ANTWaVeIA NI UNIAA 1NN ITNAIAIVOIAISU

eNRAANEUNT B BaauWoan

= v  da
HIPNUHAT 210IUA ﬁUIﬁUu

YUUAT ITIFUAT

dw [ \ d! = %
Tnssnmisisiluarunilsveamsfnmnmuvangns
Sugusdvamanstiumia
v J a LY a
AUINAFAIAANS NHIINENABNKAA

N.f1. 2539



EFFECT OF pH ON THE STABILITY OF

DEXAMETHASONE SODIUM PHOSPHATE

MR. MONTREE JATURUNPINYO

MR. MONTREE WANTANASERANI

A SPECIAL PROJECT SUBMITTED IN PARTIAL FULFILMENT OF
THE REQUIREMENT FOR THE DEGREE OF
BACHELOR OF SCIENCE IN PHARMACY
FACULTY OF PHARMACY
MAHIDOL UNIVERSITY

1996



w )
UYNAAED
av dyd = a a I~ 1 1 @ o =
NI UMIANEIONTNaVDIA N UNTAAIIABAINAIAIVBIMT VLR AANHS
{ o s 1A o s o o =
w1 Tu Ta@eunomua Falamiwmes 2 szuu ldun Hasaiiwmles uazoamarinmlosas
@ 4 ~ [ CAR~{ a [ o w
N landen luda lla waz Ts@euman luda Ivd uesdueongiadu auddu pH veseia
~Aq Y ¥ U AAQ Y= v A o a &
N1918un pH 5.5, 7.0 ez 8.5 gunglN IFANYIAINAIAIAG 30 1AL 45 "5 MTAATIZHAIY
9 { a
wnas s 1y Imaeyweamaly HPLC AT C-18 column way IyuTwwanlusadew
J & 9y 9 o A
Woauwln 0.01 M 11 1iiensiuea (1:1) 11 mobile phase THMIMIANUANTUYBIA I NIAT
Y
0, 28, 56 1Az 84 U MNWANINAABIANNAIAI TUNITRIRUNYN WUINRATeaa1BdIvD

o o

o [l (=~ Aaaa v o o A A a o 4 (= ] ~
aredrlngihlgnsenduaugud  Mmsunl dmsaiwwles wunmsaaredlanain
I~ =< ' ' ' o @ Ao o s 9 v A 4 A
annzlunannuiuaeeesy audsuninsawainmes azlvimsaaed unuIUNanINE

I =S J 1 1 o 3 = o o = a ] IR ~
Wunanauiuagesy  astiulumsmisudrsuenalugmsatinosvsnismionluaning

I I~ 1 [ 1 o w { @ I~ 1
Wunandutuanesu drudrunldeamatinmes amseseuluanzilunsaoou



Abstract

This research study involved the effect of pH on stability of dexamethasone
sodium phosphate (DSP) injections. Two DSP formulation were prepared aseptically
using citrate and phosphate in citrate and phosphate buffer, respectively. Sodium
bisulfite and sodium metabisulfite were used as antioxidant. The pHs of the
formulations were adjusted to 5.5, 7.0 and 8.5. All the formulations were storaged at
30 °C and 45 °C for 84 days. The concentration of dexamethasone sodium phosphate
were determined by HPLC using C-18 column as stationary phase and 0.01 M
monobasic potassium phosphate in water:ethanol (1:1) as mobile phase at 0, 28, 56 and
84 days. It was found that the degradation reaction of most formulations in both
storage conditions followed zero-order reaction kinetic. The rate of degradation
became more prominent at 45 “C than at 30 "C. The rates of degradation of the
formulations containing citrate buffer were decreased in neutral to weak base condition
but in the phosphate buffer system the rate were increased at the same condition.
Therefore it is suggested that the DSP injection formulations containing citrate buffer
should be prepared in neutral to weak base condition, whereas the formulation

containing phosphate buffer should be prepared in weak acid.





