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Knincura dinin

TOB «Kyveysm ®apmy»

Ykpaiua, 02092, m.Kuis,

BYL. ANIMATHHCRKA, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-87

Kusum Pharm

CEPTUDIKAT SKOCTI
CERTIFICATE OF QUALITY

Ha3iga npoaykry: METAMIH®, tabnetkn, BkpuTi o6ononkoro

Name of product: METAMIN®, fiim coated tablets

Cuaa pii: Metdopminy rinpoxnopna — 500,0 Mr

Strength: Metformin hydrochloride — 500.0 mg

Cepia Ne/ Batch No.; SMCK041 Po3smip ynakoBku / Package size:  Ne60 (10%6)
Peectp. Ne/ A.R.No.: FP/0021/2] Tun ynaxkoekn / Pack type: Briictep / Blister
Po3amip cepii / Batch size: 500 000 Tab/tab Hata surotosnenns / Mfg. date:  12.2020
Kin-Th ynakosox / No. of packs: 8 333 Tepmin npunatnocri / Exp. date: 11,2023
Kpaina / Market: UKR

Peectpaniiine nocsinuennn Ne: ; . TepMiH aii HeoOMexKeHHi

Registration Certificate No,: UAI1506/02/01 unlimited validity

Ne n/n Ha3pa ananizy Cneundixanis PelyanraTu anaaizy
Sr. No. Test name Specification Test result
Onuc TaGnetkn, BKpuTi oBonoHkowo Ginoro aGo maiixe | Bianoginae
Ginoro konkopy, Kpyrnaoi ¢opMHM, ABOOMYKI,
1 FiIajleHbKi 3 000X OOKIB.
Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.
Inentudixauis Yacw  yTpuMyBaHHS  OCHOBHOrO  mika  Ha | Bianosimac
XPOMATOrpaMax BHIOpPoOOBYBAHOrO Ta CTAHAAPTHOIO
PO3HHHIB, OJIEPHKAHNX NPH KITLKICHOMY BHIHAHCHHI,
MAIOTb CiBIAATH.
2 Identification In the Assay, the retention time of the principle peak | Complies
in the chromatogram obtained with sample solution
must match to the retention time of the principle peak
in the chromatogram obtained with standard solution.
OnropianicTs no3oBaHHX Binnosigae sumoram Binnosinae
u OAHHHUE
J
Uniformity of dosage units Complies with the requirements Complies
Posnaganns He Ginbwe 30 xsunun, 9 xB 15 cek
4 - . . .
Disintegration NMT 30 minutes. 9 min 15 sec
Po3uuseHus He menwe 80 % (Q) 3a 30 xB. 88 %
] Dissolution Not less than 80 % (Q) for 30 min. 88 %
Cynposiani zoMiuixu Llianoryaninuu: ne 6insie 0,02 %. 0,003 %
Byas-sika iHwa osmunYHa noMiwka: ve 6insme 0,1 %. | 0,011 %
. Cyma nomiwox: He 6inbine 0,5 %. 0,029 %
Related substances Cyanoguanidine; NMT 0.02 %. 0.003 %
Any other individual impurity: NMT 0.1 %. 0011 %
Total impurities: NMT 0.5 %. 0.029 %
KinbxicHe BH3HaueHHs Bin 95,0 % no 105,0 % sia 3assnenol kinskocri. 99,3 %
7 . .
Assay 95.0 % t0 105.0 % of label claim, 99.3 %
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Ne n/n Hassa anaaizy Crneundikauia 3,Xglnlﬁ T,‘a 111 p
Sr. No. Test name Specification é‘*/
3anuuIkoBi KinLkoCTi opradiunux | 2-nponaxon — He Ginswe 5000 ppm ;};iﬂ: - t\\\
g POUHHHHKIB
Residual solvents 2-propanol: NMT 5000 ppm 166 ppm
Mikpo0ioJioritHa YHcTOTa BaransHa KiAbKICTL acpoOHMX MIKpOOPTaHi3Mmis
(TAMC) - ne 6inbuie 10° KYO/r. <50 KYOrr
3aranbHa KifbKiCTh JPIKIKOBHX Ta TUICEHEBHX
rpu6is (TYMC) — ne Ginsuie 10> KYO/T, <10 KYOrr
BigcyrtHicts Escherichia coli B 1 r npenapaty. BigcyTHs
? Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. < 50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10° CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:

[IpoayKT BUTOTOBACHO, YNIaKOBAHO Ta NPOAHANI30BAHO 3TIAHO 3 BAMOTaMH PECCTPALIHOIO NOCBIAMCHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae craiaaptaM ta sumoram GMP. Cepradikar Ne 009/2020/GMP
It complies with GMP standards and requirements, Certificate No. 009/2020/GMP
JliueH3is Ha BUPOOHUUITBO NiKAPChKHX 3aC001B: Cepig AB Ne 598054

Licence for medical products production: Batch AB No. 598054

1lim 5 3achinuyio, o HaseacHa BHue iHQOPMAILA € JOCTOBIPHOIO Ta TouHoI0. Lo cepito npoaykuil 6yno BipoGAcHO (BKIIOMAI0UH AKYBAHHS/MAPKYBAHNS) Ta
NPOBENEHO KOHTPOND T AKOCTI HA BUIICIA3HAUCHKIH MNLHHLI y noBHiit BianosinxocTi 3 BuMoramu GMP, BCTAHOBICHUMI MICLERUM PETYISTOPHItM OPraHOM, &
TAKOW BIANOBIAHO 710 cneuudikaniil, Mo MicT#Thes y peectpaniiiHomy jocke abo Topropift sinensii xpainu-supobruka abo kpainu-imnoprepa, sk
NpOAYKILII0 IMNOpTOBANO, 360 y Aocke cncisdirauiil Ha npenapaT 1% A0CAAKYBAHOPO NiKapebkoro 3acoBy. TIpoTokoan BHPOGHUITEA, NIAKYBIHHA Ta aHANIB
6yJ10 NeperisHyTo Ta BCTaHoBAeHO BinnosinnicTs GMP.

1 hereby confirm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and
its quality control was performed at the site mentioned above in full concordance with the requirements of GMP imposed by local regulatory authority as well as
according to the specifications included in the registration dossier or the trade licence of a manufacturer country or importing country if the product was
imported, or in the dossicr of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP.

XiMik-aHaniTHK ‘38B. naGopatopieto BKS | Hauaneank BKSI Ynoenosaxena ocoba
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