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CEPTUOIKATIB

CEPTUOIKAT AKOQCT A
CERTIFICATE OF QUALITY Y1 103227
S eimn
“Ha3Ba NpoAyKTy: TJIMMAKCS, tabnerku
Name of product: GLIMAX®, tablets
Cwuaa pii: Cnimenipua — 2 Mr
Strength: Glimepiride — 2 mg _
Cepin Ne/ Batch No.: SGG1001 Poamip ynakosxs / Package size:  Ne30 (10%3)
Peccrp. Ne / AR.No.: FP/0114/21 Tun ynakoexu / Pack type: Bnicrep / Blister
Po3mip cepii / Batch size: 300 000 Tab/tab HNara BuroroBnensns / Mfg. date:  02.2021
Kin-Th ynaxkorok / No. of packs: 10 000 Tepmin npuaruocti / Exp. date:  01.2024
Kpaina / Market: UKR - '
Peccrpaniiine nocsinuenns Ne: TepMiH aii Hooﬁmcxccmm
ecc y
Registration Certificate No.: UA/11974/01/01 unlumted validity
Ne n/n Hassa ananisy Crenudikania PesysibTaTi ananisy
Sr. No. Teést name Specification Test result
Ommuc CeiTno-xo8Ti, kpyrfii, miotki Tabnetky, 3 nimicto | Bianosimae
poanamy 3 oaHoro Goky i raancHski 3°ininoro.
] Description Light yellow, circular, plane tablets with break line | Complies
on one side and plain on the other side.
Inentudikauis o
TniMenipua Yac  yrpuMyBanHs  OCHOBHOrO  mika  Ha | Binnominae
XPOMATOTPaMax nunpoGonynauoro i CTAHJIBPTHOTO
PO34HHIB, OTPMMAHAX NIPH mmacuomy BU3HAUCHHI,
Ma€ CIiBNAfaTH.
3aniza oxcH Tlpu ponmasanHi aMoui0 nomanary 3'asmaeTnca | Binmosinae
KPHBARO-YEPBOHE 3a6apBNeHHA POIUHHY.
2 Identification .
Glimepiride In the Assay, the retention time of the: principle peak | Complies
in the chromatogram obtained with sample solution
must match to the retention timie of the principle peak
in the chromatogram obtained with staftdard solution. _
Ferric oxide Afiér addition of ammomum thiocyanatc deep red | Complies
colour is-obtained.
OnuopinHicTs N030BaHUX Bianosinae. Bumoram, . Bizunosizae
3 OAUHHUIb
Uniformity of dosage units Complies with the requirements. Complies
Poinaxanus He Ginswe 15 xs 4 x8 20 cex
4 Disintegration NMT 15 min 4 min 20 se¢
Po3unsHeHHs He menne 80 % (Q) rnimMenipuay 3a 15 xs 91 %
5" | Dissolution NLT 80 % (Q) of Glimepiride in 15 min. 91%
Cynposiani Aomimwc Jomimka B (cymsdonamin) — He 6inbue 2,0 % 0,341 %
Inansinyansroi aomiwxu (kpiM nomitixy B) —
He Ginsie 0,5%, 0,047 %
6 Cyma nominiok (Bmciouatoyy RoMimKy B) —
ge 6insite 1,0%. 0,165 %
CyMa zoMiluok (BIUIOYHO 3 IOMinIkoo B) —
He Ginpuwe 2,5% 0,506 %
FP/0114/21 . Crop./Page Ne: 1 3/of 2
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Kniscnka dixin : . TOB «Kycym ®apm»
TOB «Kyeym Dapm» prama 40020, M. C) MH, Byn Crcaéma, 54
Vipaina, 02092, M.Kuig, %
AysL. ANIMaTHHCEKE, 58
Ten.: +38(044) 495-82-88, dake: 495-82-87 Kuswum Pharm
_—
«k-\rcv'\i d)AP\b e
Ne o/n Haasa ananizy Cnemndixanis \\: /\/6_
Sr. No. Test name Specification ep; j@hﬂ(\ A
Related substances Impurity B (sulphonamide): NMT 2.0 %. 0.3 4 h«l
. \ " ; , A, WSl
Individual impurity (except impurity B):
NMT 0.5 %. ‘ 0.047 %
Total impurities-(excluding impurity B):
NMT 1.0 %. 0.165 %
Total impurities (with impurity B): NMT 2.5 %. 0.506 %
3anuikoBsi KiJILKOCTI opramqnnx Cnupr isonponinosuii — ve Ginsure 5000 ppm 609 ppm
7 pOB‘{HHHHK]B
Residual solvents Isopropy! alcohol: NMT 5000 ppm 609 ppm
‘ KinekicHe BU3HAYEHHA 95 % — 105 % raiMenipuy. Bif 3aSRJICHOT KiILKOCT. 99,1 %
8| Assay 95 % — 105 % of Glimepiride of LC. - 99.1%
Mixpo6ionoriusa 4ucToTa 3aransHa KiTbKiCTh a6POGHHX MIKpOOPraHisMis
(TAMC) - ne Gimbine 10° KYO/r. <10 KYOrr
3arajsHa KIIBKICTh APLKIUKOBHX i ITiCEHEBHX TpHOIB
(TYMC) - ne Ginpie: 10* KYO/r. < 10 KYO/r
Bincytricts Escherichiacoli B 1 r npenapary. Biacyrns
: Microbiological purity “Total aerobic microbial count (TAMCY):
NMT 10* CFU/g. < 10 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10 CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

