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* LES LABORATOIRES SERVIER INDUSTRIE

SERVIER}"

‘moved by you

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/

CEPTH®IKAT SAKOCTI JIKAPCHKOI'O 3ACOEY

- Name of the Manufacturer & Address/

G

HaSBa ‘T4 azipeca BUpoOHHKA

Name of Importer and Address/
‘Hazspa Ta anpeca immoprepa

Which Consignment of prodiict is delivered/
Bun nporykuii, mo nioctayaerseg

Pharmaceutical form/Jfixapceka dhopma

Name of the Product/Hassa nixapckoro sacoby

-Dosage / Cuna git

Type and size of packaging/Bun ta posmip yriakosiu

Finished product batch numbey/
Howmep cepii rotosoro nikapcekoro 3aco0y

Manufacturing date/J{ata BupoGaumnrsa
Expiry date/Tepmin npuaataocti
Batch size/KinpkicTs y cepif

Manufacturing Licence number/
‘Howmep niuenzii Ha Bupo6HUIITRO

Registration Number/Peectpaniitue nocsiquenss

Stége social : 905 route de Saran = 45520 GIDY - Froncs | +33 {8}2 38 23 87 00 - Waww. Servis, gom

5.A.8, au capital de 3 080 000 euros - 402 222 483 RCS Oriéans

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/ﬂaﬁopa'ropu
Ceps'e Innactpi 905 pyT Ae Capan, 45520
Kini, Opaniis

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

ByI1. Habepesxno-Xpemaruipka, 41

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

‘Pharmaceutical Product/JTikaperkuit saci6
Modified release tablets / Ta6neriu 2
MOAH(PIKOBAHHM BUBLITEHEHHAM

DIABETON® MR 60 mg / JIABETOH® MR 60
MI

60 mg /60 mr

15 tablets in the blister: 6 blisters in the caiton
box / mo 15 TaGnerox y 6ricrepi; mo 6 Gmc'repm

Y KOpobui 3 kapToHy

6092878

12/2023
12/2026
22100 boxes/ynakoBok

2022 188 1 2 dated 20.12.2022
2022 188 1 2 mix 20.12.2022

UA/2158/02/02

)x Lﬁtéfi J

/Q._,‘g Cﬂj Y, OJ )ZL/ )]’/
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER
o iR : maoved by you
Reference imethod ; Tocivamss un merox . DTC_S005762_PF T_CTR_1§)88_EN 4.0
Rejerénice specifications / Tiocimaimm wn cneundsisanice : DTC_S005762_PF N _SPE_I8186_EN_10.0
7T T Vi T G — DIADETON® MR 60 mp. JOALETOL® FIR 60 w7

Modified release teblets 7 Tabacmig 3 monsoNosanust atn s e : .
Gliclnzide &0 oy : Tngenangy 60 wr : o

Manufreluring producs batch avmber / Hoxep nupoihuro’ cepii aikaposkora sncofy 60192311
Analysis } ouanis 041012074 - :
Finislied praduct baich nuzaber / HoMep cepif rorosorn arkapeskorn wacaby 6092878
L . TESTS / FOKASHERS STANDARDS ; CTAHIAPFTH RESULTS . PEIVILTATH®

1. . ﬁshpeamnce ! Yonmimniil nuranm White nbinng tablet scored and erfgmvcd with "DIA 60" on both laces/ Binoro KORkOpY, Passes / Binnesinac

o moBracTol diapati: TaBNETRY 3 HaciMKoD T8 3 THCKEMHAM DA 60» 3 obox Goxkis .
2.-. Average mass (mg}/ Cepeaua maca | 304 - 336 (95 % to 105 % of the theoreticn} mass: 320 mg /435 % - 103 % pib TeopeTHYNO) _ 320

_{mr) MacH 320 mr)

300 S'u_‘b'divisiun of tablets: Uniformity of { No more than 1 out 0730 halves pulside 85 % to 115 % of the average mass and no half Passes f Bianoaiiae
- mass/ Moainsiicts Tobnerok: tahiel outside 75 % 1o 125 % / He Ginsuee viss 1 3 30 nonosHHOK BUXOAKTE 32 MEXKI it :

OANOPIARNICTE AtacY nisnasony §5-113 Y- nin cepensnnol macy i HDAHOY NOROBHIKLL, WO BHXONHTL 33 Mend 75-

| 125% . . - N e

4. Microbiologieal quality (sKip test) ’ Total serohie microbial count 7 3arantue uneno aepobinx MikpooprasiaMis {TAMC} € Skip fest- Not-Applicable | .
- MikpoGionoriune unerora (Crin-TecT) 1400 CFU/g - = 1000 KYO/r ' |

Total combined yeasts/moulds cournt / 3araneue unene apinaxosnx  nicenesnx rputia |  Skip tedt- Not Applicable
(TYMCY): £ 100 CFUfg— < 100 KYO/r

Eschérichis Coli : absence/l g pineyni/l r 3kip test- Not Applicable
5. ldéntifieation of drug sabsinnce /- .
InenTtuhbinanin nitouo’ pesonisn:
= Liquid chromatography/ Pinuyng 1 The ratio of the retention times of the principal peak from the tést solution and from fhie 1.00
xXpomaTorpahin reference solution must be between 0.95 and 1.05/ Crinninnowenys uncis yrpnats

