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Material; Nuestra/Su denominacion .
11186 PHARMA SAUCYLIO.ACID A0X26KG PAPER BAG /PAL 1000 KGli

This batch of salicylic agid was wanufactured in accordance with EU GMP
volume 4 part II (ICH Q7A) and agcording to the dossier R2-CEP 1.693--008.
1t complies with all compen_dia]. requirements of the current Ph. Bur.

onograph on salicylic acid

# Sta\‘stical control: Phis result cones ftom‘ a weekly measure

| ocha de Fabricacion 1707 2042

e

’,__,——-—_._-—,.,—_.,f,,_—-,..—/— e G
- Uimite LUimite
_ Caracleriglica —— Unidad  Valor Inferior Superior
Ry = -7 [ e ——— S ——g e .
541, Tn 96106 % ethariol = Conforme 5 e
Colouration of ethanalic sol ‘HAZEN <10 - 10
Sulfates (S04-) % 0,0180 = 0,0200
Assay % 1008 99,0 100,86
“ Heayy Metals (PB) % <0,0010 : 0,0020
+ chtorides (CH) % < 0,0060 - 0,0100
 Agh Sulphated % 0,0280 = 0,1000
4-hydroxyhenzoic acld % 0,0450 . 0,1000
4-hydroxylsophihalic ackt % 0,0270 - 0,060
Phenol % < 0,0080 - 90,0100
Total impurities % <012 = 0,20
No other relat. subst >0,05% =gt Confotme. - -
Lose on drying % 0,08 0,60

Batch releassd on 97.07.2012
{sabalie COSTET, Regponsable calidadlcGNP 1433474 113 876
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