IIpoAyKT BUTOTOBIEHO, YNIAKOBAHO Ta IPOAHANI30BAHO-3TIAHO 3 BUMOTaMH PeECTpauliiiHoro NOCBiYEHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae ctanaapram ta BHMoraM GMP. Ceprudixar Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
JlinéHzis Ha BupoOHKITRO NiKapCchKUX 3ac06iB: Cepia AB N2 598054

Licence for medical products.production: ~ Batch AB No. 598054

LM 2 3acBimuyio, WO HaBeAcHa BHINE iHdOpMaLis ¢ AOCTOBIPHOIO Ta To%HOI0, Lo cepuo Apoayxkii 6yno BHPoGNEHO (BKI0UAIONH naxysaﬂuu/mpxynaanx) Ta
npoBeACHO KonOJ‘lb i1 AKOCTI WA BHINCIAIHAYCHIH AinpHUDI Y nosuil smnom;mmm 3 umoramy GMP, acTanoBACHMMY MicLCBUM perymmpnum opranoM,’a
TAKOX smnomm(o no cncumlnxamﬁ o, MiCTATECA Y. PeecTpantifizoMy Aocs€ 260 Toprosiil miuensii kpainn-BHpoGHKKa 860 KpaiHH-iMMOPTEpa, AKIMO
npoayKuilo iMnopToBano, 260y focke: cneum}nxamﬁ Ha NpENapaT I8 AOCIIDKYBaHOTO Nikapekkoro 3acoby. [IpoToxonn supoGHHITEA, NaKyBaHHS Ta aHANi3]s
6yJi0 nepernAHyTO: Ta BCTaHOBJIEHO Bitnopinicts 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 quahty control was performed at the sjte ..n"”";’- phove in fiill concordance with the wquxremems of GMP imposed by local regulatory authority as well as
§1f cations foi E

oss:c; or the trade licence of a manufacturer country or importing country if the product was
imported, or in the dossier of prog Y apined drug product. The protocols of manufacturing, packing and analyses were reviewed and

approved in complying with GMP,

~
] 4
(¢ | ix—aﬂang §‘J Goparopiero BKS | Hagansuuk BKA VrnoBHOBaxeHa ocoba
: Alyiti ab. In-charge QC Head Qualified Person
, . ¥ Ko 33525927, 1 { o : ;i /e
A Name: ; : Uofets O, P&gw \'CQM&\l rgifﬂfzcﬁ--' Cetre AT

A4

X ot

: y 2 . 4 =7l , ; V) » ) iy I'
Tlinnuc/Signature: . _ -/ C;, I7IP Y :.\\‘\\ jk( ellesle ,-54@9/

