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JEPIK HKCJIV}KBA
E.i&PXCABHé\ CHIYIKBA 3 JIKAPCLKHX BAC{}EIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

Byil. bepesnarincia, 29, Kuis, 02098, ten./axe: (044) 550-23-55, i‘e.u (044 550-20-55
E-mail: dis.kyivi@dls.gov.ua hitps:Zwww.dis gov.ua, Kog E‘i[}’FIO“SJ 37075055

BHCHOBOK :
Ipo AKICTL BBE3EHOTO B Y KPalHy JixapesKoro 3acoby

$9.02.2021 ; Ne 5247/21126

KJAOTPHUMA30J

{HAHMEHY BAHHA AIKAPCEROID 32C00Y 3TN0 3 pw:‘ p’iuiihﬁs\i TIGCBLIYSHHAAM])
vask 1 %, mo 20 r y 1y6i; mo 1 Ty6i B nauni 3 kapTony

{ihopha BRIYCKY, Z0VBAURS, BHA TRKYAALHS JIKADCEROTD 3.1:":06}/}

Homep peecrpaniiinoro nocsiaues UA/8794/01/01 crpox aif peecrpaniénoro rochi e HEOOMEKe

Cepis sixapeskoro sacoty Ne CLOOY Kinskicrs Bsesssoro aixapepksro sacofy 60
Bupuobunk Eux 106 Brixang Hpatisit Jlimiten, Iuain

{paliverysundy supolusxa aikaporxoro 3acody, KpalHa NOXOIKSIHA]

Baeseno b Yrpainy Tosapucreo 3 odnekenoio sinnosizaisuictio "OPT AHOCIH JITJ",
inent, wop: 24377666

(naftvenysnmn Ta koa sa CIPTIOY wpranunol ocobu afio npisvume, iv's, no Sarbxoni $isnuno’
ocofi - nianpuenvas, I Micke npompsanys ta peecTpanipuit Homep oGnizosol KapIKY FEETHIKE
noaarkis a00 CCPiY Ta HOMED NACTIOPTA)

1iporokon Bisyaneioro konrpome sin 23.12.2020 Ne 4178/1.
Hafoparoprmil auanis sxocri nikapesrore 3acoly saificaenuin

HepiapHa HAYKOBO-H0CLAHA nabopaTopin 3 KOHTPOMO SIKOCTI ﬁimpcméxdx zacolie lepxapnoi
yerarosd "THCTHTYT rpoManchkoro sgepos's im. O.M, Mapseesa HAMH eramﬂ" (m.Kuis,
syiLllonynpenxa 50)

{(HalvenyRatEs T2 MICHEHIAX0IKCHIS TAG0PATODIT, M0 POREIE iﬁ[‘.ﬁﬂ{!d’m"‘ﬁﬁﬁ aHanis ﬁmcm)

BHCHOBOK 10O SKOCT] AKAPCHKOro 3acody, Biaanui maGoparopicio sig 29.01. 20"41-3‘% 226
Peayf‘; ETATH Haﬁopa re;mm 0 a};aﬁnv ﬁixc(ﬂl fliixd[)Cb!(Ol 0 '>acow 33 Hepempemmn fnoKAsHHKaMI BIHOBIIAIOTH

-’\;\:"\: THE » “1‘;\'::
AN

32 pesvALTATAMH SPUKABHOID KOHTPOMO  BCTEHOBIEHO,
AOTPHMAHIAM RHMOU 33K0H0AABCTEA LI0AQ 3853 GUEHHA

HaganpHux ixona XOJIQJAEHKO

{nocazosa ocofaspraity TPy {(nignnc) e {inimiazy Ta npissMne}




JEPHINKCIIYABA :
HEPHKABHA CHAYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y M. KUEBI
BYJL Ecp@almxéﬁcwa 29, Kuie, 02098, ren/baxe: (044) 550-23-535, Ten. (044) 350-20-55

E-mail: dis kyiviidls. gov.uahttps://www.dis.gov.ug, Ko €IPIIOY 37679055

BHCHOBOK >
Npo sIKieTH BBE3eHOro 8 Ykpainy aikapebroro 3acoGy

09.62.2021 Mo 5251/21/2611

KAGTPHMA3OJ
{mefmeryianig dikapebkors 3ncody 3rine 3 peceTpauifinmd rocawsermm)
mazb 1 % 1o 20 ry vv6i; mo 1 1y6ip AN 3 h&ET(IH’?
(hopnn BUTTYCKY, AOSYBAHHY, BHIA NEXYBAHNE HIKAPCEEROTD 33000Y)

Homep pecerpauiiinoro nocsiavenns UA/BT794/01/01 erpox uii peecrpauifinoro noesiienns HEOOMEKCHHH
Cepia aixapepioro sacody & CLOUY KiaukicTh sBesencro aikapebkoro 2acody 47100

Brpofnig Eri'iob Erikais Hpaisit JiMiten, Ingia
(Hattveiynaiieg Brpotis JIKapeeKoro mco"éy, Kpafsa NOROHCHYEN )

Bressno B Vipainy Tosapucrio 3 odMeKeH010 Bmﬁonmaﬂbmcm "OPTAHOCIH }I’I‘I{"
iaeny. koa: 24377666
(uafimenypasns Tz goz 38 € APTIOY iopuanunol ocotu alo npissuie, s, 1o Sarekoni Giznuuo!
aeofy - nianpuesin, 1 Micue MPOKHBATRA T0 ps.,cup'imrsmn 1oMep 00AIR0BOT KAPTKH TEITHREA
nozatkin alo cepis Ta HOMED HacHopPTa)

[Ipororon slsyaasuors wourpea oia 25.01.2021 X 215/1.

G ®BBezeno B Yipaluy 3

34 pesyneTATaMH  IEDWARHOIC ROATPOMIC  BCTANOBACHO, WO AiKapCRREH 3
AOTPHMAHHAM BHMOT 32K0H01aBCTEA 11010 3a0¢3neuenns 1x0cTi Lixapchkux 3acobip.

Hauagsumx

(mom;mmm%@ﬁ PR AS PRI RUHTEOAO) {aianme)
¥ i i




cepir N: CLO09

KTIOTPEMA3ZOJ, mass 1% no 20 r y TySi
CERTIFICATE OF ANALYSIS
CEPTHDGIKAT AHAJIZY
Certifieate No.: . .
Ceprndinar N Feses!
Product pame: CLOTRIMAZOLE
Ha3ssa gpopysuil; KIOTPHEMA3Z0JR
Pharmacentical form: ointment | %
Jirapenia Gopan mazs | %
Strength/peiency: 10 mg
Cuna piifakinssicrss 10 mr
Type and size of packaging: | For 20 g in tube; for 1 tube in cardboard pack
{ Ban i poiaip ynakosku: 1o 20 v 8 7y6i; me 1 vyHi B navuni 3 kaprouy
Active substances: 1g of ointment contain: Clotrinazole 10.0 mg
Hiresd peonssgis 1 rmazi MicTaTe: Knorpesazen 10.0 mr
Manufreturer: Encube Ethicals Private Limited
Huspodine: Enx’1o6 Erixans [paiisic Jlimiren
Address: Plot No, C-1, Madkaim Industrial Estate, Madkaim, Post Mardol, Ponda, Goa - 403 409, India
Ajxpecni Himennng N° (-1, Manxaiiv Inggaerpian Ecreirr, Massaihi, [ocr Mapnosn, Hosga, Foa -~ 403 404, Tunis
Registration certifieate: Valid npto: | Uniimited term
Pecorpaniiing nocninyennn: UA/3754/01:01 JHitiene oy | HeoOuemermit
License No.:
Jineusia Nes L
Batch Me Date of manufacture Expiry date Batch size (packs)
Cepin Ne Aara supofnuursa Tepuin BpaaaTHOCTI Posnip cepii (ynax.)
CLO0Y 1172620 16/2824 50 006
Index name Acceptable limits (by MQC) Result
Halisreuvaanng HOKAINHED Senyernmi Mexi {3a MISDH Pesynerar
Description / Onne Wit sof e tomtincr) Complics / Bianosiaac

M’ Maca (s} GItoro xoneepy.

Identification / Inetrrudixauin

Clotrimazole / Knorprmvason

Reterition fime of the mam peak in e chrosiiatoprarm of the test solution for e
sesay is the same as the retention time of fhe peak of clomazale the
chromntogzam of the standerd selution propared for G some definition.

at yipibkyBANES OCHOBHOTO THRA 31 XPOMATOrR BOpOGyRSITD
PRUHHIY, FPUICTOBIACIO i KieIGHORD BIHEmENES, MAg JErRTIeT 3 Hac:
VEPFMYBAHED! THRS KRNI HR XPOMUTONpaM CTaIapTHons pOpIRKY,
FIPUPDTOBAHONO 74 TON0 $aMOre BHEHAICHIRL,

Complies / Binnosizac

The size, ¢olor and intensity value of he principal spot obtained from fest
solution corresponds tothat the spot obtzined from Stzndard solution of
cloirmazole.

{Emmmmmpammwﬁyuammpwm zapomupm,mlmopam
IHTCHCHBHICTRO TIOBREHA BIAITIORITATH THIAMI HA XPOMATOTPAM CTAHBPTHOTO
FOFIEY STPHAMOTY.

Comptlies / Bignopizae

Average fill weight
{epepig Maca svicry Tybie

Not kess than 20 gm
{ Hememne20r

pH

from 5.0 t¢7.0
1pias0uo 7.0

Tmprevities/ Cyrrponint zominn

2-chloroiriianol / 2-xnopoTpATaNoA

1 No more than 1.0%
He 6ineime 1.0%

Assay / Kinpricne BHHAYEHHR

CLOTRIMAZOLE, ointment 1 %: for 26 gm in fube

)

Encube Ethicals Pvt. Ltd.

