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(Form No.3- 1)

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

CERTIFICATE ‘
Ttis hereby certxﬁed that (Name of the Marketing Authorlzatlon Holder) (Addresvs) is

a pharmaceutlc_al (quasi-drug) marketing authorlzatlo:n hiolder licensed in accordance with

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

Name of the Marké’ting Authorization Holder :
- ~(or Name of the Office for General Mar'ketin‘g Manager)
Address: o - |

Licence Number:

No.
TOKYQ, date

(REAERER)
Director, Safe’;y Division ‘
: Pharmaceutic‘al 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
Ttis hereby certlﬁed that (Name of the Marketing Authorlzatlon Holder) (Address) isa |

medlcal device marketing authorization holder licensed in accordance with the pr0v151on of

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

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

Licence Number:

No. ,
TOKYO, date

(REMEZRER)
’Dlrector Safety Division
. _Pharmaceutlcal and Food Safety Bureau

Ministry of Health, Labour and Welfare
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' (F‘.orm‘ Nd.4_—1) . -
MINISTRY OF HEALTH, LABOUR AND WELFARE
| '~ GOVERNMENT OF JAPAN |
22, K ASUMIGASEKI 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

Article 13 of the Pharmaceut1cal Affairs Law of Japan

. Name of Manufacturlng Slte

; Address

.Licence Number: ,

-No:
TOKYO, date

(BUE (2) EORSK)
Director, (%45 (2) O&H)
Ph'armaceutica! and Food Saféty Bureau

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

Itis hereby certrﬁed that (name of the manufacturer) (address) isa medlcal device
manufacturer licensed in accordance with the prov1sron .of Paragraph 1, Article 13 of the

‘Pharmaceutlcal Affarrs Law of Japan

g

~ Name d‘f,Manufacturing.Site:
Addre__ss: - |

License Number:

..No.,
"~ TOKYO, date

C (ENE (B) BOKAR)
Diréctor, (BHR (B) OAW)
' E_ Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and‘Welfare
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(Form No.5-1) ‘ . :

| MINISTRY OF HEALTH LABOUR AND WELFARE
GOVERNMEN T OF JAPAN

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

CERTIFICATE

Itis her‘eby 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) .

. No. ,
TOKYO, date

(EHEE (2) EODEE%)
Difector,_ (B4R (i) 0)% ﬂ\
Pharmac'eutlcall and Food Safety Bureau

| Ministry of Health, Labour and Welfare
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(Form Nd.5—2) . o k ST .
’ ~ MINISTRY OF HEALTH, LABOUR AND WELFARE o

| GOVERNMENT OF JAPAN

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

CERTIFICATE

CItis hereby certified that the following medical dev1ce(s)) marketed by (name of the
marketmg approval holder) (address) is(are) manufactured under our superv151on as

stlpulated in the Pharmaceutlcal Affairs Law of Japan and' 1s(are) authorized to be marketed ’

in Japan.

medical device(s);

' No.
TOKYO, date

 (EB (2) BOKSR)
* Director, ($H438 (=) D)
Pharmaceutical and Food Safety Bureau

v Ministry of Health, Labour an'd Welfare
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" (Form No.6-1) B
- . MINISTRY OF HEALTH, LABOUR AND WELFARE

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

CERTIFICATE

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

as stipulated in the Pharmaceutlcal Affairs Law of Japan.

, Product(s):

- No.
TOKYO, date

(HHR (B) ROKA)
Director, (#H HE (2) 0)% )
Pharmaceutlcal and Food Safety Bureau o
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, TOKYO 100-8916

CERTIFICATE .

Itis hereby certlﬁed that the followmg product(s) concerned with medical dev1ce(s)
 manufactured by (name of the manufacturer) (address) is(are) manufactured under our

"*superv151on as stlpulated in the Pharmaceutrcal Affairs Law of J apan.

' 'Preduct(s):

No.
TOKYO, date

(EHB () BORA)
_Director, (HYE (F) OGH)
Pharmaceutical and Feod Safety Bureau

| Ministry qf Health, Labou'r,and Welfare
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(Form N0:7-1)x ‘ : - .
' MINISTRY OF HEALTH, LABOUR AND WELFARE

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

CERTIFICATE |

Itis hereby cert1f1ed that the followmg pharmaceutlcal(quaSI drug) product(s) exported
by (Name of the Marketlng approval holder ), (Address) is(are) manufactured(Imported)

* subject to our supervision as stlpulated in the Pharmaceutlcal‘Affalrs Law of Japan. .

