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3um) , FSHH A: 3.45 o/L BER —AUBA KSR (FHBRIRIR Y pH 2 3.0£0.02) 5 Wil B: Wl : L =10:90,
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Study on the liquid phase detection method of related substances

in salbutamol sulfate injection

GAO Zhao-Ju’

(Shanghai Sine-Jinzhu Pharmaceutical Corp., Ltd., Shanghai 201506, China)

ABSTRACT: Objective To establish a highly specific method for the determination of related substances in salbutamol
sulfate injection. Methods HPLC was performed on a column packed with spherical end-capped octylsilyl silica gel
(Hypersil BDS C8 4.6x150 mm, 3 pum) at the flow rate of 0.6 mL/min, the detection wavelength of 220 nm and column
temperature of 25°C by gradient elution using 3.45 g/L sodium dihydrogen phosphate dihydrate solution (adjust to pH
3.0 with phosphoric acid) as mobile phase A, 10 volumes of methanol and 90 volumes of acetonitrile as mobile phase B.
Results The chromatograph showed good specificity of the peaks of main components and 15 impurities, and the method
verification of 6 of the impurities showed good linear, repeatability and recovery. Conclusion The chromatographic peaks
of the main components in salbutamol can be completely separated from the 15 impurities. The established method is highly
specific, easy to operate and can be used for the inspection of related substances in salbutamol sulfate injection.
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R ICH 55500 ") 453 AR5 BREE N 0.1%, 852 BREE N 0.5%,
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5 BP WS PR ELCR R — 2
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WA A b 3.45 o/L B A4 KA (BRI
W pH % 3.0); WA B A EE : LN =10:90, R HPILR
BIAIN 98% WialAH A T° 2% st BIRA); 4238 1 ATttt
FEVENE; A 220 nm, AEIECH 25°C, UK 0.6 mL/min,
R 50 pL.
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Table 1 Chromatographic elution condition
i) (435h) LB A (%) A B (%)

0 98 2
5 98 2
12 97 3
25 94 6
45 90 10
65 55 45
75 55 45
76 98

85 98
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(1) B B B R T

U2 mL BRRYD T REBESHT 5 mL s, SR A
RIS TR SRR RO A 2N 20, AR

B SR 0.5 mL F 100 mL &+, SR FHF B
WIS RO e A B2, FR5IHAS

(2) XoF BRI A i T

G R IR V0 T Ji e Xt R 3 o, ) s O 0 A VS e
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1 mg/mL 4% BE S I 28 T T

(3) ZRGid M ST Jm AT
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Fig.1 System suitability solution chromatogram
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Fig.2 Specific solution chromatogram
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0.0199 pg/mL, /N S/N K 4.10, & & PR 0.0532 pug/mL,
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