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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
1t 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 1, Article 12 of the Pharmaceutical Affairs Law of Japan.

Name of the Malketmg Authorization Holder :
(or Name of the Office for General Marketmg Manager)
Address:

Licence Number:

No. .
TOKY_O, date

(REHEBREA)
Director, Safety 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 certified that (Name of the Marketing Authorization Holder), (Address) is a

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

Paragraph 1, Article 12 of the Pharmaceutical Affairs Law of Japan.

Name of the Marketing Authorization Holder :
(or Name of the Office for General Marketing Manager)
Address: ' ‘

Licence Number:

No.
TOKYO, date

(Rex®RBERRA)
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 a pharmaceutical
(quasi-drug) manufacturer licensed in accordance with the provision .of Paragraph 1,

Atticle 13 of the Pharmaceutical Affairs Law of Japan.

Name of Manufacturing Site:
Address: |

Licence Number:

No:
TOKYO, date

(BAE] (B) ROKA)
Director, (8% 2 (E) 0AW)
Pharmaceutical and Food Safety Burean

Ministry of Health, Labour and _Wélfare
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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 manufacturer), (address) is a medical device
manufacturer licensed in accordance with the provision .of Paragraph 1, Article 13 of the

Pharmaceutical Affairs Law of Japan.

Name of Manufacturing Site:
Address:

License Number:

No.
TOKYO, date

C(BHER (B) ROKA)
Director, (JHHIE () DAW) _
Pharmaceutical and Food Safety Burean

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

CERTIFICATE

.1t is hereby certified that the following pharmaceutical (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.
TOKYOQ, date

(RME (B) ROKE)
Director, ({H42 () DR )
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.5-2) _ ) | .
| 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 medical device(s)) marketed by (name of the

marketing approval holder), (address) is(are) manufactured under our supervision as

stipulated in the Pharmaceutical Affairs Law of Japan and is(are) authorized to be marketed

in Japan.

medical device(s):

. Nao. |
TOKYO, date

 (HEB () BOKA)
" Director,  (3HHE (B) O/
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Wclf_are
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(Form No.6-1)
i . 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 (quasi-drug) product(s)
manufactured by (Name of the Manufactuaer) (Address) is(are) sub_]ect to our super\nsmn '
as stipulated in the Phar maceutlcal Affairs Law of Japan. '

‘ Product(s):

" No.
TOKYO, date

(AU (B) BEOKA)
Director, (HLE (E) OA¥)
Pharmaceutical and Food Safety Burean

Ministry of Health, Labour and Welflare
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(Form No.6-2)
B MINISTRY OF HEALTH, LABOUR AND WELFARE
, _ GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 1060-8916

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 J apan.

Product(s):

No.
TOKYO, date

(AR (E) EOKHA)
Director, (R (F) OEW)
Pharmaceutical and F(_)od Safety Bureau .

Ministry of Health, Labour and Welfare




R T—1)

THIE

T BB #

E$@ EEEHEE, (U %w%%@&%(%k!&ofﬁ %ﬂ))~

e
EIRFLEEOER GEANCH Tk, T2 EBFHOFEM) ) k> THEESA
%)-F;EEEHH (E};ﬁﬁﬂ'nn) 75{'

AAEEBZOBREITEML T, riﬁ@éwﬂ,
%@%ti%L(ﬁl)éhTDé%WT&é LE

REBBL %9,
ﬁ%%:
BEEXRE =F B
Tk & A

BEHHEEERRRHOOOR () B




(Form No:7~1)l : :
‘ MINISTRY OF HEALTH, LABOUR AND WELFARE

7 'GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI I-CHOME, CHIYODA-KU, TOKYO 100-8916 |

CERTIFICATE

It is hereby certified that the fd]iowing 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

BB (B) ROEA)
Director, (BER () D /W)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.7-2)

