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TOB «Kycym dapm» Ykpaina, 40020, m.Cymn, gyn. Cxpabina, 54
Vipaina, 02092, m.Kists, Ten.: +38(0542) 77-46-10 bakc: 77-46-11
By AnmaTnacska, 58 ¢-mail; info@ ;’If;ﬁ? om
Tes.: +38(044) 495-82-88, darc: 495-82-87 Kusum Pharm o
C PTHOIKAT gKQQTI
TFICAT :
Ha3ga npoaykTy: JAVIITIMMAKCS®, tabnetkn
Name of product: DUGLIMAXS®, tablets
Cuaa ail: Merdopminy riapoxnopua - 500,0 mr; Caimenipun — 2,0 mr
Strength: Metformin hydrochloride - 500.0 mg; Glimepiride — 2.0 mg
Cepin Ne/ Batch No.: SDG1008 Po3mip ynakosku / Package size: Ne 60 (15x4)
Peecrp. Ne / A.R.No.: FP/0133/21 Tun ynaxoskn/ Pack type: Bnicrep / Blister
Poamip cepii/ Batch size: 200 000 Ta6/tab Hata suroTosaesua / Mfg. date: 02,2021
Kin-s ymakonox/ No. of packs: 3 333 Crpox npunarnocri/ Exp. date:  01.2023
Kpaina / Market: UKR
Peecrpaniiine nocrinyeuns Ne: ; TepMin aii neobmexennit
Registration Certificate No.; U/ 12474/01/02 unlimited validity
Ne n/n Ha3ssa awaniay Cneuud:ixauia PesyanTarn ananisy
Sr. No. Test name Specification Test result
Onxe Asomaposi, xancynonomibol dopyu Asoorrykni | Binnosinae

TabneTky 3 omMoT0 6oxy 3ECHOTO KONBOPY, 3 iHIorO
— Ginoro, rnadensxi 3 obox Gokis. Homyckaersca

i MapMYpPOBICTE.
Description Capsule shaped biconvex bilayer tablets with green | Complies

and white layers. Plain surface on both sides of the
tablet. Allowed marbling.

Inenrudikaiia
Trimenipyo Yacu  yIpHMyBaHH®  OCHOBHOTO mika  Ha | Bimnosinac
XpoMatorpamax sunpoGosysatoro i cTasgapTHOro
PO3YHHIB, OAEPKAHIX NpPH KiNBKICHOMY BH3HauEHH,
MAfOTL cHiBmamaTy,

Memdcpopminy zidpoxnopud Y®-criextp BunpoGOByBaHOrO PosuMHy npenaparty, | Bianosinae
npuroToatoro 8 posaini «KinskicHe BusHauEHHD B
obmacti Bin 220 M a0 360 HM noBuHEH MaTH

2 MBKCHMYM TNOTAMHAHHA TNIpH  JOBXHHI  XBWii
(23242) um,
Bapsnux (Pigment Blend PB51323 | llpn jopasamdi amomilo TiomiawaTy 3'sensersca | Bianmosinae
3senenuil): 3aniza oxcud.sicoemuii TEMHO-YEPBOHE 3abapAnenHs po3unuy.
Indueoxapmin V(D-cnex'rp NOTNHHAHYEA BUNpoboByBanoro posuuny | Bignosinae

B Jpianasoni nomxuH xsua, 400-800 HM momuHen
MaTH MaKCUMYM npH (610:4) um.
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Ykpaina, 02092, m.Knig,

BYJI. ANNATHHChKA, 5§

Ten.: +38(044) 495-82-88, dakc: 495-82-87
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Ne n/n Ha3zea ananizy Cnenurdixanis \ &wmmumwv i
Sr. No. Test name Specification \\‘( N Tﬁﬁﬁ%
Identification ”f?‘-}‘;;v* v
. Glimepiride In the test Assay, the retention time of principal peak | Compl A /
of test solution should be-similar 1o the retention time '
of standard solution,
Metformin hydrochloride UV spectrum of test solution prepared in the Assay | Complies
in range of 220 nm to 360 nm should have a
maximum at the wavelength:of (232+2) nm.
Color (Pigment Blend PB 51323 A dccp r¢d colour is pw(iuced aﬁer addition of } Complies
Green): Iron oxide yellow ammonium thiocyanate. _
Indigo carmine UV specirum of teést solutioh n range of 400 nm to | Complies.
800 nm should have’ maxxmum absorbance at
(61044) nm.
OnHopiauicTs 2030BaHIX OAMHHIK _
Memdgropminy zidpoxropud Bianosifae BumMoram, Bingozinae
Dhisenipud Binnosinae sumoram. Bi.un'dxinat‘

3 Uniformity of dosage units . 3
Metformin hydrochloride Complies with requireménts Comphes
Glinepiride Complies with requiremeiits _ Complies
Crupanicts He 6imbwe 1,0 % 0,08 %

4| Friability Not more than 1.0% 0.08%
Posuinenns 20 % — 40 % uepes 1 Toginty. 30 %- 31%
Memdopminy zidpoxaopud 45 % — 65 % uepes 3 royum, 55 % - 59%

He Menue 85 % viepes 10 . 94 %
Frivenipud He menue 75 % (Q) 3a 45%s; 91%

3 | pissolution 20 %~ 40 %iin 1 hour. 30%-31%

Metformin hydrochloride 45 % —65 % in 3 hours. 55% - 59%
NLT 85 % in 10 hours. 1 94%

Glimepiride NLT 75 % (Q) in 45 min . 91%

| Cynposiani gomitaxn .

