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(Form No. 9. 1) 7_ ‘
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 pharmaceuticél (quasi drﬁg) product(s)'
manufactured by (Name of the Manufacturer), (Address) 1s(are) subject to our superv1s1on

as stipulated in the Pharmaceutical Affairs Law of .Tapan

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

IndicationsE

No:
TOKYO, date

(B4E (F) ROKE)
Director, ({353 (E) OEH)
" Pharmaceutical and Food Safety- Bureau

: Ministry of Health, Labour and Welfare
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(Form N0.9'-2.) _

MINISTRY OF HEALTH, LABOUR AND WELFARE
 GOVERNMENT OF JAPAN o

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

CERTIFICATE

It is hereby certified that the following product(sj 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):' '
Ingredient and Compbsitiqn or Chemical 'Entity:
Dosage and Administration:

Indicatiqns:

No.
TOKYO, date

GEUE () EOKA)
Director, (55 (2) OH)
Pharmaceutical and Food Safefy Bureau

' Ministry of Health, Labour and Welfare
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(Form No.10-1) . -
- | MINISTRY OF HEALTH, LABOUR AND WELFARE
B GOVERNMENTOFJAPAN -
2-2, KASUMIGASEKI 1-CHOME, CHIYODA- KU, TOKYO 100-8916

CERTIFICATE

It is hereby cert1ﬁed that the followmg pharmaceutwal(quam drug) product(s)
exported by (Name of the Marketmg approval holder ), (Address) is(are)
" manufactured(imported) subject to our supervision as stipulated i in the Pharmaceutlcal

Affairs Law of Japan.

Product(s):
Ingred1ent and Composition or Chemlcal Entity:
Dosage and Admlnlstratlon

" Indications:

.. No.

TOKYO, date

(BuE () EOEE)
- Director, (HHF (F) OAFH)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.10-2) _ ' ‘ 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 product(s) concerned with medical devi;ﬁe(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):
Ingredient and Composition or Chemical Entity:
Dosage and Administration:

Indications:

- No.
TOKYO, date -

(BLF () RORS)
Director, (%] (B) O = ¥5)
Pharmaccutical and Food Safety Burean
Ministry of Health; Labour and Welfare
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(Form NOiZ) - _ _
| MINISTRY OF -HEALTH; LABOU_R AND WELFARE
GOVERNMENT OF JAPAN .
. 2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the attached list is identical to the list of pre-clinical and
clinical data submitted to us by (Name of the Applicant), (Address) for the approval of
marketmg (Name of the Product(s)). ' '

No.
- TOKYO, date

(#Bél& (%) EO)E&%)
Dlrector (ELE () CD%?'F
Pharmaceutlcal and Food Safety Burcau

Mxmstry of Health, Labour and Welfare
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(Form No.13)

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 tesping facility of (narhe of the teSting person),

(Address) was inspeétedton (Date) and found to be in compliance with all the requirements

.of Good Laboratory Practices of Japan..
Name of the Testing Facility:

o Address; .

‘No.
TOKYO; date

(BER (2) RORA)
* Director, _(?Eﬁ%% () AN
" Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare -
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"(FormNo._1.4_-1) ‘ ‘ . '
‘ MINISTRY OF HEALTH, LABOUR AND WELFARE.

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

.CERTIFICATE

It is hereby certified that the followmg manufacturmg 51te of (name of the manufa
'cturer) (address), in which. the foliowing product(s) is(are). produced IS subject to o
ur inspections at suitable 1ntervals and the manufacturlng in the site conforms to al
I the requirements of the Ministerial Ordinance on Standards for Manufacturing Con
trol and Quality Control for Drugs and Qua_si-drugs.’(“Drugs/Quasi~dfugé GMP Ordin
ance”) laid down in accordance with the recommendation of the World Health Ofga

nization.

Name of Manufacturing Site:
Address: . -,
Product(s):

No. -
TOKYO, date

EHE (B) EOEA) R
Director, Ry (£) DA Division
Pharmaceutlcal and Food Safety Bureau
- Ministry. of Health Labour and Welfare
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(Form No.14-2) "
" 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 manufacturing site - of (name of the manufa
_cturer) (address), in which the followmg product(s) is(are) produced is sub]ect to o
ur inspections at suitable intervals, and the manufacturing in the site conforms to
all the requlrements of the Ministerial Ordinance on - Standards for Manufacturing Co

- ntrol and Quality Control for Medical Devices and In vitro Dlagnostlcs (“Medical D
. evices/TVDs QMS Ordmance”)

Name of Manufacturing Site:
Address:
Product(s):

{

 No.
TOKYO, -date

(Bu® (%) EOER) |
Director, (ﬂéﬁ% () OAM) Division
'Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour aﬁd Weifare '
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(Form No. 15)‘ . ) .. - ; )
MINISTRY OF HEALTH, LABOUR ANDAWE.LFARE

' GOVERNMENT OF JAPAN : :
2 2, KASUMIGASEKI 1- CHOME, CHIYODA-KU TOKYO 100 38916

Certlflcate No:

As requested by . . | the Mmrstry of Health, Labour and Welfare as
'the Competent Authorlty of JAPAN, conﬁrms the following:

‘The (name of the company) (address of the headquarters), has been authorized, in
accordance to: Paragraph 1 of Article 13 of the Pharmaceutical Affairs Law (PAL)
under the license number: (number of the license)
covering the following sites of manufacture:
(name of the manufacturing sites), (address)
to carry out the following operation(s): :

+ manufacturing biological medicinal products for human use(*)

* + manufacturing radiological medicinal products for human use(*) :
'+ manufacturing sterile medicinal products for human use other than the preceding
two categories(*) ' :
+ manufacturing medicinal products for human use other than the precedlng three
| ~ categories(*) . : :

+ packaging, labeling or storing only

of the following medicinal product or group of products for human use:

in the followmg dosage forms:
+ liquid dosage forms(*)
semi-solid dosage forms(*)
solid dosage forms—unit dose form (tablets/capsules/suppos1tor1es)(*)
sohd dosage forms —multi dose form (powders/granules)(*)

+ + +

From the knowledge gained during 1nspect1on of this manufacturer(s) the latest of which

- was conducted on : (date); it is considered that the company complies with the
requirements of the Ministerial Ordiriance on Standards for Manuficturing Control and
Quality Control for Drugs and Quasi- -drugs (Drugs/Quam drugs GMP Ordinance)

referred to as the Good Manufacturing Practice requirements in the Agreement of Mutual
Recognition between Japan and (MRA partner). :

Th1s cert1f1cate remains Valld for three years from- the date of the last 1nspectxon
TOKYO DD/MM/YY (date)

(BHR (B) ROKA)
Director, (B (E) OR/H)
Pharmaceutical and Food Safety Bureau
as the authorized person _
of the Competent Authority. of JAPAN
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