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(Form No.3-1) .

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

- o CERTIFICATE - |
It is hereby certified that (Name of the Markaiging"AuthorizatiQn Hold-er),‘ (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 Marketmg Authorlzatmn Holder -
l . (or Name of the Office for General Marketlng Manager)
Address: 7

Licence Number:

No. & i
TOKYO, date

(RLHEZRESR)
Director, Safety Division
Pharmaceutical and Food Safefy Bureau

Ministry of Health, Labour and Welfare o
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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 ‘
Jtis hereby certified that (Name of the Marketmg Authorlzatron Holder) (Address) 1sa

medical device. marketing authorlzatlon holder licensed in accordance with the pr0v1510n of

' Paragraph 1, Article 12 of the Pharmaceutwal Affalrs Law of Japan.

- Name of the ‘Marketing Authorization Holder :
(or Name of the Office for General Marketlng Manager)
_ Address |

Licence Number:

No. |
TOKYO, date .

(REANERER)
Director, Safety Division
- Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare .
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(Form No.4-1) o
MINISTRY OF HEALTH, LABOUR AND WELFARE
~ GOVERNMENT OF JAPAN S
z 2, KASUMIGASEKI 1-CHOME, CHIYODA KU, TOKYO 100-8916

CERTIFICATE ‘

Itis hereby certified that (Name of the Manufacturer), (Address) is a pharmaceutlcal B
- (qua51 -drug) manufacturer licensed in accordance with the provision .of Paragraph 1,

Article 13 of the Pharmaceutlcal Affairs Law of Japan

Name of Manufactusing Site:
“Address:

‘Licence Number:

No:
TOKYO, date

(4R (=) ECDB';% )
Director, (B (F) OAH)
Pharmaccutical and Food Safety Bureau

| Ministry of Health, Labour and Wél_fére
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(Form Nc_i..4-2) 7
| | MINISTRY OF HEALTH LABOUR AND WELFARE

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

!

| .CERTHHCATE

It is hereby certlﬁed that (name of the manufacturer) (address) is a-medical device -
‘ manufacturer licensed i in accordance with the prov1510n .of Paragraph 1, Art1cle 13 of the

Pharmaceutlcal Affairs Law of Japan

- Name of Manufacturing. Site:
Addréss: | |

License Number:

7 Na
~ TOKYO, date

BB (P ROKSR)
L _Diractor (H4EE (E) D HH)
" Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.5-1) S _ _ _

 MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

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

CERTIFICATE

tis hereby certlﬁed that the followmg pharmaceutlcal (quaei drug ) product(s)

- marketed by (Name of the Marketmg approval holder), (Address) is(are) manufactured

subject to our supervision as stlpulated in the Pharmaceutical Affairs Law of Japan and

is(are) allowed to be sold in Japan.

“Product (s)

No. '
TOKYO, date

(%R (F) BOKA)
Director, (EX%F] (Z) F4 )
Pharmacentical and Food Safety Bureau

Ministry of Health, _Labour*and Welfare
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(Form No_5-2). | | _ R |
| ~ MINISTRY OF HEALTH, LABOUR AND WELFARE |

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

CERTIFICATE

It is hereby certified that the following medical device(s‘)) marketed by (name of the
lmarketlng approval holder), (address) is(are) manufactured ~under our superv1s10n as
‘stipulated in the Pharmaceutlcal Affairs Law of Japan and 1s(are) authorlzed to be marketed ;

in Japan.

medical device(s):

. No.
- TOKYO, date

(EAEE (B) ROKS)
' Director, (B4} (%) QA
Pharmaceutical and Food Safety Bureau '

Ministry of Health, Labour and Welfare
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"~ (Form No:6- D _
. . MINISTRY OF HEALTH LABOUR AND WEL_FARE

: GOVERNMENT OF JAPAN

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

C.ERTIFICATE .

