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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 certlﬂed that (Name of the Marketmg Authorlzatlon Holder), (Address) is

a pharmaceutical (qua51 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 Marketmg Authorlzatlon Holder
- (or Name of the Office for General Marketmg Manager)
Address: -

Licence Number:

No.
TOKYQ, date

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

Ministry of Health, Labour and Welfare
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(FQrm: No.3-2)

MINISTRY OF HEALTH, LABOUR AND WELFAREV |
GOVERNMENT OF JAPAN'
2-2, KASUMIGASEKI 1-CHOME, CHIYODA- KU, TOKYO 100-8916

CERTIFICATE
It is hereby certlﬁed that (Name of the Marketing Authorlzatlon Holder) (Address) is a

medical device marketing authorization holder licensed in accordance with the prov1s1on of

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

Name of th¢ Marketing Authorization Holder :
(or Name of the Office for General Marketing Manager)
Address: | | \

Licence Number:

‘No.
TOKYO, date

(REAERER)
Director, Safety Division
. Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form 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 P pharmaceutical
(quasi-drug) manufact_urér licensed in accordance with the provision .of Paragraph 1,

- Article 13 of the Pharmaceutical Affairs Law of Japah.

Name of Manufacturing Site:
- Address:

Licence Number:

No.
TOKYO, date

(HEYE] (B) ROKRA)
_ Director, ..(*E%é% (2B) DL
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and _Wélfare
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(Form No.4-2)

MINISTRY OF HEALTH LABOUR AND WELFARE
S GOVERNMEN T OF JAPAN
2-2, KASUMIGASEKI 1- CHOME CHIYODA-KU, TOKYO 100-8916

‘CERTIF ICATE

It 1s hereby certlﬁed that (name of the manufacturer) (address) is a medlcal device
manufacturer licensed in accordance wrth the prov1s1on of Paragraph 1, Article 13 of the

Pharmaceutlcal Affairs Law of Japan

asr

~ Name of Manufacfuring.Site:
Address:

License Number:

No. ‘
TOKYO, date

(SR () ROKA)
* Director, (A () 0AWH)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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: (Forxﬁ No.5-1) . » 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 pharmaceutical (quaéi-drug ) product (s)
marketed by (Name of the Marketing approval holder), (A}ddress) 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

(B4R (2) BORA)
' Director, (%3 (Z) DA
Pharmaceutical and Food Safety Bureau

Ministry of Heélth, Labour and Welfare
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- (Form No.5-2) _ , _ I
| - MINISTRY OF HEALTH, LABOUR AND WELFARE
. ' GOVERNMENT OF JAPAN »
2-2, KASUMIGASEKI 1-CHOME, C_HIYODA-KU, TOKYO 100-8916

' CERTIFICATE

It is hereby certified that the following medical devrce(s)) marketed by (name of the |

- marketing approval holder) (address) is(are) manufactured under our superv1s1on as

‘stipulated in the Pharmaceutlcal Affairs Law of Japan and 1s(are) authorized to be marketed o

in Japan

medical device(s)_:

: No.
TOKYO, date

 (A%R (B) ROKA)
' Director, (B4R (F) OKMH)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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~(Form No.6-1) .
' o MINI_STRY OF HEALTH,'LABOUR AND WE.LV_FARE'

: ) ° GOVERNMENT OF JAPAN

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

CERTIF ICATE

It is hereby certlﬁed that the followmg pharmaceut1cal {(quasi-drug) product(s)
manufactured by (Name of the Manufacturer) (Address) 1s(are) subject to our superv131on '

as stipulated in the Pharmaceutlcal Affalrs Law of Japan.

: Product(s):

" No.
'TOKYO, date’

(AR (B) ROESR)
Director, (HZFR (E) DL )
Pﬁarmaceuﬁcal and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.6-2) o » | _ _
| MINISTRY OF HEALTH, LABOUR AND WELFARE
| __ . GOVERNMENT OF JAPAN | |
2-2, KASUMIGASEKT 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 stipulated in the Pharmaceutical Affairs Law of Japan.

