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Fig 1. Chromatogram

1. doxorubicin hydrochloride( 6. 26 min); 2 epirubicin hy-
drochloride (7. 41 min); 3. methyl p-hydroxybenzoate
(8 65 min)
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Tab 2. Assay of sample(n= 3)

Epirubicin hydrochloride RSD
the labeied amount % %

98. 2 08
106. 7 0.7
107. 4 0.9
111. 2 0.9
109. 8 L2
104. 8 01
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104, 80C 34 ,

2 o
Tab 3. Stability test result of epirubicin hydrochloride in—

jection

Temp- The labeled am ount% The labeled amount %
T o0 1d 3 5 10d 0d 1d 3d 5d 10d

40 982984 984 980 96.82.02.12.12016
60 98297.6 987 960 94.22.02.02.019 21
80 98.299.2 929 89.9 84.92.02.52.14075
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Tab 1. Recovery of epirubicin hydrochlorde
Added Found Recovery X RSD
mg mg % % %
34. 05 33.99 99. 82 100. 6 L1
37. 32 37.98 101.8

25. 82 26.20 101.5
26. 02 26. 10 100. 3
34. 65 35.07 101.2
37. 00 36.60 98.92
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Fg 2 Chromatogram of the stability test

(a)0d; (b)10d under 80C H@) degrad ed compuund( 4.72
min); (2) epirubioin hydwchloride(7. 41 min); (3)methyl
phydroybenzoate(8. 67 min)
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Assay of Epirubicin Hydrochloride for Injection and Its Sta -
bility Study by HPLC

Cai Meiming, Zhou Guoxiong, Ying Lu
Jiangsu Institute for Drug Control, Nanjing 210008

Abstract An analytical method of HPLC has been developed to assay epirubicin hydrochlo-
ride for injection(the contained methylp-hydroxybenzoate) and its stability result. HPLC
was performed on the Waterst* BondapakTM Cis column(3. 9 mm< 300 mm, 10%m) with mo—
bile phase of water-acetonitrile(68* 32) (adjusted to pH 2. 4 with 8% phosphoric acid) at
254 nm of detection wavelength. The average recovery was 100. €+ 1. 1% . The RSD of
intraday and interday was 0. % and 1. 1% respectively. The standard curve was linear over
the concentration range of 0. 00~ 0. 35 mg /ml(r= 0. 9999)
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