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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 Authorization Holder), (Address) is
a pharmaceutical (quasi-drug) marketing authorization holder licensed in accordance with

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

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

Licence Number:

No.
TOKYQ, date

(REXNEKERA)
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 Authorizatidn Holder), (Address) isa

medical device marketing authorization holder licensed in accordance with the provision of

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

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

Licence Number:

No.
TOKYO, date |

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

Ministry of Health, Labour and Welfare
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(Ferm 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

(HHR (B) ROKA)
Director, (B4 (F) DEH)
Pharmaceutica1 and Food Safety Bureau

Ministry of Health, Labour and Wélfare
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(Form Nd.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), (addréss) 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:

License Number:

No.
TOKYO, date

(HER (B) ROKA)
Director, (HHEE () OEHWH)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare



(#k5—1)
B o=

glll

AAEEEHBHEE. (WEARZEEOES GEALHOTHE, &7 ) . (M
ERFTEEDER CGEAIHoTIE, XH2BBHOFER) ) (C& > CHERS
SNETREER (EEHMGR) A, BAEEEZ0OETICERL T, EE£¥HE
DEBDLLITHESh, AD, BAEARNIZABLWTHRETICLE2BHOATIS
LDTHEEETHELET,

BMRA

BEEE =¥ 5
TR &% A H

REEFBEEXRREZROOCOR (B)



(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 ' (quaéi—drug ) product (s)
marketed by (Name of the Marketing approval holder), (Address) is(are) manufactured

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

(BHE (2) E(D&%)
Director, (%R () DHE)
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 under our supervisioh as
stipulated in the Pharmaceutical Affairs Law of Japan and is(are) authorized to be marketed

in Japan.

medical device(s):

No.
TOKYO, date

(B%® (B) ROKA)
Director, (%R (F) O4MH)
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

(H4R (B) ROESR)
Director, (%} (F) D4 )
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 followmg product(s) concerned with medxcal dev1ce(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

(s () ROKSA)
Director, (HHR () DLW
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 fdliowing pharmaceutical(quasi-drug) product(s) ~exporte‘d
by (Name of the Marketing approval holder ), (Address) is(are) manufdctured(imported)

subject to our supervision as stipulated in the Pharmaceutical Affairs Law of Japan.

Product(s):

No.
TOKYO, date

(HER (B) ROKR4A)
Director, (JHH#R (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 foyllowing product(s) concerned with, medical device(s)
exported by (name of the marketing approval holder), (address) is(are) manufactured under

our supervision as stipulated in the Pharmaceutical Affairs Law of Japan.

Product(s):

No.
TOKYO, date

(B4R (B) ROKA)
Director, (HHE (F) O£%M)
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 Pharmaceutical Affairs Law of Japan and is(are)

allowed to be sold in Japan.

Product(s) :

Date of Marketing Approval:

Marketing Approval Number:

Ingredient and Composition or Chemical Entity:
Dosage and Administration:

Indications:

No.

TOKYO, date

(BER () ROKA)
Director, ({HHF (F) OEHH)
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) authorized to be

marketed in Japan.

Medical device(s):

Date of Marketing Approval:

Marketing Approval Number:

Ingredient and Composition or Chemical Entity:
Dosage and Administrati"o'n:

Indications:

No.
TOKYO, date

(B4E (B) ROKA4A)
Director, (H%EE (F) OE&#W)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Wr;lfare
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(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 kof the
marketing approval holder), (address) is(are) manufactured under our supervision as
stipulated in the Pharmaceutical Affairs Law 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

(B4E (¥) EOKA)
Director, (H%E (F) OA&WH)
Pharmaceutical and Food Safety Bureau .

Ministry of Health, Labour and Welfare