-OCHOBNOC KD 38 XPOMATOIPAMAY AOCAIIYANHOND POIMIEY TR POILHAY NOPIBHANNA
nopnkHo Oy sk 0,95 12 1,05,

- Infrared absorption spectromiaty, The posittons and intensities of the absorption bonds of he spectrim obtained are Posilive / TTodsiiuiio
I#{ipaueprona abcopbuifing ~concordant with those of the reference spectritm/ INonomenis Ta iTeHCHBNICTS '
CAEKTPOMETPIN 1 aBcopBuilhimx chyr cnexTpy XPOMETOTPAMI ACENEPKYRRHEOTrO poMnity Bianonipac’

NONGKERHIO TA HETEHCHRHOCTI A0COPGUITINILK CMYT CREKTRY HY XpoMRTOrpaM pasdHIY
| NOPIBHAHI{Y
6. Drag substance content (LC) 57,0 - 63,0 (95 %'to 105 % of the theoretical content 7 95 %~ 105 % rin Teopenisioro 58.3
{mp/tablet) / N HATILTY)

BmicT gisoy el peqosanm (PX) (mrfrab)
‘7. Degradation proguets content {LC)

(CAY
Bamier npoaykris poanony {(PX) (%) N ey
-Y 244 <U2 % <010
- Each ather degradation produet / <02 % <010
iComen ki npogyst poanagy |
- Sum of degradatinn products / Cyna <04 % <010
RPOAYKTie poannmy :
8. Uniformity of dosuge units/ Stage / Cromin] Number tested /| Acceptance criteria / Ipivtepit npnitsrHoct
Oavopinuicrs goiosaingx omitiiile Kinexicrs
- M;&s variation / Koansanus macn: not safncToK )
appiicable / He BHKCHYETECS : » - -
- Content uniformity {LC) / | Es)'i +,Jﬂ] (;ﬂ AV S 15-‘0 f 13
Cuuoptnpict gaiety {PX): %6/ label = 0030;  AV=I150% . :
cloitn / % sizl NOMIBAALHATD BAICTY | l(),?ﬁ M < each unit / koxna cxninug $ 1,25 M
B Kinetics of dissolution for tablet/
Kineruwks poiuprenns Tafirerox :
2 hours /2 roansm | B%-38 % 19
4 hours / 4 roasuy 31%-51% 40
12 hours /12 roum - =83% 08§
10. Kinetlcs of dissoistion for haif-tablet/
Kizerpsa po3usuenun gonossnor
TablieToR
2 hours /2 roniun §: R AT X4 ]
4 hours 7 4 ronstsy - 31 %-51% 47
12 hours/ 12 rozny o | ) . >B3% L DU T} O

Batcl aecepted * Cepix apisfimm

= Nordereesed Mo muionenn . Notapplicable = He npRstanit e n - Ship tezt . Pasces -« Hulipsoe aunpodizans - Mdnosdar . dbsentfly Bidevaniemn 1o
Ship test - Not applicable = Hefilpmwe snnpuiiviurii - - He hppakione b

<o . . ar'l gl
Responsible for Conformity Control Laboratories Bidnoeidaseitul 5550 spuicme Jadopamoproze kKermpomo ! ﬂd' ~7
K . | . ) f .

Pascale MASSON

Pape 2 of 3

Blawe eociud : BUS roste de Suvmy - 45320 GIDY - France ++33¢012 36 34 87 00 - wuw sirviercom
B.ALS, au capital dzx 3OS0 Q00 voros — 407 222 183 RCS Qridans
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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/ [am 5 3acBiguyro, 110 HaBeaeHa BuIle IHQOpMaNia € AoCTOBIpHO Ta Tounow. 1lio cepiro npoxyxuii 6yno
~ BUPOBNEeHO (BKIH0TAI0UH NaKyBaHHA/MapKyBaHHS) Ta HPOBEAEHO KOHTPOIIb ii AKOCT Ha BHIiTe3a3HaYeHiIl AUTEHAL Y |
'TIOBHiH BinnoBinnocti 3 BuMoramn GMP, BCTaHOB/IEHMMY MICHEBHM PETYIISTOPHHM OPraHOM, 4 TAKOXK BIIMOBIAHO Io - -
“crenGikauii, 1o MicTAThCS ¥ peecTpaLiiiHoMy nocke. IIpoToxonn supobHuiTsa, naKyBaHHA Ta aHanisis 6yno o
MePErisHyTO T BCTAHOBIIEHO BiANOBiqHIcTE GMP

Date of batch release / Jlara surnycxy cepii : 04/01/2024
(. dame and Position/Title of person authorising the Baich Release/ Hpiseume T4 tocans/ snanis 0COBH, SIKa BHAAA

AO3BLI HA BUNYCK cepii
Pierre GENOT, Qualified Person/YnoBHopaxeHa ocoba

05 JAN. 202

Signature/Ilimmuc: S _Date/[Tara:

FARN

Finished product batch number/ Homep cepif rotosoro nikapcbKoro 3acoby: 6092878

Stége socfal : 906 roule de Saran - 45620 GIDY - France : +33 (0)2 38 23 87 00 - www servier.com o
5.A.5. au capltal de 3 080 000 euics - 402 222 483 RCS Diéans ; Page 3 -0f_3




