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ABSTRACT — According to the Established Regulations of National Institute of Safety Research,
the skin-irritation test of BST-SR (Lucky Ltd.) was performed for seven days in New Zealand
White Rabbits. During treatment periods no significant clinical symptom was observed. Signifi-
cant changes such as erythema, scar tissue and edema were not shown on the applicating sites.
According to Primary Irritation Index of Draize, skin irritation rate was assessed as “Zero”.

The eye irritation of BST-SR (Lucky Ltd.) was examined in nine New Zealand White rabbits,
based on the Established Regulation of National Institute of Safety Research. 0.1 m/ of test
material was dropped on right eye, and after 20~30 seconds, three rabbits’ eyes were cleaned
with warm saline for 1 minute. Other six rabbits’ eyes were left uncleaned. The untreated left
eyes were negative control. The lesions of cornea, iris and conjuntiva were assessed by the
Grade table (from the Regulation of National Institute of Safety Research), and it is concluded
that BST-SR has no eye-irritation.
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<2 Mild irritating
2~5 Moderate irritating
>5 Severe irritating

*P.LL: Primary Irritation Index
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Table 1. Mortality and clinical signs

No. of Clinical signs  Mortality
animal examined
Male 6 NAD* 0/6
*NAD: No abnormalities detected.
Table 2. Mortality and clinical signs
Animal Clinical sign
Sex N
0. 0 1 2 3 4 5 6 7(day
Male 1 - - - - - = = —
2 — — _ —_ —_ —_ — _
3 — — _ — — — _— p—
4 _— —_— - - _ — — —_
5 _ — — _ —_ — — —_
6 —_ — _— —_— —_ —_ — —
—: normal

Table 3. Body weight changes after applying bovine
somatotrophine-sustained release (BST-SR)

during seven days (unit: g)
. . Day of application
Sex Animal No. Ch
“70 day 7 day anges

Male 1 2250 2300 50

2 2050 2150 100

3 2150 2200 50

4 2050 2150 100

5 2050 2100 50

6 2100 2150 50
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Table 4. Results of skin reaction

175

Sites Control site Test site

Change Erythema & Eschar Edema Erythema & Eschar Edema

Phage 1 24 48 72 168 1 24 48 72 168 1 24 48 72 168 1 24 48 72 168

Ani. No Sec

1 male 6 0 0o 0 0 0 0 0 0 0 0 O O O O O O O 0 O
2 male 6 06 6 0 0 60600 0 0 0O O0OTOCO0OODO0OUO O O O
3 male 6 6 0o 0 06 0 0 0 0 0 0 0 0 O 0 0O O0 O0 0 O
4 male o 06 6 0 0 0 0 0 0 0 0 0O O O O O O O o0 O
5 male o 0 o 6 0 0 0 0 0 0 0 0 0O O O O O O 0 O
6 male o 0 0o 0 0 0 0 0 0 0 0 0 0 O O O O O 0 O
Total Score o 06 0 0 6 0 0 0 0 0 0 0 0 O 0 O 0 0 0 O
Mean Score 0o 0 6 0 0 0 0 0O 0 0 0 O 0 O 0 O 0 O 0 O

PLL* 0 0

*P.LIL: Primary Irritation Index, Sum of Mean Score/5

Table 5. Autopsy findings of individual rabbit after
applying BST-SR

Sex Animal No.

Male 1

Findings
NAD*
NAD
NAD
NAD
NAD
NAD

D W

*NAD: No abnormalities detected

Table 6. Autopsy findings of rabbits after applying

BST-SR
Sex _ No. of - Clinical signs
animal examined
Male 6 NAD*

*NAD: No abnormalities detected.
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Table 7. Eye irritation test-Newzealand white rabbits

K S Kang K C. Choi D. J. Shin, H. O. Kim. J J Cho and Y. S Lee

Rabbit - days Total
Group No. Sex Tissue Scores 1 > 3 1 7 Score
Cornea AXBX5 0 0 0 0 0 0/80

1 M Iris AX5 0 0 0 0 0 0/10
Conjunctiva (A+B+C)X2 0 0 0 0 0 0/20

Cornea AXBX5 0 0 0 0 0 0/80

1 2 M Iris AX5 0 0 0 0 0 0/10
Conjunctiva (A+B+C)X2 0 0 0 0 0 0/20

Cornea AXBX5 0 0 0 0 0 0/80

3 F Iris AX5 0 0 0 0 0 0/10
Conjunctiva (A+B+C)yXx2 1+0+0)x2=2 0 0 0 0 2/20

Cornea AXBX5 0 0 0 0 0 0/80

4 M Iris AX5 0 0 0 0 0 0/10
Conjunctiva (A+B+C)X2 0 0 0 0 0 0/20

Cornea AXBX5 0 0 0 0 0 0/80

5 M Iris AX5 0 0 0 0 0 0/10
Conjunctiva (A+B+C)X2 0 0 0 0 0 0/20

Cornea AXBX5 0 0 0 0 0 0/80

6 F Iris AX5 0 0 0 0 0 0/10

) Conjunctiva (A+B+C)x2 0 0 0 0 0 0/20
Cornea AXBX5 0 0 0 0 0 0/80

7 M lris AX5 0 0 0 0 0 0/10
Conjunctiva (A+B+()X2 0 0 0 0 0 0/20

Cornea AXBX5 0 0 0 0 0 0/80

8 M Iris AX5 0 0 0 0 0 0/10
Conjunctiva (A+B+C)X2 1+0+0)x2=2 0 0 0 0 0/20

Cornea AXBX5 0 0 0 0 0 0/80

9 F Iris AX5 0 0 0 0 0 0/10
Conjunctiva (A+B+(C)X2 0 0 0 0 0 0/20

Table 3ellAe} o] =¥ 13} AFE(PILLE A
23 A7 Draize, et al, 1944) “0" 02X %o
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A 1 2 3 Substance Act. Chapter I Title 16. Code of Fed-
ral Regulations(1979).
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