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(Form No.3-1)

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 Marketing Authorisation Holder), (Address) is
a pharmaceutical (quasi-drug) marketing authorisation holder licensed in accordance

with the provision of Paragraph 1, Article 12 of the Pharmaceutical Affairs Law of Japan.

Name of the Marketing Authorisation Holder :

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

Licence Number:
No.

TOKYO, date

(ReHEERB)
Director, Safety Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.3-2)

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 Marketing Authorisation Holder). (Address) is
a medical device marketing authorisation holder licensed in accordance with the

provision of Paragraph 1, Article 12 of the Pharmaceutical Affairs Law of Japan.

Name of the Marketing Authorisation Holder :

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

Licence Number:
No.

TOKYO. date

(REMERERA)
Director, Safety Division
Pharmaceutical and Food Safety Bureau

Ministry of Health. Labour and Welfare
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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 pharmaceutical
(quasi-drug) manufacturer licensed in accordance with the provision .of Paragraph 1,

Article 13 of the Pharmaceutical Affairs Law of Japan.
Name of Manufacturing Site:

Address:

Licence Number:

No.

TOKYO, date

(HEHR () ROER)
Director, (8% () O&#)
Pharmaceutical and Food Safety 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 licensed in accordance with the provision .of Paragraph 1, Article 13 of the

Pharmaceutical Affairs Law of Japan.
Name of Manufacturing Site:
Address:

Licence Number:

No.

TOKYO. date

(BB (F) ROKA)
Director, (B43§ (F) D&
Pharmaceutical and Food Safety 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
(imported) subject to our supervision as stipulated in the Pharmaceutical Affairs Law of

Japan and is(are) allowed to be sold in Japan.
Product (s)
No.

TOKYO, date

(B4R (F) ROKA)
Director. (1BHE (£) OAH)
Pharmaceutical and Food Safety 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 (imported) under our
supervision as stipulated in the Pharmaceutical Affairs Law of Japan and is(are)

uthorised to be marketed in Japan.
medical device(s)):
No.

TOKYO, date

(BHR () ROKA)
Director, (B8 (B) OLH#)
Pharmaceutical and Food Safety 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) subject to our

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

TOKYO, date

(BNE () ROKSA)
Director, (B4 (E) DA)
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

(BYE (F) ROKR)
Director, (B4 (F) OB
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

(B4R (B) ROKA)
Director, (B%5R (F) DA
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

(BYE (F) ROKA)
Director, (B4R (E) DB
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 Approval:

Marketing Approval Number:

Ingredient and Composition or Chemical Entity:
Dosage and Administration:

Indications:

No.

TOKYO, date

(HaR (B) ROKAR)
Director, (1B#58 (£) OEH#H)
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 Composition or Chemical Entity:
Dosage and Administration:

Indications:

No.

TOKYO, date

(B4R () ROKA)
Director, (1B (¥) DE&¥)
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 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

(B4R (B) ROER)
Director, (B4R (¥) DA
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare



(BlE 9 —2)
ik B &

AAEEASBER. REEEORSE GEAIHoTIE. B, (HEXEO
B GEACH-TIE. TH2EBFOMEN) [Tk > THHESh I TRERR
%E%éﬂ%ﬁ\EK@%ii@ﬁitﬁ%bfsEE%@%@%S@%&K@E
ENTVWALEDNTHDIZEEHALET.

Had:

R RUSEBRITEE :
AERURE :

MEE TR -

BEXR % =
¥ & A H

E4X3BEEERSHOOOR (B) K



(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 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 Composition or Chemical Entity:

Dosage and Administration:

Indications:

No.

TOKYO, date

(B4R (B) ROKA)
Director, (8%} (E) DB
Pharmmaceutical 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

(BHER (F) ROKS)
Director. (#8438 (¥) O£¥#H)
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

[t 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 Composition or Chemical Entity:

Dosage and Administration:

Indications:

No.

TOKYO, date

(B4R () ROKA)
Director. (843} (F) DOBF)
Pharmaceutical and Food Safety Bureau

Ministry of Health. Labour and Welfare
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