25

2013

GMP

8

PIC/S GMP

GMP

12




2013 5mg A
5mg
GQP 5mg A AAAAA GQP#HAA
5mg B BBBBB GQP#BB
Sumire Tab.5mg C CCC EMA CCCCC CTR#CC
Sumire Tab.5mg D DDD MFDS DDDDD CTR#DD
Sumire Tab.5mg E EEE Health Canada EEEEE
CTR#EE
SPEC-PHT-v4.0 2013 4 1 v4dl 2013 4 6
v42 2013 5 8 v5.0 2014 2 1
FC2013001 FC2013069 69
67 2 0
[} [ ]
Z
MEQ-A20001
MEQ-A20002
MEQ-A20003
MEQ-A20004
MEQ-A20005 MEQ-A20005-2
PTP MEQ-A20006
MEQ-A20007
AEQ-QC0001
HPLC AEQ-QC0002
A2 12 2 A2-1-H001 -H002
A2-2-H001 -H002
A2 A2-PW001
24
2013 4 1 2014 03 31
2012 4 1 2013 3 31 2012
2011 4 1 2012 3 31 2011
2010 5 1 2011 3 31 2010

SOP3-0021-v5.0 2013 7 1




00 17
8L 17
L 70 18



5mg A

2014 4 20




FC2013003 FC2013018

25
26
Cpk 1.33
%
0 ow FCA
50 0/70 0/69 P12013006
0 0 25
0/70 0/69
0 0 N/A
0/70 0/69
0 0 N/A
0/70 0/69
0 0 N/A
0/70 0/69
0 0 N/A
0/70 0/69
0 0@ 1 FC20130
0/70 0/69 1 25
2013-D-007
0 0 N/A
0/70 0/69
0 0 N/A
0/70 0/69
0 0® FC20130
0/70 0/69 18
2013-D-005
0 0 @
0/70 0/69
0 0 N/A
0/70 0/69
0 0 N/A

FC2013040
FC2013040
FC2013025
=80%

FC2013018

FC2013052

FCAP12013006

UCL
81% ooT

2013-D-007

XX%




0/70 0/69
0 0 N/A
0/70 0/69
0 0 26
0/70 0/69
0 1.4 FC20130
0/70 2/69 03
2013-D-002
FC20130
18
2013-D-005
0 0 N/A
0/70 0/69
0 0 N/A
0/70 0/69
0 0 N/A
0/70 0/69
0 0 N/A
0/70 0/69
0 0 N/A
0/70 0/69
1.4 14 1| CAPA FC20130
1/70 1/69 18
2013-D-005
0 0 N/A
0/70 0/69
0 0 N/A
0/70 0/69
FC2013003 2013-D-002
SUS
FC2013018 2013-D-005
FC201300 2013-D-002
2013-C-005 008
3 SUs FC2013003MIR1
TT
SS
CAPA RR
FC201301 2013-D-005
8 2013-C-010 o011
FC2013018MIR1
YY
XX
WwWw
CAPA vV




4
3
%

(5)

A 0 N/A
0 10 0 10

A 0 N/A
0 2 2

A 0 N/A
0 2 2

A 0 N/A
0 2 2

A 0 N/A
0 2 2

A 0

11.2.2

A 0 N/A
0 4 4

A 0 N/A
0 4 4

A 0 N/A
0 3 3

A 0 N/A
0 3 3

C




Al 0 N/A
0 4
Alk2 |o o*
0 4
1
2013
K2
)
FC2013018
2013-D-005
CAPA
2013-D-002
FC201300
3
2013-D-005
FC201301
8
3
2013-D-010 N/A
FC2013XXX
2013-D-013 N/A
FC2013XXX-YYY




2013-D-002

2013
2013-D-005
2013-C-010
2013-C-011
2013-D-010
HPLC
2013-D-013
2013-C-013
FC2013010
Pseudomonas

