A

AEPIKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m, KHEBI

npoe. Hazii Ceitimunoi, 3, 02099, en. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog E€APTIOY 37079055

BHCHOBOK
Npo fAKicTh BBE3eHOro B Yxpainy nikapcnkoro 3acoby
22.12.2023 Ne 66937/23/2611
KJIOTPHMA30.1

(nalMcHy Banna nikapchkoro 3acoby 3riaHo 3 peccTpauifinuM nocsinvesHam)
maib 1 %; mo 20 ry 1y6i; mo 1 Ty0i B nauui 3 xaprouy

(dopma sunycky, nosysanns, Bux naxysanns niXapcKoro 3acoby)
Homep peectpauitinoro nocsimerns UA/8794/01/01 CTpoK nil peecTpauiiiHoro noceimienns HeOGMeKeHH

Cepis nixapcekoro 3acoby  Kinsxicts ssesenoro nikapcekoro 3acoGy 48600
N3DY03

BupoGruk Enx'ro6 Etikans ITpaiteit Jlimiten, Inzis
(HakmenyBanHs pRPOGHHKa nikapcbkoro 3acoby, xpaina [TOXOMMEHHS),

BaeseHo B Ykpainy ToBapucrso 3 o6Mexkenoo BianosizansuicTio "OPI'AHOCIH JT1",
inent. kon: 24377666

(nafimenyBanng Ta ko 3a EAPITOY iopuanysol ocoGh abo npisue, iM's, no Garekosi pisHunol
0C06H - niAnpreMus, ii Micue npoxusaxng Ta pecerpauiiunit Homep o6nikoBoT KapTkM NaaTHuKa
nonatkis a6o cepia Ta Homep nacnopra)

ITpoTokon sisyanuuoro konrponmw six 07.11,.2023 Ne 3461/2.

3a pesynbtatamu pepxanHoro KOHTPOMIO BCTAHOBNEHO, WO JiKapchkuM 23aci6 smeseno » Vipainy 3
IlOTpHMRH_H}Jl}I BHMOI' 3aKOHOAABCTBA LIORO0 3abe3neydeHHn AK ikapcekux 3acoGis,
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V-~ Encube

capin Ne 3DY03

KNOTPHMAZON, wash 1% ne 20 ry y6i

CERTIFICATE OF ANALYSIS

CEPTHOMAT AHANRY Nt FZ30003569

Productname  Hasa npoaywuf; | CLOTRIMAZOLE / KIIOTPHMAON

Phamaceutical fomm / Nikapcwka ooma l ointment 1% / mai 1%

Strengthipotency J Cita ailakTasicrs: Lﬂ) mg (v}

Type and sizeofpad:aghnguniposuipynammﬁUgintube; for 1 tube in cardboard pack £ no 20 r 5 1y6i; no 1 Ty6i 8 navyi 3 kaprony

Active substances / fliovi pauosmhg: i 1q of cinment contain: Clotrimazole 10.0 mg / 1 r Madi MicTUER: Knotpumazon 10.0 wr

Manufacturer f Brpobui L Encube Ethicals Private Limited / Exx'iof Etikanz TipaReir Nliuireq

e e

Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post Mardo!, Ponda, Goa - 403 400, India
Rinusys Ng C-1, Mapxain lygactplan Ecredit, Mankai, Mocr Mappon, Monga, Foa ~ 403 404, Ingia

Registration certiicale / Peecrpaiite nocaigsens: | UABIS40101 j Valid upto  fiicwe a0: | Unfimited term / neoGwexzsnd
Lioense No.  Niyensia Na: | 361 '

Address | Agpeca;

L] WJ——-J

Baich No/ Cepta Ne: | 30Y03 ] Balth size / Poswip cepit | 48696 pac/ynax,
Date of manufacture / flata supoBumyrea; [ 0r/2023 ] Expiry date / Tegmin npupaThoeT:; [ 0612027
Test Accepiable criteria (at batch realize) Resuit
Hammenyaaks noxaumka Kpwtepli npwinATHOCTI ( Ha sinycx) Peaynorar

Destription / Omug White soft mass {oifment) / Mra Maca (ve) Ginom soropy Complies (Bimosiae)

identification / laekTadiauyin

Clotiazole / Knomprvenon
mmammmnmmammmunmsmmasm
mmammamnmmdmmmmmﬁm
defnfion. . R
HaC YTPYmYEaH 51 0CHOBHONG 11K HA XEOMEITOTEM SHIDOGYEGHO) O3-44Y, FWIGTOBAHOD AT KAk Complies (Sanoeiree)
BIHANGHF, MOE FHATHOR 3 UBCOM YTPHMYEHH N WIGTDHMEEIONY KA XPONEITOTPEM CTaHETTHON
PXB-MHY, FOATTOREHON 2781 TOND CEMOMD BHHEHEHER,
mmmwmmdmmmmmmmmmnmmm
cbkained fmem Standard sokfion of dokimaznls. Compiles (Bignosians)
MrAve s povaTcrRam TOFPaM BATOO5YBAHOID S 32 POMION, KONLODOM EHTEHCVEHCTIO Nocvaa pites
mmmmmmmmmmm.

