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B-2.

CN
CH,

In-line

PIC/S

GMP

ICH

CH

B-3.
1
0 56.5
312 64.7um
20 80 40 60
60 40 80 20
20 80 80 20
Spotlight400
Perkin Elmer
16cm™ 4
7600-3800cm” 25
X 25U m
4% 4mm
Ix Imm
Isys Malvern
SNV(Standard Normal Variate)
PCA

PLS2(Partial Least Square type 2)



QRM

C-1
ICH
-1-1. GMP
CI-1.G ICHQ7 GMP
PIC/S
H26 7 PIC/S
PIC/S
OMCL 2015 2 GMP
GMP PMDA OMCL 17
PIC/S
ISO17025
27 2 9
SOP
C-1-2.
OMCL GMP
17
ICH Q9
QRM
OMCL
PIC/S —
GMP PIC/S
PIC/S 17

GMP
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60
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CH

CH

In-line
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CH
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C3

PCA

PDCA
GMP
PCA  PLS
QRM
PCA 2
PLS
PCA 1
1
PCA PLS
D-1-2.
PCA 2
PLS
PCA 1
ICH
OTC
D
D-1
D-1-1. GMP
OMCL
OMCL

OMCL
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In-line

D-3

PCA

PLS

PLS
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E-1
GMP
PIC/S
2015 2

GMP

GMP

17
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PCA






