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(Form No.3-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that (Name of the Marketing Authorization Holder), (Address) is a
pharmaceutical  (quasi-drug) marketing authorization holder licensed in accordance with the
provision of Paragraph 1, Article 12 of the Pharmaceuticals, Medical devices and Other Therapeutic
Products Act of Japan.

Name of the Marketing Authorization Holder:
(or Name of the Office for General Marketing Manager)
Address:

Licence Number:

No.
TOKYO, date

Director, Pharmaceutical Safety Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Hedth, Labour and Welfare






(Form No.3-2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that (Name of the Marketing Authorization Holder), (Address) is a medical
device marketing authorization holder licensed in accordance with the provision of Paragraph 1,
Article 23-2 of the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Name of the Marketing Authorization Holder :
(or Name of the Office for General Marketing Manager)
Address:

Licence Number:

No.
TOKYO, date

Director, Pharmaceutical Safety Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.3-3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that (Name of the Marketing Authorization Holder), (Address) is an in vitro
diagnostic marketing authorization holder licensed in accordance with the provision of Paragraph 1,
Article 23-2 of the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Name of the Marketing Authorization Holder :
(or Name of the Office for General Marketing Manager)
Address:

Licence Number:

No.
TOKYO, date

Director, Pharmaceutical Safety Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.3-4)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that (Name of the Marketing Authorization Holder), (Address) is an
regenerative medicine product marketing authorization holder licensed in accordance with the
provision of Paragraph 1, Article 23-20 of the Pharmaceuticals, Medica devices and Other
Therapeutic Products Act of Japan.

Name of the Marketing Authorization Holder :
(or Name of the Office for General Marketing Manager)
Address:

Licence Number:

No.
TOKYO, date

Director, Pharmaceutical Safety Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.4-1)

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

CERTIFICATE

It is hereby certified that (Name of the Manufacturer), (Address) is a pharmaceutical
(quasi-drug) manufacturer licensed registered in accordance with the provision of
Paragraph 1, Article 13 Paragraph 1, Article 13-2-2 of the Pharmaceuticals, Medical
devices and Other Therapeutic Products Act of Japan.

Name of Manufacturing Site:
Address:

Licence (Registration) Number:

No.
TOKYO, date

Director, Pharmaceutical Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare



)

))



(Form No.4-2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that (Name of the Manufacturer), (Address) is amedical device manufacturer
registered in accordance with the provision of Paragraph 1, Article 23-2-3 of the Pharmaceuticals,
Medical devices and Other Therapeutic Products Act of Japan.

Name of Manufacturing Site:
Address:

Registration Number:

No.

TOKYO, date

)

Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.4-3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that (name of the manufacturer), (address) is an in vitro diagnostic
manufacturer registered in accordance with the provision of Paragraph 1, Article 23-2-3 of the
Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Name of Manufacturing Site:
Address:

Registration Number:

No.
TOKYO, date

Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.4-4)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It ishereby certified that (Name of the Manufacturer), (Address) isaregenerative medicine product
manufacturer licensed in accordance with the provision of Paragraph 1, Article 23-22 of the
Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Name of Manufacturing Site:
Address:

Licence Number:

No.
TOKYO, date

Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






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

CERTIFICATE

It ishereby certified that the following pharmaceutical (quasi-drug) product(s) marketed by (Name
of the Marketing Approval Holder), (Address) is (are) manufactured (imported) under our supervision
as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan
and is (are) allowed to be sold in Japan.

Product(s):

No.
TOKYO, date

Director, Pharmaceutical Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






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

CERTIFICATE

It is hereby certified that the following medical device(s) marketed by (Name of the Marketing
Approval Holder), (Address) is(are) manufactured(imported) under our supervision as stipulated
in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan and is(are)
authorized to be marketed in Japan.

Medical device(s):

No.

TOKYO, date

Director, Medica Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Hedth, Labour and Welfare






(Form No.5-3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI| 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) marketed by (Name of the Marketing
Approval Holder), (Address) is(are) manufactured(imported) under our supervision as stipulated in
the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan and is(are)
allowed to be sold in Japan.

