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CEPTHOIKAT AKOCTI

CERTIFICATE OF QUA -
Hazpa npopyxry: AYTTIMMAKC®, Tabnerxn e
Name of product: DUGLIMAX®, tablets '
Cuaa pii; Merdopnminy rigpoxnopsn — 500,0 mr; Trimerntipua ~ 1,0 mr
Strength: Metformin hydrochloride - 500.0 mg; Glimepitide — 1.0 mg
Cepist No/ Batch No.: SDHI100] Po3mip ynaxoekn / Package size:  Ne60 (15x4)
Peectp. Ne/ A.R.No.: FP/0135/21 Tun ynaxosku / Pack type: Brictep / Blister
Posmip.cepii/ Batch size: 200 000 rat/tab Hara sarovonaenns / Mig, date; 01,2021
Kix-te ynakosox / No. of packs: 3 333 Crpok npugaTnoceTti / Exp.dater 122022
Kpaina / Market: UKR
Peecrpauiie nocsinvenns Ne: S— Tepmi Ail HeoGMemermH
Registration Certificate No.: UA/12474/01/01 unlimited validity
Ne.nfin Hassa aHanizy Chrenwidiranis Peayiavratn anaiisy
Sr. No. | Test name. ‘ Specificafion Test result
‘ Onme: ‘ Hpomaposi, kancymomoni6hoi hopmu apoonyxri | Bimmopimae
TabNeTk# 3 omnoro Goky POXEBOT® KONLODY, 3
inworo -  Ginoro, MANeHEKI 3 oBox  Bokin.
| Honyckaerses MapMypOBiCT.
Description Capsule shaped biconvex bilayer tablets with pink C'omp'_li_es
and white layers, Plain surface on both sides of the
tablet. Allowed merbling.
InesTndikanis UaCH  yTpuMyBdHHA  OCHOBHOTO  mixa  na Binnosizae
Cristenipud XpoMaToTpamax BHMPODOBYBaHOTO | cTaHmapTHOro
PO3tHHiB, OHepKAHNX ripu KinbKkicHOMY BH3HauenHi,
MEIOThL CriBIagdTH.
Memopairny eidpoxaopud Y®-cnexrp BHnpofOBYRAHOTO, Po3YHHy mpenapary, | Bianosigae
NIPHrOTOBAHOIO B po3Aini «KintkicHe smsnavennn» s
obmacti Big 220 uM no 360 um TIOBHHER MaTH
MakCHMyM MOTAHHAHHA [PH  AOBXKHHI  XBMI
(23242) nm.
bapsnux (3a1i3a okcud Tlpn popaeanHi aMoHiK0 TiolianaTy 3'ﬂis-nsamcx Bianozrinae
vepsonui(E172)) TEMHO-9EpEOHe 3a6aPBIEHHA POSUHHY.
Identification
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 hvdrachloride UV spectrum of test solution prepared in the Assay | Complies
in range of 220 nm to 360 nm should have a
maximum at the wavelerigth of (232+2) hm.
Golor (iron-oxide red (E172)) A. deep red colour is produced after addition of | Complies
ammonium t/hw_c&ng
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Ne o/m Hajpa anamizy Cnenupixania
Sr. No. Test name Specification
‘OZHOPIARICTE AVIOBAHMX OAMHALD
Memdhopainy ziopoxnopud Binnosinac BuMoram,
imenipuo Bianosizae BUMOram.

o Uniformity of dosage units o
Metformin hydrochloride Complies with requirements Complies
Gliinepiride Complies with requirements Complies
CrupanicTs He - Gimewre 1,0 % 0,13 %

* | Friability Not more than 1.0 % 0.13 %
Posgunetns _
Menighopainy zidpoxiopud 20 % — 40 % vepes 1 roauny. 28%-30%

45 % —-65 % "1eped 3 Fofuny. 53%-58%
He M_GHHIC.SS % uepes. 10.rogym. 91 %
Tinenipud He.mermue 75 % (Q) 3a 45 xs. 97 %

p Dissolution.

Metformin hydrochioride 20 % —40 % in ] hour. 28%-30%
45 % — 65 % in 3 hours. 53%-58%
NLT 85 % in 10:hours. %1%

Glimepiride NLT 75 % (Q) in 45 min; 97 %

Cynposimmi romiuxmn

Memgiopminy zidpoxnopud He:6imsure 0,2 % omnAnIAEOT JoMinky, He sussnexo
He 6inmbi1e:0,5 % cyMu moMilex. He Buasneno

Tnimenipud Jomiuxa B (cymsponamin) ~ne Ginne 2,0 %. He suspneno
Hesinoma nominixa — sie 6impme 0,5 %. Heé suasneno
CGyma HEBIIOMMX JOMITIOK (BHKJ!IOHH.}O‘{H HOMilIKy
B)— e Gimstie 1,0 %. He Biisnneno
Cyma RoMilox (BkrouatouM aomiuxky B) — re