Iata/Date: LE/oe /27 Ly /CC’»Z;/’{{«' >N \ 03‘\ oy o 7’/ - {’Z/?(/
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Kuincnxa dinia TOB «Kycym dapm»
TOB «Kycym Gapni» Vkpaina, 40020, m.C; P TR v i
Yipaiua, 02092, y.Kiiis, Ten.: +38(0542)%, y‘-:‘n- g

BYII. mmﬂcm 58 e-mil> BNTKuS

Ten.: +38(044) 495-82-88, daxc: 495-82-8'

Hassanue nponyxra: TTTHMAKC®, Taéh&"n"m no 2.Mr Ne30 (10x3) y Ganicrepax
Name of product: GLIMAX®, tablets 2 mg No,30 (10x3) in blisters

Per, Ne: / A.R.No.: FP/0851/20

Paimep-cepun: / Batch size; 300,000 Ta6x. / tabl.

Cepua Ne: / Bateh No.: SGGK006

:Koanuecrno ynaxonox: / Number of ‘packs: 10 000

aTa H3rorosnenna: / Mig. date: 10.2020

Cpox roanocru: / Exp. date: 09.2023

Perncrpaunonnoe cengeremserso e UA/11974/01/01, Tepmin Al HeoGMexennit

Registration certificate No. UA/11974/01/01 ;unlimited validity

B e N AN it W S27 A e A L

Ne n/n Tlapamerpn Cneunpuxannun Pesyasrarnl
Sr.No. Tests Specifications Observations
- Onne Critng-xosTi, .kpyrm, mnocki Tabnerky, 3 minicio | Bianosizae
poanamy 3 oauoro Goxy i raagedsxi 3 inmworo,
Description Light yellow, circular, plane tablets with break line Complies
on.one side and plain onthe other side.
2 InenTugixauis '
Cnivenipua Yac YTPHMYBAHHS  OCHOBHOFO - nika  ua | Bianosinae
XpPOMATOTpamax eunpobosysdanozo i
CMAHOAPMHO20.  PO3YKHIB, OTPHMAaHMX  npy
KiNbKiCHOMY BH3HAYCHMH], Ma.CriBNARATH.
Sanisa oxcup Tlpn nonasanni amonilo Tiouianary 3'asnsernos Bianosinae
KpHBaBO-uepBOHE 3a0apBrieHHa Po3yuNy.
Identification A
Glimepiride In the Assay, the:retention time of the principle peak in | Complics
the chromatogram obtained with sample sofution must ‘
match 10 the-retention time of the, principle peak in the
chromatogram obtained with standard solution.
Ferric oxide Afier addition, of ammonium thiocyanate deep red [ Complies
colour is obtained,
3 Ounropigniers Binnosinae BuMorswm. Bianosinae
: JO30BAHHX OAUHHLE
1
Uniformity of dosage units: Complies with the requirements. Complies
4 Posnananums He Ginswe 15 xs 4 xB 46 cex
Disintegration NMT 15:min : 4-min 46 sec
5 Poswunonus He menme 80 % (Q) ruimMenipuny 3a 15 xu 91 %
Dissolution NLT 80 % (Q) of Glimepiride in 15 min 91 %
6 Cynposiani nomitxn Jomima B (cynsdonanmin) - ne Gimsie 2,0% 0,229 %
Inaveinyansol nomikn («pim Aomiumu B) ~
te Ginbue 0,5.%, 0,064 %
Cyma nomituox (Bukmouaioum fomiuuky B) —
ne binpiwe 1,0 %. 0,191%
Cyma niomitiox (simouno 3 Aominzkoio B) —
ne Ginswe 2,5.% 0,420 %
Related substances Impurity B (sulphonamide); NMT 2.0.%. » 0.229 %
Individua) impurity (except impurity.B): NMT 0.5 %. | 0.064 %
Total impurities (excluding impurity B); NMT 1.0 %, 0.191%
Total impurities (with impurity B): NMT 2.5 %. 0.420%

