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Krisienss ffea[z‘/zczre Tt [td.

Jlikapenrnii sucio: JAEPMAZON®

Medicinal product: DERMAZOLES

Aitomi pevomsun:

Active ingredicents:
Feectpauiiine nocsimsenna;
Registration Certilicate:
Jigeunsis na BEpodunuTEO Ni®
Ceprudirar GMP Ne;
Bupolnine:

Aapera pitpobiiky:
Manufictured by: )
Address of manuluet ey

CEPTUPBIKAT SAKOCTE
‘CERTIFICATE OF QUALITY

wpest 20 3/, no 15 ¢ Y ¥y0i; Mo 1 vy6i v wapTonniit yuaxosii
‘eream 20 mgfg, 15 g ina fube; I tube in 5 carton paclage
Rerorowasony. 20 Mmr,

Ketocsnazofe 20 mg

o UA/6T25/02/01 nin 09.08.2017, ve
N UA/GT25/02/01 from 09.08.2017,

Raj/2354

N42/2020/GMP | |
Ryeys Nenvxwep Hnr Jra, Dl | )
CTE-28Y (A), PIIKO Inaactping apes, Yonanri, Bxinani, Tier. Anaap {(Papwacetan), lugia
Kusum Healthesre Pyf Ltd, India

SP-289 (A), RIICO Tudusirial area, Chopanki, Bhiwadi,

AR XN T110FG23001535
Hava /Date: 30.12.2023

pMii aii pecerpaniiinoro noesizweni HeobAERE
Registration Certificate. validity is unlimited

Dist. Alwar (Rajasthan), India

Cepist; Mo 1002519 Poanip cepii: 40000y, Jara wur.: 1112623 ity no: 102027
Batch: Baich Size: DM DVE;
N | :Hﬂll{ﬂfll{!!I{l.l-.:.I.H{}tTi. | - Buatorn P(':‘.!}*th’l”:i"r.I.l

| Tests Réqudrenients Resulis
I 1 Onic Qaopizunit kpey Gidoro KOILOPY Binapisae
Description White haomogencous cream ‘ Complies
2 1 laehTHikanis HYac  yrpusiynamus  nixy KCIOROHA30AY  ua  Xpomarorpami | Bifnoninac
| QUCAIONCYEMIOZD POty | CHIUBOUPINNOZG POTYHY, OTPIMABYY B
YMOBAX KUILKICHOIG RUSAMEHHS, TONHHEN CINRTIANATI,
ldentificalion The rétention (ime of ihe peaks of Ketoconazele on  he Complies

chromatograms of sample solution and standard solution, obtained in
“Assay of Keloconazole” should correspond,

3§ pH Bin 6,5 10 8,5 7.19
pH 651083 7.19
+ | Maca.smicTy Tyoi He mermune 15+ 1551 r
I Minimum {i}] Not less than 15 g |55l

L

Cynpostmn gosdsn

Related substinces

Homiinka 2 — pe 8invme 0.5

Homimea 1) - ue Ginsme 0,4 %

byus-axainua neineurndixonana navinia — ve 6 nrine 1,2 %
Cyma goMimok - ue 6iasure 1.0 %

Impurity 2: NMT 0.5 %

dmpurity B NMT 0.4 %

Highest unknown imp urity: NMT0.2 %
Total impurities: NMT 1.0 %

He nusnneno
Hiwue sexi irnopysaniy
~He siapneno

Hikue mesxi irnopysauin

Not Detected

Below disregard Timit

Noi Detected

Below disrepard Hmit

b Kimkicile RIBNAYE 1IN

Assay

s sunvery

93.0% - 1050 % KETOKOHAIONY B 3@84BACHOT KiZbKOCTL
o mépasin npudaimuocmi:

90.0%—110,0 % werokopasony pix JAABAEHOT KINEKOCT],

Release:

95.0% ~ 105.0% of ketoconazole of 1abeled amount

{-Shelflife: _
90.0 % — 110.0 % of ketoconazole of labeled amount

96.9%

96.9%

7 | MikpoGicaorivma viscrora

Microbial purity

JragbHA KiAsKicrh aepoGumx Mikpoopramiasis (TAMC) He Giare
102 KYO /i

IBrANLHA - KIALKICTE  APIRIKOBHX . namceHesHx rputis {TYMOC) e

Gianie 10 KYOima.
Biacyruicts Pseudomonas QErUTINOSH
Ta Stapliviococens wurens v | EPEHARATY:.

