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[ Abstract] Objective To compare the clinical efficacy and safety following the topical application of

pazufloxacin mesylate eye drops with levofloxacin eye drops ( LOFX) for bacterial conjunctivitis. =~ Methods A
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multicenter, randomized , investigator-masked , parallel-controlled clinical trial was performed. Five hundred and twenty
eyes of 520 patients with bacterial conjunctivitis were enrolled from March to October 2008 in seven ophthalmic
centers in China. The patients were randomized into trial group and control group in 3 : 1 ratio with the 390 eyes in the
trial group and 130 eyes in the control group. Pazufloxacin mesylate eye drops was topically used 4 times per day for
consecutively 7-14 days in the trial group,and levofloxacin eye drops was used in the same way in the control group.
Microbiological cultures for conjunctiva sac secretions and drug sensitive test were carried out before and at the end of
the administration of eye drops. The signs and symptoms were observed and scored before treatment and 0,3,7 and 14
days after treatment. The adverse events following the administration of the eye drops were evaluated and compared.
Results The intention to treat analysis (ITT) showed that the cure rate was 59. 38% in the trial group and 60. 47%
in the control group, with the effective rate 88.80% and 86.05% , respectively, with an insignificant difference
between the two groups (y* =0.12,P=0.72). The clinically evaluable analysis (CE) exhibited that the cure rates
were 63.48% in the trial group and 63. 87% in the control group, with the effective rate 92. 46% and 88.24% ,which
was not significantly different between them () =0.54,P=0.46). The modified-ITT analysis (mITT) showed that
the cure rates were 60. 57% in the trial group and 62. 07% in the control group,with the effective rate 90. 32% and
88.51% ,without significant difference between the two groups ( P>0.05). Based on microbiologically evaluable
analysis ( ME) , the clinical cure rates were 63.71% and 63.41% in the trial group and control group, and the
effective rates were 93.449% and 90. 24% ,respectively. There was no significantly difference between the both groups
(P>0.05). In the trial group and control group,the bacterial eradication rate was 89.42% and 90.80% based on
ITT,90.11% and 92.77% based on CE,respectively. There was no significant difference in incidences of adverse
events following the administration of the drug between the trial group and control group,including ocular tolerance,
burning sensation, pricking and itching (P=0.34). Conclusions The effectiveness and adverse response were
resemble between Pazufloxacin mesylate eye drops and LOFV following the topical application for bacterial
conjunctivitis , which indicate that Pazufloxacin mesylate eye drops is effective and safe.

[ Key words] Pazufloxacin mesylate eye drops; Conjunctivitis, bacterial; Multicenter randomized double-
blind controlled clinical trial; Treatment outcome; Safety
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SEAL 119 36(30.25) 68(57.14) 12(10.08)  3(2.52) 21(17.65) 59(49.58) 35(29.41) 4(3.36)  4(3.36) 44(36.97) 58(48.74) 13(10.92)
7 fi 20,24 1.0 0.97
P 0.81 0.30 0.33

. — ARl 25 1 0 i ZE K o
A BRE— 1 2 3 0 1 2 3 0 1 2 3
RBAL 345 10(2.90) 105(30.43) 177(51.30) 53(15.36) 0(0.00) 74(21.45) 204(59.13) 67(19.42) 64(18.55) 162(46.96) 103(29.86) 16(4. 64)
WAL 119 4(3.36)  48(40.34) 54(45.38) 13(10.92) 1(0.84) 19(15.97) 71(59.66) 28(23.53) 24(20.17) 63(52.94) 27(22.69) 5(4.20)
7 22,06 1.25 124
Pl 0. 04 0.21 0.21

T : CE I JR AT 2047 J5 28 (Wilcoxon BEAIS 56 )
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2.3 BHBERITIE I IRIT R

ITT Z3 A s i A 25 )5 55 0.3 .7 (14 RAEAR
PRAE B4 Y A2 16 43 51 0 8. 50 (4. 23 2. 31 F10.78 3R
I7 J5 RE R B4 B TR T 7. 73, % B B4 A
A5 AL 4K 8. 48 4. 30 2. 26 F10. 74, I8 Y7 J5 i R AKAE
SOTHETRET 7.74, MZi)E 14 d 504 5 X0 I
[a] BB AR A 59.38% , X HE 4] N 60. 47% iR 56 4
M RCR N 88.80% , X HELL Ky 86. 04% , 41 [] i A 5%
R EF LRI FENX(Z2=0.12,P=0.72), CE
TR IR 255 0.3 .7 (14 KB E SRR AE
ST BEAR A3 5 R 8. 53 4. 14 2. 11 F10. 56 3897 )5
i R ARAE B4 Y (E T I T 7. 97, % BEAH S 4 (8 725 4k
4351 8.51 4,21 2. 16 F1 0. 61,3447 i K AR AL 525>
K TFHET 7.90, HZJE 14 d iRIGH B EREGRN
63.48% (219/345) , % HEZH K 63.87% (76/119) ;i 5 41
IRIT AR N 92.46% X} B 21 Sy 88.24% A% 1E H >
R S 2L R) A A AR LR 25 R G GE T2 R L (=0, 54,
P=0.46) . RIS IAL S A MR AW 95% Ei5
[X_[&] ( confidence interval,, CI) Aj—2.20% ~ 10.65% , & ¥
i Se R AE 1A SR AE 4 5 HE 10% FI W, 2056 41 09 A %L
FIEL TXRAL (£ 8,9) o MITT 7 o 56 21 Fi ) i 40
TBYT 5 e AL Bk 60. 57% F162. 07% , 3645 30 %43 3]
4 90.32% F1 88. 51% ; ME I 715, 2 56 2H F % BR2H 36 97
JERE RSy B Ry 63.71% Fil 63. 41% , S A5 5 %43 5 Ky
93.44% H190. 24% , 2 S ¥ TG 124 L (¥ P>0.05)

x8 ITT o EHBEIRKITHESH[(n(%) ]

qan W e BH i BN BN
Wbdl 384 228(59.38) 113(29.43) 35( 9.11)  8(2.08)  341(88.80)
WAL 129 78(60.47) 33(25.58) 16(12.40)  2(1.55)  101(86.04)
71 0.12
P 0.72

T ITT 55 1) 20 M 7 %€ s Wilcoxon Rk 1 G 56

®9 CEAMBHBERKTHESN(n(%) ]

415 % 2308 A iz Jew BAHME
R4l 345 219(63.48) 100(28.99) 25( 7.25)  1(0.29)  319(92.46)
R4l 119 76(63.87) 29(24.37) 13(10.92)  1(0.84)  105(88.24)
ZH 0.54
Py 0. 46

{8« CE I R 7] 2347 J5 5 5 Wilcoxon B ANAG: 562

2.4 A 50T R A1 TR I R O

ITT 3 M 7, 1255 20 40 TR I R 2 89. 42% , X it
20k 90.80% ; CE 43 #7 b 7, i 35 4 20 1 3 BR SRk
90. 119% ,Xf HRA1H 92.77% o ALIERNL G 2 /> 20 4 14 i
BRE 2B G E R L (F10) , K54 5 X A S0

BRI 95% CI Jg-8.47% ~5.69% (ITT 43 47) &
=9.29% ~3.98% (CE 7)) , K4 1 /6 WA ) 47 303 e
2 3HE 10% FIWT XK 4L A RCRAE S T I

x10 KBRAESXMRAMEBRELR (0 (%) ]

ITT CE

2

e
R4l 29(10.58) 245(89.42) 274  26(9.89) 237(90.11) 263
SHER4L 8( 9.20) 79(90.80) 87  6(7.23) 77(92.77) 83
Xzfﬁ 0.15 0.82

P 0.70 0. 36

T ITT < RE 1R 4347 J5 58 5 CE < I R AT 4347 5 58 o K B

2.5 ZyYEe I

2AHBHEMA)E 3.7 .14 d IREA B (AL 45
MR BRI 52 Pk 58 K 8 R R IR ) BR AR E R T
Giit X (P>0.05) . 2 42 & H 251 5 AUIR
M T B s . A g i A R G514 7 4, =
il AEANRF 6 IR, (5 1.54% , % BAH KA
ANRFEMAF TR, 5 0.77% o 20052 HEBR 5056 T 2 1)
RGBS R EAN RN S IR, 5 1.28% , % R 4]
RERAERNRIN(F 1),

