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

(B )

(EAEEYER)
Inter-natienalgAffairs Staff
Office of Health Affairs
" Food and Drug-Administratioh.
. Rockville, Maryland 20857
U.S.A

Dear (ﬁﬁ“f’r’:’}a %ECDEE% ).
Please ﬁnd enclosed a statement on clinical trial notlficatlons of (3B Eﬁﬁ 09— P)

. _submlttedby (HEEORS (iALﬁJO'CIi %ﬁ')) (EF' %’@EFJ? (zf]\l-__
HoThE. ité%ﬁﬁ@ﬁrm))

.S1ncerely yours '

(R () EOKS)
" Director, ?Eélﬁ% (E) DA
' ‘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 Cllmcal Trlal Notlflcatlon

The Mmlstry of Health, Labour and Welfare of ]apan hereby confirms that ($§§%" D
K& GRACH- Tk, &) ) (BHEOEF GEASH->THE. Xk 2EHH
MOFTFEH#) ) submitted the Clinical Trial Plah Notifications for clinical trials with an
mvestlgatronal new drug containing the following active ingredient and may initiate
clinical trials in accordance with the provision of Paragraph 2 of Artlcle 80-2 of the

Pharmaceutlcal Affalrs Law of J: apan.

Active Ingred1ent (B ;JJEJZ %)
" Investigational New Drug: (GAERZEa — |~)
Date of Receipt: (2fFH) :

Indications Intended: (5 2h &g

b

TOKYO, date

(B4R (2) ROER)
. Director, (B %8 (E_) DETR)
‘Pharmaceutical and Food Safety Burean

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

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

 CERTIFICATE -~ . o
It is “hereby certified that the following manufaCturihg site, in which the following
product(s) is (are) produced is, subject to our inspections, and the manufacturing in

~ the site conforms to all the requirements of the GMP standards for 1nvest1gat10nal
New Drugs. ' '

Name of Manufdcturing_Site: _
- Address: -
" Name(s) of Substance: -

Operations: , .
' L1 Synthetic p'ro.cess

O Dosage formulation process )
L] Other - ( - _ Yy

. Date of Inspection:

No. _ _
'TOKYO, date ‘ : - o

(EREY - BRENEIEORZ)
" Director, Compliance and Narcotics Division
Pharmacentical and Food Safety Bureau

Ministry of Health,, Labour and Welfare -
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(Form Nol9) o :
' ‘ MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100 8916

Cert:flcate of a Pharmaceuntical Product

' This certificate conforms to the format recommended by the World Health Orgamzatlon (General
instructions and explanatory notes attached). .

Certificate No.: . T ' Exoorting Coimtry . Japan
: o Importing Country ;

1. Name and dosage form of Product : ' '

1.1 CActive mgredlent(s) and ammmt(s)per unit dose (compIete quantltatwe

composition mcludmg exclplents is preferrecl) See Attachments

12 Is. thlS product licensed [approved and hcensed] to be placed on the market
‘ for use in the exporting country'?
yes - See Block A °
Ono - See Block B¢
1.3 Is this product actually on th?é market in the exporting country?

Oyes ~ [Ono Ounknown (key in as appropriate)

_ : . —A— .
2A.1 Number of product licence  and date of issue [marketing -approval number and date]
No. : '
Date :

1242  Product licence holder [marketing approval holder] (name and address) : -
Name : ' ' ‘
Address :

2A3  Status of pr'oduct licence hdlder i mark-eting approval holderj 8

Ca b Oc (key in appropriate category as defined in note 8) -

2A.3.1 For categories b and ¢ the niame and address of the manufacturer producing
the dosage form are : .
Name

* Address :

2A.4  Is summary Basis of Appro:v!al appended? '°

Oyes - Uno (key in as;ap'p'r_opriate) ‘

2A.5  Isthe attached product information complete and consonant with the licence [approvall ? 1

Oyes .. Ono [Inot provided (key in as appropriate)

2A.6 Applipant for certificale, iffdifferent-from licence holder [marketing approval
‘holder](name and address) : ">
Name : ' '

Address :




