Provisional Translation (as of August 2025).
This English document has been prepared for reference purpose only. In the event of inconsistency and discrepancy
between the Japanese original and the English translation, the Japanese text shall prevail.

Revised on May 20, 2022
User fees for reviews, etc. of pharmaceuticals, quasi-drugs, and cosmetics based on the Act on Securing Quality, Efficacy and Safety of
Products Including Pharmaceuticals and Medical Devices (Act No. 145 of 1960)

Note) The lower rows in the “User fees” column indicate the applicable articles of the Cabinet Order on Fees related to the Act on Securing Quality, Efficacy and Safety of
Products Including Pharmaceuticals and Medical Devices. (unit: yen)

Category

User fees

Review

Conformity

Total

Assessment for manufacturing license of drugs

. 159,900 159,900
On-site -
. Article 31, Paragraph 1, Item 1 (a)
New license
120,400 120,400
Document-based -
Article 31, Paragraph 1, Item 1 (b)
. 105,200 105,200
On-site -
L . Article 31, Paragraph 1, Item 2 (a)
Renewal of existing license
59,700 59,700
Document-based -
Article 31, Paragraph 1, Item 2 (b)
. 105,200 105,200
On-site -
. . . Article 31, Paragraph 1, Item 3 (a)
Change/addition of classification
59,700 59,700

Document-based

Article 31, Paragraph 1, Item 3 (b)

Assessment for foreign manufacturers' accreditation of drugs

New accreditation

On-site

+ overseas travel
143,900 expenses

+ overseas travel
143,900 expenses

Article 31, Paragraph 2, Item 1 (a)

Document-based

62,600

62,600

Article 31, Paragraph 2, Iltem 1 (b)

Renewal of existing accreditation

On-site

+ overseas travel
69,700 expenses

+ overseas travel
69,700 expenses

Article 31, Paragraph 2, Item 2 (a)

Document-based

42,900

42,900

Article 31, Paragraph 2, Item 2 (b)

On-site

+ overseas travel
69,700 expenses

+ overseas travel
69,700 expenses

Article 31, Paragraph 2, Item 3 (a)

Change/addition of classification

Document-based

42,900

42,900

Article 31, Paragraph 2, Item 3 (b)
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Note) The lower rows in the “User fees” column indicate the applicable articles of the Cabinet Order on Fees related to the Act on Securing Quality, Efficacy and Safety of

