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CEPTU®IKAT AKOCTI
CERTIFICATE OF QUALITY
Ha3pa npoayKry: METAMIH® 1a6netxu, Bkpati 06010HK0I0, 110 850 Mr
Name of product: METAMIN® coated tablets, 850 mg
Cua pif: Metdopminy rigpoxnoprs ~ 850,0 mr
Strength: Metformin hydrochloride ~ 850.0 mg
Cepin Nz / Batch No.: SMD3043 Posmip ynaxosku / Package size:  Ne100 (10x10)
Peecrp. Ne / AR.No.; FP/0615/23 Tun ynakosks / Pack type: Buictep / Blister,, // X YKo '. \
Po3mip cepii / Batch size: 300 000 Tab/tab Jara purotosyiennst / Mfg. date:  07.2023 /7 / TNEgA .
Kin-rs ynaxosox / No, of packs: 3 000 Tepmin npupatocrti / Exp. date:  06.2026 (;
Kpaina / Market: UKR e )
Peccrpauifine noesinuenus Ne: < TepMiH Ail BeoOMeXCHNMI \ CepHTT
Registration Certificate No.: UA/11506/02/02 unlimited validity \ 4D
Ne ni/xt Hasga ananisy Crnewndikauin Pe3ynnTaTH a'ii‘é;r'x‘i's’i':
Sr. No. Test name Specification Test result
Omue Tabiietks, BpHTi ofononxoio Gisoro aGo Maifxe | Binnosinae
Ginoro Kombopy, Kpymiol (opMM, ABOONYXJi,
1 rrafenski 3 06ox Goxis.
Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.
Inenrndikauis UacH  yTpHMyBauisi  OCHOBHOTO ~ Nika  Ha | Bianosisae
XPOMATOrpaMax B)HIpOﬁOByBaHOI‘O Ta CTABAAPTHOTO
PO3UHHIB, ONEKAHIX TIPH KiNbKICHOMY BH3HAUCHH,
MalOTh CIiBNAfaTH.
2 Identification In the Assay, the retention time of the principal peak Complies
in the chromatogram obtained with sample solution
must maich to the retention time of the principal peak
in the chromatogram obtained with standard solution.
O HopinygicTh AO30BARMX Binnosinae BuMoram. Binnosinae
3 ONMAMIE
Uniformity of dosage units Complies with requirements. Complies
Posnapauus He 6inpiue 30 XBuiuA. 9 x3 | cex
4 Disintegration Not more than 30 minutes, 9 min 1 sec
PosunHenHs He menie 75 % (Q) 32 30 xs. 101 %
2 Dissolution Not less than 75 % (Q) for 30 min. 101 %
Cynposinni KoMimKy Uianoryaninun: se Ginpme 0,02 %. 0,003 %
Byb-sKa inura ONMHHHE oMiLuKa: He Glibiue 0,1%. | 0,011%
Cyma pomiurox: we Gimsue 0,5 Y. 0,041 %
6 Related substances Cyanoguanidine: NMT 0.02 %. 0.003 %
Any other individual impurity: NMT 0.1 %. 0.011%
Total impurities: NMT 0.5 %. 0.041 %
KinbKicHE BU3HAUYSHHA Bix 95,0 % 1o 105,0 % pin sassnenol KibKocTi. 100,6 %
7| Assay 95.0 % to 105.0 % of label claim. 100.6 %
FP/0615/23 Crop./Page Ne: 1 3/0f 2
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Kuisepka dinis -~ TOB «Kycym Gapm»
TOB «Kycym @apm» Vicpaina, 40020, m.Cymu, Byn. Crpsbina, 54
Vipaina, 02092, m.Kuis, Ten.: +38(0542) 77-46-10, daxe: 77-46-11

BYIL AJiMaTHHCbKa, 58

e-mhail: plant@kusum.ua

Kusum Pharm

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

Ne n/nt Haspa asanisy Cnenndikanis PesynbraTa ananisy
Sr. No, Test name Specification Test result
SANMMKOBI KITbKOCTI OpraHiyHKX | 2-miponanon — He Ginblie 5000 ppm. 101 ppm