Pr;‘)duct(.s'):

No.
TOKYO, date

(BYB (F) BOEA)
 Director, (BHFE () OA)
Pharmaceutical and Food Safety Bureau ‘

- Ministry of Health, Labour and Welfare
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(Form N0:7—1)‘ > _ : S
‘ MINIS‘TRY OF HEALTH, LABOUR AND WELFARE

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

CERTIFICATE

- Itis hereby certified that the fdllowing pharmaceutical(quasi-drug) product(s) exported
by (Name of the Marketing approval holder ), (Address) is(are) manufa'ctured(imported)

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

Product(s):

No. .
TOKYO, date

L (ASE (B) EOEA)
Director, (43 () D&
Pharmaceutical and Food Safety Bureau

o Ministry. of Heélth, Labour and Welfare - .
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(Form No.l7-'2) _ _ _ |
7 ~ 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 foilowing product(s) concerned with, medical device(s)
exported by (name of the marketing approval holder), (address) is(are) manufactured under

our superv1510n as stipulated in the Pharmaceutlcal Affalrs Law of Japan.

Pfoduct(s):

No.
TOKYO, date

(BLB (2) BEOER)
' Director, (:fE én% (E) DA/
Pharmaceutlcal and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.8_-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
_ GOVERNMEN T OF JAPAN
- 2-2, KASUMIGASEKI 1- CHOME CHIYODA- KU TOKYO 100 8916

CERTIFICATE

It is hereby certified that the followmg pharmaceutlcal (qua51 drug) product(s) marketed |
by (Name of the Marketlng approval holder), (Address) 1s(are) manufactured subJect to
our supervision as stipulated in ‘the Pharmaceutlcal Affairs Law of Japan and is(are)

allowed to be sold - in Japan.

Product(s) :

Date of Marketing Approval:

Marketing Approval Number:

Ingredieut and Compos’i_tidn or Chemical Entity:
Dosage and Administration:

Indications:

No.-
TOKYO, date

(%2 (F) ROKA)
Director,, (H4E () 0)% ﬁ'\_)
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 followmg medlcal device(s) marketed by (name of the
marketmg approval holder), (address) 1s(are) manufactured under our superv151on as
{ stipulated in the Pharmaceutical Affairs Law of Japan and is(are) authorized to be

“marketed i in Japan.

Medical device(s):

Date of Marketing Approv'al:

: Marketving Anproval Nunlber'

Ingredient . and Composmon or Chemical Entlty
, Dosage and Admlnlstratlon

Indications:

" No.

TOKYO, date

(BLR (B) BOKSR)
-Director, (%R (F) DR
Pharmaceutical and Food Safety Bureau

Ministr'y of Health, Labour and Welfare
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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 of the
mérkcting approval holder), (address) is(are) manufactured under our supervision as
stipulated in the Pharmaceutical Affairs Law of Japan, and is(are) certified by Certificétion
Body to be marketed in Japan. . ' |

‘Medical dev1ce(s)
lName of Reglstered Certlflcatlon Body
Certification Number:

Date of Issue:

No.
TOKYO, date

EHR () ROEA) ‘
Director, (B () O&#H)
Pharmaceutical and Food Safety Bureau . .

Ministry of Health, Labour and Welfare
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(Form No.9-1)

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 pharrhaceutical (quasi-drug) product(s).
manufactured by (Name of the Manufacturer), (Address) 1s(are) subject to our supervmon

as stipulated in the Pharmaceutlcal Affairs Law of Japan.

Product(s):
Ingredient and Composmon or Chemlcal Entlty
’Dosage and Admlmstratmn

Indlcatlons.

No.
TOKYO, date

N¢:EE (%) ROK4A)
Director, (HZHER (F) @%ﬁ)
v‘ Pharmaceutical’ and Food Safety Bureau

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

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

CERTIFICATE

Itis hereby certified that-the folloWing product(s) concerned with medical device(s)
exported by (name of the manufacturer), (address) is(are) manufactured our superv1s10n as

stipulated in the Pharmaceutlcal Affalrs Law of Japan.-

Produbt(s): .
Ingredient and Compositiqh or Chemical .Entity:
Dosage and Administration:

IndicatiQnS:

No.
TOKYO, date

(4R (2) EOKSR)
Director, (HE]E (B) 0&#H)
Pharmaceutical and Fdod Safety Bureau

‘ Ministry of Health, Labour and Welfare
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| (Form No.lO—l).
| MINISTRY OF HEALTH LABOUR AND WELFARE
' GOVERNMENT OF JAPAN
2-2, IQSUMIGASEKI 1-CHOME, CHIYODA- KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutlcal(qua51 drug) product(s)
exported by (Name of the Marketmg approval holder ), (Address) is(are) _
' manufactured(lmported) subJect to our supervision as stlpulated in the Pharmaceutical

- Affairs Law of Japan.

