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Determ ination of RDS and Relative Impurities by IP-RP-HPLC

JIANG Xun-zhi , WANG Xiang-jun2 (L. Zhejang Institute o f TCM&Natum 1l Dmg, Hangzhou 310052, China; 2. College of Phar
maceutica l Sciences Zhengjiang University, Hangzhou 310027, China)

ABSTRACT: OBJECTIVE To establish a HPLC method for detemination of RDS and rlative impurites. METHODS Agilent
C; column was used. The mobile phase consisted of acetonitrile and 25 mm ol* L' phosphate buffer solution containing 20 mm ol* L'
TBAB ( pH 7.5) (48:52, v/v) with flow rate ofl. 0 mL* min '. The detection wavelength was setat254 nm. RESULTS The lin-
ear range of carlibration curve was 2.0 ~200.0 Hg* mL', A=12158.5C +43.63, r=0.999 9. The intra-day and inter-day RSD
were less than 3.5% . CONCLUSION The proposed method was simple, precise and reproducible; the decomposed product can be
separated as well. Therefore, the quality of RDS can be effectively controlled.

KEY WORDS: HPLC; RDS; detem ination
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(RDS) ,

[ Rutin nona( H - ) sulfate sodium, RNS ],

5

( IP-RP-HPLC) , pH
R IP-RP-HPLC
1
Shimadzu LC-2010C ( R ),
. . . ; Shi
madzu Class-VP version 6. 12 ZORBAX E-

clipse XDB - C; (150 mm x 4.6 mm,5 Bm, Agt

lent, ), Gy (20 mm % 4.6 mm, 5 Hm). Beckman
DU 640 ( ) ( )e
( )
98.7%. ( TBAB, ).
( TEA) . , ( Fairfield, )
2
2.1
LC - 2010 C ( ), : XDB - G
(Agilent, 150 mm x 4.6 mm,5 Hm), :25 mmol
+ L' TBAB ( KH, PO, 10 mmols L', “TEA pH
7.5) = 48:52, 1.0 mL* min ', : A =254 nm;
:25C.
2.2
RDS 50 mg,
100 mL s s >
s 1.0 mL 10 mL
RDS 50 mg,
100 mL s A s 1.0 mL 10
mL N N )
2.3
RDS s 20 HL,
2.4
(A)- (B).
(C). (D). (E). (F).
(G) . +RNS( H) (D,
s 12.3 min,
1.5, RDS RNS
s 1.5.
2.5
0.5 mg* mL”' RDS
s 10 mL N s s
+ 228 Chin JMAP, 2007 June, Vol. 24 No.3

2.0,5.0,10.0,20.0,50.0,100.0 200.0 Hge mL™",

, . ., RDS
(A), ()
, :A=12158.5C +43. 63, r=
0.999 9. RDS 0.5 ~200.0 Hg* mL"'

2.6
(5.0,20.0,100.0 Bge mL™")
RDS , s
s RDS
3.5% .
1 (n=5,x%s)
Tab 1 Prcision of RDS(n =5, x *5)
/%
/Mge mL™!
5.0 2.5 3.4
20.0 1.4 2.2
100. 0 1.8 1.9
2.7
RDS 3 s
A (4C)H. (25C) (37C),
(0,4,8,24 h), .
s , RDS
( <257C)
2
Tab 2 Stability of RDS under different temperature
/h 4T 25C 37C
0 622525 622525 622525
4 624357 622721 607968
8 618214 619002 596213
24 613875 602461 569625
RSD /% 0.76 1.6 3.7
2.8
RDS 3, ,
s 3.
3 % (n=3,x=xs)

Tab 3 Assay of RDS by HPLC % (1 =3, x s)

/% RSD /%
X030401 96.78 %0. 46 0.4
X030402 94.62 £0. 61 0.5
X030403 97.60 £0.20 0.2
2.10
, 2.5,
, RNS . 3
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4 (n=3)

Tab4 Detem ination of related substance in RDS by HPLC( n

=3)
/% RNS /% RSD /%
X030401 3.56 2.58 0.4
X030402 6.02 4.53 0.5
X030403 2.78 1.92 0.2
3
3.1
RDS 254 nm 326 nm ,254 nm
326 nm 1.2, RDS
s 254 nm
3.2
¢ -G -C, .C .PH .SB-Aq__ .NH,
« - ) CN  ( )
, , RDS ,
, pH , RDS
3.3
RDS 5
( TMAB) . ( TEAC)
( TBAB) . pH
¢ TBAB
pH ,RDS G,
, RDS  RNS
3.4
48:52(v/v), pH,
5,10,15,20,25 = 30 mmol* L' TBAB,
RDS  RNS (&)~ (N)
(R) , TBAB TBAB
10 mmol* L' ,RDS RNS ,
TBAB 15 ~25 mmols L'

N N N

, 25 mmole L'

s

, 25 mmols L' TBAB
3.5 pH
48:52(v/v), TBAB
mmols L' , TEA pH 4.4,5.2,
6.0,6.8,7.5 8.0, RDS RNS (%)~
(N) (R) ,
pH , RDS RNS
. , pH
7.5, s
pH Tl
3.6
( TBAB 25 mmols L ", TEA
pH 7.5) 48:52(v/v) s
5,10,15° 20 mmol® L', RDS
RNS (&), (N) (R)
, RDS RNS
10 mmols L',
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