Manufacturing Plant
NOVACYL établissement Roussillon
RUE GASTON MONMOUSSEAL
38150 - ROUSSILLON
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NOVACYL SAS .
29 AVENUE JOANNES MASSET L e
Le Carre Joannés - CS 10619 *Certlﬁca
89009 - LYON
FRANCE Print dale:
21.03.2012
Furchase order tem/Date
487/2012 [ 07.03 2012
Delivery termv/Date
52106703 900001 /02.04.2012
Order item/Date
1334347 000010
Customer
. 74420
Aftn: Truck number/$eal aumber
FAX . f

Material: Qur/ Your reference
111868 PHARMA SALICYLIC ACID 40X25KG PAPER BAG /PAL 1000 KG ¢/

This batch of salicylic acid was manufactured in accordance with EU GMP
Volume 4 Part II {(ICH Q7A) and according to the dossier R2-CEP 19293-008.
It complies with all compendial requirements of the current Ph. Eur.
monograph on salicylic acid

* Statistical contrel: Thils result comes from a weekly measure

Batch RAS1206700 Manufacturing date 07,03.2012/Re-Test date 07.03.2017
Quantity 6.000 KG

L.awer Upper
Characteristic Linit Value Limit Limit
Sol. in 95/28 % ethanol “ In specification - -
Colouraticn of ethanelic sol. HAZEN <10 - 10
Sulfates (S04--) % 00,0150 - 0.0200
Assay . % 100,3 29,0 1006,5
* Heavy Metals { PB ) % <0,0010 - - 0.0020
* Chlorides (CI-) % < 0,0025 - 0,0100
* Ash Suiphated % 0,0240 - 0,1000
4-hydrexybenzoic acid % 0,0410 - 0,1000
4-hydroxyisophthalic acid Yo 0,0270 - 0,0500
Phenol % < 00,0060 - 0,0100
Total impurities % <012 - 0,20
No other relal. subst.>0,05% ) - in specification - -
Loss on drying % 0,08 0,50

Batch released on :21.03.2012
“Isabelle COSTET, Quality Manager/cGMP ; +33 474 113 876"
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