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Determination of Isomer of Efavirenz by HPLC
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Abstract: Objective

3. BT
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To establish the high — performance liquid chromatography (HPLC) method for the determination of the
isomer of efavirenz. Methods The chromatographic columns were Agilent Zorbax SB - Phenyl column (250 mm X 4.6 mm,
5 pm) and Chiralpak OD - H chiral column (250 mm X 4.6 mm,5 wm),the mobile phase was hexane — ethanol (97:3,V / V),
the flow rate was 1.0 mL / min, the detection wavelength was 250 nm, the column temperature was 35 °C, and the injection

The linear range of isomer of efavirenz was 0.05 — 20.52 pg / mL (r = 0.999 7,n = 6). The limit
of detection (LOD) was 0.015 pg / mL, and the limit of quantitation (LOQ) was 0.050 pg / mL. The RSD of intermediate

volume was 20 L. Results

precision test and repeatability test was 5.22% (n = 6). The average recovery of isomer of efavirenz was 96.73% with an RSD of
1.50% (n = 9). The contents of isomer of efavirenz in three batches of samples were 0.11%,0.12% and 0.11% respectively.
Conclusion This method can be used for the determination of the isomer of efavirenz.
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Fig.1 HPLC chromatograms

70

2.2 A&

IR SRR IR 25 mg AS B FRE , B 100 mL
i, I S ARV O AL B AT, RIS T R
490. 25 mg / mL XS AR TR UKL A i 100 mg,
B PR, B 100 mL 25 8 P, I sl AH VA A 01 2 2%
FEA7, BIAS BB B0 1 mg / mL AL A R
2.3 HEFEER

NIRRT WL G AT B 10. 29 mg,
K 6 FRAE N B0 AR VS A DT 8 B BT A R B 4 O
0.05,1.03,8.21,10. 26, 15.39,20. 52 wg/ mL 1) & %1
VSR, 4 2. 1 00 A S5 e RE I o, DAV TR (Y)
ARFR JFCEE R (X, wg / mL) B AR AR AT LR 1), 75
BT Y = 15064 X +4 692.9(r=0.999 7,n = 6) 45 F
T ML C AR R 7E 0. 05 ~ 20. 52 pg/ mL
T T P 5 i e R 1 O 2R LA

S Tt PR 55 A T R A < G 7 R BBk P DG R 7 4 T
Ty B R 0. 05 g / mL)VE 5 2 FRAG I i3
W, H 2. 1IN gk S e AR | il sk a5 1A, TR
o T DA U 1 S S ) LU (BB R L (S /) L LS / N R 1011
I (18 Wi 7 Y 85 Ay o i B, I it PR R I i Tk o 4
FEOWR, 45 e B A 0. 050 g / mL, 75 B e R %
N IRTR (FREHE 40,05 wg/ mL)3 mL, & 10 mL
A, IR S AR BT A H 2. 1T Ak A
PEREIN GE 10 s O35 18, LS /N g 3 1B (R0 7 16 i
e R, 25 SR AR A 0. 015 g / mL.

ARG 2 R0 5 AR MRS UK IR C A ik
Xif HE A FIVRE i (165 YO ) 4538 i g 2k e, 3k 6 13,
Fie 2. V30T 35 25 A0 43 AR 2 5 Y H S8 1 A 55 L
6 XA AR i, TR B 5 DU o 4 R v [RDRS 2% B i 06
FeE & IR 19 RSD ¥4 5. 22% (n = 6) , R ZH K
R, ARG R AT

T T3 6 < UK i (FIE55 4 Y01) 100 mg, A5 %5
FrE , 394y, 43 5B 100 mL 2 B 4, A 80%,
100% , 120% ¥ B 119 2. 2 70T XoJ B i %5 0 (5 vk 3 o0
0.25 mg/ mL), 4 347, ¥ 2. 1 Wi T (4% 24 HERE I 22
eSS ZE R R 1,

i PRI < 5359125 AN [A] 34 (0. 8, 1. 2 mL / min)
FIAS AL (30,40 °C) X AG I 25 5 i 52 1) o 235 38 53 5 1
BRT LS ARESCHFWESEAMLT 0. 11%, £
I ki YL
2.4 REFCRUEESENE

I3 (5235910 YO1, Y02, YO3) RE A, 4% 100 mg,
KR FROE , 4% 2. 230 Jy vk il A il St I, #5620 1 30



202341 5 B 4532 B4 1 4]
Vol. 32,No. 1, January 5,2023

¥ %

China Pharmaceuticals

< AT ST AST -

Inspection and Test

Fz1 mMENKREER(n=9)

Tab.1 Results of the recovery test (n=9)

Habd(ng) MmAZ(g) MNEZ(ug) wHE%) X(%) RSD(%)
1.02 7.97 8.86 98.37
1.04 7.97 8.92 98.87
0.97 7.97 8.58 95.48
1.02 9.96 10. 54 95.58
1.06 9.96 10.88 98.59  96.73  1.50
1.01 9.96 10.59 96. 18
1.03 11.95 12.42 95.31
1.03 11.95 12.49 95.90
1.06 11.95 12. 56 96.23
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