‘ MINISTRY OF HEALTH, LABOUR AND WELF_ARE
GOVERNMENT OF JAPAN

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

CERTIFICATE

It is hereby certified that the folllowing product(s) concerned with, medical device(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) X

No.
TOKYO, date

(RER (B) BOKA)
Director, (48 ﬁ%% () OAW)
Pharmaceutic_ai _and Food Safety Bureau

Mmistry of Health; Labour and Welfare
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(Form No.8-1)

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 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:

Ingredieﬂt and Compos'itfon or Chemical Entity:
: Dosage and Administration:

Indications:

No,
- TOKYO, date

(JENE () EOKS)
Director, (BHE (E) 04 ffl‘_)
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 following medical device(s) marketed by (name of the
marketing :ap_proval holder), (address) is(are) manufactured under our supervision as
. stipulated in the Pharmaceutical Affairs Law of Japan and is(are) authorized to be

marketed in Japan.

Medical devicé(s):

Date of Marketing Approval:

Markét.ing Ai)pi'oval Nuinber:

Ingredient and Composition or Chemical Entity:
Dosage and Administrati'on:

Indications:

" No.

TOKYO, date

(BHFR (B) EOKA)
Direcior, (_?_5. L (FE) 04AH
Pharmaceutical and Food Safety Bureau

Minisn’y of Health, Labour and Welfare




(8 —3)
| FoB

ﬂtl]‘l

BAEEEHBHE G, (MERTEEORSE GEATH- T, &F) ) « (8
EREEEOEN GEACH> T, TLIEBHOFEM) ) IS& > TEERT
CENITREREREN, HAEBZEEEORTISERLT, EEHBEOEROL &

[C8lESh, hD, EK@WI&mT%LMmﬁétwiﬁﬁm%ﬁhﬁ&%i$
 BBHED Ht%wf&é LEERALES,

= E?’E%E‘E@%W :
EREEAERY DA T
E.anIE%H :
EERH

Jo

EEE 8
TR ¥ A H

BEHBEEREZBOOOR (2) &




(Form N6.8—3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
' GOVERNMENT OF JAPAN
2- 2 KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8%16

CERTIFICATE

It is hereby certified that the following medical device(s) marketed by (name of the
mérketing approval holder), (address) is(are) manufactured under our supervision 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 Number:

Pate of Issue:

No; |
TOKYO, date

(BN (B) ROKS)

Director, (HHMER () O4AH)
Pharmaceniical and Food Safety Burean .
Minisiry 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) is{are) subject to our supervision

as stipulated in the Pharmaceutical Affairs Law of Japan.

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

Indications;

No.
TOKYO, date

(MR (F) BOKA)
Director, (R (E) OL )
* 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

" Tt 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:

Indications:

No.
TOKYO, date

(%52 (B) BOKA)
Director, (HHER () OAH)
Pharmaccutical and Food Safety Bureau

" Ministry of Health, Labour and Welfare
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(Form No.10-1)
| MINISTRY OF HEALT H, 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(quasi- 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):
Ingredient and Composition or Chem1cal Entity:
Dosage and Adrmmstratlon

Indications:

. No.

TOKYO, date

CEEE (E) ROKA)
Director, (HYE (F) OHAWH)
Pharmaceutical an-d Food Safety Burean
Ministry of Health, Labour and Welfare
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(Form No.10-2) ‘ . :
MINISTRY OF HEALTH, LABOUR AND WELFARFE,

| 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(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 -

(HE] () ROKA)
Director, (JHZE (B) OAH)
Pharmaceutical and Food Safety Burcau

Ministry of Health, Labour and Welfare
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(Form No 1 2) _
| 'MINISTRY OF HEALTH LABOUR AND WELFARE

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

CERTII‘ICATE

It is hereby certified that the attached list is identical to the list of pre-clinical and

clinical data submitted to.us by (Nanle of the Applicant), (Address) for the approval of

marketmg (Name of the Product(s)).

