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Determination of Indometacin Content in Indometacin Cataplasm and Indometacin Patches by HPLC
XIE Li,ZHANG Rongqin,LIAN Xiangjin,ZHANG Yin,LI Ping”

(Chengdu Institute for Drug Control-SCMPA Key Laboratory for Quality Research and Control of Chemical Medicine ,Chengdu,Sichuan 610041, China)
Abstract: Objective

content in indometacin patches and indometacin paiches. Methods

XEHS 1006 — 4931(2026)02 - 0091 — 04

To establish a high performance liquid chromatography (HPLC) method for the determination of indometacin
Methanol was used as the extraction solvent, with soaking
overnight. The chromatographic column was Agilent ZORBAX Eclipse plus C, column (250 mm X 4.6 mm,5 wm),the mobile
phase was methanol — 0. 1% phosphoric acid solution (80:20,V / V) ,the flow rate was 1 mL / min,the detection wavelength was
320 nm,the column temperature was 35 °C,the injection volume was 10 w L,and the internal standard was flufenamic acid. The
internal standard method was used to calculate the sample content and content uniformity. Results The linear range of indometacin
was 0.024 9 - 0.198 mg / mL (r = 0.999 9),with a quantification limit of 0.000 5 mg / mL and a detection limit of 0.000
17 mg / mL, respectively; the RSDs of precision, stability, and repeatability test results were all lower than 2%, and the average

recovery rate was 100.46%,with an RSD of 1.27% (n = 9). The content of indometacin in the each batches of samples was in
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the range of 90.0% - 110.0%,and the content uniformity of A + 2.2S was lower than 15. Conclusion The established method is

simple to operate, with good specific, and accurate, which can be used for the determination of the indometacin in indometacin

cataplasm and indometacin patches.
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BAFBOCEN B BIEA RN, WE . E %L
23 M2 38 R a5 245 5 X CAn B A 3 Al 7o) I
ST 3k A O S 800 el 8 M R v R AR
PN 2 N ()7 ST R DAL i N SN SR LS SR 2
EEL A B (O JR WU ) RIS 6 50 T 25 02 4%, A G T R
HE R SE S 12, HOR ) Al R A 3R T 25 Ak oy
2550 23] SO R 0 — SO AR E PR LA
TE % T, ABIFSE o SE T R 2R €533 (HPLC) ¥
N M| P S = [ A7 78 UM v s | W 26 =2 1 5 i, DAOKy
R T R RS R E IR .

1 XE5RKHE
1.1 {2z8

1260 Infinity 78 /5 20/ AR (83543, B A% 45 B 5 K
WM (£ Agilent/A ) ; Acquity ARCH SRR AEIEY
Bl 2998 78 ' L A A5 B A R I 2% ( 55 ] Waters A H] )
CPA225D B FIA-(FEEE Sartorius 2NH) FHE M 0. 01 mg)o
1.2 iK%

Mg e S8 o s e (A Ak, FURS M BRI 7 em x 10 em,
TEAR3. S g, HMIMESEY 35 me, HIELAS 1,41L5 4 A1,
A2, A3 B, BIAK BRI 7.2 em X 7.2 em, 55| WESE
¥ 12.5 mg, BURLAK 2, L5 o0 B1) 5 0 e 55 o L AR B
(CAY, BUA% R EE A 14 cm X 10 cm, FHE K 13 g, 505
WESE2F 45,5 me, BIFLAS 3,4t 4 C1,C2,C3) 5 M| W52
ST B Crpr B 2 R AT B L IS R 100258 -
202105, %1 99. 9% ) 5 FF AR Xl BE it (BT hr T A= AL R}
Fe A PR 7L 5 h €2302568, 55 99% ) 5 HIE Ky
Al B N A b4l
2 HEEHER
2.1 @iEEH

A%t Agilent ZORBAX Eclipse plus C,g#£(250 mm x
4.6 mm,5 wm) ; M SHAH : FHEE - 0. 1% BRI (80: 20,
V/V) 5 1 mL/ min; B0 320 nm; #1335 °C;
PR 10 pl.

