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Determination of the Content and the Related Substances of Piroxicam Injection by HPLC

LIU Honghai(Dezhou Food and Drug Inspection Center, Dezhou 253015, China)

ABSTRACT: OBJECTIVE To establish an HPLC method for determination of the content and the related substances of
Piroxicam injection. METHODS Inertsil ODS-SP(4.6 mmx250 mm, 5 pm) column was adopted with methanol-5% glacial
acetic acid (60 : 40) as the mobile phase at the flow rate of 0.8 mL-min . The detection wavelength was 338 nm and the column
temperature was 30 ‘C. RESULTS The linear range was 0.016—158.7 pg-mL™', r=0.999 8(n=6); the average recovery was
99.13%, RSD was 0.19%. CONCLUSION The method is simple, accurate, sensitive and reliable for determination of

Piroxicam injection.

KEY WORDS: Piroxicam injection; content determination; related substance; HPLC
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Fig. 1 HPLC chromatograms of blank material, the reference solution and sample solution

A-blank material; B—the reference solution; C—sample solution; 1-blank material; 2—-piroxicam.

158.7 pg-mL™", ZrBIMsE . DARL B X I Sk

J¥ x(ug-mL ™) R ARAR, WETAR p AL KR 2 il

HERHZE . RMEVEELA 0.016~158.7 pg-mL™", [A]14

T FEN y=66 704x—20 016, =0.999 8(n=6), F Wt
HREREETE 0.016~158.7 pg-mL™' N 2 BT 4R

PEX R

2.4 AR R

K B R4 10 mL, & 25 mL &,
M EEMBEZZE, BAFNE 6 K AT
RSD 4 0.19%(n=6).

2.5 faE kil

I “2.4” TR, €0, 2, 4, 6, 12, 24h
Ay AIE, IR SUETH AL, WETH AL RSD N 0.5%,
e e Mk A
2.6 [EEAER

F 4b 5 EE 1 (80%,  100%, 120%) 0Lt 2 &
FEVE S, FERFARCH 200 mL, JREIHA). KEE
U2 mL, H® 100 mL &ifEH, 12 mL = H & H
e, PRIBMEM, AREHREEZE, B8, &
e 10 mL, & 25 mL &)1, HFERRES
ZIRE, AW E, ¥ P g mm RN B 75 FE
THE AR (R ANIREE 3 1), 3 PR S 71y
AN 99.13%, RSD A 0.24%(1n=9).

2.7 HEMHRKE

RS, % “2.67 T J7 v &M, I
55BN 98.7%, RSD N 0.21%(n=3).
2.8 SR H PR & e B R 5%

KA S LR, BUPEZS IR 2R PE G R
52 it 6 R A, LB AR BRI (1 ¢ 10) 15
REVK IR, o e, WAS F AR A H PR
4.2 ng-mL ™ (5ME L% SIN=3), ERIEHN 13.9 ng'mL™
(Gt 4% SIN=10), #t RE, wmaEeh, [k
R o
2.9  FEaEERNE

Fs & AU 2 B S 2 mL, 100 mL

<1126 -

Chin J Mod Appl Pharm, 2015 September, Vol.32 No.9

B, % “2.67 TR 7R ERAE, DA G E L
B 1, iFESRE0n=3). 59 EZH 2010 FERHT
JEIE, MR REA—8, 4RIE 1.
2.10 AR E
2101 AR H S B 4 mL, B
100 mL =, 02 mL - F & HE I, REA
T, FHH RER R 220, $227, B 5 mL, & 25 mL
BT, AREmREEZIE, #5, BE.
2,102 XTHE SR AL R B UL
W 1mL, & 100 mL &)+, HHPERREEZE,
®A, B
2.10.3 B AREE A7 w2 R
P2 AW, ARIEIE .
2.104 LEMERE WA E AR KT T
MERIR, BRWIR GRS F AR G55
L. B S £ 6 %W S mL, & 4 500 Lx Ytk
R 10 dJ5, MHEEE 10 mL, /ENGHIREE
T BU S A & S mL, KB II#A 30 min,
JECA JG I EE 2 10 mL, /F AR RE S B
W 2 R 4570 5 mL, AN\ 1 mol-L™" $hAR 1A,
BB 1hJE, i1 mol- L™ A AL BNAW 1 mL
A, INFEER 10 mL, 1EARRBIAE VAT Bt
E R 5 mL, M 1 mol- L™ A AL BN
W1 mL, &1 hJE, 01 mol-L™ I EERIA
1 mL A, IFEEZE 10 mL, VE AR EE %
Wi B E A S mL, N 3% KA
% 2 mL, 7K 30 min 5, B4, MAFEZ 10 mL,
(U ERAR &N SR

B R PE R I FT A, e e, 105k
G 2 T OMIE R AR 3 £, R RM, 1F
R Bl #. JEIRREAL K R IE AR FEREE R
filt, S FEARF=1E5 32 WX REIR BB I A 5
FEREIRET (AR, ORI, T #4
TR AE A KRR B % s 5T 3% UK AT
DAL 2 B N 2 . S5 R 2,

PR E BACR 2524 2015 4 9 H 4 32 55 9




0 5 10 15 20 25 30 0 5 10
t/min

20 25 30 0 10 15 20 25 30

0 5 10 15 20 25

t/min
2 TREMAEEEE

0 5 10 15 20 25 30
t/min

A-10d 4 500 Lx YR B-mid iR C-3% WA KMIR; DR ; E-RBIE.

Fig.2 The axclusion inspection of detective method

A-10d 4 500 Lx destroyed by light; B—destroyed by heat; C—destroyed by 3% H,0,; D—destroyed by alkali; E-destroyed by acid.
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