No.
. TOKYO, date

(BY:E () ROKA)
Direotor, (43R (F) DA
Pharmaceutical and Food Safety Burean
Mmlstry 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 testing faciiityrof (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

(%5 () EOKA)
Director, _(?3% Z (E) OFHK)
. Pharmaceutical and Food Safet.y Bureau

Ministry of Health, Labour and Welfare
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(Form No. _14-1)
' 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 followih'g manufacturing site of (name of the manufa
cturer), (address), in which the following product(s) is(are). produced ‘is subject to o
ur inspections at suitable inter_v‘als, and the r_nanufacturihg 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-drugs (“Drugs/Quasi-drugs GMP Ordin
ance”) laid down in accordance with the recommendation of the World Health Orga

nlzatlon

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

No.
TOKYO, date

(R%] (%) EORA)
Director, CEE () D% Division |
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare
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(Form No.14-2) x _

" MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

o222, KASUMIGASEKI 1-CHOME, CHIYODA—-KU TOKYO 100- 8916

CERTIFICATE

It is hereby certified that the fbllowing manufacturing site of (name of the manufa
cturer), (address), in which the following product(s) is(are) produced is ‘Subject to o -
-ur inspections at suitable infer‘vals, and the manufacturing in the site conforms to
all the requirements of the Ministerial Ordinance on Standards for Manufacturing‘ Co
ntrol and Quality Contlol for Medical Devices and In vitro Diagnostlcs (“Medical D
evices/IVDs- QMS Ordmance”)

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

No.
TOKYO, date

(HN® (B) ROK&)
“Director, (BHER (E) O4KIF) Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour _arid Welfare _
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(Form No. 15) . _ . :
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
z 2, KASUMIGASEKI 1-CHOME, CHIYODA~KU TOKYO 100-8916

Certlﬁoate No:

As requested by : ,the mestiy of Health, Labou1 and Welfaae as
‘the Competent Authority of JAPAN, confifms the following:

- The (name of the company), (address of the headquarters), has been authorzzed 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 carly out the following operation(s):

+ manufacturing biological medicinal products for human use(*)

 + manufacturing radiological medicinal products for human use(*) :
+ manufacturmg sterile medicinal pIOdUCtS for human use other than the preceding
two categoues( ) ' :
+ manufacturing medicinal products for human use other than the precedmg three
~ categories(*) :

+ packaging, labeling or stoung 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/supposuories)( )
sohd dosage forms—muln dose form (powders/granules)(*)

+ + +

From the knowledge gained during lnspectlon 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 Ordinance on Standards for Manufacturing Control and
Quality Control for Drugs and Quasi-drugs (Drugs/Quasi-drugs GMP Ordinance)

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

Thls certlﬁcate remains vaild for three years from- the date of the last inspection.
TOKYO, DD/MM/YY (date)

(EHR (B) ROKA) -
Director, (HHE () OA)
Pharmaceutical and Food Safety Bureau
as the authorized person :
of the Competent Authority of JAPAN




(#=X16)

(REEORS GEANSH T, &%) ) . (BEHFOEMR (EAICH> T,
TRZFEFMOMEMR) ) ICE> TRE S CRREI—F) OABRBISELT
 OFEBERHBLET. - | |

| %A

EEFHEEXRMBOOOR () R




(Form Nol6).

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

- (Bf)
(R EEEEL)

- International Affairs Staff
Office of Heaith Affairs
Food and Drug Administration .
, Rockville,' Mafyland 20857
U.S.A '

Dear GEFEBUEDORA)

Please find enclcr)se‘d‘zlt statement on clinical trial ndtiﬁégtions of (%Eﬁgé.:l — F)
 submitted by (HHEOEA GEALH> TR, &) ) (BHEOER GEAL

_ HoTIL, ﬁf:é%ﬁ?ﬁ@ﬁﬁﬁiﬁ) ) B ‘ : -

Sincerely yours,

CUENER () BORA)
Dircctor, (BLEE (F) OAH)
Pharmaceutical 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, CHIY()DA KU, TOKYO 100- 8916