Products Including Pharmaceuticals and Medical Devices. (unit: yen)
Cat User fees
atego
gory Review Conformity Total
Review for approval of drugs (new approval)
First application 36538400 10,363,300 (*Ogreess tar 46,901,700 (" overeeas tare)
products Article 32, Paragraph 1, Item 1 (a) (1)| Article 32, Paragraph 2, Item 1 (a)
Non-orphan drugs - ravel - ravel
Line extension 3,784,700 2,590,500 (" oVeress a0 6,375,200 (" oveeeas a0
New drugs products Article 32, Paragraph 1, ltem 1 (a) (3)|  Article 32, Paragraph 2, Item 1 (c)
(No. 1) First application 30,618,800 5,191,600 o) 35,810,400 O enaeee)
products Article 32, Paragraph 1, Item 1 (a) (2)|  Article 32, Paragraph 2, Item 1 (b)
Orphan drugs n avel n ravel
Line extension 3,166,400 1292500 (*oVerseas v 4,458,900 (" 'gome e
products Article 32, Paragraph 1, Item 1 (a) (4)| Article 32, Paragraph 2, Item 1 (d)
First application 17,438,300 3,891,500 (" oVgeess aro 21,320,800  ("OvgEene tars
products Article 32, Paragraph 1, Item 1 (a) (5)|  Article 32, Paragraph 2, Item 1 (e)
Non-orphan drugs n ravel " ravel
Line extension 1,803,600 973,100 (" Vgreas rar 2,776,700 (" OVgoess far
New drugs products Article 32, Paragraph 1, Iltem 1 (a) (7)| Article 32, Paragraph 2, Iltem 1 (g)
(No. 2) First application 14,354,900 1,947,100  (*overseas ave 16,302,000  (*overseas rave
products Article 32, Paragraph 1, ltem 1 (a) (6)|  Article 32, Paragraph 2, Item 1 (f)
Orphan drugs " ravel N ravel
Line extension 1,642,200 489.900 O aen| 2082100 T
products Article 32, Paragraph 1, Item 1 (a) (8)| Article 32, Paragraph 2, Item 1 (h)
649,100 346,700 (" oveeess a0 995,800  ("overeeas tar
Subject to inspection Arti
cle 32, Paragraph 1, Item 1 . .
Generic drugs (@) (9) Article 32, Paragraph 2, Item 1 (i)
Not subject to 649,100 649,100
inspection Article 32, Paragraph 1, Item 1 (a) (9)
First application 1,627,300 346,700 (" oveess a0 1,974,000 (" oveseas rare)
Subject to products Article 32, Paragraph 1, Item 1 (a) (10) | Article 32, Paragraph 2, Item 1 (i)
inspection Line extension 1627300 346700 (*overseas trav;a)l 1974000 (+overseas trav;a)l
’ ’ ’ expenses * ’ ’ expenses *
products Article 32, Paragraph 1, ltem 1 (a) (10) Article 32, Paragraph 2, Item 1 (i)
. First application 1,627,300 1,627,300
Switch 2;20 drugs, Not subject to products Avrticle 32, Paragraph 1, Item 1 (a) (10)
’ inspection Line extension 1,627,300 1,627,300
products Article 32, Paragraph 1, ltem 1 (a) (10)
BTC/OTC drugs One product First application 1,505,200 1,505,200
with several products Article 32, Paragraph 1, Item 1 (a) (11)
proprietary Line extension 1,505,200 1,505,200
names products Article 32, Paragraph 1, Item 1 (a) (11)
(+ overseas travel (+ overseas travel
Subject to inspection 324,200 346,700 expenses *1) 670,900 expenses *1)
Article 32, Paragraph 1, Item 1 (a) (12) | Article 32, Paragraph 2, Item 1 (i)
Others Not subject to inspection 324,200 324,200
Article 32, Paragraph 1, ltem 1 (a) (12)
One product with several proprietary 230,400 230,400
names Article 32, Paragraph 1, ltem 1 (a) (13)
- . 4,069,100 4,069,100
New active ingredients -
Avrticle 32, Paragraph 1, Item 1 (b) (1)
Quasi-drugs New dosage, etc. - 388,300 388,300
Article 32, Paragraph 1, ltem 1 (b) (2)
Others . 99,900 99,900
Article 32, Paragraph 1, Item 1 (b) (9)
6,808,300 6,808,300
New active ingredients Avrticle 32, Paragraph 1, Item 1 (a)
(14) and (b) (3)
) 5,237,200 5,237,200
One product with several -
proprietary names Article 32,(1Psa;rag;a(%r; (1Li)ltem 1(a)
an
658,800 658,800
New dosage, etc. Article 32, Paragraph 1, Item 1 (a)
Pest control agents/quasi-drugs for pest (16) and (b) (5)
control ) 411,800 411,800
One product with several -
proprietary names Article 32,(1P7a)ragéa(;:)r; (1é)ltem 1(a)
an
160,300 160,300
Others Article 32, Paragraph 1, Item 1 (a)
(18) and (b) (7)
) 100,200 100,200
One product with several -
proprietary names Article 32,(1Pga;rag(ria(;i)r; (1é)ltem 1(a)
an
Cosmetics 66,600 66,600
Article 32, Paragraph 1, Item 1 (c)
Drugs 37,300 37,300
New application for change or Article 32, Paragraph 1, Item 1 (d)
replacement of brand name 37,300 37,300

Quasi-drugs/cosmetics

Article 32, Paragraph 1, Item 1 (d)

(*1) Amount including overseas travel expenses (Article 32, Paragraph 3) in cases where the inspection is conducted in a foreign country
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Note) The lower rows in the “User fees” column indicate the applicable articles of the Cabinet Order on Fees related to the Act on Securing Quality, Efficacy and Safety of