It is hereby certlﬁed that the following pharmaceutlcal (quasu drug) product(s)
* manufactured by (Name of the Manufacturer) (Address) 1s(are) sub]ect to our superv151on '

as. stlpulated in the Pharmaceuhcal Affalrs Law of Japan

- Product(s):

- No.
"TOKYO, date

(HUR (R) EOKR)
Director, (B4R (2) o&H#H)
Pharmaceutical and Food Safety Burean

Ministry of Health, Labour and Welfare
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~ (Form No.6-2) :
' MINISTRY OF HEALTH, LABOUR AND WELFARE

} .\ | GOVERNMENT OF JAPAN. -

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOK‘YO 100-8916

| CERTIFICATE
It 1s hereby certified that the following product(s} concerned with medical ‘de-vice(s")‘
manufactured by (name of the _manufa’cture_r), (address) is(are) manufactured under our

-supervision as stipulated in the Pharmaceutical Affairs Law _df Japan.

Pr.pduct(s):

TOKYO, date -

_(Wé%(%)ﬁm&%)
- Director, (HHFR (F) (D%ﬁ?)
Pharmaceutlcal and qud Safety Bureau

Ministry of Health, Labour and Welfare
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- (Form Nol.7.—1j
- MINISTRY OF HEALTH LABOUR AND WELFARE
, GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1- CHOME CHIYODA- KU TOKYO 100 8916

CERTIFICATE

_.Itis hereby certified that _thé fGIIOWing phar,maceuti'ca]'(qu.asi—drug) - product(s) exported |
by (Name of the Marketing appfdval holder ), (Address) is(are) 'manufac'tured(imported)

~ subject to our supervision as Stipulated_ in the Pharmaceutical Affairs Law of Japan.

+ Product(s):

: No;
TOKYO, date

L (EEE () EOES)
Directof,_ (18 43R (F) XY
Phdrmaccutical and Food Safety Bureau

Ministry of Heé.lfh-, Labour and Welfare -
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(Form No.7-2) )
: ~ MINISTRY OF HEALTH, LABOUR AND WELFARE -

| GOVERNMENT OF JAPAN _

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

CERTIFICATE.‘

It is hereby certiﬁed that the foilowing product(s) concerned with, medit’:al device(s)
exported by (name of the marketmg approval holder) (address) is(are) manufactured under

our superv1510n as stipulated i in the Pharmaceutical Affalrs Law of Japan.

R iPlroduct(s.):.

No.
"TOKYO, date

(4R (F) RORA)
Director, (?E :—’én% (5) DA ﬁ'\)
Pharmaceutwal and Food Safcty Bureau

_Mmlstry of Health, Labour and Welfare
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~ (Form NO.S—I) |
MINISTRY OF OEALTI, 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 (qﬁasi—drug) prodﬁqt(s) marketed_
by (Name 'o_f the Marketing approval holder), (Address) is(are) fnémufac':ture'd_ subject to
our supervision as stipulated in the Pharmaceutical Affairs Law of Japan and is(arg)

allowed to be sold in Japan.

| Product(s)

Date of Marketing Approval

Marketing Approval Number:

Ingredient and COmpoSitidn or Chémical Entity: B
Dosagé'and Administrﬁtion: |

Indications:

No. |
TOKYO, date .-

(BB () RORE)
Director, (8% (£) O % *ﬂ'\_)
Pharmaceutical and qud Safety Bureau

M_inistry 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, CHTYODA-KU, TOKYO 100-8916

'CERTIFICATE
It is hereby certiﬁed that fhe fol_lo.wing'medica{l de‘vic‘e(s.) marketed by (name of the
‘marketing fapproval 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): .

Date of 'Ma'rketin.g.Ap:provial:

Markéting A‘p.prove.tl Nuinber: | |

- Ingredient and Composition or Chemical Enti:ty: :
'Dosage‘ and _A-dministrati'on: |

"~ Indications:

" No.

TOKYO, date

(BH® (F) EOKS)
-Director, - (:?E! L () OAF)
Pharmaceutical and Food Safety Bureau

Ministr'y of Health, Labour and ngfar‘eﬁ-
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 (Form No.8-3)
| 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 holdér) (address) is(are) manufactured under our supervision as
stipulated in the Pharmaceutical Affairs Law of Japan and 1s(are) certified by Certlficatlon

N Body to be marketed in Japan.

Medical deifice(s):
o .Nam're_of Registered Certification Body:
~ Certification N_ﬁmbef: 7

Date of Issue!

N_ol. |
TOKYO, date

(HLE (F) BOKS)
Director, (3B W (=) O
Pharmace_utical 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 l—CHOME,- CHIYODA—KU, TOKYO 100-8916_

CERTIFICATE

It is hereby certified that the followmg pharmaceuhcal (quasi- drug) product(s)
manufactured by (Name of the Manufacturer) (Address) 1s(are) sub]ect to our supervrsron

as stlpulated in the Pharmaceutrcal Affairs Law of Japan

Product(s):
Ingredient and Com-posi't,ion or Chemical Entity:
DQ'sage-émd Administration: -

Indications:

~No.
TOKYO, date

(BuE (F) BORA)
Director, (%R () OE¥)
' Pharmaeeutical' and Food Satety Bureau .

: Minrstry of Health, Labour and Welfare
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' (Forni No._9'-?;) _ _

| MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KT, TOKYO 100-3916

CERTIFICATE

- It is hereby certified that the .follo_wi'ng 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:

In_dicati'ons:

No.
TOKYO, date -

(LB (F) BEOKR) |
Director, - (ELF (B) o0&/
Pharmaceuticél and Food Safety Bureau

'M.inistr'y of Health, Labour and Welfare
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| (Form No.10-1) - .
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 pharmaceutlcal(quam drug) product(s)
~ exported by (Name of the Marketing approval holder ), (Address) 1s(are)
 manufactured(imported) sub]ect to our supervision as stlpulated in the Pharmaceuncal

* Affairs Law of Japan.

Product(s):
Ingredient\and Composition or Chemical Entity:
- Dosage and Administration: |

" Indications:

. No. _
TOKYO, date’

(#Eélu% (E) EO)EE% )
Dlrector (A é-% (E) DES! ﬁ‘
Pharmaceutlcal and Food Safety Bureau

Minist:y of Health, Labour and Welfare
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(Form No.10-2) . . o ) o

o MINISTRY OF HEALTH, LABOUR AND WELFARE -
GOVERNMENT OF JAPAN

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

CERTIFICATE

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

our superv1s10n as st1pu1ated in the Pharmaceutical Affairs Law of J apan.

Product(s)
Ingredient and Composmon or Chemical Entity:
Dosage and Admlmstratlon:_ .

IIhd‘ications: A

' No.
- TOKYO, date -

(BUBR (2) BEOKR)
Direcfor,-' (fﬂf‘ﬁﬁ () ODAH)
Pharmaceu_tir;all and Food Safety Bureau
Ministry of Health; Labour and Welfare
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(Form NoiZ) ,
' 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 1dentlca1 to the hst of pre-~clinical and

~clinical data submitted to us by (Name of the Apphcant) (Address) for the approval of

marketmg (Name of the Product(s))

No. _
- TOKYO, date

- (BER(E) RORA)
Director, (H43 () OAFR)
Pharmaceutical and Food Safety Bureau

' Ministry'ofr Health, Labour and Welfare .
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_ (Form No.13)

M,INIS.TRY OF hEALTH LABOUR AND WELFARE
: , GOVERNMENT OF JAPAN .
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU TOKYO 100-8916

. CERTIFICATE

It is hereby cert1ﬁed that the followmg testmg fac1l1ty of (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
_Namc of 1he Testing F acrility: 7

o Address;. .

