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AEPAIIIKCIIYXBA YKPATHU
AEPKABHA CJIYKBA 3 JIIKAPCHKIX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KUEBI

By bepesuaxischka, 29, Kuis, 02098, re/daxc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dis kyiv@dls.gov.ua, Kox C€IPIIOY 37079055

BUCHOBOK
1Ipo AKICTE BBe3eHoro B Yipainy JIKAPCHKOTO 3300y

07.08.2020 Ne 39862/20/26

EC30J1

(natiMenysanms mikapcskoro 3aco6y 3riaHo 3 peecTpaniiung [OCBIZYEHHAM)
TalJIeTKH, BKPUTi 060/50HK010, 10 100 mr; no 10 Tabaerok y 6nicrepi; 1o 1 Gnicrepy B
KapToNKIH yrakosui

(bopma sunycky, xosysantz, srn HaXyBaHHs Nikapchkoro 3acoby)
Homep peectpauitinoro noceinuenns UA/10774/01/01 CTpOK il peecTpanifinoro nocsimvenns HEOOMeKeHil

Cepix nikapcekoro saco6y Ne 2002406 Kinskicrs seesenoro nikapeskoro sacoby 120

Bupotuuk KYCYM XENTXKEP IIBT JITH, Tamis

(naliMenyBanns BUpOGHUKa niKApCEKOro 3acofy, Kpaina TIOXOJUKEHHSA )

Bresero B Vipaiy Tosapucrso 3 06Mexenoo BiqnositatLHiCTIO "Tiendapm JTI",
taenr. xoa: 20075891

(naliMeHyBaHHR Ta KO 38 E€IPTIOY rwopunnurol ocobu abo Tpi3BAINE, iM'3, 0 6aTHKOBI diznunol
0co6H - nianpuemus, 17 Micue nposkueanng Ta pecctpauifinmt Homep o6nikosol KapTKH NBaTHAKA
noAaTkie abo cepis Ta Homep nacropra)

TpoTokon Bisyansuoro xonrponso six 15.07.2020 Ne 2057/4.
JlaGoparoprnif ananiz axocti JKapeskoro 3acofy 3aiifcHeni;

@inia I "Hentpansua maboparopis 3 anarisy sxocti mikapcekuX 3acofiB i MeguHOT apogykmii"
y M.JIbBiB (M.JI6BiB, By1.Kynpnapkisceka,131)

(HaiiMeryBanea Ta Miclesnaxomkenng nafoparopi, e nposena nabopaTopHHH anani3 skocti)

- BucHOBOK m0/10 k0TI MiKapcsKoTo 3acoby, sunarul naGopartopieio six 07.08.2020 No 137

Peaynrraty 71ab0paTopHOro aHATI3y AKOCTI NikapcEKoro 3ac00y 3a mepeBipeHIMH NOKA3HEKAMH BixmoBinaioTs
BHMOraM MeTOUIB KOHTPOIEQ AKOCT] (amamiTHIRO-HOPMaTHBHOT OOKYMEHTaITT).

BCTAHOBICHO, mo Jikapcekwi  3aci6  Bmeseno s Vrpainy 3
AN32besnevennn arocTi NiKapehKuxX 3ac06iB.

Muxona XOJOJEHKO

(ninmwc) (iniuiang Ta npispuige)

Havanpaux

(nocanosa ocoba opraf
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AEPXIIKCITY)KBA YKPATHI
AEPIKABHA CIIYXKBA 3 JIIKAPCBKIX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTMKAMM y m. KHEB]

BYII. bepesnakiscrka, 29, Kuis, 02098, rem./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis kyiv@dls.gov.ua, Kox CIPITIOY 37079055

BHCHOBOK
Ipo AKICTh BBe3eHOro B Yxpainy nikapcerkoro 3acoly
19.08.2020 Ne 42366/20/2610
EC30J

(naitvenyBanna nixapcskoro 3aco0y 3riiHO 3 peecTpauifiim TTOCBiXICHIIAM)
TabsieTkH, BKpATI oBoronxkore, me 100 mr; mo 10 Tabsrerox y 6amicrepi; mo 1 Gnicrepy B
KapTOHHIH yuakosmi :

(q:obua BHITYCKY, HO3YBAHHS, BHJ DAKYBaHHS m’rcapcsxbro 3acoly)
Homep peectpauitinoro nocsimacsms UA/10774/01/01 CTPOK Jlii peecTpauiifHoro mocsimenns HEOGMEXeHHT
Cepix nixapcekoro 3aco6y Ne 2002406 Kixekicts Beesenoro nikapcrkoro 3acoby 9648

BHpoGHuk KYCYM XEJITXKEP IIBT T I, Ianis

(nativenysanms BHpoGHIKa Aikapcskoro 3acoby, kpaiHa NOXOIDKEHHS)

Beseno B Vipainy Topaprerso 3 06Mexenoro BianoBixanbHicTIO "I'nexdapm JITH", inenr.
kon: 20075891 '

(walimeHypanns Ta koa 3a €IPTIOY ropuamanoi ocobu abo Npi3BHILE, iM'L, 10 GaTLkosi Pizuemol
0co6H - mixmpremis, i Micue npoxusanus Ta peecTpantiitupii nomep o6nixopol KAPTKH IUIATHAKA
HONATKIB 260 cepis Ta HoMep nacmopra)

TipoTokoa risyansHoro kourpomo six 19.08.2020 Ne 2521/4,

3a pesynbTaTAMH iepxaBHOro KOHTpOMIO BCTAROBIIEHO, MO NiKAPCEKHIT 3aci6 BBe3CHO B Yxpainy 3 JOTPHMAaAHHAM
BAMOT 33K0HOAABCTBA MON0 3abe3Neuenns skocTi Jlixapceknx 3acobin, 77

£

/4 Jhomvmia CTOPOYKEHKO

=1 (inirgams 8 npisermge) -
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Kusum Healtheare Por. Ltd.

Jlikapenruii aueis: EC3IQJ

Medicinal product: ESZOL®
Hiouna pevopuia :

Active ingredient:
Pecerpaniitne nocninwenns:

Registration Certificate:
Jiueuiz ua sipebuuurco Ne:
Ceprudixar GMP Ne:
Bupofinmk:

Aapeea Bupobiruca:
Manufactured by:

Address of manufacturer:

CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

AR Ne FGOT39/20
Bara/Date 22.06.2020

(valaerxn, nicpri oGoncuiato na 190 mr, mo 10 Tabaerok y Gaicrepi; no 1 Gaierepy &
Kapronniit ynaxooui)
{coated tablets, 100 mg, 10 tablets in o blister;

frpakonazony 100 mr

Itraconazole 100 1ng

Ne UA/I0774/01/01 in 27.07.2015, Tepatin Al peccTpauifinero nocnintenns ao 27.07.2020
poicy

Ne UA/IO774/01/01,
Raj/2354
201/2018/GMP
Kyeym Xearxuep Ilor Jia, Innin

CI1-289 (A), PIIKO Linacrpian apea, Yonanwi, Bxisani, Licr. Ansnp (Papwacran), igis
Kusum Healtheare Pyt Ltd, Indin

SP-289 (A), RIICO Indusirial aren, Chopanki, Bhiwadl, Dist, Ahwar {Rajasthan), India

U blister is in a carfon psckage)

27.07.2015, Registration Certificate valid till: 27.07.2020

Cepia: Na 2002406 Posniip cepif: 10000y, Bara pur.: 0572020 Histcunlt no: 04/2023
Bateh; Baich Size: D/M: Expiry date:
N Hlokasarenn xaecra TpeGooannn Peaymutaria ananuson
Tests Regquirements Results of analysis
1§ Onucanne Kaneynonogo6ime TaleTXH, NOKPLITEE obanouKol pososoro | Cootsercrayer
UneTa, ¢ norotrrom 41TR 100% 1ua oanolt cropore,
Beseription Pink, capsule shaped film coated tablets, «1TR 100» embossed Complies
on one side of each tablet.
2 | Haewnrdnkaima Bpems ynepainanus ocHonHOro nmka H3 XpomarolpaMaax Cocsercrayer

UEAWDIPEMO20 1 Ciadapiiiozs PaCTBOPOS, NONYTCRHBIX B
YCILOBIAX KOMIMECTRCHHOTD ORPENSACHIT, O/DKHO COBIANaTS,

Tentification The retention times of the major peeks in the chromalograms of Complies
the assay preparation corresponds to those in the chromatogram
L of the standard preparation.

3 | Omopoanacyt AV <Ll rae LI=15.0 Cootsercrayer
ROINPOBNINHBSX SR
Uniformity of dosage units AV <L, where L1e15.0 Complies

4 | Pacoagaestocts He Gonee 30 Mun. 1imBH 55 cex
Disintegration Not more than 30 minutes [lmin 55 sec.

