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Rusum Healthcare Por. L1

CEPTHDIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR Ne [THOFGZ4000932
I/ Dale 30,.00.2024

.."Ii;mpcmmii 3aci: CHOwmAN cynozuzapif narinamuni 1o 300 amr, 1o 1 eynoITopie y evpind, no 1 crpuny v wuprronuii
T ynaxovui

Medicinal prouet: CLOFAN. vaginal suppositories 540 mg, 1 swppository in a strip; 1 strip in a carton pachage
Mitoua peanmima: Kavmpusmsony 500w
Active ingredient: Clotrimazele 500 mg
Pecerpaniitue moesianennm e UA/14084/02/02, nin 22.04.2024, Tepatin 2l pecerpasilinore nocuiguennst neoGatestennii
Registratinn Certificate: N UAITH084102002, 22042024, Registration Certilicate vaildity is unlimited
Jlineusin na pupofinmsrug Ne: Raji2354
Ceprindricar GME Ne; U2120240G M0
BupoGio: Kyeym Xesrrxiep Tinr Haa, Tunia
ARpeca nupofnnga: CI1-289 (A), PLIKO Tupacrpian apea, Uonansi, Exinagi, Aier. Axmap {(Fasseaeran), hitin
Manulactured by: Kusum Healtheave Pyl Lid, India
Address of manufactiurer: SP-282 (A). RUCO Indusiria area, Cliopand, Bhiwadi, Dist. Alwar (Rajasthan), hidia
Cepin: No 1004385 Poawmip cepii: 17647yn. Aara wiee: 07/2024 Iliticunii a0 06/2027
Baich: Batch Size: Dl DA

Na Horesunrn arovri Bustorn Peaynvrarn ananizin

Festy Requirenients Resulls
1 Onue Cynesnropii  nix  Gimoro  s0 CHITI-HOBTOrD xoauopy, | Bisnonimac

TopreaonuaiGuo] dopae

+

Deseription White 1o light yellow color torgec shuped suppositories. Complies

2 lieywrithissein Une  yrpaMysauns  ochonnoro iy ma Xpomarorpasas | Bigeoninac

docridmvemizn i cuanlapuiace poanuia, OTPHMUHNX I yMOBax
KUILKICHOro minmyckms, tomnen coiznaguT.

Hesttification The retention lime of the mujor peak i the chromatogram of fest Complies
solution is corresponds 10 that of e major peak in the
chromatogram of standard solulion as obtained 1n assay.

3 Cepons npcn L7r25% (1,615~ 1,785 r) 1681 ¢
Average Weiglt 1.7845% (16158 - 1785 11) LGBI g
4 Canopimnicrs nacy He dinuue 2.x iz 20 CYNOSITORITE MOMCYTh MaTH BIANILICHIT Big Bimorizae

cepeainhof sacy Gissute 100k na § % | xomen i wix pe pommer
MUTIS REANSIACUIIL BEA CEPLRIGOT MacH Gibwe nik Ha 10%

Unifurmity of mass Out 0f 20 not more than lwo of fiie individual weiphts devinle Comnplieg
from Ihe average weight by more thon (he 5% deviation and none
deviates by more thon 0%,

s Posmauannn Me Oiswe 60 xnpinn 16 xon. 46 cek.
Disintegration Not more than 60 minuies. 16 min 46 sec.
G Kiaukicne susniwacnnn . Bind75,0 mr 10 5250 mry 1 Cyno3nTopii 499.3 sirfeynon.
95,0 %1050 % KIMVTRIMRICY DijUianuaenare suaiery 99.4%
Assay 475.0 g 1o 525.0 mg per | suppositery . 499.3 mp/supp.
95.0% to 105.0% clorrimazple of Inbel claim 99.9%
7 Cynponiaai gvarinesy Hu quengen:
2-XJ0pOTPIITAND;L ~ RE Ginsae 0,5%: MM Messi Trieopy iR
MunensiLmun sreinelrndikonaya n0MiHKg ~ e Gimvme 0,5%; FCENE MEKE Irno]py e
Cynia A0MIIOK — e Ginnne 1,0%. HEACHE MUKT ITwp yuming

Ha nrepain npndamuacnii:

2-xn0puiptranug ~ we Ginume 1,0%:;

Marcusiazsim veigentndixonana aovinxa - ue Gimsine 0,5%:;
Cyart swosiatol = e Gisuine 2 0%,