Registered Office : 803, B Wing, HDIL Kaledenia, Sahar Road, Andheri {E), Mumbai - 40006%-|

P:+91-22-6228-8000

QN o

bateh Ne CLOGS

W37

Factory Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post : Mardol, Ponda, Goa - 403 404-INDIA

P :+91-0832- 6618600

R&D Center:- 24, Steelmade Industrial
P:+91-022-62647000

W www.encubeethicals.com

Estate, Marol! Village, Andheri (E) Mumbai - 400059-INDIA

CIN No.: U24230MH1995PTCO92485




KIOTPHMA30, mazs 1 % no 20 v y TY6i

Clotrimazole / Kssompravasan
ot Tess thar 9.5 mg ang not more than 10,5 mg in | gm of product
At batch release (95.0%- 105.0%)
Ha MORENT BHHAYCKY He menuie 9.5 ar i me Ginsme 10.5 mr 8 1 T npenapary
{95.0% - 105.0%) 101 mg/lg
Not less than 9.0 mg and not more than 11.0mgin 1 gm of product = omr/lr
Shelf life {50.0% - 110.0%)
HpoTarcs TepMminy PHARTHECT He memme 9.0 Mr i He Gimowie 11.0 Mr 8 1 r nipenapary
{90.0% - 110.0%)
ot less fhan 0.0 mg and not more than 1.1 mg ia 1 gm of product
i (90.0% - 110.0%) mg/lg
o S Xnogr He nernire 0.9 mr i He Ginsure 1.1 Mr 8 1 r npenapaty 5 mrflr
_ £90.0% - 110.5%)
Microhiological test / MixpoGioorisna 1ucrora
The total mmber of viable aerobie micrporganisms / 3aransHa KiNBKICTH WHTTEIRATHAX 26pOCHEX MiFpoopraniziu:
Bacteria No more tlun 100 in Ig Less than 10/g
Barepiii He Gimpme 100y 1T Merme 10/
Fungi No more than 10 per 1 gm Less than 10/g
Tpuiin HeGimsmg 10y 1r Mennre 10/
Should be absent in 1g Absentperlg
Staphylococcus aureus Bizcyrsiors y Ir Bigoyraiy 1 c
. Should be absentin g Absentper 1 g
Pseudorwonas aeruginosa Bincyraictey 1T Bigcymiylr

CONCLUSION
BHCHOBOK

The lesis implemenied in acverdancs with MQC the manufactuter et approved by Mol of Ukraine.
In fhe opinfon of the undersigned the sarple referred to above isof standard quality is defined in the MQC.

I hereby ceriify that the shove infusmation is authentic ond acourate. This bawh of product lus been mpnufactured, including
packaging/labeliig and quality contral at the abovie mentioned site in full comp
Authority and witl: the specification available in registration dossier. The batch processing
found to be in compliance with GMP.

Hance with the GMP requirements of the focal Regulatory
packaging and analysis recards were reviewed -

BrupoGysaw nposexeni sianosiso 10 MKA BipoGaika samepazeol MO3 Yrpatua.
3riae DHOHOBRY HIPREENLIIICANOND, WLIEBRI3aNHH IPITOK MAC cranaapii TOKAHRKA 4XOCT), Nepenbiven MICL
Hun # 38ceifsyo, 10 HADEAGH! BHINE iudopManis € nocroniprolo ta Togwomn. cepi FPCIYKId
IO YEOHA/AAPRY NI TA KORTPGD 1T aKocTs 1A nEEEIAzRAeHiit BrpobHwiH ainwEIL IPOBEAES ¥ nonsill signosianoutt 3 BIEMOraM
GMP, #CTARORNCHRME MICIEBHM Doy VATTORHAM OPPIIOM, A TaKOR ainnoniane Ko eneupdixauil, mo MICTHTECA B peccTpauifingyy 10Che.
TTpororom BHPOSHHRTBEE, NAKYBAHR T2 ananisis Gysu nepermatyti - BCIANOENSHO RIAMOBIEICTS GMEP.

i Gyno pupolneno {BRACIHOM

Position of person authorizing the bateh release
Tocaxs ocabH, sxa Bradila AuInin HA BIILYCK cepil

Signature of person authorfzing the baich release
ignue ocobu, Aka BHASIA KEIBIT HA BHIYCK cepit

CLOTRIMAZOLE, vintment 1 %: for 20 gm ia tube

Encube Ethicals Pvt. Ltd.

Name
fipissnme

Date of signature
Hara nignHcanss

batch Ne CLG09

Reglstered Office : 803, B Wing, HDIL Kaledonia, Sahar Road, Andheri (E}, Mumbai - 400069 -INDIA

P +91-22-6228-8000

Factory : Plot No. C-1, Madkaim Industrizl Estate, Madkaim, Post : Mardol, Ponda, Goa - 403 404-INDIA

P;+91-0832-6618600. .- .. . ..
R&D Center:- 24, Steelmade Industrial

P:+91-022-62647000
W www.encubeethicals.com

Estate, Marol Village, Andheri {E}), Mumbai - 400 059-INDIA

CIN Mo.: U24230MH1995PTC092485




JEPXIIKCITY KBA
JIEPSKABHA CJIYKBA 3 JTIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUE€BI

syn. Bepesnaxincoka, 29, Kuie, 02098, Ten./daxce: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.uahttps://www.dls.gov.ua, Kox €IPTIOY 37079055

BHCHOBOK
PO SIKICTH BBE3€HOTO0 B YKPalHy JiKapceKoro 3acody
15.03.2021 : ' Ne 117092172611
KJIOTPHMA30JI

{paliMeHyBABHI JTiKApCHKOre 32¢00y SriHO 3 peccTpauilinmuM IoCBiNHEHAM )
maib 1 %; mo 20 r y Ty6i; mo 1 1yHi B mauni 3 kapTomny

{dopma BuIycKy, 103yBaHHA, BMA AKYBAHHS AIKapCeskoro 3acofy)
Howmep peectpaniitzoro nocsimaenns UA/8794/01/01 crpox nii peectpaniiinoro noceimuents HeOOMEXKEHAH
Cepis aikapeskoro sacody Ne CLO10 KinbxicTs BBe38HOr0 Hikapckkoro sacoby 48060

BupoGaux Enx'106 Etixans Hpaiigit Jlimiten, Iumis

(naiiMenyBanss BUpobiKa MXapeEKOTO 3ac00y, KpaiHa IOXOGKeHH)

Beesero B Vipainy ToBapucrso 3 06Mexenow sianopinansuicrio "OPTAHOCIH JIT/A",
inenT. won: 24377666

(naiimenysanns Ta xoa 3a CAPTIOY 1opuxuysof ocobn ado npissue, iv's, no Garexosi dizpyanol
0cobH - minnpreMuy, T Micle NPOXUBAHANA T4 PeecTpaUilinmi HoMep oOGIKCROT KAPTKY NIaTHAKE
TIoRaTKiR 200 cepis Ta HOMED HacIopTa)

IIpotoxon sisyannrore konrpeaie sin 15.03.2021 N 798/1.

Ja pesyabTaTaMA  AEPKABHOTO KOHTPOJIO BCTRHOBICHO, IO JKapchKHM 3a2cid Beeseno B VYipaimy 2

Hagamprax Muxona XOJFOAEHKO
(nocanoBa ocol ;,! £ (tniuians a npissyme)
A
- b\ﬁ‘* f
7 x e

"y




KJIOTPHAMA30J, maszs 1 % no 20 r y 1y6i cepin ] CLOIO
CERTIFICATE OF ANALYSIS
CEPTAMIKAT AHAJIIRY
Certifieste No.:
5
Ceprudrikar Ne: i
Produet namc: CLOTRIMAZOLE
Haasa npogysxuii: KJIOTPHMA3OJ
Pharmacentical form: ointment 1 %
Jlikapebka opma: Mask 1 %
Strength/potency: i0mg
Cnna gii/axTasRicTs: 10 Mr
Type and size of packaging: | For 20 g in tbe; for  tube in cardboard pack
Bua i pomip ynaxosku: no 20 t B Ty6i; mo 1 Ty6i B mavwi 3 KapTony
Active substances: 1g of ointment contain: Clotvimazole 10,0 mg
Jisowi pevoBiri: 1 r ma3i MicTnTs: Kaorpamason 10,0 mr
Manufacturer: Encube Ethicals Private Limited
Bupofinuk: Euxc’106 Erixans Hpaiisit Jlimiten
Address: Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post Mardol, Ponda, (Goa — 403 400, India
Anpeca: Jimprung Ne C-1, Manxaity luaacrpian Ecreiit, Manxaiiv, Tloer Mapaen, Ilonns, Toa — 403 404, Inais
Regtstmtﬂn certiﬁc.ate: UA/Z794/01/01 Vs}:d upto: | Unlimited term
Peccrpauiiine nocsizsecunn: Hikiene po: | Heobmewennii
License No.:
Jiuensia Ne: 361
Batch Ne Date of manufacture - Expiry date Batch size (packs)
Cepia N2 Iata sHDOGHULITES Tepmin NpBAATHOCT Poamip cepii (ynax.)
CL010 11/2020 10/2024 50 000
Index name Acceptable limits (by MQC) Result
HafiMenveaHHn nOKa3MNKa Honverumi mexki (3a MKH) Peaynurar
Deseription / Ome b i e S Complies / Bignogigac

M’sxa Maca (masn) Ginoro komopy

Identification / Jaenrndixania

Retention Lime of fhe main peak in the chromatogram of the test solution for
the assay is the same as the retention time of the peak of clotrimazole in the
chiomatogram of the standard solution prepared for the same definition.

Yag yTpHMYBaHHA OCHOBHOTO ITKA HA XPOMaXorpami BHpelypanoro Complics / Binnopiase
POSHIHHY, TIPHIOTOBZHOND JIA KUTHKICHONO BHEAYCHIA, MAE 30Iesics 3 9AC0M
YEPUMYBAHH FkaL KNOTPHMEBOIY B XPOMBTOIPEM CTEHARDTHONG POTTHHY,
Clotrimazole / Koorpsimason HPHTOTOBSHOIO A TONO CAMOTO BIDAIMEH.