Averzge fveght/ Copemvecamviory T | Notless han 209 / He mesawe 20 200 9

pH from (si) 5.0 to (n0) 7.0 65

impuries | Cynposiz aovius

2-chlorotritanal / 2-xnopapurakon Nomors than 1% / He Ginble 1% Below LOD  (Huwuve MB)

Assay / Kinxicue puanavensa

; Notless than 9.5 mg and not more than 10.5 mg in 1 gm of produc (35.0% - 105.0%)
Cotimazsie/ Knotpmedcn He wenwe 9.5 wr i 16 Sinwiwe 10,5 wr 8 1 r npenapaty (95.0% - 105.0%) %45
. NotlessmanO.angandno!mremanl.lmh‘lgmofpmmm(%.o%-ﬁo.ﬂ‘l&}

Chlorogesed Xnoppeaon He memwe 0.9 urive Ginuwe 1.4 mradr npenapary (50.0% - 110.0%)

Micrebiokgical test / MixpoGionoriaka wscrota

The total ﬂu_mber of viable aerobic microorganisims / 3aranesa xinbKicTs MATTEIRATHIX 2eLOBHMX MIKDOODraHismiB;

cmmwgmiﬁolmnm :Jor 26 gm in tbe _ hatch Ne 30Y03
Registered Office : 803, B Wing, HDIL Kaledania, 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 - 402 404-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




KNOTPHMAION, mazn 1% no 20y 1y6i

Encube

cepis Ne 30Y03

! Bacteria / Bavrepih No more than 100 in 1g / He Ginbwe 100y 11 <10 Intg(y1n

Fungi f pwGin Nomﬁan10m:1ngaﬁhsm10y1r <10 in1g{y1r)

| Staphylococeus aureus Should be absentin 19 / Bigcymiicrey 1 Absent (Blacym)
Pseudomonas peruginosa Should be absentin 1g / BiacymHicruy 11 Absent (Biacyrwi)

CONCLUSION | BHCHOBOK

The lests are performed in accondanca with MGQC of the manufacturer iat approved by MoH of Ukraine.

in the opinion of e undersigned tha sample referred to above is of standard quaity is defined in the MQC.

I'heraby cortiy that the above information is authenibe and acturate. This batch of product has been manufactured, inchudi
mentioned sile in ful compliance with the GMP requirements of the local Regulatory Authority and with the specification
packaging and analysis reconds were reviewed - found I be in compliance with GMP.,

Bunpobyezem npovese BllnosigHo 40 MKS supobsea, Wo 3arsepaxeHi Harasom MO3 Yipaiis,

Jrizad BACHOBXY HOKIENATMCAHOTO, memmmmmpnﬂmmm neneaGavedt MKA.
munmm,momaﬁmmmemmmmmmm.mmmwmﬁymmm
BHILBIEH eI 64 pirsaeg OBEAEHO Y NOBHIA BIANOBLIHOCT 3 BUMOTEM GMP, BCTBHOBNEHANMM NICUEEM PeryRAaTopmm OpraHoM,

o MICTATLCR 8 peecTpatilkHoMy 2000e. TipoToKOm BUPOGHIITBA, NaKyBaHHA Ta akanizia Gynu REpernAyTi - BCTAHOBNEHO BianoRiaHicT: GMP,

ng packagingAabeling and quakty conlrol at the above-
available in registration dossier. The balch processing,

{BruouaMmM NaNYBIHHAMADKY 54 T8 KOHYRONL 1T RXOCY Ha

» @ TAKOK BiANOBIAHO A0 cReumdicl,

Porson, authorizing the baich reloase/Ocoba, signoninansi 72 BaITyoK cepil

7
"

Amol Londe

Sr. Manager QA

14.08.2023

Name / Mpisawye Position / Tlocaga ! Nigrmc

EnevazBth imis R v e Bolgm in tube bitch Ne 3DY03
Registered Office : 803, B Wing, HDIL Kaledonia, Sahar Road, Andheri (E}, Mumbai - 400069-INDIA
P:491-22-6228-8000

Factory : Piot No. C-1, Madkaim Induatrial Estate, Madkaim, Po:
P +91-0832-6618600

R&D Center:- 24, Steelmade Industrial Estate, Marol Village, Andheri {E}, Mumbai - 400 055-INDIA
P +91-022-62647000

W www.encubeethicals.com

st : Mardol, Ponda, Goa - 403 404-INDIA

CIN No.: U24230MH1995PTC092485

Dele of signature | Dara nipnucarns
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