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Acute Toxicity of CJ-50001 (rG-CSF) in Rats and Dogs
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ABSTRACT : The acute toxicity study of CJ-50001, a recombinant granulocyte-colony stimulating factor
(rG-CSF), was performed in Sprague Dawley (SD) rats and beagle dogs. CJ-50001 was administered up
to maximum dose 5,000 ug/kg (i.v.) and 10,000 ug/kg (p.o.) in SD rats and 5.000 ug/kg (i.v.) in beagle
dogs. In these experiments, there were no death and harmful clinical changes which were related to CJ-
50001. In conclusion, LD, of CJ-50001 is over 5.000 ug/kg. i.v. in SD rats and beagle dogs. and over

10,000 ug/kg, p.o. in SD rats.
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Table 1. Mortality of SD rats after single intravenous administration of CJ-50001

Hours after treatment

T treatment

Sex Dose (ug/kg) 1 2 3 4 5 &6 | 2' 3456 7 14 Final mortality

0 0o 0 0 0 0 0 000 0 0000 0/5

Male 50 0O 0 06 0 0 0 00000000 0/5

500 0 0 0o 0 0 0 00 000000 0/5

5,000 6 0 0 0 0 0 0 0 0 00 0 0/5

0 g 0 0 0 0 0 00000000 0/5

50 O 0 0 0 0 0 00 0 0 00 00 0/5

Female
500 0O 6 0 0 0 0 0 00 0 000 0/5
5,000 60 0 0 0 0 0 00000000 0/5
Table 2. Mortality of SD rats after single oral administration of CJ-50001

Sex Dose (ug/ke) 1Houzrs agtcr At‘rean?ent() X Daysgafter tre:ztmcr(l)t Final mortality

0 0O 0 0o 0 0 0 0O 0 0 0 0 0 0o 0/5

Male 100 0 0 0 0 0 0 0O 0 0 0 0 0 0 0/5

1,000 0 0 0 0 0 O o 0 0 0 0 0 0 0/5

10,000 0O 0 0 0 0 0 0 0O 0 0 0 o 0/5

0 0 0 0 0 0 0 0 0 0 0 0/5

100 0O 0 0 0 0 0 0 0 0 0 0 0 o 0/5

Female
1,000 0 0 0 0 0 0 0o 0 0 0 0 0 0 0/5
10,000 0 0 0 0 0 0 o 0 0 0 0 0 0 0/5
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Fig. 1. Body weight changes of SD male rats (n=5) after single in-
travenous administration of CJ-50001.
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Fig. 2. Body weight changes of SD female rats (n=5) after single in-
travenous administration of CJ-50001.
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Fig. 3. Body weight changes of SD male rats (n=5) after single
oral administration of CJ-50001.
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Fig. 4. Body weight changes of SD female rats (n=5) after single
oral administration of CJ-50001.
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Fig. 5. Body weight changes of beagle dogs (n=2) after single in-
travenous administration of CJ-50001.
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Table 3. Hematological values of beaglc dogs before and after single intravenous administration of CJ-50001

Group Male Female
Control 5,000 pg/kg Control 5,000 pg/kg
Parameter Before After Before After Before After Before After
WBC (10°/mm’) 12.5 10.7 10.6 16.3 9.9 8.8 10.5 15.6
Neutrophil (10°/mm’) 9.2 7.7 4.9 14.4 6.8 2.8 6.3 7.8
Lymphocyte (10"/mm’) 32 3.0 57 15 3.1 6.0 43 7.8
Eosinophil (10*/mm’) 0.05 0.0 0.0 0.2 0.0 0.0 0.0 0.0
RBC (10°/mm®) 8.5 7.6 74 77 8.0 7.4 7.8 73
Hb (g/dL) 19.7 16.6 17.3 17.4 17.8 16.4 17.1 16.0
Ht (%) 56.6 49.6 522 52.2 53.1 49.4 51.4 48.5
MCV (fl) 66.5 65.0 68.5 67.5 66.5 66.5 65.9 66.1
MCH (pg) 230 217 233 22.6 223 22.1 21.9 21.6
MCHC (g/dL) 345 33.4 34.0 33.4 335 33.2 333 327
PLT (10°/mm®) 261.5 3125 295.0 2435 290.0 223.0 311.5 2235
PT (sec) 10.0 10.0 10.5 10.0 10.0 10.0 9.5 9.5
PTT (sec) 14.5 145 15.0 15.0 14.5 15.0 15.0 14.5

Each value represets mean of 2 dogs.
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