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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

CER’I‘IFICATE
Tt 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 [, Article 12 of the Pharmaceutical Affairs Law of Japan.

Nam‘e of the Marketing Authorization Holder :
~ (or Name of the Office for GeneraI'Mar-keting Manager)
Address: _

- Licence Number:

No.
TOKYO, date

(BEHERRA)
Director, Safely 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 certlﬁed that (Name of the Marketing Authonzatmn Holder) (Address) is a

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

Paragraph 1, Article 12 of the Pharmaceutlcal Affalrs Law of Japan.

Name of the Marketing Authorization Holder :
(or Name of the Office for General Mé.rketing-Manag‘er.)
Address: B )

Licence Number:

No.
TOKYO, date

(2 KRESR)
Director, Safety Division
. Pﬁarmaceuti_cal- and Food Safety Bureau -
Ministry of Hea_lth, Labour and Welfare



(HEa—1)
| B -
AREEEHBAER, (MEXEORS GEACHoTREM ) . (WaEgs

OEF GEAIHo CHELIBHEROFRER) ). ABAEEEEE 1 3R%E 118
OBEICLYFTShEESR (EEBNR) DEEETHICLETALET,

ﬁ%iﬁf‘ﬁ@%ﬁ‘ .

REFOREM
G E: A
CBEXEe % S
£ B H

TH

BESBEELZBRROOOR (2) &



(Form No.4-1) N
MINISTRY OF HEALTH, LABOUR AND WELFARE

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

| CERTIFICATE R S
It is héreby 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 Si_te:
Address:

Licence Number:

No:
TOKYO, date

(R () ROESR)
 Director, GE%'I;EE (]B) O/
Pharmaceuticall and Food Safety Bureau

Minisiry 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 m&hufacfurer_), (address) 1s a medlical‘ device
manufacturer licensed in accordance with the provision .of Paragraph 1, Article 13 of the .

Pharmaceutical Affairs Law of Japan.

- Name c;fManufacturing_Site:
Address:

License Number:

No.
TOKYO, date

(ENE (E) ROKA)
* Dircctor, (BHE (2) DAWH)
| Pharmaceuhcal 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

CERTI'FICATE'

tis hereby certified that the followmg pharmaceutlcal (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

EHE () ROKR)
Ditector, (B3R (B) DA
Pharl_naceutic.all and Food Safety Bureau

_Ministry‘of Health, Labour and Welfare
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(Form No.5-2) A . ' 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
marketing approval holder), (address) is(are) manufactured under our superwsmn as

stipulated in the Pharmaceutlcal Affairs Law of Iapan and 1s(a_re) avthorized to be marketed

in Japan.

medical device(s):

- No.
TOKYO, date

 ENE (B) BEOKS)
" Director, (X (F) O&WH)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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"~ (Form N0;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 pharmaceutlcal {quasi-drug) product(s)

manufactured by {Name of the Manufacturer) (Address) Is(are) subject to our superVISlon '

as stipulated in the Pharmaceut1ca1 Affalrs Law of Japan.

- Product(s):

" No.
TOKYO, date

(HHR (B) ROKA)
Director, (HHE (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(é)
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 .

(BB (F) EORA)
‘_  Director, (HHF () ORI
- Pharmaceutical and Food Safety Bureau )

Ministry of Health, Labour and Welfare
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(Form No.7-1) 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 fd]lowing 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

(LB (2) EOKA)
Dircotor, (8488 (F) D&
Pharmaceutical and Food Safety Bureau
Ministry of Heﬁlth_, Labour and Welfaré
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(Form No.7-2) _ ,
l' - MINISTRY OF HEALTH; LABOUR AN D WELFARE

- GOVERNMENT OF JAPAN

- 2- 2, KASUMIGASEKI 1-CHOME, CH1YODA-KU, TOKYO 100 8916

CERTIFICATE

It is hereby certified that the foilowing product(s) concerned with, medical device(s)
exported by (name of the marketing approval hoIder), (address) is(are) manufactured under

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

Pfoduct(s):