Product(s)'
Ingred1ent and Composition or Chemlcal Entity:
- Dosage and Admmlstratlon

Indications:

. No. 7
TOKYO, date

(B4R (2) BEORA)
Director, (EHER (F) O&TH)
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, KASUMIGASEKT 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certlﬁed that the following product(s) concerned with medlcal dev1ce(s)
exported by (name of the marketing approval holder), (address) is(are) manufactured under

our superv1sron as Stlpulated in the Pharmaceutical Affalrs Law of Japan.

Product(s):
Ingredient and Composition or Chemical Entity:
Dosag‘e and Administration:

Irldications: '

- No.
- TOKYO, date -

(B4R (B) ROK4A)
Director, ({E%ER (%) DEF)
‘Ph’armaceutieal' _and Food Safety Bureau

Ministry of Health; Labour and Welfare
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(Form No 12)
| 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 attached list is identical to the hst 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

(BLB (2) ROKS)
Director, (8 éln% (E) 0)%*’1'\
Pharmaceutical and Food Safety Bureau '

M1n1stry 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 cértiﬁ'ed_ that the following testing facilitylof (name of the testing person),
(Address) was inspected on (Date) and found to be in compliance with all the requirements

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

 Address: -

-No:
' TOKYO, date

(EHE (2) BORA)
* Director, ’ GE'. L () OAFH)
Pharmaceutical and Food Safety Bureau

- Mvinistry'oif 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 followiﬁg manufacturing site. of (name ofAth'e manufa
‘cfurer), (address), in which the following prbduct(s) is(ar'e)‘ produced ‘is subject to o
ur inspections at suitable intervals, and the manufacturing in the site conforms to al
; l'thé requirements of the 'Ministérial Ordinance on Standards for Manufacturing Con
trol and Quality Control for Drugs and Quasi-drugs (“Drugs/Quasi-dfugS 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

(B4R (2) BORSA)
Difector, (Y (E)_ M4 %) Division |
~ Pharmaceutical 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 '
o 2-2, KASUMIGASEKI 1-CHOME, ,CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

. It is hereby certified that the féllowing manufacturing site of (name of the manufa
cturer), (address), in which the folloWirig product(s) is(are) produced is 's\ibj’ect to o -
ur inspections at suitable 1ntervals and the manufacturing in the site conforms to |
all the requlrements of the Ministerial Ordinance on Standards for Manufacturmg Co
ntrol and Quality Control for Medical Devices and In v1tr0 Dlagnostlcs (“Medical D
- ev1ces/IVDs QMS Ordlnance”)

- Name of Manufacturing Site:
_Addre‘ss:.
Product(s):

~ No.
“TOKYO, -date

(B2 (F) EORK)
" Director, (3R () D %) Division
Pharmaceutical and Food Safety Buteau

‘Ministry of Health, Labour ._':uid Welfare
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(Form No. 15) . _ _ ; .
MINISTRY OF HEALTH, LABOUR AND WELFARE
| | GOVERNMENT OF JAPAN o
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

'Certi'ficate No:

~ As requested by . : - the M1n1stry of Health, Labour and Welfare as
.the Competent Authority of JAPAN, confirms the following:

‘The (name of the company) (address of the headquarters), has been authorlzed n
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 precedrng
, two categories(*) ' :
+ manufacturing medicinal products for human use other than the precedlng three
. - categories(*) , : ‘
+ packaging, labeling or storing only :
- of the following medrclnal product or group of products for human use:

in the following dosage forms:
+ llqurd dosage forms(*)
semi-solid dosage forms(*)
solid dosage forms—unit dose form (tablets/capsules/supposrtorres)(*)
SOlld dosage forms— multi dose form (powders/granules)(*)

+ 4+ +

: From the knowledge gained durrng 1nspect10n of thrs manufacturer(s) the latest of which

- was conducted on : (date); it is considered that the company complies with the
requirements of the Ministerial Ordinance on Standards for Manufacturing Control and
Quality Control for Drugs and Quasi-drugs (Drugs/Quasr drugs GMP Ordrnance)
referred to as the Good Manufacturing Practice requrrements in the Agreement of Mutual
Recogmtron between Japan and (MRA partner). -

Thrs certrflcate remains Valrd for three years from- the date of the last inspection.
TOKYO DD/MM/YY (date) '

(BER (B) ROK4A)
Director, (B (F) OHF)
Pharmaceutical and Food Safety Bureau
as the authorized person
of the Competent Authorlty of JAPAN
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(Form Nol6).