FP/0851/20
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Kulschka diuis ' ‘ ' TOB «Kycym ®apm»
TOB «Kycym ®apm» Ykpaina, 40020, m.Cpsiaciy aGiKa, 54
. Vipaitia, 02052, \.Knis, - Tex.: +38{0542 3 46- 11
BYIT. AMMATHHCEED, S8 , , i E-TgiD" SMcom
| _Ten: +38(044) 495 82-88, dac: 495.62-87 Kustmn Tharm S wo g va

: e

22 N

«WKYCYM DAPM» |

0
O¢ hemq::ok;niimnn 67
Ne-n/n ~ Mapamerpu Creundrikanna 4T ETN (X
Sr. No. . Tests Specifications e Vations
7 3annmikosi xinsxocri Cnupr isonponinoswit - ne Ginsie 5000 ppm 511 ppm
: OPraHiyHUX POIYUHHHKIB
Organic residual solvents Isopropyl alcohol: NMT 5000 ppm 511 ppm
8 KinskicHe pusHavenns 95% — 105% rnimMenipuny 8in 3asBACHOT KiAbKOCTI. 99,4 %
Assay 95 % — 105 % of" Glimepiride of L.C. 99.4 %
9 MikpoGioneriana yncrota 3aransHa KinbKicTs .gepabHEX Mixpooprasismis
(TAMC) - ne 6inbuse 10° KYO/r. , menwe 10 KYO/r
aransHa KinkKicTh APDKAXOBMX 1 niiceHemux _
rpn6is (TYMC) — e binsre 10° KYO/r. Menwe 10 KYO/r
Bincyricts Escherichia colis 11 npenapary. Escherichia coli -
. ‘Binc;)_r-rﬂc Blr
Microbiological purity Total  aerobic  microbial count (TAMC):
NMT 10° ‘CFU/g. <10 CFuU/g
Total combined yeasts and moulds:count (TYMC):
NMT 10° CFU/g. : - " | <10 CFU/g
Escherichia coli must bé abseiit per I.g. Escherichia coli is
: absent per 1 g

SAKJNIOYEHHE: NPOAYKT NPOHIBEAEH, YNAKOBaH K TIPOTECTHPOBAH B COOTBETCTBHH C TPEOOBAHMAMY PETHCTPALHOHHOTQ

- CBHACTENLCTRA. OTRERAET TpGOBAHHUAM H craHaapram GMP. Ceprudukar Ne 009/2020/GMP

CONCLUSION: the product is manufacturcd, packed and analyzed as per Registration Certificatc requircments. It complics

with GMP stindards and requiremients. Cerfificaté No. 009/2020/GMP
JInileHsna Ha NpOUIBONCTEO JIEKAPCTBEHHAIX CPEACTB: Cepns  AB M 598054
Licence for medical producis production: Batch AB No. 598054

Xnvux-aHanuthk: | 3am. -HavansHuka OKK Hauanskux OKK Ynonxomouennoe muno

. Analyst Deputy QC Head 'QC Head Qualified Person

HisName: Jbnotucps (Spuoroma s ot |Fomonrets 4.0
] 2 i J7
ignature: . A ~ (Craald \’]
ﬂonnufb/SanulUfe {ore z; / wiC (tu//«_. D’\\ @43/
Aara/Date; 04/ 77/ 20 o/ leo ol n)ao oYL/ 40
* FP/0851/20 ' Crpanmuz Ne: 2 u3 2

Page No.: 2 of 2




TOB «Kycym ®apm»
Yxpaina, 40020, y.Cymu, Byn, Cxpatina, 54
'(I"

Kunincnka disin

TOB «Kycym ®apa
Ykpaina, 02092, m.Kuis,
By, AMaTHHCBLKR, S8
Texn.: +38(044) 495-82-88, ¢

