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Certificate of Analysis

A quality management system registered to the international standard
ISO 9001 was used to manufacture and test this material.

Batch Details

Product Name: SP TWEEN 80 MBAL-LQ-(SG) Date of test: 28.10.2020

Product Code: SD80235/0200/8S03 Date of manufacture: 26.08.2020

Batch No: 46390 Retest date: 26.08.2022

Specification: REV.04 15.11.2018

Quality Control Results

Analytical Test Specification Limit

Method No.  Characteristic Lower Upper Value Unit Status
Addendum 35 PASS OR FAIL Pass - P

AS710260 MATERIAL CONFORMS TO PH EUR Pass - P

AS710260 MONOGRAPH NAME POLYSORBATE 80 Pass - P

AS700240 MATERIAL CONFORMS TO USP/INF Passy - P

AS700240 MONOGRAPH NAME POLYSORBATE 80 Pass— - P

AS039010  APPEARANCE @ 25°C OILY Pass - P
(TEXTURE)
APPEARANCE @ 25°C YELLOW TO Pass - P
(COLOUR) BROWNISH-YELLOW

AS039010 APPEARANCE @ 25°C CLEAR OR SLIGHTLY Pass - P
(CLARITY) OPALESCENT

AS039010 APPEARANCE @ 25°C LIQUID Pass - P
(STATE)

ES710010  ACID VALUE 0.0 2.0 0.4 mg KOH/g P
(PHEUR 2.5.1)

ES710080 HYDROXYL VALUE 65 80 70 mg KOH/g P
(PH EUR 2.5.3[A)])

ES710100 PEROXIDE VALUE 0.0 10.0 0.0 meqO2/kg P
(PH EUR)

ES710120 SAPONIFICATION VALUE 45 55 45 mg KOH/g P
(PH EUR 2.5.6)

FS710150 VISCOSITY @ 25°C ABOUT 400 mPa.s Pass - P

(PH EUR)



