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5.1 Guideline on Validation of the Limulus Amebocyte Lysate Test as an
End-Product Endotoxin Test for Human and Animal Parenteral Drugs,
Biological Products, and Medical Devices. U.S. Department of Health and
Human Services, Public Health Service, Food and Drug Administration,
December 1987.

5.2  Bacterial Endotoxins Test, USP 85, 2012, U.S. Pharmacopeial Convention, Inc,,

Rockville, MD. .

6. FlERIARTIGTE
ABRAIER 18
AR - BIREIE 38

IEXERE : 2 8

ACE

Biolabs

ACE BIOLABS CO., LTD. www.acebiolab.com
6F., No 68, Qingsheng 2nd St., Dayuan Dist., Taoyuan City33743, Taiwan.



a
A‘ E Technical support: order@acebiolab.com ﬁit %ER o

i Phone: 886-3-2870051
Biolabs B E/AE 8 E

7. EtE%E

ZRLEN B

ZrREE st

Nt
B
ox
i
ok
H
a8
\

/

HER -

ABRiEEENE  MEEYRRARAT

At - AEHAKEEBRSF 1 68 5% 6 128

48 E85E © +886-3-2870051 {HH : +886-3-2871151

ABRERA

HER -

ACE

Biolabs

ACE BIOLABS CO., LTD. www.acebiolab.com
6F., No 68, Qingsheng 2nd St., Dayuan Dist., Taoyuan City33743, Taiwan.



