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MINISTRY OF HEALTH, LABOUR AND WELFARE

JAPANESE GOVERNMENT

2-2, 1-CHOME, KASUMIGASEKI, CHIYODA-KU, TOKYO

100-8916 JAPAN

CERTIFICATE

It is hereby certified that (Name of Manufacturer), (Address) is a
pharmaceutical (quasi—-drug, medical device)manufacturer licensed according to the
regulation as stipulated in the Pharmaceutical Affairs Law of Japan, Glause

1, Article 12.



Name of Manufacturing Plant:
Address:

License Number:

No.
TOKYO, date
(HEHERSR)
Director, (2&) Division Pharmaceutical and Medical Safety
Bureau Ministry of Health, Labour and Welfare
(#%3L3)
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(Form No. 3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
JAPANESE GOVERNMENT
2-2, 1-CHOME, KASUMIGASEKI, CHIYODA-KU, TOKYO
100-8916 JAPAN
CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug, medical
device) product(s) manufactured by (Name of Manufacturer), (Address) is/are
subject to our supervision as stipulated in the Pharmaceutical Affairs Law of
Japan and is/are allowe

Product (s) :

No.

TOKYO, date



(HHREA)
Director, (R&) Division Pharmaceutical and Medical Safety
Bureau Ministry of Health, Labour and Welfare
(#x=X4)
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(Form No. 4)

MINISTRY OF HEALTH, LABOUR AND WELFARE
JAPANESE GOVERNMENT
2-2, 1-CHOME, KASUMIGASEKI, CHIYODA-KU, TOKYO
100-8916 JAPAN
CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug, medical
device) product(s) manufactured by (Name of Manufacturer), (Address) is/are
subject to our supervision as stipulated in the Pharmaceutical Affairs Law of
Japan.

Product (s) :

No.

TOKYO, date

(HHEER)
Director, (&) Division Pharmaceutical and Medical Safety
Bureau Ministry of Health, Labour and Welfare

(Fe=5)
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(Form No. 5)
MINISTRY OF HEALTH, LABOUR AND WELFARE
JAPANESE GOVERNMENT
2-2, 1-CHOME, KASUMIGASEKI, CHIYODA-KU, TOKYO
100-8916 JAPAN
CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug, medical
device) product(s) manufactured by (Name of Manufacturer), (Address) is/are
subject to our supervision as stipulated in the Pharmaceutical Affairs Law of
Japan and is/are allow

1 Product(s),Date of Manufacturing License and Approval Number:
(Product) (Date of Manufacturing License) (Approval Number)
2 Ingredient and Composition or Chemical Entity:
3 Dosage and Administration:
4 Indications:
No.

TOKYO, date

(HBHHERA)



Director, (32&) Division Pharmaceutical and Medical Safety
Bureau Ministry of Health, Labour and Welfare
(%= 6)
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(Form No. 6)

MINISTRY OF HEALTH, LABOUR AND WELFARE
JAPANESE GOVERNMENT
2-2, 1-CHOME, KASUMIGASEKI, CHIYODA-KU, TOKYO
100-8916 JAPAN
CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug, medical
device) product(s) manufactured by (Name of Manufacturer), (Address) is/are

subject to our supervision as stipulated in the Pharmaceutical Affairs Law of
Japan.

1 Product(s):
2 Ingredient and Composition or Chemical Entity:
3 Dosage and Administration:
4 Indications:
No.

TOKYO, date



(HEHEERSR)
Director, (&) Division Pharmaceutical and Medical Safety
Bureau Ministry of Health, Labour and Welfare
(B=7)
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(Form No. 8)
MINISTRY OF HEALTH, LABOUR AND WELFARE
JAPANESE GOVERNMENT
2-2, 1-CHOME, KASUMIGASEKI, CHIYODA-KU, TOKYO
100-8916 JAPAN

CERTIFICATE

It is hereby certified that the attached list is identical to the |list of pre-



clinical and clinical data submitted to us by (Name of Company), (Address) for the
approval of manufacturing (Name of Product).