-No.
- TOKYO, date

UENR (B) BOKES)
" Director, (?ﬂ HEE () L)
P_harﬁ;acéufical and Food Safety Burean

Ministry of 'Health, Labour and Welfare




(kX 14-1) , |
. i R &
AREEEFBEL. HTORE (EES - EXSAR) ENELTLG (M

REQORE GEACHOTIHIA) ) . (REXEOER (AALH>TEERS
EEFOFER) ) OLUTORSFAETHNLAT LR, YBRREFCHTIH

CER. WHODESITESWTRESNEBEFEOEZRRUEERAZORES

ﬂﬂwmgﬁﬂmgﬁuﬁiééw(Eim.gﬁm%ﬂemp%%yw§$$ﬁ-
Lﬁﬁ?% EERBLET. | | - -

@ﬁﬁ@%ﬁ:

WBHOFEH
Wmsb -

EEMEERRSBOO0E (2) £



“(Form No.14-1)

' MINISTRY OF HEALTH LABOUR AND WELFARE
GOVERNMENT OF JAPAN B o :

'2-2., KASUMIGASEKI I—CHOME, CHIYODA-KU, TOKYO 100-8916° .

CERTIFICATE

It is hereby certlﬁed that. the followmg manufacturmg 31te of (name of the manufa

~cturer) (address), in which the following product(s) 1s(are) produced ‘is subject to o
ur 1nspect10ns at suitable intervals, and the manufacturing in the site conforms to al

1 the requirements of the’ Ministerial Ordinance on Standards for Manufacturmg Con

trol and Quality Control for Drugs and Quasi-drugs (° Drugs/QuaSI—drugs GMP 0rd111
~ ance”) laid down in accordance with the fecommendation of the World Health Orga

‘nization.

NameA of Mahufactufing Site:
Address
" 'Product(s)

No. N
‘TlOKYO, date

?Eé'lﬂ (=) ECDEE%) ,
* Director, (BHR () 0)%%) D1v1s1on.
Ph'armaceutlpal,and Food Safety Bureau'

- Ministiy: of Heélth, Labour and Welfare-
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~ (Form No.14-2)
. MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN R
2-2, KA'SUMIGAS_EKI 1-CHOME, _CHIYODA—,KU, TOKYO 100-8916

CERTIFICATE |

It is hereby certified that the followmg manufacturmg 51te of (name of the manufa
cturer) (address) in which the 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 ‘requirérrien‘ts' of the Ministerial Ordinance on Standards for Manufacturing: Co
- ntrol and Quality Control for Medical Devices and In v1tro Dlagnostlcs (“Med1ca1 D
ev1ces/IVDs QMS Ordmance”) |

Name of Manufacturing Site:
Ad'dre-ss:
-Product(s):

No.
- TOKYO, -date

(H4F (2) BEOEE)
Director, (48R (F) @_@._ffﬁ)‘ Division:
Pharmaceutidal and Food Safety Bureau

‘Ministry of Health, K_La-bour fcuid Welfare
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COMEEFCHTIEE (BEOBRIE (EHE)%M)L yiE
 BhEMRAL, HEREERE. (HEEZ0EH LOMOBEERRBEICSL
TGMPE#ELTERENS (EXRRUVEERNSOUASERVIAEEED
CEECETIES (EES -EXBNRAGMPES) | OBRFECHEALTLD
LHEXBND. | o I
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_ (l“orm No. 15)
MINISTRY OF HEALTH, LABOUR AND WELFARE
| - GOVERNMENT OF JAPAN -
2.2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

'Certi'ficate No:

~ As requested by . S | the Mlnrstry of Health, Labour and Welfare as
‘the Competent Authority of IAPAN conﬁrms the following: '

~The (name of the company), (address of the headquarters), has been authorlzed' in

accordance to: Paragraph 1 of Article 13 of the Pharmaceutical Affairs Law (PAL)

“under the license number: (number of the license)

covering the following sites of manufacture:

(name of the manufacturing sites), (address)

to carry out the following operation(s): S

+ manufacturing biological medicinal products for human use(*)

+  manufacturing radiological medicinal products for human use(*) :

+ manufacturing sterile medicinal products for human use other than the preceding -

- two categories(*) ' :

+ manufacturing medicinal products for human use other than the preced1ng three
. ~ categories(*) , -

+ packaging, labeling or storing only

o _ of the. followmg medlclnal product or group of products for human use:

in the followmg dosage forms:
-+ liquid dosage forms(*)
+ semi-solid dosagé forms(*) :
+ solid dosage forms— unit dose form (tablets/capsules/supposnorles)(*)
+ solld dosage forms—multl dose forrn (powders/granules)( )