Provductv(s):

No.
TOKYO, date

C(BER (F) BEOESR)
Director, (#HHZR (%) | D AFF)
Pharmaceutical and Food Safety Bureau

Ministry.'of Heélth, Labour and Welfare f
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' (Form No.7-2) , , . , _ ,v ‘
" . MINISTRY OF HEALTH, LABOUR AND 'WELFARE

4 | GOVERNMENT OF JAPAN :

22, KASUMIGASEKI 1-CHOME, ‘CHIYODA-KTU, TOKYO 100- 8916

CERTIFICATE

It is hereby ceftiﬁed 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): |

No. -
- TOKYO, date

(EHE (B) RORS)
Director, (845 (F) O&¥#)
Pharmaccuti§a1 and Food Safety Bureau

Ministry of Health; Labour an_d 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 certrﬁed that the followmg pharmaceutical (quasr drug) product(s) marketed
by (Name of the Marketmg approval holder), (Address) 1s(are) manufactured subject to
~ our supervision as stlpul_atedvln‘the Pharmaceutlcal Affairs Law of Japan'and is(are)

allowed to be sold in Japan.

Product(s) :.. | B

Date of Marketing Approval:

' Marketmg Approval Number

Ingredient and Composrtlon or Chemlcal En‘uty
Dosage and Administration:

Indications: ‘

- . No.-

- TOKYO, date

(BYUR (B) ROEA)
Director, ({H%H%E (F) D% ﬁﬁ) k
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.8-2) , »
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 medical device(s) marketed by (name of the
‘marketing ‘:approva'l holder), (address) is(are) manufactured under our supervision as
‘ stlpulated in the Pharmaceutical Affalrs Law of Japan and 1s(are) authorized to be

marketed i 1n Japan.

Medical devicé(s):
Date _Qf Marketing Approvaiz |
Markéting Ai)proval Number' ;
Ingredient : and Composmon or Chemlcal Entity:
vDosage and Admlmstratlon

' Indlcatlons:

No.
TOKYO, date

C(E4B (B) ROKA)
-Director, (HHER (2) DA
‘Pharma_ceutivcal and Food Safety Buﬁ:au'

Mihistry of Health, Labour and Welfare
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a (Form No.8-3) - | } ’
| | MINISTRY‘ OF HEALTH, LABOUR AND WELFARE

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

‘CERTIFICATE |

It is hereby certified that the f0110wing medical device(s)' marketed by (name of the
marketlng approval holder), (address) is(are) manufactured under our superV181on as’
stipulated in the Pharmaceutical Affairs Law of Japan and 1s(are) certified by Certlflcatlon
Body to be: marketed in Japan o ’

'Medlcal dev1ce(s)
Name of Reglstered Certlﬁcatlon Body: .
* Certification Number . |

Date»of Issue:

N‘oA. |
TOKYO, date

TEME (F) EORA)
Director, (%3} (2) OBAHW)
Pharmaceutical 'and_ Food Safety Burean ) .

'Min_istry of Health, Labour and Welfare
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(Form Nqﬁv9‘—'1) o ) . :
MINISTRY OF HEALTH, LABOUR AND WELFARE

GOVERNMEN T OF JAPAN
2- 2 KASUMIGASEKI 1-CHOME,. CHIYODA KU, TOKYO 100 8916

CERTIFICATE

It is hereby certified that the follovWing'pharrhaceuticél (quasi- drug) product(s')‘
manufactured by (Name of the Manufacturer), (Address) 1s(are) subject to our superv151on

as stlpulated in the Pharmaceutlcal Affairs Law of Japan

Product(s):
- Ingredient and Composition or Chemical Entity:
Dosage 'an'd' Administratioﬁ:'

Indicafions:

No.
TOKYO, date’

