- ( {3
AT lSeuLRaunT L 9odsr Tarn lus1enravosauadgat an W TusSa

nns i e ludsy inalng

mﬂ%ﬂ'Mlﬂmmlmmmmmm'

ELE b i b

W.@. 2535

ISBN 874=-581-181-5

o =1 °. Yoo o e ; ‘. ﬂ. b
YAINT UDIUUNAINYIREY ?ﬂﬁﬂﬂﬂ?ﬂﬂﬁﬁ?ﬂﬂﬁaﬂ

018702

H’Mnr«ﬁa,ﬁ



COMPARATIVE BIOAVAILABILITY OF GEMFIBROZIL CAPSULES

COMMERCIALLY AVAILABLE IN THAILAND

s e UEINENINGIDS.. o s
N TR oot o ar T

Graduate School

Chulalongkorn University
1992

ISBN 974=581-181-5



o

S % . S 3 T
~ 1»9:? * > - 3

.é)’i ‘1 . - -: . g

: 3 -, s

; ’ : ‘rf” . i?iﬁx -
& : . 2% = 1 uﬁ‘;
37 S - : o s 3
- oF; 32 v £ 2

Tpagggﬂxigge gomparatﬂve Bioevsilahﬁﬂity of Gemfibrozjl

qusules Commerc!ally Aveilable in Tﬁﬁ}land

-

Hias Ritenareka Yamasmit

L SR AN »
‘Department = - Pharmacy
‘Thesis Advisor Assoeiate Professor Uthai Suvanaskoot, Ph.D.
& -
Accepted by the Chulelongkorn .

&
]

3

-

® 000 000 0

(Professor

Thesis Committee

'uu

\

pakor‘n, M. Engo

it 91 T e

(Associdte Professor Uthai Suvanakoot, Ph D.)

M@ﬂwmwmaﬂ

Member

(Associate Professor Duangchit Panomvana Na Ayudhysa,

.8@??@@...@@%??@?{%4241. Member

(Assistent Professor Busba Chindavijék.

- 4

Ph.D.)

&

=
&, -
-
»
*
Ph.D.)
"
>



= Ew £ v oy a a ¢ A A A e e
WNWﬂuﬂUUUﬂﬂﬂﬁE]')Tlﬂ_)uwuﬁﬂ‘lﬂ‘luﬂiaUﬂ!mﬂ’)ulWﬂﬂ!!Nu!ﬂﬂ‘J

c3 75099 : (addnssulsInEUIRUALLARENSTNARLN

.

\3“‘“‘5\ fauisen  suzddla miLuﬂmmzmmsLaau‘svTaﬂu‘luﬂqmwaqmuﬂu-na
J
’T» ﬁ ”%\ LanlwTusdeidiamingluls s 2 ineIng (COMPARATIVE BIOAVAILABILITY OF

| GEMFIBROZIL CAPSULES COMMERCIALLY AVAILABLE IN THAILAND)
tu
i 7 mmmwﬂinm : 36.A5. @iE §I33ang, 103 wi. ISBN 974-581-181-5

n1sUseLunasualgatanlilusdaguin 300 Aadnsu nuamum’luﬂi sinllny
W 4 UTEN namsﬁnm‘lumaaﬂmaamﬂ muﬂumﬁaamnmw‘lﬂmms'mm;mnmuﬂ‘lu
United States Pharmacopoeia XXI r i’m’lia”ﬂ’lﬂﬂsl‘/l‘llﬁQH’luﬂﬂ?lﬂ‘luﬁ’]iauﬂ’lﬂ
ﬁa"mﬂﬂawz:aw‘luﬂu?laumwA Fauify
amquuﬂmﬂqmwanﬂ (p < 0.05)

a1 Yoo
AR LHANANGAUA 1.89 DY 8.78
RasAUfRULLY  AA1anI1aL
drun12a9usEm B lausnan
¥
n153nu1n15ta auTNTus%ﬂﬂsvw11uaﬂﬁ1ﬁuﬂiﬁﬂﬂ

Tna %quﬁwmwﬂ MU 12 ‘lua1mﬁuﬂﬁuuizmumuﬂum
tau“lem%a*num 300 Naan whdeta ¢ .,ﬂum‘luwmﬂuﬂﬂmﬁ HPLC ua'nn