From the knowledge gained durlng 1nspect10n 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/Qua51 -drugs GMP Ordtnance) )
referred to as the Good Manufacturing Practice requirements in the Agreement of Mutual
Recognition between Japan and (MRA partner)

Th1s certrﬁcate remains Va11d for three years from- the date of the last 1nspect10n
TOKYO DD/MM/YY (date)

(#E'_—Lh?% () ROKA)
Director, (B4 () OHH)
Pharmaceutical-and Food Safety Bureau :
as the authorized person
of the Competent Authority of JAPAN
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(Form Nol6).

MINISTRY OF HEALTH LABOUR AND WELFARE
GOVERNMENT OF JAPAN
o2- 2 KASUMIGASEKI 1- CHOME CHIYODA- KU TOKYO 100-8916

(B

(#HEELES)

- ‘Ir_lternati'OnallAffairs Staff =
Office of Health Affairs

"~ Food and Dru{giAdmihistratic_aﬁ.
. Roquillc,‘ Mafyland 20_857. |

USA -

Dear (i ﬁ%ﬁéaw&%)

Please find enclosed a statement on clinical trial notifications of (BEBREI—F) .

submitied by (RHEORE (RALHOTE. &) ) (MHEDEM GRAIS

- soTh. 1S FHAOFER) )

' Smcerely yours

| 4@5&(5)5@&%)
' Directolr, (B4R (E) (OF ﬁ‘
; 'Pha'rmacéutxcal.and Food Safety Bureau

Ministry of Health, Labour an_d 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 Trial Notlflcatlon

The Mlmstry of Health ‘Labour and Welfare of Jz apan hereby confirms that (ER %‘ @
K4 (;ﬁ)klh&‘)o Tk, &%) ) (HBEBEOKR GEAITH-TIE, Eiz é%ﬁf‘ﬁ

OFFEH) ) submitted the Clinical Tr1a1 Plan Notifications for-clinical trials with an |
1nvest1gatronal new drug containing the following active 1ngredrent and may 1n1t1ate '
clinical trials in accordance w1th the prov1s10n of Paragraph 2 of Artrcle 80-2 of the

Pharmaceutlcal Affarrs Law of J: apan.

Aetive Irllgr.edil'eﬁ't: (.-;ﬁ SJVK‘)J‘FJMJ\% )

~ Investigational New Drug: {7 %ﬁ?;.‘.l— F) :
- Date of Receipt: _(:z.‘fTJ'El) -

Tndications Intended: (F k) RE)

‘T'O-KYO,' date

(BAB (B) ROEAR)
" Director, (HLR () 04
'Pharmaceutical and Food Safety Burcau

. 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

,1'

CERTIFICATE I I

It is hereby certified that the followmg manufacturlng sﬂ:e in which the followmg
product(s) is (are) produced is subject to our inspections, and the manufacturlng in
the site conforms to all the requ1rements of the GMP. standards for 1nvest1gat10nal

New Drugs

"Name of Manufacturmg S1te
| Addrgss:

Name(s)' of Subeancéi ‘
Op'erationls'-: .- . .
' [1 Syathetic p'ro'éess |

O Dosage formulation process
O Other - ( ‘ - - )

Date of Inspection;

No.
'TOKYO, date

(BRES - REARREOER)

- Director, Compliance and Narcotics Division

Pharm'aceut'ical and Food' Safety Burcau

Ministry of Health', Labour and Welfare
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(Form Nol9)

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

Certificate of a Pharmaceutlcal Product

* This certificate conforms to the format recommended by the World Health Organlzatlon (General
instructions and explanatory notes attached) ' S

Certificate No.: A I R Exp_orting Country;: .Tapan'

1.1

12

1.3

Importing Country :

Name and dosage form of Product

‘ Actwe 1ngred1ent(s) and amount(s)per unit dose (complete quantltatlve

comp051t10n 1nc1ud1ng excrp1ents is preferred) : See Attachments

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

Hyes -~ | See Block A °
Ono - See Block B ©

Is this product actually on the market in the exporting country?