Memdopadiny 2idpoxnopud He 6inbwe 0,2 % oaunimnol nomiiu, He sussneno
He 6inbuic 0,5 % cymist fiomiinok. He mussiieno

Trisienipuo Howminrxa B (cy.ubd;ouamm) He Binpiire 2 0 %. He sussjeso
Hesinoma pomiimka — He: mx.meo,s %. He sitagneno
Cyma HesinoMmx A0MIIOK (BAKMORAIOMH ,qomuncy
B) — se Ginpine 1,0 %. He sussneHo
CyMa nomituox (Bxmosaioun .qomum(y B)-se

6 | Related substances binsuwe 2,5 %. He susmneno

Metformin hydiochioride Individual impurity: NMT 0.2 % ND
Total impurities: NMT 0.5 % ND
Glimepiride Impurity B (surfonannde) NMT 2.0% ND
Unkniown impurity: NMT 05 % ND
Total uniknown impurities (excluding impurity B): .
NMT 1.0 %. ND
Total impurities (including impurity B): NMT2.5% | ND
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Kulincnka dinig ' " TOB «Kycym Dapm»
TOB «Kyeym ®apm» Yxpaina, 40020, M.Cyvm, syn. Cxpabina, 54
VYkpaiha, 02092, m.Kuis, 5 4
BYN. AIMETHRCbKS, S8

Teur.: +38(044) 495-82-88; ¢axc: 495-82-87

M n/n Ha3spa ananizy Coenudiranin
Sr. No. Test name _ Specification

Kinsxicte su3nageHus

Memgbopminy 2idpoxnopud Bin 475 mr no 525 mr
(95 % — 105 % sin 3asBnenol kinskocti).

Thisenipud Big 1,9 Mr a0 2,1 mr 2,010 Mr

7 (95 % - 105 % Bin 3asBacHO KinskoCTi). (100,5 %)

Assay .

Metformin hydrochloride 475 mg to 525 mg (95 % — 105 % of labeled claim) 500.8 mg (100.2 %)

Glimepiride 1.9 mg 10 2.1 mg (95 % — 105 % of labeled claim) 2.010 mg (100.5 %)

Mixpo6ionoriuna yncrora 3ardiisHe YUCAIO acPoGHIX MIKPOOPraHisMiB
(TAMC) - we Ginswe 10° KYO/T. <40 KYO/r
3aranstic Y4cno APHKIKOBHX i TuTiceHEBUX rpHGiB
(TYMC) - ne 6insuwe 102 KYO/T. <40 KYO/ir
Bincyrnicts Escherichia coli B 1 r npenapary. BincyTtHa

8 Microbiological purity Total acrobic microbial count (TAMC):

NMT 10° CFU/g. <40 CFU/g
Total combined yedsts/moulds count (TYMC):
NMT 10* CFU/g. <40 CFU/g
Escherichia coli.must be absent per g Absent

‘BHCHOBOK: / CONCLUSION:

Tpoaykr BUroTORNEHO, YNaKOBAHO Ta NPOAHANIZOBAHO 3riTHO 3 BAMOraMK peectpauifinoro nocsinyenHa.
The product is. manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae cranaapram ta sumoram GMP, Ceprudirar Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No, 009/2020/GMP
Jliuensia na BUPOGHALTBO NikAPCLKHX.36C06iB: Ceplin AB N-598054

Licence for medical products preduction: Batch AB No. 598054

Llum 5 3acBixsyio, nto HasencHa snme indopmanis € ROCTORIpHOIO Ta Tounolo. Lo cepiio npoayxuil 6ynio Bupobienc (Brmonasoun NaKyBSHHA/MAPKYBBHNA) T3
_MpOBCACHO KOHTPOas i AkocTi HA BHUEIRIHAYCHIN AlNLARLE Y NOBHIM BiANOBIRROCTI 3 BHMOrAMI GMP, BOTAHOBJCHHMH MICUCBHM PCTYAATODHNM OPraKoM, 4
TRKOXK BLANOBIAHG A0 cneundixanif, mo MicTATLCE y peectpatifiomy nocwe 360 Toprosilt ajuensii kpaluu-supoGrnka abo xpaiun-iMnopreps, Ao
npozyxuilo iMopToRano, a60 y zocue: cneundixauiil Ha npenapaT IS KoCTiKYBAHOTO TKAPCHKOrD 3aco6y. TIpoTokoni BIPOGHULITRA, NAKYRIHHA T2 AHATISIE
6y0 neperaHyTO TA BCTRHOBACHO BiANOBiAHicTs GMP.

1 hereby confirm that the.dbove mentioned information is authentic and accurate. This hatch of the product was manufactured (including packing/marking) and
its quality control was performed at the sitc 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 countiy if the product was
imported, or in the dossier of product specifications for the examined drug prodiict. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP,

sip6oparopicio BKA | Havansuuk BKS VnosxoBaxena ocoba
b In-charge. QC Head Qualified Person

Im’a/Name: g ‘ At I Rey RO i PQ%“ \er\o.{'\. c%(,wéédﬁ{ cﬂ’{;

IMinmiic/Signature: : - 'Qw’ -

,31\‘9 fﬁm&u{:@wﬁf
Hata/Date: 08)03|4t | o3iosu o3\ 3l 3/t dy
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KriBcuka dinis

TOB «Kycym Papm»

Yxpaiua, 02092, v.Kuis,

BYJ. AJIMaTHHCBKE, 58

Ten.: +38(044) 495-82-88, dakc: 495-82-87
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. TOB «Kycym ®apy»
Vipaina, 40020, m.Cymn, ay.n CxpﬂESma 54

