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HE.BH MR TR A Y AR ik . ik RS SORAR €3l (HPLC) LI E o %4 A Hypersil
Gold Cs#E(250 mmx4.6 mm,3 pm) , A A N 3.45 g —/KG#EER — S $NH]1 900 mL 0.05% 1) = L ER B e , ARG B2 A
T pH 2 3.0 ZJ5H10.05% B = L BRMEFRBEZE 2 1 000 mL; AR B R HUEE : 5 (B EL 20:80) , HEA 746 BE PRI 5 M 1.0
mL/min, KRR 273 nm, RN 25 Co R EIRAIEAMF T IR THRER A2 A B.C.D.E.F.C.K.M.0.L..Q.I.J
YIREAE SO A B Y KT 1.5 97 BT RR Y T e & %5 C D\ F \M O 7£ 0.45~18.0 pg/mL [N T ik i 5 I T AR ME DG R R
U, R AN R 2255 C 24 99.1% , RSD 4 2.6%(n=9) ; 2451 D 24 99.3% ,RSD 4 2.1%(n=9) ; Z2 5 F 7 100.1% , RSD 4 2.5% (n =
9) ;44 M 4 100.5% , RSD N 1.7%(n =9) ; 225 O 5 100.2%,RSD 1 1.9%(n=9) ., £ %L, & TRy T i
PR S A

KB DT MR 3T 2iiades  BIRCR; @ik, m A

HPLC method was used to determine the content of albuterol sulfate
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Abstract: Objective To establish a method for detecting substances related to albuterol sulphate.Methods HPLC method was
used for determination. Chromatographic column for Hypersil Gold Cs column (250 mm X 4.6 mm, 3 microns) , A 3.45 ¢ mobile
phase monohydrate sodium dihydrogen phosphate, with 900 mL.Three acetic acid amine solution of 0.05% ,with A dilute phosphoric
acid to adjust pH to 3.0 after three acetic acid with 0.05% of the amine solution constant volume to 1 000 mL;the flow phase B is
methanol : acetonitrile (volume ratio 20: 80) , gradient elution; the velocity is 1.0 mL/min, the detection wavelength is 273 nm, and
the column temperature is 25.Results In this chromatographic condition, salbutamol sulfate and impurities A,B,C,D,E,F,G,K,
M,0,L,Q,I,J can be effectively separated,and the chromatographic resolution is greater than 1.5.In addition, salbutamol and impu-
rities C, D, F, M and O are in good linear relationship with the peak area in 0.45%-18.0.The recovery rate of impurities C was
99.1%, and the RSD was 2.6 % (n=9).The recovery rate of impurities D is 99.3%,and RSD is 2.1% (n=9).The recovery rate of
impurities F was 100.1%, RSD was 2.5% (n=9).The recovery rate of impurities M was 100.5%, and RSD was 1.7% (n=9).The
recovery rate of impurities O was 100.2% and RSD was 1.9 % (n=9).Conclusion This method has strong specificity and is suit-
able for the detection of substances related to albuterol sulfate.
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LC-20A H A< &y 3 5 05 AH EL i3 s Mettler tole-
do K5 pH 1132 [ Eutech Instrument A 7] .

BRIER VD T Wl ok} 24, o M i 25 IR A
A R R VD T M B RO 100 = SO/, fit S
100328-200703 (41 Ji&F 99.3% ) , [ 5% 24 i b 1 40 J
o [ £ i 24 i s € BIF A B 5 2% 5T Salbutamol Impu-
rity A 5 1592-081A2. C It 5 1598-060A3 . E it =
2480-016A3. K #t 5 1711-012A1. M #t 5 1989 -
055A2.0 It 5 1797-074A4.Q #it 5 1816-031A2 (LA
AR KM T mERKTLC 25 ) B #t 5
Y0000030- D #It 5 Y0000071 . F it 5 Y0000031 . G
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0.05% ) = C TRV WEZE 221 000 mL. JizhAH B:
R L5 =20:800 $%3% 1 34T B B Vet 5 A
#£::273 nm, Jii# : 1.0 mL/min, 735 : 25 °C.,
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A 300 g/ L i AL EA T 1 mL, 85 C/K¥E
2 hy (4)JEIRREIR B S AFR BV i T 45,
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25 SMERSTEERMENRCVHBE K
FRELC105 CT 4 3.5 h J5 B BRER VD T gl xf IR h 24
45 mg, B 100 mL I, FHA BRI A i O 2 2%, B
1 mLAEZZE 10 mL A, #8250 ME NIRRT el
X REAE AW 5 Dy RS % FRERZR BT € D F M, O X iy
T, $E2.3.27 T 5 VA A A 2 T X IR A