Products Including Pharmaceuticals and Medical Devices. (unit: yen)
Catedo User fees
gory Review Conformity Total
Review for approval of drugs (approval for partial changes to approved matters)
. L (+ overseas travel (+ overseas travell
First application 15,652,600 3,891,500 expenses *1) 19,544,100 expenses *1)
ch , i dicat products Article 32, Paragraph 1, Item 2 (a) (1)| Article 32, Paragraph 2, ltem 2 (a)
anges in new indications . . 1.624.000 973.100 (+ overseas travel 2.597.100 (+ overseas travell
Line extension ,024, ) expenses *1) 097, expenses *1)
New drugs (No. 1) (No. 2) products Article 32, Paragraph 1, Item 2 (a) (2) | Article 32, Paragraph 2, Item 2 (b)
(non-orphan drugs) (+ overseas travel (+ overseas travell
Subject to inspection 323,000 195,500 expenses *1) 518,500 expenses *1)
Article 32, Paragraph 1, Item 2 (a) (3) | Article 32, Paragraph 2, Item 2 (c)
Other changes . (+ overseas travell
Not subject to 323,000 323,000 expenses *1)
inspection Article 32, Paragraph 1, Item 2 (a) (3)
. N (+ overseas travel (+ overseas travell
First app||cat|on 12,955,000 1 ,947,100 expenses *1) 14,902,1 00 expenses *1)
ch ) indicat products Article 32, Paragraph 1, Item 2 (a) (4)| Article 32, Paragraph 2, Item 2 (d)
anges in new indications . . (+ overseas travel (+ overseas travell
Line extension 1,344,800 489,900 expenses *1) 1,834,700 expenses *1)
New drugs (No. 1) (No. 2) products Article 32, Paragraph 1, Iltem 2 (a) (5)| Article 32, Paragraph 2, ltem 2 (e)
(orphan drugs) (+ overseas travel (+ overseas travelf
Subject to inspection 203,700 173,300 expenses *1) 377,000 expenses *1)
Article 32, Paragraph 1, Item 2 (a) (6)| Article 32, Paragraph 2, ltem 2 (f)
Other changes . (+ overseas travell
Not subject to 203,700 203,700 expenses *1)
inspection Article 32, Paragraph 1, Item 2 (a) (6)
|
First application 15,652,600 3,891,500 °":;;:izgsa"f)' 19,544,100 ovs;f)zass érsav1e)l
ch , ndicat products Article 32, Paragraph 1, Item 2 (a) (7)| Article 32, Paragraph 2, ltem 2 (g)
anges in new indications . . 1.624.000 973.100 (+ overseas travel 2.597.100 (+ overseas travell
Line extension ,024, ) expenses *1) 097, expenses *1)
products Article 32, Paragraph 1, Item 2 (a) (8)| Article 32, Paragraph 2, ltem 2 (h)
Generic drugs I 56,000 56,000
Changes based on guidelines, etc. Article 32, Paragraph 1, Item 2 (a) (9)
(+ overseas travel (+ overseas travell
Subject to inspection 323,000 195,500 expenses *1) 518,500 expenses *1)
Other changes Article 32, Paragraph 1, ltem 2 (a) (10) | Article 32, Paragraph 2, ltem 2 (i)
Not subject to 323,000 323,000
inspection Article 32, Paragraph 1, Item 2 (a) (10)
8,121,100 8,121,100  (*overseas travelf
First application expenses *1)
products Article 4, Item 1 of the
ipti Suppl tary Provisi
Pres.c.:rlptlon drugs Changes in new indications dpplomenary T Tovisions
(fertility treatment) 851.700 851700 (*overseas travell
Line extension ’ ’ expenses *1)
products Article 4, Iltem 2 of the
Supplementary Provisions
(+ overseas travel (+ overseas travel
Subject to inspection 15,652,600 195,500 expenses *1) 15,848,100 expenses *1)
Article 32, Paragraph 1, Item 2 (a) (11) | Article 32, Paragraph 2, Item 2 (i)
First app”cation Not subject to 15,652,600 15,652,600
products inspection Article 32, Paragraph 1, Item 2 (a) (11)
One product with 14,478,400 14,478,400
several proprietary | Article 32, Paragraph 1, ltem 2
Qhanges names (@) (12)
B II’.l ne_w (+ overseas travel (+ overseas travell
indications Subject to inspection 1,332,200 195,500 expenses *1) 1,527,700 expenses *1)
) Article 32, Paragraph 1, ltem 2 (a) (13) | Article 32, Paragraph 2, ltem 2 (i)
Suen Line extension | _ Not subject to 1,332,200 1,332,200
drugs, etc. products inspection Article 32, Paragraph 1, Item 2 (a) (13)
One product with 1,232,300 1,232,300
severe:llapr;c;zrletary Article 32, Paragraph 1, ltem 2 (a) (14)
(+ overseas travel (+ overseas travell
Subject to inspection 165,700 195,500 expenses *1) 361,200 expenses *1)
Article 32, Paragraph 1, Item 2 (a) (15) | Article 32, Paragraph 2, Item 2 (i)
BTC/OTC Other ch Not subject to 165,700 165,700
drugs er changes inspection Article 32, Paragraph 1, ltem 2 (a) (15)
One product with 117,800 117,800
Severar:apr;(')er;rletary Article 32, Paragraph 1, ltem 2 (a) (16)
(+ overseas travel (+ overseas travel
Subject to inspection 165,700 195,500 expenses *1) 361,200 expenses *1)
Article 32, Paragraph 1, Item 2 (a) (15) | Article 32, Paragraph 2, Item 2 (i)
Other ch Not subject to 165,700 165,700
er changes inspection Article 32, Paragraph 1, Item 2 (a) (15)
One product with 117,800 117,800
severa:}lapgg;rletary Article 32, Paragraph 1, ltem 2 (a) (16)
(+ overseas travel (+ overseas travell
Subject to inspection 44,700 195,500 expenses *1) 240,200 expenses *1)
Article 32, Paragraph 1, Item 2 (a) (17) | Article 32, Paragraph 2, Item 2 (i)
Ch based ideli t Not subject to 44,700 44,700
anges based on guidelines, etc. inspection Article 32, Paragraph 1, Iltem 2 (a) (17)
One product with 41,400 41,400
severar:aprlr']c\e;;netary Article 32, Paragraph 1, ltem 2 (a) (18)
Quasi-drugs 55,900 55,900
9 Article 32, Paragraph 1, Item 2 (b) (1)
81,200 81,200
Article 32, Paragraph 1, ltem 2
. (a) (19) and (b) (2)
Pest control agents/quasi-drugs for pest control
genmsi gslore One product with 50,800 50,800
several proprietary | Article 32, Paragraph 1, Item 2
names (a) (20) and (b) (3)
37,300 37,300

Cosmetics

Article 32, Paragraph 1, Item 2 (c)