CEPTHODIKAT AKOCTI
- CERTIFICATE OF QUALITY
Ha3sa nponykry: I'IIAMAKC®, Tabnerxu
Name of product: GLIMAX?, tablets
Cwiia nii: Taimenipui; — 2 Mr
Strength: Glimepiride - 2 mg
Cepist Ne / Batch No.: SGGK007 Posmip ynaxosxn / Package size:  Ne30 (10x3)
Peectp. Ne / A.R.No.: FP/O008/21 - Tun }’TH;I\'!)HKH / Pack type: Bnic‘rep‘/ Blister
Po3mip cepii / Batch size: 300 000 ra%/.ab Hara surororsehns / Mfg. date:  12.2020
Kin-1b ynaxosox / No, of packs: 10 000 : Tepmin npuaatuocri / Exp. date:  11.2023
Kpaina / Market: ~UKR
Peectpauiifie noceinuennsa Ni: W—-Tcpuin Ail'HeobMexkernit
' egei 4/01/
Registration Certificate No.: UA/11974/01/01 unlimited validity
Ne/n Ha3zsa ananizy Cnexiilt_ipikni(in PesyasTaTw ananizy
Sr. No. Test name 1 Specifi¢dtion — Test result
Onuc Crivno-wowti, kpyrxi, minocki Tabrerxu, 3 niHiéio | Binnogriaac
: por iy 3 0aa0r0 Boky i rancabki 3 inoro.
Description ikt ye'wv, eireular, plane tablets with break line Complies
o omesicr oo ohain on the other side.
Inentudixanis : _
Trimenipn Yac  yrpwsomamns OCHOBHOTG — mWika  Ha | Bianoeinae
Xpomarie . sunpofionyBaHOro i eTanjapThoro
p;;gnuuih, GUJress X T34 win»xit':m)u’y nuﬂua_uem:i_,
1ean O IRTMANATH. _
3aniza oxeunn Tlp#  nonspanii aMonilo  TioljaHaTy 3'semsersca | Bianosinace
2 I opsmavo-yepBone 3aBapRYCHHS POFIUNY.
Identification : ‘ i o
Glimepiride T the Ascay, the retention time of the principle peak | Complies
| in 2 cheeesieeon ot trined with sample solution
reeooo b ugetention time of the principle peak
| it gl matencany aherined with standard solution..
Ferric cxide f e  ammonium -thiocyanate - deep red Complies;
- colouris o ; -
OznopisvicTh JOIOBAHHX DimpoRinee v ray, . Bianosinae
3 ONMHMILL . :
Uniformitv of dosage units (e Vs weive cha rpquitrients, Coimplies
: Posnarz: s ERRE 3 3.x8'36 céx
Disinteration P TE mie 3. min 36 sec
Poayusesnig e 80 % (G) raimenipiay 3a 15 x8 97 %
) Dissolusion 1 DO of Glieniride in 15 min 97 %
Cynporizni nomimxn } i) < e Ginsiie 2,0 % 0,089 %
IR o (vpim oMitakn B) —
| ' ' ' 0,045 %
6 DO ; SXTHONANOUM AoMimKy B) —
: 0,197 %
Cosr vem s ©Ia9Ne 3 1oMitixoo B) ~
sie T e D0 0,286 %
FP/0008/21 S F Crop./Page Ne: 1 3/of 2
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Knincuka dinin

TOB «Kycym ®apa»

Yipaina, 02092, M.Kuis,

BYyJI, ANMaTHHChKa, 58

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

o

S

Kusum Pharm

TOB «Kycym ®apm»

Vkpaina, 40020, m.Cymu, syn. Cxpnﬁma, 54
Ten.: +38(0542) 77-46- 10
e-mail: i ««»"‘«“1 )

.......

