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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) max_lufactured by
(Name of the Manufacturer), (Address) is(are) subject to our supervision as stipulated in the
Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Product(s)f

No.
TOKYQ, date

(BEETERRA)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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{Form No.6-2)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOYERNMENT 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.
TOKYQ, date

(KEEEBEZ2EE (ER%  BEERFIHSIFEETEEY) A)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety 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) subject to our supervision as stipulated in the Pharmaceuticals,

Medical devices and Other Therapeutic Products Act of Japan.

Product(s):

Nao.
TOKYO, date

(REERZEE (Efds  BEERFELEEEEEL) 4)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety 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)} subject to our supervision as stipulated in the

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

Product(s):

No.
TOKYO, date

(KEEREEE (ERHER - BEEARSNSETEREIEY) 2)
Director, Medical Device and Regenerative -
Medicine Product Evaluation Division
Pharmaceutical and Food Safety 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) subject to our
supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products

Act of Japan.

Product(s):

No.
TOKYOQ, date

(BEEERES)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety 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.

Produci(s):

No.
TOKYO, date

(KEEREEE (EHER - BEERAFASEEEERY) 8)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety 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) subject to our supervision as stipulated

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

Product(s):

No.
TOKYO, date

(KEEEZEE (EAAR  BEERFUSFEETEED) A)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety 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) subject to our
supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products

Act of Japan.

Product(s):

No.
TOKYO, date

(KEEESHEE (EARSR - BEEFFURBTETHEIEL) A)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.8-1)

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 subject to 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

(BEEERERA)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Burean

Ministry of Health, Labour and Welfare
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(Form No.8-2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVYERNMENT 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):
Date of Marketing Approval(Notification):
Marketing Approval Nufnber:

No.
TOKYO, date

(REEFZEE (EF#%  BEERFRSETEERY) A)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Burean

Ministry of Health, Labour and Welfare
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(Form No.8-3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHTYODA-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)

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

(KEEESHE (ERRF  BEERFUSETTEEY) 8)
Director, Medical ﬁevice and Regenerative
Medicine Product Evaluation Di.vision
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.8-4)

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 vitro diagnostic(s) marketed by (Name of the
Marketing approval holder), (Address) is(are) manufactured subject to  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

(KEEESHE (ERES - BEERFHUSEEETEEY) 8)
Director, Medical Device and Regenerative
Medicine Product Evaluatibn Divigion
Pharmacecutical and Food Safety Burcau

. Ministry of Health, Labour and Welfare
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(Form No.8-5)

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) marketed by (Name of
the Marketing approval holder), (Address) is(are) manufactured subject to  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

(KEERSFE (ERHH% - BEERFARBREEEEL) 8)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.8-6)

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) 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)
certified by Certification Body to be marketed in Japan. ’

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

Date of Issue:

No.
TOKYQ, date

!

(KEERESEE (Ef##E SEERFAREEEEREL) &)

Director, Medical Device and Regenerative

Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.9-1)

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) subject to 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

(BEEHEZERA)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.9-2)

'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) manufactured by (Name of the
Manufacturer), (Address) is(are) subject to 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

(REEFSEE (EFR#% - BEERAERAEEETERIELY) £8)
Directbr, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.10-1)
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) subject to 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.
TOKYOQ, date

(BEETHERA)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(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) subject to 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

(KEERSEE (ERHF - SEERAFUABTEETHEERY) 2)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form Nol2)

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 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

(ZEEEER (AEEESETE (EFRS  FLEESSNAEEEEEY) ) ORA)
Director, (18X} (F) OA
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare



