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Determination of related substances in Isosorbide Dinitrate for Injection by
HPLC
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Abstact: Objective To determinate the related substances in Isosorbide Dinitrate for Injection by HPLC. Methods The Agela
Venusil MP C,g column (250 mm % 4.6 mm, 5 pm) was used as the analysis column, the mobile phase composed of a mixture of water
and methanol with gradient elution at a flow rate of 1.0 mL/min, the detection wavelength was 210 nm, and the column temperature was
30 0. Results Under this condition, the resolutions between isosorbide mononitrate and isosorbide 2-nitrate could meet requirement.
The sensitivity of the method was acceptable. Conclusion The method developed in the paper can provide an specific, efficient, and
convenient method for quality control and evaluation of Isosorbide Dinitrate for Injection.
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Table 2 Analysis results of system suitability solution on
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Fig.1 Chromatogram of system suitability test solution

2.3.2 sl P

fits 2 VR 8% N BRI 2 S L) B 0 JE
100 mg, NIV FIAEAR - MRS 20 mL, 485, HfS.

TR BT : BEHUE U 2 mL, & 10 mL &
T, 0.1 mol/L #hPR¥EME 1 mL, FIJSCE 2 h,
1 0.1 mol/L A AH M T RIS, TN 771047 ¢ 22 %)
B, A,

B PR : B HUAE U 2 mL, # 10 mL &
T, 0.1 mol/L A AL ANA L 1 mL, EIEBCE
2 h, H 0.1 mol/L ThIRHW TG, I smke 2
ZIRE, FA

FACPRfA . SIS 2 mL, & 10 mL
T, N 30% AL EA R 1 mL, =IRECE 1 h,
IS FIRRE R, #5.

AR EIUG 2 mL, & 10 mL &
b, KB I 2 hy SRR R ZIRE, RS

MM B 1 mL, & 10 mL &
R, EEET (4500 1x) JCE 12 h, INEE5IHRRE
RAE, 5.

RN BOH FE i 5 2R L ALRE 80 &Ik,



* 600

%¥isaatz Drug Evaluation Research 3% 39 % 55 4 ¥

2016528 B

VARV ik T S RRE T A H e 4 30 mg/mL A
RINALE 80 £ 16 mg HITR AL 1A HIERA L.

BB % PRV, VEANBAH G, S (o
WKL 2, AR R BRI 261 P ARUE

A
1
C
2
'3
Ol
‘mm'
1
E
3 A
)i A
G
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28

¢t/ min

A-KFRMRE: BRI C-TRMFE: D-IARAR: BB FORM: G

TR L1 348

B 1 ANTRDRE E A 2- ORI 7 L BRI R SR I
IZLEEAE, A T AR S il I . & B )
YRR B R, HAHSR ke [ B fef5 3
AROYE, RINZOERTTIRIE R

B
23 a
P o
1
D
23 -
1
F
H
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28
¢t/ min
SRR HARN - SRR LA 2- 2- AR S LA, 3-

A-no destroyed; B-destroyed by acid; C-destroyed by base; D-destroyed by heat; E-destroyed by oxidation; F-destroyed by UV light; G-blank solution;
H-excipients; 1- isosorbide dinitrate; 2- isosorbide 2-nitrate; 3- isosorbide mononitrate

& 2

EREMERGIEE

Fig.2 Chromatograms of specificity test
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Table 3 Regression equations and correction factors of isosorbide dinitrate and impurities

414y ARy r A H/ g KIERFEF
2- PR v 1L AR Y=8.17x10°X+ 1 649.8 1.000 0 0.041~2.046 0.63
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Fig.3 Chromatogram of sample solution
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