The size, color and intensity value of the principal spot obtained from test
solution correspands to that the spot obtained from Standard solution of
clofrimazole.

Thsnsa iz e . B —— bk - Complies / Bianosigae
1 ITenCHRICTIO NOBHKHA BITTIOB|IATH IUBMMI 1A XPOMATOrpaMi CTAHAPTHOTO
DOFHHY KIOIPIMABONY,
Average fill weight Nt less than 20 gm 204 &
Cepeann maca pmicry 1ybu Hememmne 20 o
B from 5.0t0 7.0 )
pH pin 5.0 mo 7.0 6l
Impurities/ Cynposin aomitora

No more than 1.0%

2-chlorotritanol / 2-xnopotpuTason He Gimsree 1.0%

CLOTRIMAZOLE, eiptment 1 %: for 20 gm in tube batch Ne CLO10

Encube Ethicals Pvt. Ltd.

Registered Office : 803, B Wing, HDIL Kaledonia, Sahar Read, Andheri (E), Mumbai -~ 400069 -INDIA
P:+91-22-6228-8000

Factory : Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post : Mardol, Ponda, Goa - 403 404-INDIA
P:+91-0832-6618600

R&D Center:- 24, Steelmade Industrial Estate, Marol Village, Andheri (E), Mumbai - 400 059-INDIA
P:+91-022-62647000

W www.encubeethicals.com CIN No.: U24230MH1995PTC092485




Encube

WIOTPHAMA3OJL, mazs 1 % no 201 y Ty6i cepie Nt CLOLO

Assay / KitbicicHe BMaHa9eHuR

Clolrimazole / Knospamason _
' Not less than 9.5 mg and not more than 10.5 mg in 1 gm of product
At batch release (95.0% - 105.0%)
Ha MoMeHT BADYCKY He mcnmme 9.5 mr i ge Ginpwe 10.5 mr 8 1 © npenapaty
{95.0% - 105.0%) 02 mg/lg
Not less than 9.0 mg and not more than 11.0 mgin 1 gm of product owmrl/lr
Shelfiife {90.0%- 110.0%)
TIporarom Tepmidy npugaTHocTi He menme 9.0 Mri ne Ginpme 11.0 mr 1 1 r mpenapaty
{50.0%- 110.096)
Not less than 0.9 mg snd not more than 1.1 mg in 1 gm of product )
90.0% - 110.0%) mg/lg
Chlarpeeccd | Xnoppeone %—Ie memue 0.9 mr i ve Giarme 1.1 Mr B 1 r npenapary Lo mr/lr

{90.0%- 110.0%)}
Microbiological test / MixpoGionoriuna «ucrora

The total number of viable aerobic microorganismé / Jaransha kiIsKeTs RUTTEIMATHIX AEPOSRIX aixpoopranizvia:

Bacteris No more than 100 i 1g Less than 10/g
Baxvepiil HeGumire 160y i1 Menme 1{/r
Fungi No more than 10 per 1 gm Less than 10/g
T pubia He Ginpure 19y i ¢ Maenme 100
Staphplococeus aurens SEould be absentin 1g A?)sent per Ig

Bigeyrsicts ¥ Ir Bieveniv 1o
Pseudomonas aeruginosa Si}ould b.g dbsent in 1z Aiasem per I &

Bigeymicray i Bigeymiivir

CONCLUSION
BHCHOBOK

The tests implemented in accordance with MQC the manufacturer (hat approved by Mol of Ukraine.

In the opinion of the undersigned the sample referred io above is of standard quality is defined in the MQC,

1 hercby certify that the above information s authentic and accurate. This batch of product bas been manufactured, inchuding
packaging/labeling and quality control @t the above mentioned site in full compliance with the GMP requirements of the local Regulatory
Authorily and with the specification avaiiable in regisiration dossier. The bateh processing, packaging and unalysis records were reviewed -
found to be in compliance with GMP.

BunpofBysanns npopesesi sinnosigdo no MIS] supotHHKa saTBepmkenol MO3 Vipaina.

3riIHO BHCHOBKY HUMHE ATHCAHOTD, RUINARKA3auMH 3pasoK Ma€ CTaHAApTHI TOXA3HIKH AxocTi, nepenbaveni MICL

Lum 1 3acBimeyio, wo HapeneHa BHmC indiopmania € mocToipeow Ta Tousow. 1o cepiio mpomyxnil 6yno snpoGneno (prmouasoun
TIAKyBAHHA/MAPKYRAHHL) TA KOHTPONL Tl AKOCTI Ha Bumesasuauexii BEpoGHM4iH Al NposcacHO ¥ moanil pianobimoct 3 BIMOraM
GMP, BCTAHORNEHUME MICIIERHM DETYIIATOPHMM OPIAHOM, & TAKOK BiAUOBIAHO A0 crcmudixauii, mo MicTHTECK B pecCTpaNiiHOMY AOCHE.
TipoToKonn BUPGOHAITES, AKYBakRA T4 ananisis GyIu nepernsHyTi - BeTanosneso sinmosimicrs GMP,

Name a
Tpizpume )X Ovmm Q&& N

Position of person authorizing the batch release
Hocaza ocolu, nxa sHaana fo3sia wa BERyCK cepii

Signature of person authorizing (he batch release
Hianuc ocoby, SK4 BHIAN T03BLT HA BHOYCK cepil

Date of signature
Jlara mianucauun

CLOTRIMAZOLE, ointment 1 %: for 20 gm in tube batch N¢ CLO10

Encube Ethicals Pvt. Lid.

Registered Office : 803, B Wing, HDIL Kaledonia, Sahar Road, Angheri (E}, Mumbai - 400069-INDIA

P +491-22-6228-8000

Factory : Plot No, C-1, Madkaim Industrial Estate, Madkaim, Post : Mardol, Ponda, Goa - 403 404-INDIA
P:+91-0832-6618600

R&D Center:- 24, Steelmade Industrial Estate, Marol Village, Andheri (E), Mumbai - 400 059-INDIA
P:+91-022-62647000

W : www.encubeethicals.com CIN No.: U24230MH1995PTC092485




TEPHUTIKCITY JKBA
JNEPIKABHA CIVKBA 3 TIKAPCHKAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

By bepesnsikiscnka, 29, Kuis, 02098, ten./akc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.uahttps://www.dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOX
Npo SKiCTh BBE3CHOTO B YKpaiHy JiiKapcbKoro 3acody
31.03.2021 '. Ne 1616372172611
KJOTPHMA30.1

(maiiMeryBaNHS JiKapPCLKOTO 3300 3riAHO 3 PEECTPALIIHEM [I0CBIIHEHHIM)
ma3b 1 % no 20 r y 1y6i; no 1 Ty6i B nauni 3 xaprony
(dopma BHMYCKY, AO3YBAHHS, BHA MAKYBaHH JiKapCLKOro 3ac08y)

Howmep peectpaniitioro nocsimuenns UA/8794/01/01 crpok aii peecrpauiiinoro noceinyenns HEOOMEKEHMH
Cepia mikapeskoro sacoby Ne CLO11 KirbkicTs BBE32HOTO nikapeskoro zacoby 47940

Brpobmmx Enx'to6 Erixans paiisit Jlimitex, Iumis
(naibveHyBanns BUpoCHNKA NiKapesKoro 3acoly, KpaiHa NOX0oKEeHH)

Breseno B Vipaidy Tosaprcrso 3 o0vexenor sinnosinaasnicTo ""OPTAHOCIH JITA,
inent. xou: 24377666
(naliverysanns T2 Ko& 2a €JIPHOY opuauunoi ocobu abo npiseume, im's, rio Garskosi (izpgHOT
ocobH - nijmpuemis, T MicLe HPOKUBAHHS TA peecTpalliliHmit Homep 06TiKOBOI KADTKH THIATHHKA
nozxaTkie abo cepis Ta HOMep nacnopra)

IIporokon Bizyaasnore kourpomo sin 31.03.2021 Ne 1000/2.

32 pesynLTaTaMH  IePKABHOIO KOHTPOMIO BCTAHOBIIEHO, o nixaperxuii  3acid BBeseHo B Vkpaimy 3
JOTPHMAHHSAM BAMOT 3aK0HOABCTSA M0N0 3a0e3neueHHs AKOCTI NIKAPCHKUX 3acobiB.

B.o. ragambHuK

T30 T s N .
(noca.!iosa, Oqgﬁa Oprany gyap)xaBH 0 KQﬁ'P’p%ﬂiO) /
Jim™ I3 hil | e

i




Encul

KJIOTPAMA3OJ, mase 1 % no 20 vy TyGi cepla N CLO11
CERTIFICATE OF ANALYSIS
CEPTHO®OIKAT AHAJIZY
Certificate No.:
Ceprdiwar Ne: 200021158
Product name: CLOTRIMAZOLE
Hasea apoaywail; KIOTPHMA3OJ
Pharmaceutical form: ointment 1 %
Jlikapeska dopma: Mazn 1 %
Strength/potency: 10 mg
Cuna givakTunuicTn: 10 Mr
Type and size of packaging: | For 20 g in tube; for 1 tube in cardboard pack
Bua i poamip yragosxu: mo 20 r » 7y0i; no 1 Ty6i B nawui 3 kaprony
Active substances: 1g of ointment contzin: Clotrimazole 10,0 mg
Jioni pesosunu; 1 r masi MicTaTs: Kaorpustason 10,0 mr
Manufacturer: Encube Ethicals Private Limited
Bupobmnk: Enx’x06 Erixams [paiisit Misiven
Address: Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post Mardol, Ponda, Goa ~ 403 400, India
Anpeca: Jinssans Ne C-1, Mamcaiim Iugacrpian Ecreiir, Manxativ, Hoct Mapzon, Towza, Toa — 403 404, Inaix
Registratign cen;ﬂsate: UA/8794/01/01 Va-hd upto: | Unlimited term
FPecerpauiitue nocsiveennn: Hiiicne po: | Heofmexernif
License No.:
Jlinen3in Ne: 361
Batch Ne Date of manufacture Expiry date Batch size (packs)
Cepia Ne Jlara BupoOHMNTBA Tepmin npaaarHocTi Po3mip cepil (ynak.)
CLeiy 11/2020 10/2024 50 600
Index name Acceptable fimits (by MQC) Result
HaliMenyBauHs noKaznuKa Honyerumi sexi (3a MISH PesynnraT
Description / Oune WHIE SOl ;s (clitincet) Complies / Binnosinac

M’sixa mMaca (Mase) OUION0 KAHODY

Identification / InenTudixanin

Retention fime of the main peak in the chromatogram of the test solution for
the assay is the same as the retention time of the peek of clotrimazole in the
chromatogram of the standard solution prepared for the same definition.

Yac VIPHMYBAHHA OCHOBHOO Tk HA XPOMATOTDaM] BHIPOOYBAHOTO Complies / Bianosinae
PAGHHHY, IPHNOTOBAHOTG /A KUTBKICHONO BHINAYCHE, MaC 30IaTHes 3 9a00M
YIDHMYBAHEA TR KNOTPIMEGOTTY HA XPOMATOIPaM] CTAH/IADTHOND POSHNY,
Clotrimazole / Knotpamasan TPHIOTOBAKONO 1A TONO CAMOT0 BHOHATEHISL.

The size, color and infersity value of the principal spot obtained from test
solution comesponds to that the spot obtained from Standard solution of
clotrimazole.

Tlrpiva Ha XpOMATOTpaMi BITTPOGYBAHONO POGYHHY 33 POIMIPOM, KOTTROPOAM
{ iHTeRCHBRICTIO NOBMHEHA BIZTIOBLANTH UM HA XPOMATONpaMi CTaHEITHDND
DOGIHHY KIOTPHMAOITY.

Average fill weight / Cepepmn Maca pviiery | Not less then 20 gm
He memue 20
from 5.0t0 7.0
sin 5.0 5o 7.0

Complies / Binnopinae

pll

Impurities/ Cymipopiaui gominie

No more than 1.0%

2-chiorotritanol / 2-xnopoTpUTaHON He Gimpuie 1.0%

CLOTRIMAZOLE, cintment 1 %: for 26 gm in tube batch Ne CLO11

- N
%x o W 3097 O /5 06 20T,

Encube Ethicals Pvt. Ltd. SR

Registered Office : 803, B Wing, HDIL Kaledonia, Sahar Road, Andheri (E), Mumbai - 400069 -INDIA
P:+91-22-6228-8000

Factory : Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post : Mardol, Ponda, Goa - 403 404-INDIA
P:+91-0832-6618600

R&D Center:- 24, Steelmade Industrial Estate, Marol Village, Andheri (E), Mumbai - 400 059-INDIA
P:+91-022-62647000

W : www.encubeethicals.com CIN No.: U24230MH1995PTC092485




Encu

KJIOTPHUMA3OJ, mase 1 % oo 20 ry 1y6i cepin N CLO11

Assay / Kinnkicue puznadenns

Clotrimazole / Knotprmason
Not less than 9.5 mg and not more than 10.5 mg in | gm of product
At batch release (95.0%- 105.0%)
Ha voment BROYCKY He mermme 9.5 mr i ne Ginsue 10.5 mr » 1 1 npenapary
(95.0% - 105.0%) 102 mg/ig
~ Not less than 9.0 mg and not more than 11.0 mg in 1 gm of product o omr/lr
Shelf life {90.0% - 110.0%)
Iiporarom Tepmixy npHaarTHocTi He menme 9.0 Mri e Gineme 11.0 Mr B 1 © npenapary
{90.0% - 110.0%)
Not less than 0.9 mg and not more than 1.1 mg in 1 gm of product
(90.0% - 110.0%) mg/lg
Chlorocresol / Xnopkpeson He menme 0.9 yrine Ginsue 1.1 Mr B 1 © npenapary 10 ,mr/lr
{(90.0% - 110.6%)

Microbiological test/ Mixpubiosorimg YucroTa

The total number of viable aerobic microorganisms / 3aranbra KiTbKICTh KHTTEITATHHX a€POOHHX MiKpOOpranismis:

Bacteria No more than 100 in Ig Less than 10/g
Baxwepiit He 6immme 100y I ¥ Menme 10/r
Fungi No more than 10 per 1 gm Less than 10/g
Tpubis He 6imnme 10y 1 ¢ Memue 10/t
' Should be absentin 1g Absentper1g
SapRYDORE s Bincyruicts y Ir Bincvrrivlr
‘ Should be absent in 1g Absentperl g
Pseudomonas aeruginosa Bizeyruicray 1 1 Bincyrriy 1t
CONCLUSION
BUCIHOBOK

The tests implemented in accordance with MQC the manufacturer that approved by MeoH of Ukraine.

Tn the opinion of the undersigned the sample referred to above is of standard quality is deflined i the MQC.

1 hereby certify that the above information is -authentic and accurate. This batch of product has been manufacturcd, including
packaping/labeling and quality control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory
Authority and with the specification available in registration dossier. The baich provessing, packaging and analysis records were reviewed -
. found to be in compliance with GMP.

Bunpodysanua nposenehi sinnosiane ao MK snpodnuka sarsepaxenoi MO3 Yxpainn.

3rimie sHCROBRY MIDKUEI AN ICANOTD, BHIleRKasani 3PA30K MIE CTAHAAPTHI NOKAIHIIH AKOCTI, nepentaueni MKAL

v & 3acoimuyio, Mo Hasegena suwe jndopiauia e gocrosiproio Ta Tounoko. o cepio npoaykitii 6yao supolneno (BKuHOMMIOMH
DOKYDANHA/MADKYIGHAS) T3 KOHTPORE T #XOCTI Hi BHWEIA3HAUEHT BUPOGHINIH AlALHMIL MPOBEASHO ¥ fosuiit BinnosimmocTi 3 BEMoraM
GMP, BeTaHOBACHIMH MICHERIM DETYANTOPHIM OpraHoM, 4 TRKOX Biznoaimo jo eneudixauii, wo MicTiHIbea B pecctpanifinoMy AcChE.
Tlparoxenn BupolHIITES, AKYBRHNS T2 aHATIFE GY/IH NEPErIRHYT - BCTAHOBASHO pinnosiwicts GMP.

Name : °
Hpizene _/LS O r_‘)ﬁ,&v\r\/ % <A Ow

Position of person authorizing the batch release

Hocams ocolu, fKa BHAANA DVIBLT HA BHITYCK cepit i AV ROEA” L A
U
Signature of person authorizing the batch release o
izanc ocolu, sKa BUAATA 103BIT HE BUNYCK cepil /ibea/
oA
Date of signature i M
JaTa niInHcanus 3 LT
CLOTRIMAZOLE, ointment I %: for 20 gm in tube batch Ne CLO11 Zofa2

T,

Encube Ethicals Pvt. Ltd. V-
Registered Office : 803, B Wing, HDIL Kaledonia, Sahar Road, Andheri (E), Mumba\?s\,f\klO‘OO_@?i!ND!A &
P : +91-22-6228-8000 Nl Oy gros *

Factory : Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post : Mardol, Ponda, Go;EL‘ios.m:'fNDiA
P :+91-0832-6618600

R&D Center:- 24, Steelmade Industrial Estate, Marol Village, Andheri (E), Mumbai - 400 059-INDIA
P:+91-022-62647000

W : www.encubeethicals.com CIN No.: U24230MH1995PTC092485




KIIOTPHMA3O0J1, mase 1 % no 20 ry Tybi

CERTIFICATE OF ANALYSIS

— Encube

cepin Ne CL10S

CEPTHOIKAT AHAJIIZY
Certificate No.:
Cepridizat Ne; F216022521
Product name: CLOTRIMAZOLE
Haipa npouyxuit KJIIOTPHUMA30JL
Pharmaceutical form: ointment 1 %
Jlikapcuka opma: Masb 1 %
Strength/potency: 10 mg
Cina pi/akrushicrs: 10 Mr

Type and size of packaging:
Bia i posmip ylakoskir:

For 20 g in tube; for I tube in cardboard pack
no 20 r B TyGi; no | Ty6i 8 madwui 3 KapTony

Active substances: 1g of ointment contain: Clotrimazole 10,0 mg
Jliroui pevosnsun: | r masi mictiTe: Knowpumazoa 10,0 mr
Manufacturer: Encube Ethicals Private Limited
BupoGinik: EHk'100 Evikana [Npaiinir Jdimiren
Address: Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post Mardol, Ponda, Goa — 403 400, India
Aapeca; Jinvnuun Ne C-1, Maakaliv Inaactpian Ecveitr, Maakafiv, Mocr Mapaan, TNoisa, Foa - 403 404, Inais
Registration certificate: Valid upto: | Unlimited term
Peectpanifine nocuinuenns: UA/8734/010) Jlifiene po: | Heobmexeni
License No.:
Jlienzin Ne: 361
Batch Ne Date of manufacture Expiry date Batch size (packs)
Cepia Ne Jloea supoGruuraa Tepmin npuaatnocti Possip cepii {ynak.)
CL10S 10/2021 0972025 50000
Index name Acceptable limits (hy MQC) Result
Hafisienysanus nOKa3HHKS Jonycunmi Mexi (30 MKSH) Pesyastit
. 25 White soft mass (ointment) Complics
Description/ Onve M’suuca Masca (Mage) GUKNO kaeopy Biwwsue

[dentification / Luerrndrixanin

tor the ussay is the same as the retention time of the peak of clotrimuzzote in the
chromatogram of the standard sofution prepaned for the sanie definition.

Retention time of the nxin peak in the chramatogram of the test solution

Hac MMy BaKg OcHosHoro Ik 151 XPOMITOXIM BINPOGYRIHONO

Complies / Bianosinae

POFHIHLY, IPITOTOBIHOND JUTH KUILKICHOTD BIBHINCHT, MAC 30Iranicd 3 Macom
YIPHMYRIHES [ KR MA3ATY 12 XPOMATOf XM CHUUEHYTHONO POPUNIY,

Clotrimazole / Knotpsmasan [IHTOFORUKND VN TOIO CAMORD BHSHINCHIA,
“The size, color and intensity value of the principal spot obtuned from test
solution corresponds to that the spot obtained from Standard solution of
clotimazole, ’ ; :
; . X s Conplies / Bianosizae
TUisin0 162 XPOMTTONPAV BUAPOSYRANOID PO 3 POIMIPOAL
ROVILOPOM 1 {LICHCHBIGCTIO FIOBLINES RUTIONZYIH TULIA Has XPOMGITONXIMI
CRUULYYIHOND POBRIY KKPIMAXVIY.
Average fill weight / Cepemiy Maca smicty Not less thun 20 gm
TyGn He menuie 20r
from 5.0t0 7.0
gH 8in 5.0 10 7.0
Impurities/ Cyrposiani somittik

No more than 1.0%
He Giasue 1.0%

2-chlorotritanol / 2-xnopotpiranon

Assay / KinbkicHe Busnavenus

Clotrimazole / Knorpumasan
CLOTRIMAZOLE, sintment 1 %: for 20 gm in tube

batch Ne CL10S

Encube Ethicals Pvt, Ltd.

Registered Office : 803, B Wing. H i i i
Aot S LB ng. HDIL Kaledonia, Sahar Road, Andheri (E), Mumbai - 400049 -INDIA

Factory : Plot No. C-1, Madkaim Industri i -
Pyt s s ndustrial Estate, Madkaim, Post : Mardol, Panda, Goa - 403 404 -INDIA

R&D Center:- 24, Steelmade Industrial i i i
B 495,000 s ustrial Estate, Marol Village, Andheri (E). Mumbai - 400 059-INDIA

W www.encubeethicals.com CIN No.: U24230MH 1995 PTC092485




— Encube

KJAOTPHMA3ZO0J, m33s | % 1o 20 ry 1yGi cepiu Me CL10S
Not less than 9.5 mg and not more than 10.5 mg in 1 gm of product
At batch release (95.0% - 105.0%)
Ha momenT sunycky He mentue 9,5 mr i ne Ginviue 10,5 Mr 8 | v npenapaty
(95.0% - 105.0%) 104 ™8
Not fess than 9.0 mg and not more than 1 1.0 mg in 1 gm of product oowmr
Shelf life (90.0% - 110.0%)
[Mpotarom Tepminy npnaathocti He menmre 9.0 mr i we 6inwwe 11.0 Mr 8 1 r npenapaty
(90.0% - 110.0%)
Not less than 0.9 mg and not more than 1.1 mg in 1 gm of product
(90.0% - 110.0%) mg
Chlotocsesol/Xmpyesan He menuwe 0.9 mr i ne Ginswe 1.1 Mro | r npenapary L Mf

(90.0%- 110.0%)
4HCTOTA

Microbiological test / MixpoGionorisua
The total number of viable aerobic microorganisms / 3aransha kinbKiCTs ¥ TTCIHATHHX aePOOHHX MiKpLOPIaHiTMiR:

Less than 10/g

Bacteria No more than 100 in Ig

bakrepili He 6ibwe 100y 1 1 Mewwe 10/r
Fungi No more than 10 per | gm Less than 10/g
I"pubin He Ginsge 10v i r Mewue 10/r

Absent per | g
Bineyrniy It
Absent per | g
Biacymsiy I r

Should be sbsentin lg
Bixcytnicin y Ir
Should he absent in 1g
Bigcyruictn y 1 ¢

Staphylococcus aureus

Pscudomonas aeruginosa

CONCLUSION
BHCHOBOK

The tests implemented in accordance with MQC the manufacturer that approved by Mol of Ukraine.

In the upinion of the undersigned the sample referred 1o above is of standard quality is defined in the MQC.

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
puckaging/labeling and quality control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory
Authority and with the specification available in registration dossier. The batch processing. packaging and snalysis records were reviewed -
found to be in compliance with GMP,

Bunpodynanus aposegeni sianonizno a0 MKS nupoGouxa satsepkenol MO3 Ypaiun,

3riano puCHOBKY NIAHENINNCINOT, BIENKAIAIT 3PAIOK MAE CTARIAPTHI NORAIHIKK AKOCT], nepenGaveni MKJL

Luss w 3acuiaayio, uio vavenena mue ingopmadin ¢ 20cTopipHoio T3 1041010, [It0 cepilo npoaykuii Gy0 supolieno (srmodaioun
NAKYBAHHA/NIAPKYBUNIA) T3 KOUMTPOAL 1T AK0CTE N3 sinuesasnadeniii supoGmimiil i aposeacso y nopuil wifnosiznocr 3 BiMoray
GMP, peTaitoRneHMI MICUEBIM PErYARTOPHIM OPTalOM. O TAKOK BIRNOBILANO 10 cneundyixaltii, 10 MICTHTICR B PECCTPAUTTIOMY JOCKE.
[porokenu pupoGisurea, nakysanys 1a anaiizs Gyan nepernanyTi - neranopaeno sianasianicr, GMP,

Name

Mpissuuie Sacheen Desai

Position of person authorizing the batch release

TNocauna ocobu, ska snaann no3sin 1a sunyck cepir Manager QA
Signature of person authorizing the batch release 5
I B DML O3EL it <D N~

Liamie ocoGu, ska osaana A036L HA BUITYCK cepii =D C

Date of signature
Jlata nignucanng

/am,ﬂ

ey

QUALITY
ASSUARANCE

CLOTRIMAZOLE, ointment | %: for 20 gm In tube batch Ne CLI0OS

Encube Ethicals Pvt, Ltd.

Registered office : 803, B Wing, HDIL Kaledonia, Sahar Road, Andheri (E), Mumbai - 400069 -INDIA

P +91-22-6228-8000

Factory : Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post : Mardol, Ponda, Goa - 403 404-INDIA

P:+91-0832- 6618600

R&D Center:- 24, Steelmade Industrial Estate, Marol Village, Andheri {E). Mumbai - 400 059-INDIA

P:+91-022-62647000
W www.encubeethicals.com

CIN No.: U24230MH1995PTC092485
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JEPXIJIKCITYXXBA
JAEPXABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KUEBI

Byn. Bepesuakisceka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
npo AKiCTh BBe3eHOro B YKpaiHy JikapcbKoro 3acoly

04.01.2022 Ne 101/22/2611

KJOTPUMA30JI

(nalimeny BaHHs NIKapChKOTO 33C0BY 3riHO 3 pECCTPaUiRHAM NOCBIAUCHHAM)
ma3sb 1 % mo 20 r y 1y6i; mo 1 Ty6i B mauui 3 kaprony

(bopma BuIiycky, 03yBaHHS, BUIL NAKYBaliA Nikapchkoro 3acoly)

Howmep peectpauitinoro nocsinuenna UA/8794/01/01 crpok aii peectpauiiitoro nocsinuenns HeoOMeXeHUH
Cepis nikapcororo 3acoby Ne CL10S KinbkicTb BBE3EHOTO NiKapcskoro sacoby 47160

BupoGHik Enx'106 Erikans [lpaiigit Jlimiten, Inais

(nafiMeryBanns BUpoGHUKA JIIKapCLKOro 3acoBy, kpaiHa MoxoMKerts)

Beeseno B Ykpainy Tosapucrso 3 o6mMexenolo Bianosizaasnictio "OPITAHOCIH
JITI", inenr. won: 24377666

(natiMcHyRanHs Ta ko 3a CLAPIIOY iopuanunoT ocoGu abo npissuiue, iM's, Mo BaTeKoBi
dhizuunot 0co6K - nianpuemus, i MiCle HPOXUBANHS Ta peectpaltifimnii HoMep 06aikosol
KapTKH IJIATHYKA MOXATKIB 260 Cepis Ta HOMEP MacnopTa)

Tporokon Bisyansnoro koutpomo sia 04.01.2022 Ne 5143/1.

3a  pesynbTaTaMu JEPKABHOFO KOHTPOJIO BCTAHOBNEHO, MO Nikapcbkui 3aci6 BBeseHo B VYkpaiHy 3

AOTPHMAHHAM BuMor 3ak Honaa'c‘m

oz1o 3abe3neyeHHs sKocTi JRapcbkux 3acobis.
TRCOBID T4

T
,'.\-\: A Y
QJIBHKO

(mg;l‘ej{m {%u{x\?zz\meﬁ]

\pert? Api¥

HauanpHux

(nocasona 0coba oprat (nipnuc)

i [

YW
431768




& Encube

KNOTPAMAION, waak 1% no Hry 1yl ceply Me CL205

CERTIFICATE OF ANALYSIS

CEPTUDIKAT AHAM3Y 1 EZe810Z

Product name ! Haaga npofyxyii: 1 CLOTRIMAZOLE | KNOTPUMASOCH

Pharmaceuticat foem / Nikapcoka @opma;  ointment 1% 7 maib 1%

|
|
Strengthipoiency | Cuna gidfaxtwemcTs: 10 mg (M) l

Typeandsimorpadtaghgmmipomipmmi 20 g in tube; for 1 whe n cardhoard pack / no 20 ra Tyi; no 1 Tvbi B namt 3 xapTony I

Active substances / liout pescanws: | 1g of ointment contain: Clolrimazole 10.0 mg / 1 1 maxi sicTas: Knotpssason 10,0 wr

Manutacturer / Bupobu: I' Encube Ethicals Private Limited /| Exe’06 Evixans Mpaisir Nliuiren

Address | Anpeca: I Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post Mardal, Ponda, Goa ~ 403 400, India
" | Dinotmun Na C-1. Magalim Innactpian Ectedr, Maaxain, Noct Mapaon, Nowga, Foa— 403 404, knin !

