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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) subject to our

supervision as stipulated in the Pharmaceutical Affairs Law of Japan.
Product(s):
No.

TOKYO, date

(BHE (B) ROKSR)
Director, (EZiEF (ZE) DRAH)
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

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 by (name of the manufacturer), (address) is(are) manufactured under our

supervision as stipulated in the Pharmaceutical Affairs Law of Japan.
Product(s):
No.

TOKYO, date

(HEE (B) ROKA)
Director, (LR () DRATH)
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 Pharmaceutical

Affairs Law of Japan.
Product(s):
No.

TOKYO, date

- (EEE (B) ROKSA)
Director, (HHER (E) OEH)
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 manufacturer), (address) is(are) manufactured under our

supervision as stipulated in the Pharmaceutical Affairs Law of Japan.

Product(s):
No.

TOKYO, date

(EHR (B) ROKA)
Director, (H%FE (E) DAW)
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
(imported) subject to our supervision as stipulated in the Pharmaceutical Affairs Law of

Japan and is(are) allowed to be sold in Japan.
Poduct (s)

Date of Marketing Appro'val:

Marketing Approval Number:

Ingredient and Composition or Chemical Entity:
Dosage and Administration:

Indications:

No.

TOKYO, date

(BEHR (B) ROKA)
Director, (B (F) DOEH)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(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 under our supervision as
stipulated in the Pharmaceutical Affairs Law of Japan and is(are) authorised to be

marketed in Japan.

medical device(s)):

Date of Marketing Approval:

Marketing Approval Number:

Manufacturing Site(s) and Address:

Ingredient and Composit_ion or Chemical Entity:
Dosage and Administration:

Indications:

No.

TOKYO, date

(4T (B) ROKA)
Director, (B3R (F) DELFR)
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) produét (s)
manufactured by (Name of the Manufacturer), (Address) is(are). subject to under our

supervision as stipulated in the Pharmaceutical Affairs Law of Japan.
Product(s):

Ingredient and Composition or Chemical Entity:

Dosage and Administration:

Indications:

No.

TOKYO, date

(BAE () ROKS)
Director, (B (&) DR#)
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 product(s) concerned with rhedical device(s))
exported by (name of the manufacturer), (address) is(are) manufactured under our

supervision as stipulated in the Pharmaceutical Affairs Law of Japan.
Product(s):

Ingredient and Composition or Chemical Entity:

Dosage and Administration:

Indications:

No.

TOKYO, date

(EHE] (B) ROKSR)
Director, (B4R () DL
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 Pharmaceutical

Affairs Law of Japan.

Product(s):

Ingredient and Composition or Chemical Entity:
Dosage and Administration:

Indications:

No.

TOKYO, date

(EHF (B) ROKARA)
Director, (HEE () DLI)
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 I-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 manufacturer), (address) is(are) manufactured under our

supervision as stipulated in the Pharmaceutical Affairs Law of Japan.
Product(s):

Ingredient and Corhposition or Chemical Entity:

Dosage and Administration:

Indications:

No.

TOKYO, date

(HEH] (B) ROKA)
Director, (3R (£) OB
Pharr_naceutical 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 (Narrie of the Product(s)).

No.

TOKYO, date

(EHER (B) ROKR)
Director, (EHER (B) D&
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.13)

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 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

(HER (B) ROKA)
Director, (3BHER (E) DEH)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare




