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Table 1.

Effect of LAL lot on CSE,”RSE conversion.

4600 (n=7}

99-84-331
95-82-329 4000 (n=2)
99-07-352 5800 (n=2)
96~80-327 4700 (n=2)
99-31-375 4200 (n=3)
mean 4660 EU vial
SD  698.6
cY  14.99%

®SE lotk M-004 was used,

# CSE/RSE conversion using the Toxinometer was performed according to the FDA guideline®.

(e23TRt)

1, The United States Pharmacopeia 22th, p. 1453,
Pharmacopial Convention Inc., MD (198§) .

2, THIEM C BB, 18, 287 (1990)

3. Hochstein, H.D. et al : L. Biol Standardization,
11.251 (1983)

4, W+—HREBHEMNAM. B-11 (1983) .

5. RRMMAEREENRERTRE#EIT 0 S22 M J
A - 2 -, 0184, BEEA L 2 — = 4
= A WMHE, XX (1988)

6. Guidline on validation of the Limulus amebocyte
lysate test as an end-product endotoxin test for
human and animal parentearal drugs, biological
products, and medical devices  (1987) FDA.

KRB 833

LALO¥RME]| OFETT.



