ﬂﬁ?lﬂTHHlﬂﬂUﬂWTl80ﬂ731ﬂﬁﬂ1u710ﬂﬁﬂﬂ0€ﬂ1uﬂﬂﬁﬂ1u78ﬂﬁuﬂu

g ming ludee inalng

ﬂUEJ'JVIUVI?WEJ’]ﬂ‘E
q W‘Tﬂ“ﬂﬂﬁ“ﬂi‘%ﬁﬂ@ﬂ%’] T —

AL AR ENTTY
N Inga ?ﬂﬁﬂﬂﬂ?ﬂﬂﬂﬁ?ﬂﬂﬁﬁﬂ
W.d. 2535
ISBN 974-581-509-8

a o G‘ v o o v ‘ a e
AUANTUD I UUTNINAU RN ?ﬂﬁﬁdﬂ?“&ﬂﬁ?ﬂﬂﬁﬂﬂ

018705.
119292194 %



COMPARATIVE BIOAVAILABILITY OF PIROXICAM CAPSULES

COMMERCIALLY AVAILABLE IN THAILAND

. ﬂ HEINBNINYADG o secirmes

the Degree ofy'Master of=Science in ®Rharmacy

ammnw&mam&naa

Graduate School
Chulalongkorn University
1992
ISBN 974-581-509-8

Copyright of the Graduate School, Chulalongkorn University



v v a a 1
RIUWDINYIUWULG ATt ﬂTﬂu L 'ntmﬂ'ﬁ L aaﬂ‘f“Tﬂﬁu‘l 'lﬁ'\ sNNgUIEUN uﬂﬂ'ﬁa

Tusonduasizsming lutse inalng

Tog 5.9.2.9%9 1aid  neRlan
ANAYEN LNATNTTY
o e { v
27131 78MlTnm TIANANTINTE AT, B §ITIANY
q

o o= ) v [4 aa d a v ¢
01?ﬁ7ﬂnﬂ7ﬂ31773 §ﬁ13ﬂ13ﬂ71Q773 {08 AGNETUUR

AIURUIUD INTANYS

ce e ANLS INTRANENAY

7 Y1918

ANENTTNNITADUING

AUy Th: g
Q- : i el ninTon
man ity

......O.".W.... n’iuﬂq?

(TOGHWQNTWQWTQ AT. A9 WUNIY 0 8?3&1)



feYiayre ) Vpragy

wiald  Andled, s.Aaage miuJ%‘ﬂmﬁsmmitgan:Tmlﬁ’lui'nmmaqmumj'ya
Tnsandunuisiaimi glul sz welng (COMPARATIVE BIOAVAILABILITY OF
PIROXICAM CAPSULES COMMERCIALLY AVAILABLE IN THAILAND)

8. MiMN : sfAT. gD @) 8. MIMNSIN : ad. 130 ngApiud,
124 wih  ISBN 974-581-509—8

Y Xq
M333ua%e Uy mnmn mwa finw mwauua‘luﬂ INHYBILN uﬂﬂﬂa’lman%unuwm f
10 Naansu @ iUVI’N 4l vnmwnnﬂ‘luU‘i"mﬁ"lvmmwuwmunumuml'zla Feldene (R) % uiu
uaﬂnm‘ﬁwuuuuwé’nmmmi"mﬂTﬂﬂmmsﬁnmm‘lumaﬂmmmua“luﬂ Ny

n1 3ane lunaaanaaas ldun n17?‘.ﬁﬁ) nmwuumﬂu‘zmumun‘nmmuﬂu‘ﬂa
msmllimcu‘zlaammmﬂm n1m1ﬂ11a¢ﬁuﬂﬂﬂaﬂ§muu1ﬁ1am nmw'l'ﬂ‘lummﬂnni 18
UazNIIaT a1 8B BIUMIA Hamiawwu:mmumj'da'lwmn%uﬂuﬂum 10 NAANTN xmmsu"lﬂ
mmmumuﬂamnuﬂwaam#ﬂmiu BP. 1988 ey USP XXII ﬂnn"uml‘mmaumsa:mﬂ
Wil 3 msmmmnm WU A UR AN MUAYaN USP X XII Waw Ssumsuiy
Ranfudfiduwy Wi 2 L)ﬂn?l‘z’ﬂSmiumns * 39857 UANA1 A MU RARS R LUDaE 9 i -
ﬁﬁﬁ’cymmﬁﬁ (p < 0.05) uacy m %iyﬁamnfﬂmwﬂaqmsavmmmnmwmnaﬂnmwmuuuu
athaifa dgmiadda (9 < 0.0 ),« Vo