Rengistration certificate / PeecTpauiine nocsigesHn: .rUNBTBW1m I Valid upto / fivicee po: [ Unlimited term / neobeexenmi
License No. / [iyensi No: ~ 361

BakchNe / Cepin Ns: CL205 | Bach sie / Poauip cepi: | 48480 packs/ynax J'
Date of manufacture / flata ewpoGavurea: 082022 ! Expiry date / Tepuin npwaaTHoCTi: [ 0r2026 |
o Test T Acceptable oritesia (at batch realize) " Result ]
. HalimeHyBaHHA NoKa3HKKa . Kpwrepii npMAHATHOCTI { Ha Biamycx) Pesynprar ;
 Description ! Onuc || White soft mass {orTEn) / M ueca {ues) Grorm imapy Comples {Banosigee) |
i__ -—
., Identificaion / inesmigirayin
:l Clofrimarcie / Knorpsssnion
!_ } Retendion ime of the main peak in he dvomalngram of he test solulion torhe assay s he same as he: |
i redenion fime of e peak of covimaznie in e dwomakgram: of the standasd sokion prepased Eirhe same |
dedniion. s |
HaC YITMMYBEHHR QCHOBHORD Nk HA XPOMATOTENS BAPODYEAHORD PO, IMOTORSHIR A HALKCHO Cormplies (Bepoenc) '
BMIHGEHHA, MAE TOTETHOR 3 HE0M YTTMUYSIHHR PG ITOTPMLEIYNY 1 XPOMETONEM CTHBATHORD ‘
oK, NPWOTORHOM JYIA TONT CAMOD BUHHEHHA |
-i The size, coior and lersiy vale of he peincipal spot obkained om iest sobaion conespands b et he spot '
abkained fom Standand solion of coiimeanle. Compsies (Bianasinze)
MnAnG Ha XpOMETOREM BMTDCYEAHOI POGHIMY 32 PORMDOM, IMLOPGM | MIEHCEHICTIO RS
BINOBYIET MVIAMI HA XPOMATOaMI CTAHEANTHOM DOGAHY KINDHMEINY.
Averae Bweht/ Cepenyn vaca BMETy Ty Notless han 20g / Howewe 20r X0 9{n ;
ph | lrom (eig) 5.8 4o (a0} 7.0 | 6.2 !
Impuriies { CynpoeyeH nosium
. 2.chiororitanol / 2-xnopoTpHTaNOn j No more than 1% / He Binbie 1% Beiow LOG {Hwwie MB)
| Assay / Kinpsiche BUIHMEHHA
| ; Not fess than 9.5 mg and not more than 10.5 mg in 1 gm of product (35.0% - 105.0%)
Ak —— Ha wewwe 9.5 ur i we Ginbwe 10,5 w1 8 1 apeszpary (95.0% - 105.0%) 05 min
oo Not less than 0.9 mg and not more than 1.1 mg in 1 gm of product (90.0% - 110.0%) ‘-
! He wenwe 0.9 wr i we Ginbwe 1.1 wr B 17 npenapary (30.0% - 110.0%) 10 mg{wr) ;
Microbiological test / MipoBionorvHa SueToTa |
The iotal number of viable aerobic Microomanisms / 3aransHa KinuKCTL MMTTEIRATHHY AEPOGINX MIKDOCPIAHEIND: '
ST SRR bach e L85 —

Registered Office : 803, B Wing, HDIL Kaledonia, Sahar Road, Andheri {E}, Mumbai - 400069-INDIA
P:+91-22-6228-8000

Factory : Plot No. C-1, Madkaim Induatrial Estate, Madkaim, Post : Mardol, Ponda, Goa - 403 404-INDIA
P:+91-0832-6618600

R&D Center:- 24, Steelmade Industrial Estate, Marol Village, Andheri (E), Mumbai - 400 053-INDIA

P +91-022-62647000

W : www.encubeethicals.com CIN No.: U24230MH1995PTC092485



& Encube

KNOTPUMAZON, Madb 1% no 20y TyBl cepin Ne CL205
Bacteria / Baxtepii No more than 10 in tg / He Sinsue 100y 11 <10 intg(y1n)
Fungi / MpuGie Nomore than 10 per 1g / He Gimbwe 10y 1 <10 in1g(y1r}
. Staphylococcus aureus ' Shouid be absent in 1g ! Elmcyrumy 1r Absent (Sincyvi)
! Pseudomonas senginoss Shoutd be absenl in1g :' Bincyrhicte y 11 . Absent (Bincythi)
CONCLUSKON | BHCHOBOK

The tegis are performed in accordance with MOC of the manufacturer that approved by MoH of Ukraine.
:nhlha egnuorrgfxlu&n:ersagwd uf'oe sample referred to above is of standand gualdy is defined in the MQC.
erelly Cel above information is authentic and accurale. This batch of product has been manufaclused, including packagingAabeling and quatity control at Bhe above-
mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the s|
T e o P roctuman 4 Rogile ority pecification available in registration dossier. Tha batch processing,

BinpofysanHa rposeAsH sinnosin:=o A0 MK anpofiea, wo aaTeepamesi uakasom MO3 Yipaiim.
u&':qmmmuymwmwom BHLLEBKBIMA 3PAI0K MAE CTAHIBPTH NOKGIHIWM SKOCTI, nepenGarad MKA,

W 1 3ECBITNYI0, L0 HABE/IEHS BHLIE IKDOPMALIA & AOCTOBIPHOK T8 TOuHOR. Liro cepino rpoayRYiT Gyna erpodneHs (BRAHOUAEONH NAKYBaHHAMAPKYBAHHSA) Ta 0N i AKOCTI HA
qu_aaaua-mi& Wlﬁ AINbHALI NQCBENEHT Y NOBHIA BLBNCRIAHOCTI 3 Bluoran GMP, BOTAH00NSHHNM MICLRaM POFYNSTOPHAM OPTaHOM, aPralm aw A0 couairan,
|0 MICTATLR B PEECTDAUERHOMY A0CHE. MpOTOKONM BMPCOHIEITER, NAKYBAHKA T AKANINE Gy NEPernRIyT: - BCTAHORNEH) BIANOMEHICTE GMP,

! Person, authorizing the batch releasef Ocoba, signoninanLua 3a sumyck cepll I
i Y

Sandeep Shetii QA %’ 22.08.2022
Name | Npisaue Posilion / Mocaga Signatwe { Migawe Date of signature | fara rigwcana

CLOTRIMAZ 1%: in tuba
Eneube Ethicale Pyt Lt o™ L 20fi32
Registered Office : 803, B Wing, HDIL Kaledonia, Sahar Road, Andheri (E), Mumbai - 400063-INDIA

P : +91-22-6228-8000 |
Factory : Plot No. C-1, Madkaim Induatrial Estate, Madkaim, Post : Mardol, Ponda, Goa - 403 404-INDIA
P:+91-0832-6618600

R&D Center:- 24, Steelmade Industrial Estate, Marol Village, Andheri (E), Mumbai - 400 059-INDIA
P:+91-022-62647000

W : www.encubeethicals.com CIN No.: U24230MH1895PTC092485



HEPAUIIKCITYKBA
AEPKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

ByIL BepezHskiBebka, 29, Kiris, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.na, Kog €IPTIOY 37079055

BHCHOBOK
Npo AKICTH BBE3€HOIo B Y KpaiHy JiKapchbKoro 3acody

13.12.2022 Ne 54381/22/26

KJIOTPHMA3O.1

(HaliMeHYBAaHHS TiKapCBKOTO 3ac0oY 3riTHO 3 peecTpaliliEIIM NOCRITISHHAM )
Ma3b 1 % mo 20 r y Ty0i; mo 1 Ty6i B nauni 3 kapTony

{thopMa BUMYCKY, TO3YBAHEA, BILI MAKYBAKHA NiKAPCHKOTC 32C08Y)
Homep peectpaniiinoro nocsimuenns UA/8794/01/01 ctpok nii peecTpaniiinoro nocsimuenns HeoOMeKeHHIT
Cepis nikapcekoroe 3acoby Ne CL208 KinekicTh BBe3eHOr0 Nikapcbkoro 3aceoy 48780

BupoGHHUK Enx'to6 Etikans Ipaitsit Jlimites, [Haig

{HallMeHyBaHHA BIIPOOHIIKA IKAPCEKOTO 3ac00Y., KpalHa IOX0KeHHA)

BBeseHo B YKpaiHy ToBapucTBO 3 00MexkeHo10 BinmoBinaasnicTI0o "OPITAHOCIH JAT1X",
imenT. kox: 24377666

{HaltveryBaHEA Ta Ko 2a €APIIOY opliEel ocodll ado Mpizenme, iM'A, 0o BATEKOE] Qi3IMHOI
©coII - MiTOpIeMnd, ii MicIle MPOKIBAHHA TA peccTpaliliHNIT HoMep 00:TiKOBOI KapTKII ILTATHIIKA
ICOATKIB 200 cepif Ta HOMep DAclopTa)

JIabopaTopHHH aHANI3 AKOCTI MKAPCHKOTO 3aco0y 3Ailc HEHIMT:

Jlep:aBHA HAYKORO-JOCHIHA TaGopaTopid 3 KOHTPOIIO SKOCTI MKapchKHX 3aco01B JepxaBHOl
yCTaHOBH "IHCTUTYT rpoMajickkoro 3mopoB's M. O.M. Mapseesa HAMH Vkpaian" (m.Kuis,
Byn.llonyapenka 30)

{HallMeHYBaHHA Ta MicIe3HaXoKeHHA TabopaTopii, Mo NpoBena TadbopaTOPHII aAHAILZ AKOCTI)

BHCHOBOK IToJ0 AKOCTI MiKapchKoro 3acody, BHIaHHI madopatopicro Bix 12.12,2022 No 1992

Pe3ymbTaTii naGopaTopHOTo aHali3y AKOCTi MTKAPCHKOTO 3ac00y 3a MepeBipeHNMII IoKa3HHKaMH BiAIoBiTaoTh
BIIMOTAM METO/IiB KOHTPOMK AKOCT] (AHAMITHYHO-HOPMATIIBHOL TOKYMEHTAITI1 ).

