IEPKABHA CJIYIKBA 3 JIKAPCHKAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

npos. Haail CeiTnuunofi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €IPTIOY 37079055

BUCHOBOK
Npo sIKiCTHL BBE3EHOT0 B YKpainy JikapcbKoro 3acoly
11.09.2023 | Ne 45832/23/2611
- KJIOD®AH

(HaiMeliy BaIINA NIKApChkOra 3aco0y SrLAHO 3 PECCTPRLLIUM NOCBIiAYEIIRM)
"_‘. a L] e » []
kpem 2 %, no 20 ry ty6i, no 1 Ty06i B kapTonuii xopoodui

(hopma BUNYCKY, 4O3yBaHHA, BHA NAKYBAHHS JIKAPChKOTo 32coby)

Homep peectpauiittoro nocsimuenns UA/19381/01/02 crpoxk aii peectpauiiinoro nocsinuenua 16.05.2027

Cepis nixapchkoro 3acoby Ne 1001444 Kinukicts Bresenoro nikapeskoro 3acody 5760

Bupo6Hux KYCYM XENTXKEP INMBT JITA, Inxis

(nafimenysanng supobunka nixapeibkoro 3ncoly, KpaiHa NOXOMCHH)

Beesero B Ykpainy Tosapuerso 3 oomeennor sianmosinansuicrio "Iaeadapm JITAY,
iAEHT. KOM: 20075891

(HafiMeHysanHa Ta kojl 38 €JIPTIOY opuanyiol ocofin ato npizsuute, iM'a, no 6aTeKOBI
(risnyiiol ocobH ~ niNpueME, T Micle npoxuBanis Ta peceTpaltifumMit HoMep 06aikesoT
KAPTKH TIATHHKA NoAaTKiB ali0 CCPia Ta HOMEP nacnopta)

MpoTtoxos Bizyaashoro konrpomo sin 04,09,2023 Ne 2573/3.

3a pe3yNbLTATAMM  AEPXKABHOrO KOHTPONIO BCTAHOBACHO, WO JikapchKui 3acid aseeseno B VKpainy 3

AOTPHMAHHAM puMmOr 3aK0H0OAaBCTSA L1010 safesneyeHa AXOCTI JiKapCehKHX 3acobin.

S ARGORIG T =
kﬂi‘:‘lﬁﬁi v it FEJ’!
W :
Hauan Muxona XOJIOJEHKO
{(noc 50| KOHTPOIO) (ninnuc) (iniuiams ta npigsniue)




Kusum Healthcare Por. [1d

Adikapeswuii sacia: KAOQOHANQ
Medicinal praduct: CLOFAN
Aito1a pestosiina

Active ingredient:
Pecorpagiitne noceipaeirsn;
Rugistration Certificate;
Jinensia ina supabunireo Na:
Cepragsirat GMP Mo
Bapoetuuk:

Aapeca BipoSiuna;
Mannfactured by:

Address of manufacturer:

Cepia: No 1801444

Po3mip cepif: £1250 yn,

CEPTHDIKAT SKQCTI
CERTIFICATE OF QUALITY

AR, N 11 I0FG 23800695
AarafDate192.07.2023

{(kpesr 2 %, 10 20 ry 1y6i. The 1 1y6i B kapromudii wopoiyi}
{eream 2%, 20 g in tube, T tube iu carten box)
aovpuaazony 20,0 mc
Clotrimazole 20,0 mg

Ne USA/I9381/01/02 iy 16.05.2022, vepain aii peeeTpaniifuoro nocsigyenun ao 16,05.2027

Nz UA/T9381/G1102, From 16.05.2022; Regisiration Certificate valid
Rn3f2354

B42/2020/GMP

Kyeya Xeirrxwep Har Jrg, Tipin _

CH-289 (A), PIIKO Yupacrpiaa apea, Honanwi, bxisaui, flicr, Ane
Kusam Healtheare PyvrLtd, India

ey Hll 16.05.2027

ap (Paamacran), [nais

sP-289 {(A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alway (Rajasthan}, India

