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(Form NeiZ) . _ _
" * MINISTRY OF HEALTH, LABOUR AND WELFARE
| | GOVERNMENT OF JAPAN - o

. 2-2, KASUMIGASEKT 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the attached list is 1dentlca1 to the list of pre-clinical and
c11nlcal data submltted to us by (Name of the Applicant), (Address) for the approval of
- marketlng (Name of the Product(s)) ' : :

No.
- TOKYO, date

(8 éln% (=E) ECDEE%)
Director, ({8 é’lpﬂ (=) 0)% ﬁ‘)
" Pharmaceutical and Food Safety Bureau

Mmlstry of Health, Labour and Welfare
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- (Form No.lv’a’,) o -
 MINISTRY OF HEALTH, LABOUR AND WELFARE

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

C\ERTIFICATEA »

It is hereby cértiﬁ’ed'that the following tésting facilitonf (name of the testing person),
~ (Address) was 1nspected on (Date) and found to be in compliance with all the requlrements

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

' Address; .

-No. .
* TOKYO; date

€:FF: (E) EOK4) ,
‘ Dlrector Gﬂéu% () O&H)
Pharmaceutical and Foo'd"Safety Bureau

 Miistry of Health, Labour and Welfare
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"(FormNo..1451) : _— .

. MINISTRY OF HEALTH LABOUR AND WELFARE
GOVERNMENT OF JAPAN , R

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

»CERTHHCATE'

It is hereby certlﬁed that the followmg manufacturmg 51te of (name of ‘the manufa
‘cturer) (address), in which the following product(s) is(are). produced 1s subject to o
ur inspections at suitable intervals, and the manufacturing in the site conforms to al
1 the requirements of the ‘Ministerial Ordinance on Standards{ for Manufacturing Con
trol and Quality Control for Drugs and QuaSi-drugsv(“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

(?E'_—"ln% (8]) EGDEE%)
Director, [€:ET 3 () DZ¥) Division
' Pharmaceutlcal. and Food Safety Bureau’

- Ministry. of Health, Labour and Welfare A
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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 manufacturmg s1te of (name of the manufa
cturer) (address) in which ‘the following 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 requirements‘ of the Ministerial Ordinance on Standards for Manufacturing: Co
ntrol and Quality Control for Medical Devices and In-v1tro Dlagnostlcs (“Medical D
: evxces/IVDs QMS Ordmance”) ’

Name of Manufecturing Si'te:
_Address
’Product(s)

"TOKYO, -date

(BuE (=) EORR)
~Director, (=3 (£) OAH) Division
Pharmaceutical and Food Safe!:y Bufeau

‘Ministry of Health, Labour and Welfare |
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(l*"orm No. 15) S . _ : :
MINISTRY OF HEALTH, LABOUR AND WELFARE

'~ GOVERNMENT OF JAPAN L
22, KASUMIGASEKI 1-CHOME, CHIYODA- KU, TOKYO 100-8916

-Certi'ﬁcate No:

As requested by - : the Mlnlstry of Health, Labour and Welfare as
'the Competent Authorlty of JAPAN, confifms the followmg

- "The (name of the company) (address of the headquarters), has been authorrzed in
accordance to: Paragraph 1 of Article 13 of the Pharmaceutical Affairs Law (PAL),
" under the license number; (number of the hcense)
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 categorles(*) :
" + manufacturing medicinal products for human use other than the precedmg three
_ - categories(*) o
+ packaging, labeling or storing only. _
- of the following medicinal product or group of products.for human use:

~ in the following dosage forms:

+ liquid dosage forms(*)

+ semi-solid dosage forms(*) _ :
+ solid dosage forms—unit dose form (tablets/capsules/ supposrtorres)(*)
+ solrd dosage forms—mult1 dose form (powders/granules)(*)

: From the knowledge gained during 1nspect10n of this manufacturer(s) the latest of whrch
. was conducted on : *(date), it is considered that the company complies with the
requirements of the Ministerial Ordiniance on Standards for Manufacturing Control and
Quality Control for Drugs and Quas1 drugs (Drugs/Quasi- drugs GMP Ordrnance)
referred to as the Good Manufacturing Practice requirements in the Agreement of Mutual
Recognition between Japan and (MRA partner) :

