¥ %

China Pharmaceuticals

< R EAS -

Inspection and Test

202248 H 20 H 55 31 #5455 16 4]
Vol. 31,No. 16, August 20,2022

doi:10.3969 / j.issn.1006 — 4931.2022.16.019

EYAEEEENERRAEERTOREEAPEREERITRE
e VR A

(1. B4 A RAETERF RS T, EE B 570216; 2. BEARRALRRAEDLQH,EE B2 570311)
WE: BN 30 hReZ BT oRERPERLIDITEIHHIRMEME K FTiE EiEAEA Agilent Extend C 4 (75 mm x
4.6 mm,3.5 um), A A0 A A pH 2.5 BBk — SAAATLE ik - EREE(90:10,V/ V) A48 A,pH 2.5 Bk — SAMATLE ik -
EREE(65:35,V/ V) AR A BOHERBL), Rk A 1.0 mL/ min, &Rk K A 215 nm, 2B A 40 C, 344 10 WL ER Hdkde
FEEHITREREA0.2278~0.6834mg/ mLIEE A5 ERERELRARIF(r=0.9999,n=5);#FFE BTk FTLERBELERY
RSD 3505 F 0.3%;-F 3 A D F 4 99. 74%,RSD # 1.36%(n=9) it P skt s EAWG, THTHRILED
TOIRE R A AR

KW B E Sk BRI EGIT O R BREEEIT; ST L

P E %S :RI17;R927.2 M HEFRERD A X E4S:1006 - 4931(2022)16 - 0077 - 03
Content Determination of Atomoxetine Hydrochloride in Atomoxetine Hydrochloride Oral

Solution by HPLC

ZHANG Hui' ,FU Caidong®
(1. Hainan Center for Drug and Medical Device Evaluation and Service ,Haikou ,Hainan,China 570216; 2. Haikou Branch of Hainan Provincial

Institute for Food and Drug Control,Haikou,Hainan,China 570311)

Abstract: Objective To establish a high — performance liquid chromatograph (HPLC) method for the content determination of
atomoxetine hydrochloride in Atomoxetine Hydrochloride Oral Solution. Methods The chromatographic column was Agilent Extend
Cy column (75 mm X 4.6 mm,3.5 pm),the mobile phase A was pH 2.5 potassium hydroxide phosphate buffer solution — n —
propyl alcohol (90 : 10,V/ V) and the mobile phase B was pH 2.5 potassium hydroxide phosphate buffer solution — n — propyl
alcohol (65 : 35,V/ V) with gradient elution, the flow rate was 1.0 mL/ min, the detection wavelength was 215 nm, the column
temperature was 40 “C,and the injection volume was 10 pL. Results The linear range of atomoxetine hydrochloride was 0.227 8 -

0.683 4 mg/mL (r=0.999 9,n=75). The RSDs of precision, stability and repeatability tests were less than 0.3%. The average
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recovery of atomoxetine hydrochloride was 99.74% with an RSD of 1.36% (n =9). Conclusion The established method is rapid,

accurate and reproducible, which can be wused for the content determination of atomoxetine hydrochloride in Atomoxetine

Hydrochloride Oral Solution.
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1. Atomoxetine hydrochlorid

Fig.1 HPLC chromatograms
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A. Reference solution B. Test solution C. Negative reference solution
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Tab.1 Results of the recovery test (n=9)

mANE(mg/mL) MFF(mg/mL) EKE(%) X(%) RSD(%)
0.2278 0.2293 100. 66
0.2278 0.2305 101. 19
0.2278 0.2316 101. 67
0.4556 0.4540 99. 65
0.4556 0.4420 97.01 99.74  1.36
0.4556 0.4539 99. 63
0.6834 0.6787 99.31
0.6834 0.6790 99. 36
0.6834 0.6780 99.21
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