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Knipenka dinia TOB «Kycym anpm»
TOB «Kycym @apm» lepa'fﬂa 40020, u. Cwn ya-Expafiaa,
VYxpaina, 02092, M.Kuig, ; 94
BYJE. AJIMATHHCLKA, 58
Tes: +38(044) 495-82-88, paic: 495-82-87 Kusum Pharm
CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY
Hasea nponyxry: METAMIH®, tabnerky, Bxputi 06ononKo0
Name of product: METAMIN®, film coated tablets
Cuna aif: Metdopminy rinpoxaopri — 500,0 Mr
Strength; Metformin hydrochloride — 500.0 mg
Cepig Ne/ Batch No.: SMC1001 Po3mip ynakosku / Package size:  Ne30 (10x3)
Pecerp. N/ A.R.No.: FP/0167/21 Tun ynakoskn / Pack type: Eanictep / Blister
Poamip cepii/ Batch size: 500 000 Tab/tab Hara purorornenua / Mfg. date:  03.2021
Kin-1s ynaxonok / No. of packs: 16 666 Tepmin npuaaTHocTi/ Exp. date:  02.2024
Kpaina / Market: UKR
Peccrpaniiive noceiguennn Ne: . TepMiH AiT HeoOMexeHui
Registration Certificate No.: Hen1s06i02/01 unlimited validity
‘Ne n/m Haara ananizy Cneuundirania Pe3yiaeTaTh aBaiily
Sr. Neo. Test name Specification Test result
Omnnc Tabnerkn, BrpuTi 0bosOHKOW OGioro abo maibke | Binnosipae
Ginoro «konmsopy, Kpyrioi QopMH, ABOONYKII,
1 rnaneHbki 3 o6ox Goxis.
Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.
Inentndikauis YacH  yTpHMYBaHHS  OCHOBHOroe  mika  Ha | Binnominae
XpOMaTOrpamMax BANpeGOBYBAHOrO Ta CTAHIAPTHOIO
PO3YHHIB, OAEPXAHMX NPH KINLKICHOMY BH3HAYCHHI,
MalOTh CMiBNajgaTH.
2 o 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.
OnsopinBicTs NO30BAHUX Bianosinae BHMoraM Binnosinae
3 OMHHIS
Uniformity of dosage units Complies with the requirements Complies
Posnananun He Ginbiue 30 xBHIHH, 8 xB 12 cex
1 Disintegration NMT 30 minutes. 8 min 12 sec
Posuunienss He menme 80 % (Q) 3a 30 xs. 96 %
3 Dissolution Not less than 80 % (Q) for 30 min. 96 %
CynpoBiliHi AOMIIUKH [lianoryanians: xe Ginsiwe 0,02 %. 0,004 %
Bynb-ska iHina oauHuyna goMimxa: ne Gubiwe 0,1 %. | 0,011 %
Cyma nomimox: e binsie 0,5 %. 0,040 %
6
Related substances Cyanoguanidine: NMT 0.02 %. 0.004 %
Any other individual impurity: NMT 0.1 %. 0.011 %
Total impurities: NMT 0.5 %. 0.040 %
Kinpxicue BU3HAYEHHA Bin 95,0 % ao 105,0 % Bin 3aasneHol kinkxocTi. 98,0%
7 | Assay 95.0 % to 105.0 % of label claim. 98.0 %
FP/0167/21 Crop./Page Ne: 1 3/of 2
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Kuigchka dinin . Kye!
TOB «Kycym @apay Yxpaina, 40020, m.Cypf vl
Vipaina, 02092, M.Kuis, Ten.: +38(0542) 1748
BYJ. AmmaTAHCEKA, 58 e-maj )
Ten.: +38(044) 495-82-88, daxc: 495-82-87 /t'usm .7) /zarm g Ba
5 =
CRYOYM mm., !.':-")
5 27
Ne n/m Ha3ga ananisy Cneundixania \}w‘ IFSThﬂ’ﬁfﬂg ¥
Sr. No. Test name Specification % JIEH’A
3anuurkosi kinekocTi oprasiunux | 2-nponanon — ue Gineite 5000 ppm W
3 PO3YMHHUKIB
Residual solvents 2-propanol: NMT 5000 ppm 143 ppm
MikpoGionoriuHa uHcToTa 3aranbHa KiNbKICTh aepobHHX MIKpOOPpraHisMmis
(TAMC) - me 6insuie 10° KYO/r. <30KYO/r
3arannHa KiALKiCTE APIKIUKOBHX T4 MICEHEBMX
rpu6is (TYMC) ~ He Ginsie 10> KYO/T. < 10KYO/r
Bincyruicts Escherichia coli B 1 r npenapary. BincyTtna
? Microbiological purity Total acrobic 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:

ITpoayxT BUrOTOBICHO, YNAKOBAHO Ta NPOaHali30BaHO 3TiJHO 3 BUMOTaMH PCECTPaLiiHOrO NOCBIAYCHH,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bignosinae cranpapram Ta BuMoramM GMP, Ceprudirkar Ne 009/2020/GMP
It complies with GMP standards and requirements, Certificate No. 009/2020/GMP
JiueH3is Ha BHpOGHHUTBO AiKapchkux 3acobin: Cepia AB Nt 598054