Statement on Clinical Trial Not:flcatmn

The Mmlstly of Health, Labour and Welfare of J apan hereby confirms that  (Ef & D
B4 GEACH-oTIE, &) ) (BBEHEOEH GEAICH->Tlh. T 2BHF
MFFFEHL) ) submitted the Clinical Trial Plan Notifications for-clinical trials with an
1nvest1gat10na1 new drug containing the following active ingredient and may initiate
clinical trials in accordance with the prov1510n of Paragl aph 2 of Articie 80-2 of the

Pharmaceutwal Affalrs Law of Japan

Active Ingredient: (HHMH4A)

" Investigational New Drug: GRAEREEI— K)
Date of Receipt: ( 24 8)

Indications Intended: (% 5EXHEE)

TOKYO, date

(ANE (F) ROKA)
- Director, (#HHFE () OAH)
_Pharmétceutical and Food S’afet‘y' Bureau

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 =~ , v
It is hereby certified that the following manufacturing 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 investigational
- New Drugs. ' '

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

Operations: . , .
| L] Synthetic prolcess

[J Dosage formulation process

L1 Other  ( _ )

,Dat;é of Inspection;

No. |
TOKYO, date ~ e _ !

(ERRY - RENRRROKSR)
‘ Direétor, Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Weifare
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(Form Nol9) ' :

‘ MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 160-8916

Certificate of a Pharmaceutical Product*

This certificate conforms to the format recommended by the World Health Organization (General
ingtruciions and explanatory notes attached). :

Certificate No.: ‘ ‘ ' Exporting Country : Japan
) , _ Importing Country :

1. Name and dosage form of Product : '

i.l Active mgredient(s) and amount(s)per unit dose ? (complete quauutatlve

composﬁwn mcludmg exclplcnts is preferred) : See Attachments *

1.2 Is this product licensed [approved and llcense(ﬂ to be placed on the mar ket
for use in the exporting count1y‘7
Oyes - See Block A ©
Ono - See Block B

13 - Is this product aciually on the market in the exporting couniry?

Oyes * Uno Clunknown (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 [marketing approval holder] (name and address) : -
- Name : |
Address :

2A3 Status of product licence holder [marketing approval holdef} d

Oa b Clec {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? *°
[lyes - Hno (key in as appropriate)

2A5 Is the attached product information complete and consonant with the licence [approval] ? H

Olyes Ono O not provided (key in as appropriate)

2A.6  Applicant for certificate, if different from licence holder [marketing approval
' 'ho]der](name and address) :
Name : ' )
Address :




2B.1 Applicant for certificate(name and address) :
Name : 7
Address :
2B.2 Status of applicant :
Oa b Oe¢ (key in appropnate category as defined in note 8)
2B.2.1 For ¢ategories b and c the name and address of the manufacturer producing the
* dosage form are : °
Name :
Address :
2B.3-  Why is marketing anthorization lacking?
Ornot required [not fequésted
Ounder consideration " Orefused (ke'y in as appropri‘a’te)
2BA4 Rémarks: 3
3. Does the certifying authority arrange for periodic inspection of the manufactm ng
plant in which the dosage form is pr oduced‘?
Oyes [Ino OInot applicable (key in as appropnate)
If no or not applicable proceed to question 4.
3.1 Periodicity of routine inspection(years) : years
3.2 Has the manufacture of this type of 'dosage form been inspected?
Clyes Clno (key in as appropnate)
33 Do the facilities and o]peratlons conform to GMP as :ecommended by the World
: ‘Health Organization?
Oyes [Ino : [not apphcable(key in as appropuate)
4. Does the information submitted by the apphcant satisfy the certifying authorlty on
all aspects-of the manufacture of the product” té
Llyes (no {(key in as appropnate)
If no, explain :
Address of certifying authority : S Pharmgceuticzﬂ and Food Safety Burean,
: ‘ ‘ Ministry of Health, Labour and Welfare
2-2, Kasumigaseki 1-chome,
Chivoda-ku '
Tokyo 100-8916
Telephone : . | | +81-3-3595-2431
Fax : - +81-3-3597-9535
Name of authorised person: - (BHER (B) RORSA)
. - : Director (HH3E (F) O4A#H)
Signature :

- Stamp and Date :




General instructions

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

1mplementatton of the Scheme.

