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GLP #RE#ITRAF
GLP Report Amendment

LRI MEEITRS
UB/2013/70240A-01 UB/2013/70240A-01-01
l[R.eport No. Amended Report No.
M -

s 2013.08.28 ﬁ%ﬁ,ﬁ " IAS BIO- Acute Oral Toxicity Study
\IReport Issue Date Testing Item

— ~ 34 # F & Corrections and Additions :

(1) Pagel4

RESULT

Clinical observation of the test animals was carried out once a day for a period of 14 days. The
test animals were observed for mobility, mortality and other clinical signs. In first step, no

adverse effects were observed on all the test animals during the dosing and observation period.

INo animal died during the dosing and observation period . Js-seeend-step—there

— -~ # i 2 A Reason for Amendment :
(Correct the wrong discretion in the result part of the report.
|Page 14 (Result) was hereby amended.

= -~ 3AE B R EE 42 Impact on Results *

B %% A #54R% No impact on study report.
The experiment result and Chinese report are correct, only the description in Englishj
report of the result was misapplied in the context. This does not affect the validity orf

interpretation of the experiment data.
(] #4418 Influence Description :

Illi #(4 &/ 8#) Approval Signatures (Signature/Date)

W=k t 1.1 GLP 4f4 #5179 % GLP Report Amendment

#4784 1 2013.12.05
Page 1 of 2
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The amended final report states that replaces the orxgmal version. The amendment will take
effect since being si

ned form studk irector.
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1.1 GLP ## 4-1% 37 %94 # GLP Report Amendment
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24

1. Good Laboratory Practice for Nonclinical Laboratory Studies (2000)

Department of Health, the Executive Yuan.

2. Good Laboratory Practice for Nonclinical Laboratory Studies. Title 21 of the U.S.
Code of Federal Regulations, Part 58 (1997) United States Food and Drug

Administration.

3. Acute oral toxicity/ Acute toxic class method, OECD guideline for the testing of

chemicals. #423 (2001) OECD.

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

ISO 10993 (2006), 1SO.

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

reference materials, 1ISO 10993 (2012), ISO.

6. Current OECD Principles of Good Laboratory Practice (Organization for

Economic Cooperation and Development, Paris, ENV/MC/CHEM (98) 17).
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S OO0 B Day 0 Day 7 Day 14
130705-T1 25.6 27.9 29.1
% - FEEC | 2000 Y& | 130705-T2 26.0 27.7 32.2
130705-T3 22.4 22.0 24.1
130705-T4 22.7 23.4 24.1
¥ = Rk | 2000 Y| 130705-T5 23.2 24.8 273
130705-T6 24.8 275 29.3
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SG:

“t4% 1. Test procedure with a starting dose of 2000 mg/kg body weight
(OECD#423)

Smg/kg
3 animals

50mg/kg
3 animals

300mag/kg
3 animals

2000mg/kg
3 animals

5mag/kg 50mag/kg 300mg/kg 2000mg’kg
3 animals 3 animals 3 animals 3 animals
1
C%D —éD —CéD —éD -@-
h 4
Cate 5o0r
GHS Category Category 2 Category 3 Category 4 Category 5 gory:
> 05 >5-50 > 50300 > 300 - 2000 > 2000 - 5000 Unclassified
. v vy v
) 2
o 1 5t taoon | erer [[ 1 |
at 1% ste
LD50 cut-off
maglkg b.w.

-per step three animals of a single sex ( normally females ) are used
-0,1,23: Numberof moribund or dead animals at each step

-GHS: Globally H ized CI

System (mglkg b.w.)

- = : unclassified

- Testing at 5000 mglkg b.w.: see Annex 3
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