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Address of manufacturer: SIM289 (A), RITCO Industrinl ares, Clropuadd, Bhiiwal, Dist. Alwar (Wajnstliand, Indin
" Cupin: Ne 1003995 Postip c2pii: 75000 yn. Jlava 0472024 Jlificwndi jo; 0342027
Hatch: Bialeh Size: Dind- Expiry dute:
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i _ I Description White, round, flat beveled tiblet with breakline on ane side. Complies
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SHUPOGYCRNnIY 10 etremdapmtosa puthmia, SIPINMIINY |
YMBBAN  KHUILKICHOID  #3IMEInb,  MAC  COlMERIATH
LihsiyEomiLa)
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Flucomazole peak retestion time in comparalive solution
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3 | Crupanicin e Giawne | % Brasonizac
Frinhility Notnore shan 1 %6 Complies
4 Pomnatanny He Brme 15 xn 3 am 30cer
Disinlegration NMT 15 min 3 min 30 sec.
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Aoafurat C - are Gimane 0,3 %, He nmnieno
Hostivra e RRT Biag 0,53 = we Gimane 0.5 %, 0.032%
Hewiduna dossmsa — ne Gimure 0,2 %, Thnsgue sesst irpopyaaima
Ho Ginutre 1,5 % cystn jwatintos., LH6%
Rebted silstances dipuarity-sd NMT 0.5% Below disregard limil
hinprige-B8 NWMT D.3% Not Detected
Impurine-C NMT 0.3% Not Ietected
fmpurity ar RRT ahout 8.55 NMT 0.5% 0.0329%
Ginknovin fmprrity NMT 0.2% Below disregard limit
Toted tmpreritios NNT 1.5% 0.0616%5
8| Kiisxicne ansmavenns Ly sunyeny;
Bin 95 % no 105% Quayxoisony a talacn {nin | 99.07%
TR HOE RELKROCTI)
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Bia W0 % qw 110% Juykonmony n 1aGieny (wiy
fRunaenod Kisneoc )
Assay At refease: 95 < 105 % Fluconuzole of Label Claim Y07
. Arsheedf B 90 - 110 % Fluconazole ol Label Claim B ”___.____J
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Cepin: Ne 1003995

Bateh: —_—
) Mirpufiinasrinmm wnerprg® 3arugtbi kinpkic o aepofito sikponprariiia { TAMCY: e

Gizne 10% (YO

3MALN KiLKICT, APERDKOBIN T3 nniceneri rpain
{TYMU): e Ginve 102 KYO/r;

Biacyriicti Escherichia cofin | v npenapary.

Microbisfogical purity* Total acrobic Microbial connt CTAMCY - MM 103 CFUR Not sequired
Tetal Yeast & Moukd Coung (TYMC) = MMT 102 CFUg
Escherichic coli should be absent per 1 I

 Tecr mtkonycioen am veprny 10 cepifi, tovist i xowof 20 cepit 260 pan Jks 12 pe,
* Micrabial purity will be performed on first ten commercial butches therealier ot every 20 bateh or once in 2 year which eomes carlies,

BHCHOBOI: Cepis Mo 1003995 nianoniac snaoran MICST P{] No UA/7617/01/03
CONCILUSION: Batch Ne 1003995 complies witl the requirements of MQC RC Ne UA/T617/01403
a)] 1] 2oy
Dave ek Kuown
ATIAJNS BHKOUARB BATA il ]aeay
(ANALYSLED BY) (DATE)

Kosenrapi: nesae
Comments: no

3nana npo eeprdinanito: «lifienns a IACKIANYIO, UL EABCACH BINILe iH o pansaise EfocToRipunia | Tounmao. s cepis
RPOAYRUIT Gyan BHTOTUBACHR (BKAouDInS ymaxosky /smaprynanus) i nposefiens Kenrposs i nkocri na Blmeiramiony
ninupemeTni B ol phuesimtoer 3 BHMOTaa, Sa ess 8 wnniit aacranoni G Py surnepmwenii Minie TeRCTROM
exopoun 3nojos’s Yrpaiun, i 3 sirmorann pecerpaniitnoro nocke wpatin ipnsavenna. Hporokonn miIpadnnIIa,
FUARBBKH TR uanisiy Syan neperanuyti i cevanosneno jx rirnosisnicrn suasoraa G Py,

Cettilication stalemen(: «On this 1 certify that the above-mentivned information is true and aceurate, This produc! batch wis
produced (including packagiog / libeling) and conducted for its quality control a1 the above-mentionad manulacturer
ateording to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the registrntion dossicr of the destination conntry. Records of manufacturing, prackaping and analysis werp
reviewed and determined for their compliance with the GMP requirementsy,
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