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CERTIFICATE OF ANALYSIS

Anatysis Record: 1 0.'l 1 ,201 4 No.401 7ó78

We S.C. ANTIBIoTICE S,4,, as a manufacturer of §:tatln hereby certlff that thls batch has been p\
the Certlllcate of GAIP Comptiance ol lylanulacturer No. 025/201 3/RO lssucd by tlAA!!\D, vatld startlng
Thfs batch h¡s been manufaciúred, gacka8éd and terted fn accordañce with EU clitP Guldetlne volume 4

Mfg. Date 11.2014
Exp. Date 11.2017

ANALYSES PERFORMED CONDITIONS RESULTS

an odor suggest¡ve of cerea(s. ls
hygrccopic, and is affected by long exposure to tight, heat, and
air,

sotuble in dhethvtrormamlde and
stlghtly to sparlngty sotuble ln methanol, ln n-propyl alcohol,
and ln n-butyl atcohot; practlcalty insoluble ln water and ln
alcoholi fnsotubte in chtoroform and ln ether

ldentlflcatlon A:
A¡o/A:ro
Arr/A¡o:
A:r/Au:

Ültravlolet Absorptfon: A r¡o / A

shoutder at 280 nm,

0.83 to 1.25
0,61 to 0.73
0,81 to 0.96
0.90 to 1.25

- BP 2011. Eur. Ph. TrhEditlon Not more than 5.0 %

" BP 2011 / Eur. Ph,7üEdtuon

for use ln the extemporaneous preparatlon óf oral suspensloñs,
not less than 5000 USP Nvstatln [.,riits/mE

USP 36; . Nystatin AI
- Anyother lndivldual component

BP 2011/Eur. Ph. 7úEdtuon:
- Nystatfn A1

Not less than 85.0 %

Not more than 10¡

Not more than 101

Absent
Absent
Absent
Absent
Absent

40
<1

absent
absent
absent
absent
absent

"TA[1C CFU/g
- TYMC, CFU /g
§pecified m lcro.organlsms:
- Blle-tolerant $am-negotlve bocterlal g
. Escherlchlo co\lg
- Salmonellolg
" Pseudomonas aeruglnosal g

Not more t¡an 0.1 É
Not more than 0.5 ![

Not tess than 97.0S
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