3.1,

3.1.1.

12

OPSR

2002

6
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ICH E5

ICH
ICHES
OPSR
a.
PMDEC
OPSR
b. ICH E5
3.1.2.
10 EU
OTO EBC
1985 6
12
87.6 6
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EU

EU

EU

GMP

(i

GMP

()

(i)

EU
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3.1.3.

()

(i)

EU

2002
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EU
Medicines Control Laboratories

EU

Evaluation of Medical Products (EMEA:

EU

(i) EU

Official

European Agency for the

)

EU
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1 5,000

2001

EU

EU

1999

EU

3
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3.2.

EU

EU

EU



3.2.1.

ISO/IEC

2001

4

5-2

65

1SO17020

EU
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ISO/IEC
b.
ISO/IEC
ISO/IEC
(1)

(i) (i) ISO/IEC
3.2.2.
3.2.2.1. UN-ECE

1995 6 5 8

1958 UN-ECE

1958 UN-ECE
1995 6 5 8
2003 100
30 5 6

UN-ECE
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UN-ECE

UN-ECE
UN-ECE
a. UN-ECE
2003 30
2003
b.
UN-ECE
3.22.2.
7

EU

WG
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3.2.23

3.2.2.4.

UN-ECE WP29

EU

48



1999 5 10
1999 3 9

3.3.

331

30

49



3.3.2

1996

6

30

50



1999

28

3.3.3.

2

1998

3

31

2001

2000

2000

1

7

24
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15

3.34.

1999 2 22

SPS
20

SPS
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