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W E B R AR SR EE S I % (UPLC-MS/MS) Ml T izt Ak k £ 35w sh e 5%, F ik :UPLC &4 A
ZORBAX Eclipse Plus Cis, i 30484 0.1% F 82 -F B2 (73:27,V/V) ,#ik 4 0.3 ml/min, 4% 4 35 °C, % A7 8 /8] 4 5 min, #4F % 4 2
pl; B FRAEX A EHFEX, B FREEA 150 C,EmE 8RR 30KV, 4508 EH 50 V,4EILA AT A 150 L/Hr, JLE A 40
JE A 450 °C, BLIE R AR 4 900 L/Hr, AL AR A 2 7.0 Bar, £ & -F 4244 58 B 4 100~800 mz/mz, TAFREX A % 2w Bl X,
LR B R E B WK B R T B 4 0.2~20.0 ng/ml(#=0.999 7) ; £ % FRA 50 pg/ml; #E E AL EE MR
RSD<<2% ; B % 4 99.93% ~100.05% (RSD=0.1% ,n=9) ., #i&:% 5 EFRAF M2 LR EH, TH TN L 2H AR & L5509
Me b E.
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Content Determination of Esomeprazole Sodium for Injection by UPLC-MS/MS

ZHANG Xuening', ZHANG Limin*, ZHANG Jing®, ZHOU Chunhua', ZHANG Qian', HOU Zhifei* (1.Dept. of
Pharmacy, the Second Hospital of Hebei Medical University, Shijiazhuang 050000, China;Z2.Dept. of Pharmaceu-
tical Engineering, Hebei Chemical and Pharmaceutical College, Shijiazhuang 050026, China)

ABSTRACT OBJECTIVE: To establish a method for the content determination of Esomeprazole sodiumsfor(injection. METH-
ODS: UPLC-MS/MS was performed. The column of ZORBAX Eclipse Plus C,s with 0.1% formic-acid-methanol (7327, V/V) at a
flow rate of 0.3 ml/min, column temperature was 35 °C, analysis time was 5 min, injection"volume was 2 ul; ionization mode was
positive ion mode, ion source temperature was 150 °C, capillary voltage was 3.0/kV,, cone voltage was 50 V, cone flow was 150
L/Hr, desolvation temperature was 450 “C, desolvation gas flowgwas 900)L/Hr, nebuliser pressure was 7.0 Bar, parent ion scan
range was 100-800 mz/mz, working mode was multiple reaction, monitoring® mode. RESULTS: The linear range of esomeprazole
was 0.2-20.0 ng/ml(»=0.999 7); the limit of quantitation.was 50/pg/ml; RSDs of precision, stability and reproducibility tests were
lower than 2% ; recovery was 99.93%-100:05% (RSD=0.1%"37n=9). CONCLUSIONS: The method is simple and accurate, and
can be used for content determination of Esomeprazole sodium for injection.

KEYWORDS Esomeprazole sodium for injection; Content determination; UPLC-MS/MS
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1.1 =5

ACQUITY UPLC I-Class # UPLC 1% ( 35 [/ Waters 23 1] ) ;
Xevo TQ-S i = H DU A5t i {X (5% ] Waters 23 H ) ; PL203 Y
HAy 22— K- (B -1 Mettler-Toledo 22 ] ) ; SD1500 i
A A (LT h R R A BR A F L, TR . 200 W, A%
30 kHz) .
1.2 AR5

T S FH 352 2% 35 e i (BT ) R o 25 BRA DL S
1511145,1512192,1601016, HLA#% : 40 mg/37 ) ; & S himpe X}
HEL, Crp B T 2 SR B R B, it 5 : 510060-201401 , 4%
100.0% ) ; F P FR R S o0 i o, F4ialml 34 o firali, oK
JBAtK .
2 HEEER
2.1 RIEEMH
2.1.1 UPLC {aif%#E: ZORBAX Eclipse Plus Cis(50 mmx2.1
mm, 1.8 um) ; A : 0.1% B R - FH B2 (73227, V/V) 5 AR
35 °C ; ¥ii% : 0.3 ml/min; /3 F1A] : 5 min; PERER : 2 ul,
2.1.2 MSMS B AR I8 1 (ESI )AL ; B IR .
150 °C; BANE HL 3.0 kV s EFLHLE : 50 VLA : 150
L/Hr; By ISR - 450 °C 5 s 7 <7 i - 900 L/Hr; 546K,
JE 7 :7.0 Bar; WA 22 52 W AR =X (MRM) ; Bl 13 68 &
(CE):10/15 eV ; B P34 : 100~800 mz/mz; — 4% 5
SRR 198.2F1168.2,
22 BREHIFE
2.2.1 XHSEWE KB FRBURZREFERIRENXT IS 10 mg, &
TF100 mlF D, I /K (80 : 20, VIV WS If e 45, 4250 Ak
SRR BE S A R o A R BRI VRS R 0 - K
(80:20, V1) Fis T il o B0 ¢ J35 47 0.5 ngg/ml (45 5% HE l F58
2.2.2 MM RS ARIBORE BhE D, BT 100 ml B,
T 7K (802 20, V7 V) i sE 4% , il BT £ vk 47 0.5 ng/ml
A VAT
2.2.3 SRR FERES DAL T HEBIRR IS (5 RNE
L 2.2, 27 R A A R T
2.3 BREERAMELE

