Japanese Soci ety of Pharmaceutical Health Care and Sci ences

W BE ¥ % Vol.14, No.4 (1988) 241

3%EY 7 BRE OB F A SF M

FREAST, HEHED, EIRR, LA,
M, ST 4
P Pab N e Y R AT o
HR RSB 23 R R 0 Bt PE Bk ARl
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For the topical application to the treatment of female herpes progenitalis, four different
oleaginous ointments containing 3% of vidarabine were prepared with oleaginous bases; plasti-
base, plastibase with liquid paraffin, plastibase with white petrolatum, and white petrolat-
um. The amount of vidarabine in each ointment determined by high-performance liquid
chromatography with UV detection, was maintained more than 99% of its initial content after
21 days storage at 20°C or 30°C, showing that vidarabine is very stable in each ointment.
Consistency of four ointments measured with penetrometer, and spreadability measured with
spreadmeter did not change when these ointments were kept at 20°C or 30°C for 21 days.

Among four oleaginous bases, plastibase was the most useful for clinical application, judging
from several sensory tests. We also have obtained preliminary results that vidarabine oint-
ment consisting of plastibase was most effective to the treatment of female herpes progenitalis
among four ointments that we prepared.

Keywords——female herpes progenitalis; vidarabine ointment; plastibase; consistency; spre-
adability; stability; HPLC; sensory test; hospital preparation
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NH Table 1. Formula of 3% Vidarabine Ointment
2

N~ N\> Rp. 1 Arasena-A®(300mg/V) 5V

KN | Liquid Paraffin 10ml

N Plastibase ad 50g

HO O ®

Rp. 2 Arasena-A®(300mg/V) 5V

HHHO : Plastibase ad 50g

OHH Rp. 3 Arasena-A®(300mg/V) 5V

Fig. 1. Structure of Vidarabine Plastibase,”White Petrolatum (1:1)

ad 50g

Rp. 4 Arasena-A®(300mg/V) 5V
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White Petrolatum ad 50g
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1) #EERIO4EM

# 7 & : Nucleosil 10SA (10um, 150x4.0), #aHiss
: J5ESPD-1 (254nm), BHESE : 0.32 aufs, st
: KA DESKTOP RECORDER, ##&ff : 0.1M ) v &

A

Sample
325 vidarabine ointment 1.0g

vidarabine 0.03g

Standard

(—add chloroform 20 ml

*repeat, three times [-add 0.1N HCI 20 ml
—shake for 5 min

Lower layer  Upper layer

add an internal standard
(3% aq. m-phenylenediamine+2HC1) $ml
add 0.1 N HCI to 100ml

1041 aliquot to HPLC Analysis

8
2 s
k=
rdL

Retention time 5.5min

Column : NUCLEOSIL 10SA (10um, 150x4.0mm)
Flow rate : 1.1 ml/min

Mobile phase : 0. 1M KH,PO,

Detection wavelength : 254nm

A : Vidarabine

B : m-Phenylenediamine Dihydrochloride (i.s.)

Fig. 2.

Method for Quantitative Analysis
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Fig. 3. Consistency of 3% of Vidarabine Oin-
tments Measured with Penetrometer
after Storage for 7 Days at 20°C

1. Liquid Paraffin
with Plastibase
2. Plastibase
3. Plastibase
with White Petrolatum
4. White Petrolatum

WC, HER~NOERRORS R &Bbh 2k 1
FEEATH Do, TOR, #RAFIOLRE, ARFE
BOREPIHML, %7 — X EOFBEOHE b D
T 5 L.

BRRLER

1. @S L 28

BRI BERBETHE TS &, €47 EVRE—KS
HLRELIBEAERDLRE 1.

2. MENE

H RS TR B TGHR2LIA ¥ TO AR AL
BRHLRY, BEarve) v<|JARveY) v e TITAF
N AL TG AF R AL T T4V TFAFAN
—~ ADJEC K % iz (Fig. 3).

3. BEMRAE

KRR R T B\ CHRM21 A th % ToRIEHC AL
BB bR,

BB SRR A B B ETE Y, Rl iy b OE
BAx L b Fig. 4 CREMERTE, AfR7 ) v 7
5AF_X—ALABET Y v T T AF~N— AfiH) S
574V TFTAFR—ADJHIRKEL Lot i,

cm

2_
14
0 10 50 100 200 500 1000
Time (seconds)
Fig. 4. Spreadability of 3% of Vidarabine

Ointments Measured with Spreadmeter
after Storage for 7 Days at 20°C
[——{1 Liquid Paraffin
with Plastibase
O———(O Plastibase
O—-- Plastibase
with White Petrolatum
A——/A White Petrolatum
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Fig. 5. Stability of Vidarabine was Measured by HPLC UV Detector at
254nm at 20°C (O), 30°C (@)
A) Vidarabine in liquid paraffin with plastibase
B) Vidarabine in plastibase
C) Vidarabine in plastibase with white petrolatum
D) Vidarabine in white petrolatum
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4. TRETEERER Colour 2.6 3.6 2.8 1.6
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1. Liquid Paraffin with Plastibase

2. Plastibase

3. Plastibase with White Petrolatum
4. White Petrolatum
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