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CEPTHDIKAT AKOCTI
CERTIFICATE OF QUALITY

Hassa npoaykry: ITIAMAKC®, Ta6nericn no 4 mr

Name of product: GLIMAX®, tablets 4 mg

Cruaa pil: Crnimenipun — 4 Mr

Strength: Glimepiride — 4 mg :
Cepist Ne/ Batch No.: SGJ4003 Posmip ynakosku / Package size:  No30 (10x3)
Peeerp, No/ ARNo.i FP/0614/24 Tnan ynaxosxn / Pack type: Bnicrep / Blister
Posmip cepii / Batch size: 600 000 Tab/tab Hara surorosnenns / Mfg, date:  07.2024 '
Iin-me ynaxosox / No. of packs: 20 000 Tepmin npupardoceri/ Exp. date:  06.2027

Kba'x‘na / Market: UKR

Peecrpaniftue nocsinuenns Ne:
Registration Certificate No.:

UA/11974/01/03

TepMiH il HeoOMexKeHHH
unlimited validity

3aniza oxcua

2 Identification
Glimepiride

Ferric oxide

Ne n/n Hazga ananizy Creundixanis PesyinTaTin ananizy
Sr. No. Test name Specification Test result
Onuce Kpyrui, nocki Taberxky 611 10-poxkesoro xoasopy, 3 | Binnosigae
nini€ero poznamy 3 OMHOro GOKY i rafeHsKi 3 iHIoro.
1 . . . . :
Light pink, circular, plane tablets with break line on
Description one side and plain on the other side. Complies
Inentndixanis
Tnimenipuy Uac  yTpHMYBaWHs  OCHOBHOTO  mika  Ha | Bimnosinae

XpOMATOrpaMax BUNPOBOBYBAHOrO i CTAHAAPTHOIO
POBYHHIB, OTPHMAKHX TIPH KiNBKICHOMY BU3HAYEHRI,
Mage criiBriaaTy.

[Ipy pomasanni amouito Tiomianaty s'spagerses | Binnopizae
KPHBABO-YEPBOHE 3a0apBICHHS POIUHHY.

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.
After addition of ammonium thiocyanate deep red | Complies
colour is obtained.

OnHOPIAHICTL A030BAKUX AVZLI1 (L1=15,0) 3,4

3 OAMHULE
Uniformity of dosage units AV LI (1.1=15.0) 34
PosnazgaHus He Ginbwie 15 xa 4 xB 58 cex

9 Disintegration Not more than 15 min 4 min 58 sec
Po3unRenns He menie 80 % (Q) rmimenipnay 3a 15 xa 85 % (82)

> Dissolution Not less than 80 % (Q) of Glimepiride in 15 min 85 % (S2)
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TOB «Kycym ®apmy

Vipaiua, 40020, m.Cymu, pya. Cxpsbina, 54
Test.: +38(0542) 77-46-10, dake: 77-46-11

e-mail: plant@kusum.ua
www.kusum.ua

Ne i/t Ha3sa ananizy Crenndixanis PesynnLTaTh ananisy
Sr, No. Test name Specification Test result
Cynposiani 1omilukH Jlomika B (cynpdonamin) — ne Ginvie 2,0 % 0,247 %
Innsinyansiol noMinks (xpim nomimk B) —
ne 6ibime 0,5%, 0,045 %
Cyma 1oMiloK (BUKIOYaody foMimky B) —
" | we Ginbie 1,0%. 0,197 %
Cyma fomiwok (BKITIOUHO 3 IoMikolo B) —
6 ne Gise 2,5% 0,444 %
Related substances Impurity B (sulphonamide); NMT 2.0 %. 0.247 %
Individual impurity (except impurity B):
NMT 0.5 %. 0.045 %
Total impurities (excluding impurity B):
NMT 1.0 %. 0.197 %
Total impurities (with impurity B): NMT 2.5 %. 0.444 %
BaHINKORI KitbkocTi opraniynux | Crupt izonponinosnit — xe Gimsue 5000 ppm 360 ppm
7 PO3YMHHHKIB
Organic residual solvents Isopropyl alcohol: NMT 5000 ppm 360 ppm
KinpkicHe BH3HAYCHHA 95 % — 105 % raimvenipully BiI 3asBJIGHOT KLTBKOCTL. 97,3 %
3 Assay 95 % -- 105 % of Glimepiride of LC. 973 %
MikpoGionoriyna yncrora 3aranbHa KinbKicTh acpOBHHX MiKpoopraHizmin ‘
(TAMC) - ne 6iswe 10° KYO/T. <10 KVYO/r
3aranbHa KinbkicTs Apiiukosmx i miicenesux rpubis
(TYMC) ~ pe Ginpe 102 KYO/r, <10 KYO/r
Bincymnicts Escherichia coli s 1 r npenaparty. Bincyrhs
2 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10 CFU/g. <10 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION;