K 2 WU R VD T el S 4= 5 € .D . F .M. O X
HE S AE 4578 0.1.0.5.1.0.2.0 3.0 F14.0 mL, 3 3 & T
10 mL g i, DL s A A T B G e 25, 3220, Kl
JEIESRIET A . USTE R EE (p, pe/L) MRS A AR , LA
W T A (A) A NAR AR AT 2 il br v B 2k . U R YD
TR S A5 AR O RS AT, B AR RS, LA
M2 LY (102 1) B BT e v B R e PR AR MR LE (32 1) B
F14) 3 R R A ARG B, 45 5 L 2, R e R LA
S 1 B SN PR BB AR 16 FE 45 R A A I Y K
26 BEERE FHEEIC2S7IAmRRYD T
P o) IR A i 25 7% 0.1 .0.5 A1 1.0 mL, 438 F 10 mL &
S, AR BRI B 20 B HR AT AR (0.45 pe/
mL)  H1(2.25 pg/mL) .5 (4.5 pg/mL)3 /> B ik
AR A VRS VA, R o VA B A T 3 4 A3l
FEC SR ERER AR P E 3 A IR A A X
FrifEfm 22 (RSD) , 5 5439014 3.6% .2.9% F1 2.2%,
FAATL B M R AT

K257 I 45T C.D . F M., O X JE i i
WAL AR AR ER 25 (RSD) 435124 : 0.7%~
2.6% (&5 C) 50.8%~3.1% (2 D) 50.7%~3.5% (4%
JiF);0.8%~1.9% (%25t M) 50.9%~3.5% (51 0) , %
BT 250 €D F MO A (0 45 1k R4
27 FREMRE PRV T MR 2 20.01
mg, $52.3. 1" T J5 ¥ & LRV, A3 BICEE 0.1.2,
4.6.8 10 F112 hifi A FRAMRIETTA, P B4R
0.65%,RSD 41 1.6%(n=8) ,7F 12 h N85 KMot & it
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T2 MR BT RS AI PR 2
Tl etk r(n=6) LM/ (pg/mL)  LOQ/(pg/mL)  LOD/(wg/mL)
TRBRYD T i A =17302.01p-208.45 0.999 7 0.45~18.0 0.27 0.08
Z&JC A =9260.5p+265.57 0.999 6 0.45~18.1 0.07 0.02
=D A =6199.3p+140.97 0.999 8 0.44~18.2 0.10 0.03
R F A =7600.4p-451.04 0.999 6 0.46~18.0 0.08 0.02
ZRIEM A=9126.9p-78.172 0.999 9 0.42~18.3 0.07 0.02
=I5 0 A =6 845.5p+585.51 0.999 7 0.44~18.1 0.09 0.03
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peg/mL) 3 VR BE A HE A TR . o R % IR
C.D.F.M.O X &G fiff 55 W 45 0.5 mL, BT [f]— 1>
10 mL i, 8 S 4050 AN BRI . 9 IR
FRYD T M BEIFRL 25 45 mg, B 1 000 mL B, E 24
JEHES) AR IE R o A S HEREI E Ak
Pk LU i A E 2L €D JF ML O 5 i FBR A
JERJEIFAFCR . 245 €D F . M0 [ 3455
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WN2.6%.2.1% .2.5% 1.7% .1.9%(n=9)
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