2,27 T0 T b HE Sl VA TR A VS RN 2 PR Bl VA TS
T 1217 T S A R A T SR A TR U
FEUWLE L, i LT, Be AR AR AR R SRk =5 000 ; U6
B RAF, 4y R > 1.5, 5K 0T, SRR T-HoRe S I
24 HMXRER

F 2.2, 10T X B A GE &, FH -7k (80 20,
VIV )R AR il B B 433104 0.2,0.5., 1.0, 1.5, 2.0, 20.0 ng/ml
PV, 250 N RV . T RS =, #02.17
TUF 0 A PRI T SR T A, AR (x, ng/ml)
SIBRA AR I TETRR () AR AR TR BT, 5 B D5 R Ry
y=169.08x+14.852 0(r=0.999 7). Z5FFKI, RR LMY
G v 2 VIS LA 0.2~20.0 ng/ml,
25 TEEREE

B2.2.17 50 % BE S VRGE o, A -7K (802 20, 1/V) 3%
PRRE 2. 17T R R SRR e S A, 4RI
Feo 10 TR TR R . 255, AR SR (1) 5 1 Rk 50

pg/ml,
2.6 HEEEIRK
R 2,217 30T X J i VR o, 42,17 T i
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Fig1 Extracted ion flow chromatograms

A. total ion flow of reference substance ; B.characteristic ion flow of refer-
ence substance (198.2) ; C.characteristic ion flow of reference substance
(168.2) ; D.total ion flow of test sample; E. characteristic ion flow of test
sample (198.2) ; F.characteristic ion flow of test sample (168.2) ; G.total
ion flow of blank sample solution; H.characteristic ion flow of blank sam-
ple solution (198.2) ; I.characteristic ion flow of blank sample solution
(168.2);J .secondary mass chromatogram of reference substance; K. sec-
ondary mass chromatogram of test sample
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S ELEVEREINAE 6 YR, IC I TN . 2551, R R SEh ke
BB RSD=0.9% (n="6) , FRHIUZAE 2 R«
2.7 FREMRE

H“2.2.27 50T AR S A TS B 40 B TS TR TOE 0.2,
4.6, 12 h B3 “2. 17T 3000 2 (AR i SR i B . &5
B LRSI TR A RSD=0.7% (n=>5) , B LI A
EEB T 12 h NRE R
2.8 EEMHAE

AR IRE S (LS. 1511145 36, $°2.2.27 W F )y ik
il R AR, 3R 6 03, W B FR 5 2.1 IR IR A A
FEZE , iC I TR . 2551 SRR SE R TR RSD=0.8%
(n=6) , RIA Iy L FEZ R
2.9 [EERATE

FIRE ff B AL BUZS FRE 9 0, 4 B BT 100 mI 2 Hf
SUMRE B o o i B R A5 d, F0 2. 2.2 T
D5 A A A TR, TR 2.1 I R IR SRR L 30
AT AR IR S5 SRR LR 1,

F1 BERRRKRER(n=9)
Tab 1 Results of recovery test(n=9)

AT ng W ng FfeE, % TR, % RSD, %
40.17 40.15 99.95

40.36 40.34 99.95

40.62 40.64 100.05

50.01 50.00 99.98

50.77 50.75 99.96 100.0 0.1
5029 5027 99.96

60.56 60.58 100.03

60.78 60.74 99.93

60.99 60.97 99.97

210 #HREENE
B3 AR 480 B, 452,227 TR 5 1 A R v
2.1 NI AR IERE I A | 10 S0 R B H MR IR T
BRER AR SRR 2,
R2 HREENELER(n=3,%)

Tab 2 Results of content determination of samples(n=3, %)

FRtS hE RSD
1511145 989 03
1512192 9.8 0.6
1601016 99.0 077
3 itie

3.1 RHHEEGHMRL

AR5 2K ZORBAX Eclipse Plus Cis (50 mm* 2.1 mm,
1.8 pm) FE N EIEALE R, 23548 T -/ HTEE-7K 0,19 HY
R- 2 . 0.19% H BR-H1 % | 2 mmol/L Z,BR 4% - H B2 2 mmol/L
CIRE- NG5 6 M MR R T IS T R, 255, 2
i - 7K R0 R B KR R i s AR ), (it e TR s o R
SIATHR A K 43 5 B 4k 0.1 9% F R AN 2 mmol/L ZL BRI , (3%
Ui 2 B0 52 R T A AT AR K3 , (R F 2 mmol L RERA R
RPER I Bk 0.1% FIRERIKRR . i —2%F0.1% H
8- 1 0.1 % P R-H BB A 7 LA, 5 5 R 0.1 9% HH - HH it
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i i S R D 1 R R/ R e LB R R i o
A9 ARAT GBI e 0 SR A 1, R LA MRM R
8o TEXRZR NI HEST Z BRI, SR 0.1.9% H R - Y B
(73:27,VIV) st AR , 230K EST A EST #1147 3
AR R EST BT I R U I T EST K, HLAE EST
2T B 70t 346.2/198.2 F Wi 17 B L 125 7~ XF 346.2/168.2 15 o
DRI, A% 3 36 e 24 R 1 MR LU 1R 1) 346.2/198 .2 4 4 S ik 85 1
Xt ,346.2/168.2 VA k8 14
25 bR Ay IR TR A R, T T i A
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