(*1) Amount including overseas travel expenses (Article 32, Paragraph 3) in cases where the inspection is conducted in a foreign country
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Note) The lower rows in the “User fees” column indicate the applicable articles of the Cabinet Order on Fees related to the Act on Securing Quality, Efficacy and Safety of

products

expenses *1)

Products Including Pharmaceuticals and Medical Devices. (unit: yen)
Catedor User fees
gory Review Conformity Total
Review for approval of drugs (emergency approval)
First application 36,538,400 4224100 (Toveses Al 40,762,500 (FOvgeess fare
N han d products Article 32, Paragraph 1, Item 1 (a) (1)| Article 32, Paragraph 2, Item 3 (a)
on-orphan drugs . . (+ overseas travel (+ overseas travel
Line extension 3,784,700 1,409,400 expenses *1) 5,194,100 expenses *1)
New drugs products Article 32, Paragraph 1, Item 1 (a) (3)|  Article 32, Paragraph 2, Item 3 (b)
(No. 1) . I (+ overseas travel (+ overseas travel
First application 30,618,800 4,224,100 expenses *1) 34,842,900 expenses *1)
Orphan drugs products Article 32, Paragraph 1, ltem 1 (a) (2)|  Article 32, Paragraph 2, Item 3 (a)
. . (+ overseas travel (+ overseas travel
> Line extension 3,166,400 1,409,400 expenses *1) 4,575,800 expenses *1)
= products Article 32, Paragraph 1, Item 1 (a) (4)| Article 32, Paragraph 2, Item 3 (b)
®
. . L (+ overseas travel (+ overseas travel
g First application 17,438,300 4,224,100 expenses *1) 21,662,400 expenses *1)
e Non-orphan drugs products Article 32, Paragraph 1, ltem 1 (a) (5)|  Article 32, Paragraph 2, Item 3 (a)
o - . . (+ overseas travel (+ overseas travel
§ Line extension 1,803,600 1,409,400 expenses *1) 3,213,000 expenses *1)
o New drugs products Article 32, Paragraph 1, Item 1 (a) (7)| Article 32, Paragraph 2, Item 3 (b)
©
= (No. 2) . o (+ overseas travel (+ overseas travel
] First application 14,354,900 4,224,100 expenses *1) 18,579,000 expenses *1)
Orphan drugs products Article 32, Paragraph 1, ltem 1 (a) (8)| Article 32, Paragraph 2, Item 3 (a)
Line extension 1,542,200 1,409,400  ("oveeeas tavs 2,951,600  ("ovgrseas e
products Article 32, Paragraph 1, Item 1 (a) (8)| Article 32, Paragraph 2, Item 3 (b)
First application 1,627,300 195500  (Fovereeas e 1,822,800  (*oversees e
products Article 32, Paragraph 1, Item 1 (a) (10) | Article 32, Para
. , , , graph 2, Item 3 (c)
BTC/OTC drugs Switch OTC drugs, etc. (+ overseas travel (+ overseas travel
Line extension 1,627,300 195,500 expenses *1) 1,822,800 expenses *1)
products Article 32, Paragraph 1, Iltem 1 (a) (10) Article 32, Paragraph 2, ltem 3 (c)
First application 15,652,600 4224100 (oVenee Al 19,876,700 ("Ovgeess Tare
= Non-orphan drugs products Article 32, Paragraph 1, Item 2 (a) (1)| Article 32, Paragraph 2, Item 3 (a)
] Line extension 1,624,000 1,409,400  (Fovereess tare 3,033,400  (Fovgrseas fare
g' New drugs products Article 32, Paragraph 1, ltem 2 (a) (2)|  Article 32, Paragraph 2, Item 3 (b)
o . L (+ overseas travel (+ overseas travel
- First application 12,955,000 4,224,100 expenses *1) 17,179,100 expenses *1)
i Orphan drugs products Article 32, Paragraph 1, Item 2 (a) (4)| Article 32, Paragraph 2, Item 3 (a)
Q . . (+ overseas travel (+ overseas travel
% Line e)éter}[smn 1,344,800 1,409,400 expenses *1) 2,754,200 expenses *1)
> products Article 32, Paragraph 1, ltem 2 (a) (5)|  Article 32, Paragraph 2, Item 3 (b)
o
= . L (+ overseas travel (+ overseas travel
g Flrs;f:)%;ﬂﬁztlon 15,652,600 195,500 expenses *1) 15,848,100 expenses *1)
<) . Article 32, Paragraph 1, Item 2 (a) (11 Article 32, Paragraph 2, Iltem 3 (c
a BTC/OTC drugs Switch OTC drugs, etc. orap @01 grap = overseas (tra)wel * overseas travel
@ Line extension 1,332,200 195,500 1,527,700

expenses *1)

Article 32, Paragraph 1, ltem 2 (a) (13)

Article 32, Paragraph 2, Item 3 (c)

(*1) Amount including overseas travel expenses (Article 32, Paragraph 3) in cases where the inspection is conducted in a foreign country
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Note) The lower rows in the “User fees” column indicate the applicable articles of the Cabinet Order on Fees related to the Act on Securing Quality, Efficacy and Safety of Products Including