6 Related substances Ginsie 2,5 %. He Bussneno

Metformin hydrochloride Individual impurity: NMT 0.2 % ND

: Total impurities; NMT 0.5 % ND

Glimepiride Impurity B (Sulfonamide): NMT 2.0 % ND
Unknown impurity: NMT 0.5 % ND
Totalunknown impurities {excluding impurity B):
NMT 1.0 %, ND
Total impurities (including impurity B): NMT 2.5% | ND

Kinskiche BH3HAYCHHA 7

Memgopminy ziopoxnopuo Bin 475 Mr no 525 mr 4843 mr
(95 % — 105 % Bin 3anpNeHOl KiNBXOCTI). (96,5 %)

Taimenipud Big 0,95 Mr ac 1,05 mr 1,002 mr

7 (95 % ~ 105 % Bin 3a8BEHOl KinbkocTi). (100,2 %)
Assay
Metformin hydrochloride 475:mg 10 525 ing (95 % — 105 % of labeled claim) 484.3 mg (96.9 %)
Glimepiride 0.95 mg'to 1.05 mg (95 % - 105 %of labeled claim) | 1.002 mg (100.2 %)
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Yxpaina, 02092, m.Knis, Tem.: +38(0542) 77-46-HE Timag —Il
BYIL AUTMATHHOBKA, 58 e-mail: piodd :

Kusum Tharm

Ten:: +38(044) 495-82-88, daxc: 495-32-87

Ne in/n Hazna auaiizy Crnennabixanis
Sr. No. Test:name ‘ Specification
Mixpd6ioorivnga uucrora aransie uncio aepobHKX MIKpOOPraKismMis
{TAMC) ~ ne Ginsiue 10° KYO/r.
3aranbhe 4HENO APHKAKOBHX 1 IWliceHEBHX rPHBIB
(TYMC) - ne 6iasiue 102 KYO/r. <40 KYO/r
BincyrHicts Escherichia coli B 1 r npenapary. Bincyrtua
s Mierobiological purity Total aerobic microbial count (TAMC): _

NMT 10* CFU/g, <40 CRU/g
Total conibined yeasts/moulds count (TYMC):
NMT 102 CFU/g. <40 CFU/g
Escherichia coli must be absent per g. Absent.

BHCHOBOK: / CONCLUSION:

TIpoAyKT BHTOTORAGHO, YIIAKOBAHO Ta NPOAHATII0BAHO 3TiAHO 3 BUMOTAMIL peecTpalifiRoro noceinueHH.
The pmduct‘-,is‘r'nanufacti.lr‘edj:packed.and analyzed as per requirements of Registration Certificate.
Ceprudikar.Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepia AB Ne 598054
Batch AB No. 598054

Binnosigae crannapram ta Bioram GMP,
Ircomplies with GMP standards and requirements.

Jlinensis Ha BHPOGHUILITED, AIRAPCHKUX 32COBIR;
Licence for medical products production:

Lins #:38CBLARYIO, IO HIBGACHA BAMLLE ingopmavis € aocTosiprolo:Ta Yousalo. Lio cepito npogykuii Gy o BRPOGACHO (BKAO4AI0NH MAKyBaHHA/MAPKYBaHHA) Ta'
NPOBENEHT, KOHTPOAS 1T AKOCTI ha BuuiesnIHacHil Ainbhiyiy noRRiN siAnoaiAHoCT 3 BHMorEMH GMP, BETOHODACHHMH MICLCBHM PETYJIATOPHHM OPTaHOM, 4

TAKOX RIMNOBIAHO No. eneundyikaiil, Mo MicTAThCK ¥ peccrpauilikoMy Rodué aBo Toprosifi miuensil xpaini-enpoGiuke aBo kpalud-iMnopreps, SKiug
NpoZyKUilG, iMnopTaBany, abo y Aocke cnieundikauii ra npenapar Ana Aoéjinmynaﬂero.nixapcsxem 3acoOy. IIpoToKoNH: BUPOGHHLITE], NaKyBEHMS T4 aHANI3iE
Gyno neperasayT Ta BCTAHORNCAO BIANOEIAHIGTL GMP. ' ’

# hereby confirm tha the above méntioned information-is authentic and accurate, Thig batch of the product was manufactured (includisg packing/marking) and
its quality control was performed ai the site mentionzd above'in full concordance with the regiirenients of GNP imposed by local regulatory authority aswell as
agcording 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 jn the dossicr of product specifications for the examined drug prodiict, The' pfotgeols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP.

Ximik-awanitux | .3as. nabopatopicio BKA | Hauantanx BEA VnoBHoBaKeHa 0co6a
Anslyst I QC:Lab In-charge OC Head. Qualified Person
Iv*s/Name: 5%"%‘;2{"@”‘ &‘?,Lu::: cospse s T D QGﬂ'T” ‘C,:-l\"“){\» ﬂ&e;w@ &5@ qéqy[
Iinnme/Signature: Z//zg/ - FLGTIV AN :’-\W\V) :7 &eamfﬁw’%/
Jata/Date; ,;;)pj St/ o ey @5\ AN \;L\ 09 /c"j/;f;/ /
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