ThlS certlﬁcate remains valld for three years from- the date of the last 1nspectron
' TOKYO DD/MM/YY (date) -

(HER (B) ROKA) o
Director, (EHZHE () O&™H)
Pharmaceutical and Food Safety Bureau
as the authorized person
of the Competent Authorlty of JAPAN
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"~ (Form Nol6). 7

o  MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

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

;V(aﬁ>

EMEELESR) ,
;Internatlonal Affairs Staff
Office of Health Affalrs B
VFood and Drug Admmlstratron
. Rockville, Maryland 20857
US.A

Dear GEMEESEDRSL)

Piease find enclgsed a statement on clinical trial notifications of CREREa—F)

. submitted by (REEORSE CGANIZHhoTIHE, %*’F) ) (EFEE%‘O)‘[IW GEAIZ,
_EOT@ EF%%%%@%E%)) ' . | :

Slncerely yours

(#E é& (E) E(DEE%)
Drrector (?E' SR (&) @%ﬁ‘ A
‘ 'Pharmaceutlcal_and Food Safety Bureau -

- ‘Ministry of Health, Labour and Welfare
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“(Form No.17) .
| - MINISTRY OF HEALTH, LABOUR AND WELFARE

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

Statement on Clmlcal Trlal Notlflcation

The Minlstry of Health, Labour and Welfare of Jz apan hereby confirms that (EP -1 .%‘0)
&% GEAZH-TIX, &%) ) (VEF' EEDER (EANIZH T Ef ZEHMR
OFTZEH) )  submitted the Clinical Trial Plan Notifications for- clinical trials with an o
investigationali new drug containing the following active ingredient, and may initiate ' ‘
chnlcal trials in accordance with the prov1s1on of Paragraph 2 of Artlcle 80-2 of the

Pharmaceutical Affairs Law of. J apan.

~ Active Ingredient: (’ﬁi‘ﬂlﬁﬁ’g) I o
" Investigational 'Nei;v ijrug' (; Eﬁﬁ; a—F) .
Date of Receipt: (R{fH)

Indications Intended: (%Eft‘ﬂ g8

ATOVKYO, date

C(BSR (B) ROEAR)
. Director, (BHER (£) DA
' 'Pharmaceutical and Food Safety Bureau - o

Ministry of Health, Labour and Welfare.
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(Form No.18) : :

| MINISTRY OF HEALTH LABOUR AND WELFARE -
'GOVERNMENT OF JAPAN o

222, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916 .

4

| CERTIFICATE o SR
It is hereby certified that the followmg manufacturlng s1te in whlch the followmg
product(s) is (are) produced is sub)ect to our mspectlons and the manufacturlng in

* the site conforms to all the- requirements of the. GMP standards for investigational
New Drugs '

-Name of Manufacturmg Site: -
Addreés: '
Name(s) of Substance: -

Operations: : . |
' O Synthetic p’ro‘cessA

[0 Dosage formulation process

[1 Other . ( - , )

. Dete of - Inspection:

No. |
'TOKYO, date

(BREE - RENERRORAR)

" Director, Compliance and Narcotics Division

.Pharrn'aceut'ical‘ and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No19) o - :
' : MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2 2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100- 8916

Certlflcate of a Pharmaceutlcal Product

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

Certificate No.: _ , ' : Exporting Country : Japan
' o , - 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 4

12 Is this product licensed [approved and llcensed] to be placed on the market
' for use in the exporting country? '

Oyes - See Block A ¢

Ono - See Block B 6
13- Is this product actuaily'on the market in the experting country?-

Oyes ° Ono  Clunknown (key in as appropriate)

_ . _ —A— ) )
2A.1  Number of product licence ’ and date of issue [marketing approval number and date]
o No. : " '
* Date :

|2A.2°  Product licence holder [marketing approval holder] (name and address) ;e
Name : ‘
Address :

2A.3  Status of product licence holder .[marketing approval hoider] . 8

Oa . - Ob Oec (key in appropriate category as defined in note é) :