TIpo/lyKT BUIOTORNEHO, YNIAKORAHO Ta POAHATI30BAKO 3TITHO 3 BUMOTaMH peecTpauiiHoro MOCBIAYERHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosizac cranpapraM Ta Bumoram GMP.

It complies with GMP standards and requirements.

Jlinensin Ha BRPOGHHLITBO NiKapCLKHX 3ac006iB:

Licence for medical products production:

Ceprudixar Ne 080/2023/GMP
Certificate No, 080/2023/GMP

Cepist AB Ne 598054
Batch AB No. 598054

FP/0614/24
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TORB «Kycym Oapny
Yipaina, 02092, m.Knis,
BYJ. AnmaTHHchKa, 58

TOB «Kyeym Dapm»

Vipaina, 40020, m.Cymu, syn. Cxpsabina, 54
Teun.: +38(0542) 77-46-10, axe: 77-46-11

c-mail: plant@kusum.ua
www.kusum.ua

Llim ninToepmwiyro, wo Bei napoBHmi cranii Ang wiel cepii roToBoi npoAyKILii Gynn 3AICHEHT B YIOBHIT BIANOBIRHOCTI 3 BUMOIaMH, 3A3HAUCHUMN B UHHHIN
Hacranoni 3 GMP, 3arsep/uxenili MinicTeperson oXopoi 320pos’s YRpaing, i 3 BEMOTaMH PCECTPAUIHHOTO SOCHE KpaiHi NpH3NAICHNS,

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

Ximik-ananitux F3‘dB. nagoparopiero BKSI
Analytical Chemist | QC Lab In-charge
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7QC Head

YropHOBaxeHa ocoba
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! TOB «Kycym dapm»

TOB“«'KycyM Dapm» xoa ﬁ’%f‘s‘-“ Yipaina, 40020, m.Cymut, syn. Cxpabina, 54
Yxpaina, 02092, m.Kuis, CEPTHOIKATIR Ten.: +38(0542) 77-46-10, Qaxc: 77-46-11

BYIL AJIMATHHCBKA, 58
Ten.: +38(044) 495-82-88, daxc: 495-

e-mail: plant@kusum.ua
www.kusuni.ua

CEPTUQ®IKAT AKOCTI

CERTIFICATE OF QUALITY
Ha3ga nponykry: TTIUMAKC®, rabnetky o 4 mr
Name of product: GLIMAX®, tablets 4 mg
Cuna jii: Cnimenipna — 4 Mr
Strength: Glimepiride ~4 mg
Cepig Ne / Batch No.: SGJ4002 Posmip ynaxonku / Package size:  Ne30 (10x3)
Peccrp. Ne/ A.R.No.: FP/0408/24 Tun ynaxoskH / Pack type: Buicrep / Blister
Posmip cepil / Batch size: 600 000 Tab/tab Hara surorosnenns / Mfg, date: 06.2024
Kin-r1 ynaxosok / No. of packs: 20 000 Tepmin npuaataocri / Exp. date:  05.2027
Kpaina / Market: UKR
Peectpauiiide nocsinyents Ne: TepMiH il HeoBMexeHnH
Registration Certificate No.: UA/11974/01/03 unlimited validity