Licence for medical products production: Batch AB No. 598054

Lipm A 3ac8ifuyi0, LIC HABEACHA BUILE iHGOPMALLia € JOCTOBIPHOIO Ta TOYHOI. Lo cepilo npogykuii Gyno supobacHo (BRINOYAIOUH [IAKYBAHHA/MEPKYBAHHA) Ta
NpoBeeno KORTPoL 1T AKOCTI Ha BHIE3a3HA%EHIH NinkKUU] Y NoBHIil BianosianocTi 3 BuMoramu GMP, BCTAHOBNCHUMH MIiCUECBHM PETYASTOPHHM OPTaHOM, a
TakoX Bimosinuo mo cneundpikaniit, o MicTATECR ¥ peecTpauiiinomy foche afo Topropilt minensii kpainn-supoBuuka abo kpaiuu-iMnoprepa, sKu1o
npozykuio iMaoprozane, abe y aocse cneundixauifi Ba npenapaT A AOCAIIKYBAROTO AiKapcukoro 3ucoby, IlpoTokons BupobHKUTSEA, MaKYBAHHA Ta BHANI3IE
fyJ10 NepeTAAHYTO T2 BCTAHOBNEHO BiANoBiaHicTs GMP.

I 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 Ihe site mentioncd above in full concordance with the requirements of GMP imposed by local regulatory authority as well as
according lo the specifications included in the registration dossier or the trade licence of 2 manufacturer country or importing country if the product was

approved in complying with GMP,

Xivik-ananiTHk 3ap. nadoparopiero BKS | Hauaneanx BK31 YrorHoBaxeHa ocoba
Analytical Chemist [ QC Lab In-charge QC Head Qualified Person
. , . : s ~ 2 | 120 o W0 pree
Iv’a/Name: Tereobercn p.@. [Gurenresns 73, loeiprm k:]’““ h éﬁé{,&{}@,ﬁrﬁ_&ﬁ !
. . i ———_— RAWY 7
ITlinnuc/Signature: 0/;:7{ ~ G TV L}’\\ 7 ,.w;??ajgggg LALEE u:u
! F /
Jara/Date: 28/03 /2 F LA o2 2 3-\ 03' AN Jf.f’ﬁ:& A/ '
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yu. CxpaGema, 54, 1. Cysas, Vepanma. 40020
Tex.:+38(0542)77-46-11, ven/. 77-46-10