N w/m Hazea ananizy Cueuudirania
Sr. No. Test name Specification
Related substances Impurity. B (sulphonamide): NMT 2.0 %.
' Individual impurity (except impurity B):
NMT 0:5 %.
Total impurities (excluding impurity B):
NMT 1.0 %. 0.197 %
Total impurities (with impurity B): NMT 2.5 %. 0.286 %
3ammuixosi xinbkocTi opraniunmx | Crmpr inonponinosuit — He Ginswe 5000 ppm 451 ppm
7 PU3URHLHXIB
Residual solvents .. Isopropyl alcohol: NMT 5000 ppm 451 ppm
KifbxicHe Bu3Hayenns 95 % — 105 % rnimMenipuay BiA 3a9B7IeHOT KinbkocTi. | 97,4 %
i Assay 95 % — 105 % of Glimepiride of LC. 97.4%
Mixpo6icnoriuna uncrora 3arannua i oTh G0pofHHX MiKpPOOPraHi3MiB
(L4847 = pe Einsine 100 KY O/, <10KYO/rr
32 xLKICT- APDKIDKOBHX | IUNiceneBux rpubip
(¢ MC) = ne'Gimane 102 KYO/T. <10 KYO/r
5 Fireyruics Escherichiacoli B 1 rnpenapary., BincyTia
Microbinlogical purity Totzl aerobic microbis] count (TAMC):
' NMT 1y (‘W '/ ' <10 CFU/g
Total cern® "+ veasts and moulds.count (TYMC):
NI\d’I‘l()z(IT /p. <10 CFU/g
Eerhoricbio g must be absent per 1 g. Absent

BHCHOBOK: / COMNCLUSION:

TlpopykT BrroToRnes 10, yIaxoBaso Ta MPOAHAsita ey 1 rnn 3 Rus~paeor peccTpaniifHoro noceigyesns,
The product is manufactured, packed and analy~ S

BinnoBinae craunapram Ta BuMoram GMP.

Repistration Certificate.

BNV

CeprudixaT Ne:009/2020/GMP

«IIER®APM
AT
laenTudinaiinmg
Kop 20075891

It complies with GMP ‘standards and.requiremen -

Jlieusis na Bupo“vmuﬂio nixapceKux 3acobia:
Licence for medi.+" ~roducts produciion:

nmes 3acsinvyio, no e iena suue inopmauia ¢ pocrosic

TPOBGACHO KOHTPOM 1 ;
TAKOX Bianointo. o uwuuduxaum 110 MiCTATLCH y ¢
IPOXKitito iMnopTo- 0’y nocse. cncunq»xaum Ha -
6yno neperyanyTo Tx v 1aneno Binnosianicts. GMP.

«Tl H2 BHOlC3a3HAYEHIH mm.}w o

< erttficate No, 009/2020/GMP

C-nis AB N 598054
Latch AB No. 598054

ha cepite nponyxaii fyno sipobacko (siumouaioun naxymnu/uapxynnnn) Ta
+OCTi-3 BUMOTaMH GMP, BCTaNOBNCHAMH MicncsnM PCTYATOPHHM OPTaHOM, &
¢ =%y Tevronili ninewall xpaiuu-BupoGunxa abo xpamu-mnomvpu. AKINO.

i mivapeykoro sacoBy. Fiporokonn BHPOGHHUTAS, TAKYREHHR Ta aHaniziz

I'herchy.confirm that the s'ove mentioned information is.au 'H- ntic and arcurate. T‘w s barch of the product was manufactured (fucluding packing/marking) and

its quality contro) woe nefermed ar thissite mcnhom dabeve 150 T dan -rieats of GMP imposed by locat regulatory autbority as well as
-according to the spw’ 25 inicludiaes pistzat - v v -t wenufacturer country or importing country if the. product was
imported, or in the dossmr of p @\ § ’ ot ols of manufacturing, packing and analyses were reviewed and
approved in complying with G XL e
‘ mseea B | Hawansauk BKSA Vnoeyosaxena ocoba
o L 0C Head Qualified Person
] 1 & - . m 7
Im's/Name: ; A s : - V4
—— l oo N : /’__ _FL L ORI LD 'B %‘iw&ﬁw/dé ,
. . f ” y » ’!
ITinnuc/Signatyre: - (,_/L ’ - (,‘_‘.,! y #. L%/
e ‘/ c ) ,ﬁ,h:ﬂ”" v f = A e ectrlica
| ' & .
Rara/Dat e > |Gl | ol
FP/0008/21 . Crop./Page Ne: 2 3/of 2
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TOB «Kycym ®apm»