In vitro diagnostic(s):

No.
TOKYO, date

Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.5-4)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It ishereby certified that the following regenerative medicine product(s) marketed by (Name of the
Marketing Approval Holder), (Address) is(are) manufactured(imported) under our supervision as
stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan and
is(are) allowed to be sold in Japan.

Regenerative medicine product(s):

No.
TOKYO, date

Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.6-1)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug) product(s) manufactured
(imported) by (Name of the Manufacturer), (Address) is (are) manufactured (imported) under our
supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products
Act of Japan.

Product(s):

No.
TOKYO, date

Director, Pharmaceutical Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.6-2)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following product(s) concerned with medical device(s)
manufactured(imported) by (Name of the Manufacturer), (Address) is(are) manufactured
(imported) under our supervision as stipulated in the Pharmaceuticals, Medical devices and Other
Therapeutic Products Act of Japan.

Product(s):

No.
TOKYO, date

Director, Medica Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Hedlth, Labour and Welfare






(Form No.6-3)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) manufactured(imported) by (Name of
the Manufacturer), (Address) is(are) manufactured(imported) under our supervision as stipulated in
the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Product(s):

No.
TOKYO, date

)
Director, Medical Device Evaluation Division

Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.6-4)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following in regenerative medicine product(s) manufactured
(imported) by (Name of the Manufacturer), (Address) is(are) manufactured(imported) under our
supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products
Act of Japan.

Product(s):

No.
TOKYO, date

Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.7-1)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug) product(s) exported by (Name
of the Marketing Approval Holder), (Address) is (are) manufactured (imported) under our supervision
as stipulated in the Pharmaceuticals, Medica devices and Other Therapeutic Products Act of Japan.

Product(s):

No.
TOKYO, date

Director, Pharmaceutical Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.7-2)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following product(s) concerned with, medical device(s) exported by
(Name of the Marketing Approval Holder), (Address) is(are) manufactured(imported) under our
supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act

of Japan.

Product(s):

No.
TOKYO, date

Director, Medica Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Hedlth, Labour and Welfare






(Form No.7-3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI| 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) exported by (Name of the Marketing
Approval Holder), (Address) is(are) manufactured(imported) under our supervision as stipulated in
the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Product(s):

No.
TOKYO, date

Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.7-4)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following regenerative medicine product(s) exported by (Name of the
Marketing Approval Holder), (Address) is(are) manufactured(imported) under our supervision as
stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Product(s):

No.
TOKYO, date

Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.8-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug) product(s) marketed by (Name
of the Marketing Approval Holder), (Address) is (are) manufactured (imported) under our supervision
as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan
and is (are) allowed to be sold in Japan.

Product(s):

Date of Marketing Approval (Notification):
Marketing Approval Number:

Ingredient and Composition or Chemical Entity:
Dosage and Administration:

Indications:

No.
TOKYO, date

Director, Pharmaceutical Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare



)

(



(Form No.8-2)

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

CERTIFICATE

It is hereby certified that the following medical device(s) marketed by (Name of the Marketing
Approval Holder), (Address) is(are) manufactured(imported) under our supervision as stipul ated
in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan and is(are)
authorized to be marketed in Japan.

Medical device(s):
Date of Marketing Approval (Notification):

Marketing Approval Number:

No.

TOKYO, date

Director, Medical Device Evauation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Hedth, Labour and Welfare



)

(



(Form No.8-3)

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

CERTIFICATE

It is hereby certified that the following medical device(s) marketed by (Name of the Marketing
Approval Holder), (Address) is(are) manufactured(imported) under our supervision as stipul ated
in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan, and is(are)
certified by Certification Body to be marketed in Japan.

Medical device(s):
Name of Registered Certification Body:
Certification Number:

Date of Issue;

No.

TOKYO, date

Director, Medica Device Evauation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.8-4)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) marketed by (Name of the Marketing
Approval Holder), (Address) is(are) manufactured(imported) under our supervision as stipulated in
the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan and is(are)
allowed to be sold in Japan.

