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Experimental Study on Mydriatic Effect of Tropicamide Phenylephrine Eye Drops Without
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Preservative on Rabbits
ZHANG Zhigang ,ZHAO Yin,SHENG Xiaoli, WU Wenjuan,ZHENG Wet
(Com — Visionary <Hainan> Pharmaceutical Co. ,Ltd. ,Chengmai,Hainan,China 571900)

Abstract: Objective To investigate the mydriatic effect of Tropicamide Phenylephrine Eye Drops without preservative on
experimental rabbits. Methods Thirty experimental rabbits were selected and randomly divided into the blank control group (equal
volume of 0.9% Sodium Chloride Injection) , the reference preparation group [reference preparation (specification: 10 ml per
bottle) , 50 wL],the test preparation group [commercial test preparation (without preservative, specification:0.4 mL per bottle) ,
50 pL],with 10 rabbits in each group. The experimental rabbits in each group were given corresponding drug or 0.9% Sodium
Chloride Injection once. Before and after administration of 0.25,0.5,1,2,4,8,12,24 h,the maximum diameter of the pupils in both
eyes of the experimental rabbits was measured,the difference in maximum diameter before and after administration was calculated;
the positive (0°,90°) and oblique (45°,135°) axial diameters of both eyes were measured,and the pupil area of the experimental
rabbits was calculated. Results Compared with those in the blank control group,the difference in maximum pupil diameter in the
test and the reference preparation groups at all time points except 24 h after administration significantly increased,the pupil area
in the reference preparation group at all time points and in the test preparation group at all time points except 24 h after
administration significantly increased (P < 0.05 or P < 0.01). The difference in the maximum pupil diameter and pupil area in
the test preparation group at all time points after administration were similar to those in the reference preparation group (P > 0.05).
Conclusion The test and reference Tropicamide Phenylephrine Eye Drops have similar mydriatic effects on experimental rabbits.
Key words: Tropicamide Phenylephrine Eye Drops; mydriasis; experimental rabbit; reference preparation;test preparation; preservative;
pupil diameter;pupil area
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Tab.1 Comparison of difference in maximum pupil diameter

and pupil area in each group (X = s,n = 20)

BHg BARKARZ (nm) B @A (mm’)

RS FadBA ARHAL 2HAAL TodRA AwHHA EANA
0h 2.9+3.9 20.7+25 202.3+28
0.25h  0.0£0.8 2.6£0.9" 24+0.7" 22.5+4.3 45.8+4.8" 43.5:5.0"
0.5h  0.1£0.6 2.8x0.8" 27+0.7" 223443 47.0£6.8" 44.6+5.6"
1h 0.2+40.8 3.5+0.8" 3.3+1.0° 22.7+35 53.0+7.6" 48.4+6.8"
2h 0.3£0.7  2.8+0.9" 3.0£1.2° 23.1+41 46.1£8.9" 47.4+8.9"
4h 0.2+¢0.5 26+0.7" 2.5:0.8" 22333 43.8:7.2" 44.0+6.3"
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Fig.1 Pupils of experimental rabbits
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