CEPTH®IKAT AKOCTI
CERTIFICATE QF QUALITY

Haiea npoayxry: AYTIJIMMAKC®, 1a6netku ””HA T
Name of product: DUGLIMAXS®, tablets
Cuna pit: Mergopminy rinpoxnopnn - 500,0 mr; Mimenipra — 2,0 mr
Strength: Metformin hydrochloride — 500.0 mg; Glimepiride — 2.0 mg
Cepinr Ne/ Batch Ne.: SDG1006 Poamip ynaxonxn / Package size:  Ne 60 (15x4)
PeecTp. Ne/ A.R.No.: FP/0128/21 Tun ynaxoskn / Pack type: Baicrep / Blister
Poamip cepii/ Batch size: 200 000 Ta6/tab Hara saroTosienns / Mfg. date:  01.2021
Kin-Te ynaxosox / No. of packs: 3 333 Crpok nmpugarvocri/ Exp, date:  12.2022
Kpaiua / Market: UKR
Pecerpauivine noceinuennn Ne: Tepmin Aif HeoBMexennii
Registration Certificate No.: UA/12474/01/02 unlimited validity
N2 n/n Hazsa anaxisy Creungdlikanin Pesynrraru ananisy
Sr. No, Test name. Specification Test result
Onuc Beowaponi, kancynononifnoi hopmu nnoonym Binndsinae
Tabnerxkd 3 onHoro 60xy 3ENICHOTO KOABOPY, 3 IHILOro
~ Ginoro, rnancubki 3 obox Bokis. JomyckaeTses
1 MApMYDOBiCTS,
Description Capsule shaped biconvex bilayer tablets with green Complies
and white layers. Plain surface on both sides of the
tablet. Allowed marbling.
Inenrndikauis
Taistenipud HacH  yTpMMyBaiiHS  OCHOBHOTC  mika  wma | Biamominae
Xpomatorpamax: BHNpoGOBYBAHOrO i cTaHAapTHOrO
PO34MHIB, ONCPKAHKUX NPH KinbKiCHOMY BH3HauenHi,
MAKTh CRiBUIAHATH.
Memghopminy 2idpoxnopud Y®-cnextp BHIpOBOBYBaHOrO po2uHHy npenapaty, | Bianosinae
NPHIoToRaHOTO 8 po3fini «Kinskiche susnaucHiay s
obxacti min 220 uM o 360 BM nOBHMHEH MaTH
2 MAKCHMyM OOTJHHAHHA DOpH  NOBXKHEI  XBHAI
{232£2) uM,
Bapeuu (Pigment Blend PB51323 Ilpu nopapammi amowito TiomiamaTy 3’ssmaerscs | Bianosinae
3eqenull):3aniza orcud scosmuti TEMHO-4EPBOHE 3208PBACHHA POIIHHY,
fitduzoxapain V(D—cnc:crp NOFIMHAHHS BUNpoBOBYBaHoTO posunny | Bianosizae
B AianasoHi AceXpH xBmis 400-800 mv nosumHeH
MATH MakCHMyM NpH (610+4) Hm,

D it L4y £ gf
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Kuiacnrka diain

TOB «lycym Daprm
Yupaina, 02092, m.Knis,
syn, AJIMaTiHcsKa, 58

& \\ TOB «Kyeys ®apvy
. <r1r'1¢ \ iy B} 1 Cxpsting, 34
mm%@wmv ;5 ?’f—ié\‘u _
Koa 2 “