Product(s) :

Date of Marketing Approval (Notification):
Marketing Approval (Notification) Number:
Reactive Ingredient(s):

Assay Procedure:

Intended Use:

No.
TOKYO, date

Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No0.8-5)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It ishereby certified that the following regenerative medicine product(s) marketed by (Name of the
Marketing Approval Holder), (Address) is(are) manufactured(imported) under our supervision as
stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan and
is(are) allowed to be sold in Japan.

Product(s) :
Date of Marketing Approval:
Marketing Approval Number:

No.
TOKYO, date

Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No0.8-6)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) marketed by (Name of the Marketing
Approval Holder), (Address) is(are) manufactured(imported) under our supervision as stipulated in
the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan, and is(are)
certified by Certification Body to be marketed in Japan.

Product(s):
Name of Registered Certification Body:
Certification Number:

Date of Issue:

No.
TOKYO, date

Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No0.9-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical(quasi-drug) product(s)
manufactured(imported) by (Name of the Manufacturer), (Address) is(are) manufactured(imported)
under our supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic
Products Act of Japan.

Product(s):
Ingredient and Composition or Chemical Entity:
Dosage and Administration:

Indications:

No.
TOKYO, date

Director, Pharmaceutical Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No0.9-2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) manufactured(imported) by (Name of
the Manufacturer), (Address) is(are) manufactured(imported) under our supervision as stipulated in
the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Product(s):

Reactive Ingredient(s):
Assay Procedure:
Intended Use:

No.
TOKYO, date

Director, Medical Device Evauation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.10-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI| 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug) product(s) exported by (Name
of the Marketing Approval Holder), (Address) is (are) manufactured (imported) under our supervision
as stipulated in the Pharmaceuticals, Medica devices and Other Therapeutic Products Act of Japan.

Product(s):

Ingredient and Composition or Chemical Entity:
Dosage and Administration:

Indications:

No.
TOKYO, date

Director, Pharmaceutical Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.10-2)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) exported by (Name of the Marketing
Approval Holder), (Address) is(are) manufactured(imported) under our supervision as stipulated in
the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Product(s):

Reactive Ingredient(s):
Assay Procedure:
Intended Use:

No.
TOKYO, date

Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.11)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following product(s) has(have) been applied for the marketing
approval of pharmaceutical(s) (quasi-drug(s), medical device(s), in vitro diagnostic(s) or regenerative
medicine product(s)) as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic
Products Act of Japan.

Product(s):

Reception Date of Application for Marketing Approval:
Reception Number of Application for Marketing Approval:
Name of Applicants:

Address of Applicants.

No.
TOKYO, date

Director,
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.12)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

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 the Applicant), (Address) for the approval of
marketing (Name of the Product(s)).

No.
TOKYO, date

Director,
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.13-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

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

Name of the Testing Facility:

Address;

No.
TOKYO, date

Director, Pharmaceutical Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.13-2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

CERTIFICATE

It is hereby certified that the following testing facility of (Name of the Testing person), (Address)

was inspected on (Date) and found to be in compliance with all the requirements of Good Laboratory
Practices of Japan.

Name of the Testing Facility:
Address:

No.
TOKYO, date

Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.14-1)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It ishereby certified that the following manufacturing site of (Name of the Manufacturer), (Address),
in which the following product(s) is(are) produced is subject to our inspections at suitable intervals,
and the manufacturing in the site conforms to al the requirements of the Ministerial Ordinance on
Standards for Manufacturing Control and Quality Control for Drugs and Quasi-drugs (“ Drugs/Quasi-
drugs GMP Ordinance”) laid down in accordance with the recommendation of the World Health
Organization.

Name of Manufacturing Site:
Address:
Product(s):

No.
TOKYO, date

Director, Compliance and Narcotics Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.14-2)

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

CERTIFICATE

Itishereby certified that the following manufacturing site of (Name of the Manufacturer), (Address),
in which the following product(s) is(are) produced is subject to our inspections at suitable intervals,
and the manufacturing in the site conforms to all the requirements of the Ministerial Ordinance on
Standards for Manufacturing Control and Quality Control for Medical Devices and In-vitro
Diagnostics (“Medical Devices/IVDs QM S Ordinance”)

Name of Manufacturing Site:
Address:
Product(s):

No.
TOKYO, date

Director, Compliance and Narcotics Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Hedlth, Labour and Welfare






(Form No.14-3)

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

CERTIFICATE

It ishereby certified that the following manufacturing site of (Name of the Manufacturer), (Address),
in which the following product(s) is(are) produced is subject to our inspections at suitable intervals,
and the manufacturing in the site conforms to al the requirements of the Ministerial Ordinance on
Standards for Manufacturing Control and Quality Control for Regenerative medicine products
(“ Regenerative medicine products GCTP Ordinance”).

