
E-54 Copovidone 
CP:JP 

PHARMACOPOEIAL DISCUSSION GROUP 

CORRECTION 1 

E・54Copovidone 
(Correction of the sign-off document signed on 3，d October 2018) 

Item to be corrected: 

K-value 
“Weigh exactly an amount of Copovidone， equivalent to 1.000 g， calculated on the dried 
basis，" to be corrected to“Weigh且些ur盆皇1yan amount of Copovidone， equivalent to 1.0旦_g，
calculated on the dried basis，" 

-Harmonized Attributes 

Attribute EP JP USP 

Definition + + + 
Labelling + + + 
Identification* + + + 
K-value + + + 
pH + + + 
Purity 
(1) Clarity and color ofsolution + + + 
(2) Aldehydes + + + 
(3) Peroxides + + + 
(4) H ydrazin巴 + + + 
(5) l-vinyl-2-pyrorolidone and vinyl + + + 

ac巴tate
(6) 2-Pyrrolidone + + + 
Loss on drying + 十 + 
R巴sidueon ignition + + + 
Assay 
Vinyl acetat巴 + + + 
Ni仕ogen + + + 
* EP and USP will adopt Copo巾idoneReference Standard; lP will adopt Referenc唱 Spectrum

Legend 
+ will adopt and implement; -will not stipulate 

Non-harmonized attributes 
Characters/Description， Contain直rsand sωrage/Packaging and storage 
Local requirements 
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Identification B (iodine t巴st)Se∞nd identification 
(identifications B，。

Reagents and reference materials 
Each pharmacopoeia will adapt the text to take account of local referenc巴materialsand 
reagent sp巴cifications.
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