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NOVACYL établissement Reussillon

RUE GASTON MONMCUSSEAU
nOVBCYI 33156 Roussillon
nOVE(aY group France

NOVARCZL SAS

21, Chemin de la Sauvegarde,
Ecully Parc CS 33167,

€334 ECULLY Cedex

FRANCE

rint Dare

20.NCV.2015

Purchase order Item/Dlate
4500424073 / 22.JUL.2019
Delivery Item/Date
8C546130 903001 / 28.NCV.2312
Order Item/Date

256877 000010 / 22.5TL.2619
Custcocmer N2

176673

Truck number /Seal number

/
/

Mazerial : Our /Your referernce
28869 YSA-SALICYLIC ACID PHARM PB*#25 XG/PAL 1T / 211133

This batch ¢f salicylic acid was manufactured in accordance with ICHQ? and Budralex Volume
4 Part 2 GMP requirements. It complies with the requirements of current version of Pa.EBur.
and USP and with the current revision of RZ-CEP-1993-008.

Res:dual solverts: No class 1, 2 or 3 solvencts are used :n the salicylic acid gpreccess.
Therefore, there are no residual sclvents likely to e present.

Batch: RAS1931400 / Manufacturing date: 10.NOV.20:9 /Re-test date: 09.NOV.2024
Delivered quantity : 5 03C. 008 XS
Lower Upper
Characteristic Unit Value limit Limit
IR spectrum - Cemplies - -
Melting voint D) 1588,9 158,0 161,0
Location of main assay peak{US?) . Complies - -
Loss on dryirg ¥ 9.1 c,5
Sulfates ¥ 0,0:50 - Q,0203
Assay EP (cry kasis) ¥ NEIT 5 99,0 100.5
Assay U8? {dry basis) ¥ icc, s 93,0 bt i)
Clarity of ethanolic solution. = Complies = -
Coloraticn cf echanolic solution. zaz 2R 1)) - 1€
Heavy Metals 1 1 < 0,0020 - 0,0029
Chlorides (Ci-} ¥ < 00,0100 - g,0100
Regidual solvents (none) - Guaranteed conformity - -
Stlphated ash/Resicdue orn ignition ¥ 0,01 - g,05
4 -nydroxyobenzo:c acid % 0,04 - 0,19
4-hydroxyisopathalic acid 13 ¢,03 9,¢5
nerol ¥ < 6,02 - 0,01
Toral impuyities ¥ < Cap 22 - 5,20
No otrer relat. subst.s»0,03% - Complies . =

Bacch released cn : 2C.NOV.2018
Person responsible for batch release: Lucie FCRESTIER