Name of Manufacturing Site:
Address:
Product(s):

No.
TOKYO, date

Director, Compliance and Narcotics Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare



GMP
EudraGMDP CERTIFICATE NUMBER:



Ministry of Health, Labour and Welfare
CERTIFICATE NUMBER:
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1
Issued under the provisions of the Mutual Recognition Agreement between the European Union and Japan.

The competent authority of Japan confirms the following:
The manufacturer :

Site address:

DUNS Number:

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on YYYY-
MM-DD (Date), it is considered that it complies with
The Good Manufacturing Practice requirements referred to in the Agreement of Mutual Recognition between

the European Union and Japan.

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and

should not be relied upon to reflect the compliance status if more than three years have elapsed since the date

of that inspection. However, this period of validity may be reduced or extended using regulatory risk management
principles by an entry in the Restrictions or Clarifying remarksfield. This certificate is valid only when presented
with al pages and both Parts 1 and 2. The authenticity of this certificate may be verified in EudraGMP. If it does

not appear, please contact the issuing authority.

Part 2
Human Medicina Products

1 MANUFACTURING OPERATIONS

Any restrictions related to the scope of this certificate:

Building Room Line/equipment QC testing Products




Clarifying remarks (for public users)

[License Number: ] MHLW certifiesthe GMP Compliance of all manufacturing operations
in the above manufacturing site for the products specified in the certificate. Due to different terminology of
manufacturing operationsin Japan and the EU, the items listed in Part 2 have been selected by the

manufacturer and the MHLW bears no responsihility for thisinformation.

YYYY-MM-DD (Date) Name and signature of the authorized person of the
Competent Authority of Japan

Ministry of Health, Labour and Welfare
Tel: +81 3 35952436
Fax: +81 3 3501003






(Form No.16)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

Food and Drug Administration

Dear

Please find enclosed a statement on clinical tria notifications of submitted by

Sincerely yours,

Director, Pharmaceutical Evauation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare






(Form No.17)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKY O 100-8916

Statement on Clinical Trial Notification

The Ministry of Health, Labour and Welfare of Japan hereby confirms that

submitted
the Clinical Tria Plan Notificationsfor clinical trials with an investigational new drug containing the

following active ingredient and may initiate clinical trials in accordance with the provision of

Paragraph 2 of Article 80-2 of the Pharmaceuticals, Medical devices and Other Therapeutic Products
Act of Japan.

Active Ingredient:
Investigational New Drug:
Date of Recelpt:

Indications Intended:

TOKYO, date

Director, Pharmaceutical Evauation Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare



[



(Form No.18)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following manufacturing site, in which the following product(s) is
(are) produced is subject to our inspections, and the manufacturing in the site conforms to all the
requirements of the GMP standards for investigational new drugs.

Name of Manufacturing Site:

Address:;

Name(s) of Substance:

Operations.
[1 Active ingredient manufacturing process
[] Dosage formulation process
[1 Other ( )

Date of Inspection:

No.
TOKYO, date

Director, Compliance and Narcotics Division
Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare
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(Form No.19)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI| 1-CHOME, CHIYODA-KU, TOKYO 100-8916

Certificate of a Pharmaceutical Product?

This certificate conforms to the format recommended by the World Health Organization (General instructions
and explanatory notes attached).