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

“with responses printed in type rather than handwrltten Addltional sheets should be appended as

necessary, to accommodate remarks and explanatlons

Explanatory notés

10.
11.

12,

13.

(a) manufactures the dosage forms ;

" This certlific'ate, which is in the format recommended by WHO, establishes the status of the

pharmaceutical product and of the applichnt for the certificate in the exporting couniry. It is for a
single product only since manufacturing arrangements and approved information for different
doéage forms and different strengths can vary. .

Use, whenever possible, International Nonproprictary Names (INNs) or national nonpropnetary
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 provision is subject to the agreement of
the product licence holder {approval and manufacturing licence holder] -.

When apphcable append details of any restriction applied {o the sale, dlstnbutlon or
admmlstla’uon of the product that is specified in the product Hcence [apploval]

Sectior 2A.and 2B are muinally exclusive,

Indicate, when applicable, if the licence [approvall is provisional, or the product has not yet been
approved. . 7

Specify whether the person responsible for placing the ploduct on the market :

¢

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

(c) is involved in none of the above.

This information can be prov:ded only with the consent of the product licence holder

[approval and manufacturmg licence holdez] or, in the case of non registered
products, the applicant,
Non completion of this section indicates that the party concerned has not agi'eed to inclusion of this
information. ' ' R ‘
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.
This refers to the document, prepared by some national regulatory authoritiés, that summarises the
technical basis on which the product has been licensed [approved and licensed] .
This refers to the package insert which-is used in the exporting country at the date of certification,
as informed to Director General of WHO as the speclal reservation, |
In this circumstance, permission for issuing the certificate is required from the pr oduct licence
holder [approval and manufacturing licence holder. This permission must be prowded 14 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 txeatmeut of conditions particularly tropical

dlseases not eirdemic in the country of export ;

i

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

conditlons ;
(c) the product has been reformulated to exclude excxpients not approved for use in pharmaceutlcal :
products in the country of import; ‘
(d) the product has been reformulated to meet a different maximum dosage limit for an active

ingredient ;

(e) any other reason, please specify.

14. Not apphcable means that the manufacture is taking place in a country Othei than that i 1ssumg 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 conirol of drugs roferrec_i 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 1). Recommendations specifically applicabie to biological products have been formulated
by the WHOQ Expert Commiitee on Blologlcal Standardization (WHO Teohmcal Report Series,
No.822; 1992, Annex 1).

This section is to be completed when the product licence holder [.approv_al and manufaotoringA
licence hoidor]' or app_lioant conforms to status (b) or (c) as desoribed in note 8 above. It is of
particular importance when foreign confractors are involved in the manufacture of the product. In
these circumstances the apphcant should supply the certifying authority with information to
identify the contraciing parties responsible 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
. GOVERNMENT OF JAPAN '
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

No. of Statement | - Exp'orﬁng Country: Japan
Importing Country:

Statement of Licensing [Approval and Liceﬁsing] Status of Pharmaceutical Product(s)

This statement indicates only whether or not the following products are iicensed
[approved] to be put on the market in the exporting country,
Applicant Name:
Address:

Name of Product Dosage form | Active ingredient(s) ? and |Product licence No. and date of issue’
amount(s) per unit dose  |[Product approval No. and date of

mnanufacturing licence] .

The certifying authority undertakes to provide, at the request of the applicant (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 listed above.