5 | Pucreopenne

He ateniee 75 % (Q) wrpaxonnaons aa 60 s, 96.2%- 993%

Dissclution NLT 75 %(Q) of ltraconazole in 60 minutes 96.2%- 99,3%
6 | Conyremnyinmne npuseci He fonee 0,3% xawaoli HHAMBMAYANLHOR Maxchmansmol | 0.053%
NpHMecH. 0.053%
He Banez 1,25 % eysnnt npsatecedi.
Related substances -| Any individual highest impurity: NMT 0,3%. 0.053%
NMT 1.25 % of Tolal impirrities. 0.053%
7 | Konumeeroennoe Hpus auinycre;
onpegesenne 95,0%-105,0% HTPAKOHAI0NA OT 3AABNCHAONO KOANWYECTRA, 101.5%
Ha cpox zoonoemy:
90,0 % ~ 110,0 % wrpaxosazona ot sassnentoro KonyyecTea,
Assay At releqse:
95.0 %10 105.0 % of Itraconazolz of labef claim, 101.5%

On sheif life:
90.0 % to 110.0 % of Traconazole of label claim.
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Factory : SP 289 (A), RIICO Tndl. Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthar (India), Ph $+51-1493-298232/33/34/35

Email ; info@kusum.com,

Website : www.kusumhealthcare. com

?)}( Qut 1/ 0346 07 790274
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Kusum Healthcare Pot. [

Jlikapesienii 2acié: EC30J1 (vataerxn, vrpyrti abenonkoio no 100 sr, 1o 10 vabrerox ¥y Guricrepi; o 1 Giicrepy &
Kaprouniit yraroaii)

Medicinal produce: ESZQL®  (coated tablets, 100 mg, 10 tablots in a blister; 1 blister is fn a earton package)

Cepia: Ne 2002406

Batch:

3 | Ocrarouunre RoniuecToa 2-nponarom — e Gonee 5000 ppm 1595 ppm
OPrAUMMLCKIUX METINEHXIOPHA — He Gonee 600 ppmn He obnapyien
pacroepuTencit
Residual solvents 2-Propanol not more than 5000 ppr 1595 ppm.

Dichloromethane not more than 600 ppm Not Detected

9 Muxpofiuonorgecexas OBwee wseno a3pobapx MukpooprarnaMos (TAMC) ue Gonee | 20 KOE/

qHCTOTHY 102 KOE/r,

Ofuee 15010 APOXKEBWX ¥ MIECHEBLIX mibos (TYMC) we | <10 KOE/r

Gonee 102 KOE/ r.

Oreyroreue Escherichia coli s | npenapara. Oteyrerene /v
Micrebiological purity* Total aerobic microbial count (TAMC) - NMT 10° CF O/g. 20CFU/g

Total combined yeasis/moulds count (TYMC) -~ NMT | <10 CFU/g

102 CFU/g,

Escherichia colf should be absent per 1 g. Absent/g _J

o,
* TeoT BIKONYETLCA JUIA DEPUINX 3 Cepil, NOTIM 197 KONHGS 10 cepil a6o onuk pas wa pix .
* Microbial purily will be performed on first 3 commercial batches Uhereafler at every 10% batch or once in 2 year which comes earlier.

BYICHOBOK:  Cepis Ne 2002406 sinnosizac BumMoram MEKST PTT e UA/10774/01/01
CONCLUSION: Batch Mo 2002406 complies with the requirements of MQC RC Na UA/ 1077401701
=5 b PR
AHATIZBHKOHAB - JATA 22 ~blbmor

S (ANA L:YSE-J?: BYIJCO,{ [‘-‘LUQP’S (DATE)

ICoMenTapi: nemae
Comments; no

3asea npo ceprudixauio: «ikicuum g INCBIAYYIO, IO HABEICHA BHULE ingopmauin € noctosipuoio I Younow. Lin
cepis npoaywniy Gyna nurovontena (srmotialoun ynaxoesxy / MapKrYBAHHS) | npoRenedo korTpos I AkocTi Ha
BHINEITARANOMY niampuesersl B nosuill minwomiamoeri s mimtoramm GMP, peranopacuumu Micuespm
PETYARTOPHUN OPYRHOM, A ToKOW BiANOBiAMO a0 cneundiicaui, oo micTaTeen B peceTpaudiivomy focke kpainn
hmnoptepa. NMporokom BHPOSHBMTEA, YIBKOBKH T2 AuAnizis Gyan nepersmny i BeranoBieHo Tx sianosianicTn
shmorant GMPs,

Certification statement: «On this I certify, that the shove mentioned information is true and accurate, This product
batch was produced (including packaging / labeling) and conducted for its quality control at the above mentioned
manufacturer according to all relevant GMP requirements, established by Local Health Autheority, and according
to the specilication, contained in the registrution of the dossier importing country. Records of manuficturing,
packaging and analysis were reviewed and determined for (heir compliance with the GMP requirementsy»,

2‘1“6[%%

Kepionuk rpynn kortpoaw skocti

Quality control group mzmage@1 é [
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Factory : $P 289 (A}, RIICO Ind}, Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91- 1493-298232/33/34/35
Ematl : info@kusum.com, Website : www.kusumhealthcare,com
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