Oyes = [no Ounknown (key in as appropriate)

—A—

2A1

Number of product licence 7 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 product licence holder {marketing approval holder]

{la b ‘Le¢ (key in appropriate category as defined in note 8) -

“12ZA31

For categories b and ¢ the name and address of the manufacturer producmg
the dosage form are :

Name :

'Address :

2A4

Is summary Basis of Approval appended‘? 10

Oyes - [Ino (key in as appropriate)

2A.5

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

I:Iyes Cno Onot provided (key in as appropriate) .

2A.6

~ Applicant for cert1f1cate if different from licence holder [marketing approval
' Jholder](name and address)

- Name :

Address :




2B.1  -Applicant for certificate(name and address) :
Name : —
Addrcso :
2B.2 _Status of applicant : :
Oa Elb -Oec (key in approprlate category as’ defmed in note 8)
2B.2.1 For catcgorles b and ¢ the name and address of the manufacturer producmg the
" dosage form are : °
Name :
‘Address :
2B3- Whyis marketing authorization lacking'?
CInot required - not rcquéstéd
Cunder consideration -' Orefused (key in as appropri-latc) '
2B 4 Rémarks: | | -
3. Does thc certifying authority arrange for, perlodlc Inspection of the manufacturmg
‘ - plant in which the dosage form is produccd'7
Hyes Ono CInot applicable '* (key in as approprlate)
S If no or not applicable proceed to question 4.
3.1 - Periodicity of routine 1nspcctron(ycars) years
3.2 Has the manufacture of this type of dosage form been- 1nspccted? _
Oyes Ono (kcy in as appropriate)
33 Do the facilities and opcratlons conform to GMP as recommended by the World
: ‘Health’ Orgamzatlon’?
Oyes Hno - Elnot applicable(key in as approprlatc)
Does the information submitted by the apphcant satisfy thc ccrtrfymg authorlty on
all aspects of the manufacture of the product’7 16
Hyes . Ono (key in as approprrate)
If no, explam
Address of Ccrtifyiog authority : o Pf\archeuticol a'n'diFoo.d Safety lBoreau,
: ' o © . Ministry of Health, Labour and Welfare
+ 2-2, Kasumigaseki 1- chome
Chlyoda ku
Tokyo 100-8916
"Telephone : o : . o +81-3-3595-2431
Fax: : - ' : © - +81-3-3597-95335 _
Name of authorised person: o (HLE (B) EoKk4a)
S : ‘Dircctor‘(fﬂ‘_—"ﬁ% (E) UD%W\
Signature :

- Stamp and Date :




General instructions

PIease refer to the guldehnes for fuIl instructions on how to complete this form and mformatron on the

1mp1ementat10n 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 Additional sheets should be appended as

necessary, to accommodate remarks and explanatlons

Explanatory notes .

This 'certificate, which is in the format recommended by WHO, establishes the status of the

' pharmaceutical product and of the applicant for the certificate in the exporting country. It is for a

: Smgle product only since manufacturlng arrangements and approved 1nformat10n for different

~ dosage forms and different strengths can vary.

Use, whenever possible, Internatlonal Nonproprietary 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 o_f'

* the product licence holder [approval and manufacturmg licence holder] .

‘When appllcable append details of any restriction applied to the sale, distribution or -
administration of the produet that 1s specified 1 in the product licence [approval]
Section 2A .and 2B are mutually exclusive. , _
Indicate, when applicable, if the licence [approval] is provisional, or the product has not yet been
approved. o | o . ‘
Specify whether the person responsible for placing the product on the market :.
(a) manufactures the dosage forms ; "
(b) packages and/’or labels a doaage forms manufactured by an mdependent company ;. or
(c) 1s involved i in none of the above. .
This 1nformat10n can be prcvxded only with the consent of the product licence holder

[approval and manufacturlng hcence holder] or, in the case of non reglstered

- products, the appllcant

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

information.