Address of certlfymg authority: Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare of J apan
Name of authorised person:  Director, (3H B () DK Division
: 2-2, Kasunngasek1 1- chome
CInyoda ku
‘ Tokyo 100-8916 -
Telephone number; +81-3-3595-2431

Fax number: ' ) +81-3-3597-9535
Signature:

Stainp and date:




This statement conforms to the format recommended by the World Health Organlzatlon

(general instructions and explanatory note attached).

General instructions

Please refer to the guidelines for full instructi_oﬁs on how to complete this form and
information on the implementation of the Scheme. - The forms are suitable for generation
by c'omputer. They should always be submitted as hard copy, with responses printed in type
~ rather than handwritten.’ Additional sheets should be appended as necessary, to

: accommodate remarks and explanations.
Explanatory notes

1. This statement is intended for use by importilng'agents who are required to screen bids
made in response to an international tender and should be reqhested by the agent as a
condition of bidding. The statement indicates that the listed products are authorised to
be placed on the market for use in the exporting country. A Certificate of a_
Pharmaceutical Product in the format recommended by WHO will be provided, at the
request of the apphcant and, if different, the product licence holder [product apploval '

" and licence holder], for each of the listed products.

2 Use, whenever possible, International Nonproprietary Names (INNs) or national
nonproprietary names. | '

3 Ifno product licence [product approval and manufacturing hcence] has been granted,

‘enter  “not required” | 110t requested” | _ under consideration” or “refused” as .

appropriate.




(X21)

=4
=

&

Bt

(REEORS GEALHS TR, 1) ) &, TRENSZAENERENT
MERKSNTOE L ERET IO THY T, |

@

¥ & B B

EM

. BEFBAERERROOOR (B) & B




(#t22)

1.

U_OEDZD

U0 W >

E%&-EﬁﬁﬂﬁemP%%gx$ﬁﬁéﬁmgﬁﬁwﬁgﬁ%

BE ‘ - -

O |HEH (A~ D@o%&éﬁLO%HLTTéU
CHFESHFOBRCESGEFESHALELN LOEH

. HEESBMLLOBEF -

. MEESHALED b OEH

.20 (- ) o N _

(kRA~ Dnﬁméﬁma:gﬁuﬁméné%au%n%m%%%éé,J

@ iZHEE o (A~DD3bHYBIZOEFLTTFELY)
. BEESORE (KEXE) CEIGEH L
BEEERALE L OBHECE S B
. MFESPAEE~OBSBOLDHIEY

. 04 | )

(LRA~DICODSRM: BUICRMSNHHE. TRThEEBEE )

2. &

® FRAAH (A~DODBBIEIZOEMLTFEL)
AL HIHE 08T EBERE S - B .
B. MEETOMBEOREET > DOOBRAHE
C. HFETOMEORFLITI D @ﬁﬁﬁﬁ
D. €01 ( ) :

(EEA~ D[#ﬁé#% Jﬁﬁkkméhé%A'%h%h%%E%Q )

®.$ﬁ%%®ﬁﬁ% - '(A~D®7%ﬂ%EEOEHLTFéD)
A BFEEBHE ‘ | S o
B. MEESWALEE
c.ﬁ%@#%k%%éﬁbr m%&%ﬁﬁ'
D.%@@( . )

(EfRA~ Dk##é#% iﬁﬁlh&éhé%A'%h%hE%iéi )