3 POSUBRHHKIB
Residual organic solvents 2-propanol: NMT 5000 ppm. 101 ppm
MikpoGionoriasa yxHerota BaranbHa KUIBKICT aepofHAX MikpoopramiaMis
(TAMC) ~ see 6insuwe 10° KYO/r, <50 KYO/r
Baranbha KUIBKICTh APDKIOKOBMX Ta NICEHEBUX
rpu6is (TYMC) ~ He Ginemre 10 KYO/r. <10 KYO/r
Bincyrnicts Escherichia coli B 1 T npenapary. BincyThs
= 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

BHCHOBOK: / CONCLUSION:

TTpoMyKT BHFOTOBACHO, YIAKOBAHO Ta TIPOAHANI30BAHO 3ri/IHO 3 BUMOTAMH peecTpauifHoro NOCBiAIEHHA,
The product is manufacturéd, packed and analyzed as per requirements of Registration Certificate. '

Cepridixar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepis AB Ne 598054
Batch AB No. 598054

Biunosinae cranpapram ta Bumoram GMP.
It complies with GMP standards and requirements.

Jliuewsis Ha BUPOBHALTBO JiKapChKHX 3ac00is:
Licence for medical products production:

Ll miATBEPIDKYIO, WO BCH BUPOGHII cTanii-ana el cepii rovopoi npoaykuii- Gy 3pificueni B nopnii BiANOBIANOCTS 3 BHMOraMH, 3a3NAYCHHMA B wHINIA

actaHosi 3 GMP, 3ateepureniit MinicTepersom 0XOpOHK 3I0POB’A Vipaiuy, | 3 BIMOraMH PECCTPALITTHOrO HOCHE KPATHH TPH3NAUCHHA,
peceTp P

1 hereby certify that all the.manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with'the requiremesits of the Marketing Authorisation file of the destination country.
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Ximik-aHaniTvk Bas. naboparopieto BKS | Hawansrux BICT VnoBHoBaxeHa 00002
Analytical Chemist 1 QC Lab In-charge QC Head Qualified Person
In’s/Name: Tarnsins £ A. & AR A 'ff',% , PCLQ‘)”( Yy M’ ﬁlzggpu‘_},{kl Ll ‘/L/r"
Tinnue/Signature: % WA I C/ﬁg CLECLeL fja
Jara/Date: 04[HITY 0?/ oab/é, 2 09 \‘“ B\"’B & g /57 ¢ 4&5
FP/0615/23 Crop./Page Ne: 2 3/of 2
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TOB «Kycym Qapmy»

Vipaina, 40020, ».Cymn, By, Ckpabina, 54
Ten.: +38(0542) 77-46-10, dpaxc: 77-46-11
e-mail: plani@kusum.ua

www.kusum.ua

Kuiscoia ginis

TOB «Kycym ®apm»

