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Determination of 8 Known Related Substances in Crude Drug and Tablet of Amlodipine Bensylate by HPLC
WANG Quan-hong, WU Dan, WANG Yu-he (Dept. of Pharmacy, The Affiliated Hospital of Zunyi Medical Uni-
versity, Guizhou Zunyi 563099, China)

ABSTRACT OBJECTIVE: To establish a method for the simultaneous determination of 8 known related substances (impurity
A-H) in crude drug and tablet of amlodipine besylate. METHODS: HPLC method was adopted. The determination was performed
on Agilent Eclipse XDB-Cis column with 0.05 mol/L NaH:PO:;-methanol (90 : 10, pH 3.0) as mobile phase A and 0.02 mol/L
NaH,PO,-methanol (10:90) as mobile phase B (gradient elution) at the flow rate of 1.0 ml/min. The detection wavelength was set
at 237 nm, and the column temperature was 30 “C. RESULTS: The linear ranges of main component and 8 related substances were
0.5-15 ug/ml(7>0.999). The detection limits were 0.5-3.2 ng/ml. The quantitation limits were 2.0-6.6 ng/ml. RSD of precision test
was lower than 0.5%. Related substance of manufacturers mainly were impurity C, D and H, and the contents of impurity in the
tablet were similar to those in the crude drug. CONCLUSIONS: This method is reproducible and sensitive, and can be used for the
quality control of crude drug and tablet of amlodipine besylate.

KEY WORDS Amlodipine besylate; Tablet; Crude drug; Related substances; HPLC; Content determination
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Tab 1 Sources, lot number and purity of amlodipine besyl-
ate and its related substances

it B HEBE A Eiin=d 4, %
R R ST S B2 GOFI133 99.8
JeJi A &R TRC S 002453 99.1
2B RN 25 3025 b1 2 005892 99.3
FFC B[ LGC LI E 116 98.5
JIED(USPFRZALRA) £ HZGILZ 5 2 01629 99.2
JRE &R TRC % 04142 98.6
J:J5F MERTRCEIE 003527 98.8
I G RN ZG 3025 51 2 001RB5 99.5
JiH &R TRCS:H % 005261 98.4
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wlo WBIARREBEVEI R T WLAR 2.

R2 RHEKEERRER

Tab 2 Gradient conditions for mobile phase

iFIA], min I A, % WBIHB, %
0 60 40
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55 35 65
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Tab 3 Retention time of amlodipine besylate and its related

substances
415y PREAEHE)  min IO ER P[] I AR
AR 2.678 0.25 42 16 239
R C 3.637 0.34 54 15210
eI F 6.368 0.60 49 13 045
JBD 8.282 0.78 4.0 11 462
ST 10.599 1.00 6.8 12 028
JIRE 14.397 1.36 10.2 10 340
i H 25.264 2.38 6.3 9259
B 29911 2.82 6.2 8 794
e A 34.936 3.30 5.7 8947
G 39.620 3.74 5.6 7582
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ent factories( %)
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 E A EIRENELSRIEEASERR T ERSSEN S R, ik RASRRMEE ., G4 % Venusil
XBP-Cis, VABRER 2525 b ik (pH 7.0) K48 W BE- TR (2: 1) AR A R HLABSEATHR B 20 BL, i3k 2 1.0 ml/min, 4238 % 40 °C, 4]
WK A 262 nm, ZR RAER FIITEE S B A KT 15,0 R TR ELKEEE 5 4 2.5~100.0,1.62~64.8 mg/L(r3# #H
0.999 9), 34 &Ik 5 5 5] 4 99.23% .99.78% ,RSD 2% H 1.23% .0.84% (n=9) ., 4. iZH &2/ TR 5 5 A REF, 4R
AL T GE A TR AR E L RO 3B A ACER A A T2 A E RS A E .
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Simultaneous Determination of Main Components in Compound Hydrochlorothiazide/Candesartan Cilexetil
Tablets by HPLC

XIE Peng', WANG Min"*(1.Dept. of Pharmacy, Tangshan Union Hospital, Hebei Tangshan 063004, China; 2.
Tangshan Vocational&Technical College, Hebei Tangshan 063004, China)

ABSTRACT OBJECTIVE: To estbalish the method for simultaneous determination of main components in Compound hydrochlo-
rothiazide/candesartan cilexetil tablets. METHODS: HPLC method was adopted. The determination was performed on Venusil
XBP-Cys column with phosphate buffer (pH 7.0) as water phase and methanol-acetonitrile (2:1) as organic phase (gradient elu-
tion) at the flow rate of 1.0 ml/min. The column temperature was 40 °C, and detection wavelength was set at 262 nm. RESULTS:
The separation rates of hydrochlorothiazide and candesartan cilexetil were all more than 1.5. The linear ranges were 2.5-100.0 mg/L
for hydrochlorothiazide and 1.62-64.8 mg/L for candesartan cilexetil (all #=0.999 9). The mean recoveries were 99.23% (RSD=
1.23% , n=9) and 99.78% (RSD=0.84% , n=9), respectively. CONCLUSIONS: 2 kinds of main components are well-separated
by this method. The method is accurate and reliable, and suitable for simultaneous determination of 2 kinds of main components in
Compound hydrochlorothiazide/candesartan cilexetil tablets.

KEY WORDS Candesartan cilexetil; Hydrochlorothiazide; Tablets; Content determination; HPLC
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