s c-ma L w‘u‘v\‘q Ll!ffpfl&m‘i,gﬂ{ﬁ&_

Ten.: ~38(044) 495-82-8R. daxc: 495-82-87 CEPTHOIKATIB \é?/’? A WWW. kusum Ge\
s i 2,8 “'*“ LA = &
\ L r l / = ; Wﬁ‘
Ne n/n Ha3zsa ananisy Creundikania by &?esyxm‘ﬂ'm‘nﬁa‘iia 4
Sr. Ne. Test name Specification % ‘;Cﬁzsd result L
: Identification . , \’iﬁifv -
‘Glimepiride In the test Assay, the relention time of principal peak | Complies /“//
1 of test solution should be.similar 1o the retention time
of standard solution.
Metformin hydrochloride UV spectrum of test solution prepared in the Assay | Complies
in range of 220 nm to 360 nm should have a
maximum at the wavelength of (232£2) nm.
Color (Pigmeni Blend PB 51323 A deep red colour is produced after addition of | Complies
Green): Iron oxide yellow ammonium thiocyanate.
Indigo carmine uv speclrum of test solufwn in range of 400 nm to | Complies
800 nm should have ‘imaximum absorbance at
(610%4) nm.
ORHODINHICTE NO30BAHHX QAHHHIIE
Memehopaminy ziopoxaopud Binnosinae sumoram,  Binnosizae
Taivenipud Binnosiaac sumoraM. Bianosizae
3 Uniformity of dosage units ‘ :
Metformin hydrochloride Complies with requirements Complies
Glimepiride Complies with requirements- Complies
CrupaficTs He 6inguie 1,0 % 0,20% -
4| Friability Not more than 1.0 % 0:20 %
PosunneHus 20 % — 40 % wuepes 1 rofauy. 29%-32%
Memdpopainy zidpoxaopud 45 % — 65 % wepea 3 roguy. 35%-63 %
He memue 85 % yepes 10 romin, 94 %
Thimenipud He menwe 75 % (Q) 32 45 xs. 93 %
3 Dissolution 20 % —40 % in 1 hour. - 29%-32%
Metformin hydrochloride 45 % ~ 65 % in 3 hours, 535%-63 %
NLT 85 % in 10 hours. 94 %
Glimepiride NLT 75 % (Q) in 45 min 9%
Cynposinui nomimku : .
Memdopatiny zidpoxnopud He 6imswe 0,2 % omumuasol gosinsar, 0,003 %
He 6insiue 0,5 % cymu gomMimox. 0,009 %
Frireenipuo Hominrxa B (CS’JIMIJOHBM!.H)M He 6umie 2,0 %. He B_mi-BJIf:HO
Hesinoma nominma - ne Binsxite 0,5 %, He anssneno
Cyma nepizonux AOMILLOK (BHKIFOYRIOMH HOMITLIKY
B) — e Bumize 1,0 %. He pusraeno
Cyma nomiwox (BxymoualoyH nomiinky B} — e
6 R a— oinbie 2,5 %. He aussneno
Metformin hydrochloride Individual impurity: NMT 0.2 % 0.003 %
Total impurities; NMT 0,5 % 0:009 %
Glimepiride Impurity B (sulfonamidc): NMT 2.0 % ND
: Unknown impurity: NMT 0.5 % ND
Total unknown impurities{excluding i impurity B): )
NMT 1.0 %. o ND
Total impurities (including impurity B): NMT 2.5 % ND
FP/0128/21 Crop./Page Ne: 2-5/0f 3
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Kuisenka dinia ; TOB «Kycym Dapy»
TOB «Kyeym @apm» ' Yipaina, 40020, m.Cyvm, syn. CipaGism, 54
Vkpaiua, 02092, m.Kuis, Ten.: +38(0542)117?-4fi:60 e ey s
BYI. AnmarHHcEka, 58 ; e-matk: info{)
Ton.: 138(044) 405.82-88, (baxc: 495-82-87 Kusum Tharin
Ne n/n Hasga ananizy Crenndrikanin W :
Sr. No. Test name Specification C?C:_ 035 m],.tq‘ 'S
Kinbkicxe BusHaueHns o0 I]j ik ]
- Memhopainy 2idpoxnopud Bin 475 mr no 525 mr 498.0 A, M
(95 % — 105 % Bin 3anBneliol KinskoCTi). (99,6 %)
Taistenipud Bin 1,9 Mr oo 2,1 mr 2,069 mr
7 (95 % — 105 % pin sasenewoi kinpkocti). (103,5 %)
Assay
Metformin hydrochloride 475 mg to 525 mg (95 % — 105 % of labeled claim) 498.0 mg (99.6 %)
Glimepiride 1.9 mg 10 2,1 mg (93 % — 105 % of labeled claim) 2.069 mg (103.5 %)
Mixpo6ionoriuna uncrora Jaranse uicHo aepoBrIX MikpoopraHiaMin
(TAMC) - ne 6insiue 10° KYOrr. <40 KYO/r
JaransHe YHCIIO APDKDKOBHX | TUTiceHEBMX rPHGIB
(TYMC) —ne Gimsme 102 KYO/r. <40 KV O/r
Bincyrsicts Escherichia colin 1 r npenapary. Bincytus
’ Microbiological purity Total aerobic microbial courit (TAMC):
NMT 10° CFU/g. <40 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 103 CFU/g. <40 CFU/g
Escherichia coli must be absent per g Absent

BHCHOBOK: / CONCLUSION:

Lpoayxt suroTosneso, ynakopano Ta npoaHanisosano 3riHo 3 RUMOTAMH PEECTPaLiHHOIO NOCRIAYeHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

TIENDAPM
HT}I U]

Binnosinae cranaapras ta sumoram GMP, Cepradixar Ne 009/2020/GMP I“ﬁ:mggégﬂﬁ
It complies with GMP standards and requirements, Certificate No. 009/2020/GMP

Jlinensis na BUPOGKHLTBO sikapehKx 3acobis: Cepia AB Ne 598054

Licence for medical products production; Batch AB No. 598054

TIPOBCACHO KOHTPOND T1-AKOCTI HA BIUICIBIHAYCHIT AinbRULL Y NOBHIM BiNoBIMHOCT] 3 BAMOTaMH GMP, BCTaHOBJICHHMH MicueBHM PEEYJIATODHIM OpranoM, a
TAKOK BIRUOBIMO Lo cneundikauiit, Mo mictaTheA ¥ peecTpauiiinoMy zocue ‘abo Toprosili minenmaii kpainn-supouuka abo Kpalhu-iMnoprepa, AKuwo
NPOLYKLLO IMNOPTORANS, 360 ¥ Hocke cneungpikanil Ha Npenapat IR NOCTI KY RGHOTO nikapesxoro 3a¢o6y, IpoTokanmt BrpoBiiniTsa, NAKyRAHHS TA aHanilie
Byno nepernaryTo Ta DCTANOBACHE BiANOBITHicTE GMP.

Lus 5 aacainyro, we #aseacka suwe iRQOpuaALis € TocTORIPHOW T4 Tounoso. Lho cepite npogykuii Synio BHpoBAEHO (BKNH0YAI0UN naxyBanHa/Mapkysanug) Ta

| hereby confirm that the above méntioned information 3s authentic and accurate. This batch of the product was manufaciured (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 authorily gs wel as
according to the specifications included in the [egistration dossier or the trado licence of a manufacturer country or importing country if the product was

imporied, or in the dossier of produ. i) be examined drug preduct. The protocols of manufaciuring, packing and analyses were reviewed and
approved in complying with GMP, % b&,
%5
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2 he“"?'ﬂ'diikanrg-.. i S :
b %fagg}m a . naGoparopielo BKS | Hauansunk BKS YnosrogaweHa ocoBa
o T QC Lab In-charge QC Head Qualified Person |
e | e vo| oo o | ool
M g/Name: b@ﬂo‘q"{‘d i KD éﬁ_uc:uz_w J_ﬁ MJ”“ dl’v ,Mﬁﬂg.\x-(ﬁﬁﬁ{&:{fﬁ{!