2.2 AiEHE

PRI 8 TR < LS 250 M ot B 3 i o P e A
FERREHIAS 7 mg / mLOHLAE 1),2.5 mg / mLOFELAS 2),
9 mg / mLOELAE 3) ) N BRI I

X TR R+ BB | W 5% = X6 B i 24 14 mg, K 25 K
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A, 200 mL A S K% A 7 mg / mL MR 2 mL,
TR BV A 2 BT, WA (LA 1) 5 BUmg [ 55 5 Xif
A2 12,5 mg, RS S FROE , B 200 mL 25 =0, A 2%
A 2.5 mg/ mL NFREE W S mL, I H B3 O 45, 4%
A7, RIAS GRS 2) 5 BRG|e S 2 X HE S 24 9 m, RSB PR
B 100 mLA R AEH A 9 mg / mL AR 1 mL,
I B T 25 35T, BS OHLAG 3) .

P AT BURE A 10 00, BR SR P2, B 500 mL
(KA 1, 3LA% 3) /250 mL(HUAK% 2) HLIEHEIE P , K 2%
TR I Ve B I FR YA 5 mL, Al P S 500 mLCERA% 1, 31
¥ 3) /200 mLOEAK 2) 12 ilad i, $25), B4 .

FI X6 At R JBUAE T v Ak e A v R
B8 7 B 23 LAV, A R B X B VS VAR
2.3 HEFEER

L JE AR - B2, 2 300 T X HE S T (R 3)
rn VA TR B X B VA A L FE 2. LI B AR
HEREISE , T S (0 3% R o 25 SR HIO M 50 M| e 5 2 g 3
KT8 000, M| Wk 36 5 S ISR Y 73 B KT 5, B
X R YRR € 5 A X R S YRR €% O B sF [ A
[ TC TP, KB L J@ v R4r T DLET 1,

LR 56 FR R L US| W & o X6 R i 24 88 mg, A %
FRAE , B 50 mL 25 mIf e, I Essis f T e 25, i 4 s e
I3 0 FET VR R 4) s BORUS IR R A i, K AR E
0 P S A 44 1 mL 25 RSV IR 0. 9 mg Y A b
VST (A 4) 5 B0 Wi S 3 b FE 5t Vs Y ARG 4) 3 2,
10 mL 2B A ARV TR (FLAS 4) 1 mL, I e
25, BP 545 1 mL 43 0 5% 5 Wk 35 57 0. 024 9, 0.049 7,
0.099 4,0. 149 1,0. 198 8 mg [ £ 51| %:F 18 5 775 T BUi&
L HE 2 VIR 5 SRR I A, LAV W 36 2 i i Tk
FE (X, mg / mL) A A b 1| W 5 =7 1 P s 06 1T FR L
(V) R A BRFEATLAE [ AR [ 5 2 Y = 10. 579X +
0.001 5(r=0.999 9,n =5) Z5HFH , 15| W35 i ik
FETE 0. 024 9~ 0. 198 8 mg / mL 8 [l P4 5 15| 55 5 Fl Py
e T AR ORI e 1 00 R R AT

7 i P55 R B 2 5% R 4 e R PR G R AR
X A VR (MR E R 0. 024 9 mg / mL) i i, HITHR
BB PARRE 45 2. 1T T Ok SRR A , 43 501 A e
F (S 7/ N) 2 10 1 3 EF 4 Jo Jat VA 32 o BRI T B
25 RN RS o 11 e BRRIASEII FR 3-31) 4 0. 000 5 mg / mLL,
0.000 17 mg/ mL,
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1. Indometacin 2. Flufenamic acid