&
]

mqu'iﬂuwmu 5L89 V‘Iw;‘i'luéfi-amﬂﬂaqm Tﬂﬂﬁmﬁanmuﬂwm’lmu 4 @15
1 iRat AN 3 a1 Lmnmqnumﬁnm'lummauﬂsmﬂ'lwﬂ aﬁmvm U 24 Au
Tﬂﬂ’lz’(uuuuwumiﬂﬂammmlu 'uaug'ﬂumiw 22 lunan @ ama A nawm’lmuﬂs I
pungalnsandunumnn 10 teanss 2 Lmﬂ;fra;»%mm 1atlin 3 a7z e lama e Suad-
amﬂTﬂ'smenﬂﬁ mnmsuﬂﬁ’kﬁmswmaﬁrﬁmﬁ'ﬂmumﬁw{mnm'zm (GERPTE T ITRERY
degalunardan, nmmﬁmmuﬂuﬂmmmaﬂ‘luwmam ua.muvﬂmﬁﬂmmqnﬂwi"wnquu
muﬁuﬂaam’luwmﬁmq‘im) Tﬂﬂlﬁﬂsttnsuﬂaummaf CSTJRIP wun mmsmma%‘lusnmﬂ
VERERIGIL R Wb a1 5 "Luummumnmmuamauuﬂmﬂ;ywnanﬂws ﬂummvﬁauu 95%
uamnmvmmsu’lv\mmﬁuua’lusnmmmmzmnum'lutﬂaamﬂmua Uimru'uaamiﬂﬂ%um
L‘Ihdsnn‘m mitaan'Tﬂﬁué’uwwﬁﬂmmuﬂﬂ'ﬂamm oA, A AR Luamiﬂumuunuwamm%
81wy (v'nsu i) NeTon i 103.23 , '106.35 War 111.35 % a1y N1 InAdauM
w1310 $718 1001 3fn luneaanaada uas Tus anaemt s 607 lawu 2 15th0 1 adaiuSiuas iy
@iy (P 0.05)

mﬁ’maumm{ﬂaqmuﬂﬂ‘na"lwian%uﬂumm‘maﬁmfﬂﬂmmmmwaawumﬂﬂnaqmm
wumiﬂﬂ%u Ll.ﬂ"ﬂ’l‘i‘ZJ‘lﬂH’]I.LUUQﬂuﬂ'lﬁﬂ‘falmU'Vlu\l aﬂﬂmmwzmmig}ﬂ%umumsman
1.19-1.82  dathlan ﬂ?mmuﬂuﬂmmgaf'm‘luwmamﬁfh 2.60-2.75 lulasnsunaiadans
meluar 3.07-3.97 HTw wazmamaiedia 52.75-54.53 T

madw . NS, auiioroNdn J““’“'&’/@”j . 5= 2’ .. i ,,.P X""’J
aa

i 0REnssals NI suaz aaun auereondmiinm ...Q m‘&iaw% .. . Z .....

Unsdnm ... 2534 aunovootmlinmind Lo . ahegaftw



P I T O A RIS oyt v atig gty

SOUVANEE KITTISOPEE, POL.CAP. : COMPARATIVE BIOAVAILABILITY
OF PIROXICAM CAPSULES COMMERCIALLY AVAILABLE IN THAILAND.
THESIS ADVISOR : ASSO. PROF. UTHAI SUVANAKOOT. THESIS CO-
ADVISOR:ASS.PROF. SARINEE KRITTIYANUNT 124 pp.ISBN 974-581-509-8

Piroxicam 10 mg capsules commercially available in Thailand were
investigated in order to assess the bioequival?nc)e of the local manufactured brands
relatively to the innovator's product, Feldene!R), These capsules were evaluated
both in vitro and in vivo.

In vitro studies included weight variation, content of active ingredient,
content uniformity, disintegration time and dissolution profile. Results showed
that all brands met the requirements of B.P. 1988 and USP XXII, except
dissolution test, of which only three out of eight brands met the requirements
of USP XXII. Statistical comparisons fof disintegration time showed that two
brands were significantly different from ehe.innovator's product (p < 0.05), and
all brands were significantly different from the innovator's one for the
dissolution rate constants, z)p <=0.05)]

|

The comparativé bi a,,vailability of four brands of piroxicam capsules
including Feldene(R) | wj if ferencel in dissolution characteristics, were selected
to study in 24Thai healthy/male volunteers using an incomplete crossover design.

A single dose of two 10 piroxicam capsules was orally administered to

overnight fasted subjegts. /Plasma -piroxicam levels at predetermined time intervals
were assayed by HPLC. /Data nal}"siséby. CGSTRIP. computer program demonstrated
that there were no stagistically significant difference for the relevant pharmacokine-
tic parameters (C L nd AUC) jamong the four brands (p > 0.05). This
refered that the four bands were bioequivalent in terms of both rate and extent
of drug absorption. The 1 atived'bioa\ia'jngility of brands B, C and D with respect
to the innovator's product' (bfands A) were’103.23, 106.35 and 111.35%

respectively. No statistical correlation between the in vitro and the in vivo data

were observed. b 7

P -

The pharmécokinmics_QLpiLQxigﬁm_LglMé" oral administration of two
10 mg capsules wete/described by mean of a one-compartment open model with
first order absorption—and elimination. The absorption rate constants ranged from
1.19-1.82 hr -1. The peak plasma concentrations were in thr range of 2.60-2.75

mcg/ml and reached within 3.07-3.97 hr., and the biological half-life was about
52.75-54.53 hr.
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