2B.1 Applicant for certificate(name and addreés) :
Name : .'
lAddr}’es.s : : .
2B.2  Status of applicant : ‘
Oa _ Ob Uc (key in appropriate 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 :
12B.3- Why irs marketing authorization lacking?
CInot required Onot fequésted
Ounder consideration l' Orefused (key in as'appropri.ate)
2B.A4 Reémarks: '
3. ' Does the certlfylng authority arrange for. periodic inspection of the manufacturmg
' " plant in which the dosage form is produced?
yes Ono [dnot applicable ' (key in as appropnate)
' If no or not applicable proceed to question 4.
3.1 Periodicity of routine 1nspect10;1(years) years
32 Has the manufacture of this type of dosage form been inspected?
: Clyes Ono (key in as appropnate)
33 Do the facilities and olperatlons conform to GMP as recommended by the World
: Health Organization?
Lyes Ono + Lnot applicable(key in as appropnate)
4. Does the information submitted by the apphcant satisfy the certlfymg authonty on
‘ all aspects of the manufacture of the product” 18
Olyes Ono (key in as approprlate)
If no, explaln
Address of certlfylng authority : - Pharmz_léeuticél and Food Safety .Bureau,
, o ‘ : Ministry of Health, Labour and Welfare -
2-2, Kasumigaseki 1-chome,
Chiyoda-ku :
Tokyo 100-8916
| Telephone : . , 181-3-3595-2431
Fax : o ‘ +81-3-3597-.9535
Name of authorised person: .o (EHERE (B) ROKA)
‘ - ~ Director (#2355 (Z) O/
S;gnature :

- Stamp and Date :




General instrue_tions

Please refer to the guidelines for full instructions on how to comple_te this form and information on the

1mplementat10n of the Scheme.

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

‘with responses printed in type rather than handwntten Addltronal sheets should be appended as

necessary, to accommeodate remarks and explanatrons

Explanatory notes :

This cert'ific'ate, which is in the format recommended by WHO, establishes the status of the
pharn:taceutioal product and of the applicant for the certificate in the-exporting country. It is for a

smgle product only since manufacturmg arrangements and approved mformation for different

~ dosage forms and different strengths can vary.

Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary

names.

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

appended.
Details of quantitative composmon are preferred but their prov151on is subject to the agreement of
the product licence holder [approval and manufacturlng licence holder] ..
When apphcable append details of any restriction applied to the sale, distribution or
administration of the product that-is spemﬁed in the product licence [approval]
Sectiorf 24.and 2B are mutually exclusive.
Indicate, when' applicable, if the licence Lapproval] is provisional, or the :product has not yet‘been
approved. ‘ ‘ . . . | N
Specify whether the person respons1ble 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. .
This information can be provrded only with the consent of the product licence holder

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

. produets, the apphcant

10
1L

12.

13.

Non completion of this sectton indicates that the party concerned has not agreed to inclusion of th1s
information, - ' _ -
It should_ be noted that informatidn— 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.

This refers to the document, prepared by some national regulatory authontles that summarises the
technical basis on which the product has been licensed [approved and hcensed]

This refers to the package insert whlch is used in the exporting country at the date of certification, -
as informed to Director General of WHO as the speelal reservation. . ' .
In this circumstance, permission for issuing the certificate 1 is required from the product licence
holder [approval and manufacturlng licence holder. This permission must be prov1ded to the

authorrty by the appllcant

-

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



(a) the product has been developed exclusively for the treatment of condrtrons partlcularly tropical
dlseases not endemic in the country of export ;
.. {b) the product has been reformulated with a view to improving its stability under tropical
A cond.itions ‘ o | . ,
(c) the product has been reformulated to exclude exclplents not approved for use in pharmaceu’ucal y
products in the country of import; '
(d) the product has been reformulated to meet a drfferent maximum dosage limit for an active '
“ingredient ; - _ T . '
(e) any other reason, please specrfy ,
14. Not apphcable means that the manufacture 18 takmg plaee in a country other than that i 1ssu1ng the
product certificate and inspection is conducted under the aegis of the country-of manufacture ‘
15. 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 ) -
Specifications for Pharmaceutical Preparations (WHO Technical Report Series, No.823, 1992
Annex l) Recommendations specifically applicable to biological products have been formulated
by the WHO Expert Committee on Brologlcal Standardization (WHO Techmcal Report Serles
No 822; 1992, Annex 1). _
'16 ThlS section is to be completed when the product licence holder [approval and manufacturmg .

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

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

these circumstances the apphoant should supply the certifying aunthority with information to
identify the contracting partles respon51ble 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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