chpai'aa, 02092, 34.Kuis,
Amarxmbxa. 58

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

Ykpaina, 40020 M.Cymu, By
Ten.: +38(0542) 7746-10 q)axc 77-46-11
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Ha3ea npoayxry: TIIMMAKC®, 1abnexs
Name of product: GLIMAX®, tablets'
CHnia gii: Cnimenipan — 2 Mr
Strength: Glimepiride ~ 2 nig
Cepin Ne/ Batch No.: SGGK008 Poamip ynakoskn / Package size:  Ne30 (10x3}
Peectp. Ne/ A.R:No.: FP/0015/21 Tun.ynaxosin /'Pack type: Bnicrep / Blister
Poamip cepii/ Batch size: 300 000 7a6/tab | Jlava BuroTornemus / Mfg. date:  12.2020
Kis-ts ynaxopox / No. of packs: 10 000 Tepminupunaruocri / Exp. date: 11,2023
Kpalita/ Market: UKR.
Peccrpaniline nossipuenns No: " i “Tepmin:ail HeotMexenui
| Registration Certificate-No.: A/} 1974151101 unkimited validity
Nn/n Ha3pa apaiisy Creunpixauis PesyasTaTin angsizy
Sr. No. Tést name. . Speciﬁegﬁnn Test-result
Onue -Ceitno-xosti, xpyrii, mmocki Tabnerxy, 3 nmimicro | Bianosinae
| poanamy 3 oaHoro 6oky i riiaménski 3 inmoro.
Deseription Light yellow, circular, plane. tablets with break ime Complies
on one side and plain on the other side.
Pnentygixanis _
Trimenipug Hac  YIPHMYBAHHA  OCHOBHOTO  Tika Ha Biamosinae
XpOMaTorpamMax auupoﬁonynauom i crannaprHoro
PO3UHHIB, OTPEMAHUX UPH KiNLKICHOMY BHIHAMEHH),
o "Mag CTiBnAnaTH.
3aniaa oxcua Hpu RonaeaHHi aMowito Tionianaty aspngersca | Binnopinae
5 KpHBaBO-vepBOHE 3abapBNCHIA:  PO3YULLY.
Identification
Glimepiride In the Assay, the retention time of the -principle peak | Complies
in the chromatogram obfained with' sample solution
must match to the refention time of the principle peak
in the chromatogram-obtained with standard sclution.
Ferric oxide After addition of ammonium thtocyanate deep red | Complies
) coldu is. obtained,
Onuopindicrs ao3oBaHMX Bizinosigaé siisoram. Biariosinae
3 | onHHHHE
Unifofmity Complies withthe requirements. Complies
. Posnananna He Ginswe 15 x» : 3 xB 30:cex
Digintegration NMT 15 min__ 3 min 30 sec
Posuunenns He Menuwe 80 % (Q) rnimenipuny 3a 15 xa 97 %
3 | Dissolution NLT 80 %(Q) of Glimepiride in 15 min 97%
Cynpopiaxi nomimkn Howiiks B (cynshonamin) - e Ginsme 2,0 % 0,088%
..Immnmya.mm JoMimen (xpiM-oMinmos B) -~
¢ Ginpie 0,5%, 0,117%
6. Cypma aomimox: (sHxarouatoyn Aomiwky B) — -
se Gisisure1,0%, 0,274-%
Cyma nomiluox (BKIMouHO 3 noMillKoi0 B) —
He Ginse 2,5% 0,362%
FP/0015/21 Crop./Page Ne: 1.3/0f 2




e
Kniacsra dinin ) - TOB «Kycym q)apni»
TgB- «Kycg’m Dapm» K YKpaina, 40020, m.CymH, syn. Cxpabina, 54
Yipaiba, 02092, m.Kuis,
BYJI. AJIMaTHHCEKA, 58 ) 27 E )
Ter : +38(044) 49%-82-88, akc: 495-82-87 Kicsum Pharm

Nen/n Hissa anadiisy Cuewdpikanis
Sr. No. Tést pame Spetificition
Rélated substancés Impurity B (sulphonainide): NMT-2.0 %.

Individual impurity (except impurity B):
NMT0.5%.

Total impurities (cxcluding impurity B):

NMT 1.0 %.

