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Anatysis Record: 08.04.20't 5 Batch No. 401 8141'

\Ye S.C. ANTIBIOTICE S.A., as a manufacturer of Nystatln hereby certlfy that thls b¡tch has been produced by us ln futt compllance wlth
the Certlflcate of 6MP Compllance of Manufacturer No. 025 /2013/RO lssued by NAtvü,lD, vattd startlng wtth 21 .0ó.2013.
Thts batch has been manufactured, packaged and tested tn accordBnce with EU GMP Guldetlne votume .{ part ll

Mfg. Date 04.2015

ANALYSES PERFORMED CONDITIONS

Yeltow or stlghtty brownish powder, hygroscoplc.
Yetlow to tight tan powder, haúng an odor suggestive of cereals. ls

hygroscopic, and is affected by tong exposure to tlght, heat, and'
alr.
Freety sotubte in dimethytformamide and ln dimethylsutfoxlde;
stightly to sparingty sotuble in methanol, in n-propyl atcohot,
and in n-butyl alcohol; practlcally insolubte ln water and ln

; lnsotubte ln chtoroform and ln ether

ldentificatÍon A;
Ar¡o / Ar¡o
A¡crlA¡s
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at 230 nm, 291 nm, 305 nm and 319 nm, and 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

corresponds

1.47
0.65
0.90
1.1?

- BP 201 1, Eur. Ph. 8h Edition more than 5.0 f,

B? 2011 I Eur. Ph. SeEdítion

for use ln the extemporaneous preparation of oral suspensions,
not less than 5000 t SP

1 and Eur, Ph, 8*Editlon 12.6.9.
Not [ess than 90.0 16

- Any other indfviduat component
EP 2011/Eur. Ph, 8üEdition:

- Nystatin A1

Not less than 85.0 %

Not more than 4,0 iE

Mínimum 85.0 *
Maximum 4,0 X

-TAIüC, CFU/E
.TYilC, CFU /g
Speciñed rnicro-organlsmst
- Blle-tolemnt grmr-negative fuctería t g
- Escheriúta colilg
. Solmonellat g
- Pseudomonas aeruginosal g

Not more th¿n 1d
Not more than 10?

Absent
Absent
Absent
Absent
Absent

absent
absent
absent
absent
absent

Not more than 0.3
Not more than 0.5 fr
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