
Antibiotice
Sclenre and soul

Identificatíon A:
Aru/Azo

¿rrlArc
a¡rg/A¡o¡

Ultrdviolet

- Nystatin A1
- Anv other

- T/lrlC, CfU/g
. TYMC, CFU /g
5pecifi ed micro-organisms :
- Blle-tolerant grun-negdtíve bacteriat g
- Esrhetlchio colil g
- Salmonellalg
- Pseudomonas oeruginosal g

out periodicatly (1 batch every

FAGRON IBÉRICA, S.A.U
Corresponde al lote de Fagron:

^n4ri,y- 
Bo{

Analysis Record: 05.03.2014 Batch No. 401 7123

We S.C, ANTIEIOTICE 5,1u, as a manufatturer of Nyfatln hereby certify that this b¿tch has
the Certlficate of GMP Compllance ofllanufacturer No. 025/2013/RO issued by NA#]UD, vatid stanlilg..l
Thls batch has been manufactured, Deckaced and tested ln accordanceMth EU GMP Gufdetlnevolumé

Mfg. Date 03.2014
Exp. Date 03.2017

ANALYSES PERFOR,MED CONDTTIONS

Yettow or stightty brownish powder, hygroscopic.
Yettow to light tan powder, haüng an odor suggestive of cereats. ls
hygroscopic, and ls affected by tong exposure to light, heat, and
air.

stightty to sparingty sotuble in rnethanot, in n-propyl atcohot,
and in n-bu§[ alcohol; practically insotubte In water and in
atcohot; insotubte in chtoroform and in

shoulder at 280 nm.

0.83 to 1.25
0.61 to 0.73
0.83 to 0.96
0.90 to 1.25

- BP 2011, Eur. Ph. 7üEdition Not more than 5.0 il6

- BP 2011 i Eur. Ph.7üEdiHon

for use ln the extemporaneous preparation of oral suspensions,
not less than 5000 USP Nr¿statin Un

mg (dried substance) and minimum
5000 lU/mg (dried substarce) if intended fo¡' oat adnrlr¡istratíon

Not less than 85.0 %

Minimum 85.0 X
Maximum 4.0 %

Not more than 10:
Not more than 1d

Absent
Absent
Absent
Absent
Absent

40
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absent
absent
absent
absent
absent

Not more than 0.5 }i

Not tess t¡an 98.0 %

t

USP 35: - Nystatin A1

- Any other individuaI component
BP 20'11 /Eur. Ph. 7ü Edir.ion:
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