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4.2 SAAAEMER RITAAE JAEC IR RAE R
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WE T 70% LI bR A RO IR MR AE U, B
G A E A B AR 4 . TR I RAEAR TE B B 2k
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EAEREREOR,
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Studies on ofloxacin gargle preparation and its stability
YANG Zhong-dong, Xiao Hua ( Department of Pharmacy , Fuzhou General Hospital , Nanjin Military Command, Fuzhou 350025, China)

ABSTRACT Ohjective: To prepare ofloxacin gargle and observe its stability. Methods: Referring to relative lLiterature, the formula

and preparing procedure of ofloxacin gargle were established, the stahility of the gargle was observed by using initial average rate meth-

od. Results: The linear relationship was good in the initial average rate method. The expective effective time at room temperature

(t.9) was was more than 310 days. Ofloxaciné recycle rate was 99.6% . Conclusion; The preparation has good stability ,and can be

used as clinical therapeutic medicine.

KEY WORDS ofloxacin ; gargle ; stability

ERY B (ofloxacin) X 4 F R, AWK LT
ZRLHAKIE 3 R BRI, R R EAHE
WL UL TE R, B RIE R, T2/ N AT
BEZENIGYARENFER. HEA LR,
THE R 01 R W RS B 6 P, BRI, AR A — AR e )
L, ESRKRTE, U SWFIaE LR E 57T E AN
P, BB T S B O, JEH 2 R il 2
TZ REFERENT,

1 SFHFH&E

1.1 &% EFVE3 05, BFEZEEO. 3g 7,
fii %G 4. OmL, BEXE 48R 0. 2, VKBS ER 0. 8mL, 281 /K fn
% 1 000mlL,

1.2 ##eess &' BUEM I SOmL, i1 90% Z,
B2y 400mL ffFHE AR, 3B AL, B UEES B A0 90% Z BE

% 500mL HATEIE

1.3 BokeH & BUEE/KY 800mL, ¥ 5 I
0. 8mL JKEERR™ , A K AP FEE A B R BB
fif, ABEHEZEEET 4. omL" HATEE o, FEAWTBE
FTFIA EREHA, BN G it P e, ot
8, EIERS EHNAZEIEKAERR 1 000ml 5T EIfE,

2 FEHES

2.1 M3k ARFERECEHRK

2.2 %5 #2005 AR EZER) 3D g
BB EFTUF Zhr AT SR ME,
2.3 &ERE

2.3.1 (UFH5RZ  EIMOLRETH (B UV -
2501(PC)S) ERV EArES (T EAWH QT
Bt) VER D BB T W (AR By B, ¥k B 0. 003g/
mL) ,

2.3.2 [AMSTERBHH S BERRZL 105CF
BREEENERYEXNHEEY 12 mg, B 100mL £
e, NERAR (0. 1mol/L) 3& B , RIB(E MRS , FH£h
B0 lmol/L) MEZE, 8245, B H BN 5ul, B
100mL R, IFRIBK B ZIE 1850, BN1E,

2.3.3 FAMEXTEMAIHIS RS LR R R
YRV, BB EBUZW 0. 2 mL B 100mL B, fnh
B2(0.1 mol/L) ZZIBE, BEJENFS

2.3.4 MHEAMHHE BERBEHASE 0.2 mL
& 100mL B, L AL (0. 1 mol/L) Z 2, #2
=], B8

2.3.5 EHPRIKOEIE LIO. Imo/L HBR AT H,
BXRA L BA o B8 5 TR B K VR FE 200 ~ 400nm K78
BIAXT L3R 3 FhE W4 RIS AT R, PR IR E
(293 +1) nm &b B KWW, i BA 14 X A8 e Bt Ab
TEMRWL, B #E 293 nm Al E K o

1.000

0.800

N2~

200.0 250.0 300.0 350.0 400.0
¥K (nm)

B SR AR R iR R s R S R e P
1 -0 52 - BAIMEXT BB 4H ;3 — PR AR A

—

2.3.6 frMERIZKAIME B ERESTE G 2mg,
& 100mL B4, 0. Imol/L IS MBI E
7. BRI 0.8.1.0.2.0.3.0.4.0.5. 0mL, 4 5|
B SomL B, in 0. Imol/L BB EXIE, 24,
PATE I %8 1, 76 293nm I KA 8 R BE, 2241
WRICRE (A) M ¥ B (C) bRkl 2%, KRBT 52
H:C =10.843 A-0.0397,r= 0.999 9, #EEE
WA SRR AR TE 2 ~ 12pg/mL YR EEFE N, TR R BE S5 3k
BEMXRRY., %182 Fik,
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F1 EELCERABER
1 2 3 4 5 6
R UL 0.178 0.229 0.449 0.663 0.886 1.114
W (pg/ml) 1.92 2.4 4.8 7.2 9.6 12

