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CEPTUOIKAT SKQCTI
CERTIFICATE OF QUALITY
Hasga nponykery: BOKCH/I®, taGnerxe o 0,3 wr
Name of product: VOXID ®, {ablets 0.3 mg
Cuna it Borni6os — 0,3 Mr
Strength: Voglibose - 0.3 mg
Cepis Ne / Batch No.: SVC4002 Posmip ynakosxs / Package size:  No39 (10x3)
Pecerp. Mo / A R.No: EP/0394/24 T ynaresxe / Pack type: Buicrep / Blister
Paozmip cepii / Batch size: 100 000 rabitab | Jara surorosnenus / Mg, date: 06,2024
Kin-1e ynaxosok / No. of packs: 3333 Tepmin npugaTnocri/ Exp, date: 052028
Kpaina / Market: UKR
Peectpauilivie noeniguenas Ne: TepMmin Al HeobMexernit
Registration Certificate No,, ___ U+/13543/01/02 unlimited validity
Ne i/n Hazga ananisy Crnennpikanis PeaynnTaTh aHaniy
Sr. Test name Specifi¢ation Test resulf
No,
Onne Gim  xpyrmi nmocki ra@nerks 31 ckowerumu | Biznosinae
XpasMu Ta 3 THCHeBHAM «K» 3 0gnoTo 6OKY.
1 Description White colored round shape flat beveled edge tablet | Complies
and with ‘K’ marking on oné side.
InenTrdikania Uach  yTpMMYBaHHA  OCHOBHOrO Tka  wa | Bignosizae
‘¥pomarorpamax  BRnpoOOBYBAaHOre  posuwmy |
PO3YHHY NOPIBHAHAS, OTPMMAHKX UPH KilbKicHOMY
i BH3HaYenH|, nosunnj s6iraTHen.
2 Identifization In the Assay, the principal peak in the | Complies
chromategram obtained . with fest solution has the
same retention time as the principal peak in the
chromatograrn obfained with standard solution.
CrupanicTs He Ginpiue 1,0 %. 0,04 %
3 Frability Not more than 1.0 %. 0.04 %
OnHOpiaHIcTE D030BAEHY AV=L] (L1=15) 14,7
4 OFHHHHE '
Uniformity of dosage units AV=L1 (L1=15) 14.7
Posmagasss He Ginsme 15 xa. 2x8 55 cex
= Disintegration Not more than 15 min. 2 min 55 sec
Pozunnenna He menme 80 % (Q} 3a 15 x5, 95 %
o Dissolution Not less than 80 % (Q) in 15 min. 95 %
Kinexicre susnavennn Bin 95,0 % no 105,0 % sim samsnewol kinskocri | 98,6 %
. Bornibosy.
Assay 95.0 % to 105.0 % of voglibose label claim. 98.6 %
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Ne n/m Hassa amanizy Crieundricanin Peaynwraru ananizy
Sr. No. Test name Specification Test result
MixpoGionorinka wucrota SaraneHa kinekicrs aepobHEX MixpoOpTaHiIMiB
(TAMC) ~ ne Gimsiue 10° KYO/r <10KVO/r
JaransHg  KiNbKiCTE APDKAKOBHX 1 ITHiCEHEBUX
rorbie (TYMC) ~ we 6imsme 102 KYO/r <10 KYO/r
Bizcyrriors Escherichia coli n 1 T apenapaty BiacyTan
§ Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g <10 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10 CFU/g <10 CFU/g
Escherichia coli must be absent per 1 g Absent.
BHCHOBOK: / CONCLUSION:

TIpORYKT BHTOTORNEHO, YIAKORAHO T4 DPOAHANIZOBAHQ 3riAH0 3 BUMOIAMHE PECCTPANINOre TIOCRI AUeHHA,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binposinae crannapras ta saMoram GMP. Ceprudliar No 080/2023/GMP
1t complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jiensiy Ha BUPoSHHUTEO MKapchkyX 3acobin: Cepia AB Ne 598054

Licence for medical producis production: Batch AB Ne. 598054

Tivs nimreepmiyo, mo sei aupofugdi cranil s Wi cepif roTosei npoayxuil Bynu snicHeni B NOBHIA BIANOBINHOGT] 3 BHMOTAMN, SAZHANCHUMY B T
HacTancsi 3 GMP, sateepprentit MikicTepoTsoM 0X0PONH 30poB’s Ypaikk, 13 BEMOTEMH PeecTpaiifioro JOChE KPaiHd HPHIHAYSHHA.

