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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
Ttis hereby certlﬁed that (Name of the Marketlng Authorlzanon Holder), (AddAress) is

a pharmaceutical (quasi-drug) marketmg authorization holder licensed in accordance with
the provision of Paragraph 1, Article 12 of the Pharmaceutical Affairs Law of Japan.

Narhc of the Markéting Authorization Holder :
~ (or Name of the Office for General Marketing Manager)
Address: |

Licence Number:

No.
TOKYQ, date

(REMERRESR)

Director, Safety Division

Pharmaceutical and Food Saféty Bureéu

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

o _ CERTIFICATE -
dtis hereby certlﬁed that (Name of the Marketing Authorlzatlon Holder) (Address) isa

medxvcal 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 Off_ice‘for General Marketihg Manager)
Address: | | ' \

Licence Number:

‘No.
TOKYO, date

(RENERES)

Director, Safety Division

- Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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’ (Form Nd.4_-1) _ o
:MINI_STRY 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) isa phartﬁacedtical '
(quasi-drug) manufacturer licensed in accordance with the provision .of Paragraph 1,

Artlcle 13 of the Pharmaceutlcal Affairs Law of Japan

Name of Manufacturing Site:
Address:

Licence Number:

No:
TOKYO, “date

(B4R (B) ROKA)
. Director, '(?E LI (F) LX)y ‘
Pharmaceutlcal and Food Safety Bureau

Mmlstry of Health, Labour and Welfare
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A(Fo'rm Nc.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 certrﬁed that (name of the manufacturer) (address) isa medrcal devrce
_manufacturer licensed in accordance with the prov1s1on .of Paragraph 1, Article 13 of the

Pharmaceutrcal Affalrs Law of Japan

Name df.Manufac’ruring.Site: |
Address: ‘

License Number:

No.
TOKYO,- date

(4B (F) BOKR)
* Director, (H4} (F) D&M
-‘ Pharmaceu‘tical and 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

CER’I‘_IFICATE

. It is hereby certified that the following pharmaceutical (quaéi-drug ) product (s)
marketed by (Name of the Marketing approval holder), (Address) is(are) manufactured
sub]ect to our supervision as stipulated in the Pharmaceutical Affairs Law of J apan and

1s(are) allowed to, be sold in Japan

‘Product (s)

No.
TOKYO, date

(AR (F) ROKSR)
Director, ({845} (F) DAMH)
Phalrmac’euticall and Food Safety Bureaun

Ministry of Health, Labour aﬁd Welfare
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(Form No.5-2) » , A -
_ 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 |

marketlng approval holder) (address) 1s(are) manufactured under our SuperVISIOI’I as

“stipulated in the Pharmaceut1ca1 Affairs Law of J apan and 1s(are) authorlzed to be marketed o

in Japan

medical device(s):

No. '

TOKYO, date

B4R (2) BOKS)
" Director, (A4 (B) OLH)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour an'd Welfare
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© ‘(Form No.6-1)
:  MINISTRY OF HEALTH, LABOUR AND WELFARE

. GOVERNMENT OF JAPAN

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

CERTIFICATE

It is hereby certrﬁed that the followmg pharmaceutlcal (quasr drug) product(s)
manufactured by (Name of the Manufacturer) (Address) 1s(are) subject to our supervrslon o

as stipulated in the Pharmaceutlcal Affalrs Law of Japan.

. Pro rluct(s)':

- No.
'TOKYO, date

(HHR (2) BOES)
Director, (EHFE (F) O/
Pﬁarﬁiaceuﬁcal and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form.No.6-2')
B 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 stlpulated in the Pharmaceutrcal Affalrs Law of Japan

Product(s):

No.
TOKYO, date

(BHER (B) ROK4A)
, Director, (JEH] () O&H)
" Pharmaceutical and Feod Safety Bureau A

Ministry of Health, Labour and Welfare
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(Form Nol.7-1)‘ - - C
' MINISTRY OF HEALTH, LABOUR AND WELFARE

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

CERTIFICATE

It is hereby certified that the fdllowing phar’méceutical(quasi-drug) - product(s) exported
by (Name of the Marketing approval holder ), (Address) is(are) manufa-ctured(imported)
~ subject to our supervision as s’ti'pulatedr in the Pharmaceutical Affairs Law of Japan. .