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
_ 22, KASUMIGASEKI 1-CHOME, CHIYODA- KU, TOKYO 100-8916

(BH)
GEHEBENESR)

: Inter-natienaliAffairs Staff

Ofﬁce of Health Affa_irs

Food and Drug:Ac_lministratiQh ‘

. Rockville,' 'Mafyland 20857
USA o

Dear ( ﬁ'ﬁﬂﬂél B UDEE%)

Please find enclosed a statement on clinical trial notlﬁcatlons of 5’&‘5%%‘7':1 — k) _
.submlttedby (RABEEOERZ CGEAITHO T, %ﬁ‘) ) (BHEBEEDERR _(5_2"ikl‘:|
eﬁofﬁ IF%%%%@%E%)) ’ . ‘ :

Sincerely yours, N

C ENE () BOKR)
" Director, (’fE =F S (E) D &)
‘ Pharmaceutlcal and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.17)

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

Statement on Clmlcal Trlal Notlflcatlon

" The Mrnrstry of Health, Labour and Welfare of Japan hereby confirms that (HIZE EED
EE% GEANIZHoTIE. &) ) (HE EEDEFR GEASH > TIE. EET— HEBF
DFFEEH) ) submitted the Clinical Trial Plan Notifications for clinical trials with an
investig'ational‘ new drug containing the following active ingredient and may initiate' '
clinical trials in accordance with the pr0v1510n of Paragraph 2 of Artlcle 80-2 of the

Pharmaceutlcal Affairs Law of. Japan

Active Ingredlent (:ﬁxﬂﬁk \@ )

~ Investigational New Drug: Ga Eﬁﬁ'&‘:_— )
Date of Receipt: (%1 H) | |
Indications Intended: (FED £8)

vTO'KYO, date

(AuR (F) EOKAR)
. Director, (B4R () DA™
'Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare.
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-(Form N0.>18) : .
| MINISTRY OF HEALTH LABOUR AND WELFARE '

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

'CERTIFICATE .
It is hereby certified that the following manufacturing site in which the following
»product(s) is (are) produced is, subject to our 1nspect10ns and the manufacturlng in

~ the site conforms to all the- requirements of the GMP standards for investigational

New Drugs.

-Name of Manufécturing Site:
Address:

Name(s) of Substance: -
Operations: . . |
| [ Synthetic process

[J Dosage formulation process
[ Other - ( o . )

"Date of Inspection:

No.
' TOKYO, date

(BEREE - REAEEEORS)
" Director, Compliance and Narcotics Division '
Pharmaceutical and Food Safety Bureau .

Ministry of Health, Labour and Welfare
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(Form Nol9) 7 7 K

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

Certificate of a Pharmaceutical Product®

Th1s certificate conforms to the format recommended by the World Health Organlzatlon (General
instructions and explanatory notes attached). ' :

Certificate No.: S ' Exijorting Country : Japan

Importing Country :

1. Name and dosage‘ form of Product : -
1.1 _Active ingredient(s) ? and amount(s)per unit dose > (complete quantitative
composition including excipients is preferred) : See Attachments ¢
12 Is thls product lxcensed [approved and llcensed] to be placed on the market
for use in the exporting country? >
Hyes - See Block A ©
Tno - - See Block B 6
1.3 Is this product actuall}r on the market in the exporting—country?
Oyes ° Uno Ounknown (key in as appropriate)
_ —A—. ‘
2A.1 Number of product licence " and date of issue [ marketing approval number and date]
No. : '
Date :
2A.2  Product licence holder [marketmg approval holder] (name and address)
: Name :
Address : o
“|2A.3  Status of product licence holder { marketing approval hoider] 8
' Oa [1b Oe¢ (key in appropriate category as defined in note 8) .
2A.3.1 For categories b and ¢ the name and address of the manufacturer producing
the dosage form are : ° '
Name :
Address : ' _ ]
2A.4  Is summary Basis of Approval appended? '°
\ | Oyes - Ono (key in as appropriate) .
2A.5 Is the attached product information complete and consonant with the licence [Lapproval]l 27!
. Oyes Cno [ not provided (key in as appropriate) » '
2A.6  Applicant for certificate,. if different.from licence holder [marketing approval
' Jholder](name and address) : '*
Name : '
Address :




