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CERTIFICATE OF QUALITY

Haspa nponyrry: METAMIH®, Ta(IeTKH, Blpriri ofonounxoo, rio 1000 wmp
Name of product: METAMIN®, coated tablets, 1000 mg
Crna pit: Metdopminy rigpoxsopng — 1000,0 mr
Strength: Metformin hydrochloride — 1000.0 mg
Cepia Ne / Bateh No.; SMF4043 Posatip ynaronien / Package size:  Me00 (15x6)
Pecerp. N/ ARNo.: FP/0705/24 Turn ynaxonky / Pack type: Baicrep / Blister
Posmip cepii'/ Bateh size: 250 000 Fabltab Hara surorornemns / Mifg. date: (09.2024
Kur-Te ynaxonox / No. of packs: 2 777 Tepmin npuparnoeri/ Lxp. date:  08.2027
Kpafua / Market: UKR
Pecerpaniitne noenimuen s Ne; Tepmin i HeoGMmexcI
Registration Certificate No.: UA/11506/02/03 unlimited validity
Ne wfni Haaea ananisy Cneundixanis Pesysmeratn ananizy
Sr. No. Test name Specifieation Test result
Omic Tabaetin, sxputi oSononK010 Giloro 260 Mail:xe | Bignosinae
Ginoro womopy, omapniof dopmy,  asoonyxai,
: raanenski 3 06ox Goxip. '
Description White or off-white, oval shaped, biconvex, film Complies
coated tablets, plain on both sides.
Inenyiirania HYacy  yrpumysauns OCHOBHOFO  nika  m | Binnoninae
XPOMATOrpaMax BHAPOGOBYRANOID Ta CTAHNAPTHOTO
POTIRHIE, ONepRARMX NPy ¥bIBKicHOMY BHRHAYCHHI,
MAIOTL cOiBnagary,
2 Identification In the Assay, the retention time of the principal peak Complies
in the chromatogram obtained with sample solution
must match to the retention time of the principal peak
in the chromatogram obtained with standard solution.
Onuopinmiers, nososanmx Binmorinae srmoran Biarosinac
3 OXHHIIIL
Uniformity of dosage units Complies with requirements Complies
Poznapanna He Gimse 30 xsimmy. 9 xn 14 cex
4 Disintegration Not more than 30 minutes, 9 min 14 se¢
Posusienn He mene 75 % (Q) 3a 30 xa. 100 %
| Dissolution Not less than 75 % (Q) for 30 min. 100 %
Cynposiani gomiuir Uianoryanimin: ue dimsure 0,02 %. 0,002 %
Bynb-axa imna ommimya nomimsa: ne Buwe 0,1 %, | 0,014 %
Cywia nontimon: e Ginpie 0,5 %. 0,044 %
8 | Related substances Cyanoguanidine: NMT 0.02 9% 0.002 %
Any other individual impurity: NMT 0,1 % 0014 %
Total impurities: NMT 0.5 % 0.044 %
Kinnkicue nuznaueny Bin 95,0 % a0 105,0 % Bill 3anBRNEHOT KinbKoCTI. 100,7 %
7| Assay 95.0 % to 105.0 % of label claim 100.7 %
FP/0705/24 Crop./Page Ne: | arof 2
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Mo n/n Hazna ananizy Cnemntpieanis Pesynuratn auanisy
Sr. No. Test name Specification Test result
Bammkoni kinokocri opraniuimx 2-pponaten — ie Ginswe 5000 ppm 382 ppm

g PO3uMHHNKIR
Residual solvents 2-propanol: NMT 5000 ppm 382 ppm
MikpoGionoriuna uucrora Baransna KinkkicTs acpoGrHux Mixpoopranizmin
(TAMC) - e Ginve 103 KYO/r. <10 KVOir
3aranséa KinbXicTh NDIMGUKOBHX Ta Ruvicemenin:
rpubis (TYMC) -- ne Ginsie 102 KYO/r, <10 KVQir
, Bimeyrnicts Escherichia coliv 1 r npenapary. Bincyrtus
9 Microbiclogical purity Total aerobic microbial connt (TAMCQ):
NMT 10°CFU/g. < 10 CFU/g
Total combined yeasts/moulds count (TYMC):
¥ NMT 102 CFU/g, <10 CFU/g
Escherichia coli must be absent per 1 . Absent

BHCIHOBOK: / CONCLUSION:

TlporyxT BHroTonens, ynaxosauo Ta npoauanizosans 3TIIHO 3 BIMOraMH PeccTpaniiiioro nocsinveHi,

The product is manufactured, packed and analyzed as per requirements of Registration Certificate,
Ceprudixar e 080/2023/GhiP
Certificate No. 080/2023/GMP

Cepis AB Nz 598054
Batch AB No. 598054

Bianorinae crasmapram ra samoram GMP.
It complies with GMP standards and requirenients.

Jliuemis va supobeumrao JikapChrHEX 3acoGip:
Licence for medical products production:

Linm minmaepmiyro, o nei mupoGiini cranil ing uied cepil rovonol NP0 XUIT Gy 3ifCnCHi n noBniR rinnosimoct 3 BEMOLEMH, IASNBICIMMIE b S0TRi5]
#acranoni 3 GMP, 3aruepmrenin Minicreptinos oxopous Sa0pon’s Yepstin, i 3 sumorism peeeTpatiilnoro AocLe kpafits npuan@icing,

1 heyeby certify that abl the nuutacluring stages of this batch of finished product jrave been carred out in full compliance with the GMP requitements of the

Ministry of health of Ukraine and with the requirements of the Markeling Autherisation file of the destination country,
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Hauansnnk BKSI
QC Head

Ximik-ananitug
Amalylical Chemist

/3an. aaGoparopicio BK 5
"QC Lab In-charge

YnosHopmxena ocoba
Qualified Person
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Minnne/Signature; @/ &itw. —;:".C-‘f_pj_‘j_h_ )...
Hara/Date: o SLY . A
05 /LY 5 itla,, 2511 [y Q57 171 R/
FPr705/24 Crop./Page Me: 2 afof 2

Page 1/1




