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CERTIFICATE OF QUALITY.

AME-T AMIH® TabeTkH, BKPUTI 060JI0HKOI0, MO 850 mr
- METAMIN® coated tablets, 850 mg_
" Methopminy rigpoxnopun — 8§50,0 mr
Metformin hydrochloride —850.0 mg -
SMD3047 Poamip ynaxosku / Package size:  Ne60 (_1‘0_><6)

HaaBanponyK’ry __
Name of product;

Cuna gl
Strength:

Cepist Ne / Batch No.:

Peecrp. Ne/ A.R.No.: ~ FP/0008/24
'Posmip._‘c;ﬁi':"/ Batch size: 300 000 Tab/tab
mlﬁﬂ-’rb ynakosox / No, of packs: 5 000 chpMiH npuaarrocti / Exp. date: 11.2026
.__i(pa‘i‘rm { WMarket: UKR

__ *_'Peec:rpauiﬁﬁé ITO(‘:Bi,LI‘-{eHHﬂ Nes UA/11506/02/02
‘Registration Certificate No.: o

Tun ynaxopkn / Pack type: - Baicrep / Blister

Hara suroropnenys / Mg, date: 12.2023

TEPMIN nii HeoBMexeHni
unlimited validity

Ne ri/ry ‘Hazsa aHAJI3y Cneundixauis PBS}'{I}&T&TH aHanizy
Sr. No, Test name Specification - }est;result
T Onxue " Tabnerky, BKpuTi 0Gonorkoro Ginoro ado M‘dﬁ}I{:B Bijnosinae

Gimoro Xoneopy, Kpymiaol (opmy, ABOOIYKI,
rnaneHpki 3 06ox Gokis

White or off-white, -circular, biconvex, film coated | Complies
tablets, plain on both sides.

Description

;;;;;;

]nemmlm{aum - Uacu  YTPMMYBAHHS  OCHOBHOIO  fka  Ha Binnosijae
| | xpomarorpamMax BUrMpoOOBYBAHOro Ta CTAHXAPTHOTO. |
pO3UNRIB, OEPXKAHUX TIPH KUIBKICHOMY BH3HAYEHHI,

MAOTh CTIBIAIATH. |

2 Tdentification In the Assay, the retention time of 'ﬂ1e;priﬁcipal;pf?'a]<i C
| | in the chromatogram obtained with sample solution |

1 must match to the retention time of the principal peak é;

_in the chromatogram obtained. with standard solution. ;-

OAHOPIANICTE HO30BAHKX Bixnosinae BEMOTaM.

ONUHHULE

Complies

Uniformity of dosage units Complies with requirements.

Pozﬁazxahﬁ}i ‘He 6insiue 30 XBUIHH, 0 xp 41 cex
Disintegration Not more than 30 minutes. O min 41 sec N

o monwme 75 % (Q) sa 30 x8. [92%

Not less than75 % (Q) for 30 min. 92 % -
LlianoryamiasH-: ;ﬁe‘.ﬁihbme.0,0Z %. o 0,004 %
Bygb-gxa iHma ouHHyEa gomimxa: He Ginswe 0,1 %. 0,009 %
Cynma nomiutox: 1e Ginsise 0,5 %. 0,046 %
| Cyanoguanidine: NMT 0.02 %. - (0.004 Z/h
| Any other individual impurity: NMT 0.1 %. 0.009 %
| Total impurities: NMT 0.5 %. 0.046 %

PosuiiHeHHs

Dissolution

| Cynposiani moMimxy

; ‘Related substances
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Kuiseska Qigis

TOB «Kycym Dapmy
Vrpaiuna, 02092, m.Kuis,
BYJI. ANIMaTHHCBIA, 58

sl .

,_ TOB «Kycym.Oapm» -
Vrpaina, 40020, M.Cymu, By, Cxpsbina, 54
Teu.: +38(0542) 77-46-10, daxc: 77-46-11
e-mail: plant@kusuri.ua
www.kusum,ua

Creundriranist

Ha3zesa aua.ﬂisy aen e
wpeciication

_Testname __Test result

Pé3yinTaTH aHanisy

Sr. No,

- BaNHIKOB] KIJIBKOCT opraHithx' 2-n'ponanoﬁ - He Ginpme 5000 ppm. 418 ppm

PO3HUHEUKIB
418 ppm.

Residual organic solvents 2-propanol; NMT 5000 ppm.

3aranbHa KUIBKICTS aepofHHMX MiKpoOpraHismis
(TAMC) — e 6inpuie 10° KYO/T,

3aranbHa KiNbKiCTs NPDKIKOBMAX Ta IULCEREBHX
pubie (TYMC) — ge Ginsie 102 KYO/r.
Bincytricts Escherichia coli B 1 1 npenapary.

| Total aerobic microbial count (TAMC):

| NMT 108 CFU/g o
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g.

Escherichia coli must be absent per 1 g. |

Mikpo6ionoriusa wUCTOTA |
<10 KVO/r

< 10KVOIr
| BincyrHa

Microbiological purity |
| < 10:CFU/g

| <10 CFU/g
- Absent

BUCHOBOK: / CONCLUSION:

TIpONYXT BUTOTOBIICHO, YITAKOBAHO T2 NPOARAN30BAHO-3r1IHO 3 BUMOraMyt PEECTPALiHHOro NOCBIANCHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.
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Bianosinae crannapram ta puMoram GMP,

Ceprudixar Ne 080/2023/GMP
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It complies with GMP standards and requirements.
Cepisi AB Ne 598054

JlineHsist Ha BHPOOHHITEO NiKapchbKix 3ac00in:
Batch AB No. 598054

Licence for medical products production:

Certificate No. 080/2023/GMP

LM niZIEBEpAKYIO, 110 BCI BHPOOHMM] cTanii nig uiel cepit ro*road‘i"np'd;tl'y}{iﬁ'iiﬁyml 3HINCHERT B NOBHIN BIANOBIAHOCTI 3 BUMOTaMH, 303HAUCHHMH B YHUHRIN
macranosi 3 GMP, 3arsepmkenili MinicrepcTsoM 0XOpOHH 3A0POB' S YRpainy, i 3 BHMOraMu peecTpauiiioro J0cse KPaiiu npH3natienhs.

T hereby certify that all the manufacturing stages of this.batch of finished product have been carfexd out in full compliance with the GMP requirements of the

Ministry of health of Ukraine and with-the requireme:ntﬁﬂ qf:gag»Mgr.lsg‘t_ing Authorisation file of the destination country.
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‘Analytical Chemist 7 QC Lab In-charge QC Head

XiMiK-apaniTHK fﬁas. naboparopicio BKS | Hawansunx BKA | Ynosuopaxena 0coba

“Qualified Person_

IM’st/Name: K{; hetee 1.8, é(‘;,o.w&-@.}_ucm. iy

ITinnue/Signature:

/
Hivcespoee)
(JUDE L€ 628608

i 7 7. c&ﬁi@ﬁ@ffﬁfé‘ |

Hata/Date:
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