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Dicloxacillin/ R #+ 2 & & &2 /1% o 1£ /8 u-Bondapak Cik EHr
&, VA T BE 524 % BE B (60 : 40) R4V & 45 8148, dimethylphthalate %
P ERAR R &, A254nmik KR E SN RE R B AL o AR BAHPLCH
SLER A Wik AR B W BRA AR, A paired-t testVFBL#ib s &R
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— |, REHEAM -
(-)Dimethylphthalate X glacial acetic
acidBMerckZ SAEERH, BB ALPS Chem-
ical Co.ZLCH - BiER S — 8 KBt — S 37
BRI AR -
O - XFHE R ZDicloxacillin  so-
dium (house standard) /711E923.6ug/mg °
EmEBEA - ALERBERATRE
Diclocil 250mgZB%& ( #t5% RK725) & Di-
clocil 125mgZB% ( #t5% RH851) £2Z
o MEREMUERHERAFEEDiclocin
250mg B _REHIR (D0449KD0448) %
Zl e MAEERTEXRDERATEE
Ziefmycin250mg < B2 —fEH#LHR (ZFCT004,
ZFCT006) % ZH o AR Al Bt 22 ISR A%
BR/AFEEDacocilin 250mgZ B % _fEH
% (MEW373%QLW443) #& Zifi
=, HPLCH¥
(P9 R 1 BEAZ ¥ 5 (Internal standard)¥E ¥
ZEH
FHEEIGEE BZDimethylphthalate, B
acetonitrile : HO=1: 1:Z & WM BB
30mg/mlZ FFi I -
(CHERE R AR RS
BREMBEE BZEER WMARRY
FR A e O 2 B (e VA R, T DA 2 K VS R I s R
& mle& 1mg dicloxacillin(/118)50.3mg di-
methylphthalateZ #E MW o
EsatEcmH
U E &2 glacial acetic acid, A#EE
BT K S R4 % Z B, B Mimethanol : 4%
acetic acid=60 : 40LLZREC BB HAH, I DA
0.45um(Acrodisc, LCPVDF) Y& 5 I8 I 25 38
7 o
(Y28 R AT iGR i -
1.1%%% : Waters 600E Liquid Chroma-
tography °
2. M MH@HTE : u-Bondapak Cis,3.9mmx
30cm, Waters P/N27324 -
3. % 1H : methanol : 4% acetic aci-
d=60 : 40ZBEEVEWR -

4 UVIEHIZE : Waters 490E Progra-

-106—

mmable Multiwavelength Detector UV
254nm,AUFS1.0
5.508%%% : Waters 745 Data Module
Attenuation 128,chart speed 0.5cm/min
6. LT E : 10ul
(DB AR -
1. THERBRMdicloxacillinZ ¥ AT
;g H
R EBERE D HERGIZHR,
SN, EREBRs0mg (J118), S3IIA0
mg, 10mg, 15mg, 20mg (potency) Zdicloxa-
cillin ¥R EINEERENEZ0%, 20%,
30%, 40%) KREE 2 RBKERFRE ERE
% dimethylphthalate 0.3mg/ml Kdicloxaci-
llin %&£1.0mg/ml, 1.2mg/ml, 1.3mg/ml, 1.4
mg/ml ZIEH o BREKER R, T A& EE
WE10u1 ST AHPLC ©
2B B —ERRIERTLH
R ERE T, SRR Rt B
F10K, BREBNEL I ZNER A HERS
%K, BrERREE Pdicloxacillin
50mg (11E) B8, MABRZABH KR
R G VAR, X DA R 2 R KE R R
ml&1mg dicoxacillin (J1{®) & 0.3mg di-
methylphthalate ZREEEHK o
SIBEEE AR EREC S
HIBU.S. P XXI'HRATHE, SUR A
900m 1% ¥ B B A BRI, B R 37 £0.5°C,
BEEES100r.p.m. RBRNEERE—EE
%, 585,10,15,20,30,45,6043 8 & 1 fE AL
10mIVA ¥, 3 LAZE BBk 10m 1 2 - EERR o %
SR H 2 v I Y T S R Y R Y R 20,
B E40404T AHPLC - ARBRZHRBR
kR NeEERBER RS CBE R
BYRRERELES FIEER—BEFTE
B2 RIS 7 B87k900ml 1, 5 H Fe A0 v iR
B 10m13E 20,41 P9 3 4 FEAR HE L VA K, SBIR 2
E#FT40ul AHPLC