Kusun. Pharm

CEPTUOHKAT KAYECTBA

CERTIFICATE OF LITY

Ha3sanue nporykra: METAMHB® rabnetxn, nokpyisie oSonoukor, no 500 mr Ne 30 (10x3) 8 6 HcTEpax
Narme of product: METAMIN®, film coated tablets 500 mg, No.30 (10x3) in blisters
Per, Ne: FP/128/11 Pasmep cepun:500 000 Tabn.
A.R.No.: FP/128/11 Batch size: 500 000tabl.
Batch No.; SMC1001 Konnuecrso ynakosok: 16 666
Cepua Ne: SMC1001 Number of packs: 16 666
Jata wirotosnenna: 01.2011 Cpox rogsoern: 12.2013
Mfg. date: 01.2011 Exp. date: 12.2013 £
Perucrpauuontoe ceuaerenncrso Ne UA/11506/02/01 ot 14.11.2011 Ne 787, seficsyer no 14.11.2016
Registration certificate No. UA/11506/02/01, of 14.11.2011 No. 787, is valid to 14.11.2016
Ne n/m Mapamerpet Cneunduxanus PesynnTatht
Sr. No. Tests Specifications Observations
| Ouucanue Tabnetkn nmokpeiTeie obonoukoi Genoro un | CooTBETCTBYET
' nouTk Genoro uBeta, kpyraoh ¢opMel,
g ABOAKOBLIMYKALIE, TNAAKHE ¢ 06EHX CTOPOH.
Description White or off-white, circular, biconvex, film | Complies
coated tablets, plain on both sides,
2 Haeutudukauns Bpemena ynepxuBaHHA OCHOBHOTO AHKka Ha | COOTBETCTBYET
XpoMatorpamMmax NCHbImMYemMo20 ] )
cmandapmHozo PacTBOPOB, NONYHEHHBIX NpPH
KOJAMYECTBEHHOM  OTPEHENEHHH,  OO/KHEL
COBNANATE.
Identification In Assay, the principal peak in the | Complies
' chromatogram obtained with fest solution has
the same retention time as the principal peak
in the chromatogram obtained with standard
solution,
3 OxnoponHoCTs No3HpoBaHHLX | CooTBETCTRYET TPeGOBAHHSM. CootsercTByeT
eAMHKL Tpe6oBaHHAM.
Uniformity of dosage units Complies with the requirements. CooTBercTBYET
Tpedosanuam,
4 PacnamaemocTs He Gonee 30 mumy. 7 MWH.46 cek,
Disintegration NMT 30 min, 7 _min.46 sec.
5 PacteopeHie He Menee 75 % (Q) 32 45 muH. 96.08%
Dissolution NLT 75 % (Q) in 45 min. %6.08%  “p
6__ ConyTcTRYIOIIHE PHMECH Huaroryanunnn: He Goree 0,02 %; 0,007 %(f -4 .
mobas opyras emHHHYHA npuMecs: He Gonee (/}& P
0,1%; 0,01 % /;»f‘,’g«
cymma npumecedt: Be Gonee 0,5 %. 0,05 %’ 9&0 g//;‘%
J 0%, Yo
Related substances Cyanoguanidine: NMT 0.02 %; 0007% B Jo% %
Any other individual impurity: NMT 0.1 %; 0.01 % 4 ‘9{9 ,/‘f o
Total of impurities: NMT 0.5 %. 0.05% SEC A
7( ";}
FP/128/11 ﬂ/" 0.0/ B et
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000 "Kycym Qapu” iy ' .
yu Crpsebana, 534, ©. Cyva, Yeparna, 40020 .7) 7 ve-manl: info@kusumphasin.com
Ten.:+38(0542)77-46-11, Tent. 77-46-10 /t/“é“m /La’ " ~ www.usumphatmi com
Ne nfa [MapameTpe Creundnxauna Peayawrarthl
Sr. No. Tests Specifications Qbservations
7 KonuuecraeHHoe onpenenenue: | O1 950 % po 1050 % ot 3assnextoro | 99,16 %
| abnerxa, nokpoITan KOAMHECTBR,
060709KOHR, COACPHHT.
meTopmuHa
THAPOUIOpHAA. ....... 500 Mr
Assay;: Each film coated tablet | 95.0 % to 105.0 % of the labeled claim. 99,16 %
contains 500 mg of metformin
hydrochloride
8 OcTaTouHbIE KOMHUECTRA 2-nponaron — ue 6onee 5000 ppm. 144 ppm.
OpTAaHMYECKHX pacTBOpHTENEH )
Residual solvents 2-propanol. NMT 5000 ppm. 144 ppm
9 Mukpobuonormyeckas
YUCTOTA;
B | r ripenapata nonyckaeTca
Hanuu ke
GakTepuit: ne Gonee 107; menee 10 KOE,
rpubos: He Gonee 107, MeHee 10 KOE,
GaxTepuu Escherichia coli He pormyckaercs Hanuuue g Ir. Escherichia coli -
oTcytcrayers | r.
Microbiological purity:
Total bacteria per g NMT 10’ CFU/g. <10 CFU /g.
Total fungi per g NMT 10? CFU/g. <I0CFU /g,
Escherichia coli per g Must be absent per 1 g. Escherichia coli is absent per
lg
£ Sy
JAKJIKDHF Es ¥ janen, YNaKOBAH M MPOTECTUPORAH B COOTBETCTBHH C TpeGOBaHMAMM PErHCTPALMORROMD
cBMAE Beys M H cTannapTam GMP,
CONG apffactured, packed and analyzed as per Registration Certificate requirements. It complies

XHMUK-aHAIHTHK: Menemxep OKK:
AnalyW QC Manager:
Bare: ) Tara:
Date: 02 Jm\\l. Date: 8% O]
{
FP/128/11 Crpannita Ne: 2 w3 2
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Kniscbka dinin

TOB «Kycym ®apm»
VxpaiHa, 02092, M.Kuis,
ByJl. AIMaTHHCBKA, S8

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

TOB «Kycym @apm»

K Yxpaina, 40020, MCyMH By Cxpsﬁma 54

Kusum Pharm

CERTIFICATE OF QUALITY

CEPTH®IKAT AKOCTI

Haiga npoaykry: METAMIH®, ta6netku, BkpuTi 060510HK0I0

Name of product: METAMINS, film coated tablets

Cnuaa aii: Merdopminy riapoxnopua — 500,0 mr

Strength: Metformin hydrochloride - 500.0 mg

Cepin Ne / Batch No.: SMC1007 Po3mip ynaxoskn / Package size: Ne30 (10x3)
Peecrp. Ne / A.R.No.: FP/0271/21 Tun ynaxosku / Pack type: Bnicrep / Blister
Po3mip cepii / Batch size: 500 000 Tab/tab Jata surorosaenns / Mfg. date:  04.2021

Kin-1 ynaxosok / No. of packs: Tepmin npunarnocri / Exp. date:  03.2024

Kpaina / Market: UKR

Peecrpaniiine nocrinyennn Ne: UA/11506/02/01

Registration Certificate No.:

TepMin aii HeoOMexeHuii
unlimited validity

Ne n/n Ha3sa anaaisy Cneundikanis Pe3yabTaTh aHanisy
Sr. No. Test name Specification Test result
On#uc Tabnerkn, BkpuTi oBonoukoio Ginoro abo Mmaibke | Bianosinae
Ginoro konmwsopy, Kpymioi GOpMH, ABOORYKII,
1 raaneHsKi 3 06ox Goxis.
Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.
Inenrudikauis Yacu  yTpuMyBaHHA  OCHOBHOro mika  Ha | Bianosinae
XpoMaTorpaMax BHIpOGOBYBAHOTO Ta CTAHABPTHOTO
PO3YHHIB, OACPKAHMX TIPY KiTbKICHOMY BH3HAYCHHI,
MaioTh CNiBIAAATH.
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.
OnuopiaHicTs 1030BaHKX Binnosinae BUMoram Binnosinae
3 OAHMHHLL
Uniformity of dosage units Complies with the requirements Complies
Posnaganus He Ginbe 30 xBunuH, 9xB 11 cex
4 Disintegration NMT 30 minutes. 9 min 11 sec
Po3ynHeHHA He mexwe 80 % (Q) 3a 30 xs. 98 %
5 Dissolution Not less than 80 % (Q) for 30 min. 98 %
Cynposiani foMitky Hianoryanimuu: He Ginsme 0,02 %, 0,003 %
Bynp-sixa iHa oquanyHa nomiwka: ve 6inewme 0,1 %. | 0,010 %
Cyma nomiwok: He 6insue 0,5 %. 0,025 %
6 Related substances Cyanoguanidine: NMT 0.02 %. 0.003 %
Any other individual impurity: NMT 0.1 %. 0.010%
Total impurities: NMT 0.5 %. 0.025 %
Kinnkicue BuzHaveHHs Bin 95,0 % no 105,0 % Bia 3as81€HOT KiNLKOCTI. 98,4 %
7 95.0 % to 105.0 % of label claim. 98.4 %

Assay

FP/0271/21

Crop./Page Ne: | 3/§f 2




Kuiscrka pinia TOB «Kycym ®apm»
TOB «Kycym @apm» Ykpaita, 40020, KPS
Yxpaina, 02092, m.Knis, Ten.: +38(0542)

ByNl. AlMaTHHCBbKa, 58
Ten.: +38(044) 495-82-88, daxc: 495-82-87

Ne n/n Haiga ananizy Cnenndikauin
Sr. No. Test name Specification
3anMmKoBi KinbkocTi opraniyuux | 2-nponaxon — He Ginsiue 5000 ppm 35 ppm
8 POIUHMHHUKIB
Residual solvents 2-propanol: NMT 5000 ppm 35 ppm
Mikpo6ionoriuna uncrora 3aranbHa KinbKicTL aepobHHX MiKpoopraHiaumis
(TAMC) - ue Ginvuwie 10° KYO/r. <50 KYO/r
3aranbHa KiNbKiCT APDKIKOBHX Ta IUTICEHEBHX
rpu6is (TYMC) — ue Ginswe 10 KYO/T, <10 KYO/r
BiacyTtHictb Escherichia coli B 1 r npenapary. BincyTths
9 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:

[TpoayxT BUroOTOB/NEHO, YNAKOBAHO Ta NPOAHASII0OBAHO 3FiHO 3 BUMOraMH peecTpauiiiHoro nocsigucHns.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

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

Cepin AB M 598054
Batch AB No. 598054

Binnosinae cranaapram Ta Bumoram GMP,
It complies with GMP standards and requirements.

JlinecH3ia Ha BAPOGHNUTBO JNiKapChbKHX 3ac06iB:
Licence for medical products production:

Lium 5 33c8iauyi0, wo HaBe/eHa BULC iHGOPMALIN € AOCTORIPHOIO Ta To4HOIO. LU0 cepito nponykuii 6yao supotaeHo (Bxmodaoun NAKYBaHHA/MapKyBAHHS) Ta
NPOBEZCHO KOKTPOZIb Ti AKOCT] Ha BHINC3a3MavCHill AinbHHLI y NOBNIM BINNOBIAHOCTI 3 BMOraMn GMP, BCTAHOBACHHMH MiCLEBHM PETYNSTODHIM OPraHOM, a
Takox siznosinno no cneundixauil, wo MicTATLCA y peecTpauiliHoMy Aockc abo Toprosii ninensii kpainn-sipobuuka abo Kpainu-iMnoprepa, AKuIO
npodyK1ile iMNopTOBaHo, 860 y 20Cke cricusdixauiil Ha NPeNapaT s AOCHIIKYBAHOrO nikapeskoro 3acoBy. IpOTOKOM BUPOGKHLTEA, NAKYBAHHS T aHanizis
Gyno NepernaHyTO T8 BETAHOBIEHO BignoeianicTs GMP.

I hereby confirm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and
d by local reg y authority as well as
on dossicr or the trade licence of a manufacturer country or importing country if the product was
amined drug product. The protocols of manufacturing, packing and analyses were reviewed and

its quality control was performed at the site mentioned above in full concordance with the requirements of GMP imp

imported, or in the dossicr of prod
approved in complying with GMI/,

XiMmik-aHaniTHK 3aB. naboparopieio BKA | Hauannunk BKS YnoeHoBaxeHa ocoba
Analytical Chemist | QC Lab In-charge QC Head Qualified Person i
In's/Nomie; Tacceeclceca £ 6 6:’;‘-’@ V% ?C‘ﬂ""‘ \tijw’}p- V(Z _Eéc({f:}"iéééfai ¢ ff'}
IMianuc/Signature: {/u,y =y C{'% _ 5@\\\? (’;/‘Z’:; Ceoeiien a,[,s»/
Hara/Date: 261c Yz LG e s sthenton AL ,/;*f'//;t//
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CEPTHOIKAT AKOCTI

