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Note: 1. The content of this test report is invalid if it is not presented as the entire test report.

2.  Any unauthorized alteration, forgery or falsification of the content or appearance of
this test report is unlawful, and offenders may be prosecuted to the fullest extent of the
law.

3. The results shown in this test report refer to the test article(s) tested only.
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1. 222000 mg/kg % #eks #l €2 5 8 (OECD#423)

5mg/kg 50mg/kg 300mg/kg 2000mg/kg
3 animals 3 animals 3 animals 3 animals
2-3 0-1 2-3 0-1 2-3 0-1 2-3 0-1
5mg/kg 50mg/kg 300mg/kg 2000mg/kg
3 animals 3 animals 3 animals 3 animals
L
P B
A 4 4
GHS Category Category 2 Category 3 Category 4 Category 5 Cge&ow ?ﬁ:’
>0 >35-50 > 50300 > 300 - 2000 > 2000 - 5000 ponsy
v
3(at 50) 3
o at 2000)
il lat 1% steplat 1*' step]

LD50 cur-off [0 3

mghgbw oo
-per step three animals of a single sex | normaily females |} are used - w - unclassified
-0,1,2,3: Numberof moribund or dead animals at each step Testing at5000 mg/kg b.w.: see Annex 3
-GHS: y H. ized C i i System (mg/kg b.w.}
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. Good Laboratory Practice for Nonclinical Laboratory Studies. Title 21 of the U.S. Code of
Federal Regulations, Part 58. The United States Food and Drug Administration.

2. Current OECD Principles of Good Laboratory Practice (Organization for Economic
Cooperation and Development, Paris, ENV/MC/CHEM (98) 17).

. Acute oral toxicity/ Acute toxic class method, OECD guideline for the testing of chemicals.
#423 (2001) OECD.

4. Biological evaluation of medical devices- Part 12: Sample preparation and reference

materials. ISO 10993-12:2012

Biological evaluation of medical devices-Part 2: Animal welfare requirements. ISO

10993-2:2006.
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