Pharmaceuticals and Medical Devices. (unit: yen)
Catedor User fees
gory Review Conformity Total
Review of plan to change approved information on drugs
First application 854,100 854,100
products Article 32-3, Paragraph 1, ltem 1 (a)
] First application products 1,386,800 1,386,800
Non-orphan drugs (biological drugs) Article 32-3, Paragraph 1, Item 1 (b)
Line extension 323,000 323,000
products Article 32-3, Paragraph 1, Item 1 (c)
New drugs
g First application 706,900 706,900
products Article 32-3, Paragraph 1, Item 1 (d)
First application products 1,147,700 1,147,700
Orphan drugs (biological drugs) [ Article 32-3, Paragraph 1, Item 1 (e)
Line extension 323,000 323,000
products Article 32-3, Paragraph 1, Item 1 (f)
First application products 854,100 854,100
PP P Article 32-3, Paragraph 1, Item 1 (g)
Generic druas First application products 1,386,800 1,386,800
9 (biological drugs) Article 32-3, Paragraph 1, ltem 1 (h)
Line extension products 323,000 323,000
P Article 32-3, Paragraph 1, Item 1 (i)
First application products 854,100 854,100
PP P Article 32-3, Paragraph 1, Item 1 (j)
. . 323,000 323,000
BTC/OTC drugs Line extension products Article 32-3, Paragraph 1. ltem 1 (k)
One product with several proprietary 323,000 323,000
names Article 32-3, Paragraph 1, Item 1 (1)
355,900 355,900
Article 32-3, P. h1, I 2
Quasi-drugs icle 32-3, Paragraph 1, Iltem 2 (a)
One product with several 55,900 55,900
proprietary names Article 32-3, Paragraph 1, Item 2 (b)
381,200 381,200
Article 32-3, Paragraph 1, Item 1 (m)
Pest control agents One product with 50,800 50,800
several proprietary )
hames Article 32-3, Paragraph 1, Item 1 (n)
381,200 381,200
. Article 32-3, Paragraph 1, ltem 2 (c)
Quasi-drugs for pest control
o P One product with several 50,800 50,800
proprietary names Article 32-3, Paragraph 1, Iltem 2 (d)
337,300 337,300

Cosmetics

Article 32-3, Paragraph 1, Item 3
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Note) The lower rows in the “User fees” column indicate the applicable articles of the Cabinet Order on Fees related to the Act on Securing Quality, Efficacy and Safety of

Products Including Pharmaceuticals and Medical Devices. (unit: yen)
Catedor User fees
gory Review Conformity Total
GMP inspection of drugs
In Japan 1,008,700 1,008,700
New drugs P Article 32, Paragraph 5, Item 1 (b) (1)
9 Overseas 1,272,900 1,272,900
Article 32, Paragraph 5, Item 1 (b) (2)
P In Japan 908,100 908,100
B Avrticle 32, P h 5, ltem 1 1
g Biological drugs/radiopharmaceuticals, etc. Ice1 151ar:gr0ap em1@) (1) 1151400
:E_: Overseas Article 32, Paragraph 5, Item 1 (a) (2)
QE;. In Japan 632,500 632,500
= Article 32, P h 5, Item 1 1
S Sterile drugs/Sterile quasi-drugs e 79:r;g:)ap em1(©) () 796.700
5 Overseas ) ,
% Article 32, Paragraph 5, ltem 1 (c) (2)
g In Japan 459,200 459,200
Q Article 32, P h 5, Item 1 (d) (1
3 Other drugs/quasi-drugs e 57:;8?'3 em1(d) (1) 578.500
g Overseas - ’ ’
=4 Article 32, Paragraph 5, Item 1 (d) (2)
8 86,800 86,800
% In Japan Article 32, Paragraph 5, Item 2 (a) and
— P h 6, Item 1
S | Packaging, labeling, storage, external testing, etc. T:gr;})o em 1 (@) 115300
[¢] s s
§ Overseas Article 32, Paragraph 5, Item 2 (c) and
=1 Paragraph 6, ltem 1 (b)
ifi In Japan 43,400 43,400
] _SpeClﬂC storage ) N P Article 32, Paragraph 5, ltem 2 (b)
(manufacturing sites where only registered specific
storage takes place) Overseas Article 3257P,Sroacg);raph 5, ltem 2 (d) oTE%0
In Japan 1,008,700 1,008,700
New druas P Article 32-3, Paragraph 2, ltem 1 (b) (1)
9 Overseas 1,272,900 1,272,900
Article 32-3, Paragraph 2, Item 1 (b) (2)
In Japan 908,100 908,100
Article 32-3, P h 2, ltem 1 1
Biological drugs/radiopharmaceuticals, etc. e ” 151a4r?)gorap em (@ (1) 1151400
Overseas Article 32-3, Paragraph 2, Item 1 (a) (2)
o In Japan 632,500 632,500
e Article 32-3, P h 2, Item 1 1
g- Sterile drugs/Sterile quasi-drugs e 796a7rggorap em1(e) (1) 96.700
S, Overseas Article 32-3, Paragraph 2, Item 1 (c) (2)
g In Japan 459,200 459,200
3 Article 32-3, P. h 2, Item 1 (d) (1
5] Other drugs/quasi-drugs e 578a;2%rap em1(d) (1) 578.500
Q ’ ’
933’- Overseas Article 32-3, Paragraph 2, ltem 1 (d) (2)
® 86,800 86,800
In Japan Article 32-3, Paragraph 2, Item 2 (a)
. . . and Paragraph 3, ltem 1
Packaging, labeling, storage, external testing, etc. 115.300 115.300
Overseas Article 32-3, Paragraph 2, Item 2 (c)
and Paragraph 3, Item 2
. In Japan 43,400 43,400
. .SpeC|f|c storage . . P Article 32-3, Paragraph 2, ltem 2 (b)
(manufacturing sites where only registered specific
storage takes place) Overseas 57,600 57,600

