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The camparison of the quality standard of insulin in
ChP with those in BB, USP and JP
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Abstract To investigate the Im it contents for quality standard of nsulin fran themain phamacopoeias be ng used
n theworld bokng nio the official monographs and appendices in the ChP, USP, BP and JP. The nsuln assay
method in the ChP is nferior to that of USP and BP and the revision seems urgent
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Tab 1 Canm parison of the quality standard of nsulin in different ChP editions
1977 1985 1990 1995 2000 2005
(iten 8 (1977 e ) (1985 e ) (1990 ed ) (1995 ed ) (2000 ed ) (2005 ed )
(1) . (2) 1977 1977 (1) (2) (3)HPLC 1995 1995
( den tification) ((1) henical (2) anmal (as1977 a ) (as 1977 o ) ((1), (2)&(3)HPLC) (as 1995 ed ) (as 195 ed )
- - 27 6nm Q 48~ Q55 1990 1990 1990
( absorhance) (-) (-) (absorbance at 276mm ) (as 1990 ed ) (as 1990 ed ) (as 1990 ed )
_ - - 1995 1995
(related proteins) (-) (-) (-) ( electophoresis) (as 1995 ed ) (as 1995ed )
- h - 1995 1995
(‘high molecular (-) ( size— exclusion
(=) (-) (as 1995 ed )  (as 1995 ed )
w eight proteins) chran atography)
- - 14 3% - 16 0% 1990 1990 1990
( nitogen content) (-) (-) (14 % - 16 0% ) (as 1990 ed ) (as 1990 ed ) (as 1990 ed )
- - < 10% 1990 1990 1990
(loss on drying) (-) (-) (<10% ) (as1990 ed ) (as 1990 ed ) (as 1990 ed )
- - <2 0% - - -
(residue) (-) (=) (S20%) (=) (-) (=)
225 e mg ! 1977 2260 mg ! 1990 1990 1990
(‘assay) (bbassay)ZSl»l' mg 1) (as1977 e ) (bioassay>26l»1‘ mg- 1) (as1990 ed ) (as 1990 ed ) (as 1990 ed )
1977 1990 1990 1990
( category) (ancinonide) (as1977 e ) ( hypoglycamic) (as 1990 ed ) (as 1990 ed ) (as 1990 ed )
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Tab 2 Cam parison of the quality standard of nsulin in present ChP, USP, BP and JP

ChP usp BP Jp
( dentifica tion) (1 (2 (3)HPLC HPIC HPLC
((1) chen caX 2) aninak 3) HPLC (HPILC) (HPLC) ( precip itation)
(absotbance) +(+) -(-) +(+) -(-)
(related proteins) ( electrophoresis) HPLC(HPLC) HPLC(HPLC) -(-)
(high (size— HPIC ( size— -
molkcubr weight proteins) exc lusion chron abography) (HPIC) exclsin chranabgraphy) (-)
( loss on drying) +(+) +(+) +(+) +(+)
( residue on ignition) -(-) -(-) +(+) +(+)
( zhc catend) +(+) +(+) +(+) +(+)
(nitrgen ntent) +(+) -(-) -(-) +(+)
(m icrobial In iks) -(-) +(+) -(-) -(-)
(bacterial endotaxins) -(-) +(+) +(+) - (-)
(pronsulin) -(-) +(+) +(+) - (=)
(assay) HPIC HPLC
(maise bbod ghicose assay) (HPILC) (HPLC) (rabb i bbod ghiwse assay)
3 ( 3)
2000 7 ,
, 2005
HPLC s
HPLC
3
Tab 3 Canmparison of the quality standard of human nsilin in present ChP, USP, BP and JP
ChP uUsp BP P
HPLC HPIC HPLC HPLC
( dentification) (HPLC) (HPIL) (HPLC) (HPLC)
HPLC HPIC HPLC HPLC
(related proteins) (HPLC) (HPIL) (HPLC) (HPLC)
(high molkculr ( size— exclusion HPL (size— exclusion HLe
(HPIC) (HPLC)
weight protens) chran ategraphy ) chran atography)
+ + + +
( bss m drying) (+) (+) (+) (+)
+ - + -
( residue m ign ition) (+) (-) (+) (+)
uv uv
(zinc content) (V) (UV) (AAS) (AAS)
+ - - _
(nitrgen cantent) (+) (-) (=) (-)
+ + - -
(m icrobial lin its) (+) (+) (=) (=)
+ + + +
(bacterial endooxins) (+) (+) (+) (+)
HPLC HPIC HPLC HPLC
(assay) (HPLC) (HPIL) (HPLC) (HPLC)
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