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Analysis Record: 10.11,201 4

we S.c. ANTlBloTfcE 5,A,, qs a manufácturer of sstatln hereby cerrtry rhat thfs batch has been p)
the Certlflc¡te of G¡'[P Compliance of llanufactüfer No, 025/201 3/R0 lssued by t{AAti,lD, valld startfñg

and tested In accordañce with EU GAP Guldellne volume 4

Mfg. Dáte 11.2014
Exp, Date 11.2017

Yett0w 0r stightty brownish powder, hygroscoplc"
Yeltow to light tan powder, having an odor suggestive of cerea(s. ls

, and is affected by long exposure to light, heat, and

stlghtty to sparlngty sotubte ln methanol, ln n-propyl alcohol,
and ln n-butyt atcoholl practlcalty insotubte in water and lnn-butyt alcohol; practlcalty insotuble in water and ln

: lnsoluble in chloroform and ln ether

ldentlflcatlon Al
A¡olAzro
A rrr / A:o¡
A:re / A us

:A¡o/A

shoutder at 280 nm,

0.83 to 1.25
0.61 to 0.73
0,83 to 0.96
0.90 to 1.25

BP 201 t, Eur. Ph, TthEditlon Not more than 5.0 %

- BP 2011 / Eur. Ph. TbEdltfon

for use In the extemporaneous preparatlon of oral suspensloñs,

USP 36: 'Nystatln A1
- Any other lndivfduat component

BP 2011/Eur. Ph. 7ü Edltloni
- Nystattn A1

Not less than 85.0 %

Not moie than 4,0 X

Minlmurn 85,0 i{
Maximum 4.0 %

Specified mlcro.organisms:
- Blle-tolerant gfom-negatlve bocterlal g
- Escherlchla cotlg
- Salmonellalg
- Pseudomonas áeruglnosal g

Not more than 10¡
Not more than 102

Absent
Absent
Absent
Absent
Absent

40
<1

absent
absent
absent
absent
absent

Not tess than 97.0 %
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