CERTIFICATE OF QUALITY

LIenTHgiraniiinmii "“\
3

Hasea npoaykry: METAMIH®, tabnerku, BKpuTi 06010HKOIO
Name of product: METAMIN®, film coated tablets
Cuana gii: Metdopminy rigpoxnopun — 500,0 mr
Strength: Metformin hydrochloride — 500.0 mg
Cepis Ne / Batch No.: SMC1015 Poamip ynakosku / Package size:  Ne30 (10x3)
Peccerp. Ne/ A.R.No.: FP/0573/21 Tun ynakoekn / Pack type: Bnictep / Blister
Poamip cepii/ Batch size: 500 000 Tab/tab Jara purorosnenns / Mfg. date:  05.2021
Kin-1s ynakosok / No. of packs: 16 666 Tepmin npunarHocti / Exp. date;  04.2024
Kpaina / Market: UKR
Peccrpaniiine nociguenns Ne: TepMiH Al HeoGMexeHHH
Registration Certificate No.: 141 130a/02/01 unlimited validity
Ne n/n Ha3sa ananisy Crneundixauin PesyabTaT aHanizy
Sr. No. Test name Specification Test result
Onne Tabnerxwn, BkpHTi 0Gononkoro Ginoro abo maibke | Binnoginae
Ginoro kombopy, Kpyrnoi GoOpMH, JBOONYKI,
1 raanenski 3 o6ox Gokis.,
Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.
InenTHdixanis YacH  yTpuMyBaHHA ~ OCHOBHOTO mika Ha | Bianosinae
XpOMATOrpaMax BHIpOGOBYBAHOIO Ta CTAHAAPTHOIO
PO3YHHIB, OJEPXKAHHX NIPH KiNBKICHOMY BHRHaueHHi,
MarOTh CIIBNAJaTH.,
4 Bleniitlzezion 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.
QnHopiaHICTL J030BaHHX Bignosinae BuMoram Bianosigae
3 OIMHHLB
Uniformity of dosage units Complies with the requirements Complics
Posnananua He 6inswe 30 xpunun. 10 xB 42 cex
3 Disintegration NMT 30 minutes, 10 min 42 sec
Po3unnenns He menme 80 % (Q) 3a 30 x». 95 %
> | Dissolution Not less than 80 % (Q) for 30 min. 95 %
CynpoBinsi noMiuxy Llianoryaniaun: He 6insmme 0,02 %, 0,003 %
Byne-sika inma onuumysa nomilxa: ve 6insme 0,1 %. | 0,008 %
Cyma pomiwok: He 6inpiue 0,5 %. 0,018 %
6 Related substances Cyanoguanidine: NMT 0.02 %. 0.003 %
Any other individual impurity: NMT 0.1 %. 0.008 %
Total impurities: NMT 0.5 %. 0.018 %
KinekicHe BH3HaueHHS Bin 95,0 % mo 105,0 % Bin 3assnenol kinskocTi, 98,9 %
7| Assay 95.0 % to 105.0 % of label claim. 98.9 %
i
FP/0573/21 /Crop./Page Ne: | 3/of 2
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Ne n/n Hazsa ananizy Cnenunikanin Peayanratn aHandizy
Sr. No. Test name Specification Test result
3anuuKoBi KinbikocTi opramiuHmx 2-npomnanon — ue Ginswe 5000 ppm 53 ppm

g PO31HHHHKIB
Residual solvents 2-propanol: NMT 5000 ppm 53 ppm
Mixpobionoriuuna uscrora 3aranbHa KiabKicTs aepoBHux Mikpoopraniamis
(TAMC) - ne Ginsime 10° KYO/r, <50 KYO/r
araneHa KiTbKiCTh APIXIKOBMX Ta mTicenesmx
rpubis (TYMC) ~ ne 6insie 10?2 KYO/r. <10 KYO/r
Bincyrnicts Escherichia coli s 1 r npenapary., Bincyrus
? Microbiological purity Total aerobic microbial count (TAMC):
NMT 103 CFU/g. <50 CFU/g
Tota] combined yeasts/moulds count (TYMC):
NMT 10? CFU/g, <10 CFU/g
Escherichia coli must be absent perlg. Absent

BHCHOBOK: / CONCLUSION:

[ponyxr BuroToRneHo, ynakosano ta TNIPOaHANI30BAHO 3riIHO 3 BUMOTAMH peecTpauiiiHoro noceigyenus.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae cranaapram Ta sumoram GMP.

It complies with GMP standards and requirements.

JliueHsis Ha BUPOBHHLTEO niKapchkux 3acobis:

Licence for medical products production:

Lum 5 3aceinuyio, wo Hasenena aye indopmanis € nocros
TIPOBEACHO KOHTPOL 11 AKOCTI Ha BHINE3A3HAYEHIH MiNbHn

TAKOXK BIANORIAHO N0 cnenmdixauiii, nio MIiCTATBCA Y

Npoaykuilo iMropToBano, ao y nocke cneundikauiii va o

6yno nepernanyTo Ta BeTaHOBNEHO BiAnosigHicTs GMP.

