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Abstract Objective: To study of pantoprazole sodium for injection using the process of quality stability. Methods:

Determination of pH — meter dissolved and diluted in pH value of pantoprazole sodium changes simultaneous deter—

mination of insoluble particles in solution and to observe the changes in color change. Results : Pantoprazole sodium

for injection with 0. 9% sodium chloride injection dissolution and dilution 5 hours more stable solution dissolved

and diluted with other infusion solutions are not very stable insoluble particles were significantly increased( P <

0.05)) pH values have decreased significantly color deepening phenomenon. Conclusion : Pantoprazole sodium for

injection is best to use 0. 9% sodium chloride injection and that the dissolved and diluted with the use.
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Tab 2 Results of different pH values at different times and with infusion combined and the insoluble particles
A B C
( place time) /h pH ( color) (insoluble particles) — pH ( color) ( insoluble particles) pH ( color) ( insoluble particles)
=10 pm =25 pm =10 pm =25 pm =10 pm =25 pm
0 10. 1 (no color) 300 20 9.9 (no color) 310 20 9.8 (no color) 420 30
0.5 10. 1 (no color) 310 20 9.9 (no color) 340 20 9.8 (no color) 460 30
1 10.2 (no color) 310 30 9.9 (no color) 340 20 9.9 (no color) 560 30
1.5 10. 1 (no color) 320 30 9.8 (no color) 410 30 9.8 (no color) 640 30
2 10.0 (no color) 320 30 9.8 (no color) 460 30 9.7 (no color) 1280 40
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2
A B C
( place time) /h pH ( color) (insoluble particles) — pH ( color) ( insoluble particles) pH ( color) ( insoluble particles)
=10 pm =25 pm =10 pm =25 pum =10 pm =25 pm
2.5 10.0 ( no color) 330 30 9.8 ( no color) 520 30 9.6 ( no color) 1960 40
3 10.0 (1o color) 330 30 9.9 (o color) 580 30 9.6 (no color) 2240 60
3.5 10. 1 ( no color) 350 40 9.7 ('no color) 620 40 9.6 ( no color) 2640 60
4 10.0 ( no color) 350 40 9.6 ( peak yellow) 750 50 9.2 ( no color) 3520 120
4.5 10.0 ( no color) 380 40 9.5 ( peak yellow) 960 50 9.1 ( peak yellow) 4230 140
5 10.0 ( no color) 470 40 9.5 ( peak yellow) 1420 60 9.1 ( peak yellow) 4840 160
(note) : A 0.9% ( compatibility with 0.9% sodium chloride pull injection) : B 10% ( compatibility with 10% glu—
cose injection) ; C 5% ( compatibility with 5% glucose injection)
3 pH
Tab 3 Results of different pH values at different times and with infusion combined and the insoluble particles
D E F
( place time) /h pH ( color) (iinsoluble particles) — pH ( color) ( insoluble particles) pH ( color) ( insoluble particles)
=10 pm =25 pm =10 pm =25 pm =10 ym =25 pm
0 10.2 ( no color) 290 20 9.9 ( no color) 320 20 9.8 ( no color) 400 20
0.5 10. 1 ( no color) 290 20 9.8 ( no color) 330 20 9.8 ( no color) 440 30
1 10.2 ( no color) 300 20 9.9 ( no color) 420 30 9.9 ( no color) 530 30
1.5 10. 1 ( no color) 310 30 9.8 ( no color) 440 30 9.8 ( no color) 610 40
2 10.2 (o color) 320 30 9.9 ( no color) 480 30 9.7 (no color) 1120 40
2.5 10.0 ( no color) 340 30 9.8 ( no color) 560 40 9.6 ( no color) 1560 60
3 10. 1 ( no color) 340 40 9.9 ( no color) 610 40 9.6 ( no color) 1940 60
3.5 10. 1 ( no color) 360 40 9.6 ( no color) 680 50 9.6 ( no color) 2440 70
4 10.0 ( no color) 360 30 9.7 ( peak yellow) 810 60 9.2 ( no color) 3620 110
4.5 10.0 ( no color) 400 40 9.6 ( peak yellow) 1230 60 9.1 ( peak yellow) 4120 150
5 9.9 ( no color) 460 50 9.5 ( peak yellow) 1640 70 9.1 ( peak yellow) 4730 180
(note) : D 0.9% ( compatibility with 0. 9% sodium chloride pull injection) ; E 10% ( compatibility with 10% glu—
cose injection) ; F 5% ( compatibility with 5% glucose injection)
4 pH
Tab 4 Results of different pH values at different times and with infusion combined and the insoluble particles
G H 1
( place time) /h pH ( color) (insoluble particles)  pH ( color) ('insoluble particles) pH ( color) ( insoluble particles)
=10 pm =25 pm =10 pm =25 um =10 pm =25 pm
0 10.0 ( no color) 300 20 9.8 ( no color) 330 20 9.8 ( no color) 430 30
0.5 10. 1 ( no color) 310 20 9.8 ( no color) 360 20 9.8 ( no color) 450 30
1 10. 1 ( no color) 320 30 9.9 ( no color) 400 30 9.7 ( no color) 540 40
1.5 10. 1 ( no color) 320 20 9.9 ( no color) 430 30 9.8 ( no color) 620 30
2 10.0 ( no color) 330 30 9.8 ( no color) 440 40 9.7 ( no color) 1360 40
2.5 10.0 ( no color) 330 30 9.8 ( no color) 510 30 9.7 ( no color) 1880 50
3 10.0 ( no color) 340 40 9.9 ( no color) 570 30 9.6 ( no color) 2320 60
3.5 10. 1 ( no color) 350 40 9.7 ( no color) 710 40 9.5 ( no color) 2800 80
4 10.0 ( no color) 360 50 9.6 ( peak yellow) 920 50 9.3 ( no color) 3610 100
4.5 9.9 ( no color) 400 40 9.6 ( peak yellow) 1080 60 9.2 ( peak yellow) 4320 150
5 9.9 ( no color) 450 60 9.5 ( peak yellow) 1380 60 9.1 ( peak yellow) 5120 180
( note) : G 0.9% ( compatibility with 0. 9% sodium chloride pull injection) ; H 10% ( compatibility with 10% glu—

cose injection) ; I 5% ( compatibility with 5% glucose injection)



Chin J Pharm Anal 2011 31(7) — 1375 —

2.4 0.9%
5h 10%
5% 1 BI Dian — zhou( ) . Pharmacy ( ).4thed( 4 ).
=10 pm Beijing( ) : People’s Medical Publishing House (
) 2001. 260
(P <0.05) pH pH 2 Chp( ).2005. Vol T(  ):62
3 LIU Shu - ping( ) WANG Dong - kai( ) WANG Kun
o ( ) et al. RP — HPLC determination of 1 — pantoprazole sodium
enteric tablets and its related substances ( RP - HPLC
3.1 0.9% ) - Chin ] Pharm Anal(
s h ) 2007 27(2):180
4 JIN Ou( ) Qiu JIAO — heng( ) ZHANG Yun( ) et
° al. Study of the stability of the pantoprazole and omeprazole sodium
3.2 10% chloride injection(
=10 pm ) . China Pharm( ) 2007(4):355
] Wen - f: J Gao —
( P <0. 05) pH 5 LIU Wen — fang( ) CHEN Jun( ) HU Gao - yun(
) . RP — HPLC determination of related substances in pantoprazole
pH .
sodium(
° ) . Chin J Pharm Anal( ) 2006 26(6):784
3.3 5% 6 LI Jun( ) BU Jing — shun( ) ZHANG Jian( ) et
=10 pm al. Study of the stability of pantoprazole sodium for injection(
( P <0. 05) pH ) . Chin Pharm ( ) 2005 16
(21):1655
pH

( 2011 4 28 )

1411111111111 1111111111111 1111111111111 @111 1111111111111 111111

( )

« » 2010 9
. 2010 ( ) 60 . 60
. »
28 . . .
288.00 . : . 1010 —67095201;  :100050

2 « »