2013 10 9
3 40 75%RHG6

2013-C-010

80 10
0.2%



CIP

®)
2012-C-015 3 2013 SPEC-PHT
4 1 -v4.0
2013-C-001 5 2013 SPEC-PHT
mg B 3 4 6 -v4.1l
2013-C-002 2013 N/A
MEQ-A20002 4 6
2013-C-003 XX XX EMA 2013 N/A
Type 1A 3 4 16
2013-C-004 JP 16 2013 SPEC-PHT
5 8 -v4.2
2013-C-005 2013 N/A
9 8
2013-C-006 3 2013 N/A
9 8
2013-C-007 3 2013 N/A
9 8
1 2 3
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2013-C-008 2 3 2013 N/A
9 8
2013-C-009 2 250 | 2013 N/A
60%RH 6 10 2
6
2013-C-010 2 3 2013 N/A
10 9
2013-C-011 2 N/A
2013-C-012 CIP 3 N/A
2013-C-013 1 2014 SPEC-PHT
2 1 -v5.0
2013-C-014 2 B 2014 N/A
3 1
2013-C-015 2 2 3 N/A
5 mg A
Annual Review
MF
A 5mg | 2012 10 1 2013 5 8
GQP#AA JP 16 2013-C-004
AAA [ 2013 12 10 2014 2 15 A N/A
2014 2 10
A XXX
YYY 2014 2
16 GMP

11




WwWw

2014 2 1 2014 2 1
GMP 2013-C-013
B 5 mg | 2012 10 1 2013 5 8
GQP#BB B JP 16 2013-C-004
BBB | 2012 12 20 2012 11 8
BB 2013-C-001
2013 4 1 2013 4 6
X
2014 2 1 2014 2 1
GMP 2013-C-013
EMA C Sumire Tab. 2013 4 1 XX
CTR#CC 5mg C XX 2013-C-003
CCC Type 1A M
CcC inor variation C | 2013 4 16
CCC 14
EMA
CTR
#CC 4
15
D Sumire Tab. 2014 3 18 2014 1 N/A
MFDS CTR#DD 5mg D D D
DDD 36
DD 48
DD
Pre-review/a
pproval
Health E Sumire Tab. 5 | 2013 10 18 2013 5 N/A
Canada mg E PV

