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Determination of Related Substances in Lorcaserin Hydrochloride by HPLC
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ABSTRACT OBIJECTIVE: To establish a method for the determination of related substances in lorcaserin hydrochloride. METH-
ODS: HPLC method was adopted. The determination was performed on Welch ultimate XB-ODS column with mobile pha siSted
of Sodium dihydrogen phosphate (pH=6.5) -acetonitrile (gradient elution) at the flow rate of 1.0 mL/min. The velength
was set at 220 nm, and column temperature was 35 °C. The sample size was 20 uL. RESULTS: The ligear anggi prity 1, 2, 3
were 0.075 60-7.560 pg/mL(#=0.999 9), 0.081 40-8.140 pg/mL(»=0.999 9), 0.099 24-9.924rmg/ LN%& 9), respectively. The
limits of quantification were 0.075 60, 0.081 40, 0.099 25 pg/mL. The limits of d; 0, 8,40.024 42, 0.029 77 pg/mL.
ilit t@d préducibility test, RSD<<2.0% . The recoveries

a,nzw , 100.08%-102.10% (RSD=0.70% ,n=9),

t¢ and reliable, which can be used to determine the related sub-

RSD of precision test was lower than 2.0% . Impurity 1 was found in sta
were 98.53%-102.45% (RSD=1.06% ,n=9), 98.26%-101.64
respectively. CONCLUSIONS: The method is sensiti

stances of lorcaserin hydrochloride. Q
“\ elated substance

KEYWORDS Lorcaserin hydro
rcaserin hydrochloride, Lorcaserin
, (R)-8-F-1-H%£-2,3,4,5-JUA-1H-3-7
HR A ERTRER KA W, &t Arena il 2520 W HF5T
TR AR T kbl 28 22 48 0 B RO IR 25, FDA F
2012 4F 6 J1 27 HALMEIL bl o 225 AT A R0k S A S sl
NE 2453 5l 5-HT.B 2 45 | 2 114 .0 HIE A S0 72 K i s Jk i
&, Al AR 7 NEHERE S AL 70T A e 4
H T, A SCHERG SR IR R bk & i T2 P e itk
ﬁT?IE’u_ 1007 0T U245 R DG B i F 5 IR DL 4l
o R R AARLAN-(4-FHRIE L I8 ) -2- N - 1-Jie
Eai“ijif_ﬁﬂ?ﬂ TE =AU HEAL T BT 0 TN R A
Podr R IRER S5 HEA T K G AT AS . BT, B
G R SO AR 38575 (HPLC) #E vy TN E S A R @
R EATZI0 . BG5S 2 A AR R R HL A
0551-62809203, E-mail:942884082@qq.com

#AMAFVER - RIAFIE DL . WFIE D5 I0) B 250K . E-mail : Iwzhipi@
163.com

- 5150 - China Pharmacy 2017 Vol. 28 No. 36

MR 2] H AT S S, LA R 58 8 Uk 24 1) ot
RS
1 w8y
1.1 {35

LC-15C % HPLC 1% , £ 4 SPD-M20A %! 4 5 £ il
## \LC solution Lite a3 T-4F 4} ( H 4% Shimadzu 23 7] ) ;
XS105 # -+ 43 Z — 431 K (Hi -+ Mettler-Toledo 2y
) ) 3 FE20 % pH i1 ( # -1 Mettler-Toledo 23 ] ) ; Milli-
Q Advantage A10 BY 8 2 K AL (1 15 B2 ) Bl 2 AL 28 AT
B2
1.2 #AR5RF

IR AR MR 25 (SR T E25A BRA AL L
5:20140901.,20140902,20140903 ) 5 225t 1 X% Be it (A HE
P e Ak 2 BOR G R A |l L b5 : 20140810, 461
97% ) s 2= 5 2 XF B (B AE IS T 2543 BRA | L L5 -
20140819, 4l Ji : 98.9% ) 5 24 51 3 X B i (5 B = T B 24
FBRAH) L S £ 20140829, 4l EE . 98.7% ) ; 25 Ty (01

FPEZG 2017 4E55 28 455 363



4y, AR X b, K o Atk
2 HEHEHER
2.1 BiEEHt

{6,355 48 : Welch ultimate XB-ODS (250 mm x4.6 mm,
5 um) ; P AN B — AU TA I (RO — SN — K&
5.6 g, M7k 1 000 mL {4 3% % , 150 = & B8 pH
6.5, A)-Z i (B) (BB BE PRI AR iy WL 1) i - 1.0
mL/min; B : 220 nm #7235 °C 3 #FAE R 20 pL.
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Tab 1 Gradient elution procedure

HfE], min A, % B, %
0~35 75-30 25-70
35~60 30 70
60~61 3075 7025
61~70 75 25

22 BEME&E

2.2.1 RAXHEEW A3 AIFRECR T 1 X B 18.90
mg . 2251 2 %F BR i 20.35 mg 245 3 X HA i 24.81 mg, 43
ST 256 mL S, IR RS RO E A8, RS, BT
— X BRI A R o I b AR B — X B S A 45 1 mL
BT — 50 mL S, I S A E L R 5T RIAS R
Ji LR R E N 15,12 pg/mL 24 R 2 BRI E N
16.28 pg/mL 4% 5t 3 JiT 1 W & 4 19.85 pg/mL HYIR A X
R SRV
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A.mixed control solution; B.test sample; C. blank control solution; D.
system suitability solution; 1. lorcaserin hydrochloride; 2. impurity 1;
3. impurity 2; 4. impurity 3
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Fig1 HPLC chromatogram of system suitability test
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F2 ERERKEER(n=9)
Tab 2 Results of recovery tests(n=29)

AL AR, s, sk, JFI’JIEIIK( RSD,
5 g % £,% %
R 1022 1047 10245 10021 1.06
1022 10.07 9853
1022 10.31 100.88
5110 5122 100.23
5110 5101 99.82
5110 5115 100.10
51100 50820 99.45
511.00 51180 100.16
51100 512.50 100.29
Ji2 10.36 10.53 101.64 99.60 1.03
10.36 10.21 9855
10.36 1018 9826
5180 5170 9981
51.80 5128 99.00
5180 5134 99.11
518.00 519.70 10032
518.00 516.80 9977
518.00 51750 99.90
I3 10.01 10.11 101.00 100.68 0.70
10.01 1022 102,10
10.01 10.16 101,50
50.05 50.13 100.16
5005 50.19 100.28
5005 5025 100.40
500.50 50220 100.34
500.50 501.80 100.26
500.50 50090 100.08

®3 HRBEXMRMNELER(n=3,%)

Tab 3 Results of related substance determination m

/

samples(n=3, %)

Fritdt

20140901 0.011 - 0.011
20140902 0.00 -8 - 0.002
20140903 - - 0.007
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