e Signature: e 9 L Top—
[Tignnc/Signature: 42'?" ,g i Qf',u.J - m \\ Q:’XZE 5'5‘56"‘"’{“ “ |
Hara/Date: ol A_/fr":lﬁ"/c,‘(f c:u{,l/ &3 _,;'J cs,;_{ n&\}l ﬁ;&',/{*"ﬁégﬁ/ é _]
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Kniscrka dinia g TOB «Kycys Tapy»
TOB «Kycym Dapa» . Yipaina, 40020, 31.Cymn, syn, Cxpslina, 54
Ykpalua, 02092, m.Kuis, Ten.: +38(0542) 77-46-10, dpmmt :
BYJl, ANIMaTHBCLXE, 58 e-mail: info@
Ten.: +38(044) 495-82-88, dakc: 495-82-87 &Lﬂﬁﬂ .7’ harin
CEPTH®IKAT AKQCTI
CERTIFICATE OF QUALITY
Hazera npoayicry: JYTIIMMAKC®, tabnetku
Name of product: DUGLIMAX?®, lablets
Cuna aii: Mergopminy rigpoxnopua — 500,0 mr; Taisenipna — 2,0 mr
Strength: Metformin hydrochloride — 500.0 mg; Glimepiride — 2.0 mg
Cepia Nz / Batch No.: SDG1007 Poamip ymaxoswss / Package size;  Ne 60 (15x4)
Peectp. Ne/ A.R.No.: FP/0132/21 Tun ynaxosku / Pack type: Baicrep / Blister
Poamip cepii/ Batch size: 200 000 Tab/tab Hata purorosnenns / Mfg, date: 022021
Kin-t1. ynaxondk / No. of packs: 3 333 Crpok npuaarnocti/ Exp. date: 01,2023
Kpaiua / Market: UKR
Peecrpauiitne moceinuenna Ne: TepMiA AiV HeoBMesxennit
Registration Certificate No.: UA/12474/01/02 unlimited validity
Ne n/n Hasgpa ananizy Creuubiranis PesynnraTh anasisy
Sr. No. Test name Specification Test result
Onue Heowaposi, kancynononiGHoi dopmu  meoonyxni | Bianosinae

TabrieTkit 3 0AROro GOKY 3eNeHOro KoaLopy, 3 itmoro
— Oinoro, rmagensxi 3 ofox Gokis. JlomyckacTses
i MapMypOBICTb.

Description Capsule shaped biconvex bilayer tablets with green | Complies
and white layers. Plain surface on both sides of the
tablet. Allowed marbling.

Iachrndikanin
Taistenipud YacW  yTpumymamss  ocuoBrore  mika  ha | Binnosizac
XpomarorpaMax BunpofosysaHoro | cTaHmapTHoro
PO3THHIB, ONEPHKAHMX TIPH KUILKICHOMY BH3HAYEHHI,
MaloTh CTIBMIANATH.

Memdsapainy zidpoxaapud Y®-criextp BROpoGOBYBAHOTO po3upHy mpenapary, | Bianosinse
npHrotTosasoro B poaauni «Kinkkicne Buanaycunay B
obmacti sin 220 uM mo 360 um noBwHEH MaTH

2 MAKCHMYM MOTIHHAHHA npH  JOBRKHMHI  XBHA
(232%2) um.
Bapsuux (Pigment Blend PB51323 | Tlpn ponasamni amomiio Tioianaty 3'senserscs | Bizmosinae
senenutl):3aniza okeud swosmuli TEMHO-YEPROHE 3A0aPBIEHHA PO3UHHY.
Tnduzorapmin Y®-criekTp nornHHAHHA BHApoGoByBaHoro posunny | Binnosinae

B piana3oHi AoBMHE XBHAB 400-800 tM nopuuen
MaTH MakcRMyM npu (610+4) Hm.

