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Discussion on themethod for fineness of dispersion of dispersible
tablets in appendix ChP 2005(Vol II )

WU Jian- m in HUANG H ai- wej X IONG Jing ZHANG Q i~ m ing

(National Instimie for the Control of Pham aceutical and B b bg ical Products Beijing 10005Q C hina)

Abstract Currently only ChP 2005 BP 2009 and EP 6.0 inchde the dosage Hm of dispersble tablets and his
three all specify the methods DHr fineness of dispersbn This article canpared the differences in operation details &
mong them, and nvestigated themethod for fneness of d spersion of dispersible tablets n Append x ChP 2005( Vol

IT), established a method for fneness of dispersbn and experiment on 7 samples The nev method can bemore dis-
crin nable and exercisable
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Tab1 Specified tests of dispersible tablets in five Pham acopoeia A ppendix

(dissolution) (fineness ofd ispersion) ( disintegration)
2005 2, 20C*CT 100mL 3min (850 Um)
(ChP 2005 Volll)  ( specified) (Place 2 tablets 1 100 mL ofwater R at 20°C &1 'C and shake or3min A snooh dispersion &  ( not spec ified)

produced whidh passes thraugh a sieve screen with a non hal mesh aperttre of 850Hm. )

BP 2009 EP 6 0 2, 100mL s s 710 Hm ( 15~257C, 3min s 15~ 25

(no spec ificat on) ) (Plce 2 tables in 100 mL of waterR and stir until ampletely dipersed A snooh  C (D sintegrate w ihin 3

dipersion is praduced which passes through a sieve screen w ith a nan nal mesh aperture of 710 lm. m iy but using water R at
Msing water R at 15— 25°C whih & specified in General Notices ) 15- 257C)

USP 31 JpP 15 (The dosage fom of dispersible tablets & not described in monographs nor in append ices)

Tel (010) 67095342 E - mail wumnnicpbp@ 126. can



Chin J Pham Anal2009 29( 12)

— 2167 —

2 ,
BP 2009 EP 6.0 2, 15C~25C
, 2005 , 100 mLL , 3mn 710
1 , Hm
BP 2009 3
R s 31 s
3min  BP 2009 s
, 3min BP 2009 , ,
200 mL ,
15~ 25°C 100 ml1, 3mn 2 6
2.1 2005 7 12
, R40/3 , 200 mL , 15~25°C 100
710 Pm R ml, R
, , 2005 , 3mn 710 Bm , 7
(850 Hm), 710 Bm
2.2 32 s
, ; 15~25C s
(20 il) C , BP 710 Hm, 15~ 25
2009 s “15~25TC” C; 6 2 6 7
2.3 , BP 7 2mn
2009 , 2005 710 Pm , 3min
, 3mn s
BP 2009 7
2
Tab 2 Samples for experim ents
(sample) (canpany) ( belal value) (LotNa )
(medroxyprogesterone ace tate dispersible ble k) A 025g ! 20060902
(megestolace e d ipersible lblets) B Q16g ! 20070501
(sucralfie d kpershb ke tabless) C 025g -1 070201
(nin esulide dispersble yablets) D 0.1g ! 080202
( bratadine dispersible table ) E 0mgs -! 20070401
(meloxican dispersible table ) F 7.5mg ! 20071201
(azihranycin dispersble tzb lets) G 025g -1 080101
3.3 ¢ .
710 Pm, 15~ 25 C; 6
3min » 1 ChP( ). 2005. Voll ( ) : Appendix TA( 1A)
2 BP 2009 Volme Il 2256
’ 3 EP6.Q Vokmel . 750
? 6 ? ( 2009 8 14 )