Article 32-3, Paragraph 2, ltem 2 (d)
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Note) The lower rows in the “User fees” column indicate the applicable articles of the Cabinet Order on Fees related to the Act on Securing Quality, Efficacy and Safety of

Products Including Pharmaceuticals and Medical Devices. (unit: yen)
Catedor User fees
gory Review Conformity Total
GMP inspection of drugs
Basic fee 866,500 866,500
Article 32, Paragraph 5, Item 3 (a) (1)
In Japan ipli
P Additional fee for 44,000 44,000 Tatpied by number of
Biological product Article 32, Paragraph 5, Item 3 (a) (1)
drugs/radiopharmaceuticals, etc. Basic f 1,109,800 1,109,800
asictee Article 32, Paragraph 5, Item 3 (a) (2)
O L
Verseas | additional fee for 44,000 44,000 Teripied by number of
product Article 32, Paragraph 5, Item 3 (a) (2)
Basic fee 615,600 615,600
Article 32, Paragraph 5, Item 3 (b) (1)
InJ ipli
198PaN 1 Additional fee for 17,900 17,000 TfPied by number of
product Article 32, Para
. . . , graph 5, Item 3 (b) (1)
Sterile drugs/Sterile quasi-drugs
e drugsfsiertie quasi-drug Basic foo 779,800 779,800
§ Article 32, Paragraph 5, Item 3 (b) (2)
O T
g verseas Additional fee for 17,900 17,900 Bliﬁ'ﬁﬂf;d by number of
2 product Article 32, Paragraph 5, Item 3 (b) (2)
o Basic fee 446,200 446,200
g Article 32, Paragraph 5, Iltem 3 (c) (1)
3 In Japan ipli
< P Additional fee for 13,700 13,700 proibiod by number of
= product Article 32, Para
= \ , graph 5, ltem 3 (c) (1)
® h -
3 Other drugs/quasi-drugs oo oo 565,600 565.600
5 Article 32, Paragraph 5, Item 3 (c) (2)
o Overseas ipli
) Y Additional fee for 13,700 13,700 Mulielied by number of
3 product " P
g Article 32, Paragraph 5, Iltem 3 (c) (2)
g.. 361,600 361,600
Q Basic fee Article 32, Paragraph 5, ltem 3 (d) (1)
% and Paragraph 6, ltem 2 (a)
—n In Japan multiplied by number of
g Additional fee for 9,700 9,700 rogucts
% product Article 32, Paragraph 5, Item 3 (d) (1)
e} Packaging, labeling, storage, and Paragraph 6, ltem 2 (a)
= external testing, etc. 470,100 470,100
Basic fee Article 32, Paragraph 5, ltem 3 (d) (3)
and Paragraph 6, ltem 2 (b)
Overseas multiplied by number of
Additional fee for 9,700 9,700 products
product Article 32, Paragraph 5, Item 3 (d) (3)
and Paragraph 6, ltem 2 (b)
Basic fee 180,800 180,800
Article 32, Paragraph 5, Item 3 (d) (2)
In Japan W multiplied by number of
Specific storage Addltlongl f?e for 9,700 9,700 products
(manufacturing sites where only produc Article 32, Paragraph 5, Item 3 (d) (2)
registered specific storage takes Basic fee 235,000 235,000
place) : Article 32, Paragraph 5, Item 3 (d) (4)
Overseas ipli
Y Additional fee for 9,700 9,700 proibied by number of
product Article 32, Paragraph 5, Item 3 (d) (4)
Basic fee 1,165,200 1,165,200
Article 32-2, Paragraph 1, Item 1
Additional fee for 44,000 44,000 Multiplied by number of

(Buunoeinuew jo adA} Buipsebas Ajiwiojuod Jo uoneulwexa) AJILLIOUOD JO UOIBILINSD JO oUBNSS|

Biological drugs/radiopharmaceuticals, etc.