Ne nifn Hazsa ananisy Crneundikauin Pesynbrati aHanizy
Sr. No. Test name Specification Test result
Onue Kpyroi, niocki Ta6nerku 611 A0-porxkeBOro KONkOpY, 3 Binnosinae
nini€to posnamy 3 05HOro GoKy i rafeHbKi 3 iHIOro.
! Light pink, circular, plane tablets with break line on
Description one side and plain on the other side. Complies
Inenrndikanis
niMernipul Yac  yTpuMyBaHHs  OCHOBHOTO  Tika  Ha Binnosigac
XpoMaTorpaMax BHNPOGOBYBAHOrO i CTaRAAPTHOIO
PO3YHHIB, OTPHMAHHX NPH KibKICHOMY BU3HA4EHHI,
Mac CIIiBIanaTH.
3aniza oxkeun Ilpu nonasasni amoHito Tiouianaty 9'iBIAETHCA Bignosinae
KpHRZBO-YEPBOHE 3a6apBICHHA POIUHKY.
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 time of the principle peak
in the chromatogram obtained with standard solution.
Ferric oxide After addition of ammonium thiocyanate deep red | Complics
colour is obtained.
OnHopinHicTs HO30BAHAX AVLLI (L1=15,0) 6,3
3 OMHHIL
Uniformity of dosage units AV< L1 (L1=15.0) 6.3
Posnanauus He 6inbine 15 x8 4 xB 32 cex
. Disintegration Not more than 15 min 4 min 32 sec
PO3uMHEHHS He mewwe 80 % (Q) raimenipunay 3a 15 x8 82 % (52)
g Dissolution Not less than 80 % (Q) of Glimepiride in 15 min 82 % (S2)
L g e 2 «“ . >/
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Kniscoka ¢Ginin |,;mm«2¢g§¥éi§«g;m i TOB «Kycym dapm»
TOB «Kycym Mapm» " Ykpaina, 40020, m.Cymu, sy CkpaGina, 54
Yxpaina, 02092, M.Kuis, CEPTUOIKATIB Ten.; +38(0542) 77-46-10Q, paxc: 77-46-11
Byn. AnMaTHHCbKa, 58 e-mail; plant@kusum.ua
Ten.: +38(044) 495-82-88, daxc: 495- U .7) /zarm www.kusim.ua
Ne n/n Hassa anasisy Crnenudikauin Pe3yabLTaTh ananisy
Sr. No. Test name Specification Test result
Cynposiani somimmc Tomimxa B (cymsdonamin) — ne Gimsue 2,0 % 0,183 %
InnusiyamsHol goMimkn (kpiv fomimku B) ~
pe Ginsure 0,5%, 0,063 %
Cyma ROMILIOK (BHKIIOUAI0MA AOMILIKY B) -~
ue 6ursme 1,0%. 0,246 %
Cyma ROMIIIOK (BIUIIOUHO 3 XOMilIKOiO B) —
6 ne Ginsiue 2,5% 0,429 %
Related substances Impurity B (sulphonamide): NMT 2.0 %. 0.183 %
Individual impurity (except impurity B):
NMT 0.5 %. 0.063 %
Total impurities (excluding impurity B): .
NMT 1.0 %. 0.246 %
Total impurities (with impurity B): NMT 2.5 %. 0.429 %
SANHIIKOBI KLTLKOCTI OpraHiMHuX | Crmpr isonponinomit — e Ginbwe 5000 ppm 257 ppm
7 PO3UMHHREKIB
Organic residual solvents Isopropy! alcohol: NMT 5000 ppm 257 ppm
KinpkicHe Bu3HaqcHHS 95 % - 105 % riiMenipuay Bin sassaesol kinskocri. | 98,8 %
8| Assay 95 % — 105 % of Glimepiride of LC. 98.8 %
Mikpo6ionoriusa yscrora 3araNbAa KINbKIcTh aepoBHHX MIKpOOpraHisMis
(TAMC) ~ ge 6inewe 10° KYO/r. | <10KYO/r
3aranbHa KiLKICTh APHKILKOBHX i WwiceHeBMX TPHOIB
(TYMC) — re Ginbuie 102 KO/, < 10 KYO/r
Bincyrsicts Escherichia coli B ) T npenapary. BincytHa
¢ Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <10CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent
BHCHOBOK: / CONCLUSION:

TTPOAYKT BUFOTOBNEHO, YHAKOBAHO Ta NIPOAHANIZ0BAH0 3riHO 3 BUMOTaMH PeeCcTPanifROro NOCBIATEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosigac cragaapram Ta pumoramM GMP.

It complies with GMP standards and requirements.

Tliuensis Ha BUPOGHUITEO NIKAPCHKUX 3acoBin:
Licence for medical products production:

Ceprudikar Ne 080/2023/GMP
Certificate No, 080/2023/GMP

Cepin AB Ne 598054
Batch AB Ne. 598054

FP/0408/24
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TOB.«Kycynss dapm»
Vxpaiua, 02092, m.Kris,
ByN. AJMATHHCBKE, 58
Ten.: +38(044) 495-82-88, daxc: 495-
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TOB «Kycym dapmy»

Yicpaiua, 40020, m.Cymi, By, CxpabGina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11

e-mail: plant@kusum.ua
www.kusum.ua

LluM niATBepIDICYXo, 110 BCi BHpoBKMY] cTAAIT ang uicl cepii roTosol npoysitii By 3nidcreni B MOBHIT BIANOBIAHOCTI 3 BUMOraMH, JA3HAUEHUMH B HUHHEI
HacTanosi 3 GMP, 3aTsepmieniii MiicTepcTooM oxopots 310pos’s Ykpaitth, | 3 BHMOTaMH PEeaTpauifinoro nocse KpaikH NpU3HAYEHHA,

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

Ximik-amanituk  |¢3aB. naoparopiero BKS | Havanpauk BKA VYnosHosaxeHa 0coba
Analytical Chemist | QC Lab In-charge ¥ QC Head Qualified Person
Inm’s/Name: M Pa'/é(" @lﬂtﬁl)“«p{f&l Z('VL{ GT/ZLQ;O/LQ.:LQ_J:_.Q ’(f/)y &&/c { ég&p (/:/\?
7 i /
Tipnnc/Signature: %,,d : Ciaree 7 U Cpr, < o
Jara/Date: /()A)Q//AA_,, (clee] 2y = Ykt SO EY
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Yiepowmausay, 40020, 1 Cysavl, sor. Crepsbingan, 54,
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CEPTHORIKAT KAUECTRA
CERTIFICATE OF QUALITY

(asuanme U]N)'X’\-’K!«l TIHMAK ; ; ‘vylml(.!r.,]‘m\”
Nameé of produet: GLIMAX®, mbieh rl e Nt) 30 { | ,) i hlmlu&.

“Per, No: 7 ARNo.: F P/086/ 14 Pasniep cepuatt / Batch size: 100 000 tabi/ mbl
C eplm No: / Bateh No.: SGI4002 Konuuecrno yuaxoao; / Number of packs: 3
Haa mroronaenns; / Mip. date: 012014 . Cpbe roamoerns LEXG. dates 12,2010

Peraeepuiiogioe Coaeresher Bo Ne UAH I‘)’WOUOa ImeteRsa or 13.09,2012 No 745, petictayer fo 5. 01,2047
Registration cerfificate No. UA/11974/01/03 changes of 13.09.2012, No. 715 is valid to 25.01,2017

% Ne 1i/n Napanerps ¢ uem]qmic.tmm Pesynnrarh
: St No, Tesls SpecHi Ohservations
| Ontiie Kpyrame, pioexne  ta0serin  Gueno-pososors | Cootuercimyer

usety, € 0N pasiema 1A ool cropoue o
CAAARME ¢ JIpyvoil.

Description Light pink, Cfl'l:-k_l_'z_ll‘& planse tablets with bresk line on | Compdies
. 1onesideand plain oo e other side.

