2 BEMZER. n=6 CZE
Tab2 Analytical results of samples. n= 6

CZE uv L TLCIS]
/% 1% ( + ) /% 4.3 2 ’
! % )
000708 90. 2 59 102. 8 <8
0004 14 99. 1 6.9 110. 2 <8 ’
00416 100. 2 6.2 111. 1 <8
200005242 82.0 17.3 105. 1 > 8
200011152 102. 6 2.4 108. 3 <8 85% ’
N . 4.4
4.1 RIFHFHfT .
9 p ]
4.1. 1 H
pH P : pH 6.0
(4.0,5.0,6.0,7.0,8.0,9.0) ,
2000
pH , ,
. pH , pH ’
\ RSD ’ ’
, pH6.0
4.1.2 | ’
> s , [1] , , .
[1. , 1995, (7) : 340.
) s [2] [J]
, , 1999, 19(9) : 566.
0.05 mols L™ ' 3 '
) . mo 1. , 1996, 14(4) : 241.
4.2 R [4] . LJ].
, 1997, 10(4): 77.
278 nm, 271 nm, [5] 2000 . [S].2000:931.
, [6]  BP.2000 . 1 S]. 2000: 101.
[7] USP.23 .1 [S].2000:375.
) . ( : 20004 09)
HPLC
BRIA ( , 200233)
S M RER B L R B B Ao B R A8 M 2 6 HPLC, A R 4 Aokl F69 R S 154 AT 205 A F B
& 4 Diamonsil Cig4E; R 30 48: F B A /K EEBE =T B (6000 4000 0.5 1) ; 2K K : 274 nm ) F) b A A A X A
Fi 3 E T T, MR 3 LA K JE 39,62~ 356 6HermL” A BN AL R R AT, HEFE K r=0.999(n=5); FE L
K Fag T3 el E(n=6) 2 AH 100. 2% (RSD= 0.70%),100.9% (RSD= 1. 1%) Rkt Bk, EH, B2
s M HRER i oL A JRRE R B AR AR ik
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ABSTRACT: OBJECTIVE In order to control the quality of mosapride citrate and its preparations, a method for the determination of

mosapride citrate and its content in granules and tablets was developed. METHOD The chromatographic column of Diamonsil Cig

was used. The mobile phase was consisted of methanot w ater-acetic acid glaciakt riethy lamine( 600 400 0.5 1). The detection wave-

length was at 274 nm. RESULTS M osapride citrate and the other components in the samples were separated completely. T he rela-

tionship between response and the concentration over the range of 39.62~ 356.6 Hg* mL~ " was linear with the correlation coefficent
of 0.999 9. The average recoveries( n= 6) of mosapride citrate granules and tables were 100. 2% ( RSD= 0. 70%) and 100. 9%
(RSD= 1. 1%) , respectively. CONCLUSION The method was specific, accurate and simple.

KEY WORDS: mosapride citrate; raw material; preparation; HPLC
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)
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0.2 mg ,
2.3 R B R &

368, Chin Pharm J, 2002 May, Vol. 37 No, 5

2
1
A
0 10
t/min
1 HA G E
- 2
Fig1 Typical chromarogram
1- solvent;2— mosapride cit rate
I mL 0.2 mg ,
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( 10 mg), 50
mL , s 15 min, ,
3
31 TRUFE
s 0.1 mol°L
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1
2
j
' 10 15
t /min
2 BRMEA R B 24 h) e

1- 32— 33—
Fig 2 Chromatogram of degradation products by acid hydroly
sis

1- mosapride citrate 2— solvent; 3— unknow degradat on product

213 1
4
5 015
_ t/min )
3 AMHEANTFH (24 h) &g A
1- 32— ;3,4

Fig3 Chromatogram of degradation products by oxidat ion

1- mosapride citratg 2- solvent; 3,4— unknow degradation products

2 1
3
7
5 A 9
4y 6 8 N
5 10 15 20
¢ /min
4 FER JSH MR PRI 24 h) W e
1- 12— :3.,4,5,6,7.8,9-

Fig4 Chromatogram of degradation products by light

1- mosapride citrate; 2— citrate; 3, 4, 5, 6, 7, 8, 9- unknow degradation produds

5 10 15
t/min
5 80T 10 h Wy 4-## =4 Wy & 3% B
1- ;12— :3,4,5,6—-

Fig5 Chromatogram of degradation products by heating

1- mosapride citrate 2— citrate; 3, 4, 5, 6~ unknow degralation produds
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1 mL I mg

( ) 10
HL, )
2 6 2
s , 1
2
1
A -
o 10
£ /Mmin
6 B XM E 6 E (A )
1- 32,3, 5- 34—

Fig 6 Chromatogram of related substances(tablets)
1- solvent; 2, 3,5 unknow impurities; 4- mosapride citrate
1 FARMRMELER. %, n=2

Tabl examination of related substances. %, n= 2

! % ! %
105 0.02 08201 0.15
111 0.02 08201 0. 86
112 0.02 08402 0. 82
07302 0.11 09101 0. 86
09101 0.12
33 LUEHE
“2.72 1,3,5,7,9
mL, 25 mL , ,
R 39.62~ 356.6 Hg
eml” ! s
A= - 2 990 9+

2

10 431.81 ¢, r= 0.999 9
3.4 BEERE

10 KL, 6
: RSD
0. 44% 6
; ( 105)
99.8% ,RSD 0. 13%; ( 07302)
96. 8%, RSD 0. 98%; (
08201) 99.0%, RSD  0.51%
3.5 BHEREERR
0,2,5,10,20,26 h .

2 030.89, RSD
0. 66% (n= 6),
3.6 EWERRE

50 mL. ,
4,5,6 mL,
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Smg),




15 min, (
100% ,120%) ,

80% ,
10 HL,

2 B

100. 2%, RSD ~ 0.70% ( n= 6);

100. 9%, RSD 1. 1%( n= 6)
37 2EMNR
“2.27 “2.37
10 UL, ,
, , 2
2 HEMEER. %, n=2
Tab 2 Determination of sample. %, n= 2
HPLC HPLC

105 999 996 08201  99.2  100.0

1 997 997 08201  97.9  100.6

112 998 996 08402 982 9.4

07302 97.2 96. 5 09101 97.7 9.8

09101 979 984
4
4.1 200~ 350 nm

. 274 nm
308 nm , 274 nm
308 nm s
274 nm
4.2 : - (600:
400) - - (600: 400: 1),
- (600: 400: 1) , pH 10. 9,

EAE ELT L 350003; 2.

# 3 ARARE 5 E N AL AL SE A

P EE K (40: 60), AR A 1.0 mLe min~ ', AR KK H 275 nm
ZLEEHALN Y= 2% 10°X+ 34 221(r= 0.999 9)), FH¥ =4 E A 100. 07%, RSD # 0. 83%

B, EA, TIEST, TAE R AL F AR AR
D BOR ARG Tk AL AL R A e
:R927.2 (A

(99 104)

* 370, Chin Pharm J, 2002 May, Vol. 37 No, 5

- (600 400: 1: 1) - - -

(600: 400 0.5: 1) .
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, 1%, HPLC
uv 12 h
HPLC UV ,
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HPLC ,
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( 20011 01)
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A 0. 348 5~ 2. 788Ug LE M 2R IFHI &K M £
AkmAR, bk, R

:1001- 2494(2002) 05— 0370- 03

Tel: (0591) 7512074; E-mail: ppanx@ 163. net

2002, 5 37 5