2A.3.1 For categories b and ¢ the name and address of the manufacturer producmg

the dosage form are : °

Name

Address : o ) _
2A.4  Is summary Basis of Approval appended? 10
Oyes - Ono (key in as appropriate)

2A.5  Is'the attached product information complete and consonant with the licence - [approval] 7

Oyes Ono  [Inot provided (key in as appropriate)

2A.6 AppIicant for certificate, if different from licence holder [marketing approval
" holder](name and address) : 2 '
Name : ' “

Address :




ZB.I Applicant for certificate(name and addrees) :
.VName : ' ‘
'Addrese :
2B.2 Status of applicant : .
Oa _ b Oc (key in approprrate category as deflned in note 8)
2B.2.1  For ¢ategories b and ¢ the name and address of the manufacturer producmg the -
: dosage form are : °
Name :
Address :
2B.3-  Why is'marketing authorization 1acking?
’ - Onot required - “[not requésted _
Clunder consideration Orefused (key in as appropriate) ,
2B;A4 Remarks: 13 7 o
3. Does the certifying authority arrange for periodic inspection of the manufacturmg
- plant in which the dosage form is produced?
Oyes Ono CInot applicable '* (key in as approprlate)
o If no or not applicable proceed to question 4.
3.1 Perlodlclty of routine _mspectron(years) ' years
3.2 © - Hasthe manufacture of this type of dosage form been 1nspected? o
: Clyes Ono (key in as approprlate) ‘
3.3 Do the facilities and o ]peratrons conform.to GMP as recommended by the World
. - Health Organization?
. Oyes Cno - Dnot apphcable(key in as approprlate)
4, ‘Does the 1nformat10n submitted by the apphcant satisfy the certifying authorrty on
' all aspects of the manufacture of the product" 16 .
Cyes - [no (key in as approprlate) ’
If no, explain :
" Address of certifying authority : - ~ ' Pharmaceutical and Food Saféty ABureau
. ' o ' : Ministry of Health, Labour and Welfare
© 2.2, Kasum1gasek1 1-chome, ,
AChryoda -ku ' '
- Tokyo 100-8916
| Telephone: . +81-3-3595-2431
Fax : - e : -~ - +81-3-3597-9535
* Name of authorised persorl: ‘ S (HHR (B) ROKA) S
S — ' Director (B4R (F) DL ¥R)
Signature :

~ Stamp and Date : :




General instructions
Please refer to the guidelines for full instructions on how to complete this form and mformatron on the
rmplementatron of the Scheme. - ' ’

- The forms are suitable for generatlon by computer. They should always be submitted as hard copy,
‘with responses pnnted in type rather than handwrltten Addrtronal sheets should be appended as
necessary, to accommodate remarks and explanatlons ‘

Explanatory notes.
1. This certificate, which is in the format recommended by WHO, establishes the status of the -
' pharmaceuticallproduct and of the applicant for the certificdte in the exporting country. It is for a
srngle product only since manufacturing arrangements and approved information for different
: dosage forms and different strengths can vary. A » 7
2. Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary o~
“names. ’ . , o ’ . / : ) '
3.  The formula (complete composition) of the dosage form should be given on the certificate or be
appended. v . 7 ' - _
4. Details of quantitative composition are preferred, but their proyision is subject to the agreement of
the product licence holder [approval and manufacturing licence holder] .. - -
5. 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]
6. Section 2A and 2B are mutually exclusive.
7. Indicate, when applicable, if the licence [approval] is provisional, or the product has not yet been -
approved. ‘ L ’ '
- 8. Specify whether the person responsible for placing the product on the market :
(a) manufactures the dosage forms ; ! o
(b) packages and/or labels a dosage forms manufactured by an 1ndependent company or
(o) is involved in none of the above. .
9. This 1nformat10n can be provrded only with the consent of the product licence holder
[approval and manufacturmg licence holder] or, in the case of non reglstered

- products, the applicant.