A. Reference solution B. Test solution C. Negative reference solution

Fig.1 HPLC chromatograms

K 2 B IR G < B2, 2 300 X B A T IR 3) 1
Fie 2. 1IN (038 S5 % SLERE DN 22 6 1K, 10 SR THI AR
25 RS R ARG AR LAY RSD 4 0. 10%(n=6) ,
T ARG B R AT

FesE PR« B2, 2 700 R il A iR (C3) i &, 41
TR 0,2,4,6,8,24,30,48 hif 4% 2. 1 30 K €4,
T SRR R 2, T Sy 0 T R 4% SR M| e S = R PN A 0
T AL ELAE Y RSD 49 0. 23% (n = 8) , R IA MR S A =
TR 48 h N FEARTRE .

A M IO (C3) i i, k6 ) 440 2. 2T
05 Bl A M TR, 45 2. 1 T (i SR R R 2
0 SR TR, R T AR A 1 i G SRS | R e P S iy
98.01%,RSD }1.28%(n=6), KW EE MR

Jinee [l A s < G 2 B EL R AR A (C3)
% 901, B0y 10 mL OIS T 385 0. 891 9 mg) , 533l
B 20 mL AP ORI A LR 56 R B 0T X R
VR (CBIA% 4)1 mL.2 mL.3 mL FIPIFRE TR (BIA% 4)1 mL,
BEAT A 30y, 45 2. VIR {05 A R R R 5, 0 5%
WA TR AR, 5 A i BOMAE RIOR A SR LR 1

i P S < IO ot 3, 42 2. 2 3 T Oy o A it
PAA TR, 7 2. LIRS SR RN E |, 2 5 SR
[ (e 3% 4 [ Agilent ZORBAX Eclipse plus G4 (250 mm X
4.6 mm, 5 wm) | Nouryon Kromasil 100 — 5 — C4 #
(250 mm % 4.6 mm,5 wm) ,SHISEIDO CAPCELL PAK
Cis ACRHE(250 mm X 4. 6 mm, 5 pum) ] X 255 2 45 5
(RS o 285 FRAEAS [ T Al 25 0 T, WS Wi 95 2 e A P A
g 5 R 0 2% o D XY R 5 4 3 B, W g TR TG Wk 2 5
P Ty i P AT
2.4 HEREEMSEHSENE

B3 G A P2 Al 8 7 HERE 4535 o, 2. 230 R
A HE L A, 45 1040, 422 2. 1 0T i SR Rk R
D2, 0 SR T B, JF TH AR B B RN & 3 5 B R

®1 MEEKIKIERER(n=9)

Tab.1 Results of the recovery test(n = 9)
HHEE(mg) WAE(mg) MEE(ng) BIFE(%) X(%) RSD(%)

0.8919 0.4971 1.3805 98.29
0.8919 0.4971 1.3828 98.75
0.8919 0.4971 1.3859 99.38
0.8919 0.9942 1.8979 101. 19
0.8919 0.9942 1.896 8 101.08  100.46 1.27
0.8919 0.994 2 1.8979 101. 19
0.8919 1.4913 2.4030 101. 33
0.8919 1.4913 2.4050 101. 46
0.8919 1.4913 2.4057 101. 51

dify | 9 3 B Y HE 90. 0% ~ 110. 0% 35 Fil N, &5 &
WISTREA + 2. 28 < 15, B4k . C AV AR & H gk 36 7
TR S ERT AMFER TR 2,
3 iTig
3.1 HRAEZGMMRNL

TR L T %28 T (25 = 2) ‘CH 5|k 58 5 78 I A
G T A BB 25 R R S S A P R U A
24. 8 mg / mL, B35 & TAE MG P9 17. 1 mg / mL, #0
L YA B IO )