Vkpaina, 02092, m.Kuis,

Byl AIMATHHCEKA, 58

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

Kusum Pharm

CEPTU®IKAT JKOCTI JIEJDAPM
CERTIFICATE OF QUALITY T
14\0\4\‘4@"@‘\
Yol 2007539\
Hassa npoaykry: METAMIH® ra6netky, sxpuri o6onosxoio, no 850 mMr
Name of product: METAMIN® coated tablets, 850 mg
Cuna gii: Merdopminy rippoxnopua — 850,0 mr
Strength: Metformin hydrochloride — 850.0 mg
Cepiss Ne / Batch No.: SMD3044 Posmip ynakosku / Package size:  Ne100 (10x10)
Pecerp. Ne/ AR.No.: FP/0617/23 Tun ynakosku / Pack type: Buicrep / Blister
Poamip cepii/ Batch size: 300 000 Tab/tab Hata Burorossienus / Mfg. date:  07.2023
Kin-16 ynakosok / No. of packs: 3 000 Tepmin npugaTnocti/ Exp. date: 06,2026
Kpaiua / Market: UKR
Pecerpauiiine noceiguenns Ne: TepMin il BeofmeneHni
2
Registration Certificate No.: UA/1S06/02107 unlimited validity
Ne n/n Hazga apanisy Cueuynpivanin PeaynbTaT anasnisy
Sr. No. Test name Specification Test result
Onuc Tabnerkn, sxputi ofonomxoio Ginoro afo maibke | Bianosimae
Ginoro xomhopy, Kpymioi Qopmy, ABOOTYKI,
| rnanenski 3 o6ox Goxis.
Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.
Inenrudikauis Yacy  yTpHMyBauis  OCHOBHOFO  Tika 1 Binnosinac
XpOMATOrpaMax BHIIPOGOBYBAHOrO Ta CTAHAAPTHOTO
PO3UMHIB, OJIEPXKAHEX NIPK KiNBKICHOMY BH3HAYCHRI,
MaiOTh CHBNAJATH.
2
- Identification In the Assay, the retention time of the principal peak | Complies
in the chromatogram obtained with sumple solution
must match to the retention time of the principal peak
in the chromatogram obtained with standard solution,
OpnopiaHicTs AO30BAHHK Bimnosinae sumoram. Biarnosinac
3 OJMHNLD
Uniformity of dosage units Complies with requirements. Complies
Poamanans He Ginviue 30 XBUIHH, 9 xB 14 cex
4 Disintegration Not more than 30 minutes. 9 min 14 sec
Po3unHEHHS He menuie 75 % (QQ) 3a 30 x». 98 %
2 Dissolution Not less than 75 % (Q) for 30 min, 98 %
Cynposinui goMiliks Ljanoryaninum: we Gimpure 0,02 %. 0,003 %
Byab-sika ikiua onusmYia gomiwka: e 6inswe 0,1 %. | 0,011 %
Cyma nomiinox: He Ginvme 0,5 %. 0,043 %
§ Related substances Cyanoguanidine: NMT 0.02 %. 0.003 %
Any other individual impurity: NMT 0.1 %. 0.011 %
Total impurities: NMT 0.5 %. 0.043 %
KinnkicHe BU3HAYEHHS Bizx 95,0 % no 105,0 % Bin 3asBlieHol KinbKoCTi, 100,5 %
T | Assay 95.0 % to 105.0 % of label claim. 100.5 %
FP/0617/23 Crop./Page Ne: 1 3/0f 2
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Kuincpka §inis
TOB «Kycym ®apmy»
Yxpaiua, 02092, M.Kuis,

TOB «Kycym ®apu»
Vipaita, 40020, m.Cymn, By, Cxpsbina, 54
Teu.: +38(0542) 77-46-10, daxc: 77-46-11

BYJI, AJIMATIHObKA, 58 e-mail; plant@kusum.ua
Ten.; +38(044) 495-82-88, axc: 495-82-87 /6%5&[/% .7) harin www.kusum.ua
Ne n/n Haspa ananisy Crnenndicanis PesynbraTs ananisy
Sr. No. Test name Specification Test result
3aminkosi Kinkkocr oprauiuuux | 2-nponanon ~ ne 6insute 5000 ppm. 102 ppm
3 PO3YHHHHUKIR
Residual organic solvents 2-propanol: NMT 5000 ppm. 102 ppm
MikpoGionoriuga yycrora SaranpHa KiIbKicTH  aepobHUX Mikpooprasismis
(TAMC) — ne Ginswe 103 KYO/r, <50 KYO/r
3aransna  KiAbKiCTh JAPDKIPKOBMX Ta TUIiCEHEBHX
rpuGis (TYMC) - we Ginslue 102 KYO/r, <10 KYO/r
Bincyrnicts Escherichia coli B 1 r npenapary. Bincyrus
? 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:

TTposyXT BUrOTOBNCHO, YITAKOBAHO TA NPOAHANI30BAHO 3TILHO 3 BUMOTaMH PEEcTpauiiinoro nocsiguens.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae crannapram ta pumoram GMP,
It complies with GMP standards and requirements.

Jliuensis na supoGRUUTBO AiKkapchkux 3acobis:
Licence for medical products production:

Ceprudixar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepia AB Ne 598054
Batch AB No. 598054

LIMM NiATBCRAKYIO, 110 BCH BHpOSHHNT cTanii uia wiei cepii roToBOI npoaywwil Gyt saiicheni B HOBAIRA BANONAHOCTL 3 BUMOTAMY, JAZHAYCHHMU B MR
nacranosi 3 GMP, aatpepieniii MillicTepeTsOM 0X0POHH 30p0B’s Ypaitn, i 3 BUMOranu peceIpaiiiHoro 106h¢ Kpaiki NpI3HAuCHIS.

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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CEPTUOIKATIV

[Tinnwc/Signature: %

Ximik-ananirik /San. naboparopicto BKS | Hawansunk BKA VnosBoBakeHa ocoba
Analytical Chemist 1'QC Lab In-charge QC Head Qualified Person
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