R

B—. 5% 8dicloxacillin B Z BT
o Pldimethylphthalate I8 & BERE R,



BB BEERIHEE

il

FE FIHPLC /7 ¥ 2 Dicloxacillin S & it B & il

Z [ TIBHBIBE[S ] www.angle.com.tw

#t¥fdicloxacillinZ & B HBEET AT, &
B RREEES | FRE | RINRTRE R
ZBELHE - dimethylphthalatel &K
53.5578 dicloxacillinZ W & R RIS E75
EUAN o BURAK LA E AR E R F K-
cloxacillinfB 2 U & 53477, H 9 28 Ry il 36 R
R&BFrMBEENTRMZIRE -

FEF L HPLC B AU K & fdicloxacillin
BECABEBHE, RERRPE—., UHPLC
EEABAEY L, RBRE , AN HHEE
HBRL WRERERFIITHIEENRE TFE
BBRAYR . R JAIBTHEBERB T 55
MMAKIRERITE S E20%,30 % K40 % Zdiclo-

xacillinfF ¥ & LLRI 2 7~ [B] BB o 0 A R BR
B RN AR & - HEIKNES IS AR
99.70 % ,BR%98.89% - CH&100.15% ,D&99.70
% o HILTIEN, EHHHPLCHEBRIET B
ERELEFGRBEBZ ARNZEE -

R dicloxacillinB 5 JB & BB &
HARE R E RS RS R s 3 E %E
HATHE 2 455 88 N VSR, (B L R A A A TN
FRIBEET AR, FRER 2 EELe 23
BB RE EEHETTHEERLEE
FIRE AR RZSE -

E |

Table 1. Content Uniformity of Dicloxacillin in Different Brands » Expressed as % of

Label Claim

Capsule No. Al A2 B1 B2 C1 C2 D1 D2
1, 103.4 114.0 110.8 93.1 110.6 109.7 96.0 93.9
2 105.9 117.4 114.8 107.6 117.6 101.7 98.9 95.7
3. 105.0 112.8 113.3 92.9 112.8 98.9 106.5 92.7
4. 108.2 110.8 114.4 89.9 109.9 103.8 98.7 104.9
5. 112.9 1114 111.9 90.6 109.8 104.6 101.8 95.0
6. 106.6 113.3 109.8 95.1 112.0 107.0 99.5 107.9
7. 104.5 117.1 115.2 96.0 110.0 111.8 99.0 91.9
8. 110.5 106.2 109.4 98.1 1104 109.4 100.1 101.3
9. 104.2 111.9 112.4 93.0 103.4 92.9 96.5 96.7

10. 108.8 107.8 113.7 96.1 111.7 114.6 107.4 101.7
Table 2.Recvoery of Dicloxacillin from Spiked Samples
Amount 20 30 40 Average
Brand added N
(mg) % of  Recovery
A 1 99.40 98.65 100.74
2 100.08 99.52 99.78 99.70
B 1 98.69 99.93 99.73
98.68 97.67 98.65 98.89
C 1 98.17 98.92 99.07
2 100.29 102.81 101.62 100.15
D 1 97.56 102.42 101.20
2 99.52 98.12 99.37 99.70

*an average of 6 determinations
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Fig 1.Typical chromatograms of
dicloxacillin preparation :
(A)house standard ;

2 4 (B)bulk drug substance ;

(C)Brand A capsule ;

(D)Brand B capsule ;

(E)brand C capsule ;
(F)Brand D cppsule ;

Response
os]
=]
5]

L

o) —
—r—r Peaks : 1 dimethylphthalate ;
4 8 0 4 8 0 4 8 L e
Mi 2 5 dicloxacillin
inutes
120
100+ = ——
]
2
o«
[+]
o)
~
X
20 +
Fig 2.Dissolution rates of -
dicloxacillin in water at 37°C 0

Brand A( = ), B( 4 ) 5 10 15 20 30 45 60

C(a )and D( D ) Time (min)
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APPLICATION OF HPLC FOR QUALITY CONTROL OF
DICLOXACILLIN

YANN-JEN FANN AND MEI-CHICH HSU

DIVISION OF PHARMACOBIOLOGY
ABSTRACT

A reversed phase high performance
liquid chromatographic method has been
developed for the assay of dicloxacillin.
The samples were analysed on a u-Bond
apak (Cis) column with a mobile phase
consisting of methanol and acetic acid.
Our previous study has shown that this
method is a suitable substitute for the
microbiological method for potency assays
and stability studies of dicloxacillin pre-
parations.

The assay was also applied success-
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fully to four different commercical brands
and proved to be free of interference from
excipients normally used in formulations.
The contents of uniformity and disso-
lution rates in different brands were
performed.The results have shown that
this analytical method could be utilized
readily for routine quality control of
dicloxacillin pharmaceuticals,since it of-
fers a simple system and short analytical
time coupled with reproducibility and
accuracy.
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