0 0.2 0.4 0.8 1 12

iR
B2 SRR mLE

2.3.7 BSNE HERHASO0.2mL, B 100mL
BT, 0. Imol/L EEFRAF B E IR, 3857, LI
hEE, Bas Bl e mosE, Bk
293nm, #ARE C = 10. 8434 ~0.039 7 3+ 8& . # &
EEMELERNE?2,

R2 RRIBNELERE

2 R i W (pg/ml) B (%)
20000223 0.549 0 5.913 1 98.6
20000227 0.575 8 6.203 7 103.4
20000301 0.566 5 6.142 6 102.4
20000305 0.5720 6.162 5 102.8
20000310 0.569 0 6.130 0 102.2

A A HEY BN RN E# 90.0% ~110.0% .

2.3.8 [ECRIE BT L BIEC R S A Al
B A RWET T ZREBAE, T R R, &
RIF3,

3 BRUERTEROBLFERENESR (n=5)

BAR(g) WBE(g) FEWER FHEWES  RSD
0.304 8 0.3005 98.6
0.297 6 0.292 6 98.3
0.3079 0.309 2 100. 4 99.5 2.0
0.301 2 0.3019 100.3
0.299 8 0.299 0 99.7

2.3.9 REMHEE XHAwHEE", e ik
B, 45 5% SmL ¥k O, 2 5B F 60.65,70.75.80,
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BT R &IE RN, R RSB E T
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°
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)

R4 SEPEROBAMASHESRETLR

He IR (C) A1 () FRFRER) Voi o - gy logVoi
1 85 7 96.248 7 0.5359 -0.2709
2 80 8 97.616 6 0.2929 -0.5259
3 75 9 98.180 9 0.202 1 -0.694 4
4 70 10 98.3529 0.164 7 -0.783 3
5 65 11 98.941 2 0.096 2 -1.016 8
6 60 12 99.398 8 0.050 0 -1.3010

FE:C, HIMIART Y SERRURE , C, NS B SERRIREE 1 o tEIEANE At . L JogVoi 3t 1/T x 10° R , 18 3 J7 %2 :logVoi = —46 580.2 x 1/T
+12.489 1, r=0.990 8,3 K KL% {LAE E = 87.697 Tk)/mol, B E XM 150 =310d,
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PP, A SOR R B BRI IS AR I, ANOLREN T
wEw B8, BRS T RARITE S, &8 — 2/
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e RAMAET B, ERID B XM M 5 2R
SRR TRAHPIE G, ME, Ok
B ZBREAFHSTFARENRSRE, B, a8 Y



288

Journal of Pharmacentical Practice Vol. 24 2006 No.5

B DB AT T B 5 R 98 A0 5 JA 4 S B i PR
AT, BT LES O A D AL B 25, ]
LAHE) A o

&% 30k :

(1]

f2]

g A\RILAETARSGEUS. P EHEBRFRPGES]. X
FEREBEH AR, 1989.85.

e, AR R BRI S EMEGE )] EREHER,
1998 9(5) :33.

(4]

[5]
(6]

A ARCAE BARAEE. F E E 5 R (2§
R[S %2 M. b3 . p EEZGRE I ARAE 1994243
B BAE AYREETN A EIM] b ARTAES
R4, 1984 ,76.
drE 25 88 2005 f . —#R[S]. 2005 :605
ZHR OB EAL EEWENIEREARTS]. pE%¥E
7= ,1996,31(9) ;558.

R B &9 :2006 - 02 -29

(k3% 263 W)

[19]

[20]

(21]

[22]

[23]

[25]

[26]

[27]

(28]

[29]

[30]

[31]

Yorishige 1, Aisuko N, Takafumi I,et al. A novel methylthio me-
tabolite of s-triazolo[ 3 ,4-a] phthalazine, a lead compound for the
development of antianxiety drugs, in rats[ J]. Life Sci. 2003,74
(1):29.

Berman J, Halin K, Adkison K, et al. Stmultaneous pharmacoki-
netics screening of a mixture of compounds in the dog using API
LC/MS/MS analysis for increased throughont{ J]. J Med Chem,
1997,40(6) :827.

Frick LW, Adkison KK, Wells-Knecht KJ, et al. Cassette do-
sing: rapid in vivo assessment of pharmacokinetics[J]. Pharm
Sci Technol Today, 1998,1(1):12.

