JEPHUTKCITY KB A
JEPKABHA CIVKBA 3 JIKAPChbKHX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y v. KHEBI

By/1. BepesrakiBobka, 29, Kuis, 02098, Tei./daxe: ((144) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox EIPIIOY 37079055

BHCHOBOK
Iipo AKICTH BBe3eHOro B YKpainy dikapchKoro 3acoly
01.10.2020 Ne 51758/20/2611
KJOGAH

(HaiiMeHyBanHs nikapeLkoro 3acoby riapo 3 peecTpauiiiiimg noceiatenuaM)
¢ynosuropii parinanbui o 100 mr; mo 6 Cyno3uTopiip y crpumi; o 1 crpuny y kapTonnii
YOAaROBIi

(bopsa BUMYCKY, HOSYBAHHS, BHA NAKYBAHNA AIKSPCHIOrD 3acoy)
Howiep peccrpaiitroro nocsisuenss UA/14084/02/01 crpox it peectpauitinero noesigmerns 24.01.2024
Cepis nixapeskoro sacoby Ne 2002766 KinskicTs 8sesenoro aikapcexoro saco6y 18240

BupoSusx KVCYM XENTXKEP IBT JIT]I, Teouis

{HalMeHyBaHH BPOSHUKA MKAPCEKOTO 3acoBy, Kpaina NOXQLKEHNRY

Baeseno 8 Vpainy Toeapwerso 3 00MexReH0r BINNOBINabHiCTIO "Caeadapm JTA",
inenT, rom: 20075891

(naiiienynans Ta xoa 3a EAPTIOY ropunrniol 0coGH 60 NPI3BHILE, M7, 110 GATLAOD] Piauurol
0cofK - minapuesus, i Micie npoXxuBaHns Ta peecTpauifiHgi HomMep 06AiKOBOT K2PTKA NIaTHUKa
moAaTkis 860 Cepif Ta HOMEP NacTopTa)

ITporakon sisyarnuoro kentpomo sig 25.09.2020 Xe 2905/2.

32  pesynsTataMu  AEpHaBHOrO  KOWTPONO BCTAHOBNENO, Mo nikapevxull  3aci6 speseHo B Ykpainy 3

AOTPHMAHHAM BLUMOr1akoHQ 12 W00 3a0¢3NeYeHHS TKOCTI NliKapebKKX 3aC06is.
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JEPKNKCITY KBA
AEPKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOEIB
TA KOHTPO.IXO 3A HAPKOTHKAMM y v, KHEBI

BYJ1. bepeskakiserka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, ren. {(044) 550-20-55
-mail: dls.kyiv@'dl-s.gov.ua,https://www.dls.g@v.ua, Kox €PIIOY 37079055

BUCHOBOK

Npo AKICTH BBe3eHOro B Yxpainy aikapcbroro 3aco0y

01.10.2020 Ne 51755/20/26

KIOPAH
(naiinenyBanms Jikaperxoro 3acoly 3rinso 3 pescrpayiitim ToceifYEHsng)
Cymo3uTopii Barinansui no 100 mr; 1o 6 Cyno3uTopiis y crpuni; no 1 CTPAMY ¥ KapTOHUIf
ynaxosui

{tbopma punycxy, nosypanns, BHM ABKYBAHHA AikaPLsIOTo-3ace0y)
Howmep peecTpatiiiisoro noesizwenns UA/14084/02/01 CTPOK if peectpauiiinoro nocsigverns 24.01.2024
Cepia nixapcrkoro sacosy Me 2002766 Kinsxicts BBesenoro nikapeskoro sacofy 180

Bupobuux KYCVYM XEJITXKEP BT JITH, Ingis

(Haivenypanns, BUPOGHHKA TiKADCEKOIG 3acoly, kpaina MOXOmkeHH)

Boeaero 5 Vipainy Tosapucrro 3 o6mesncenoro BianoBizansnicTo "Tnenapm JATH",
inent. won: 20075891 _ ,
(valiMeiry saums Ta won 3a GIPIIOY fopumrinot ocobs a6o ftpiadiie, iM's, no GaTbkosi Pizmgmor
0co0R - miaAnpHeMun, i micue NPOFHBAHHA TA PEECTPALIFHIHA HoNep 061 10301 *apTKH naaTHHKR
- noaatkis abo cepin Ta HOMEP Mmactniopra)

Iipotoron Bisyaneuoro koutpomo gin 09.09.2020 N 2681/2.
JlaGopatopuii aHanis sxocti TiKapebKoro 3acofy 3nificreni:

@iz 11 "Uentpatsus naboparopis 3 ananisy skocti THKBPCHKHX 3ac0o6iB i MeamumOL npoyxuii"
¥ M.JIeBiB (M. IbBiB, sy Kyaemapkisceka,131)

(HalMEHYBAHH T2 MICIICIHAX OIRER HA 2aGopaTOPIT, M. Nposena 1aBOPATOPHHHA ARasis AxocT)