Related Substance At releuase:
2-chlororritanal - NMT 0.5% . Below disregarnd linit
Highest unknown impurity - NMT 0.5% Below disregard limi
Total impurities - NMT 1.0% Below disregard limis
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Faclory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distl. Alwar, Rajasthan {India}, Ph : +91-1493-208232:33134/35
Email : info@kusum.com, Website : www. kusumhealtheare.com
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Jlikapersnil aneit: KJIOWmAR CYNAITAPIT niriantni no 500 Me, 0 1 cyuamiropho ¥ eTpund, uo 1 erpueny ¥ gapronniit
yumconni
Medicinal product: CLOTAN vaginal suppasitories S00 mg, 1 suppository in u strip; 1 stvip in 2 earfon packape
Cepin: Me 1004385
Balch:
At shelf tife:

2-thlorutritanol - NMT 1.0%

Iighest unknown imparity - NMT 0.5%

Tolai impurities - NMT 2,0%

§ | Mirposiosorinm uncrowa® Jaramsu kinxiers acpaGrnx MiKpoOpragiamis {TAMC) e Ginpure
102 1KY O

Zaramin KiiLkicT, myncssomx ta pnicenesny ypuGis (TYMC) me
Ginvwe 10' K¥ Qi

Bineyruicrn Staphylococens enrens 3 1 ¢ NpCnapaTy;

Bineyiietn Pyendomenas Gergingsa n } rnpenapaTy;
Bincyenicth Candide albleans n | rupenapnty.

Microbiologieal purity* Total aerobic microbial count (TAMC): NMT 10° CFUlg ol required
“Fetul Combhined yeast fmould count (TYMC): NMT [0t CFLlg
Stuphylocaceus ewrens: Absent per 1 g

Pseudomonas aernginosa: Absent perlg

Candida albicans Absen per 1 g

* Baupofiysaniia sikpoGionorianal auerom o APLIAPATI NPOROMNTLCH TIILKE mepInY 3-x eepili, norin i konnot 10-7 cepii, aGe oIS P
H pit.

* Test of Microbivlogical purity will be performed on fivst 3 commercial batehes and thereafter on every 10" batch or once in a year whichever
is earlier.

BHCHOBOK:  Cepiz Ne 1004385 Binnosinoe nusoram MIGT PIT Ne UA/1A084/02/02

CONCLUSION: Batch Ne 1004385 complies with the requirements off MQC RC Me UA/14084/02/02
e isda
s Y il
Mot Lot . .
Q2 g
AHAJ3 BUKOHAR aata_S Lot
(ANALYSED BY) {(DATE)

Komeirrapi: _

Commuents:

3asna upo ceprudikauio: «wliftensn n FUCBIAMYIO, WO BABCACIA BRUYC impopminutiss € goeromipuoto i Toumoi. ILa cepin
Ipopyruit Oysa surorounensy (BrunogaA yuawouwy / mapicysanmn) i nponeacHa KOWEPOIL it nkecTi 1a BIRUMIFANOMY
MRRpiemMeTsi B nos it pignoninuocti 3 BHMOTAMMN, 3A30MMCIIMI B unniif pacraoni M P, swraepuxeniit Minicrepersonm
oxopoun 3aopan’s Yepaimy, i3 ssimoraaur PeCCTpAMHNOre Aoeht Kpaiumn npusnauenna. fIporoxomn supoGunurss,
FRAKOBIH TH N3 Gyar nepernnuysi i peranopacno ix ninnoninuicrs snstorast GHM Py,

Certilicntion statement: «On this I certify that the above-mentinned infornmtion is troe and neeurate. This product bateh was
produced (including packaging / Inbeling) and conducted for its quality control at the above-mentioned manufacturer
acearding to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
vequirements of the registration dossicr of tiie destination country. Records of manufacturing, packaging and analysis were
reviewed and determined for thehr cempliance with the GMP requirementsy,

Kepimuue rpyum komrpumo nxowri Yuounonamena  ocofa,  wo 3Aificuioc
Qualily control group manager ceproaikatiito eepit
Qualified Person cerlifying the baich.

Ist'arn npisnme Ia's 1a upizopaye
(Name) NiTp{Qg‘f {EJ?;QQJ {Name} ‘:\ '-(b

Tlianuc Hizmee
{Signature) [_,f::, (Signature)

Sl nijaimueeming T'/F'M, LS, Jaren viineann
{Date of signature} 32 } ~ {Dalc of signature)
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Factory : SP 289 (A), RIICO Indl, Area, Chopanki, Bhiwadi, Disi, Alwar, Rajasthan (India), h ; +91-1493-2983232/33/34/35
Email : info@kusum.com, Website : wwnw.kusumhealtheare.com
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