NEPHKABHA CIHYXBA 3 JIKAPCHKUX 3ACORBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
npos. Hanil Ceimunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €APITOY 37079055

BUCHOBOK
po AKiCThL BBE3eHOro B YKpainy JikapesKoro 3acody

07.11.2023 No 56848/23/26

________ KIIODAH
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cyrnosuTopil Barinansui 1o 100 mr; o 6 cynosuropiis y crpuni; mo 1 erpuny y KapTonHif
 YOAKOBUI

(hopata BHIYCKY, A03YBANHI, BHJL TIAKYBaLHS) HIIMDL!:I(O! 0 3aC06Y)
Homep peecrpauiiivoro nocsinuenns UA/14084/02/01 crpox nit peecrpaniiinoro nocsinuenns 24.01.2024
Cepin nikapenioro sacoby Ne 1002094 KinnkicTh BBe3enoro aikapehroro sacoby 18380

Bupo6unk KYCYM XEJTXKEP IIBT JITH, Inais

(takaeHy BN BUPOOHIKA HIKQPCHLKOro saw(y Kpdll!d 110\0)1>rccnnst)

Boesero B Yipaily Tonapuerno 3 o6mexenoro sinnosixansuicrio "Cuexdapm JTA",
Citenr, koa: 20075891

(nmmummmm Ir'a KON 3¢1 C)ll’l IOY Jommwmm 0(.0('11 a(ca npunmuc IM'st, 110 O ('an:.l{mst
qrsmHol 0cobu - mijpHemMn, 1T MicLe BpoXcaBat st 1a peceTpaltidmii nomep a6aiKkoBol
KaPTKH arnuka nosatkiez abo cepis ta HOMeEp nacuopta)

TIporoxen sisyansioro wonrpomo sin 30.10.2023 N 3327/1.

JlaGoparopumii ananis gKocTi JMKAPCLKOro 3acoby 3miCHEHIN:

Qs JIT ""'L’[eHT'panm a nabopaTopis 3 aHANI3Y SKOCTI TKAPCHKMX 3aC001B 1 MEUMUHOT
_npoayxmi” y mJIsBiB (M.JIpRIB, 8yn.Kynbnapkiscpka,131)

(HafiMenyBsanis Ta Micuesnaxopreinis nadoparopli, Wo npopena naboparopHnil Anaia sncocn)

BHCHOBOK LIOAO AKOCT] Nikapeskoro zacoby, sunanmi naboparopicio sin 06.11.2023 No 278
PesynnTaTi naBopaTopHOro ananizy AKOCTi Nikapckkoro 3acofy 3a nepenpiperumu nokasHukamy BIATIOBIAAI0TE.
BHMOTEM METORIB KORTPOMO aKOCTH (AHAJMITHUHO-HOPMATHBHOT IOKYMEHTaLLIT).

34 pesyabTATAMM  ACPIKABHOTO  KOWTPOSIO BCTAMOBNAEHO, WO fikapcuikui 3acid Bpesenno 5 Ykpainy 3
AOTPHMAHMAM BrMOr 3aKOHOAABCTBA LIOAO 3abe3reyenns sikocTi KapChKMX 3ac06iB.
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Kusum fﬁ’é@{z’"fz@w Lot Lid .

CEPTHDIKAT JKOCT]

CERTIFICATE OF QUALITY

AR N 11101G 23001107
Hara /Date: 06.10.2023

Hikapeninii sacia: KHOMAH  eyvirenrropit sarisansyi wo 100 ey wo & cynomropite v orpsing, wo 1 orpony y kaprouniid
Viakosui
Medicinnl product: CLOFAN  yuginal suppositories 100 g, 6 suppositorics in'n strip: 1 steip ina ¢arton package
Aioua pevosiya: Kaompusasony 100 amr
Active ingredient: Clotrimazole 100 mg
Pecerpaniiine nocsiacis: No UAJ14084/02/01, sin 24.01.2019, repain aif pecerpantitnore woegigvenns 1o0; 24.01.2024
Régistration Certificate: Ne UA/14084/02/01,  24.01.2019, Repistration Certificate valid till: 24.01.2024
Jinenaise na supobunnrso Nii Raji2354
Ceprudirar GMP Ny G42/2020/GMP
Bupothim: Kyeyas Xearxep e Jlri, Dgis
Aupecu supoinika; CIT-289 (A), PITKO TuaacTpian apea, Mowauri, hxipaai, dicr. Aapap (Pagaacran), luse
Manulactured hy: Kasum Healtheare Pyt 1td, India,
Address of manufattarer: SP-28Y (A), RILCO Industrial area, Chopanki, Bhiwadi, Dist.Abwar (Rajasthan), India
Cepisi: Ne 1002094 Pasmip cepit: 20000y, Tarasnr: (09/2023 i o: 08/2026
Baweh: Bateh Size: | S .\t & e B
At {2080 10K S Buntory PervanTaTn anaaisin
Nume Index chuircmunts Result-of analyses
) Omise G mmnro]m hin “Ginoro TH0 CBITAGSKOBTOIO KO umpv Binosiaac
Crapneononiivyor opas
1 DPescription o m}':f'r_’.lll_i:&-__lo light yellow color torpedo shaped suppositorics. Complies
2§ laenTndirkaniy Hac  yvrposmysanng  OCHOBHOTO  NIKY  na  Xposarorpasax | Biuionwe
‘ ADoCAIDIVEAN020 | CMANdIINNOEd  Po3winic, GIPIMAHIN B
VMOBAX KiNthRICHOIO BUBMAUCIIL, NORKHCH COIBNANATH,
| Identilication The vetention time of the major peak in the ehromatogram of test | Coinpilies
; Csolution. i coyresponds fo that of the wajor peak in the
i chromatogram of standard solulion as obtaived inagsay. o
3 | Cepeanst yaca 1,25 r2 3% (1188 1~ 1313 1) {1 1248 r
________ | Average Weight | ] 25 gﬂi_w% (11889 ~1313 @) o 1248
4 Qanopiniers aace [e Biaunie 2-x 13 20 cwmuw]mn MOzh\,’Ila MATH BUAXIIC Wi Bianosiaac
Cepenmhol Macy Giavie HiK na S % 1 KONCH 13 HIX HE HOBIHCH
MATH BINMACHHA BN cepenunol Maen fiavme uik na 10%
Liniformity of mass ut of 20 not more than (wo of the individual weights deviate | Comphes
Cfrom the average weight by more than the 3% deviation and |
S - R 161, /) ‘.l'f:}..!‘..‘.!ES...PEﬂ?ﬂf.*:...l..h.‘.’_’.l.w% U -
5 I’mn.m.unm "He Ginpnze 60 xv1omm 17 N8 00 cex |
| Disintegration 1 Notmore than 60 minules, o P13 mm 00 see o
6 Kiabkicne snsnanenus i1 95,0 M8 80 1050 Mr v | t.vun zmnpn 99.3 arr/eynosy,
95,0 "/E: - 105,0 Yo RROTPHMOBONY BI JBIBACHOTO BMICTY 99.3%
Assay 950 me to 105.0 mg per 1 suppository G9.3 m-‘usum}
" o _195.0% to 105.0% clotrimuzole ol label ¢lin 199384 o oo ]
7 Cynposiani postimkn Hu BUIVCR:
JexnoparpiTano — e Oisure 0,5%:; KRG MEYHMHTHIBACMOTO Hpeacay
Naxenxansya veiacurpikosana xominka — e diasue 0,5%; HOZRC HEYIMTHLIBACMOTY Npeicha |
CyMa aoMunox - ye Binemie 1.0%. HHRE HOYUMTLIBASMOTO JIPEACAn
Mo mepyin npuduntacmi: '
D-xA0poerpHTANN — ue Giannre 10%:;
Makcinitapra seieirhisosaua qosimra ~ ne Ginsnie 0.5%:
Cystil AOMDNOK = M Giiane 2,094,
Arreleaye:
2-chlorotritano) « NMT 0.3% - Below Disremdd Lami
Flighest unknown impurity « NN 0.5% Below Disre mull it
N\ Lot impurities - NMT 1O0% e L BRRIOW Disrepard L
Pagce \11 ] Of 2
-:1! f‘w a, Chopunki, Bhivwadi, Distt, Alwar, Ragasthan (India), Ph o 91<1d932098232/33:34:435

mlmukmum coni, Wchm‘m www.kusumhealtheare.c O




Biacyruietns Staphvlococcus aureus 3 1 Tnpenapary; Bincymii
1 1 Bieyrmiern Psendomonas aeruginosa n | v npenapaty; Bineyrni
1 Bueyrniers Canelida dlbicans s 1 1 npenapary, . Biaeyrin '
TN
Micrabiolugicnl purity® a1l Total aerobic microhial count (TAMGC): MMT10* CFUrg <10 CFL/g
1 Total Combined yeast /mould count (TYMCY NMT 10! CF U/ <10 CFUfy
Staphytococeus gureus: Absentper | g ~Absent
Pseudomonas aeruginosa: Absenf per | g ~Absent
| | Candida alhicans Absentper 1 g ~Absent

(ANALYSED BY)

IKonenrapi: Hemae

SRR EB KR 3a¢i08 WHOWMAN  evaoswropil sariaaanii no 100w 0o 6 eymonrropitgy crpuni, 1o 1 ¢rpuny y apronaiii

VIETR OB
Medicinal product: CLOFAN  vaginal suppositories 100 me, 6 suppositories in 4 stip; 1 strip ina carfon package
Cepin: No 1002094
At shelf life:

2-chlorotritanol - NMT 1.0%

Highest unknown impurity - NMT (.3%
N _Total impurities - NIVIT 2.0% |
8 \lmpnﬁlmm iea e Faruanya KinsRicTh depaluux Mikpooprarsanis (T AML) ne Giabe | <10 KYQir
OTKY O
Jaraanud KiaskicTy ApnAKonny ra naicenenuy rpndis (TYMO) e | <10 KyOur
Binpue 104 KYOn
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> Test of Microbiological purity will be perfomied on (irst 3 .commercial batches and thercafler on every 10% batch dronce i a vedr whichever
y carlier,

BUCHOBOK:  Cepin Ne 1002094 BIAnORIHAE siisioran MICST PYT M UAZT4084702/01

CONCLUSION: Batch Ne 1002094- o conmplics with the requirements of MQC RC M UAST4U84/0240 ]
M o - lw} | e
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Comments: no

UPOAYRILT GY20 BROOTOB RN (BRIFOUAIOUH YIAKOBRY -/-map :{'yta.rn-um) 3 npmur:wno KORY po-.n b 17 SECOCTT 1A m:nwarﬁ.ﬂmu)m'

nipgpuesersi 8oonesiiit siamopianoctt 3 nasoramn, Aaspawennyn B wnHpilt macranosi GMP, sarsepameniiy
Minicreperauz oxopons 3aopon'a Yepaiur, [ 2 zumoradi pecerpauiitinore aocse opdivy spustemtesus, fIporoken
BHPODIMBLIUTBA, YRARKOGWN Ta aranizin Oyan neperassuyri f peraporieno Ix gignoninuicrs sumornay GM Py,

Certiflcation statement: «Ou this 1 certify, that the above mentioned information is true and accurate. This product bateh

was produced (including packaging /labeling) and conducted for its quality control at the above mentioned manufacturer
according to specified in the corrent GMP guidelines, approved by the Ministry of Health of Ukraine, and with, the
requirements of the-registration dossier of the destination country. Records of manufacturing, packaging and analysis
were reviewed and determined for- their compliance with the GMP requirementsy,

KePiBHITR TPV KOHTPOIO AKOCT] VHORNOBIKEND 06004, U0 T1HCHIOE Ceprrndikalijio cepii
Quaality control group manager Qualified Person certilying the batch.
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*" CAre, Chopanki. Bhiwadi, Disu. Alwar, Rajasthan (India), Phy +91-1493:2982323/34/34:38
" .I...rmnl . 1“f()-.ﬂ:;](Uhllﬂ‘!-.'uf]]n} Website : www.kustmhealthcare.com |