No.
TOKYO, date
(HEHERSB)
Director, (R&)Division Pharmaceutical and Medical Safety
Bureau Ministry of Health, Labour and Welfare
(%= 9)
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BAEEAFBEE. (2#8), (EFROTEORBREZNOOFEOORIZHEZRIT. HMN
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(Form No.9)

MINISTRY OF HEALTH, LABOUR AND WELFARE
JAPANESE GOVERNMENT
2-2, 1-CHOME, KASUMIGASEKI, CHIYODA-KU, TOKYO
100-8916 JAPAN
CERTIFICATE

It is hereby certified that the following testing facility of (Name of
Company), (Address) was inspected on (Date) and found to be in compliance with all
the requirements of Japanese Good Laboratory Practices

Name of the Testing Facility:
Address:
No.

TOKYO, date



(HHREA)
Director, (2&)Division Pharmaceutical and Medical Safety
Bureau Ministry of Health, Labour and Welfare
(#%3L10)  HIBx
(Fex11)
FEEAE
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(Form No. 11)

MINISTRY OF HEALTH, LABOUR AND WELFARE
JAPANESE GOVERNMENT
2-2, 1-CHOME, KASUMIGASEKI, CHIYODA-KU, TOKYO
100-8916 JAPAN
CERTIFICATE

It is hereby certified that following manufacturing plant of (Name of
Manufacturer) , (address) ,in which the following product(s) is/are
produced is subject to our inspections at suitable intervals and the
manufacturing in the plant conforms to all the requirements of Japanese Good
Manufacturing Practice (Regulations for Manufacturing Control and Quality Control
of Drugs and Quasi-drags and Regulations for Buildings and Facilities etc.) laid
down in accordance with the recommendation of the World Health Organization

Name of Manufacturing Plant:
Address:

Product (s):



No.

TOKYO, date
(HEHERSR)
Director
(JE&HER4A) Pharmaceutical and Medical Safety
Bureau Ministry of Health, Labour and Welfare
(#%312)
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(Form No. 12)
MINISTRY OF HEALTH, LABOUR AND WELFARE
JAPANESE GOVERNMENT
2-2, 1-CHOME, KASUMIGASEKI, CHIYODA-KU, TOKYO
100-8916 JAPAN
(B 1)
(EfFEEHER)
International Affairs Staff
Office of Health Affairs
Food and Drug Administration
Rockville, Maryland 20857
U.S. A
Dear (GEfTEELER) :

Please find enclosed a statement on clinical trial notifications of (RERZFE 31—
K) submitted by (£%t4, )

Sincerely yours,



(HHYUER)

Director, Evaluation and Licensing

Division Pharmaceutical and Medical Safety
Bureau Ministry of Health, Labour and Welfare
(#=13)
BEREICET 5 FH
HAEEELFBEF., (S#HB). (EMABXEEFEFORD2UEIE, ULTOHIZS
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(Form No. 13)
MINISTRY OF HEALTH, LABOUR AND WELFARE
JAPANESE GOVERNMENT
2-2, 1-CHOME, KASUMIGASEKI, CHIYODA-KU, TOKYO
100-8916 JAPAN
Statement on Clinical Trial Notification

The Ministry of Health, Labour and Welfare of Japan hereby confirms that (&%t
%, 1£7fr) submitted the Clinical Trial Plan Notifications for clinical trials
with an investigational new drug containing the following active ingredient and
may initiate clinical trials in accordance with Article 80-2 of the
Pharmaceutical Affairs Law of Japan

Active Ingredient: (B®EHSB)
Investigational New Drug: (AERZEI—K)
Date of Receipt and Indications Intended:

Date of Receipt Indications Intended

(%#EH) (F E®hHe)



TOKYO, date

(BHRR)

Director, Evaluation and Licensing
Division Pharmaceutical and Medical Safety

Bureau Ministry of Health, Labour and Welfare
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