e
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Kuiacbra dinis

TOB «Kyeym Daprin
Yrpaina, 02092, s Kuie,
BYA. AAMATHHCLKE, 38

Ten.: +38(044) 495-82-88 . axc: 495-82-87
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Urig 0% 77 :? A -
\\*:..:::.:’/ r( i,q 5;%'3 :
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Sr. No. Test name Specification \E o\ 3*5‘“1%*{‘*3’6‘%!1%/%}’{
Identification : . \..:13_5_:;/ o~y
"Glimepiride In the test Assay, the retention time of principal peak % f—f//
of test solution should be similar ta the retention time -
of standard solution.
Metformin hydrechioride UV spectrum of test solution prepared in the Assay | Complies
in range of 220 nm to 360 nm should have a
maximum at the wavelength of (232+2) nm.
Color (Pigment Blend PE 51323 A deep red colour is produced after addition of Complies
Green). Iron oxide yellow ammonium thiocyanate.
Indiga cannine UV spectrum of test solution in range of 400 nm to | Complics
800 nm should have Jinaximum. absorbance at
(610=4) nm.
OnuopinuicTs no3oranuxX oxsHuLE )
Memdpopiny zidpoxaopud . Bianosinae BrMoram. Bianosinae
Frisenipud Biauosigae sumoram. Binnosizae
3 Uniformity of dosage units )
Metformin hydrochloride Complies with requirements Comphes
Glimepiride Complies with requirements Complies
Crnpanicts He Ginstwe 1,0 % 0,13%
Ll T Not more than 1.0% 0.13 %
Pojuunenns 20 % — 40 % uepes 1 roamy. 29%-31%
Memdopainy 2idpoxaopud 45 % — 65 % uepea 3 TOANHU, . 54 % - 59%
He menwe 85 % uepey 10 roaus. 92 %
Tisenipud He menwe 75 % (Q) 3a 45 x&. 92 %
> | Dissolution 20 % - 40 % in 1 hour. 29%-31%
Metformin hydrochloride 45 % ~65 % in 3 hours, 54 %-59%
NLT 85 % in 10 hours. 92.%
Glimepiride NLT 75 % (Q) in 45 min 929%
Cynposiani aominmm T g
Memdhopainy 2idpoxropud He 6inbuie 0,2 % ONHHIYHOT AOMILIKH, 0,003 %
He Gimsute 0,5 % cymi nosiuiok. 0,008%
Taimenipud Hoisitirka B (cymslorastiz) — ne Ginsure 2,0 %. He nrsanerso
HesinoMa posittixa — ue bimsuie 0,5.%. He susBaen0
Cyma Hesizomux ROMIMIOK-(RHKTOYAI0I TOMILIKY
B) — e Binsize 1,0 %. He snaanéno
Cyma gominiox (Bimovaioun ,uommxy B)}—ue
b Related substances Gimstnie 2,5 %. He snamneno
Metformin hydrochloride Individual impurity: NMT 0.2 % 0.003 %
Total impurities: NMT 0.5 % 0.008 %
Glimepiride Impurity B-(sulfonam ldc)NMT 20% ND )
: Unknown pnpurity: NMT 0.5% ND
Total unknown impurities {excluding impurity B):
NMT 1.0 %, . ND
Total inipurities (including imipurity B): NMT 2.5 % ND
|
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Kniscura ginin . TOB «Kycym ®apa»
TOB «Kycym dapm» Vipaina, 40020, ».Cymu, sya. C nﬁm, 54
Yxpaina, 02092, ».Kuis, Ten.: +3 8(0542)‘17"7?6- 10,4
A. Almariaebka, 58 c-masl; mro(@xs
'Ig:h.: +38(044) 495-82-88, danc: 495-82-87 mﬂlﬂ ffmrm A
ﬂﬁ <KYCYM DAPM» | £
Ne nifn Ha3pa anamisy Creundyixanin ‘% waatsisy.J
Sr. No. Test name Specification N Té%%tg%“;“ ,6'/
KinnkxicHe BH3HavenHs J%W
Mempopatiny eidpoxnopud Bixg 475 mr go 525 wr 485,9 :
(95 % — 105 % pin sanenenoi kiaskocTi). (97,2 %)
Tnizvenipud Biz 1,9 mMraoo2,l'mr 2,017 mr
7 (95 % — 105 % Bin 3aasncHol KiABKOCTI). (100,9 %)
Assay
Metformin hydrochloride 475 mg 10 525 mg {95 % — 105 % of abeled claim) 485.9 mg (97.2 %)
Glimepiride 1.9 mg to 2.1 mg (95 % — 105 % of labeled claim) 2.017 mg (100.9 %)
Mixpobionoriuna aucrora 3arambHe wHCNO agpoBHIX MiXpoOpraHiaMin
(TAMC) - ne Gimsie. 10? KYO/T, <40 KYQ/r
3araisne 4ncio APDKKORNX i Mnicenesux rpubis
{TYMC) —ne Ginsme 107 KY O/ <40 KYOQ/r
Bincytnicts Escherichia coli B 1 r npenapaty. Bincyts
8
Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <40 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g. <40 CFU/g
Escherichia coli must be absent per g Absent J

BHCHOBOK: / CONCLUSION:

Hpogyk siroTosneno, ynakosano Ta npoasanizoase.ariano 3 BHMOraMy peecTpauifinoro nocrizgenns,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

I,

. : 'A:Hn'q’"‘itfﬁi-mﬁ
Bixnosinae cranaapTam Ta umorad GMP., Cepradiixar Ne 005/2020/GMP “3‘};’;58%
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP CEFTYtbicarzg
Jlivenszis ka BupofinuuTBO Aikapcskux 3acobin: Cepia AB Ne 598054
Licence for medical products production: Batch AB No. 598054

Llum 7 3acBinuyto, 0o waseacHa BHILIC inOPMailis £ QOCTORIPHOK Ta TOWHOI. Lo cepito npoayxuii Syno sipobaeno (BKIIOHAI0NH 11AKYBAHIA/MAPKYBEHIA) TA
NPOBSACHO KOHTPOSL ii AKOCT Ha BUIICIaInaYCHiTt pinbr y nosdifl BianosianocT 3 Bimoramn GMP, BCTRHOBICHUMH MiCLIEBHM: DETYASTOPHHM OPTAHOM, &
TAKOK BIATIOBINHO A0, cnenn(ixauil, Wo MiCTATECE Y PCecTpauilidoMy Aocke ab0 TOprosili minensii kpainn-pnpobuuxy afio kpaimu-imtoprepa, Ao
TpOAYKUiY iMiopToBAaKO, 360 ¥ LockE crettidikatili Ha npenapar ana nocAimwypanore nikapckkoro sacofy. [potoxenn BHPOBHIILTRA, TAKYBAKHA Ta oHANizie
Y50 nepernanyTo T4 ReTAHOBAEND BiAnosianicTs GMP.

1 hereby confirm that the abave mentioned informarion is autbentic and accurate. This batch of the product was manufactured (including packing/marking) and
its quality conirol was performicd'at the site mentioned abave in full concordance with the requircments of GMP ineposed by local regulatory authority as well as
according.to the specificalions included in the registration dossier or the- trade. licence. of a- munufacturer country or importing countty if the product was
imporied, or in lhe dossier-of product-specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed und
approved in complying with GMP:

patopieto BKST | Hauansuug BK ST ¥YnosHoBaxeHa ocoba
_ HTHG K, -charge: QC Head Qualified Person
B o g 2 / Ve C }‘:: V_f [
Im’a/Name: oy L b opaccies [ b Pv-’l.a')vl ‘CHMG/{'L iﬁf"‘f"'m{c‘-‘{fégij,z.' ‘__E;;f";
Miamue/Signature: A ',.,u,, - {3\\\0 : c}'sii'}{“{f Léc 565‘13;-/
Hata/Date: LAIEY JE f&\ 02)'] 2| B3/ T 5
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Kuipchka dinis TOB «Kycym Oapy»
TOB «Kycysm ®apan yxpai'Ha 40020 M.Cymi, Byt
Yipaina, 02092, s Kuis,
BYJI. AJIMaTHHCEKa, 58
| Ten.: +38(044)495-82-88, dakc; 495-82-87 Kusum Pharm
CEPTHOIKAT AKQCTI
'CERTIFICATE OF QUALITY
Haisa npoaykry: OYTHHUMAKC®, tafnern
Name of product: DUGLIMAX?®, tablets
Cuna nii; Merdopminy rinpoxnapui — 500,0 Mr; Pnimenipan — 2,0 Mr
Strength: Metformin hydrochioride — $00.0 mg; Glimepiride — 2.0 mg
Cepis Ne / Bateh No.: SDG1010 Poamip ynakosku / Package size:  Ne 60 (15x4)
Peecrp. Ne/ A.R.No.: FP/0187/21 Tun ynakesxu / Pack type: Enicrep / Blister
Po3mip-cepii/ Batch size: 200 000 rab/tab JlaTa BHTOTOBACHHA /-'Mfg_. date:  03.2021
Kir-rb ynaxosox / No. of packs: 3 333 Crpox-npupataocri / Exp. date:  02.2023. B
Kpaina/ Market: UKR
Peccrpauiiine nocsinuennn Ne: TepMiH Al HeoBMerkenuit
Registration Certificate No.: UA/12474/01/02 unlimited validity
- Ne-n/n Hasea anasnizy Creundirania PesynLTaru ananisy
Sr. No. ‘Test.name Specification Test result
Onie Heowaposi, xancynonofiGHoi  dopmu ,nsoonyxm Bianosinae

Tabuierid 3 omHord Boxy senekoro XOTIEOPY, 3 IHNIOND
- Gmom, rnancupki 3 ofox ‘Gokis, Jomyckaersca

| MapNyPOBICTE.
Description Capsule shaped biconvex bilayer tablets with green | Complies

and white layers, Plain surface on both sides of the
tablet, Allowed marbling,

InenTudikauia
Trisenipuo Yacu YIPHMYBAHHA  OCHOSHOTO  miKa  Ha | Binosinae
xpomamfpauax' BHOPOGOBYBAHOTO i CT2aHAAPTHOTO
,po:mm-[m ONEPKAHIX IPH KiNbKICHOMY BH3HAGeHHI,
MaIOTh CHiBManaTH.

Menidiopminy eidpoxropud Y®-cnexp nmlpoﬁoaynaﬂoro PO3UHHY mpenapaty, | Bianosinae
TIpHroToBaHore B pesnidi «Kinsxicue susHauenus» s
-obnacti Bin 220 HM jgo 360 HM fIOBHHEH MaTH

2 MakCHMyM [O[MAHAHHA 0OPH HOBKMHI  Xx@H7i
(232+2) nm.
Lapenuk (Pigment Blend PB51323 Hpy norapammi amoriro TiowianaTy 3'asnscrsca | Binmosinae
senenytl): 3anisa oxeud scpamuly TEMHO-4CPBOHE 3abapaiicHH PO34KHY,
Biduzoxapmin Y®d-cnextp TNOT/IHHAHHE BANPOGOBYBAHOTO po3ymsy | Bianosiaac

B manasom ROBXEH XBHIb 400-800 M monumen
MaTH MaKciMyM mpH (6 IOM) HM.

erHgikau it
e on 20075891

CEPTHOWATIE

J
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KuYecbka ¢inis

TOB «Kyeym Oapmy
Yxpaina, 02092, M. Kuis,
BY/. ANMAaTHHCBKE, 58

_ ~ TOB «Kycym $ra
YKpa?Ha, 40020, M.CYMH,— £

KRR
AN e

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

Ne n/n Ha3zga axagisy Crenudixauin
Sr. No. Test name Specification 3
5 ; 2 e
Identification THA, %
Glimepiride In the test Assay, the retention time of principal peak | Complies
of test solution should be similar to the retention time
of standard solution.
Metformin hydrochloride uv spectrum of 1¢st solution prepared in the Assay | Cooiplies
in rauge of 220 nm 1o 360 nm should have a
maximum at the:wavelength of (232=2) nm.
Color (Pigment Blend PB 51323 A deep red colour is produced. after addition of | Complies
Green): Iron oxide yellow ammonium thiocyanate,
Indigo carmine UV spectrum of test-solution in range of 400 am to Complies
800 nm should have mmaximum absorbance at
(610+4) nm.
OZRHOPIAHICTS N030RAIX OAHHHIE
Memdpopainy 2i8poxnopud Binnosinae sumoram. Binnosinae
Faimenipuo Binropinae Bumoram. Binnosizae

? Uriformity of dosage units
Metformin hydrochloride Complies with requirements Compiies
Glimepiride Complies with requirements Complies
CrupanicTs He Ginsme 1,0 % [ 0,41 %

4 Friability Not more than 1.0 % 0:41 %
Posyuitness 20 % - 40 % yepea 1 roauuy. 28%-32%
Merir@opafi;fy 2idpaxnapud 435 % — 65 % 4epes 3 Toanuu. 51%-358%

He Menme 85.% uepes 10 roauu. 95 %
Tairenipud He memue 75 % (Q) 3345 xB. 88 %
* | Dissolution 20 % - 40 %.in 1 hour. 28 %-32%
Metformin hydrochloride 45 % — 65 % in 3 hours. 51 %-58%
NLT 85% in 10 hours. 95 %
Glimepiride NLT 75 % {Q) in'45 min 88.%
Cynposiani noMimkn
Memepopminy.zidpoxiopud He 6Ginbiué 0,2 % onmnraiod AOMIKH, He snssnero
He Ginbioc 0,5 % cymu acrimox, He aussrieuo
Tnisenipuo Homika B (cymﬁ;o:—;amn) - e Ginviue 2,0 %, 0,083
Hesiyoma nomiumca — e Ginsiue 0,5 % He suanieno
Cyma HepiaoMux qoMiniok (BHKJI!O‘-{M-O'-IH OoMiLxy
B) —~ e Sinse 1,0 %; He sussaeno
Cyma zomiwox (Bmﬁqamqu ‘noMitxy B) - ue
0, 0,