11 RAEAENRAFTREEERE (2(%)]

215 TR R BbE B RN it
N R | 385( 98.72) 5(1.28) 390
XiF B2 130(100. 00) 0(0.00) 130
P {H 0.34

7 : Fisher X i #E R vk

3 itie

B ER A ZR VD R 2 4 AU W B 2R 25 ), 2 — b
AR TR R, T BELA 2 B DNA 0 S AL i, 3 320 TR
Qe ORI A T 40, S B I TE I 2 2B, IR B R
P Ao FRER IA ZR VD B BT ST, A 2 A 2 [
IR 22 B 20 17 249 A B0 B9 T 1 A T, I A0 S RS
RIS 245 11 B B €00 46 4 Bk T B IV I 5 vl A0 DK R g 2K T 24
{1 A 2t A8 P TR 00 A — T, DU I AT . YRR
AR V0 A2 JC W A B0 A AN A 7 e, T 24 ) e ]
P B e R L T R R R BT TR BN o PR RR ) Bk
U BN o I - 5 B, O 5 R R R 28 AR Ak
A0 HoAb v T B 26 1Y 1/10

20 TR 9 5 8 R UL R R B L 25 T A
LERERITBIE) S% | 25 A4 W BEX A S o AT A 40 T
AR LA | B A5 IS, (EL 4 UL ) B0 T Sk 2 B2 A 4 BT
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Jii 46 % BR T L8 1ML R . Sheikh 257 X 2 9 40 B 1
28 IR A VA T B B AL OUE I PR AR 36 SC k4T meta 4347,
KB B VL TR S A — 2 1 1 R AR 10 ~ 14 d,
(EL S 522 TRt 70 201 e B, JR) 38 1o FH 0 2 25 IR 9 T 1 S
ol e BT W PREIR , 15 I A i 4 G R i R S
B oA L, 4 7 T 0 6 T g M S R TR 4 1 4
RS R A TC A BRI B MR o 4 T T
(934 7 T R 2 10 B R 2 BRI 4 10 52 06 3 0 7 4
R T A 20 R, T 24 W R 1 % AR
SE A0 R S TR A AL . T IR R v A i R
WAE )% RPN, T e P AT

AT AE T P 4D E T B TR 0 Bk v 2 ORI
T 40 VR 45 B 26 7 AR 22 R VEHEAT AL U £ o
O RS, B 55 7 KBTI A T E R
F AL AL T A P X, 7 s A A —
SEARFEME . AT 4 H2 IR RCT (T B RE A i,
FIABENLIN LR ¥, 07 T2, 2 T 5 I PR
T RS BT 45 S S, SR T PR TR O Bk v 2 i IR R
00 2 5 SR ) 2 TR 2 MR 1) o R 2 s 18 2% i
A ROR B 22 S TG 2 78 3, R0 4L 1 A 80k
TR . AT R 2 AN S5 AR A W)
H 2 T B R 2 S T T X iR e 4 i A RCR R
% F IRl

AW 2 AT R 2 MR E EIRG 14 d
MR =) B0 AN B 2 (A 4% MR 3 Tt 52 1 e 0 T o o S
MRRE 5t ) K A R 2 R 7 L. AR
B 2 AN E R R R E RS a5 A
R ZH B 6 iR BL S, i X B4 R 1 R B
T, T a R &, TR AT R AR O Bk v R
39 R B A A O, 8 TR A B 0D R BB E TR M A%
R A B, T 25 AN BT R
pH (H#EHIER] 4 ~5, — 26 i % 0] fE & A — & 19 MK
I T 76 S B v L A A AR B LA, R L Rt v bl
f9 72 48 JR Vb 2 3 R O 10 T R A RO R AR 1. 5% L M
pH {2 6 ~ 7, J Pk 7T Bl 2/ — 86 PR It P86 R

TR A2 1 H 00 T ek A IR R0 56 3 1 o 98 1 i

Pk P 1 B /0 1 R 3R T T 24 i LB 1) e 4
PRI 52 07 A PESE IRER A Y 2 —
FIE R S R W0 S 2 47 R )
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