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(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 pharmacéutical
(quasi-drug) manufacturer licensed in accordance with the provision of Paragraph 1,

Article 13 of the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of

Japan.

Name of Manufacturing Site:
Address:

Licence Number:

No.
TOKYO, date

(EXRBEEERRSD)
Director, Pharmaceutical Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare
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(Form No.4-2)

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 (name of the manufacturer), (address) is a medical 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

(ERRBEECTERRSA)
Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare
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(Form No.4-3)

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 (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

(ERBBBEEERRSD)
Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare
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(Form No.4-4)

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 (Name of the bManu.facturer), (Address) is a regenerative.
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

(ERARBBEECTERRA)
Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare
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(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 is hereby certified that the following pharmaceutical (quasi-drug) product(s)
marketed by (Name of the Marketing approval holder), (Address) is(are) manufactured
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

(EEXERBEEERR®A)
Director, Pharmaceutical Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare
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(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 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

(EREEEETHERRSD)
Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare-
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(Form No.5-3)
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~follbwing in vitro diégnostic(s) marketed by (name of the
marketing approval holder), (address) is(are) manufactured 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): o

No.
TOKYO, date

(EREHBEETHEHRRSA)
Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare
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(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 is hereby certified that the following regenerative medicine produét(s) marketed by
(name of the marketing approval holder), (address) is(are) manufactured 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

(EEREEEEERRRA)
Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare
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(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 by (Name of the Manufacturer), (Address) is(are) manufactured under our
supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic

Products Act of Japan.

Product(s):

No.
TOKYO, date

(EXRBTEEERRR)
Director, Pharmaceutical Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare
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(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 (exported) by (name of the manufacturer), (address) is(are) manufactured

under our supervision as stipulated in the Pharmaceuticals, Medical devices and Other

Therapeutic Products Act of Japan.

Product(s):

No.
TOKYO, date

(EEBEEEEEERERA)
Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare
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(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 by (Name of
the Manufacturer), (Address) is(are) manufactured under our supervision as stipulated in

the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Product(s):

No.

TOKYO, date

(EEREEEETERRA)
Director, Medical Device Evaluation Division

Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare
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(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 by (Name of the Manufacturer), (Address) is(are) manufactured under our

supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic
Products Act of Japan.

Product(s):

No.
TOKYO, date

(ERRSZEEERESD)
Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare
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(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, Medical devices and Other

Therapeutic Products Act of Japan.

Product(s):

No.
TOKYO, date

(EXRBEEEERRSA)
Director, Pharmaceutical Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare
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(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

(EEMBEEEERRS)
Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health‘, Labour and Welfare
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(Form No.7-3) |

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) 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

(EERBEBEEHEHRRSD)
Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare
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(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

(EERRETEEERERER)
Director, Medical Device Evaluation Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, I;abour and Welfare