Biicriosox mosio axocti srikapeskoro 3acoby, Brmansit naboparopielo siz 29.09.2020 Ne 174
Pesyasrata nabopatoproro aHwIi3y akocTi Aikaposkoro 3ac00Y 3a NepeBipeHUMH HOKAIHHKaME BiInOBiAAI6TE
BHMOTaM METOLIB KOHTPOIO AK0CTi (abaniTryHo-HopMaTHBROT ZOKyMEeHTaUIT),

32 peaynBTATAMH  NepHABHOTO KOHTPONIO 'BGTAHOBNEHO, 1y, nikapepkuil  3aci  mreseso & Yipaly 3

SOTPHMAHHHM puMor zak ) G187 110710 3a6esnicue s AKoCTi Nikapehxux 3ac06is.

Hauanbuux Muxona XOQJIOJEHKO

(iniianm Ta mpizsyme)

[{(nocazosa. ocola op
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Rusum Healthcare Por. [1d )

CEPTU®IKAT AKOCTI

CERTIFICATE OF QUALITY

A.R. Ma: FGN952/20
Hara /Date: 27.07.2020
Jhikapen it 3a¢i6: KIJO®MAH  cymossropit sariansui o 100 mr, no 6 cynmosuropiis Y crpursi, no 1 crpany y waprouuiii
ynaKoBui
Medicinal product: CLOFAN vaginal suppositories 100 mg, 6 supposifories in a strip; 1 strip in 2 carton package
Miroun peoenna; Knotpumazany 100 mr
Active ingredient: Clotrimazole 100 mg

Peccrpaiifine nocalnuenna: N UA/14084/02/01, sin 24.01.2019, Tepmiy rif peeerpaniftuore Noceinvenus no: 24.01,2024

Reéglistration Certificater M UA/I4084/02/01,  24.01.2019, Registration Certificate valid til: 24,01.2024
Jliuensin va pupoluuurac Ne; Ra[/2354

Ceprudixar GMP Ne: 001/2018/GMP

Bupobunk: Kycym Xentxxep IaT.JITa, Innls

Anpeca snpolunka;
Manufactured by:
Address of manufacturer:

CN-289 (A}, PYIXO Inpacrpian apes, Monauxki, Bxinaai; Hicr, Ansap (Papwmactan), Inain
Kusum Healtheare Pvt Ltd, India
SP-289 {A), RIICO Industrial ares, Chopanki, Bhlwadi, Dist. Akwar (Rajasthan), India

- Cépis: Ne 2002766 Posmip cepil: 20000yn. Heta sur.: 07/2020 Hitichuit no: 06/2022
Baich: Batch Size: DiM: D/E:
Ne Hassa nokasnuxis Bumorn Peaynerarn ananbis
Name Index Requirements Resulf of analyses
1 | Onue Cynodwropii’ Bix  GIIOTO 10 CBITTO-HOBIOMS konbopy, | Binhoninae
TOPREAOTORIOHOT popMm
Description ‘White to light yeliow color torpedo shaped suppositories. Complies
2 | Taentudixauin Yac  yrpumyssuHS  OCHOBAOIG Iy ky ~na  Xpomarorpamax | Bimnosinae
docaldgicyeancao i emandapmuozo PO3Hulile, OTPHMAHHX B yMoBax
KINBRICHOTO BH3HAYETHA, MIOBMHEN CITIBALATH,
Identification The retention time of the major peak in the chromatogram of test | Complies
solution is corresponds to that of the major peak in the chromatogram
of standerd solutian as obtained in assay.
3 Cepeans maca 1,25 r+ 5% (1,188 r - 1,313 r) 1,254 ¢
Average Weight 1258+ 5% (1.188p-1.313 g) 1.254
4 | Oanopinmicrs macy He Ginsme 2-x i3 20 CYNOIHTOPIiB MOMYTL MatH piaxaaenna wig Bianosinac
Cepenueol Mack Gianiue Wik wa 5 % i xoAeH i3 KKK He nopHEEH MaTH
BUIXHAEHHA Bilt cepenHBoT Macy Ginsiue Hi ua 10%
Uniformity of mass Out of 20 not more than two of the individual weights deviate from | Complies
the average weight by more than the 5% deviation and none deviates
. by more than 10%4,
5 Poananauns He Ginvine 60 xsimun 14 x3 15¢ex
Disintegration Not more than 60 minutes, 14 min 15sec
6 | Kirskicne BHanavennn Bin 95,0 Mr 20 105,0 Mry | CyNo3uTopii 101,3%ur/eynos,
95,0 % - 105,0 % xnorpusmesony six sasonencro BMicTy 101.39%
Assny 95.0 mg to 105.0 mg per ! suppository 102.3%mg/supp,
95.0% fo 105.0% clotrimazole of label claim 101.39%
8 Cynposiasi gomlmen Ha sunycrs o
2-ui0poTpHTEHON ~ He Ginnwe 0,5%; 0.102%
Markcumaiibig BeiieHTRYIXOBARA oMLK — He Ginswe 0,5%; He ofHapyxceno
Cyma nomiwox - we Ginvwe 1,0%, 0.102%
o mepastin npuoamuocmi:
2-I0POTPHTRROL ~ HE Ginbute 1,0%:
MaxcuManna HEIAEHTH(IROBAKA foMiLUKA ~ pe Ginbiwe 0,5%;
CyMa nonsimox — ne Ginbue 2,0%.