Jara sye 0672023

Aiflcnnii an: 0572025

Batch: Batch Size: DM . [Expiry date: |
Ne azng moxazmingin Breators PeryanTarn
Name Index Requirements HENTET:
Resulis of analyses
1§ Onwe Ofuopinauit 8’ a3knif xpes Ginoro KOALOPY. Bianoninac
Deseripiion White viscous, smooth uniforn: cream. Complics L
2 | Taewrudiwanin Hac yrprMysanss mikiz GeH3umoBoTo CORPLY T xiaoTstazody wa | Bianoriiae
NROMATAIPAMI AOCIHKYBANOTO | CRALANPTHOIG PO YHIEY, OTPIMAIIN
B YMOBAX KiNLKICHOrO BH3IHASEUHT NORHI ] CITBRAITT.
Ha  xpomarorpami AOCHIHACYBANOPY  DOSHNYY  MAC  DUARAATICH Bianonigae
OCHOBRR  CAAMA  MCPBOHYRATO-KOPHUIICROrD KOALOPY Ha  piLui
OCGHOBNOT  HISIMH HA  XPOMATOrpaMi CTABOAPTHOMO  po3uny,
RIZNORIMEA H1 34 POUNIDPONT | 305APRACIIIAM.
Edentification The retestion time of Beazy! alcohol and Clotrimazole peak in the | Complies
chromatograny of the sample solution should correspond to that in the
chromatogram of standard solution as obtained in the assay.
The principal spot in the chromatemram obiained with sam ple solution | Camplies
is reddish brown and corresponds fo the principal spot in {he
K chromatogram obtained with standard solution. )
3 | pll Bia 5,5 x0 7.5 6.93
pH 5510 7.5 _ 6.93
4 | Minisvasnmtit saticr Ty Cepeans maca vaicry 10 1v6 BOBHIHA. OYTIL $#6 MEHLIC HOMIRAILNOT, 2005 v
Maca BMicTy KORHOT TYOH TIORHUNA CIAHONUTI He Memwe 90% {(uie
Medstue - 18 T 1ydn) pia Honinansiol vacry,
Minimum fill weight The average net content of the |0 containers is not less thay the
' Fabeled ansount, and the net content of any single container is not less | 20.05 i
thap 90% (NLT-180/lube) of the fabeled amount.
5§ Horosa ryernnn (2,500 a0 1,500 | 1.1040
Il Specific geavity 0.500 to 1,500 1.1040
6 | Kigsxicie sninavenns Tpu eunyory:
FGaompumazon:
ey 05 % - 103 % Bi 3m0B0¢1H010 RAGiCTY 97.5%
o i{i‘_i‘ff' 19,0 - 210 arir 19.5 mr/r
' bensuaogun canpnt;
p— 90 % - 110 % pia sanmnenoro waiery 99.3%
FIEDAPSS 9,0~ 11,0 apfr 0.9 M/

HTI»
lnereragivangizie iy
kop 20075891
NG
CEPTHGIKATIE

Ha mepsiin npudamnocni;
fGompumazon:

95 %o - 105 % »in sasunenioro euicry
19,0 - 21.0 s

benswiosuit ciupor:

90 % - 110 % gig sansienoro saicry
8.0~ 11.0sn/r

Factory : S 289 (A), RYICO Ind). Ares, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (Tudia), Ph : 4¢
Email : info@kusuim.com, Website - wyiw.Kusumhealthcare.com




Krstess ﬁecz[z‘/zre Tt L1 .

Jdikapesknii sacif: ICTOQMAH
Medivinal product; CLOFAN
Cepis: Mo 1001444

Batehy:

(wpeas 2 %, no 20 ry Tyl o 1 101 B RApronnii Kapohi)
(ereant 2%, 20 g in tube. 1 fube in carton hox)

AsSay

Relense;

Clofrimazole:

93 % - 105 % ol label clajm
159.0-21.0 mg/g

Benzvl alcohot:

7 1 Cyuposiani aoaizxn

Belated Substances

97.5%
19.5 mgty,

90 % - 110 % of Tabel claim 99.3%,
9.0~ 11.0 mg/g 2.9 mg/e
Shelf fife:

Clotrimazole;

93 % - 105 % of label elaim

19.0--21.0 mg/y

Benzyl alcohot:

90 % - 110 % of Iabel ¢laim

2011 0mpls

ITpi gunyperyy -

2 xaoppiTanon (losimxa A): He Bimute 1.0 % 3.066%
Byas sa Tnaeainyansua HeIICHTHKOBANA  Aanimka: e Hspkae sei irnopysannsg
Guisnze 0.2 % ‘

Cysa aoMiuton: e Ginnige 1.5 % 0.093%
Ha miepyin npudamngemi:

2- NaopTpuTanon (Jomiwka A): ne Sinsnie 10%

By sxa immneizyansis nelfentuicorana  goainma: me

Gimaue 0.2 %4

Cyna gominor: we Ginpme 1.9%

Release:

2-chlorotritancl (hmpurity A): NMT [.0% 0.006%

Any individual unknown impority: NMT 0.2%
Total impurities; NMT 1.5%

Shelf fife:

2-chlorotritanol (Impurity Ay NMT 1.0%
Any idividual nmnknawn impurity: NMT 0.2%
Towl Impurities: NMT 1.5%

| Below disregard diinit

1.095%

8 | Mirpobioaoriuna wncrora

AMicrebiological purity

3araskHa  KiAsKicTs 4EPOTHIX  MIKPOOPTaHiiyin {TAMC): e
Biasire 107 KY O,

Jaramba  Kinwxicrs APBICOKOBMX T4
{TYMC): me Biapwie 10! KYO/p:
Psevdomonas acruginosa BimeyTHifr
Stapivlococcus curens BLACYTIN/T

paicenesix  rpatin

<10 KYOH,
<10 K¥ )y

Biaeyrni /t
Bigeyn i

Tofal aerobic micrabiaf count (T AMC) NMT 10> CFUfg. <10 CFUfg

Total yeasts /moulds couit {TYMCY: NMT 1o¢ CFlife < CFU/g

Psexdemonas aerugmosa: Absent per g | Absent/g

Staphviococciis aurens: Absent per g Absent/y i

BIANOBHIAE sHMoray MICS PIT No UAM9381/01/02

complies with the requiremens of MQC RC Ne UA/19381/01/02

BUCHOBOK: Cepist Ne 1001444
CONCLUSJON: Batch Ne 1001444
TN
r**“‘(') Laso
? <3 } O :-)"r‘)-g -3
AHANIE BUKOHAR

(ANALYSED BY)

JATA [6’«', [097’”% 272
(DATE)

-l m '\-l--r-uq-\._,h.I

———

Kosenrapi: Hevae

N ]hfciﬂg\.. "ﬁngﬁ‘&,

Comments: no

i A e Chopanki, Bhiwadi, Disit. Alwa

it s info@kusum.com, Website : ww

Page 1/

f"‘.-‘:-':(""'-"h"""“‘-
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«[ARNPALM
JE¥]y
ACHTHD R iE e
kog 2007584091
A
CEFTHOIKATIO

w.kusumhealthcare.com

1
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r, Rajasthan (India), Ph : +91-] 493-298232/33734/35




S

_zﬁﬁﬁm flealthcare Por. [14

(kpear 2 %, 110 20 ry Tvhi, I
{eream 2%, 20 ¢ in tube, 11

Atcapepruii sucig: KJIOMAH
Medicinal product: CLOFAN
Cepin: Mo (001444

Batch:

3asRa npo cepmgiraio: «Fiftcunn o 3acsindy
(POAYKHI Y70 BHPOTOBIEND (BRAOUAIOYH ¥
niaprencTai B 0B BinnoriaHoeT! 3 BN
OXOpoHY 3R0poB'A YKpainy, i3 sy
YRAKQBKY T2 auaaizis Gy ACPEFAANYTI | BCTAHOBNENO
Certification stafement; «On this I certify that the aboy
produced {(ineluding packaging / Iabc'ling_) and conducted for

according to specified in the current GMP guidelines, approved

requirements of the repgistration dessier of the destivation country. Records of manufacturin
the GMP requirements».

reviewed and defermined for theiy compliance with

Kepisnuik rpynu konrpomo 2xoeti
Qualily controf group manager

iM's T8 npizeiige
(Name)

Hizmic
(Signature)

Hata mMAnMcann
(Date of signature)

/“’Q"“ c?icb/i’..w

(Yo7 (2007

KEPIBHHE PRYIH KOMTPOND 1RO
Quality conirol group managey

Factory : SP 289 {(A), RHCO Indl. Area, Chopanki, Bhiwadi, Distt. Al
Email : info@kusum.com, Websiie -

10, M6 HABCACHR BHite Mdopmanis ¢ focToBipueio i ToMmowo,
DAXOBKY / MapKyBans) i npopcxeid KOHTPOAL 1T IK0CTE Ha BHUCITALIROMY
OraMit, JA3NAMCHUNIr B i uill Hacranosi G
MOTAMA DECCTPAUTARONO J0CbE KP AN npisaatels,

0 11y B kaprounii xopobui)
tibe in earfon hox)

Uss cepiss

MP, saTRepakeniit Minicrepernons
[Iporoxonn Bupodiunrea,

X sianeBignicTs suMoram GM Py,
e-mientioned information is true and accurat

e. This product bateh was

its quality control at the abeve-mentioned manufacturer

by the Ministry of Heaith of Ukrainte, and with the
g packaging and analysis were

Ynosuosaxens ocola,
CePrIMIKAIR cepii
Qualified Person certifying the bafeh...

WO, 3fUHCHIOE

1M1 18 wpiasuue AR CAL S
_— . s} e
{Name) pri‘f =S “Y}?{ V3 %
igme Vi ouomy e,
(Signature) AL anenar 10
% Gak G P el e i;’
Aata niamacanns W e 2
(Date of signature) lc]\,,:c; Gy 3

e O
e

Menemkep pinniny sabesncuenns SRooT
Quality Asswrance Zroup manager

«JIEIBADH
AT s

lae MR g

KO 2007581
anq

CEFTV AT I
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war, Rajasthan (India), Ph : +91-1493-208239/33/34/35

wivw.kusumbiealthcare.comn
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