Non completion of this sectron indicates that the party concerned has not agreed to inclusion of thls ~
information. o ' » '
It should be noted that information concerning the site of production is part of the product licence.
If the production site is changed, the licence must be updated or it will cease to be valid.
10. This refers to the document, prepared by some national regulatory authoritie's, that summarises the
technical basis on which the product has been licensed [approved and licensed] .
11. This refers to the package insert which-is used in the exporting country at the date of certrfrcatlon o
as informed to Dlrector General of WHO as the spe01al reservatlon , :
12. In this circumstance, permission for issuing the certificate is requrred from the product licence
holder [approval and manufacturlng licence holder. This permission must be prov1ded to the

authority by the applrcant

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




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

drseases not endemic in the country of export ;

- (B the product has been reformulated w1th a view to 1mprov1ng its stablllty under tropical -

' condrtlons : , _
(c) the product has been reformulated to exclude exclplents not approved for use in pharmaceutlcal ;

products in the country of import;_

" (d) the product has been reformulated to meet a dlfferent maximum dosage Timit for an active

1

- ingredient ;

' (e) any other reason, please specify.

14. Not appllcable means that the manufacture 18 takmg place ina country other than that i 1ssu1ng the

15.

'16.

product certificate and inspection is conducted under the aegis of the country,of manufacturé.
The requirements. for good practices-in the manufacture and quality control of drugs referred to in
the certificate are those included in the report of the thirty second Expert Committee on o .
Specifications for Pharmaceutical Preparations (WHO Technical Report Series, No 823, 1992,
Annex 1). Recommendations spe01flcally applicable to biological products have been formulated
by the WHO Expert Committee on Blologrcal Standardrzatlon (WHO Technical Report Serles
No. 822, 1992, Annex 1). A _

TlllS section is to be completed when the product licence holder [approval and manufacturmg

licence holder] or applicant conforms to status (b) or (c) as described i in note 8 above. It is of

partrcular importance when foreign contractors are involved in the manufacture of the product. In o

these clrcumstances the applicant should supply the certifying authorrty with information to

- identify the contractrng partres respons1ble for each stage of manufacture of the frnlshed dosage

~ form, and the extent and nature of : any controls exercised over each of these partles
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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 o : ‘ 'Exporting Country: Japan
) Importing Country: |

Statement of Licensing [Approvel and Licerrsing] Status of Pharmaceutical Product(s) t

This statement 1nd1cates only whether or not the following products are llcensed )

[approved] to be put on the market in the exporting country. -

Applicant Name:
' _ Address:
Name of Product Dosage form  |Active ingredient(s) 2 and |Product licence No. arrd date of issue’

-|amount(s) per unit dose | [Product approval No. and date of

manufacturing licence] .

The certifying authorrty undertakes to provrde at the request of the apphcant (or, if »
different, the product licence holder [product approval and manufacturmg 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 J apan
‘Name of authorised person:  Director, (384 2 () OKH) Division
: 2-2, Kasumlgasekr 1- chome -

Chlyoda ku -
' o - Tokyo '100-8916 -
Telephone number: +81-3-3595-2431

Fax number: R +81-3-3597-9535

Signature:

'Starnp and date:




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

(general instructions and explanatory note attached).

General instructions

Please refer to the guidelines for full instructions on how to complete thrs form and . »
1nformat1on on the implementation of the Scheme. - The forms are surtable for generatron '
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 -

V‘ accommodate remarks and explanatrons
Explanatory notes

.Al. This statement is intended for use by importingiagen’ts' who are required to. screen bids -

~ made in response to an mternatronal tender and should be requested by the agent as a |
_condrtron of brddmg The statement indicates that the listed products are author1sed to
be placed on the market for use in the exportrng country. A Certificate of a
Pharmaceutical Product in the format recommended by WHO will be provrded at the
request of the applrcant and, if different, the product licence holder [product approval -

* and licence holder], for each of the listed products.
2 Use, whenever possible, International Nonpropnetary Names (INNs) or national -
| 'nonproprretary names.
3 If no product hcence [product approval and manufacturmg 11cence] has been granted,

“enter  “notrequired” , “not requested , ‘under consideration” or “refused” as -

appropriate.
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