Certificate No.: Exporting Country  Japan
Importing Country
1. Name and dosage form of Product

11 Active ingredient(s) 2 and amount(s) per unit dose® (complete quantitative
composition including excipientsis preferred)  See Attachments*

12 Isthis product licensed approved and licensed to be placed on the market
for use in the exporting country?°
Oyes - See Block A ©
Ono - See Block B®

13 Isthis product actually on the market in the exporting country?

0O yes O no O unknown (key in as appropriate)

_A_
2A.1 Number of product licence” and date of issue marketing approval number and date
No.
Date

2A.2 Product licence holder marketing approval holder (name and address)
Name
Address

2A.3 Status of product licence holder marketing approval holder 8
Oa Ob O c (key in appropriate category as defined in note 8)

2A.3.1 For categories b and ¢ the name and address of the manufacturer producing
the dosage form are  °
Name
Address

2A.4 Is summary Basis of Approval appended?©
0O yes O no (key in as appropriate)

2A5 Is the attached product information complete and consonant with thelicence  approval 2%

O yes O no 0O not provided (key in as appropriate)

2A.6 Applicant for certificate, if different from licence holder [marketing approval
holder](name and address) 12
Name
Address




_B_

2B.1

Applicant for certificate(name and address)
Name
Address

2B.2

Status of applicant
Oa Ob O c (key in appropriate category as defined in note 8)

2B.2.1

For categories b and ¢ the name and address of the manufacturer producing the
dosageformare  °

Name

Address

2B.3

Why is marketing authorization lacking?
O not required O not requested
O under consideration O refused (key in as appropriate)

2B.4

Remarks:; 13

31

3.2

33

Does the certifying authority arrange for periodic inspection of the manufacturing
plant in which the dosage form is produced?

0 yes Ono O not applicable!* (key in as appropriate)

If no or not applicable proceed to question 4.

Periodicity of routine inspection(years) years

Has the manufacture of this type of dosage form been inspected?
0O yes O no (key in as appropriate)

Do the facilities and operations conform to GMP as recommended by the World
Health Organization?1®
0O yes O no O not applicable(key in as appropriate)

Does the information submitted by the applicant satisfy the certifying authority on
all aspects of the manufacture of the product 16

O yes O no (key in as appropriate)

If no, explain

Address of certifying authority Pharmaceutical Safety and Environmental Health Bureau,

Ministry of Health, Labour and Welfare
2-2, Kasumigaseki 1-chome,
Chiyoda-ku

Tokyo 100-8916

Pharmaceutical Evaluation Division Medical Device Evaluation Division

Telephone +81-3-3595-2431  +81-3-3595-2419

Fax

+81-3-3597-9535  +81-3-3597-0332

Name of authorized person:

Director,

Signature
Stamp and Date




General instructions

Please refer to the guidelines for full instructions on how to complete this form and information on the
implementation of the Scheme.

The forms are suitable for generation by computer. They should always be submitted as hard copy, with responses
printed in type rather than handwritten. Additional sheets should be appended, as necessary, to accommodate
remarks and explanations.

Explanatory notes

1. Thiscertificate, which isin the format recommended by WHO, establishes the status of the pharmaceutical
product and of the applicant for the certificate in the exporting country. It is for asingle product only since
manufacturing arrangements and approved information for different dosage forms and different strengths can
vary.

2. Use, whenever possible, International Nonproprietary Names (INNSs) or national nonproprietary names.

3. Theformula (complete composition) of the dosage form should be given on the certificate or be appended.

4. Detailsof quantitative composition are preferred, but their provision is subject to the agreement of the product
licence holder approva and manufacturing licence holder

5. When applicable, append details of any restriction applied to the sale, distribution or administration of the
product that is specified in the product licence approval

6. Section 2A and 2B are mutually exclusive.

7. Indicate, when applicable, if thelicence approval  isprovisional, or the product has not yet been
approved.

8. Specify whether the person responsible for placing the product on the market

(a) manufactures the dosage forms

(b) packages and/or 1abels a dosage forms manufactured by an independent company  or

(c) isinvolved in none of the above.

9. Thisinformation can be provided only with the consent of the product licence holder
approval and manufacturing licence holder  or, in the case of non registered

products, the applicant.
Non completion of this section indicates that the party concerned has not agreed to inclusion of this
information.
It should be noted that information concerning the site of production is part of the product licence. If the
production site is changed, the licence must be updated or it will cease to be valid.