Factory : 8P 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Diste, Alwar,

Email : info@kusum.com, Website : www.kusumhealthcare.com
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Kuswum Healthcare Pot. L1d.

Jlirapéwruit 3aci6: KIO®AH  cynosutopif sarinansni no 100 mr, no 6 cynosuropiie y crpmni, no 1 CTPHAY y KAPTONHIH
ynaxonn}
Mediclnal product: CLOFAN vaginal suppositories 100 mg, 6 suppositories in a strip; 1 strip I a carton package
Cepin: Ne 2002766 :
Batch:
Related Substance At releaser :
’ 2-chlorotritanol - NMT 0.5% 0.102%
Highest unknown ithpurity - NMT 0.5% Not detected
Total impuritles - NMT 1.0% 0.102%
At shelf life: 3

2-chlorotritanol - NMT 1.0%
Highest unknown impurity - NMT 0.5%

Total impurities - NMT 2.0%
9 | MixpoGlonoriuna uncrara* 3arankHa. xinbkicTs acpoGHsX Mikpooprasiamis (TAMC) e 6ibwe | <10 KO-
102 KYO/r;
Baramsua kinskicTs BPiRUDKOBHX Ta ITICEHERHR pubis (TYMC) ne | <HOKYO/ir
Giavie 10' XYO/r;' Bizcytni .1 ¢
- Bincytnicrs Staphylococcus anveus & 1 v npenapaty; Biscyrwislr
| Biacymsicts Psendomonas aeruginosa v 1 r nponapary; Bimcyruis 1 r
' Bincyntiets Candida albicans » | r npendpary.
Microbiological purity*® Total acrobic microbial connt (TAMC): NMT 102 CFU/g <10 CFU/g
Total Combined yeast fmould count (TYMC): NMT 10} CFU/g <10 CFU/g
Staphylococens aureus: Absentper I g Absent/1g
Pseudomonas aéruginosa: Absentper 1 g Absent/1g
Candida albicans Absentper | g Absent/lg

* BumipoGypanns mikpoGionorianot sHeToTH B npenapari NPOBORHTLCA TERERH JINK TEpIIX 3-x cepilt, noTiM nus koxuo! 104 cepil, abo onu pas
Ha pix,

* Test of Mictobiological purity will be performed on first 3 commercial batches and  thereafter on every [0% batch or once in a year whichever is
carlier, )

BUCHOBOK: Cepia Ne 2002766 Bijosinae spmoram MICH PIT No UA/14084/02/01

CONCLUSION: Batch Ne 2002766 camplies with the requirements of MQC RC Mo UA/14084/02/01

(DATE)

. MTA“Z.?- SR VONAY
LRI ioert L5

Komenrapi: nemae
Comments: no

“3anpa npo ceprudixouito: «liftcumum 1 3acBiniyo, mo Hosesens pume indopmauin € noctonipuoro i Tounow. n cepia npoayxuit 6yaa
BACOTOBACHA (BKANMRIONM YHakoBRY / Maprysanus) i HpOBEACHO KONTPOb W skocTi Ha BHIEITALAHOMY NIGNPHEMETRI B TIOBRTL
BiANOBIAROCTL 3 Bisoravn GMP, scTnnobaennmH MiCLERHM Pery STORHIM OPrANOM, A TAK0H BiANoBiHs N0 cnemrpirayi, mo micTuToen
B pecCrpaniitiomy nocke Kpaiun imnopTepa. Mporoxonn BHPOGHUUTEA, YNaKoBKH T auanizip Gyau nepernanyyi i scraHosaeno Jx
BignosinnicTs pumoram GMP»

Centification statement: «On this I certify, that the above mentioned information is true and accurate. This preduct batch was produced
{including packaging / labeling) and conducted for its quality contro! at the above mentioned manuficturer according to all relevant GMP
requirements, established by Local Health Authority, and according to the specification, contained in the registration of the dossier
Importing country. Records of manufacturing, packaging and analysis were reviewed and determined for their compliance with the GMP

requirements», .Ié
27|07 [po0

KepibHuK TPYLH KORTPONIO AKOCTI Menemxep sinninviaah
Quality contrel group meanager
oy

Quality Assurance
A - Sohw !

o AT TIANY
Factory : SP 289 (A), RIICO Ind}. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), PR-=+01-F493.208232/33/34/35
mail : info@kusum.com, Websile : www.kusumhealthcare.com
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