GMP  QMS GCTP
29
3
26
GCTP
27 17
Q8A 27 7 28
Q8A 2
29 6 29
Q8A
3

Q&A




29

23 4 20

MTJAPAN  FIRM

PDA




25 Good Gene,

Cellular and Tissue-based Products

Manufacturing Practice GCTP
14
26
27 3
17
Q&A GCTP
27 7 28
Q8A
2
Q&A
Q&A
GCTP
2 7 8
10 1 4 12
11 1



23
20
24
1 9

28

GCTP

Q8A

MTJAPAN FIRM

B-2.

GCTP

28

GCTP



PV
MTJAPAN
FIRM PV
QA Q&A
3
Q8A 3
PV

PV

30



D

2)

3)

C-2.

GCTP

GCTP

GMP

PST

GCTP



GCTP

GCTP

PST

PST



PST

2017 EC
ATMP  GMP “ Guidelines on Good
Manufacturing Practice specific to
Advanced Therapy Medicinal Products” ,
EudralLex, The  Rules  Governing
Medicinal Products in the European
Union, Volume 4, Good Manufacturing

Practice PST

1 ATMP

GMP 9.62 9.63

ATMP GMP 9.57

ATMP GMP 9.57

ATMP GMP 9.58

ATMP GMP 9.56

ATMP GMP

Q8A



GCTP

29

29

ATMP GMP

Q8A

29

Q&A
3
EudraLex The Rules Governing
Medicinal Products in the
European Union Volume 4 Good
Manufacturing Practice (22
November 2017)



