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HPLC #%.Hydrochloric Acid (H7
LR T M Git) - Sodium
Chloride ~ Dibasic Sodium
Phosphate( H AFIYEHIZE T k=
&riit) Chloroform -~
Citric Acid Bz Sodium Hydroxide
(E. Merck » Darmstadt » F.R
Germany ) ¥3 Ry 3 ZERK -
(M)EEREE
LS BE R B ER 28 £ 8L Vankel
7000 System control ~ System
Monitor Jz Vankel 7500 System
Monitor »
2.4 ¥ EET - Hitachi-3210
Spectrophotometer o
3AEEERERRS « 58! Erweka ZT
61 -
4. ERBBAEE T
(1)VA 85X R 4R - Waters 510
HPLC pump -
) fHE Hr & © Inertsil 10
ODS (4.6 X250 mm) -
(3)UV{E Hl 28 : Waters 484
Tunable Absorbance Dete-

Anhydrous

ctor °

(4)EB)IE5428 © Hitachi As-2000
Autosampler °

(5)ZC #% 2% : Shimadzu C-R6A
Chromatopac °
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piroxicam Capsules > DissolutionTg
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Frt Ak DERER(ER S
BEEE) 000mL AR - HH
Apparatus 1 (Basket)Z #&8 » ##H
50 rpm » AFE R R+ 753
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G35 BRI & 333 nm |3
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Uniformity of dosage units IH |
Weight Variation Ff &~ Hard
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XXIIIER D Disintegration TEFTE;”
Hard Gelatin Capsules “E{3#{E
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XXIIIRy Piroxicam Capsules & &
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(1)UV Detector : UV 254 nm -
(2)Flow Rate : 1.8 mL/min -
(3)Injection Volume : 50 yL -
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A 0.01N methanolic hydrochloric
aciddr » BERIRE FFmL &1
HE%J0.05 mg AW -
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(1)Buffer Solution : anhydrous

citric acid 7.27g> B ®
1000mLZ& &4 - fnsk
400mL{EE - HEldibasic
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sodium phosphate 5.35gf[I7K
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(2)HY Buffer Solution/Methanol
(55 :45) B 045 ym
(Millipore + HVLP 047 00) Y&
AR LB P RE FR -
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Q)IEHERBEVEE R Piroxicam #J
S0mg 2 B HER K - FETETE
5 B 100 mLE R
bili| 0.01N methanolic
hydrochloric acid#] 70 ml » #§
WiRE =148 - LL 0.0IN
methanolic hydrochloric acid
WEZRZE - RY - BEEO
BB L BE - IR 10
mL > & 100 mL FEHEF »
X 0.0IN HCIl methanolic
hydrochloric acid #EEZ
B RS - Bl -
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Peak response °
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HIFHE - DT HSGETEERR © 3. W4 E P 7 2 S T T ~ T SO R e S B
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LR iR B B R AL A4 (RIS IVESTE R IV SE i e vy
A ~ A3 S B0 BT RS KR RIRENEERE -
B 0 B BuE B R —ShEsh SRR R Piroxicam JEZER BRI RUE LA RS HE
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ST AARES - BUR AT R ] — S REMERMERIEEE - MRTGEERRS
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BHEBEREETD  TRHGRHARTEE 6 RIHE 2 B R BT B T TR - 45
HREHEHREERS  TEHEER REE - ERENEREGT  ZBES
14% » ZHIMTERA R ES— K - HBEK KRB BRI R 2 - AERBRFRECR0.9790
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S1 6 43 35 8
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S3 12 6 0 6

S1: 6§ ISEEEE IR DIMEFE R 80%E R 5 H » ARFES13E SEN6SEHI -

S2: 1247 FAIEHE SN RATMEE RS 75% » BRESECSHE VMR Z60%E R
& ARFESL ~ S2ESFEN 28GR

S3: 248> VIS SN BARMESE R 75% » Fiii2gell EHSER DI ERER 2 60% H
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AEFHIE R4S R IRMFTVAREC sH1sN,0,S & - MEFMEREZRZT5%(Q)
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T Piroxicam [R5 VARERE S B FREE

Jil magnesium stearate ¥fpiroxicam [BEES
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DAL R - R B
magnesium stearate ¥} piroxicam [BRIEIARE
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Evaluation on Dissolution Qualty of Piroxicam Capsules From
Taiwan District

Shu-Ying Hsu, Ming-Yu Yang, Ching-Yih Shaw, Ber-Lin Chang
Division of Drug Chemistry

ABSTRACT

Forty-three samples of piroxicam capsules imported or manufactured by local
pharmaceutical factories in Taiwan were randomly collected via local health authorities. These
samples were analyzed to evaluate their qualityby virtue of dissolution testing. The analysis
included four tests according to the methods of United States Pharmacopoeia XXII ° The results
showed that all samples met requirements for weight variation test. Fourteen percent of the
samples failed to pass the dissolution test.

Factors which affect the dissolution were analyzed on piroxicam capsules formulated and
produced in this laboratory. It was shown thatexcipients have certain degree of effect on the
dissolution. The dissolution rate was reduced if the capsule contains more than 5% of magnesium
stearate. This may be due to the lamination and subsequent adhesion of piroxicam to the dry
agglomerate. The mixing time of magnesium stearate didnot have a significant effect on
dissolution . It was also found that 0.75% and 1.56% of sodium lauryl sulfate increased the
dissolution rate ofpiroxicam capsules. Higher concentration of sodium lauryl sulfate(3.12%)
decreased the dissolution rate. However, sodium lauryl sulfate is not recommended for oral

formulation.

Key words : Piroxicam capsule, dissolution, assay
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