3a  pe3ynpTaTaMH JEpKABHOIO KOHIPONIO BCTAHOBICHO, IO JHKapchKii 3acid BBe3eHo B VEpaiHy 3
AOTPHMAHHAM BIMMOT 3aK0HOJABCTBA MO0 3a0e31eueHHS AKOCT MKapChKIIX 3acobiB.

HavampHHK Mukona XOJIOJEHKO

(mocamoRa ocoba OpraHy JepKARHOTO KOHIPOIIO) {migmc) {imimiamr Ta opizpInne}

MLIL



— Encube

KNOTPAMAION, waze % no 201 y Tybi cepin ks CL208

CERTIFICATE OF ANALYSIS
CEPTU®DIKAT AHANMIY

Product name / Hasea npoaykuil: CLOTR:MAZOLE ! l(IIOTPaMABOH

Ne F220010300

Pharmaceutical form / [ixapGea chopma: om!menﬂ % i uaab1 %

Strengthipotency ! Cuna giilaxtuskets 10 mg mm

Type and sze of packagng / Brg i poamip yﬂauoaxu 0gm !ube for 1 tube in cardboard pack / no20re ry61 nat ryfn 4 ﬂatéq! 3 HAPTONY

Actve substances / ot peucesin, g g! aammerzt @n@m Cbmmazoie 10.0 mg { 11 M33i MCTUTL: Knomﬂuason 100 mr

Manulacturer { Bupobuwx: - Entube Ethmls ?mraie Limited / £m: b Erimu npaum ﬂlunen

Kiddrass] ‘ Piot No. C-1, Madkalm industriat Estate, Madiaim, Post Mardol, Ponda, Goa - 403 400, india
Apeca: } Binusuya Ne C-1, Ma.uuam luﬂacfpran Ecreir, Magradm, flocy Mapgon, I'Iouqa r'oa 403 404, lugin

Registration cerificale f PeecTpayive nocaivenns: UNB794M1!D1 : Vahd uphe { )Ilmcne ,no l Uni:mrted term / neohuemesind

License No. / Riuensin Ne. 361 ‘

e B R s SR e

BachNe/CepinNe = CL208 . Baich san / Poswip cepi: | 48876 packyynax
Date of manufacture/ laTa aupobrnyrea. 082022 | Expiy date / Tepuin npwaamwocri: | 0772026 :
§  Test 1 Acceptable crteia (at baich reakze) ’ Result ’:
Hameuyaamm NOKAIHMKD Kpurepn HPUARATHOCTI { #a BUNYCR) Pesynerar
Desamism { Ormc Whne sal't mass (mtrmq / Mnm(m)&unm 1 Complies (Bianosinac)
!dentsiac,auon i %aem‘ucbaxaum
(mmfs(mrmmm
; Retenion ime ol the man peak nhe dhromatgem of fg st sobuion kr e assay s hesame as e
| retenion fime:of e pack of irrianck 1 he churmetograrn o Te SaT U PEBRTINIE S

| G . Compies (Barosipe)

| U3 YTTNAMYEHHA OCHORHON TG K3 XTIOMBTONaM BUNDCTYBAHOID OC-AHY, NEATKBEHOR [YF KGO ;

! l B, MOE XHITHCA 3400 YTIHWYEAHHA M3 INDTDHMEINNY HA XDOMBTOMEM CTRHA0THOR |

! PORVBY, NVRTTOBAHON 7R TOID CAMOR0 BOHBMEHHR,

— A PO —— - -

| ﬂemmmmmdmmmmmmmmbmmm g

j | abianed from Standard sol i of Gobimaze T e —

) | (i 1 XPOMETONPEM BUTPCTYERHOND POG-8y 33 [XOMPDOM, 10000 | HTEHOAHCTIO N0 :
o e VTN AR b YA TR T Y I
Averae Bwerfty Copanpn mMoca BvcTy 1y E Not less han 209 / Hevesue 201 200 gn
ph’ J from (sin) 5.0 to (o) 7.0 5.1 :
h’ﬂﬁﬁf C)immw :
2-chiorotritznal / 2-XA0PSTDATAHOR ‘ No e lhan 1% ! He ﬁmsme 1% L Beiow LOQ {Huwue MB) ‘

© Assay | KivKicHe BUIHaNEHIS !

: o "7 Notiess than 9.5 mg and not more than 10.5 mg in 1 gm of product (95.0% - 105.0%)

| Copmazk/KOIPMEED e oy 05 urive Ginsase 105 ura 1 ¢ npenapany (95 0% - 105.0%) 10y e

' Nollessman(JSmgarnnoimremam1mgn1gmolpmduct(900% 1100%) !

; Chbomoresat ] Xnopreaon g He senwe 0.9 mr i ne Ginswe 1.1 wr e 11 ripenapary (90.0% - 110.0%) i 10 g )

b FeraR— —— e o et 3 e R K B 4 e AR AL - o % @ S ]
Microbiological test / MigpoGionoriuHa wucoTa :
The total number of viable aerobic mnaoargamsms! 3aranbna KiNbMICTS ;mnea.namu: aepoﬁnmx mmpooprau!ams ]

CLOTRIMAZOLE, mal 31!« 0 g in tube batch e CLZM 1affs 2
Encube Ethicals

Registered Office : 803. B Wing, HDIL Kaledonia, Sahar Road, Andheri (E), Mumbai - 400069 - INDIA

P +91.22-6228-8000
Factory : Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post : Mardol, Ponda, Goa - 403 404-INDIA

P +91-0832- 6618600
R&D Center:- 24, Steelmade Industrial Estate, Marol village, Andheri (E), Mumbai - 400059 -INDIA

P:+91-022-62647000

W : www.encubeethicals.com CIN No.: U24230MH 1995PTC072485




= Encube

HNOTPUMAION, a3k 1 % no 20y Tybi cepin he CL208

| Bariera  Baxrepii * Nomore than 100 n 1 / He Gineuwe 100y 11 " <10 intg(yin

! Fung:{ f pubie No more than 10 per 19 / He Binbwe 10y 17 ; <10 in1g{ytr;m

;ﬁ Staphylococcus avreus _ Sheutd be apsent in 1g /BigoyrhcTe y 17 | Absent (Binicyrsi) o

| Psewtomonas senuginosa " Shaukd be absent in 1g | BiRcyTHicTEY 17 1 Absent {Biacyti) o
CONGLUSION { BHCHOBOK

The fests are performed in accordance with MOG of the manufacturer that approved by MoH of Ukraine,

it itz opmion of the undeisigned e sampie referred 1o above 1s of stendard quality is defined in the MQC.

| hereby cedify that the above information is authentic and aceurate. This batch of product has been manufactured, including packagingliabeling and qually control at the above-
mentioned site n full compliance with the GMP requirements of the local Reguiatory Authorlty angd wallt the specification available in registration dossier. The batch processing,
packaging and analysis records were reviewed - found to be in compfiance with GMP

Bunpobynara nposeaen Blanosigko 40 MK aupobuka. 1o sameeppkedi Hakaiom MO3 Yipatku,

Jr{1HD BUCHORKY HDXMENTINUCAHOND, BULIBBKAIIMWA JPA30K MAE CTAHABNTHI NOKAIMAXM AKOCTL. nepenbaiens MIKA

Limw 7 J2CBUINYI0, WO HABEAEHE BMLE IHDOPMALIA € N0CTOBIPHON T3 Touneo. Lo cepue npoayiyil 6yno BnpoBneHo (BNAI0AMY NAKYBENKA/MADKYBAHHSA] Y2 KORIPOIb T SWOCT Ha
BMILEIEHAYSHN BUPODHWA JinbHAul MPOBSABHO ¥ NOBHIA BANOBAHOCT 3 Bwmorad GMP, BCTaHOBNEHIMM MCLEBUM DETYRTODHAM ODI3HOM, @ TAKOX BLANOBIGHO SO Creumdinalil.
U0 MICTHTRCSR B PEECTPAUIAHOMY AOCLE. TTDUTGKONN BUPUOHALITEA, NAXYBAHHA T4 SHARIZB GYNA NEPETTAHYTI - BETAHOBMEHD BiNOBIAHC T GMP.

Person, Suthorizing the batch selease/Ocofa, aignonlaansia 3a ewnyck cepil

: Pama ¥
| Sandeep Shet | [ o ] | X\ | | 22082022 J

L
Name ! Npisesae Position / Mocana Signature / Mianwe Date of signature / [lara ninmcanns
QUALITY
DEPT.
Encubl@ BEHFC Fsopknen it for 20 om in lube batch Ne CL208 Zoli32

Registered Office : 803, B Wing, HDIL Kaledonia, Sahar Road, Andheri (E), Mumbai - 400069 -INDIA
P:+91-22-6228-8000

Factory : Plot No, C-1, Madkaim Industrial Estate, Madkaim, Past : Mardol, Ponda, Goa - 403 404 -INDIA
P.+91-0832-6618600

R&D Center:- 24. Steelmade Industrial Estate, Marol Village, Andheri (£}, Mumbai - 400 059-INDIA
P:+91-022-62647000

W : www.encubeethicals.com CIN No.: U24230MH1995PTC092485



KAOTPHMAZO, mase 1% no20ry Tyoi cepla Ne COM08
CERTIFICATE OF ANALYSIS §
CEPTH®IKAT AHAJI3ZY !
Cerﬁﬁenté Ne.:
Coprndiiiear Ne: F200011006
Product name: CLOTRIMAZOLE
Haipa upoaykii: KAOTPHMARGI
Pharmaceuntical form: ointment 1 %
JHxapenka Gopai mask 1| %
Strength/potency: 10 mg
Cuag i nmieTht 10 mr
Type and size of packaging: For 20 g in tube; for § tube in cardboatd pack
Buig | poamip yHauB 110 20 F 2 Ty5i no § ryGi B NENL 3 KAPTOTY
Active substances: 1g of ointment contain: Clotrimazele 10,0 g
Jihoai pesoBsfan: 1 r masi sicnirme: Kirompuatazon 10,0 4z ]
Manufacturer: Encube Ethicaly Private Limited
Bupoboak: Euic100 Evicans Tpaitaiy Timiten _
Address: Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post Mardel, Ponda, Goa ~ 403 400, India
Anpesat Jinmnas Ne C-1, Maynealin Typacrpian Eersifs, Margaliy, Tloct Mapros, Monga, Toa~ 403 404, luuia
Registration certificate: Valid upto: | Unlimited term
 Pecerpauiiine HOCHTIeHI UREIHOLIN o iiiieie po: | Heofmexemi
License No.: : '
Jlinensin Ne: 4 )
_ Batch N | Date of manufacture ] " Expiry date 7 Batch size (packs)
; Cepin M  Hara psrpofunnies Tepnsiti IPHANTHOCT Posmip cepli (ynar)
: Copos 06/2020 05/2024 56 000
Index name ' ' Acceptable limits (by MOC) : Result
Halineuynany BURSHERY _ Apwyeriond mend (i MIGH) ] Pejynpaar
.G ) White soit mass (cintment.) Complics
Description / Onne M sca e (i) Gimoro waatapy Diosiitse

Identification / fnenvudirauin

Rotonizon o of the nain peak it the chronmtoggam of the st sohdion
for the assay 5 thesanve as the retention fme of the peak of Clolimezpiein the
chromogran of U stndard sohion prepaed for the same delinition.