%ﬁzz»m%

A ERRICEIGMPIEICET AHE

%III

1545 - B0 RIS ¢ ) MEEAB (EK & A ABE
1. BEEH T OB RiF
1) BIEEES:
2) BEFL:
3) FR7EHh:
14 BIsEs:
2. SEBASRTEICR D5 E OF
1) @B _%‘ B E R G RE (BAB RS BHENTOBEE LN AEHERAS S
2) LUHHEFCORNEIRE: BE I ERE BATECE
3) REOEE: [ ENRES - HHEER ]
4) SEOMEEE [ B - FEFE ]
3. YERAEFTO GMP B
1) EHEOEE: [ F - B l:umiseBElchid, ) UBERA
2) HEERB: £ H HA~ A H
3) AEE: [ M B - BEFE ] o _ .
4) RAERE: [AZS-tohE@ABELEABE )]
5) ABEBONBREETIE: /2 20@ T RIEES E FELEEEATEE
4. GMPEAZE D1k R
1) SEBHERESICIRASE D GMPESHE: [ @a - TEE ]
2) PWEEAA: £ B H~ A H
(AEFEH: &% B B~ A B)
3) MHEITIE: , , .
4) MESE [ KAPEBISREMN-REEMG-EG4FA( £ B B: )]

6) BASEDERE: [ H - £ 1 o

H:  #F B £BEL - FERBE - GMPFES 1

£ B:[ ®#BEL - TRAMSE - GMP TiE4 ]
ERZEOHBONERT: [ F - & )

6) EE: 3 WS EDOUDE. BELRCAEDTIRENIFTEBMEN LEDIAAMNEIA FECE

NGBS DI E DI HENEL TOBIE R LN 5o

EREEZMETEIOBE~EMNTICLOTE: [ A - F 1

|| wm@mEmEAE
| ] pEEsEAR
[ ] ZMIFEEIZOM




(%X 2 3)

#aR - Ko Qmsén%ﬁ$ﬁLm&%$%ﬁ®%Eﬁ#

. HEH -
@ IRH B : (A~ DmoB&éEIO%HLTTéu)
: A.m%n%@ﬁw%xugo<m$@%m1%%wbw§
B. HFEEBFMNL DELE
C. HEEEHALENLOEHE
D. =0 ( ) -
(LERA~ kawé#m :@ﬁuﬁméné%é~%n%n%% ).
@ RHER - o (A D@o%ﬁéﬁhO&ﬁLrTéu)
A,ﬁ%@#@ﬁﬁ(%$£$>fgo<hm
B. HEEZHALELORNSICHES IR
C. HEFELHBALZE~DBED-HIEH
'D. 20l ( ) | o _ '
C(LRA~DIZANSHA: i@ﬁlk&éhé%; FhEhEEESE )
2. m& a R .
D HREH A (A~DOEMEIZOEHLTTEL)
A, BHBOEFEEREE
B. FEETORECHEEET S5 LOOZHHE
C. HFETOMEPRELTS LODBRALH
D. ol (. ) - o -
(ERA~DICANLHM: BHRHSNISE TAThEEESE )
@. KFBE DA% | (A~DO3LHLBEICOEMLTTFEN)
A. HFEEKREF o | | | .
 B. HFESWAXE o
C. MEEHWARECEL T, MEEFHA
D. Z0Oith ( - )

(LRA~ ounwéﬁﬂi:@ﬁtkﬁénéaw~%n%n%%§%§ )




CHt23 B R
A2 MG RDQMS AT HHE

- 3 2 ) wREAD (FH & A BEE)
1. SR T OBE | | | T

1) HEFESR:

2) ELERRA:

3) FfEM:

4) BFuEE.

2. B REICERLSZ A DOER

1Y SBR: BHAEES SHEBAELIEHIN COBES LD AEFERA TS

2) HERERTOREIIE:

3) KRB | BRNRAER - GHES ]

4) REOPEEE L ME - PEFE ]

3. BYHEEFO GMP AR ER

1) EHBEAETOFE: [ F - £ I2tBE2RBELTOAR. 2)UBERA

2) WEEAA: £ A HB~ A B
3) BERE: [ #% B - BEFE ]
4) HESE: (4% -200GAELERESL )]

5) ARBOWNREETIE:

4. GMPEEDIRR -

1) AFBHFEICELIGEOGMPEEN: [ @8 - A#ES ]

