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(Correction of the sign-off cover sheet of Rev. 3 Correction 1 signed on 22 December 2020)

Items to be corrected:

Foreign matter now stipulated as a non-harmonised attribute.

Harmonised attributes

Attribute JP EP USP

Definition + + +
Identification

A

B

C +
pH -+ e +
Iron + + +
Total protein +! + +
Oxidising substances + + +
Sulfur dioxide + + +
Loss on drying + + +
Sulfated ash + + +
Microbial contamination . + +

Legend: + will adopt and implement; - will not stipulate

JP: ! Total protein (factor of “0.035” instead of “0.03503)

Non-harmonised attributes

Characters/Description, Foreign matter (EP/JP), Containers and Storage

Local requirements

EP

JP

uSp

Production (gluten content),
Absence of  Salmonella,

Labelling (gluten content)

v

2



E-43 Revision 3 Correction 1 October 2021

Reagents and reference materials
Each pharmacopoeia will adapt the text to take account of local reference materials and reagent
specifications.

Each pharmacopeia will consider actual titrant concentration in equations according to their

local rules of calculation for titration.
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