T hereby certify that all the manufacturing stages of this batch of finished product have heen carried out i full compliance with the GMP requirements of the
Ministry of heaith of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

XiMiK—fiHaIIiTHK ) (3ap. naGoparopice BKA /Haqaﬂanux BKA eroalﬁonax{ena ocoba
Analytical Chemist [ QC Lab In-charge ¥ OC Head Qualified Person,
In"s/Nenie: _ /@WW{&“ L &), m{)wéj Ty y7, QM/LQJ.QJQ&Q Ta| &?ﬂ wf{{a J?x'
TTinnuc/Signature: Vf;’%{’/ pw o/ “J’ C;WJL (:7@
Jlara/Date: oI Celerfay Sffe f2g 0L/ O Ly
TP/O394/24 Crop/Page Ne: 2 a/of 2
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CERTIFICATE OF QUALITY

Hansse upwiuzm JUE(HJL TROACTEH 10 0 3 v, N30 (10%3) y Guic pars
Name of product: VOXID®, wblets (.3 mg, No.30 (10x3) in blisters

Per. Ne: / A.R.No.: FP/042/15 “Pasviop cepwni: / Bateh size: taonjiabl. 100000
~Cepns Ne: / Bateh No.: SVC4002 Komnweerno ynawonpic: / Numiber of packs: 3 33
Jira nsrovossennn: /vl date: 112014 Cpoxk rojgiocru: / Exp, date: 102017 o

PeracTpalgionioe cHmICTENReTB0 N UAT F3543/01/02 o1 2904 2014 N 290, neficroye 4o 29042019
Registration certificate No. UA/13543/01/02 0f 29.04.2014, No. 290 is valid to 29.04.2019

Ne nfns Mapascrph Crennpacninis Pesylin s
_Sr. No. 5 0521 N, Speeifieations _ Observations
I Onmsanne Beawe  wpyrinie  HHOCKUC WoHCTRH o | O aTHTE TRYCT
CKOIEHHMMI Kpasivn 1 ¢ vnencues "I i oinaii
Description cropone
While colored round shape Mat beveled edge tablet | Complies
with 'K warking op one side. |
2 e BPeMeHi  yepinBaisi  OCHORHOID  1Ka i | COOTRCTC Byt
X[W)MH‘I'{)I‘DHMM&K I.‘LWNIHJ’L‘.-‘H():.’U ()HMHE:‘I’)])(! i
PACHIGOpa. Cpasneliust,  TONYHOITHLIX npit
KOAMHECTRCHHOM OAPEACHENTI, AGIKHDY
| cosnaza.
Identification The rétention thme of principal peak ol assay | Conplics
preparation malches that of chromatogran of
| standard prepatation as atiained in the assiy. ;
3 Herupaemaoc He Gosnee 1.0 % 0,06 %
Friability NMT 1.0% SO 0, [ ORI .
4 Onnopornocts xaosmposanuux | AV < LI{LE = 15) 1= 1,69
CIUTHHLL
o Uniformity of dosage units AVELI{LI~15) _ LI=1.69 E
5 Pacnajaemoctn He ﬁmue 15 Mun 2] sinn, 30 ceK.
Disintegration time NMT 13 min | 2 1D 30 s
G Pacrgopenne He nenee 80 % (Q) s 15 \.mugf' 1018 %
| Dissolution _Not less than 80 % (Q) in 15 minutes 08 % o
7 Kommecrmenoe fmp FILHTES 0195 9% 110 105,0 % 01 masmaeininio konmvecTan | 97,80 %
' poraubioza,
Assuy 93.0 % 10 105.0 % of ihe Jabeled wmount of | 9780 %
B L Voglibose, I
042715
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Yiepama, 40020, 1 Cyn, . Crpsbne, 54,
Ten: + 3R (0542) 77406 10 vea/duee: 7746 11 Kustne Pharm
: Tiapamerpra Cremdicii PeryanTarnt
b ess L ... Specifieations | Gdbscrvations
MuxpoOuosorieckas unerory | O0ntee mieao apoBiux MEEPOOPIIIIIAUE B 1 r npenapara
(TAMC) - ne 6osiee 10° KOE/r; Gawrcpuil <10 KOE,
OOMEE HHLA0 APOMGKEHLIX U IIECHENLIY Fpiidon
(TYMC) - ue Gonee 107 KOE/ rpuBos <10 KOL,
Oneyrerpue Eycherichia coliw Ty nperapii. V Eycherivhln coll
WIEYICTIYOT.
: Microbiological purity Total bacteria: NMT 10° CFU /g <10 CFU ‘g
Total fungis NMT 07 CELE . S0 C1FU
§ Exclieriviiice coli must be absent per | g Lschierichia eoli is
O U 1111140 F S

JAKJNOUEHME: npoayky npoisseien, yNAKosai 1 nporect HPpoBLl B COOTBCTCTRIN © TPEOOBIUNIMI PUrHCTPIIHOHHOIO
congerenversd. Orseuaet Tpebonanisn 1w cranpapran GMP. Ceprndnucar Ne 06720 14/5 AUMP/GMP

CONCLUSION: the product is manufacturcd, packed and analyzed as per Repistration Certificate requirements, It complics
with GMP standaeds and requivements, Certifieate No. 06720 14/SAUMP/GME

DI HA NPOHIROICTRO Jekapetrelnnx cpeacrn: Cepus AB Ne 598054

Licence Tor medical products production; Bateh  ADB No. 398054
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