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Abstract: A genotoxic impurity, named (S)-1-amino-3-chloro-2-
propanol hydrochloride, which might be produced during the (S)-3-

amino-1, 2-propanediol synthesis. We developed and validated a fast

and sensitive LC-MS/MS method to detect (S)-1-amino-3-chloro-2- AT EFWAUE T —FhLC-MS/MSEE T 7R M (S)-3-8
propanol hydrochloride by SCIEX ExionLC™ AD tandem SCIEX Triple 21,2 ATEERZAHN (5)-1- 88 -3-F2-REARE AR, 7E
Quad™ 3500 system. The column was Waters XBridge BEH Amide HI A i BR A1 E =R, EI)L M, IAREIRER AR, TRHER
(150*4.6 mm, 5 p m), the mobile phases were water (contained 0.1% A SR NE K,

formic acid) and acetonitrile. The MRM method was established in ESI+
mode. The compound had a good response and peak shape under 1 13‘(%-‘&%. .

ng/ml, the linear range was 1 ng/ml-1 u g/ml, the recovery was over

80%, the reproducibility was less than 4%. The results showed the SCIEX ExionLC™ ADFRSEAISCIEX Triple Quad™ 35005 4E
LC-MS/MS method was fully satisfied with the requirements for the
detection of (S)-1-amino-3-chloro-2-propanol hydrochloride in (S)-3-

amino-1, 2-propanediol.
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FBEME (S)-1-HE-3-F-2-AEARAEN B R0 mg, ARE
1 mIZEBIK (1:1) IR EART, ZBERREHNLO mg/ml, BiES
AKX REHRL ng/ml. 2 ng/ml. 5ng/ml. 10 ng/ml. 50 ng/
ml. 100 ng/ml. 500 ng/mlF11 u g/mlAYT B8 @i k& o
it an i BRI &

B (S)-3-2E-1, 2- A ZEBER %20 mg, MMAZE:K
(1:1)BEBRLIml, 4°CEE20min, M EEKR, EEFEHEDT

HHEFE
WRIAZE S . SCIEX ExionLC™AD R %t

BIEHE: Waters XBridge BEH Amide (150 X 4.6 mm, 5 um)
TENE: A 0.2%FREE-7K; B: Z 1

RIE: 1.2 ml/min

HiE: 40°C

AR, 2 ul

PR
Time (min) A (%) B (%)
0 10 90
15 10 90
4 18 82
6 18 82
6.1 60 40
9 60 40
9.01 10 90
13 10 90
V3¢ -3Cd

BYR: BHERES (ES), EFFERR

AN MRMZ RN

SHS (CUR): 30psi BFBEBE(1S): 5500V

JNFGEE (TEM): 500°C E1LS(GS1): 50psi

BN (GS2): 50 psi #HES (CAD): 9
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MRMZ#L: N3R1

R1. (S)-1-HE-3-F2-WEHRBR RIS

QlMass Q3 Mass Dwelltime DP EP CE CXP
(Da) (Da) (msec) (V) (V) (V) (V)
109.8 92* 100 45 10 14 15
109.8 56 100 45 10 21 15

 EEBT
LTEER
RPEMEMEXR: (5)-1-FHE-3-R-2-NERRBNIFEZ

WE2, ZEEMEL ng/ml-1 pg/miRESEERE& MR R, %
MR RERAT0.9999, EE TR (LLOQ) 1 ng/mlIRENE F iR E 4N
B3, E&Lftfesr, EAEXNTRAEIRZE (RSD%) H5.79%.

Calibration for Z2-1: y = 2745.23726 x + 1252.05003 (r = 0.99934) (weighting: 1/x)
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BE2. (5)-1-RE-3-5-2-NEHRE AR ER L

Ing/ml - Z2-1 (Quality Control) 109.8/ 2.0 - CAnalyst Dat.. Tng/ml - 22-1 (Quality Control) 109.8 /920 - C:\Analyst Dat... 1ngiml - Z2-1 (Quality Control) 103.8/92.0- C \Analyst Dat.
Mrea: 4.154e3, Height 44652, RT: 361 min SignaliNoise:..  Area: 4.105¢3, Height: 32382, RT: 3.60 min SignaliNoise:.  Area 3 764e3, Height: 563162, RT: 360 min Signal Moise:
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Bnginl_20mgiml - 22-1 (Qualty Cortrol) 103.3/92.0- C:\.. Zngnl_20mgiml- 22-1 (Qualty Cortrol) 103.8/92.0-C:\.. 26ng/ml_2mgimi - 22-1 (Quality Contrl) 108.8/520- CA

Ares: 5 T3Te4, Height: 1.076e4,T: 315 min Ares: 582564, Height 1,032, RT: 314 min ires: 56524, Height 10244, RT-3 14 min
M 314
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El4. (5)-3-2&-1, - A _EBERAP(S)-1-2 & 3-F2-WEHRBIENET
RE

ElEREIME: Ea(S)-3-TE-1, 22 _EBERIAH(S)-1-
RE3-F2-FAERRBERBTFRE, 7#(S)3-2&-1,2-R_BF
B2 NA25 ng/ml (S)-1-RE-3-8-2-WEE X B HEK, BURE
#182%, 3 TEMBENIRERZE (RSD%) 43.72%0
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A SCAFEFSCIEX Triple Quad™ 3500 R BT T LC-MS/MS T3 3% M
TE (S)-3-"E-1, 2-WZEEERZAFN (5)-1-RE-3-8-2-WEHRRE
SEMNFE. 1ZFRFEL ng/ml-1 pg/miRESEBRL X R R,
MR RERAT0.9999, MIREINERXIGERKRA, ZLEY
B E7E80%IL L, EIMHRSD% < 4%, ERFPIZITEREE.
B R R EY M e B ANz BB RN E K.
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