product

products

Article 32-2, Paragraph 1, ltem 1

Additional fees for
manufacturing and

10,000

multiplied by number of
10,000 marketing authorization
holders

Sterile drugs/Sterile quasi-drugs

sales Article 32-2, Paragraph 1, ltem 1
Basic fee 818,700 818,700
Article 32-2, Paragraph 1, ltem 2
Additional fee for 17,900 17,900 multiplied by number of

product

products

Article 32-2, Paragraph 1, ltem 2

Additional fees for
manufacturing and

10,000

multiplied by number of
10,000 marketing authorization
holders

Other drugs/quasi-drugs

sales Article 32-2, Paragraph 1, ltem 2
Basic fee 593,800 593,800
Article 32-2, Paragraph 1, ltem 3
Additional fee for 13,700 13.700 multiplied by number of

product

products

Article 32-2, Paragraph 1, Item 3

Additional fees for
manufacturing and

10,000

multiplied by number of
10,000 marketing authorization

Packaging, labeling, storage

holders
sales Article 32-2, Paragraph 1, ltem 3
Basic fee 493,600 493,600
Article 32-2, Paragraph 1, ltem 4
Additional fee for 9,700 9,700 Multiplied by number of

product

products

Article 32-2, Paragraph 1, Item 4

Additional fees for
manufacturing and

10,000

multiplied by number of
10,000 marketing authorization

Specific storage

storage takes place)

(manufacturing sites where only registered specific

holders
sales Article 32-2, Paragraph 1, Item 4
Basic fee 246,800 246,800
Article 32-2, Paragraph 1, ltem 5
Additional fee for 9,700 9,700 multiplied by number of

product

products

Article 32-2, Paragraph 1, Item 5

Additional fees for
manufacturing and

10,000

multiplied by number of
10,000 marketing authorization
holders

Issuance and reissuance of certification of conformity

sales Article 32-2, Paragraph 1, Item 5
230,000 230,000
e . . . In Japan Article 32, Paragraph 7, Item 1; Article 32-2, Paragraph 2, Item 1;
Additional fees for on-site inspection and Articlo 33-3, Paragraph 4, ltem 1
+ overseas travel + overseas travel
(per day) Overseas 200,000 . toce 200,000 . cnCce
11,000 11,000

Article 32-2, Paragraph 4

7/9



Note) The lower rows in the “User fees” column indicate the applicable articles of the Cabinet Order on Fees related to the Act on Securing Quality, Efficacy and Safety of