No.
TOKYO, date

(EAR () RORSA)
Director, (18 5 2 (8 04 ﬂ‘)
Pharmaceutic_al .and Food Safety Bureau

Ministry of Health; Labour and Welfare
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(Form NO.S—I)

MINISTRY OF HEALTH, LABOUR AND WELI‘ARE
"GOVERNMEN T OF JAPAN
2-2, KASUMIGASEKI 1- CHOME CHIYODA-KU TOKYO 100-8916

CERTHHCATE

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:

Ingrédieﬁt and Compos’itién or Chemical Entity: -
Dosage and Administration:

Indications:

No.-
- TOKYO, date -

i

(HNE (2) BORS)
Director, (%3 (F) OL#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 O¥ JAPAN |
2-2, KASUMIGASEKT 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

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

marketed in Japan.

Medical devicé(s)'

Date of Marketmg Approval

Marketmg Approval Number

Ingredient and Composmon or Chemical Entity:
Dosage and A.dr_ninistrati'o'n:

Indications:

" No. |
TOKYO, date

(HEF (B) ROKA)
Director, (?E' B () 0O4F ﬂ)
Pharmaceutical and Food Safety Bureau

Ministr’y of Health, Labour and Welfare
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B (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 of the
marketmg approval holder), (address) is(are) manufactured under our supervmlon 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 Numbers |

Date-of Issue:

N_o'. |
TOKYO, date

(AN () BORSA)
Director, ({8%5R () DA
Pharmaceutical and Food Safet_y Bureau .

Mimistry of Health,l Labour and Welfare
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(Form Nq.Ql— lj

MINISTRY OF HEALTH“ LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2- 2 KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100- 8916

CERTIFICATE

Tt is hereby certified that the following pharrﬁaceutical (quasi- drug) product(s)-
manufactured by (Name of the Manufacturer) (Address) is(are) sub}ect to our superv1s10n

.as stipulated in the Pharmaceutical Affalrs Law of Japan.

Product(s):
' Ingredient and Composition or Chemical Entity:
Dosage and Administration:

Indications:

No.
TOKYO, date

(?Eé..% (E) E(D&‘E)
Director, ({HHE (E) DA 5?/]')
* Pharmaceutical and Food Safety-Bu_reau

: Min'istry of Health, Labour and Welfare
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“(Form No.9'-2)
. MIN ISTRY OF HEALTH, LABOUR AND WELFARE

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

- CERTIFICATE

. . . ) 1
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 supervision as '

stipulated in the Pharmaceutical Affairs Law of Japan,

Product(s): |
Ingredient and Composition or Chemical .Entity': |
Dosage and Administration:

Indicatiqr_lé:: ‘

No.
TOKYO, date

(HUR (F) EOKR)
Directo_r, (HEHE (B) O8/#H)
Pharmaceuticél and Food Safety Bureau

' Min_istfy 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- $916

CERTIFICATE

It is hereby certified that the follovvmg pharmaceutlcal(quam drug) product(s)
~ exported by (Name of the Marketing approval holder ), (Address) is(are)
" manufactured(imported) sub]ect to our supervision as stipulated in the Pharmaceutical

Affairs Law of Japan.

Product(s):
Ingredienf and Composition or Chemical Entity:
Dosage and Administration:

Indications:

. No.

TOKYO, date

(H4ER (E) -ECDEE% )
Director, ({fHX n% () DA ﬁl’)
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 A
2-2, KASUMIGASEKI 1-CHOME, ‘CHIYODA-KU, TOKYO 100-8916 .

CERTIFICATE

It is hereby certified that the following product(s) concerned with médicalldevice(s)
'exported by (name of the marketing approval holder), (address) is(are) manufactured under

our superwsmn as st1pula1:ed in the Pharmaceutical Affairs Law of Japan,

Product(s):
Ingredient and Composition or Chemical Entity: -
Dosage and Administration:

Indications:

- No.
TOKYO, date -

(AME (F) EDKS)
Dircctor, (%45 (8) 04 _ﬁﬁ)
Pharmaceutical and Food Safety Burean

Ministry of Health, Labour and Welfare




