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122115 YMS-METHYL SALICYLATE PHARME DR30XG/P450 / 102319
This product complies with the European Pharmacopeiz and with the USP-NF current versions.
The test of angular rotation is net carried out bscause Novacyl's Methyl Salicylate is of
synthetic origin

This batch ef Met Hv' Salicylate was manufzactured in accordance with ZIU GMP Velume 4 Part
ITI (ICH Q7) and to the dossisr CEP 1994-007 current versien
Rasidual solv2nts: Only methanol, 3 class 2 solvent 1s used as reagent. It is part of our
specifications with a2 limit of 0.10% max, which is tighter that the ICHQ3C limit of 0.33
max
Batch: PMS2204711 / Manufacturing dzte: 1€.FE3.2022 /Re-tes: date: 18.FEE.2027
Delivered quantity: 1 350.00 KG

Lower Upper
Characteristic Unit Value limit Limit
Identity (Infrared) - IR - In spasgification- -
Location of main assav psak{USP) = Complies = =
Ethanolic sol.-cclour -Liquid lesss coloured than ¥7 ~ -
Ethaneolic sol.-turbidity - CLEAR LIQUID < -
Solubility in 70% alcohol - Complste znd clear - -
Specific gravity at 20/20 PE 1,186 1,182 1,188
Specific gravity at 25/25 USSP 1,182 1,180 1,185
Refractive indax at 20°C 1,5360 11,5350 1,53840
Bcoidity ml < 0,01 = 0,40
Assay (HPLC)} USP & 89,06 28, 00 132,00
Assay {(Potentiomestry) PE % 95,8 89,0 101,¢C
Number of relatad substances>0,10 % = None = -
Salicylic acid (USP) % < C,1 = 0,1
Dimethyl 4-hvdroxyisopatalate (USP) % < 0,3 = 0,5
Total impuritiss 3 < C.0C “ 0.3
Phenol ppr 23 - 50
Methanol (residual solwvent) £ < G,05 = 0,10

 NMovacap, no med-ofization is allowed

- 28.JUN.2018



Page 2 / 2

/émfa-q;a

]
L =P novacapgroup
Material : Our / Your reference

128115 YMS-METEYL SATLICYLATZ PEARMA DR5CXG/245C / 108319

Batch: RMS2204711 / Manufacturing date: 16.TEB.2022 /Re-tsst date: 16.FEE.2027
Delivered quantity : 1 350.00  KG

Batch relezssd on : 25.FEB.2022
Perscn responsible for batch release: Lucie FCRESTIE
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