Products Including Pharmaceuticals and Medical Devices. (unit: yen)
Catedor User fees
gory Review Conformity Total
GLP inspection of drugs
In Japan 3,258,300 3,258,300
P Article 32, Paragraph 4, Item 1 (a)
GLP + overseas travel + overseas travel
Overseas 3,606,200 expenses 3,606,200 expenses
Article 32, Paragraph 4, Item 1 (b)
GCP inspection of drugs
4,302,300 4,302,300
In Japan -
First application Article 32, Paragraph 4, Item 2 (a) (|1) —
+ overseas travel + overseas trave
products Overseas 4,758,500 expenses 4,758,500 expenses
New Article 32, Paragraph 4, Item 2 (a) (2)
application 1,138,600 1,138,600
In Japan Article 32, P h4,l| 2 3
Line extension rticle 32, Paragraph 4, ltem 2 (a) (l ) |
+ overseas travel + overseas travel
products Overseas 1,187,700 expenses 1,187,700 expenses
Article 32, Paragraph 4, Item 2 (a) (4)
GCP fi d
ornew drugs i Japan 4,302,300 4,302,300
First application Article 32, Paragraph 4, ltem Zt(b) (|1) t |
+ overseas trave + overseas trave
products Overseas 4,758,500 expenses 4,758,500 expenses
Partial Article 32, Paragraph 4, Iltem 2 (b) (2)
change 1,138,600 1,138,600
In Japan Avrticle 32, P: h 4, Item 2 (b) (3
Line extension rticle 32, Paragraph 4, Item 2 (b) (l ) |
+ overseas travel + overseas travel
products Overseas 1,187,700 expenses 1,187,700 expenses
Article 32, Paragraph 4, Iltem 2 (b) (4)
In Japan . 696,700 696,700
Article 32, Paragraph 4, Item 2 (a) (5)
New application + overseas travel + overseas travel
Overseas 1’026’200 expenses 1’026’200 expenses
. Article 32, Paragraph 4, Iltem 2 (a) (6)
GCP for generic drugs
In Japan . 696,700 696,700
Article 32, Paragraph 4, Item 2 (b) (5)
Partial change + overseas travel + overseas travel
Overseas 1’026’200 expenses 1’026’200 expenses
Article 32, Paragraph 4, Item 2 (b) (6)
In Japan . 696,700 696,700
Article 32, Paragraph 4, Iltem 2 (a) (5)
New application + overseas travel + overseas travel
Overseas 1,026,200 expenses 1,026,200 expenses
Article 32, Paragraph 4, Item 2 (a) (6)
GCP for BTC/OTC drugs
696,700 696,700
In Japan Article 32, Paragraph 4, Iltem 2 (b) (5)
Partial change + overseas travel + overseas travel
Overseas 1,026,200 expenses 1,026,200 expenses
Article 32, Paragraph 4, Item 2 (b) (6)
Interim evaluation of drugs with conditional approval
First application 4,987,400 4,224,100 (" Oveseas rare 9,211,500  ("overeeas e
N han d products Article 32, Paragraph 9, ltem 1 (a) | Article 32, Paragraph 9, Item 2 (a)
on-orphan drugs . . (+ overseas travel (+ overseas travel
Line extension 498,700 1,409,400 expenses *3) 1,908,100 expenses *3)
Reviewl/inspection of interim products Article 32, Paragraph 9, Item 1 (c) Avrticle 32, Paragraph 9, Item 2 (b)
evaluation . L (+ overseas travel (+ overseas travel
First application 4,127,800 4,224,100 expenses *3) 8,351,900 expenses *3)
Orphan drugs products Article 32, Paragraph 9, ltem 1 (b) | Article 32, Paragraph 9, Item 2 (a)
. . (+ overseas travel (+ overseas travel
Line extension 412,700 1,409,400 expenses *3) 1,822,100 expenses *3)
products Article 32, Paragraph 9, Item 1 (d) Article 32, Paragraph 9, Item 2 (b)
In Japan : 3,258,300 3,258,300
Article 32, Paragraph 9, Item 3 (a) (1)
GLP of interim evaluation (+ overseas travel (+ overseas travel
Overseas 3,606,200 expenses *3) 3,606,200 expenses *3)
Article 32, Paragraph 9, Item 3 (a) (2)
In Japan 3,465,200 3,465,200
First application Article 32, Paragraph f) Item 3 (bz (1)I ( —
+ overseas travel + overseas travel
products Overseas 3,806,900 expenses *3) 3,806,900 expenses *3)
. . . Article 32, Paragraph 9, Item 3 (b) (3)
GPSP of interim evaluation
In Japan 1,188,900 1,188,900
Line extension Article 32, Paragraph (9 Item 3 (bz (2)I : —
+ overseas trave + overseas trave
products Overseas 1,220,000 expenses *3) 1,220,000 expenses *3)
Article 32, Paragraph 9, Item 3 (b) (4)
GCP inspection of drugs (emergency approval)
In Japan 3,465,200 3,465,200
First application Article 32, Paragraph 4, Item 2 (c) (:) —
+ overseas travel + overseas trave
products Overseas 3,806,900 expenses 3,806,900 expenses
GPSP for emergency approval of new Article 32, Paragraph 4, ltem 2 (c) (2)
drugs 1,188,900 1,188,900
In Japan Article 32, P h4,l 2 3
Line extension rticle 32, Paragraph 4, ltem 2 (c) (l ) —
+ overseas travel + overseas trave
products Overseas 1,220,000 expenses 1,220,000 expenses
Article 32, Paragraph 4, Item 2 (c) (4)
In Japan . 696,700 696,700
Article 32, Paragraph 4, Item 2 (c) (5)
Other GPSP for emergency approval of new drugs + overseas travel + overseas travel
Overseas 1,026,200 expenses 1,026,200 expenses
Article 32, Paragraph 4, Item 2 (c) (6)
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Note) The lower rows in the “User fees” column indicate the applicable articles of the Cabinet Order on Fees related to the Act on Securing Quality, Efficacy and Safety of

Products Including Pharmaceuticals and Medical Devices. (unit: yen)
Catedor User fees
gory Review Conformity Total
Re-examination of drugs
(+ overseas travel (+ overseas travel
First application products 1,238,700 4,224,100 2ot R 5,462,800 exponaes *4)
N . L Article 32, Paragraph 12, ltem 1 | Article 32, Paragraph 13, Iltem 1 (a)
Review/inspection of re-examination + overseas travel (+ overseas ravel
Line extension products 417,000 1,409,400 expenses *4) 1,826,400 expenses *4)
Article 32, Paragraph 12, ltem 2 | Article 32, Paragraph 13, Item 1 (b)
In Japan 3,258,300 3,258,300
P Article 32, Paragraph 13, Item 2 (a) (1)
GLP for re-examination (+ overseas travel (+ overseas travel
Overseas 3,606,200 expenses *4) 3,606,200 expenses *4)
Article 32, Paragraph 13, ltem 2 (a) (2)
In Japan 3,465,200 3,465,200
First application Article 32, Paragraph(13, Item 2 (b) (1|) : l
+ overseas trave + overseas travel
products Overseas 3,806,900 expenses *4) 3,806,900 expenses *4)
Article 32, P h 13, ltem 2 (b) (2
GPSP for re-examination e araorap em2 () 2)
In Japan 1,188,900 1,188,900
Line extension P Article 32, Paragraph 13, ltem 2 (b) (3)
(+ overseas travel (+ overseas travel
products Overseas 1,220,000 expenses *4) 1,220,000 expenses *4)
Article 32, Paragraph 13, Item 2 (b) (4)

(*3) Amount including overseas travel expenses (Article 32, Paragraph 10) in cases where the inspection is conducted in a foreign country
(*4) Amount including overseas travel expenses (Article 32, Paragraph 14) in cases where the inspection is conducted in a foreign country
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