EEE
EE
EE

Notifiable changes
level 1T
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FC2012032
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3 6 9 12 18 24 36
FC 2010008 25 80% 92% 93% 91% 93% 92% 91% 91% 93%
60%RH 95.0-105.0 100.5% 100.0% 101.0% 100.5% 100.9% 100.5% 100.4% 100.1%
0.3% 0.06% 0.06% 0.06% 0.06% 0.05% 0.06% 0.07% 0.06%
(HPLO) 0.9% 0.11% 0.10% 0.11% 0.10% 0.09% 0.09% 0.10% 0.09%
0.2% 0.05% 0.05% 0.05% 0.05% 0.06% 0.06% 0.05% 0.07%
1.2% 0.35% 0.35% 0.35% 0.37% 0.37% 0.34% 0.35% 0.38%
FC 2011022 25 80% 95% 95% 93% 94% 92% 92% 94%
60%RH 95.0-105.0 100.9% 100.0% 99.8% 100.2% 100.1% 100.0% 100.4%
0.3% 0.08% 0.08% 0.09% 0.08% 0.07% 0.07% 0.09%
(HPLC) 0.9% 0.09% 0.09% 0.10% 0.10% 0.10% 0.09% 0.10%
0.2% 0.06% 0.06% 0.05% 0.07% 0.05% 0.07% 0.07%
1.2% 0.39% 0.35% 0.35% 0.33% 0.36% 0.35% 0.40%
FC 2012031 25 80% N/A 96% 92% 93% 93%
60%RH 95.0-105.0 N/A 99.9% 100.0% 100.0% 100.9%
FC2012032 0.3% N/A 0.09% 0.08% 0.09% 0.07%
(HPLO) 0.9% N/A 0.09% 0.07% 0.08% 0.09%
0.2% N/A 0.07% 0.06% 0.06% 0.06%
1.2% N/A 0.35% 0.30% 0.34% 0.35%
FC 2012032 25 80% 90% 84% 82% 83% 80%
60%RH 95.0-105.0 100.5% 99.9% 100.0% 100.0% 100.9%
0.3% 0.09% 0.09% 0.08% 0.09% 0.07%
(HPLO) 0.9% 0.07% 0.09% 0.07% 0.08% 0.09%
0.2% 0.07% 0.07% 0.06% 0.06% 0.06%
1.2% 0.33% 0.35% 0.30% 0.34% 0.35%
FC 2012033 25 80% N/A 96% 92% 93% 93%
60%RH 95.0-105.0 N/A 99.9% 100.0% 100.0% 100.9%
FC2012032 0.3% N/A 0.09% 0.08% 0.09% 0.07%
(HPLO) 0.9% N/A 0.09% 0.07% 0.08% 0.09%
0.2% N/A 0.07% 0.06% 0.06% 0.06%
1.2% N/A 0.35% 0.30% 0.34% 0.35%
FC2013022 25 80% 96% 93%
60%RH 95.0-105.0 100.5% 100.0%
0.3% 0.09% 0.09%
(HPLC) 0.9% 0.07% 0.08%
0.2% 0.07% 0.08%
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1.2% 0.33% 0.30%
FC 2013052 25 80% 96% 95% 95%
60%RH 95.0-105.0 100.5% 100.0% 100.3%
0.3% 0.09% 0.09% 0.10%
(HPLO) 0.9% 0.07% 0.08% 0.07%
0.2% 0.07% 0.08% 0.07%
1.2% 0.33% 0.30% 0.32%
FC2012047 40 80% 90% 93% 91%
75%RH 95.0-105.0 99.9% 100.0% 100.0%
3 0.3% 0.12% 0.09% 0.09%
(HPLC) 0.9% 0.10% 0.07% 0.07%
0.2% 0.09% 0.07% 0.07%
1.2% 0.36% 0.30% 0.31%
30 80% 93% 93%
65%RH 95.0-105.0 99.9% 100.0%
0.3% 0.06% 0.09%
(HPLC) 0.9% 0.08% 0.09%
0.2% 0.06% 0.07%
1.2% 0.34% 0.33%
25 80% 94% 92% 93%
60%RH 95.0-105.0 100.4% 100.0% 100.2%
0.3% 0.11% 0.10% 0.10%
(HPLO) 0.9% 0.09% 0.09% 0.10%
0.2% 0.08% 0.07% 0.07%
1.2% 0.35% 0.33% 0.35%
FC2013054 40 80% 93% 94% 93%
75%RH 95.0-105.0 101.2% 100.0% 100.0%
0.3% 0.05% 0.05% 0.06%
(HPLO) 0.9% 0.07% 0.06% 0.06%
0.2% 0.07% 0.07% 0.06%
1.2% 0.38% 0.38% 0.37%
25 80% 95% 95% 95%
60%RH 95.0-105.0 101.2% 100.0% 100.5%
0.3% 0.05% 0.05% 0.06%
(HPLC) 0.9% 0.07% 0.07% 0.07%
0.2% 0.07% 0.06% 0.06%
1.2% 0.38% 0.38% 0.38%
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12 24 36
FC2013022 25 95.0-105.0 100.5%
60%RH 0.3% 0.09%
(HPLO) 0.9% 0.07%
0.2% 0.07%
1.2% 0.33%
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24
25
26
27

28
29

8.1

8.2

CAPA
2012006 100 CAPA N/A 2013-R
RC-001
2013
-RIV-001
Rapid alert system
CAPA
2013-D-005 C | NA 20
APA 201 130-CPL-001
FC2013017 2013-D-005 3-C-010 011
F FC2
C2013018 013017
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30
31
32
33
34

35
36

8.3

PTP CAPA N/A
2013-CPL-002
N/A
2013-CPL-003
CAPA
CAPA
FC2012032
30 2013-RCN-101
XXX 104
30 1 2013-RCR-101
103
FC2012015 K K2
FC2012016
FC2012017 K 2013 2013-RCN-201
FC2012018 209
FC2012019
FC2012020
2013-RCR-201
207
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37
38
39
40
41
42
43
44
45