Total impuritics (with impurity B): NMT 2.5 %,

3anunixoni kinkkocTi opraniunux | Cnupr i3omponinosmit — ne.Gijbiire 5600 ppm

7 | posuunHuxis
Residual solvents Isopropyl alcohol: NMT 5000 ppm _ 610 ppm
2 Kinpxicae susnavenns 95:% — 105 % rnimMerpuary 8ig 3aamnencf kinskocti. | 97,8 %
| Asny 95 % — 105 % of Glltnepiride of LC. 97.8 %
Mixpobiosioriuna uncrora 3aransHa Kinsxicrs sepobHx Mikpoopraniamin
. (TAMC) ~ #ie Ginkive 10* KYO/: <10KYOfir
SaransHa, KimkkioTh ApiskmkoBHX i TriceHenix rpuGin
(TYMC) -~ Ho Gimbuic 10°KYOM: < 10KYO/r
o Bilicyriticts. Escherichia colis 11 apenapary. Biacytha
Microbiological purity Tatal acrobic microbial count (TAMC):

NMT 10* CFU/g, ' <10 CFU/g
Total combined yeasts and moulds count (TYMC);

NMT 107.CFLi/g. < 10 CFU/g
Escherichia coli must be absent per 1 - Absent

BHACHOBOK: / CONCLUSION:
Hponykr Buroroenewo; YNakoBaHO Ta MPOAHATI3OBAHO 3riaHe 3 BHMOramMi.peecTpaiiifiioro mocsinuenHs.
The prodict-is manufactured; packed arid-analyzed as. per requirements of Repistration Certificate.

Binnosinae crannspranm-ta sunoram GMP, Ceprudirar N 009/2020/GMP
It complies with GMP'standards and requirements. Certificate No, (09/2020/GMP
Jlinensis:nn supobuniitso. gikapesioix 3aco6is: Cepin AB.Nv 598054
Licente for medical products production: ‘ Biatch AB No. 598054

Llym x.3acBigyyI0, Ho-HaBeACHA BHIe iHGopMaLia ¢ A0cTORIpHOI TA TOUNON. Lo cepio wggq.ﬁgmzmgpcmm(ymmmgnjmng;;qﬁ?/@pqnm; Baiug) 1a
TIpoBEACHD X T swoct . siiuesasnavenii nigshnwj y noowilt sinnosianocti 3 sumorakiy GMP, BCTaHORNICHINH MiCLERNM-PEryniTOpitusi Oprariom, a
Taxow MANORIo 10 cnegnibiauili, wo Micraraca, y peecrpauiinomy goce a6o Toprosifi sinensil kpalhm-aupoGunka aBo xpafi-immiopTepn, Mo
prosyube IumopTanao, abo.y. Apewe crieunbixaldh Ha TpEtapaT ALA HOGAIITAYBEHORD NiKBCLKA 24005y, TIpOTORONH ‘BUPOSHHINTSE, Hakysauha T8 andnisie.
Gyio’ pleperanyto'Ta. sérarionicito

sinodianicrs GMP.

1 hereby cofin that thé above mentioied iriforimationis suthentic and sccurate. This batch-of thie:produci was manufictured (including patking/marking) and
its-quality. confeo! wu;p«;omed-ai; SAERETitahove in fill concordance wilh the requirements oEGMP. imposed by local regulatory-authority. as well as
according-to the ‘specifications incideatdhe-ltiiic dassitr or the trade licerice of a manufacturer country of importing. ccuntry T the product was
imported, or. in the dossier of pigckbEcifications. FONY mied drug product. The protocols of manufiicturing, packing and analyses were reviewed.and-
approved in complying with-G)}KS 5 o) ' '
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B4 wi6apaopieio BICT | Havamane BICT Vriossosamena oco6a
2 Lab In-charge QCHead - Qualified Person

In’s/Name: ‘ Z; O LRI RO TS Pﬂﬁ[”‘ \%mb yﬂa%&ém 4£~¢;'
| niunuéfsignatgre: L % ’JGM—/’ - (\,\\VI ﬁé(.&(teuau}/
Rére/Date: 25/07/2¢ .u’*/o/ l/;(; 35\s) \‘2\ lﬂﬂ{/d-/ /
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