GMP,QMS, GTP

26
o GMP
PIC/S GMP
25 8 30 GMP
PIC/S GMP
ICH Q10
Part 1 3
QMS
QMS
QMS
QMS
QS
FAX
3533 26 6 609
QMS 15013485
QMS
QMS
QMS QMS
QMS




QMs
QNS
QMS QMs

GHTF 2010 GHTF/SG4/N83:2010

4
QMS

GCTP GTP

PMDA  HP
GCTP

Q&A
o GMP
GMP
GDP Good Distribution Practice
WHO, Good Distribution Practice for Pharmaceutical
5,Technical Report Series 957,2010)

EU, Guidelines on Good Distribution Practice for Human
US,<1079> Good Storage and Shipping Practices, USP

Products(Annex

Use




MTJAPAN FIRM



25

GMP

GMP

23 2

PIC/S; Phar

maceutical Inspection Convention and

Cooperation Scheme

25 GMP
GMP

GMP

PIC/S
MP PIC/S GMP

GMP

QMs
GTP Good Tissue Practice

GMP
27
QMS
QMS
GMP
QMS
QNS
“ 6
QMs
QMS
QMS

GCTP 26

Good Gene, Cellular, and Tissue-based

Products Manufacturing Practice

GMP QMS GTP

2

25

PMDA

11

oMS

25



GMP

B-1 ICH Q10
25
26 11 25
Q&A
GMP
25
B-2
PIC/S GMP
ICH Q10 25
22 2 19 GMP
GDP  Good
Distribution Practice
B-3 GMP/GDP inspectors working group
4 GMP GMP



GMP/GDP inspectors working group

QMS

B-4. QMS
QMS

B-5. QMS

QMS
QMS

QMS

B-6. QMS QMS

GHTF
2010 GHTF/SG4/N83:2010

GCTP

GCTP

B-7

GCTP

(GCTP

B-8.

B-9

MS

)

MTJAPAN  FIRM

Q8A

Q8A

GCTP

(GCTP

GCTP

3



B-10 GDP

GMP

GDP

IPEC: IPEC Good Distribution Practices
Guide for Pharmaceutical Excipients
USP  <1197> GOOD  DISTRIBUTION
PRACTICES FOR BULK PHARMACEUTICAL
EXCIPIENTS
GDP

GMP
C-1. ICH Q10

Partl 3
27 2 18 PRISE-NET
https://www.praise-net. jp/
27 3
18

C-2.

25
GMP

26 6 13

C-3. GMP/GDP inspectors working group

EMA
77  GMP/GDP 77th
Meeting of GMP/GDP Inspectors Working
Group GMP
EU
QMS
C-4. QMS
QMS
FAX

S%

C-5. QMS



28
26
26 11

QMS

http://www.pmda.go.jp/operations/s

honin/info/iryokiki/gms-model _html

C-6. QMs

GHTF/SG4/N83:2010

4

QMs
24 1024

GCTP
C-7.
GCTP Q8A
GNP
GCTP
GMP

GCTP

QMS

26 10

10 QMS

GCTP

GMP

25

26 10 9
GCTP

GCTP
GMP
26 10 9

Q8A
MTJAPAN FIRM
27
Q8A

C-8
GCTP

GMP

GCTP



1031
26 10 31
C-9

http://www.pmda.go.jp/operations/s
honin/info/iyaku/file/checklist_2014
1121.pdf

C-10. GDP
GDP

1) IPEC Good Distribution Practices
Guide for Pharmaceutical Excipients
2) USP <1197> GOOD DISTRIBUTION
PRACTICES FOR BULK PHARMACEUTICAL
EXCIPIENTS

USsP  GDP

GMP

NS

ICH Q10
GMP

10-20% 1SO

30-50%
QMS
1SO 13485
1S0 9001
14%
MS



GCTP

GMP

GMP

IPEC

10

Q8A

USP



11

26