Product(s):

No.
TOKYO, date

L (ENB (F) EORA)
Directof, (HHR () OB
Pharmacentical andv»Food Safefy Bureau

; Ministry of Heélth, Labour and Welfare =~ . -
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(Form No.'7-‘2~) o
- - MINISTRY OF HEALTH, LABOUR AND WELFARE

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

| - CERTIFICATE.
It is hereby'cerfiﬁed that the foilowing 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.
TOKYO, date

. (BER (B) ROKA)
- Director, (#HHR () DAH)

- Pharmaceutical Az'md Food Safety Bureau

: Minisfry of Health; Labour and Welfare
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(Form No. 8-1)
' MIN ISTRY OF HEALTH LABOUR AND WELFARE

7 GOVERNMEN T OF JAPAN _
- 2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICAT E

 Itis hereby certlﬁed that the followmg pharmaceutical (quas1 drug) product(s) marketed
by (Name of the Marketlng approval holder), (Address) 1s(are) manufactured subject to -
our supervision as stipulated in the Pharmaceutical Affalrs Law of Japan and 1s(are)

allowed to be sold in Japan

Product(s) -

Date of Marketing VApproval -

Marketing Approval Number

Ingredient and Composmon or Chemlcal Entlty
'Dosage and Administration:

: Indieationéz

No.-
- TOKYO, date

(B4R () EORA)
| Director, ({B%4IE (=) D &)
Pharmaceufical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.8-2)
o MINISTRY OF HEALTH, LABOUR AND WELFARE

GOVERN MENT OF JAPAN
2-2, KASUMIGASEKI 1- CHOME CHIYODA KU, TOKYO 100 8916

CERTIFICATE

It is hereby certified that the followmg medical device(s) marketed by (name of the
'marketmg approval holder), (address) ls(are) manufactured under our supervmon as
\ st1pulate_d in the Pharmaceutical Affairs Law of Japan and is(are) authorized to be

. marketed in Japan.

Medical "devicé(s):

Date of Marketing Apﬁrov‘al:

Mérkéﬁng Abproval Nuinber:

Ingredient and Compositio’h or Chemical Entity:
Dosage and A.dministratiao'n: .

‘ Indications:

" No.

TOKYO, date

(B4R (F) ROKR)
Director, (%5 (8) OAF)
Pharmaceutical and Food Safety Bureau

Ministr'y of Health, Labour and ngfar'e".
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(Form No.8—3) '
| o 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 devi‘,ce(s)vrmarketed by (name of the
marketing approval holder), (address) is(are) manufactured under our supervision s -
stipulated in the Pharmaceutlcal Affairs Law of Japan and 1s(are) certified by Certification

Body to be marketed in Japan.

‘Medical devwe(s)
-Name of Reglstered Certification Body:
~ Certification Number: 7

Date of Issue:

No.
TOKYO, date

(ANE (B) EORS)
Director, (43R (F) 0)% )
Pharmaceutical and Food Safety Bureau ‘v »

Ministry of Heal?h,'L’abour and Welfare
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(Fofm No\'_.97-1)'
| - 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 pharmaceutlcal (qua31 drug) product(s)
- manufactured by (Name of the Manufacturer), (Address) is(are) sub]ect to our superv151on

as stipulated in the Pharmaceutical Affairs Law of Japan.

Product(s)'
' .» Ingredient and Composmon or Chemlcal Entlty
Dosage and Admlmstratlon

Indxca’uons. :

No.
TOKYO, date"

(B4R (=) ROKA)
Director, . ({H345E (/) DZF)
' Pharmaceutlcal and- Food Safety-Bureau

: Ministry of Health, Labour and Welfare
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(Form No.9'-2)
A MINISTRY OF HEALTH, LABOUR AND WELF ARE

: 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 our superv1510n as

| - stipulated in the Pharmaceutlcal Affalrs Law of Japan.

Product(s): A
Ingredient and Compositieﬁ ot Chemical -Entity: '
Dosage and Administration:

Indicatkiens: -

No.
- TOKYO, date

(H%E (2) BEOKR)
Director, (B4R (B) 04Hm
Pharmaceutical and Food Safety Bureau

' Miri_istry of Health, Labour and Welfare -
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| (Form No.lO-l)b :
| MINISTRY OF HEALTH, LABOUR AND WELFARE

| GOVERNMENT OF JAPAN |

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

CERTIF ICATE

It is hereby certified that the followmg pharmaceutlcal(quas1 drug) product(s)
exported by (Name of the Marketmg approval holder ), (Address) is(are)
' manufactured(lmported) subject to our supervision as stipulated in the Pharmaceutical

Affairs Law of Japan.

Product(s):
kIngredlent and Composition or Chem1ca1 Entity:
- Dosage and Admlmstratlon

Indications:

_ No.
TOKYO, date

(B4E () BEOES)
Director, (BHEF] (E) DA
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 certlﬁed that the following product(s) concerned with medlcal deVICe(S)

'exported by (name of the marketing approval holder), (address) is(are) manufactured under

our superv1s10n as stlpulated in the Pharmaceutlcal Affairs Law of Japan.

Product(s):
; Ingredient' and Composition or Chemical Entity: -
VDosage and Administration:

~ Indications:

~'No.
TOKYO, date -

AR (F) ROKS)
Director, (%5 () OZ#H)
Pharmaceutical and Food Safety Bureaun

Ministry of Health, Labour and Welfare




