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CERTIFICATE OF QUALITY
Ha3ssa npoaykry: AYLITUMAKCS, 1abnetku -
Name of product: DUGLIMAX®, tablets
Cuna aii: Mertdopmity rigpoxnopnn ~ 500,0 mr; Cnimenipna — 2,0 Mr
Strength: ; Metformin hydrochloride — 500.0 mg; Glimepiride ~2.0 mg -
Cepin Ne/ Batch No.: SDG1005 Po3mip ynakoskn / Package size:  Ne 30 (15x2)
Peecrp. Ne/ A.R.No.: FP/0127/2] THn ynakosku / Pack type: Bnicrep / Blister
Poamip cepii/ Batch size: 200 000 Tab/tab | Jlata BaroTosneuna / Mfg. date:  01.2021]
Kin-rn ynakosox / No. of packs: 6 666 Crpok npunaTiocti/ Exp. date:  12.2022
Kpaina / Market: UKR
Peecrpaniiine nocsiguenns Ne: TepMiH Ail HeoGMexeHni
Registration Certificate No.; ___ 02/ 12474/01/02 unlimited validity
Ne /n Hasea ananisy Crenudixanis- Pesynsratn ananisy
Sr. No. Test name Specification Test result
Omic. Hsomaposi, kancynononi6uoi ¢opmu asoonyxni | Bianosinae
TaOnerkH 3 ofHoro GoKy 3eleHOro KOIbLOpY, 3 iHlore
~ Ginoro, rmazensxi 3 o6ox Gokis. Jomycraersca
1 g MapMypOBiCTE,
Description Capsule shaped biconvex bilayer tablets with green | Complies
and white layers. Plain surface on both sides of the
tablet. Allowed marbling.
InenTudikauis 5
Trimenipuo . YacH  YIpDHMYBAHHS  OCHOBHOrO  nixa  na | Binnosinae
XpOMaTorpamMax BHNpoGOBYBAaHOIO | CTaHAapTHOIO
PO3YHHIB, OACPKAHHX MIPH KIILKICHOMY BHIHAYEHHI,
MalOTh CRiBMNAAATH. »
Memdopminy zidpoxnopud Y®-cnextp sunpobonysatioro po3yMHy npenapaty, | Bianosizac
NPHTOTOBAHOTO B po3Aiai «KiNbKicHe BH3HAYESHHA» B
obsiacTi sin 220 M Ao 360 HM NOBHHEH MaTH
2 MaKCHMyM TIOTIMHAHHA NpH  JOBXHHI  XBHX]
(232+2) um. .
Bapenux (Pigment Blend PB51323 | Ilpn nomasauni amoniio TionjaHaty 3'sEasersca | Binnownipae
senenutl):3aniza okeud scosmuill TEMHO-9€pBOHE 3a0apBNCHHA PO3YAHY,
1 Induzokapmin Y®-cnextp normaHanug BunpoGoByBanoro posunHy | Binnosixae
B Aianiasosi nomxnx xsHis 400-800 uM nosuues
MATH MAKCHMYM 1ipH (610£4) um,
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Ne n/n Haina anazizy Cuenséikaitia él’éﬁfmf‘@a’dh‘ﬂ
Sr. No. Test name Specification \g\ueflfes&heesmt "
A Identification } A
-Glimepiride In the test Assay, the retention time of principal peak
of test solution should be similar to 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 (23242) nm.
Color (Pigment Blend PB 51323 A deep red colour is produced after addition of | Complics
Green): Iron oxide yellow ammonium thiocyanate.
Indigo carmine UV spectrum of test solution.in range of 400 nm to Complies
800 nm should have imaximum absorbance at
(610+4) nm.
OnnopianicTs RO30BaHKX OAMHHLL
Memdgbopaminy 2idpoxaopud Bianosigae BuMoram. Bianosinae
Iinenipud Binnosinac umoram. Bianosingac
: Uniformity of dosage units
Metformin hydrochloride Complies with requirements Complies
Glimepiride Complies with requiremerits Complies.
CrHpaHicTs He 6Ginvme 1,0 % 0,19%
4 | Friability Not more than 1.0 % 0.19%
Po3unuenns 20 % — 40 % uepes 1 ronusy. 32%-33%
Memdbopminy 2idpoxiopud 45 % — 65 % uepes 3 roaHsEH, 51%-57%
He menute 85 % vepes 10 roans. 94 %
Taisenipud He menwe 75 % (Q) 32 45 xs. 95 %
5 Dissolution 20 % —40 % in 1 hour. 32%-33%
Metformin hydrochloride 45 % ~ 65 % in 3 hours, 51%-571%
NLT 85 % in 10 hours. 94%
Glimepiride NLT 75 % (Q) in 45 min 95 %
Cynposinni nomitxu
Memdgopminy zidpoxnopud He 6imbine 0,2 % OaMHUYHOT JOMILIKH. 0,003 %
He Ginpwe 0,5 % cymu nominiok: 0,006 %
Iristenipud Houitxa B (cynsonamin) ~ e bigsiue 2,0 %. He Buseneno
Hesinoma nomituxa — e Ginsnie 0,5 %, He sussneno
Cyma HeBioMHX JOMILIOK (BHKILIOYAIONH AOMiLIKY
B) - ue Ginsme 1,0 %. He susasneno
Cyma zromitox (BrIoaiodu qoMitky B) - ve
6 Related substances 6imwe 2,5 %. He Bussneno
Metformin hydrochloride Individual impurity: NMT 0.2 % 0.003 %
Total impurities: NMT 0.5 % 0.006 %
Glimepiride Impurity B (sulfonamide): NMT 2.0 % ND
Unknown impurity: NMT 0.5 % ND
Total unknown impurities (excluding impurity B);
NMT 1.0 %. ] ND
Total impurities (including impurity By: NMT 2.5% | ND
FP/0127/21" Crop./Page Ne: 2 3/0f 3
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Ne n/n Ha3ga ananisy Crenudixanin o RESFRR AT
Sr. No. Test name Specification \* ¥
KinbKiche BA3HAYCHHA ‘ , ATHA, u.
Mempopminy eiopoxropud Bin 475 mr po 525 mr 502,6 )
(95 % — 103 % sin 3asBneHOl KinhKoCTi). (100,5 %)
Trivenipuo Bin 1,9 mr 02,1 mr 2,002 mr
7 (95 % — 105 % Big 3aseacHOl KiBKOCTI). (100,1 %)
Assay
Metformin hydrochloride 475 mg to 525 mg (95 % — 105 % of labeled claim) 502.6 mg (100.5 %)
Glimepiride 1.9 mgto 2.1 mg (95 % — 105 % of labeled claim) 2.002 mg (100.1 %)
Mikpobionoriuna yucrora 3aransHe YucHo aepobHUX MIKPOOpPTaHi3MiB
(TAMC) - 1e Gimsme 10° KYO/r. <40 KYO/r
3aramsHe YHC/0 APIKIKOBHX i nniceHenix rpubis
(TYMC) — ne.Gimsue 102 KYO/r- <40 KYO/r
Bigcyrsicts Escherichia coli B 1 r npenapary. Bincyrns
8
Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <40 CFU/g
Total combined yeasts/moulds count (TYMC): o
NMT 102 CFU/g. <40 CFU/g
Escherichia coli must be absent perg Absent
BHCHOBOK: / CONCLUSION:

[IposykT BUrOTOBNEHO, YIIAKOBAHO T NPOAHANIZOBAHO 3riJHO 3 BUMOTAMM PeeCTpallifiHOroe NoCcRiaNeH A,
The product is. manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosiaae crannapram Ta Bumoram GMP, Ceptudikar Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
JlineHsis Ha BUpoGHNLITBO Nikapchkux 3acobis: Cepis AB Ne 598054

Licence for medical products production: Batch AB No, 598054

Liim 2 3acningyi0, 10 HaBcACHA-RULLG iHGOPMaILIA € JOCTOBIPHOIO Ta TOYHOIO, Ll cepilo nponykuii 6yn0 BipobieHs (BKAIOYAIOYH NAKYBAHHA/MADKYBAHHS) TR
NpoBEACHO KORTRONE 1 AkOCTi Ha sume3asnaycnili nimbanui y- nosrilt Bignosianocri 3 Bumoramu GMP, BCTRHOBIEHUMH MICILSBHM PCTYATOPHIM ODIaHOM, 1
TAKOX RianoBiaHO Ao cncumdixauifi, mio MicTATMCR y peccrpauifiiomy adcse aBo - voprosift niuemsil kpafiu-aupobunxa abo kpalhu-iMnoprepa, akiwio
npoAyxuilo iMroproBano; abo y Aocke cnemdiikauill Ha NPENapaT V1A JOCTAKYBAHONO AiKApCEKOrO 3acoby. [IpoTokoni BPOBNKUTES, IAKYBSHHA T4 aRWIIIB
6yz10 nieperasuyTo Ta BETaHOBCHO BianosiaficTs GMP. )

Jhereby confinm that the above mentioned information is authentic and accurate. This baich.of the product was manufactured (including packing/markivig) and
its quality conitrol was perforimed at the site mentioned 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 a manafacturer country or importing country if the product was
imported, or in the dossicr of product specifications for thie examined-drug product. The protocols of manufcturing, packing and analyses were reviewed and
approved in complying with GMP. '
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i CERTIFICATE OF QUALIT
EFPET L _?:

Hazgea upoayxry: AVTITUMAKC®, Tabnerxi “_‘/
Name of product: DUGLIMAX®, tablets :
Cuaa gif: Merdgopminy rigpoxnopua — 500,0 mr; Cnimenipua ~ 2,0 mr
Strength; Metformin hydrochloride — 500.0 mg; Glimepiride — 2.0 mg
Cepin Ne/ Batch No.: SDG1601 Po3mip ynaxoskn / Package size:  Ne30 (15x2)
Peectp. Ne/ A.R.No.: FP/0055/21 Tun ynakosku / Pack type: Baicrep / Blister
Posmip cepii/ Batch size: 200000 Tab/tab Hats BuretoBaenna / Mfg, date:  01.202]
Kin-1n. ynaxosow / No. of packs: 6 666 Crpox npupaTiocri/ Exp, date:  12.2022
Kpaina / Market: UKR
Peecrpauiiine nocrigaenns Ne: e TEPMiH Aif HeoBMexeHH
Registration Certificate No.: UA/12474/01/02 unlimited validity

r.Nh n/n

Sr. No.

Hasga anaxisy
Test name

Cneundixanin
Specification

PesyawTarn anaisy
Test result

Onue

Description

Jpowaposi, xancynononiGuoi dopmn  aBoOmyXNI
Tabnetky 3 oaHoro Goky 3emeHOTO KOILOPY, 3 iHworo
— Ginoro, maneneki 3 ofox Goxie, Jlonyckaetsesn

MapMypOBICTh, ]

Capsule shaped biconvex bilayer tablets with green
and white layers. Plain surface on both sides of the
1ablet. Allowed marbling.

Bianosinae

Comiplies

Irentupixauin
Taisvenipud

Mempopminy 2idpoxnopud

bapenux (Pigment Blend PB51323
senetinl). 3aniza oxctd scosmuri

Induzorapatin

YacH  yTpMMYBAHHA  OCHOBHOFO  nika  Ha
XPOMATOrpaMax BHMPOGOBYBAHOTO i CTaHOaPTHOIO
POIHHNIB, OACPKEHHX MPH Ki/ILKICHOMY BASHAYCHHI,
MAIOTh CTIiBnanaTH.

Y®-cnexrp BunpoGosyzanoro PO34HHY Apenaparty,
fpuroroBaroro B posaini «KinkkicHe Buanauenis» s
obmacri Bin 220 uM 0 360 HM nOBMHCH MaTh
MAKCHMYM [OTJMAGHHA IIPH  JIOBXHHI  XBHIi
(23242) nm,

Ilpn nopasanni amowiro Tioujanaty 3'seascrscs
TEMHO-YCPROHE 3a0ap BNEHHA POFUHIY.

Y®-cnewTp nornmuanus BHNPOBGoBYBaHOrG pO3uHHYy
B Rianazoni nomkHH xBwas 400-800 M mobumen
MaTi MAKCHMYM TpH {610+4) am.

Bianosigae

Bianosinae

Binnosinae

Bianosinae

«FNETOAPM
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Sr. No, “Test name Specification \\:e ;_,'l‘,_@%g Y
Identification _ ' . e :? y
| Glimepiride In the test Assay, the retention time of principal peak ==
of test solution should be similar to 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
maximarn at the wavelength of (23242) nm.
Color (Pigment Blend PB 51323 A deep red colour is produced after addition of | Complies
Green): Iron oxide yellow ammonjum: thiocyanate,
Indigo carmine uv Spcctmm of test solution in range ‘of 400 nm to | Complics
800 nm should have maximum absorbance at
(6104) nm.
OnHopiasicTs NO30BAMMX GIHHHLE .
Memdpopminy zidpoxropud Bianosinae sBuMoram. Bignosiaac
Frimenipud Bianosinae Bumoram, . Binnosizae
3 Uniformity of dosage units |
‘Metformin hydrochioride Complies with requirements Complics
Glimepiride Complies with reguirements Complies
Crupasicts He 6imnme 1,0 % 0,15%
| Friabitay Not more than 1.0 % 0.15%
PozgunesHs 20 % 40 % 1epes 1 roanny. 27%-35%
Memdopminy zidpoxnopud 45 % - 65 % 4epes 3 roguan. 49 % - 64 %
He menwe 85 % uepes 10 ropun. 94.9%,
Faimenipud He meume 75 % (Q) 32 45 xa. 87%
3 | Dissolution 20 % —40 % in 1 hour. 27%-35%
Metformin hydrochloride 45 % — 65 % in 3 hours. 49%-64%
-NLT 85 % in 10 hours. 94%
Glimepiride NLT 75 % (Q) in 45 min 87 %
Cyn"posi,uﬂi_ JOMIIKH :
Memdropatiny zidpoxropud He 6imwe 0,2 % ommuunoi aoMimkm, 0,013 %
He 6imee 0,5 % cymu nomimox. 0,020 %
Crirtenipud Jomimka B (cymrbonamn) Hc Gume 2,0 %. He singnero
Hesinoma nomitika — He Ginbme 0,5 %, He sugsnetio
Cyma neninoMix JIOMIIIOK (BHIIOUAIOTH ZOMILLKY
B) — se 6insute 1,0 %. He suanneso
Cyma nomiwok (sximouarcan gomitnky B) — e
; o
6 Rkl cibitnces Gineme 2,5 %. He Buagneno
Metformin hydrochloride Individual impurity: NMT 0.2 % 0.013%
Total impurities: NMT 0.5 % 0.020 %
Glimepiride Jmpurity B (sulfonamide): NMT 2.0 % ND
Unknown impurity; NMT 0.5%. ND
Total unknown impurities | (excluding impurity: B)
NMT1.0%. ) _ ND
Total i impurities (including impurity B): NMT 2.5 % ND
FP/0055/21 Crop./Page Ne: 2 3/of 3
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Ne ni/nn Hasna ananizy Croenudivauia \%)\mnmyﬁﬂwhy
Sr. No. Test name. Specification ] S <
Kinskicte BH3HAYeHA ey A =
| Mem@opainy eidpoxnopuo Bin 475 mr no 525 mr S
(95 %~ 105 % Bin 3aABNEHOT KiNbKOCTI). (96,5 %)
Taisenipud Bin 1,9 mr oo 2,1 Mr 1,977 mr
7 (95 % — 105 % Bia sasBiaeHo] KiabkoCTI). (98.9 %)
Assay
Metformin hydrochloride 475 mg to 525 mg (95 % — 105 % of labeled claim) 482.6 mg (96.5 %)
Glimepiride 1.9 mg to 2.1 mg (95 % — 105 % of labeled claim) 1.977 mg (98.9 %)
MikpoGinsorisHa yncToTa 3aratebhe YHCIIO ASPOOHHUX MiKpoopraHimis
{TAMC) — ne Ginswe 10° KYO/r. <40 KYO/r
3aranbHe YHCNO APDKAKOBHX | TUTiceHeBMX TPUGIB
(TYMC) ~ 1e 6insite 102 KYO/r. <40 KYOir
Bincymicts Escherichia coli 8 | r npenapary. Bincytns
8
Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g. <40 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g. <40 CFU/g
Escherichia coli must be absent per g Absent

BHCHOBOK: / CONCLUSION:

HpoayxT BUroTORMNEHO, YAKOBAHO T4 [IPOAHANIZORAHO 3T AHO 3 BHMOTaMH peecTpalifgoro nocsiuen s,

The product is manufactured, packed and analyzed as per. requirements of Registration Certificate. ' “mﬁgbi'm
Bianoginae cTanaaptam T2 suMoram GMP. Ceprudirar Ne 009/2020/GMP '“2:;“%‘6‘3‘3&‘51“ :
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP -
Jliuenais Ha BHpoGHUUTEO NikapchKUX 3ac0Bis: Cepin AB Ne 598054

Licence for medical products production: Batch AB No. 598054

1M 5 3acBinsyio, o HABCASHA BHLIE indOPMAILT € AoCTOBIpHOIO Ta TouHo. LLIo cepiio npoaykiil Gy o BHpoBICHO (BKHOYAIOHH NAKYBaRHA/MapKYBaHHH) T4
NPOBEACHO KOHTPOAL 1T AXOCTI HA BHDe3adIMayeHilt AINBHMLL y nosnil sianoBinHOCY 3 BMOraMy GMP, BCTaHOBNCHHAMY MICUEBHM DErYNATOPHIM OPrasqoM, 4
TAKOA BIAIOBIAHO A0 cncwiixauiil, wo Miersrscs v peecTpaniiinoMy mocke abo Topromil niucHail kpaii-snpoSunka abo KpalHi-iMIopTepn, AKIO
npoAykuilo iMnoprosano, abo y aocte cneuwndixauiii wa npenapat s AocalKyBaROTO AikapekKkoro 3acoby. [poTOKONH BHPOGKHLTBA, NAKYBIHAA T3 aHANINE
Gy710 NIEpernanyTo Ta BCTAHOBALHO BiANOSiARicT GMP,

I hercby confirm' that the above mentioned information i aythentic and accurate. This baich of the product was manutactured (including packing/marking) and
its quality control was performed at the site mentioned above:in full concoidance with the requirements of GMP imposed by lecal regulatory authority as well as
according to the specifications included in the registration dossier or the trade licence of a manufacturer country or importing country if the product was
imported, or in the dossier of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and
upproved in complying with GMP,

/Ban, naGopatopiero BKS | Hauansuuk BKS YnosHobaxeHa ocoba
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