Lee J, Joseph ET, Patricia EN. ef al. Simultaneous estimation of
pharmacokinetic properties in mice of three anti-tubercular etham-
butol analogs obtained from combinatorial lead optimization[J]. J
Pharm Biomed Anal. 2005,37(4):793.

Rajanikanth M, Gupta RC. LC fluorescence method for multiple
synthetic compounds to rapidly create in vivo pharmacokinetic da-
tabase utilizing’ N-in-One’ dosing[ J]. J Pharm Biomed Anal.
2001,26(4) :519.

Tong XS, Wang JY, Zheng S, et al. High-throughput pharmaco-
kinetics screen of VLA4 antagonists by LC/MS/MS coupled with
automated solid-phase extraction sample preparation[ J]. J Pharm
Biomed Anal. 2004,35(5) :867.

Ohkawa T, Ishida Y, Kanaoka E, et al. A new generic column
switching system for quantitation in cassette dosing using LC/MS/
MS[J]. ) Pharm Biomed Anal. 2003,31(6) :1089.

Mallis LM. , Sarkahian AB, Harris HA, et al. Delermination of
rat oral bioavailability of soy-derived phytoestrogens using an au-
tomated on-column extraction procedure and electrospray tandem
mass spectrometry[ J]. J Chromatogr B. 2003,796(1) .71.
Huang R, Qian M, Chen S, et al. Effective strategies for the de-
velopment of specific, sensitive and rapid multiple-component as-
says for cassette dosing pharmacokinetic screening[J]. Inter J
Mass Spectron. 2004 ,238(2) :131.

Manitpisitkul P, White RE. Whatever happened to cassette-do-
sing pharmacokinetics[ J]. Drug Discov Today, 2004,15(9)
652,

A, BN . BZYRKRECEERT]. hE
Z4E . 2002,37(9) :650.

e, BB, B 9. Caco2 MR B HAERYRIK AL
BRI ThESRAR AR . 2002,19(2) :88.

Kramer SD. Absorption prediction from physicochemical parame-

[32]

[33]

[34]

[35]

[36]

[37]

[38]

(39]

[40]

[41]
[42]

[43]

[44]

[45]

[46]

ters[ J]. Pharm Sci Technol Today. 1999,9(2):373.
Camenisch G, Folkers G, Van de Waterbeeme H. Shape of
membrane permeability-lipophilicity curves: extension of theoreti-
cal models with an aqueous pore pathway [ J]. Eur J Pharm Sci,
1998,6(4) :35.
EAFE, S, TS . EREYEAEH TR
Wk /NE R[], ik, 2001,29(10) (1135,
Beigi F, Goutschalk I, Lagerguist H, et al. !mmobilized liposome
and biomembrance partitioning chromatography of drugs for pre-
diction of drug transport[ J]. Int J Pharm, 1998,164(1 -2) .
129.
Allen RH, Robert AC, Philip SB. Caco-2 cell monolayers as a
model for drug transport across the intestinal mucosal J]. Pharm
Res. 1990,7(9) :902.
Gan LL, Dhiren RT. Application of the Caco-2 model in the de-
sign and development of orally active drugs: elucidation of bio-
chemical and physical barriers posed by the intestinal epithelium
[J]. Adv Drug Deliv Rev, 1997,23(1) :77.
Mack JG, James EP. Prediction of dissolution-absorption relation
from a dissolution/Caco-2 system[ J]. Inter J Pharm. 1999,177
(2):117.
Wu XC, Whitfield LR, Stewart BH. Atorvastatin transport in the
Caco-2 cell model: contribution of p-Glycoprotein and the proton
monocarboxylic acid co-transporter [ J]. Pharm Res, 2000, 17
(2):209.
REH. MAAYHELEIM]. L. PEEHBEHR
#1,2001.622.
RAEAY, KR . FFAUR AN AR PASO FRFTER(T].
AFSIRRZGTE . 2002,13(5) :334.
B . AYUARE(M]. TV, BRI ARG 2004 .80,
Liempd SM, Kool J, Reinen J, et al. Development and valida-
tion of a microsomal online cytochrome P450 bioreactor coupled to
solid-phase extraction and reversed-phase liquid chromatography
[J]. J Chromatogr A. 2005,1075(1 -2} .205.

B RAYWEISTH(M]. BE: SZFEERFH
Ri L ,2003 :50.
R, RN, RS . i E R P A SR R HE
AR (1] PEBHZRE. 2002,27(8) 568
FHE, R, KGR, PAREMLEREFAERI].
FREZE . 2000,31(9) :641.
E OB X%, E B BHEETASEY Rel wfUs
A ARITLT]. REPZNE . 2001,26(3) 188

1or % H 9 : 2006 - 01 - 30



