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Abstract

In this study, a bilayer tablet containing levocetirizine hydrochloride, an antihistamine, and diclofenac sodium, a
prostaglandin inhibitor, were prepared and evaluated. Levocetirizine hydrochloride was formulated as a mixture, while
diclofenac sodium was formulated as granules for compression. The physical properties of the bilayer tablets and the
drug release rates were evaluated. Considering the compressibility and drug release rates, it was found that the
appropriate concentrations of HPMC 2910 4000 cps and HPMC 2910 10000 cps in the granules of diclofenac sodium
were approximately 18% and 27%, respectively. Therefore, these formulations were selected as the final compositions,
and further comparative release tests with a reference product are planned for future studies.

o A oMol 1% gl ox

o2

A B AE 22 FAkA (Levocetirizine Hydrochloride, LVC)
2 S-oldH A9} R-olAA Edd AERA JAkd

(Cetirizine Hydrochloride)ol| 4] R-o]/d & A1k &
8| 2~EP 1(HD &AW Ak &0l 9
o] HI &4 &Ad3tE WAgo=zH v &
Aol a3} Q1 ofgrou} i)

tZ 2914 Y EFDiclofenac sodium, DCS)S #HLolAE
AP FEA 2 vzHEC = FHSA(NSAIDs)olth
NSAIDsE = 22Elg @ (Prostagland, PG) A4S 93}
T B8 A EESAIAVA COX-1 % COX-25 A%
og2x 55 9 958 d3ete g4s Il

W ArelA= R Y R A el A st

- 749 -



20249 Fd=der ey £ dEdieEdd

2.1 Aok & 717
B Ao A AF83F Levocetirizine hydrochloride:
HL Genomics(Gyeonggi—do, South Korea),
Huons(Gyeonggi—do,
South Korea)oll ] &5 Wrol AR&-3F3ATh o] 9o &= u
AQAEZ 22 102, ¥ E 100 SD, 3l =F5A 224
HeEAEZ Q2 2910 4,000 cpset 10,000 cps, 74 &F
FolAbshat &, vkl ZH oL o] E & Al Aol A
|5t aL, 71k Ao 2 SR e BT AT Al oke S
A}%o}‘iiﬂ}. HPLC 41 #Hl= Ultimate 3000
HPLC(Thermo Fisher Scientific, MA, USA)E A
3k o, UV/Vis BR3P A= Analytik
Jena(Germany)2] Specord-200-plus = E& A}-&3}
Ao, {=A¥7|=  Hanson®  Elite 8™
Dissolution Testers AH&3tdth A A&+ 8 mm
HAgAXE AL-g3Fe] Ichihashi SeikiAH(Kyoto, Japan)
o] B} 7| (Handtap 200)E ©]-&3te] st

Diclofenac  sodium U&=

2.2 HPLC ¥4 =3
ARAE Gags OFRey YEFS %)
o] B Aol o m= LVCQJ 4% pH 1.2, pH 4.0, pH 6.8
L£ZE9S DCSY AL pH 1.2¢ pH 4.00] Tween 80
S A7 £E93, pH 68 &9 A&
UV-Vis 2R2EAZ S8 74 obge 5 I
S B4 ggow gtk HPLC B44 238
C18(Aegispak, 4.6x250, 5 m, Young Jin Biochrom)<

183 ﬁi—L <% 1.0 mL/min, 24 &% 25+2C, F+

J

O

PFE 20 pL= sk 7] HPLC Al =8 o] 83}
we ) Mi—g— QAT Y wE A9 e 33 W
slel M + SDE sz dsA T

23 HEAEYD A9 sy gEF=294d JERF
3G o]=AHol Az L HU}

o] 549 A% LVCe DCS o] 54 <
LVC, DCS #fdaFe]l Al 14el fFe =5 LVCY
A5 A4 Esta, DCSY 49 54 FHES AL
ske] HPMC®] & ghako] oF 27%¢<l A
4% BE 9tk HE 3= 4HELS 474 A

ZFalo] LVCS DCS =02 EF4 st

A7, 57 3 AE SA A" 24EE e

& o|&sto]l A A
o AF (n=6)s ST F, Huo] A& AHE
stol Ao FAE S FAE ST AA
= A= FA7] (T Tablet hardness tester,

Optech, Canada)& ©| &3l HAX S ZFA4sAh

o
o ©

nhER S ek ARk o] AA vpER A
3 8ol wpEf vl&% 4 7](CS-4 Tablet Friability
Tester, Minhua Pharmaceutical Machinery,
Shanghai, China)& ©]-§3lo] zl8)sto] GA| 7} 43¢
1003] Hstste s dgE 717]e BAE ¥ A4
stE nh F mhdE AAe] des F4staL, oo

A2k

of wheb ghs eklvh

(Wy— W)
nhE (%) = x 100 (%)
W,
Wy = s =34 A AAlol A
W, = vl 54 & AAlo FA

(A5 iwo}aﬂ
3 2“%‘4
0 rpmgi &S

e WY o3t v}

o fr
a1

32 dEAEYI At g2

‘GLO 0]27@_/] zﬂz g; 337]-

4L
<
(m
i

- 750 -



Y

A, B A< &
¢k DCS o] 57l
A AAe] =43 B

o:
S

oo 1o Lo -

U HAe] e e AES 5EE ] AlxE
okl 7lol Zuk A9l pH 1.2001A4 o w2 o= 9]
$%% HolE BE A% 2402 AP
4. 1#Z 9 A&

AT s dEAEd Aads dE2ey
JEFS ol §3te] 53¢ Fwa WA 5 &
Ao Al EFol He o= olsAHE s
gla 7+ oFEo] B MAgeta oFEo EiE)
HHd=s ol AAE st A =4S Ml
Grkstel zAol AR A% AA 242 HPHR
o 2 ol3del A4S B BeesEg w4 9
= Aoz 7IgHEY, dA AEsE fsiAs 5
Zofrte] mlw &£& At dad Qo A,
. Mean Thickness Hardness Friability

Formulation weight (mg) (mm) (N) %)

A 252.35+0.02 4.64+035 45.67+1.15 0.29

B 25411129  4.60+0.01 48.67+2.31 0.45
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Table 1. Results of tablet mean weight, Thickness, Hardness, Friability of
evaluated formulations.
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Fig. 1. HPLC chromatogram of Levocetirizine(A) and HPLC chart
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Fig. 2. Release profiles of Levocetirizine Hydrochloride from the A and the B.
(A) in pH 1.2 (B) in pH 4.0 (C) in pH 6.8. Mean values (£SD.) for each rates were represented on the graph (@: Formulation A, O:
Formulation B; n=6, mean+SD).
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Fig. 3. Release profiles of Diclofe(nz;c sodium from the A and the B. -
(A) in pH 1.2 with Tween 80 (B) in pH 4.0 with Tween 80 (C) in pH 6.8. Mean values (+SD.) for each rates were represented on the
graph (@: Formulation A, O: Formulation B; n=6, mean+SD).
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