It should be noted that information concerning the site of productlon 1s part of the product licence.

10.
11.

12.

13,

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 reg'ulatory authoritie's', 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 mformed to Director General of WHO as the special reservation. - ' ‘
In this circumstance, permission for issuing the certificate is réquired from the product licence
holder’ [approval and manufacturmg licence holder. This permlssron must be provxded to the

authority by the appheant

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



(a) the product has been developed exclusively for the treatment of oond1t1ons particularly trop1cal

dlseases not endemic 1n the country of export ;

I

. {b) the product has been reformulated with a view to improving its stablhty under troplcal

' cond1t10ns ;

_(c) the product has been reformulated to exclude excrplents not approved for use in pharmaceutlcal o

products in the country of 1mport

(d) the product has been reformulated to meet a d1fferent maximum dosage l1m1t for an active

i

“ingredient ;

* (e) any other reason, please spemfy

14. Not apphcable means that the manufacture 1§ takmg place in a country other than that i 1ssuing the

15,

product certificate and 1nspectlon is conducted under the aegis of the country of manufacture
The requlrements for good practrces in the manufacture and quallty control of drugs referred to'in
the certificate arc those included in the report of the thirty second Expert Committee on l 7
Spec1f1catlons for Pharmaceutical Preparatlons (WHO Techmcal Report Ser1es No. 823, 1992,
Annex 1). Recommendations specifically applicable to blologrcal products have been formulated

by the WHO Expert Committee on B1olog1cal Standard1zatlou (WHO Technical Report Serles

. No. 822 1992, Annex 1).

f'1§'.

This section is to be completed when the product licence holder [approval and mauufacturlng .
licence holder] or ‘applicant conforms to status (b} or (c) as descrlbed in note 8 above. It is of .
particular importance when. forelgn contractors are involved in the manufacture of the product In
these circumstances the applicant should supply the certifying authority with information to
identify the coniracting partles respons1ble for each stage of manufacture of the fmlshed dosage’

form, and the extent and nature of any controls exerc1sed 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 ) _Exportirlg ,Co_unt'ry: Japa‘n
| Importing 'Country:l |

~ Statement of Lreensing" ['_Approval and Liceﬁsing] Status of Pharmaceutical Product(s) "

This statement 1ndlcates only whether or not the following products are hcensed .

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

~ Applicant Name:
' ' " Address: -
Name of Prodct Dosage form | Active ingredient(s) * and |Product licence No, and date 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 7
different, the product licence holder [product approval and manufacturmg licence holder]),
a separate and complete Certificate of a Pharmaceutical Product in the format
i recommended by WHO, for each of the products listed above

- Address of certlfymg authority: Pharmaceutlcal and Food Safety Bureau

Ministry of Health, Labour and Welfare of J apan
‘Name of authorised person: ~ Director, (82 = (=) M & ¥ ). Division
' : : S22, Kasumlgasekr 1- chome

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

Fax number: o ' +81-3-3597-9535

Signature:

‘Stamp and date:



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

(general instructions and explanatory note attached).

General instructions

' Please refer to the gurdelmes for full instructions on how to complete thlS form and |
1nformat10n on the lmplementatlon of the Scheme. The forms are suitable for generatlon
by computer They should always be submitted as hard copy, with responses pr1nted in type

~ rather than handwritten. Addltlonal sheets should be’ appended as necessary, 10 -

: accommodate remarks and explanations.
Explanatory notes -

1. This statement is intended for use by importi‘ngagents who are required to screen bids
~ made in response to an international tender and should be tequested by the agent as a |
.COIldltIOIl of bidding. The statement indicates that the lrsted products are authorlsed to
. be placed on the market for use in the exportmg country ‘A Certificate of a
Pharmaceutrcal 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, Tnternational Nonproprletary Names (INNS) or national
E nonproprletary names. ;
3. Ifno product licence [product approval and manufacturmg 11cence] has been granted,
‘enter “not requlred b not requested s _under consrderanon or “refused” as . ‘7

appropriate.
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