCHIA AiNBHULI Y
NoBHii BiamoBiAHOCTI 3 BuMoramu GMP, BeTaHoBIERMMY MICLEBUM PETYAATOPHAM OPraHOM, & TAKOXK BIANOBIAHO 10
cneuHdikanii, Mo MicTATLEH y peecTpaliliHoMy nocke. [IpoTokony pupoOHHUITBA, NaKyBaHHS Ta aHawi3ie Oyno
[IEpernstHyTO T2 BCTAHOR/EHO Bianosignicts GMP

Date of batch release / ara sunycky cepil : 10/02/2022

Name and Position/Title of person authorising the Batch Release/ Ilpisenme Ta nocaga/ sganus ocolu, AKa BNaaa

03B Ha EHOYCK cepii
Pierre GENOT, Qualified Person/Ynosnosanena ocoba

11 FEV. 2022
Signature/ITinmuc: = . Date//lara:

st

Finished product batch number/ Homep cepil roTosoro nikapcbkoro 3acoby: 6053498

Sitge social - 903, route de Saran - 45520 Gidy - France - Tél 0238 23.87.00 - www.servier.com
S AN aucapital de 3 8GO0 curos « 302 222483 RUS Ordduns
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