L hereby confirm that the above mentioned

peccTpauifitomy nocke abo Toprosiit mineusi
PENAPAT A4 HOCTLAXKYBAHOTO JiKAPCLKOrO 3aC0

information is authentic and accurate. This batch of the

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

Cepin AB Ne 598054
Batch AB No. 598054

ipHOIO Ta Tousow, Lo cepito npoykuii Byso BHpoGneno (Brarouaioyy NAaKyBaHHA/MAPKYBAHHS) Ta
i y noBHii BigNORIgHOCT] 3 BUMOTaMH GMP, actavoBReHNMH MicucBUM PETYARTODHHM OPraHoM, a
1 Kpainn-eHpolHuka a6o kpaiHu-iMnoprepa, sxmo
6y. TpoTokonu BHPOOHHUTEA, NaKyBaHHS T3 aHANIIIR

product was manufactured (including packing/marking) and

its quality control was performed al the site mentioned above in full concordance with the requirements of GMP imposed by local regulatory authority as well as

according 1o the

approved in complying with GMP,

specifications included in the registration dossier or the
imported, or in the dossier of product specifications for the examined g
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anufacturer country or importing country if the product was

XiMik-aHaniTHK 3as. naGoparopiero BKS | Hauanonnk BKA YnoBHoBakeHa ocoba
Analytical Chemist | QC Lab In-charge QC Head Qualified Person
s . o 5 y P 2 ) 7 o ]
Im’a/Name: SOpieota 2 0. | Cuompoba H, Ly ngCnm Vo N&h < ,/?ag,m , ﬁég Yo bt
= " . v/ 7
Minnue/Signature: rf\’“ / Cosne o ‘1}\1\\\00 {f“% deeeLiee {23:/
| Aata/Date: A1 /02 (3¢ (/08 2t nled 9y A [ O8 S
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TOB «Kyeym Gapms.

Yrpaing, 40020, MCy v, By Cxpadina, 54
Tes: +38(0542) 77-46-1 10, daxe: 77-46-11
e~1¥1’zz] - planti@kusum.ug

wwwkusumua

Kuinenka diniy

TOR gKyeym Daps

Vepaiua, 02092, m.Kuis,

Byn. Anmamancska; 58

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

Kusum Pharm
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tnenTudikatyfruit
KOA 200/58%
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|
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CEPT rm:mns // o/

| Haspa npoaykry: METAMIHS®, tabaetsy, sxpari obononxoso, 1o 500 mMp
Namg of product; METAMIN® coated tablets, 500 mg
| Cana nii: ‘Merdopuminy rinpoxsopun ~ 500,0 Mr m,; = m@g
| Strength: Metformin hydrochloride ~ 500.0 mg ‘“‘%*::;:.:.,::"”
Cepin No / Bateh No.: SMC2027 Posmip ynakoskn / Package size:  No30 (10x3)
Peecrp. N/ AR.No.: FP/0945/22 “Tun ynaxoskn / Pack type: Bricrep / Blister
Poamip cepii/ Batch size: 500000 Tab/tab Jara suroTornennn / Mfg, date: 112022
Kirers ynanonox / No.of packs: 16 666 ""f*@pmin npngataocri/ Exp. dater 10,2025
Kpaiua / Market: TKR
Pecerpaniiine nocsiaenns N: e epMin il neoGMeme it
Registration Certificate No.; 0 /011506/02/01 unlimited validity
MNeo/n | Hasba apanizy Crenndiranin PeaynpraT ananizy
Sr:No. | “Test name Specification Testresult
Onmne TaGnerkn, sxpuri obononxow Ginoro 460 maibke | Bignosigae
Ginoro xomsopy, kpyraoi  dopsm, Asobmyxi,
i FHACHBRL 5 000X 603&3.
Description White or off-white, circular, biconvex, film coated | Complics
tablets, plain on both gides.
Tnenradixanis Yacu  yrpHMysaHHS  OCHOBHOTO  mika. Ha | Bigmosifae
xpfmaromamax BHIPOGOBYBAHOTG Ta CTAHAAPTHOIO
PO3HMEIB, DACPKARMX IPH KITSKICHOMY BHIHAYCHH],
‘ MBHThH Cnlﬁﬂﬁlla'l’}i
2 Tdentification In the Assay; the retention time of the principal peak Complies
in the: chromatogram obtained with- sample solution
must match to the relention time of the principal peak
in the chromatogram obtained with standard solution.
 ORHOPIAHICTS HOSOBAHMK Bijopinde BuMOTaM Binriosinae
3 Rttty
Usiiformity of dosage units Complies with the requirements Complies
' Ppamgaﬁmi He Ginpure 30 xsunms; 8:x8:58 sex
| Disintegration NMT 30 minuites. 8 min 58 sec
Pogunnessa “He mesmre 80 % (Q) 3230 x8. 89 %
% | Dissolition Not less than 80 % (Q) for 30 min. 89 %
“Cynposinsi fomixa Tliasoryaninna: e Sinsme 0,02 %. 0,003 %
' Byzs-ska jHina ofuHpsHa gominm: we Oinswe 0,1 %. | 0,013 %
Cyma foMitIoK: He Glmswe 0,5 %. 0,031%
8 Related substances Cyanoguanidine: NMT 0.02 %. 0.003.%
‘Any other individual :mpmxty NMT0.1 %. 0.013 %
Total impurities: NMT 0.5 %. 0.031%.
Kinkgicae BAaHAYe s ‘Bin 95,0 % no 105,0 % pix sassnenol KizpKoCTi. 99.6 %
T Assay 95.0% to 105.0 % of label clairm. 99.6 %

FP/0945/22

Crop./Page Ne: 13/0f2 ’
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TOB «Kyeym Gapwy
Yupaing, 02002, m Kaip,

By, Amvaruncsia, S8

Tea: +38(044) 405-82-88, axc: 495-82-87

Kusum Phavm

TOB «Kyeys BDaprns

Vipaina, 40020, m.Cysu, vyn. Cxpabina, 54
Ten: +38(0542) 77-46-10, daxe: 77-46-11

¢-mails plant@kusuni.ua
wyew. Kisuin.ua

Nen/n
{ Sr. No.

Hassa ananisy
Test name

Crienndixania
Specification

Pesyanratn ananisy
Test result

Banumicont KUILKOCT! oprasivanx

POFUHAHUKIS

Residual solvents

2-nponarnon — we Guiswie 5600 ppm

2-propancl: NMT 5000 ppm

126 ppm

126 ppm

MixpoGionoriuna uucrora

‘Micrebiological purity

3aransna  kinskiers aepoGuux  Mixpooprauizmin
(TAMC) - sie Ginsure 108 KYO/r.

Baransna KLKICTE ApIHGEROBEK. fd. HCEHEBIX.
rpubis (TYMC) ~se insme 102 KVO/r,
Bincyruicts Escherichia coli a | ¢ iipenapary,
Total acrobic microbial count (TAMO):

NMT 10*CrU/g.

Total combined yeasts/moulds count (I'YMC):
NMT 10* CFU/g.

Escherichia coli must be absent per g,

<3O KVOi

<10 KYO/r
Bigcyras

<50 CFU/g

| <10 CFU/g

Absent

BHCHOBOK: / CONCLUSION:

HpolykT BHLOTORICHO, YNAKORAHO T4 NPOAHAMZCEANO 3riH0 3 BUMOTAMH pﬁej:c*rpmﬁﬁam TOCHIYEHH..
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosisiae crangaptam 1a suvoray GMP,

It complies with GMP stanidards and reguirements.
Jlinensia na BUPOSHULTEO MKAPCHKAX 32006iR;
Licence formedical produets production:

Cepradisar Ne 009/2020/GMP
Certificate No. 009/2020/GMP
Cepin AB Ne 598054

Batch AB No. 598054

1M minTeepiKyIo, 110 BCE supoGHant cragil s uiel cepil rotorol npoayxiil Gyim shidcacri 8 HORRIA BLANOBLHOCT 3 BUMOTAMY, SA3HAUCHHMN B i
nacranosi S GMP, sareengxenii Minictepcrson oxoporu Sropos’s Yipainn, 13 BMOraMs HOCCTPARHOTO NOCKE Kpaliis pusaaeHIn,

tiereby certify that all the manufacturing stages of thiis batch of finished product have been carried out in full compliance with the GMP requitements of the
Ministry of health of Ulksaine aad with the requirements of the Marksting Authorisation file of the destination country,

«IEJOAPM
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lneHTUdikauiimas
kop 20075891
ang
CEPTUGIKATIR

XiMik-aHamiTK

Analytical Chemist [ QC Lab In-charge

/3a8..naboparopicio BKS | Havanpank BKS
QC Head

‘Ynosnosakena 0coba
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Kuincnka dinin

TOB «Kveys Gapun

Yrpaina, 02092, M. Kuis,

RYIL Amnarnucnya, 58

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

Kuswm Phavm

CEPTHOHKAT KAYECTBA
CERTIFICATE OF QUALITY

TOB «Kyeys dapres

Yepaina, 40020, ».Cymu, syn. Crpadina, 54
Tem: =38(0542) 77-46- 10, dage: 77-46-11
e-mail: inforrkusumphamicom

wwa kiasum.ua

Hassanne nposykra: METAMIH® taGrerkn, BKPHTI 0Boaouxolo, o 500 mr No
Name of product: METAMIN®, film coated tablets 500 mg, No.30 (10x3) in blisters