T ORI A IR 2,4,6,8,24,48 h (15|
W 56 o A i 45 SRR SD ATV 2 h RSk B Ik
ALFERD C1IR L 4 hif & S iA 2R RS A BLIR I
8 b INF A A B FA 2 RS o B FH 0 R SO Sy B T s 1R
Filg He SO , i 58 A R BT 75 B (Rl 4, HLHOR I 8 ~
48 h B35 i RSD M 0. 27% , 2 W2 1L 8 ~ 48 h fiE (R 1IE
W 4 5 3 DA FH A [7) s 502 114 s Wk 56 = T A 85 RS
HRRICSE 4, B o R B B R TORE , U
Wi PR O 2O R M7
3.2 WNEKHIERE

o FH WA B 2 A T 28 7 200 ~ 400 nm 35 K 71 [l
DA X | W S 2 R L S SRR S e e o 1 (2 - FPAE -
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R2 HRAIEMSEVIEMNELR (n=10)

Tab.2 Results of the content and content uniformity of samples (r = 10)

Ak HF S5 %) X(%) A+2.2S
1 2 3 4 5 6 7 8 9 10
A Al 102,51 99.18 99.85 99.25 99.83 99.98 101.30 100.02 101.03 99.67 100.26  2.56
A2 100.75 100.52 101.16 101.41 100.93 101.74 100.38 101.58 101.63 101.56 101.17  2.58
A3 104.24 103.49 102.52 103.63 102.22 103.98 104.12 102.19 102.91 102.44 103.17  4.95
Bl 9598 100.18 96.19 91.74 95.88 97.07 98.05 96.61 95.86 95.54  96.31 8.36
Cl 96.01 93.94 91.85 94.38 94.82 97.79 97.50 96.62 99.07 95.89 95.79  8.87
C2 9513  95.47 94.27 95.90 99.06 105.13 96.08 95.61 98.74 97.44 97.28  9.68
C3  99.49 98.74 97.95 102.51 98.31 94.76 95.41 97.79 95.78 94.06 97.48  8.12

5 — FAEHE - 1H - s -3 - Z/R) A8 11 (4 - &%
HH R ) Mo = ZEHRHIEA TH G, 245 35| W 36 27 7E 254 nm A1
320 nm 2L SRR, F EERIREAR Y5 B47E 210 nm ~
280 nm 5 Bl A A 5 0, AR 7R A A i T A R
W VAT , Sk o2 2% S R o) 0 e 65 SR 1 T, e
B 2 320 nm ARG I PR, 9|k S8 o FE AT
W%, HASTRIAR T3 1220 B g Wi S5 7 U A7 85 R0 W 726 O i
FT S8 ARG B AL A 2 BT & TS Rl Ak 2
RS AU O S 1 I
3.3 mEhiERERE

57 45 [ 2 AR HE KAl A o r | e 58 27 K HL A
T YRR €83 5 A8 v it Sl A B 2E B, XA ()G HILAH
M5 ) Kok AH (0. 1 mol / LUKEEFR Y 0. 1% MR V%
W) B ZE RN LA R T 5 2% 5 5 0. 1 mol / L KSR
VWA EE, K AR FH 0. 1% B TR VS W i SE 4 A A
HUAHAEE T PSRN 2 6 X €0 3 06 11 4 8 R B T I 3 5
M), FH T T Ak B e R ) A T B, A AT )
SR B F B AT HIUAR 38 3 6 A AILAE ALK AR B Bk
TTIRAL B 20 22 it sl AH by H B — 0. 1% W IR 1 (80
20,V/V),
3.4 HRYBNBE

TENARY B RE T, 25 18 T BOR T R R TR
IE R B RS8R , BT Je A 42 28 R 2R TR ) B I R 7
2yl Z R 1T, BRI R 1 R
PR AEIT TS A5 T , O F B IR 5 M| gk 5 2 ) g sf
[, HRB e 44 85, AN T4 32 o a2 , i e 24
FE NS R BRI
3.5 Mg

ARG I R T L SRR R,
T8 FH 0| e 55 o B A B AN 7 rpmg e 55 o 11 B m AL
AT EEINE | W] oz i B A R S
S 3k
() FT4ek, & 29 . Bk £FaAHA(HE) )] FHX
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