10. Thisrefersto the document, prepared by some national regulatory authorities, that summarizes the technical
basis on which the product has been licensed approved and licensed

11. Thisrefersto the package insert which is used in the exporting country at the date of certification, as informed
to Director General of WHO as the specia reservation.

12. Inthis circumstance, permission for issuing the certificate is required from the product licence holder

approval and manufacturing licence holder . This permission must be provided to the authority by the
applicant.

13. Pleaseindicate the reason that the applicant has provided for not requesting registration
(a) the product has been developed exclusively for the treatment of conditions particularly tropical diseases not
endemic in the country of export
(b) the product has been reformulated with aview to improving its stability under tropical conditions



(c) the product has been reformulated to exclude excipients not approved for use in pharmaceutical productsin
the country of import;

(d) the product has been reformulated to meet a different maximum dosage limit for an active ingredient

(e) any other reason, please specify.

14. Not applicable means that the manufacture is taking place in a country other than that issuing the product
certificate and inspection is conducted under the aegis of the country of manufacture.

15. Thereguirements for good practices in the manufacture and quality control of drugs referred to in the
certificate are those included in the report of the thirty second Expert Committee on Specifications for
Pharmaceutical Preparations (WHO Technical Report Series, N0.823, 1992, Annex 1). Recommendations
specifically applicable to biological products have been formulated by the WHO Expert Committee on
Biological Standardization (WHO Technical Report Series, N0.822, 1992, Annex 1).

16. This section isto be completed when the product licence holder  approval and manufacturing licence
holder or applicant conformsto status (b) or (¢) as described in note 8 above. It is of particular importance
when foreign contractors are involved in the manufacture of the product. In these circumstances the applicant
should supply the certifying authority with information to identify the contracting parties responsible for each
stage of manufacture of the finished dosage form, and the extent and nature of any controls exercised over
each of these parties.



1-2-2

/
+81-3-3595-2431 / +81-3-3595-2419
+81-3-3597-9535 / +81-3-3597-0332







(Form No.20)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI| 1-CHOME, CHIYODA-KU, TOKY O 100-8916

No. of Statement Exporting Country: Japan
Importing Country:

Statement of Licensing [Approva and Licensing] Status of Pharmaceutical Product(s)*

This statement indicates only whether or not the following products are licensed [approved] to be
put on the market in the exporting country.

Applicant Name:
Address:
Name of Product Dosageform | Activeingredient(s)? and Product licence No. and date of issue®

amount(s) per unit dose [Product approva No. and date of

manufacturing licence]

The certifying authority undertakes to provide, at the request of the applicant (or, if different, the
product licence holder [product approva and manufacturing licence holder]), a separate and
complete Certificate of a Pharmaceutical Product in the format recommended by WHO, for each of
the products listed above.

Address of certifying authority:Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare of Japan
2-2, Kasumigaseki 1-chome
Chiyoda-ku
Tokyo 100-8916

Name of authorized person: )
Director,

Pharmaceutical Evaluation Division/ Medical Device Evaluation Division
Telephone number: +81-3-3595-2431 / +81-3-3595-2419
Fax number: +81-3-3597-9535 / +81-3-3597-0332
Signature:
Stamp and date:

This statement conforms to the format recommended by the World Health Organization (genera
instructions and explanatory note attached).



General instructions

Please refer to the guidelines for full instructions on how to compl ete this form and information on
the implementation of the Scheme. The forms are suitable for generation by computer. They
should always be submitted as hard copy, with responses printed in type rather than handwritten.
Additional sheets should be appended, as necessary, to accommodate remarks and explanations.

Explanatory notes

1. Thisstatement isintended for use by importing agents who are required to screen bids madein
response to an international tender and should be requested by the agent as a condition of
bidding. The statement indicates that the listed products are authorized to be placed on the
market for use in the exporting country. A Certificate of a Pharmaceutical Product in the format
recommended by WHO will be provided, at the request of the applicant and, if different, the
product licence holder [product approval and licence holder], for each of the listed products.

2 Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary
names.

3 If no product licence [product approval and manufacturing licence] has been granted, enter
“ not required” , “ not requested” , “ under consideration” or “ refused” as
appropriate.
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