2B.1 Applicant for certificate(name and address) :
‘Name : .
Address :
2B.2 Status of applicant : o
La I:Ib Oc (key in appropnate category as defined ‘in note 8)
2B.2.1 For categories b and ¢ the name and address of the manufacturer producing the -
~ dosage form are :
Name :
Address :
2B.3-  Why is marketing authorization Iacking?
Clnot required "not requested
Ounder consideration I, Orefused (key in as appropri.ate)
2B.‘v4 Remarks: 1
3. Does the certifying authorlty arrange for, periodic inspection of the manufacturlng
’ - plant in which the dosage form is produced?
Oyes Ono OInot applicable '* (key in as approprrate)
' If no or not applicable proceed to question 4.
3.1 ‘ Perlodlclty of routine 1nspect10n(years) , years
3.2 Has the manufacture of this type of dosage form been inspected?
Llyes Ono (key in as appropnate)
33 Do the facilities and o Iperatlons conform to- GMP as recommended by the World
: -Health Organization?
DOyes Ono : Onot apphcable(key in as approprlate)
Does the 1nformat10n submitted by the appllcant satisfy the certifying authorlty on
all aspects of the manufacture of the product” 16
Oyes - Ono (key in as approprlate)
If no, explain : ,
Address of certifyiug authority': ~ Pharmaceutical and Food Safety .Bureau
. T o : Ministry of Health, Labour and Welfare
2-2, Kasum1gasek1 1- chome
Chlyoda ku
Tokyo 100-8916
‘Telephone : C 0 +81-3-3595-2431
Fax : o : - +81-3-3597-9535
Name of authorised person: S (B%R (B) ROKA)
. - = ' Director (#HH® (2) OB
Signature :

~ Stamp and Date :




General instructions

Please refer to the guidelines for full instructions on  how to complete this form and mformatlon on the

1mplementat1on of the Scheme.

+ The forms are suitable for generation by computer. They should always be submitted as hard copy,

‘wi

th responses printed in type rather than handwrrtten Addltronal sheets should be appended as

necessary, to accommodate remarks and explanatlons

Explanatory notes .

This certlflcate Whlch is in the format recommended by WHO, establrshes the status of the
’ pharmaceutlcal product and of the appllcant for the certificate in the exporting country. It is for a

single product only since manufacturlng arrangements and approved information for different

dosage forms and different strengths can vary. v
Use, whenever possible, International Nonproprletary Names (INNs) or natlonal nonproprletary

names.

: 'The formula (complete composition) of the dosage form should be given‘on the certificate or be

appended. _ _ _
Details of quantitative composition are_preferred, but their pro\(ision is subject to the agreement of
the product licence holder [approval and manufacturing licence holder] -.

"When applicable append details of any restriction applied to the sale, distribution or
administration of the product that is specified in the product licence [approval]
Sectior 2A and 2B .are mutually exclusive. _ v
Indicate, when appllcable if the licence [approval] is provisional, or the product has not yet been
approved. o : |
Specify whether the person responsible for placing the product on the market :

(a) manufactures the dosage forms ; ! . "

~(b) packages and/or labels a dosage forms manufactured by an independent company ; or

(c) is involved in none of the above. o
This 1nformat10n can be provrded only with the consent of the product licence holder

[approval and manufacturrng licence holder] or, in the case of non registered -

- products, the applicant.

Non completion of thls sectlon indicates that the party concerned has not agreed to inclusion of thls

information.

- It should be noted that information concerning the site of production is part of the product licence.

10.
11.

12.

13.

If the production'site 18 changed the licence must be updatedv or it will cease to be valid.