30 (10x3} y GaicTepax

Per. No: / A.R.No.: FP/1011/20

Pasmep cepuu: / Batch size: 500 000 Tadu./tabl,

| Cepitst Ne: / Batch No.: SMCK037

Konnuecrro ynakosor: / Number of packs: 16 666

Hara waroronienns: / Mg, date: | 1.2020

Cpow ropnocru: / Exp. date: 10.2023

Registration certificate No. UA/] | 506/02/01

Peruerpannonnoe enmnereanerno No UA/] 1506/02/01, repmin aii neobmexennii

, inlimited validity

|
t
]
i
. A

Cyanoguanidine: NMT 0.02 %
Any other individual impurity: NMT 0.1 %

__I Total of impuritics; NMT 0.5 %

0.003 %
0.005 %
0.013 %

Ne w/n apasmerpu Coenndmranun Pesynorars —’
_Sr.Ne. | Tests Specifications Observations
I Onne Tabnetkn, sepuri oBononxoio Giore aBo Binnosizae
Malike  Oioro  kosmsopy, kpyrnoi  iopsy,
ABOONYKI, ruancHuki 3 0Gox Goxkis,
Desceription White or off-white, circular, biconvex. filin Complies
] coated tablets, plain on both sides.
2 Lienmidixauin Haclt  yrpuMynains  ocuoBHoro  nika  Ha Binnoniaae
! XpoMATOrpamMax sunpotveanoso Ta
% CHIGHOAPIINGZD  POBTHIHIB, GAepKANUX  TIpH
| RUILKICHOMY BH3HANCHHI, MAIOTS CrjRnaaTit.
Identification In the Assay, the retention time of the Complies
principal peak in the chromatogram obtained
with sample solution must match to the
retention time of the principal peak in the
__________ e chromatogram obtained with standard solution i
3 QunopianicTs noloBanny Binnozsinac sumoran Bixnoninac
O LHHHILL
I
| Uniformity of dosage units Complies with the requirements. Complics
<+ i Posuananns He Ginbure 30 xsinn, 9xB 12 cex
o wl Disintegration Not more than 30 min 9 min 12 sce |
5 | Povrsens He menie 80 % (Q) 3a 30 xn. G0 %% —T
o Dissolution Not less than 80 % (Q) for 30 min 90 % E
6 Cynporiani gosiwxn Hianoryauinin: ne 6inswc 0,02 %, 0,003 %
i Byae-sixa  inma  oammiuma aomiwka:  se | 0.005 9,
5 Ciawure 0,1 %.
| Cyma nosmiwox: ne Ginsme 0,5 25, 0.013 % |
Related substances

FPAOT 120

@ﬁ’ Lot WV03Go o 43w soso

asingg Ne: | a2
fae No.: 1 of 2




Kuiscnea dicia

TOB «Kyeym ®apasn
Yirpaina, 02092, w Kuis,
BYIL AUINMATHHCR KA, 3K

Ten: ~38(044) 495-82-8%, dake: 495-82-87

Kusum Pharm

TOR «Kyevar Bapus

Vipaina, 40020, s.Cvan, sy, Crpacing, 54
Ten: 438(0542) 77-46-10, draxe: 77-46-11
e-mail. infoe kusumpharm com

www kusiim ua

Microbiological purity

4

JAKUNIOYEHHE:

—

3arayena KINLKICTs APIKKOBHX Ta nElCCHERHX
rpubis (TYMOC) - ne Ginniwe 10 KV O/r.
BincyTuicin Escherichia cofis 1 r nperapary.

Total acrobic microbial count {TAMC):
NMT 107 CFU/g.

Total combined yeasts and moulds count
(TYMC): NMT 10* CFU/g.

Escherichia coli must be absent per | 2.

HPOAYKT NPOWIHCHCH, ¥YHNaxosan H HPATCCTHPOBAaN B COOTBCTCTBIEH

MellIe

| Newn | Hapamerpnr Cunenuduranun PeaysintaTi
Sr. ﬂ Tests Specifications Observations
7 ‘ Kinbkicue piinavens Bia 950 % 5o 1050 % miz saswicliol 99,3 9%
| KiBROCTI,

L Assay 95.0 % 10 105.0 % of the label claim 99.3 %

8 3azmnkoni KinLKoCT Z-nponunos - ie Gissiue 5000 ppm, 119 ppm

OPraliuHiX POTIHINIEKIH
___ | Residual solvents 2-propanol: NMT 5000 ppm. 119 ppm 3
9 Mikpodionorivmna anucrora 3aranena KinekicTs acpoGHuxX MIXPOOPraninis
{TAMC) - se 8inte 10° KVOQ/ir. semne S0 KY Qi

10 KYO/r

Lscherichia coli - wineytng s

Ir

< 50 CFU/y

< 10 CKUig
Escherichia coli is absent

perl g

cracTenkeTra, Ornesact TpeGosannsy i cransaprad GMP, Ceprndmxar Ne 009/2020/GMP

CONCLUSION: the

Licence for medical products production:

product is manufactured, packed
with GMP standards and requirements. Certificate
Jiensun na npomsroactaa SICKAPCTRCHHLIX CPCACTR!

No. 009/2020/GMP
Cepun AB Mo
Bateh  AB No,

598054
598054

and analyzed as per Registration Certilicale requ

¢ TPCOOBANNANMH PerIICTPAIIIoHNOIO

irements. It complies

NHMIK-212811 THE 3an. naunuumka OKK Hauanpunx QKK YiomonovtenHoe nuo
Analyst Deputy QC Head QC Head Qualihied Person
i . = 1 e s
A Name: e Wy = By e Mgy f‘t':. . . )
| Mo Name et i & e LeE a0
Honmitew/Signature; ; oo i : o
[ L= <
HaraiDate: v 2 e :‘ :\ Y4 \,‘ 3T "“ ',' -

|
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Crpannua Ne: 2y 2
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