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Determination of Fursultiamine Hydrochloride, Pyridoxamine Dihydrochloride and Vitamin Bj, in
Compound Trivitamin B Injection by HPLC

XIE Zili(Anhui Institute for Food and Drug Control, Hefei 230051, China)

ABSTRACT: OBJECTIVE To establish a method to determine the content of fursultiamine hydrochloride, pyridoxamine
dihydrochloride and vitamin B, in compound trivitamin B injection. METHODS Cg column (250 mmx4.6 mm, 5 um) was
adopted, the mobile phase was a mixture of sodium heptanesulfonate solution-acetonitrile-methanol, and elute with linear
gradient. The flow rate was 1.0 mL-min™" and detection wavelength was 220 nm. The theoretical plate number calculated by the
peak of pyridoxamine dihydrochloride was not less than 3 000 and column temperature was 30 ‘C. RESULTS The calibtration
curve linear of fursultiamine hydrochloride, pyridoxamine dihydrochloride and vitamin B, were 2.04-20.4 pg, 2.05-20.5 pg and
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0.020 6—0.206 pg, respectively, which showed a good linear relationship (r=1.000, 0.999 9, 1.000). The average recoveries were
101.0%, 101.6%, 98.3%, respectively(n=9, RSD=0.50%, 1.40%, 0.30%). CONCLUSION The method is simple, accurate,
repeatable and can be applied to determine the content of fursultiamine hydrochloride, pyridoxamine dihydrochloride and

vitamin B;, in compound trivitamin B injection.

KEY WORDS: HPLC; compound trivitamin B injection; fursultiamine hydrochloride; pyridoxamine dihydrochloride; vitamin B,
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Figl HPLC chromatogram

A-reference  substance; B-sample; C-blank; 1-vitamin Bjy;

2—pyridoxamine dihydrochloride; 3—fursultiamine hydrochloride
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Tab 1 Results of recovery (n=9)

W4 DDA VA K5~ IEIL!fc%“«/ $i’JlEl RSD/
mg mg % W% %
443 By, 0.1028  0.1014 98.61 98.3 0.3
0.1028  0.1013 98.52
0.1028  0.101 1 98.30
0.1284  0.1255 97.70
0.1284  0.1263 98.36
0.1284  0.1266 98.61
0.1541 0.1516 98.39
0.1541  0.1513 98.20
0.1541  0.1513 98.15
TR £ % 8.1601 83976  102.91 101.6 1.4
81601 84056  103.01
81601 84029 10297
102002 10.397 1 101.93
102002 10.3892  101.85
102002 104156  102.11
122402 122267 99.89
122402 12.2255 99.88
122402 12.2225 99.86
SRERNR GG 7.9577  7.9861  100.36 101.0 05
79577  7.9875  100.37
79577  7.9897  100.40

9.9472 10.088 1 101.42
9.9472 10.090 5 101.44
9.9472 10.085 1 101.39
11.936 6 12.062 9 101.06
11.936 6 12.062 7 101.06
11.936 6 12.0613 101.04

210 FENE
RO 22 U N N B, A, RSB PRIL
ERGAIMAT 112 mg), & 50 mL F=HEH, ik
SRR R 205, VR Bl . RS &=
I 10 pL VAR (A, dsk i &l Sy e
2 Bioy BRERWL 22 JH RN #h TR WK B Jiieo0) A, A 2%
FRAE, KR I E BRI RCRE 1 mL 45 4t
£ B120.01 mg. EhRIMEZ 1 1 mg 1 Eh 19 WG IR it
% 1 mg MW AE AR IR, REIE, 4%
HbR AV TR TS, RIAS, 45 R 2.
rP R BN T 242 2011 4E 10 56 28 42585 10 ]




x2 HHEEENZEER0N=3)
Tab 2 Content of samples(n=3)
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