ThlS refers to the document, prepared by some national regulatory authorltres that summarises the’
technical basis on which the product has been licensed [approved and llcensed]

This refers to the package insert which: i is used in the exporting country at the date of certlfleatlon

. as informed to Director General of WHO as the spec1al reservation.

In this circumstance, permrssron for issuing the certificate is required from the product licence
holder [approval and manufacturing licence holder. This permission must be provrded to the
authority by the applicant. '

—

Please indicate the reason that the applicant has provided for not requesting registration :



(a) the product has been developed exclusively for the treatment of condltlons particularly troplcal

dlseases not endemic in the country of export ; '

- (b) the product has been reformulated with a view to improving its stability under tropical

‘ condltrons ; o '

(c) the product has been reformulated to exclude excrplents not approved for use in pharmaceutrcal--'

products in the country of import; . o ’

(d) the product has been reformulated to meet a different maximum dosage limit for an active

- ingredient ; | ' . T

(e) any other reason, please specify. _

14. Not applrcable means that the manufacture 1s taklng place in a country other than that issuing the
product certificate and ingpection is conducted under the aegis of the country of manufacture.

15. The requirements. for good practices in the manufacture and quallty control of drugs referred to in
the certificate are those included in the report of the thirty second Expert Committee on '
Specifications for Pharmaceutical Preparatlons (WHO Technical Report Serles No.823, 1992,

- Annex 1). Recommendations specifically applicable to blologrcal products have been formulated
by the WHO Expert Committee on Blologlcal Standardrzatlon (WHO Technical Report Serles
No. 822, 1992, Annex 1). _

'16. This section is to be completed when the product licence holder [approval and manufacturmg .

' licence hol_der] or applicant conforms to status (b) or (c) as described in note 8 above. It is of
part_icular importance when foreign contractors are involved in the m'anufacture of the product. In
these circumstances the applicant should supply- the certifying authority with information to ‘
identify the contracting parties re.sponsible for each stage of manufacture of the finished dosage

form, and the extent and nature of any controls exercised over each of these parties.
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(Form No.20)

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

" No. of Statement

Statement of Lice_nsing._' [Approvel and Licensing] Status of Pharmaceutical Product(s)

Exporfing Co_unfry: Japan
Importing Country: |

.

This statement indicates only whether or not the following products are licensed

[approved] to be put on the market in the exportlng country

Apphcant Name:
Address:
Name of Product  |Dosage form |Active ingredient(s) 2 and |Product licence No. and vdate. of issue’

amount(s) per unit dose

[Product approval No. and date of

manufacturing licence]

The certifying authority undertakes to proVide- at the 'request of the applicant (or, if

different, the product licence holder [product approval and manufacturlng licence holder]),
a separate and complete Certificate of a Pharmaceutical Product in the format
: recommended by WHO for each of the products hsted above

Address of certlfymg authority: Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare of Japan
Director, (34 (%) O%KM) Division
2-2, Kasum1gasek1 1-chome

Name of authorised person:

Telephone numb er:
Fax number:

Signature:

'S.tanlp and date:

Chiyoda-ku

Tokyo 100-8916 -
+81-3-3595-2431
+81-3-3597-9535




This statement conforms to the format recommended by.the World Health Organization

(general instruCtions_a‘nd'explanatory note attached).

General instructions

Please refer to the guidelines for full instructions on how to complete th1s form and
mformatlon on the 1mplementat10n of the Scheme. - The forms are suitable for generatlon _
by computer They should always be submitted as hard copy, with responses printed in type
| - rather than handwritten. Addltronal sheets should be appended as necessary, to -

: accommodate remarks and explanations.
Explanatory notes

‘_l.’ This statement is intended for use by importingagents who are required to screen bids -
made in response to an international tender and should be requested by the agent asa |
‘condltlon of bidding. The statement indicates that the listed products are authorised to
be placed on the market for use in the exportlng country. A Certificate of a.
Pharmaceutlcal Product in the format recommended by WHO will be provided, at the
request of the apphcant and, if different, the product licence: holder [product approval

" and licence holder], for each of the listed products.
2. Use whenever possible, Internatlonal Nonproprretary Names (INNs) or national -
| nonproprletary names.
3 Ifno product licence [product approval and manufacturing llcence] has been granted,
‘enter “not required” , not requested o under consideration” or “refused” as | '.

appropriate.
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