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(Form. No'.4—.2).
MINISTRY OF HEALTH LABOUR AND WELFARE

g . GOVERNMENT OF JAPAN ,
2-2, KASUMIGASEKI 1- CHOME CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certlﬁed that (name of the manufacturer) (address) isa medlcal device
manufacturer licensed in accordance with the pI‘OVISIon .of Paragraph 1, Article 13 of the

Pharmaceutlcal Affairs Law of Japan

~

Jur

Name of Méhufac{uring‘ Site:
Address:

License Number:

No.
TOKYO, date

(A% (F) EOES)
* Director, (%3 (E) O&EH)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Lab_our and Welfare
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(Form No.5- 1)
MINISTRY 0] 1) HEALTH LABOUR AND WELFARE
GOVERNMENT OF JAPAN -
2-2, KASUMIGASEKI 1-CHOME, CHIYODA—KU TOKYO 100- 8916

CERT_IFICATE |

. Tt is hereby certified that the fdl'lowing pharmaceutical | (quaéi drug )‘ product (s)
marketed by (Name of the Marketing. approval holder), (Address) is(are) manufactured
sub]ect to our superv1s10n as stlpulated in the Pharmaceutical Affairs Law of Japan and

is(are) allowed to be sold in Japan.

‘Product (s)

No.
TOKYO, date

JB4B (2) ROKS)
Director, (=R (F), OD%'IFF)
Pharmaceutical and Food Safefy Bureau

Ministry of Health, _Labour and Welfare
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(Form No.5-2) | ‘ . _ S
'  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 fellowing medical device(s)) marketed by (name of the
marketlng approval holder) (address) is(are) manufactured under our supervrs1on as
“stipulated in the Pharmaceutlcal Affairs Law of apan and 1s(are) authorlzed to be marketed

in Japan.

medical device(s):

'- No.
TOKYO, date

BB (B) ROKS)
" Director, ({845 (E) DA _
Pharmaceutical and Food Safety Burcau

Mmistry of Health, Labour and Welfare
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"~ (Form No.6-1) :
| . MINISTRY OF HEALTH, LABOUR AND WELFARE

= GOVERNMENT OF JAPAN

22, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE -

It is hereby certified that the fbllowing pharmaceutical (quasi- drug) product(s)
manufactured by (Name of the Manufacturer) (Address) is(are) sub_]ect to our supennsmn '

" as stipulated in the Pharmaceutlcal Affalrs Law of Japan.

- Product(s):

~ No.
| TOKYO, date

(HHE () E@Eﬁ% )
Director, ({H%:E (F) 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 devicé(s)
. manufactured by (name of the manufacturer) (address) is(are) manufactured under our

- superv151on as stipulated in the Pharmaceut1cal Affa1rs Law of Japan.

‘Pr.p'd.u‘ct(‘s):

No.
TOKYO, date

(BHR (B) ROKSRA)
l _Director, 1(?5_‘555% () OB
Pharmaccutical and Foud Safety Bureau
| Ministry of Health, Labour,and Welfare |
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(Form N'o'.7-1)1 | - } - . - o
| © MINISTRY OF HEALTH, LABOUR AND WELFARE
Coe . 'GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU TOKYO 100- 8916

CERTIFICATE :

It is hereby certified that the fc;llowing 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

L (ASE (2) ROK®) |
Directof, (HHR (B) #FR)
Pharmaceutical and Food Safety Bureau

Ministry of Heélth_, Labour and Welfare .
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(Form No .:7-'2) o _ _ _
' - MINISTRY OF HEALTH; LABOUR AND WELFAR_E

: | GOVERNMENT OF JAPAN

- 2- 2 KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100 8916

CERTIFICATE

It is hereby certified that the fbilowing 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.

Pfoduct’(s):

No. T | L
TOKYO, date | |

(HH® (B) EOKR)

Director, (H%E () OAM)
Pharmaceutiqal ‘z.md Food Safety Bureau
Ministry of Health; Labour and Welfare
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(Form No.S-i)

MINISTRY OF HEALTH, LABOUR AND WELFARE
_ : GOVERNMENT OF JAPAN
- 2-2, KASUMIGASEKI 1-_CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

Itis hereby certlﬁed that the followmg 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) 3

Date of Marketing Approval:

Marketing Approval Number:

Ingredieﬁt and 'Compos'i‘t-i(‘)n or Chéﬁlical Entityl: -
Dosage and Administration: i |

Indications:

- No.- '
- TOKYO, date

(HUE (F) BEOKS)
Director, (B4R (£) DA
Pharmaceutical and Foqd Safety Bureau

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

MIN ISTRY OF HEALTH LABOUR AND WELFARE
T ' GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1- CHOME CHIYODA~KU TOKYO 100 8916

CERTHHCATE

Itis hereby certified that the followmg medical device(s) marketed by (name of the
marketing approval holder), (address) is(aré) manufactured under our superv1s10n as
‘ stlpulated in the Pharmaceutical Affairs Law of Japan and is(are) authorized to be

marketed in Japan.

Medical device(s):
Date of Marketing Aperov'al:
Marketing Approval Nuinber
: Ingred1ent and Comp051t1on or Chemlcal Entity:
Dosage and Admmlstratlon

Indlcatlons.

. No. -
TOKYO, date

EER (2) BEORA)
Director, (HHR (F) DHH)
Pharmaceutical and Food Skafety Bureau

Ministry of Health, Labour and Welfare
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(Form Nb.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 of the
marketing approval holder), (address) is(are) maﬁufactured under our supervision as
stipulated in the Pharmaceutical Affairs Law of J apan, and is(are) certified by Cert1f1cat10n

Body to be markcted in Japan

‘Medical device(s):
.Name of Registered Certiﬁéation Body:
Certification Number:

- Date-of Issue: ,{7 '

No.
TOKYO, date

CASE () BOKES)
Director, (=3 (2) O&¥)
Pharmaceutical and Food Safety Bureau . '

Ministry of Health, Labour and Welfare



