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Study on the Supplemental Testing Method for Dexamethasone Acetate Tablets

Hong Junrong, Huang Nuojia and Luo Lijuan ( Institute for Drug Control of Shantou City, Guangdong
Province, 515041)

ABSTRACT A HPLC method for the determination of Dexamethasone acetate in the tablets was established.
T he method was regarded as a supplemental testing method for Dexamethasone acetate tablets to the specification
recorded in current version of China Pharmacopoeia. A Diamonsil (T M) Cig column (4. 6mm X 200mm, 5Hm)
wasused with methanol— water (70: 30) as mobile phase. The flow rate was Iml®min ' and detection
wavelength 240nm. The linear range was 11. 16~ 39. 06Mg*ml™ ', Y= 0.9999. The average recovery rate was
98.82%, RSD= 1.76%. The method was simple, specific, reproductive and easy to use.
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2.1 RSD
Diamonsil (T M) Cig (4. 6mm (mg (mg) (mg) (%) (%) (%)
x200mm, 5Hm); . — (70: 30); 1 3. 5623 2.0456  5.5524  97.29
 240mm: 1 Omle min ) 2 35356 2.0456 55588  98.90
’ ’ 3 3.4384  2.0456 5.4488  98.28
201 : ; 4 3.7054  2.5570 62758  100. 52
4078; . , 5 3.6748  2.5570  6.2575 101.01 98.82 1.76
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> 8 36653  3.0684 67333 99.99
2.2 9 3.6863  3.0684 6.7584  100. 12
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X (Hg) , Y 20 , R (
, , Y= - 6. 5mg), 50ml s
1.4189 x 10"+ 2.027 x 10°X, r = 35ml, 10 ,
0. 9999, 11.16 ~ 39.06Hg* , : : :
ml 10ml,  50ml ,
2.3 ,
2.7 20H, ) >
) 5 , R 21 2
, (Y) 3
5658409. 8 5230208.4 , RSD 3.1
0.47% 0.26% ( » 2000
2.4 HPLC s
5 2.7 HPLC
. 95.59%, RSD
0.53%
25 .
2.7 s
> , HPLC
0, 1.5 3.0, 50, 80, 12.0h R s ,
RSD 0.70% 0.26 % (n= 6 ) ,
12h ,
2.6 ,
( 2 ,
R 030224), 2.7
) ( 80%, )

100% , 120% ) ) . ’
1



2005 19 2 « 103 *
2 21
uv HPLC HPLC(%)
1 030805 + 96. 60 + 92. 84
2 * 020723 + 90. 50 + 91. 18
3 020401 + 95. 98 + 96. 06
4 * 021106 + 97. 70 + 97. 69
5 20001218 + 99. 02 + 98. 39
6 010701 + 90. 28 + 92. 40
7 010501 + 97. 15 + 97. 16
8 * 020804 + 100. 36 + 100. 40
9 * 030224 + 96. 73 + 98. 02
10 * 020514 + 98. 97 + 98. 34
11 021043 + 97. 08 + 97. 02
12 010706 + 100. 34 + 100. 94
13 020301 + 96. 61 + 26. 72
14 020926 + 112. 26 — 0
15 20020701 + 100. 65 — 0
16 20000711 + 105. 04 — 0
17 020108 + 90. 43 — 0
18 011008 + 86. 17 — 0
19 20020516 + 35.2 — 0
20 20020106 + A2%0m — 0
21 020716 + A2%0m — 0
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, 201,
, 10 , RSD
t , - 0.1%, RSD= 0.2%
2.4
, , 3 2.2 150Hg® mI™ '
. . , . , 2 4 6 8 10
1 , 20H1, ,
LC- 5A , SPD- RSD= 0.2%,
2Am , C- R3A RSD=0.2%
( 2.5
) , , .
( ) , . , 2041, 2.1
2 i 1,
2.1 2.6
: Hypersil Cig (4. 6mm X 200mm, S5Hm), 40°C
— (52 48), : 0.8ml*min” ', 105°C :
273nm, : 20H] 0. 1000g 0.0100g 0. 0010g 50ml
1500 ; . , .
2.2 5ml,  50ml , ,
105C 40 C 20 , ,
, , 99. 5%, RSD= 0.3%,
10 50 100 150 200 250 99.6%, RSD= 0.2%, n= 6
300Hg. ml™ ', 20H], , 2.7
) 20 ) ,
10~ 0. 30Mg* m[ ' ( 0.1g),  50ml
, A= 6.552x 10*C— 3. 400 x . , , .

100 A= 6.452x10°C- 2. 025 x 10°, 5ml,  50ml , ,
: 0.9999 0.9998, n= 7 2041 , ,
2.3 . .ot
2.2 150Hg. ml™ " , (P> 0.05)
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