6 Related substances Gimme 2,5 %. 0,083 7

Metformin kydrochloride Individual impurity: NMT 0.2 % ND
Total impurities: NMT 0.5 % ND

Glimepiride Impurity B (sulfonamide): NMT 2.0 % 0.083 %
Unknown i meum.y NMT 0.5 % ND
Total uriknown impurities (cxcludmg impurity B):
NMT 1:0%. 7 i _ ND
Total impurities (including impurity B): NMT 2.5 % 0.083 %

FP/0187/21 Crop./Page Ne: 2 3/0f 3
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KuiBcbka dinin
TORB ¢Kycyis Oapnay
Yxpaira, 02092, m.Kuiz,

) TOB «Kycym Dapnn
Ypaina, 40020, m,Cymm, Byn. 61

. Amvariuckbka, 58 ; e-mail: inf
'}mm,: +38(044) 495-82-88, daxc: 495-82-87 Kicsum Pharm
Z 572
(S P :
o, («I\'yf\’lr rjx\x\p\.lr”'
Ne iin Ha3ga ananisy Cneundikania > Peaynpyarn aHaNi)
| Sr, No, Test name Specification. N ;['e'siuesu]{fﬁ” R
Kimexicne susnavenys _ 7 , > S OIRGL
Memgpopsiny zidpoxaopud Bia 475 s no$25 mr 40873
(95% ~ 105 % bin 3assnenc! xinnkoeti). (99,7 %)
Taisenipud Bial9mra02,]1 mr 1,963 mr
7 (95 %~ 105 % Bin 3assneHol KinLkocTi), (98,2 %)
Assay
Metformin hydrochloride 475 mg 10525 mg (95 % -- 105 % of labeled claim) 498.5 mg (99.7 %)
Glimepiride 1:9mgto 2.1 mg (95 % - 105 % of labeled claim) 1,963 mg (98.2 %)
MixpoGionoriuna wiscrora SaranisHe yueno aepobHix MIKpooprasiamis 4’
(TAMC)~ 1 Sinsie 108 KYOrr, <40 KYOQ/r
3arannHe wiHcio APDKKOBHX | wicencBIX rpubis
{TYMC) ~ne 6inbiue 102 KYO/r. <40 KYOrr
Bineyraicts Escherichia colie 1+ Tpenapary. Bincyrhs
8 o
Microbiological purity Total aerobic microbial Gount (TAMC):
NMT 10° CFU/g, ' <40 CFU/g
Total combined yeasts/maulds count (TYMC):
NMT 10 CFU/g. <40 CFU/g
Escherichia coli must be absent per g Absent.

BUCHOBOK: / CONCLUSION:

Hponyxr BHI'OTOBJIEHD,. YIAKOBAHO Ta NPOAHANIIORAHO.ATIHG 3 BUMOTaMU peec-jpauiﬁ}{oro_nocnimgnm.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.
Ceptniikar Ne 009/2020/GMP
Certificate No. 009/2020/GMP
Cepin- AB N 598054

Batch AB No. 598054

Bianosinae crannapram Ta Bumoram GMP,
It complies with.-GMP standards and requirements.

Jlinensis na supoGinaiTao NiKapCEKHX 3ac06iB:
Licence for medical products production:

S
Lsn s 3agpizrryio, wo HaseeHa Biillle iuq)_op_mauixrc.nomnipumo"ra-'mu_»oro. Llte cepito npofyxuil Syno Bupobaeno (Brmovauy TMOKYBaHHA/MAPKYBAHHR) T8
FPOBEASHO KOHTPOMb TF SKOCTE HE BHUIRIASHAYCH T bt foauilt Bianosinietis spMorani GMP, BCTAHOBMCHIMI- MiCUCBH PETYAATAPHHM Oprakom, a
TaXOK' BIANOBINKO no creumdikauil, wo. MICTATECA y peccTpaiiitoMy zocet abo’ Toprosifi JUEHAT KpaiRi-BHpOSHNKS 280 kpaiuu-iMiopTepa, AKULo
MPOLY Uik iMnopToRaHC, 860 y oche cnsundikauiil na npenapar AAR BOCHIIKYBIHOTO. NikAPSLKOTO sacoby, Hpoetokonn BHPOGHHUTE, IAKYBRHUA Ta aHANiliE

Syno-nepernsiyTo Ta BeTaHOBNEHO, BiaNcsinHicTs. GMP,

[ hereby confirm that the sbove mentioned informaion is authentic and-accurate. This batch of the product was manufactured {including packing/marking) and
its quality tontrol was performed at-the site mentioned above in full concordance with the Tequirements-of GMP imposed by local regulatory authority as well as

according 1o the Specifications. included ‘in the. registration -dossicr-or the ‘trade licence: ‘:o'f'a_manufacmrer,cpunuy or importing ‘country if the product was

%
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A\ ?@ﬂaﬁopampipm BKS | Hauansnuk BKA YnosHoBaxexa ocoba
33z IS Lab In-charge QC Head Qualified Person —
IM,"afName: A L éﬁcmﬂf . 939"’ \C';("“‘h' %&u%@;{; ﬂf/ ,
- 3 = M/'
Iinnuc/Signature: (‘_’é‘é .—J'Q 2 ;\ [I\n\w %ffﬁ%éw
| Zera/Date ./S//ﬁﬁ/dy 5{[ o3(ar ay) 051 2 3 ”/é’b’ /d, 7 7
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