46

47
48
49
50
51
52
53
54
55

56

2012-D-005
2012-C-004
2013-V-018
5mg A 5mg B
GMP
Sumire Tab. 5 mg C EP
GMP
A 5mg A 2010 5 2013 5 10
GQP#AA AAAAA
XXX
2012 1
XXX
2011 12 GMP
XXX
B 5mg B 2010 5 2013 5 10
GQP#BB BBBBB
XXX
2012 1
XXX
2011 12 GMP
XXX
EMA C Sumire Tab. 5 mg | 2012 12 EP N/A
CTR#CC C EP
CCCCC
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57
58
59
60
61
62
63
64

65
66
67
68
69
70

71

CCC
COA
Sumire Tab. 5 mg | N/A N/A N/A
MFDS CTR#DD D
DDDDD
DDD
Health Sumire Tab. 5 mg | N/A N/A N/A
Canada E
EEEEE
EEE
11.1
9
MEQ-A20005
PTP MEQ-A20006
N/A
MEQ-A20001
MEQ-A20002 201
3-C-002
0 N/A N/A N/A
MEQ-A20003
N/A N/A N/A
MEQ-A20004 an
9 XXX
10 FC2013018
MEQ-A20003 100 200
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72

73
74
75
76
77
78
79

80

(12)
MEQ-A20005 201
3-C-005
N/A N/A N/A N/A
MEQ-A20005-2 (13)
1Q
0oQ
PQ
PTP s N/A N/A N/A
MEQ-A20006
N/A N/A N/A
MEQ-A20007
N/A N/A N/A
AEQ-QC0001
HPLC N/A N/A
AEQ-QC0002
11.2
11.2.1
12 MEQ-A20005
13 1Q R2013 IQ-MEQ-A20005-2 0Q R2013
0Q-MEQ-A20005-2 PQ R2013 PQ-MEQ-A20005-2
14 PTP 10
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81
82
83
84
85
86
87
88
89
90

91
92

93
94
95
96

A2 1 1 (5 X a3 N/A
A2-1-HO001
A2 1 2 X N/A
A2-1-H002
A2 2 1 X N/A
A2-2-H001
A2 2 2 X N/A
A2-2-H002
11.2.2
27
TOC
TOC
A2 N/A
10 UV
A2-PW001 12
11.2.3
15 HEPA 2009 A2-1-H001 2013
1,000
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97
98

99
100
101
102
103
104
105
106

107

108
109

110

N/A

N/A

BB

N/A
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111

112
113
114

115
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116
117
118

119
120

121
122
123
124
125
126
127
128

129

130
131

132

133
134

60

50

40

30

20

10

50

0.5

0.3,

0.1

2012

“— —

%

(OP0.3 )

Cpk
97.5 101.5% 97.0 103.0% 95.0 105.0% 1.8
N/A
uv Uv N/A
60 80N 40N N/A 8.0
12 14 NMT15 N/A 0.8
0.02 0.1% 0.2% NMTO0.3% 5.0
5.0 7.0% 10.0% 15.0% 4.0
90 100% 85% 30 80% 3.0
0.1 0.3 NMT 0.4% NMT 0.5% 2.0
100 cfu/g 1,000 cfu/g N/A N/A
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135
136
137
138
139
140
141
142

143
144
145

146

147
148
149
150
151
152
153
154
155
156
157
158
159
160
161

162
163
164

165

105.0

100

95.0

2012 -

—

2013

%

%

100

95 -

90

85

80

75

%

CpK 1.3

Cpk

Cpk
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166
167
168
169
170
171

172
173

174

175
176

177
178
179
180

Shewhart

2.50

2.00

1.50 ~

1.00

0.50

UCL

0.00

0.6

0.5

0.4

TOC mg/L

0.3

UCL

0.2

0.1

2014

1

TOC

27




181
182
183
184
185

186
187
188

Shewhart
1 1 30
2 9
3 6
4 14
5 3 2 20
6 5 4 1o
7 15 1o
8 8 1o

JIS 79021:1998
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