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CEPTHDIKAT SCOCTI
CERTIFICATE OF QUALITY

AJL N 1TI0F 25000627
Jata s Nate 21052024

dirapenrnit 3aci; KJIOMAL CYRONSTORIY wavinannui g 100 8ir, 1o § eynosrropiin yermumh e T erpuny y KHUPTORUIN
yoagobui

Medicinal product: CLOFAN vaginal suppositories 10¢ g, 6 suppositories in a strip; 1 strip in a cartim packuge
Abtona peunmieua: Krotpuatnaony 100 ye
Active ingredient: Clotrimazole 100 my .
Pecerpuuifine tneigienn; N UASI4084/02/01, niy 22.04.24024, Tepstin aff pecerpundiinaro waenkiiens neabyescen i
Registration Certifieate: M UASL084/02/01, 22.04.2024, Registration Certificnte validity is unlimited
Aittenin ua supobuinreoe N Rujf2354
Ceprpivar GMP M 042/20241G M P
BupoGuiree: Kyeywm Nerrxasep oy JIa, Tunin
Aapeca nupofinmma; CI1-289 (A), PIIKO lancrpian apea, Yorungni, Bxisaai, Ticr, Anmap (Pamacrand, Tuaig
Manufactured by Kusum Healtheare Fot Lid, India ] .
Address of manufacturer: 5P-289 (A), RIICO',Iudns_rri_.'LI arew, Chopanki, Bhiveadi, Dist. Alwar {Rajasthan), India
Cepist: Np 1003939 Pounip eepiy: 20000yn, Harn sr.: 0572024 Hisicusii no: 0472027
Batcly: Bateh Size: Divi: £

Ne Noxazminu meerd Brtatorn Peaynrrars atnnitin

Tests Requivements Results
1 | Onue Cynoinropit nig  Ginorg A0 cBitito-wonTorg xonsopy, | Bianonizac
TopneaonoaiGneT fopae

Bueseription White 1o light vellow celor ionedo shaped supposijories. Complies
2| Laewridiraxiy Yac  yrpusysatin OTHUBEOrO  niky Ha Npasarorpasax | Bimopime

docaldacyuanozo | chandapniiozo Posvimia, orpumanuy g
YMOBAX KinsRicnoro BISHANCIIL, ORMLCH cninmngy,

Hentification The retention time of (he major peak in the chromatopram of Complies
test satution is corresponds to Uyal of the major peak.in the
chromstopram of standard solujjon ng obluined in assay.

3 Cepenurn maca LA r5% (1,188 - 1,313 1.252 ¢
Average Wejalit 125 p45%(1.188 8—-1313m 1.252a
4 Omropianicrs srren Be Ginnine 2-x i3 2¢ CYMOINTOPH MONGTL Marmy DIIXIUERES Binnonizue

Bif cepeansof Macn Binbine HiA 3 5 % 1 women 11 hny He
nomuEen MaT siasuaeny siy CePCANLOT Maclk Sinnure niw n

10%
UVniformity of masg Complies
Que af 20 not more than two of the individial weiglits deviale
front the average weight by more than the 3% devintion and
B none deyistes by more then 105, "
5| Posnagmg He Ginkure 60 xpnpem 12 xn 08 cey
Disintepration Not mure thian §0 Ihinutes, ) [2 min. 08 sec.
6 | Kiabkicte BRI R 95,0 wr no 105,00 mey 1 CynoaFropii 1014 Mrfeynor,
23,0% - 105,0 % RroTpuMazony i IasbACHOIO Ba oty 101.4%
Assay 93.0mz 1o 105.0 mg per | suppesitory 101.4 mg/supp.
N 25.0% to 105.0% clulrimazale oflabel claim [01.4%
7| Cyuponiani yosrimrer Tpu sriyexy:
-xnopetpiraign — e Ointwe 0,5%; He snssnenn
Makcumwinna HeiaenTidironnug AOMiBIEA ~ ne Gizute 0.5%; | nroke HEFUISIIUeMOro npeae;
Cyxa osimox - ue Sinue 1,0%. IHEKE leyurumacsore npee:s
Ha mepmin hptdamnemi;
2-XHOPYTPHTAION — 110 Oinsine 1,0%;

Marensanua W ikOBANA 20Nk - o Ghastire 0,5%;
Cysa roninon — pe Ginpure 2,0%,

Rekated Substanee At releaye:
2-clloratritamol - NMT 0,5% Not Detected
Highest unknown impurity - NMT 0 5% Below disregard liniy
Total impuritics - NMT 1.0% Below disregard imic _J
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Fuctory : S1? 289 (A, RICO Tny). Area, Chopanki, Bhiwadi, Disu, Alwar, Rajasthan (india), Ph ; +9] -1493-298212/33/34/35
Email : info@kusum.com, Websito : www.kusuinhealtheare.com

rage 1/1 &.M./l)//ﬁff
/ 51 Ly B




/ «[NENDAPM
Q - gy 2
InestwdleaviGmi

o xas 20075801

AR N
e CEPTDIKATIE
—'Eb

Kustim Healtheare Tt Lid.

. cya03urapit sutrinanni no 100 vy o 6 eynoauTopiie y crpund, o 1 Qrpay ¥ eapronniit
Mirapentend ancif: KAGwmALL ynaronui

Mediciual praduct; CLOFAN vagina suppositaries 10} mg, 6'suppositorics in g strip; I strip in o cartan putkage
Cepin: N 1003939

" At shelf life:

2-chlorotritanol - WMT 1.0%
Highest unknown impurity - NMT 0.5%
Totl impuritios - NMT 2.0%
Mirpodinaariuna micrgra* Jaransta kiavricr, aepabnix. Mikpoepraiizsin {TAMC) ne
dinnure [0 KVO/r;
Javasmun winswicrn APERAMODNN TA  mnicemeni rpaGis
(TYMC) ue Gimaue 10° KYO/-
Bineymicis Staphviococens aurensn 1 p npenapary;
Bineytuicrn Psendomonas aeryginosern i r npenapary;
Bincyrhicrs, Candida afbicans g | F Apenapary.

Micrabiologicni purity* Total aerobic mizrobial count {TAMC): NMT 102 CF Ufg Not required
Total Combined yeast fmould count {TYMC): NMT 10! CrFulp
Staphylococens qurens: Absent perlg

Pserdomonas aeryginosa: Absent per 1 g

Cemdlicls atbicany Absent neris

* BrnpoBynamin MiEpafinonorienog THETOTH I Npenapar nponeHTLen Tinuwn juig NCPHIMN J-X CepIti, DoTiM funm konarot 10-1 cepit, aGo oyum
a3 ra pi,

* Test cz:f Microbiological purity will be perfornied on firsg 3 commerelnl batches and  thereafler on every 10 batch or once in a year whichever
is curlier.

BHCTHIOBOIC  Cepin Mo 1003939 wigitoriane ninroras MICSL P e UA/14084/02/01
i)‘:\fl,USION: Bateh Mo 1003939 complies with (e requirements of MQGC RC Mo UA/14084/02/01
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witedl, 1or, (PO:H’\&K
ANAG3 BIICOHAR PATA_ 16612004

{(ANALYSED BY) {DATE)

Komentapi:

Camments:

3azpa npo cepripirartiio: «Mificmas g INCRITLYIO, O HABEMCI Bime intopaianis ¢ AocToripyow | Tounarg, IIn cepin
npoayuil Gyaa suroronaens {Breatosaroun Yuaxonuwy / MapRynusnny i nposeaeng KonTpons T siwoeTi na BUEIrAAMN 0MY
vimnpnenerni B nopaiii Bianenignocti 3 BHAIORAMH, 3a3Madennyn § o yunnii Hacranesi GMUD, saroepmsenis
Minicrepernon OXOpauN 3a0puB'n Yupalum, i 3 BHMOTAMI pecerpanifiuoro pocye IepaTen npnsustents, Hporvoxony
BUIOBHIUTER, YOARORIN Th annisis Gy Neperasayi i weranosaeng ¥x BITOBIMICTE BrsmoTans GIvIPp,

Certification statement: «Cin this I eertify that (he abave-nientioned information Is true and accurate, This proifuct bhateh
Was produced (including packaging / labeling) and eonducted for ifs quakity control af the abuve-mentivned manufacturer
aceording to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the vegistration dossier of the tdestination country, Records of manufacturing, buckaging and analysis
were reviewed and determineq for their complinnee with the GMP requirementsy,

Kepisnux rpyan KQITENOMIO SkoeTi ViorHoRastenn ocaba, mo  auicmoe
Quality control group manager cepridikaniio cepii

Qualified Person certilving |
Ixt's Ta nplansme

I T npiamune o
(Name) Nf’fot'zg\ ) &p {Nane) A" < :

o

Lt

Hizine (_,.: Uizanye s
(Signai_urc) — (Siguu[urc)

Nava viuntcanim 'MOG / lozf Hava iriwmseminy

(Date ol signaiure) {Date of signature)
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Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (Indlix), Ph: +01-1493.298232/33/34135
Email : mfb@kusuny.com, Websiie - www.kusumbhealthcare.com
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