L yEpHMyISHES OOROIEON0 st 4 XprOMITO b BRIHOTYEARGTD Complies / Bianopigac
PO, TPHIOTOREON0 /B GO BT ERIH B, Mt SDIFERHCH 5 HATON
YIpHAYBANGA TG KIGMCIONY 18 N{FOMEHOTERHT CTRIYI GO POy,
Clotrimazole / Knorprmason TR0 I 1010 CAMOM MRS,

“The size, color ! inteasity valug of the prineipel spot obained from test-
solution comresponds to that the spat obtained fiom Standard solution of
clotrimasole,

Plnnsda xpmammmi FRpOUyRaHOP PO Ry 33 pozMipoM, Complies / Bianonizac
KOBRRE | HTCHORGTRCHO TEOWHENES PR SORS T TIAME $0 xpoMaTor
CHIIITHOND PRSI KITDBMAIOTY.
Average fill weight / Cepesna MacR smicty | Not less than 20 gm 04 &
Ty6 Hewmense 20T R
Trom 5.0t 7.0
pH w2 5.0 10 1.0 sl
Linpurities / Cynponiaui foMinmks
. ' No more than 1 0% o
2—ch§orcmtano} / 2-XMopOTPHTANON He 6insme 1.0% 01 %
CLOTRIMAZOLE, olntment 1 %: for 20 gm in tube batch Ne COU08 Teofa2

Encube Ethicals Pvt. Ltd.

Registered Office : 803, B Wi i i i
e ing, HDIL Kaledonia, Sahar Road, Andheri (E), Mumbai - 400069-INDIA

a0y sty 7

Factéry: Plot No. C-1, Madkaim Industrial Est j : i
g g strial Estate, Madkaim, Post : Mardol, Ponda, Goa - 403 404-INDIA_

R&D Center:- 24, Steelmade industrial Estate, M i i !
AL ate, Marol Village, Andheri (E}, Mumbai - 400 05%-INDIA

W www.encubeethicals.com CIN No.: U24230MH1995PTC092485




Encube Ethicals Pvt. Lid.

S
Registered Office : 803, B Wing, HDIL Kaledonia, Sahar Road, Andheri (E}, Mumbai - 400062-INDIA e
P +91-22-6228-8000 .

KIOTPAMAZOJ, mass | % mo 20 ry Tyl vepis Ne CO008

Assay / Kinrxicne pusnauenng

Clotrimazole 7 Knompuseion
) Not less than 9.5 mg and not more than 10.5 mg in 1 gm of product
At bateh release (95.0% - 105.0%)
Ha moment SHAYCKY He mennie 9.5 Mr | ge Ginnwe 10.5 ur 8 1 r upenapaty
{95.0% - 105.0%) _ . 10.4 mgilg
Not less than 9.0 mg and rot more than 11.0 mg in I gm of product Yomr/ir
Shelf life (90.0% - 110.0%)
Hporarom TepMiny npugaThocti He menmte 9.0 mr i He Ginsuee 11.0 Mr 8 1 r npenapaty
(90.0% - 110.0%)
Not Jess than 0.9 mg and not more than 1.1 mg in 1 gm of produect
{90.0% - 110.0%) mg/lg
e e He menmte 0.9 Mri e Ginpuwe L1 wr e 1 r apenapary 1,6 M/ lr
(90.0% - 110.0%)
Micrebiological test / MixpoGionorivna uneToTa
The total number of viable aerobic microorganisms / Jazarona KiseKicss HCUmMEIOANHIX AEPOBHUX MIRPOOPIHTIMIG!
Bacteria No more than 100 in 1g Less than 10/
Laxrepiit He 6inpime 100 v 11 Menwse 10/r
Fungi No more than 10 per 1 gm Less than 10/g
I'pubin He tigpie 10y 11 Menure 10/r
TR Shoufd be abseni m 1g Absentper 1 g
Bincyraiets y Ir . Bincyrmiy lc
PR G Should be absent in Ig Absentperlg
BincytHiets Y 1 T ) Bigcymmiy It
CONCLUSION
BUHCHOBOK

Thre tests implemented in accordance with MQC the manufacturer that approved by Moll of Ukraine.

In the opinion of the undersigned the sample referred to above is of standard guality is defined in the MQC,

1 hereby certify that the above information is authentic and accurate. This batch of product has heen manufactured, including
packaging/labeling and quality control at the above mentioned site is full compliance with the GMP requircments of the local
Regulatory Authority and with the specification available in registration dossier. The batch precessing, packaging and analysis
records were reviewed - found to be in compliance with GMP,

BunpoOypauun nposeneni signosizno xo MIGI pupofunka anTnepixeiot M3 Yipaiun.

Jriano BUCKOBKY HIDKISTIAMHEAROrO, BHIICAKAIANIIT IPAIOK MAE ETAHAAPTHI ROKBIHNKH nrocti, nepeabayeni MK,

Hum # jaceiguyse, mo nasescna Aume ubopmanis € pocrosipion Ta Touuow. i ccpito nponykuil Gyno BUPOGACHO
(BHA0MAI0%H HAKYBARKA/MAPKYBARHA) TA KONTDOAs W sxocri ua painesasuaucHili supoGuugiii alisumui nposcacne y nosuiit
pianosigiectt 3 eamoraM GMP, BCTAHOWICHUMI MicHeRiM PETYAATOPINM OPrafioM, 8 TAKOK pignosiguwo Ao cweundixanii, wo
micTHYLCR B pecerpauiiimemy Aocke. Tipovoxonw supoSunurea, DIKYBaRHA T4 ananizis Gyam HeperaARYTI - BETANOWICHO
ninmosizaicrs GMP.

Name
Lpiisume Sacheen Desai

Pgsition of person authorizing the bateh release '
Hocaaa ocobu, Rica BRAANA AOIBLT KA RUNYCK cepil Munager QA

Signature of person authorizing the hatch release
Ilignuc ocelu, AKa Buaasa fo3shy ua punycek cepil

g AP
Date of signature MX' ot

JEara mianneanns

CLOTRIMAZOLE, siniment 1 %: for 20 gm ia tube batch Ne COGO8

% el
T e st
Ry

Factory : Plot No, C-1,-Madkaim Industrial Estate, Madkaim, Post : Mardol, Ponda, Goa -.403 404-INDIA ...
P +91-0832- 6618600

R&D Center:- 24, Steeimade Industrial Estate, Marol Village, Andheri (E), Mumbai — 400 059-INDIA
P +91-022-62647000

W

www.encubeethicals.com CIN No.: U24230MH1995PTC092485




et

JEPXKIIKCIIYIKBA :
JAEPKABHA CJIVKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMH y m. KUEBI

BYJL. bepesnsakirceka, 29, Kuis, 02098, ten./dakce: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua.https://www.dls.gov.ua, Kog €IIPTIOY 37079055

BUCHOBOK
IpO fIKiCTh BRE3eHOT0 B Y KpaiHy JiKapcLKoro 3acoby
09.12.2020 Ne 68198/20/2611
KJOTPHMA3OJI

(madimenyrauns RiKapcpkoro 3acody 3rizHo 3 peecTpanifHuEM NOCRINICHRAM)
mask 1 % mo 20 r y Ty6i; no 1 Ty6i B mauni 3 xapTony

(hopma BrIYCKY, 103YBaHHS, BUY NAKYBAHHA JKapCskoro 3acoly)
Homep peectpaniiinoro nocsingenna UA/8794/01/01 crpox xif peccrpaniiimoro nocsizuenns HeoOMexeHUIH
Cepiz nikapcsxoro sacofy Ne CO008 Kinpkicts BescrOrO Aikapehkoro 3acofy 48660

Bupofuux Enrx't06 Erixanz [paisit Jiviten, Tugis

(madiverypanns BHPODHIKA MkAPCEKOTO 3aC06y, KpaiHa OXOMMKCHII)

Baeseno B Yxpainy TopapHCcTBO 3 06MexkenoI0 Binmorinaasaicrio "OPULAHOCIH JTA",
inert. wou: 24377666

(natiMeryBsanns ta kog 3a C€APTIOY wpmmanol ocofu abo npissame, iv's, mo SaTexosi dizaumol
0C00H - HignpHeMi, 1f Micle IPOKHRAHES Ta PeecIparifuui HoMep 00RIKOBOT KADTKH IIATHRKY
noAaTkiB afo cepid Ta HOMED 1aCTIOpTA)

IIpotoxoa sisyansaore kourpomo ein 09.12.2020 N 3979/1.

Muxona XQJIOJEHKO

(ininiamy Ta npissrme)

e
KOHTDO!
7
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