¥ Qv tad

M 4 usn U A AN 0.05) ﬁaqmtaaﬂmwmﬂmuﬂaq
g1 lunandungega  uas _ ﬂamﬂuwmﬁmﬁ’unm’zxaqmuﬂu'ﬂa
vanlnTusZazacuitn o fuatngaiibsessdntefighoaesin 8 wes ¢ muﬂu'ﬂmw“lﬂus%a

PANUTIN D‘lnmwﬁuua‘luinnmmag . Q‘lulﬂmﬂsnﬂua"mmmmﬂ'mnnﬂﬂ%u

Lmas.,un"lvmtmu‘{amﬁ"lu n13t2aUse Tamidii i ﬁaqmuﬂuyamu"lﬂuﬁm'm
UMW B, C uaz D LTI IVBINUTTEN A 3R

ANRIN D - L’J

Lné’maumﬁm-ﬂaﬁuuﬂm}amu"lenﬂamminaﬁmn“lﬂm One compartment

open model uﬁqa W%}ww?w H(}ﬂi 09 1.80 ot .

ﬂﬂi’]li’]ﬂ\lﬂﬂﬂ\m’] ﬂﬂ'mﬂ’lﬂﬂiu'ﬂ'l’lxi 0 42 Q3 0. 51 ﬂa?T’JTJ»N uae ﬂ'lﬂi\li')ﬂ‘llﬂ\iﬂ’l’)ﬂvlﬂ

1*‘?%’]63@?15‘{14 NRIAINYAY

Tuaudumufiga dusznindayalunaaanans suazdayalusianig

A NUNDBOUAR ... 300%hesTT . HNENG
s Lnﬁ’ﬂﬂiilﬂ‘ixl'HH’llJ’lﬂllﬂ‘:}_{)é’t{i.ﬂ‘i‘iuﬂa'llﬂ MuNe¥o1TINUSNEN f’w ..... 6 d.&t% ......
Umsanw 2335 MuNdB 0 IENINHI)




~ -

VEAHETUUNAAUD 1N VS MU TN T O UA IS TG 31 1 06 )

€375099 : HOSPITAL AND CLINICAL PHARMACY
KEY WORD : BIOAVAILABILITY, GEMFIBROZIL, CAPSULES
RATANAREKA YAMASMIT : COMPARATIVE BIOAVAILABILITY OF GEMFIBROZIL
CAPSULES COMMERCIALLY AVAILABLE IN THAILAND. THESIS ADVISOR :
ASSOC. PROF. UTHAI SUVANAKOOT, Ph.D., 103 pp. ISBN 974-581-181-5

Four brands of gemfibrozil capsules commercially available in
Thailand were evaluated. In vitro studies indicated that all brands met the
requirement of the United States Pharmacopoeia XXII. The dissolution rate
constants gi all brands in phosphate buffer (pH 7.5 + 0.1) ranged from 1.89
to 8.78 hr . The value of brand A, which was the innovator’s product, was
statistically significant (p < 0.05) lower than those of brands C and D
except that of brand B.

The bioavailability of a.
studied in 12 Thai healthy male
capsules in a crossover design.

s of gemfibrozil capsules were
, a single dose of twe 300 mg
il concentrations were

3 pharmacokinetic parameters
revealed that there were no s . ificant difference (p > 0.05)
for the t values among the . » ‘ exc the C and AUC values of
brand A and those of brands were bioequivalent in
terms of both the rate and tion into general blood
circulation. The relative ct to brand A for brands

Pharmacokinetic of
compart@int open model.
1.80 hr ~. The eliminatior
~ biological half-life varied

well described by one
! ts ranged from 1.24 to
a%rom 0.42 to 0.51 hr ~. The

No statistical correlatign.( Y00 s found between the in vitro
and the in vivo data. -—— d
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c =  degree Celcius
mcg = microgram

mg = milligram

kg
mcl

ml

nm
mm
cm
min

hr

normal

ﬂumﬁﬂ‘ﬂi’ﬂmm
ammn ffatm’mm

AUC = area under the plasma drug concentration

versus time curve

K_ = absorption rate constant
K_. = elimination rate constant
Wi e  biological half-life

S. D = standard deviation
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