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Abstract

To investigate the related substances of tenofovir, 3 related substances were synthesized. RP-HPLC

analytical method was developed using Agilent ZORBAX SB-C,4 column. The mobile phase composed of methanol
and 0. 02 mol/L potassium dihydrogen phosphate. Linear gradient elution was used and the detection wavelength
was 260 nm. 3 impurities were found in tenofovir. The established method was accurate and reproducible, and it
can be applied for the related substances test in tenofovir.
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Figure 1 Chemical structures of tenofovir and 3 impurities
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Figure 2 Chromatogram of system suitability test of mixture of tenofo-
vir and its impurities A-C
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Figure 3 Chromatogram of undestroyed tenofovir ( A) ,tenofovir destructed by acid ( B) ,tenofovir destructed by base ( C) ,and tenofovir destructed

by oxidation (D)

2.8 AMEA

X IOE VAR T 2 BT A ~ C 3 T ) i o Ak
J¥410,10,20 weg/mL (TR G A% 500, O i AR 15
FEih 50 mg 2T 50 mL SR, AR BUR & i
LS. 0 mL FEIf 2 H B R AR T O 8 A R A
JECEATECH 6 4y, #EEE . BB A A ~CHY
&5 RSD(% ) 4351247 0.79,0. 38 1 0. 45,
2.9 wmk®

2. 77 U 4% iR 5 25 U, B AR I AR B
TREMEEIRARICA A, ORI A 50 mg BT
50 mL HHLZ H BRI R OF E 2. 50% IS N2k
R AR MARIC N A, BOE R B AR 50 mg 2
T 50 mL S A TR SR 2. 5 mL T
iz RBERIE T E A B . 100% BNz
PR AR IC o A, B2, 7" UM% A
o 120% TS IR TR & A ROPR 1C o Ay - BURF
WRR T RS S0 mg 2T 50 mL HHZ H, A ZR T
RAMAIR 6 mL TR T MR IE I E A 2
ZIRE o T RIERE Ay ~ Ay TR B 3 Ko RIS
()RR SR R () o

7 =c/cy (1)

Hrp Ca WoRaali Ay~ Ay MR T
cy HVEW A, ~ Ay HAS A B S PRIC I Y 3 ey =
(a—ay)sa WA, ~ Ay HAEZTIH—LIER S
Tyay IR Ay HAZTUA— IR & .

MBI, B iR T3 245 A ~ C By [l
(% ) 531)M 95. 62 .106. 83 F1198. 76,
2.10 A X4 mten

P B3R g5 S RS TR 25 28 W) i 2 A 7 3
HEFE I E BRI 1,

Table 1 Determination of relative substances of tenofovir by the method

estblished

Batch No.  Tenofovit/%  Imp A/% Imp B/%  Im C/%

201404001 99. 61 0.116 0. 164 0. 086

201404002 99.72 0. 105 0. 142 0.077

201404003 99. 65 0. 121 0.153 0. 081
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