Total aerobic micreorganists (TAMC)- NMT 10* CFllg
Tatal Yeast & Mould Count {TYMC) - NMT ] () CFU/g

Staphylococens aurens: Mugt be absent/p.
Usendomonas aerugingssa: Must be absent/ 2.

¥ frca, Chopanki, Bhiwadi, Distt: Alwar,

<JOK¥YQ/r

<HKYO/r |
BigeyrHicrs A
Bigcythicrs A+

<10 CFi/e
<10 CFU/g
Absent/g
Absent/g

il info@kusum.com, Website - www.lusumhealthcare.com

oY 220 o
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Rajasthan (India); Phi ; +91-1493-208232/33/34/35

74 03 ,,?x/,/




Kessum Heal f/zaretsz‘ . Lrd

s pes kit aaeio: AEPMA3ONE )
Medicinal product: DERMAZOLE?®
Cepin: Mo 10802519

Baiclhy:

BHCHOBOK: - Cepis Ne 10023519

CONCLUSION: Balch Ne 1002519

AHATIE BHKOHAB DO v i
(ANALYSED BY)  c=ieldh e ‘le?-

KomenTapi: wesae

Commenis: no

RPN 20 My N 15 T Ty6i; mo 1-7y61 w kaprovniii yiisresni
tredm 20 mypfy, 15 ¢ inictube; 1 tubd in.a carton package

BLAUTOBINAS BHMOraM ME ST PIT Ne UA/G725/02/01

complies with the requirements 6f MQC RC N LIA/6725/07701

TATA B0 V4L WU,
(DATE)

33883 Mpo ceprrdiranio: «Iifkcnnm a 3a CBUINY IO, O AR CACHA BHIiLe ipophania e nocroripyow i rowioio. Lsa cepist nponywnii
fysa-BRTOTOBACHA (BKRIOYMIOUK YBRKoBKY / Mapxysanus) i nposencuo KOHTPONEL 1 IK0CTI Ha B8H WLIragaHoOMy RiANPHCMCTRI B
fOBHIA BIANOBIAKOCTT 3. BHMOCAME, 343HAMCHHMI B "HHMiA HacTanosi GMP, 3arBepaskeniii MinicTepersom oxopoun anopos’s -

Yipatuu, i 3 sEMOTaN peceTpanifinoro Rocne kpaim n PU3NAYCHH,
nepernsinyTii acranosneno ¥x BignosinuicTh sumoram GMPs.

HpoTowoau BrpofuunTea, yRAKOBKH T2 anamizis oyan

Certification statement: «Qn this I certify that the above-mentioned information .is-'trua-:1:1d-actUr;i'tE-.'This- product batch was
produced (including packagin g/ labeling} and conducted for its quality control af the above-mentioned manufacturer according
‘to specified in the current GMP guidelines, approved by the Ministry of I{ealth of Ukraine, and with the requirements of the
registrafinn dossier of the destination counf ry. Records of manuofacty ring, packaging and anmalysis were reviewed and deterniined

for their compliance with the GM P requirements».

Kepisunk rpynu. xonTpomo #5ocT
Quality control group manager

Ist's Ta nipizmitile
(Name)

Minnnc
(Signature)

Hara nignucan
(Date of signature)

%} hc:ﬁffb’{aﬂ

/@ I

30)1n/50an

Kepisnuk tpynn konpomo skocti
Quality coniro! group. manapger

Factory + SP 289 (A), RIICO indl. Area, Chopanki, Bhiwad;,
Emait . mfo@kusum,com, W

b'a ra npiasume
(Name)

(Signature).
Hara mianscanyus

Ynositosaxena  ocoba, MO SuidciHiGe
ceprrgiragi ¢epit

Qualified Person cortifying thebate]

Ihanue

Meremxep vizainy sabesrievenns axoct;
Qualily Assurance group manager

Page 2 6f2

Distt: Alwat, Rajasthan (inedin), Ph 491 1493.208233/33/34/35
ebsile : www.kusumhealthcars. com
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