':‘: i

&/ ALIMAPM
KR

faetamdixa iy ey

koa 20075881
R

Kuisepxa dinis

TOB «Kycym Dapu»

Vikpaina, 02092, M.Xuis,

Byl ANMATHHChXA, 58

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

Vipaina,

"“2,8 8(‘.7Et>mmu</\‘lm

2 il

N ?f}‘_\\ s
A

Ten.: +38(05

TOB «Kycym Dapmy

40020, M.Cymu, By, Cxpabing, 54
42) 77-46-10, paxc: 77-46-11

e-mail: plant@kusum.ua
www.kusum.ua

S Al OO
LI

CEPTH®IKAT KOCTIL
CERTIFICATE OF QUALITY

Registration Certificate No.:

Hassa npoaykTy: METAMIH® tabnetksy, skputi 060NOHKOIO, O 850 mr

Name of product: METAMIN® coated tablets, 850 mg

Ciuna pii MeTgopMiny FipOXIOpHH - 850,0 mr

Strength; Metformin hydrochloride — 850.0 mg

Cepisn Ne/ Batch No.: SMD3034 Posmip ynakosxs / Package size: N30 (10%3)

Pecerp, Ne/ ARNo.: FP/0587/23 Tun ynakosku / Pack type: Bnictep / Blister
- Posmip cepii / Batch size: 300 000 tab/tab Jlata purotonJennn { Mfg. date: 07.2023

Kin-tb ynaxosox / No. of packs: 10 000 Tepmin npuaariceri/ Exp. date:  06.2026

Kpaina / Market: UKR

Peccrpauiiine nocsixyenns Ne: UA/1506/02/02 Tepmin zii Heobmexenuit

unlimited validity

Ne n/ni Hassa aHanisy Crenudikanin PesyabTath anamnisy
Sr. Na, Test name Specification Test resuit
Onne Tabrnetkn, BXpUTi ofononkolo Gisoro abo Maibke | Bignosina¢
Ginoro Kombopy, Xpyrnoi (Gopm, fBoOnYKN, |
1 Franesbki 3 060X Gokis.
Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.
InenTudixauia Yacy  yTpHMYBaMHs  OCHOBHOTO nika  Ha | Bigmosinac
Xpomatorpamax BHIPOGOBYBABOrO Ta.CTAHIAPTHONO
PO3HHAIB, ONEPKAHAX TIPH KinbKICHOMY BH3HAYEHHI,
MATh CHIBNANATH.
2 Identification In the Assay, the retention time of the principal peak | Complies
in the chromatogram obtained with sample solution
must mateh to the retention time of the: principal peak
in the chromatogram obtained with standard solution:
| OnnopinnicTs 1030BAHEX Bifnosizae BEMOraM. Bignosinac¢
3 OIMHHIb
Uniformity of dosage urits Complies with requirements. Complies
Po3nananys He Ginnine 30 XBAnvH. 8 XB 54 cex
4 Disintegration Not more than 30 minutes. 8 min 54 sec
Posuynenns He menme 75 % (Q) 32 30 xB. 100 %
5 Dissolution Not less than 75 % (Q) for 30 min. 100 %
Cynposinui goMitkm Tlianoryauimu: re Ginpie 0,02 %. 0,002 %
Byb-sika iR OuuuKsLa aomiwka: ne Ginsie 0,1 %. 0,012 %
Cyma pomitox: pe Gimnlre 0,5 %. 0,049 %
6 Related substances Cyanoguanidine: NMT 0.02 %. 0.002 %
Any other individua) impurity: NMT 0.1 %. 0.012 %
Total impurities: NMT 0.5 %. 0.049 %
KinekicHe BU3BaYEHHA Bin 95,0 % 1o 105,0 % sin sassneHol KinpkocTi, 100,0 %
7| Assay 95.0 % to 105.0 % of label claim. 100.0 %
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Ne nfn Haspa aHanisy Cnenydixauis PesynbraTi ananisy
Sr. No. Test name Specification Test result
SaMIIKOBI KUTBKOCT] OpranigHux | 2-TIpOMaHoi — HE Ginbiie 5000 ppm. 66 ppm

3 POITHHHHKIB
Residual organic solvents 2-propanol: NMT 5000 ppm. 66 ppm
MikpoGionorisa HHCTOTa JaranbHa KiIbKICTh aepobHiX MixpoopraHisMin _
(TAMC) ~ He Ginpiue 10® KYO/r. <50 KYO/r
RaranbHa KUILKICTh JpLKUKOBHX Ta TINICCHEBHX
rpuBin (TYMC) - ne Ginbie 102 KYO/r. <10 KYO/r
BincyTHICTD Escherichia coli B 1 r npenapary. BincyTtaa
? 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 8. Absent

BUCHOBOK: / CONCLUSION:

TIposyXT BUrOTORIIEHO, YIAKOBAHO Ta npoanati3oRaHo 3riiHo 3 BUMOTaMH peecTpauifHOro NOCBIAEHHA.

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Cepradirat Ne 009/2020/GMP
Certificate No, 009/2020/GMP

Cepin AB Ne 598054
Batch AB No. 598054

Rianosigac cranfapTaMm Ta BuMoraM GMP.
It complies with GMP standards and requirements.

Tliteraia Ha BEPOGHANTEO JIKAPCHKHX 3acofbis:
Licence for medical products productiom:

Ly MiATBEPKYIO, WO pei pupoli cranii A uici cepii roToRO Mposykuil Gy aaikicueni 8 OBHIT BIANOBIAHOCTI 3 BIMOTAMI, 3aINAUCHIMH B YRHHIA
wacranosi 3 GMP, 3aTacp/okeii MiHICTepCTBON OXOPOHH 3p0pos’s YKpainn, i 3 BUMOranH peecipaLifnoro nocse Epaifii npranaeHi.

1 hereby certify that all the manufacturing stages of this batch of finished product bave been carried out in full compliance with {he. GMP requirements-of the

Ministry of health-of Ukraine and with the reguirgi . Marketing Authorisation file of the destination country.
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Ximix-aHanithk 388, naGopatopicio BKA | Hasanssuk BKA Vrnosronawena ocoba
Analytical Chemist 7 QC Lab In-charge QC Head Qualified Person
In’a/Name: Jentanss EA cf?.uo newae D, P&_Qfm \Cy mah ﬁ@x/@ccf) el (;z,//
Tlianuc/Signature: % e o 2 (g \L\\;‘J l '/f(/i(: et i M{,ﬁﬂz /
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