12) AEERB: &F A B~ A =
(AEFER: R H~ B &)
3) ﬁ‘]‘%lh
4y MEE [ AABISHEAS-HEEN ﬁ,ﬁ&( _fﬁ B B: )]
5) Jﬂ%5¢®1§f§l}— [ & - & ) o

H: &= A EHEL - xﬁmﬁi'oM§ﬁ_ ]
| £ B 2BBILE - TRRKE - OMSTHES ]
BERFOFMBONMES: [ H - & ] ‘

6) BE: .3 VsEOMDH, BREAIFAEOTESHFCEEIED EEDIANFFATE L

-;ﬁfﬂ%ﬁé‘é@fﬁﬁ%@fﬁﬁ?%fﬂﬁb TWEERFEATEE

MEHEETHERR #b#ﬁ%’\Lﬁ@“é EDHEEH: [ 7] - & ]

[ emzmam
'[jj-aﬁﬁﬁﬁxﬁ7

[ ] HSEEECOM

S




- (HR24) : o _
BREGMPEMERBEESHIHASHITOLESSE
1. BEE : | | |
D RHEHF (A~BO3BHYEFICOEMLTTELY
A. m%g%mﬁwbwg - o S
B. ZMOih ( » )
(L&A, Bkbﬁé#ﬁ @ﬁkh&é%é%*‘%h%h%%i%§ )

2. Rig - o ) |
© #mEEM (A~COD3BHYFITOEMLTFEL)
A WHBOHEFEENESE S
B. HEECHRENT S OO BRNH
C.. ZDfh ( ) |
(LEA~CIZANZHM: ~@ﬁ[ﬁ&éhé%ﬁ ANThEEESE )

® $E%%®ﬁﬁ% o (A~D®5%%%ﬁt0§ﬁLtTéu)
A, BEESHA | |
B. HFEZMAXSE
C. HEESHALELEL T, BFEEKAG
D. F0O# (- )

(ERA~DIAASBEM: Jﬁﬁ{k&éh%%f ELENEEEEE )




HX24 B , |
REAAHEHRICROABEGMPIREICHY HHE

& Al ZHBEL - TRAME - @I - GMP £&

1A BEEERREAD (PR &£ A BRE)
1. B 015 H R
1) BEH% -
2) FhiEhis:
o, SMIEICF L8 E OFH
1) RERESR:
2) LHHMEMCORETRE: [ BRELHWE - WHLIE - Z0H]
(0 . - )
3. B OB EEEE |
1) EHATOEFE: [ H - £ |2e@ssRBlchhE 2) BBERA
2) EMBMEEAA: £ H B~ A A
3) BEMNGABRES: [MB&-TOMGAELABRESR - )1
4) BAEBOHNEEETE: - . -
4 MEMERWM |
1) HBECRAISEDGMP EEE: [EE - THES]
2) WEEAA: # B B~ A H
@EFEE: . & . A H~ A H) |
3) HMEE: [ AWBIORM - RAXA-EAHH £ A B )]
4) BESECUBAREOMETRCRELLERS
(EERUARBERETTZBEOAFHRE) . (5 - %]
A £  H: £BEL - TESWE - BR - GMP FES ]
&1

1 EESORMONMAN [ - K]
5) fR&E: .

| - RBMChAL. EONEFEABETASECE
AL, T |

MEEEEAMN
[ ] m&wssaAm
BEE <O

—
bt




BE

 REAREAEERERGEAEEE

%i#aﬂé@ﬁxﬁn@ﬁ%ﬁﬁmmﬁA'

K HH B R

AR RES &
AREHRTLEEES
| BAESBRELERS

(i) BABKBREERSR

B MR EASERRTER
BMESARBREEREDRS

MM ESHARBLSERBRERS
BN E SR RSB RE SR - BB (ot
 REPRRETEHRSEARNEAS
. HEBRREBISBFRLESEES
RXEERBB - I VDIERS

(it) BAREMHIRESS

)

h‘)H

o