2 Hagwrndimmsusus ' Bpemena  YEOpRIBOINGL  OCHOBNOIO  NHKA  Ha ,
I numennpi SPOMETOTPEMMEX. HeHinyeAloZn W cmaudapmnoo | COOTBETCTRYET

PACTBOPOB,  HOMYHEHRBX  IPH KOAUESECTHCINION
QPSS HHI, JOMRULL COBNDAITS,

Menesa ool {py AO0RARCUIWY.  BMMOMNBY THoMBAauATE | COoBeTeTRYeT
HOMBIAETCS  KPORATO-KPASHOE  OKPUAIHBARNE
pacTaopa.

Idensificution T Assay, the prineipal pedk in the chrematogram

Glinepiride ) obtaiited - with the ey sofwdion has the samé | Complies

retentivny fime. as  the principal peask in thic
chivomatopram obkained with the standurd solntion.

Ferric oxides Afteraddition of ammonium thiocyanate deepn red | Complies
eolour is obtained, _
3 O ognoes Coorserersycr tpclenatinam, Coorpertriyet
AUBHPROBLIIEIX CANLALL '
[ Unitormily of dosaue units | Complies with4he requirements. | Complies
4 aenansesoctsy e Donee 15 Mun, 03 w13 cen
[isintegriion NMT 13 min 105 min 13 see
s ' Pacrnopeitie ' Lic menee 80%: (Q) rnuaentupina 34 15 mun, 98,9 0%
Digsolution 1 NLT 80 % Q) of Glimepiride i in 15 min. 98.9 %
6 Conyrerryvione npuMec ippvect B (cmb{[)on.mum) ------ ne Goaee 2,0%, 0,296 %
Hygmssieyanmol upaveci (Rpome |r13uml:<,u H) 0,57 %

tie Gouee U;5%:; /'"
Cymda npisece! {ickmoyan u{w’zu s B3Y - one | 0328 %
fosge 1,0 %; b

Cymnia npomeceli  (piuosad n;mr.:f,u. B) ae | 0,624 %

donee 2,5 Y. &
Related substances [npueity B (sulphonamide) NMT 2.0 9% 0,296 %

Individupd impurily  (exeopt impurity B} NMT 0:157.% to

0.5%. ; e

'i'oml of impuritics {excluding impurity I3 NMT 1 0.328 %

1.0 %%,

‘ol of inparitics (with impurity B): NMT 2.5 %, | 0,624 %

FP/G8G: 14 . Corpasienga N s 2
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Cuemupisanss
Speeilicaions
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Crnpr !lml[pollliimuhlfi e Boxee 5000 ppm

{182 ppw

inepiride. .o udh mig

Organic residual solvenis isopropyl alcohol: NMT 3080 npm 1182 ppm
S Koireirre hine oppeasxenpe: {93 % - 5 % rasMmenupnaa 0T sagwRenloro | 97,69 %.
: B ralnerice coaepi KOMHEETH,

FAUMEIHI L oo 4y

Assny:

Lacl soated lablei eontaing 93 % - 105 % of CGlimepiride of L.C. 07.69 %

9 Muspolironornuoeras R rors

Mierobiological purity

B 1 npenaps v i{(}ll}Cluﬂu’!L)l m,hu.ilu, 1a
farcrepuli o H° rpudon.

He nonyesacres &scherichia coli 81 o npernapara,

Total viable count: NMT 10° baclerfa and 10° fung]
per b g, Escherichia coll imust be absent per g,

§ ubsent per | g
AR

menee 10 KOE,
menes-10HICOH,
Lscheriehia eoli -
OTCYTUTBYCT.

<10 CFUf,
<10 CFUA.
fscherichit colf is

SAKMIOMEHHE: rpoayicr npomeeiach, ¥Iasosan 4 POTCCTHPORIN B COOTRETCTRHM ¢ TPEGOBLIIMH  PEFHLTPARHOINONO
CRUASTERLCTEY. CrnenaeT TpedoroitiaM 1 critapran GMP. Cepruducar Ne 033201 3/SAUMP/GMP

CONCLUSION: the produet is manufactured. packed and analyzed as per Regisiration CerGilficate vequirements. [t complies
with GMP standsrds and requirements. Cortificate No, 033720138 AUMP/GMP
Jsngoessy i pousroac tho aekaperee gy cpeseny Cepims AR Ne 398054

Licents for medical products production;

Batch  AB Mo, 398054
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