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ABSTRACT: OBJECTIVE To improve the method for determining related substances in glimepiride by HPLC. METHODS
The determination was performed on an Agilent Zorbax SB-C;g column(250 mmx4.6 mm, 5 um), and the mobile phase consisted

of 500 mL sodium dihydrogen phosphate solution (dissolve 0.5 g of sodium dihydrogen phosphate in 500 mL of water and adjust

to pH 2.5 with phosphoric acid) and 50 mL of acetonitrile at the flow rate 1.0 mL-min™".

The detection wavelenth was 228 nm.

RESULTS The solvents had no effects on the impurity determination. An excellent separation was achieved. The LOQs of
impurity 1 and 2 were both 10 ng'mL™". The linearity were found in the rang of 0.304 2-2.028 pug'mL™" and 0.316 2-2.108
ug'mL™" for impurity 1 and 2 respectively. The corresponding average recoveries were 100% with RSD 1.4% for impurity 1 and
99% with RSD 1.3% for impurity 2. CONCLUSION The improved method eliminated the solvent disturbance to impurity
determination, and is suitable for the determination of impurities in glimepirede.

KEY WORDS: glimepiride; related substance; impurity; HPLC

FEFIEMRAE S 3 AR EEIRS PR R 24,
%?i%ﬁﬁh%ﬁ%ﬁ%mh%ﬂﬁ%2ﬂ%§
PRI 8 o T B 5K 2 5 bR HE [WS1-(X-054)-
2004Z]. BP2012!, USP34?, jP16°' %% EP7.0,
Pl b v K v A B AR 24 1{4-[2-(3- &
FE-4-F L -2 -4 -3- ML g AR - 1 - P B e i ) £ R 1 2R T 1
%@@Z%ﬁ%@ﬂmﬁuaaﬁ4wg%ﬁs-
HEE PSR- 1 - P B A1 ) £ 6 D A I } S0 AT 7 1o
%*ku,l%ﬁ@ﬁ%%ﬁ#%ﬁ&,mUﬁ
F 1 IRSI AT, SENA A T IE A,
&%m%ﬁﬁ%oﬁiﬁfﬁ%Bmmzﬁ@%%
filh by 0 R S AR EAT T O S S, R T
AT, AFE R RS %

1 XEERA

Byt LC-20at i 30 AH 15 A (H A iy id A R
2Awl); BP211D HL-FOR-F (1 [H 28 2 B IR A
Fl) o M B SR MR (R M T F e M i 25 A BR 4 ]
0906C04, 0907C01, 0907C02; 14k K
Y2 R F, 081102, 100401, 100402;
HIRBREZIRE 2 e A R 2w, 091202, 100401,
100603). 4% #1)5& JRXT Fe i, #iE'5: 100674-200301,
ZRJ5 1 KRGS 100781-200501, %5 2 X B A
R AT, fibS: 100675-200301, X 34 H AR
friefit. W K NG ik 4t
2 HEEER
2.1 [EEFRAETTIE

[ K b 7R Crg ke, FEE-0.01 moL-L™"
R — AR B(pH 3.5)(70  30) I shAH, FE
FRREW R T, ARSI Kol 228 nm. R &iE HE
ooy B FE B EEK . Fe AR B, Bl RE 1 mL
TAEHIENR 0.2 mg. 245 1 A2 435000 1.0 pg
RYIE TR A AN [R] A TEORH) €335 AT
AT %% . Agilent Extend Cy5, Agilent Zorbax Cg,
Waters Symmetry C;s, Shimadzu VP-ODS, Shiseido

T EBLAR HI 24 2013 45 5 55 30 4555 5 1)

Cis, Luna C;g & Ultima XB-Cg tai 4 |, 5%t
Fet 1 BRI BT, R AL Inertsil
ODS-3 ta il HARR I HI7E 25 “CHY, W5 295
(6070 B8 BEAR P A B oK o | m WL, A 7 Tk 1 i
Mgz, Wik % A5, XRsiHE &
s R WA T T 3
22 k&S RGE R

%A Agilent Zorbax SB-Cg {1 #1 (250
mmX4.6 mm, 5 pm); FEil: 30 °'C; WiahAH:
R SRR (I 0.5 g B 084, nsK 500 mL
W, FHBERR W pH & 2.5)-4 (50 & 50), Ha iy
K: 228 nm, WiE: 1.0 mL-min~', #EFEHE: 20 pL.
MR A IK-Z (L 4).
2.3 WIH &
231 RGEEHEEBEIS R PRI 51
IR 00 1 RIZ% R 2 5 B S IE R, FH R RV AR
TR R SRR 1 mL Pk SIS MK 0.2 mg 5 4%
1ﬂ2ﬁﬂﬁluﬁmm&THQZ”mT@%A
PERERENIE o 22002 S50 1 4 B ER 9.2, 4
1 SR AENR B Ny 22.0, 43 B JE AT, 4500
K 1.
232 XHRAMEWEIEIS KPR 1 IR
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Feog, WS Y. B B R AR
(Y A =40 PR A 7 40 1) €0 DA 24 o S e R B
)2 f5 0, JRReS B, 45K 1.

3
A l B
P
S —— N N
0 25 50 7.5 10.0 125 0 25 50 7.5 10.0 12,5 15.0
t/min t/min
C D
4 / be o
0 5.0 10.0 15.0 20.0 25.0 30.0 35.0 0 5.0 10,0 15.0 20.0 25.0 30.0 35.0
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20.76 20.11 99 99 1.3
20.44 20.19 99
20.61 24.38 24.06 99
20.51 2451 101
20.73 23.99 98
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