(BB (B) BORE)
Director, (%4 (£) DAH)
' Pharmaceutical and Food Safety- Bureau

. Min'istr:y of Health, Labour and Wel\fare‘



(Exo—2)

Y

. BAEEEFBE T, WELEOER GEAICHoTIE, &) ) . (Mg
CEORR GEACH O TI. zﬁégﬁmwmﬁm>>k;ormméné?£5,,
WERICR BN, E$@§$£OEELERLT riﬂ@ém?gwa&u'
iLéhfuéﬁwtﬁé &EE%L&T |

‘ _i’—l\%% : . |
| RHRUSERIZRE ;.
 AERUME:
 MBEREME -

. EBER 5 8

BELAMEELEERBO00R () &



(F orm N0.9'42)
| MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN =~ |
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100- 8916 -

CERTIF ICATE

- It is hereby certiﬁed that-the folloWing product(s) concerned with medical-device(s)
exported by (name of the manufacturer) (address) 1s(are) manufactured our superv1sron as

stipulated in the Pharmaceutical Affalrs Law of Japan.

Product(s) \
Ingredient and Composmon or Chemrcal Entlty
Dosage and Administration:

Indicat'iqus:

No.
TOKYO, date

(A4E (F) BEOER)
Director, (BHR (B) 0% )
Pharmaceutical and Food Safety Bureau

' Ministry of Health, Labour and Welfare
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. (Fo_rmNo.lO-‘l).

B MINISTRY OF HEALTH LABOUR AND WELFARE
GOVERNMEN T OF JAPAN

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

CERTIFICATE

- It is hereby certified that the following pharmaceutmal(quam drug) product(s)
- exported by (Name of the Marketing approval holder ), (Address) is(are) '
‘ manufactured(lmported) subject to our superv131on as stlpulated in the Pharmaceutical

Affalrs Law of J apan.

Product(s)
| Ingredlent and Compos1t10n or Chemlcal Entlty
- Dosage and Admmlstratlon

Indications:

. No.~
TOKYO, date

(4B (F) BOKE)
Director, (BN (F) OAWH)
‘ Pharmaceutical arId Food Safety Bureaun -

 Ministry of Health, Labour and Welfare



L (R 10-2)
| | HE OB B

' BAEE Eﬂ@é@ €35 %n%%WE%(ikk&ofﬁ ) ) . (8
- *Wm%%@&ﬁ(%kk%ofﬂ z#a%%mwmﬁm>>k;arm&én;
 ATREABBICRILEN. BAREEEORTICERL T, rzz@émvg.
’w%a:%Lénruétmr&é LEEHLES. o

CEHEE o
| RSRUSERBRE:
RMARUGAE:
EEHE

BESBHEEZRRROOOE (1) &



(Form No.10-2) v o . r :

' - MINISTRY OF HEALTH LABOUR AND WELFARE
GOVERNMENT OF JAPAN ‘ :

2-2, KASUMIGASEKI l_fCHOME, CHIYODA-KU, TOKYO 100-8916 .

| | * CERTIFICATE |
Itis hereby certified. that the followrng product(s) concerned wrth medlcal devrce(s)

'exported by (name of the marketlng approval holder) (address) is(are) manufactured underk
our supervrslon as strpulated in the Pharmaceutlcal Affairs Law of Japan '

Product(s):
Ingredient and Composition or Chemical Entity:
_ Dosage and Admlmstratron

Indrcatlons

- No.

'TOKYO, date -

(BNE (B) EOER)
Director, (B4 (F) OZFH)
Ph‘armaceutical' and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form NOiZ) } ’ 4 |
|  MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
. 2-2, KASUMIGASEKI 1- CHOME CHIYODA-KU TOKYO 100 8916

CERTIF ICATE

It 18 hereby certified that the attached list i is identical to the list of pre- cllmcal and
clinical data subrmtted to us by (Name of the Appllcant) (Address) for the approval of
marketmg (Name of the Product(s)) ’ ' 3

No.
_ TOKYO, date

(BER (2) BOER)
Directef (SR () 0)% r)
Pharmaceutlcal and Food Safety Bureau '

Mlmstry of Health Labour and Welfare




C #®13) .
- E oY OB

 BAEEAFEER. HREOES (EACHoTR. %)) . (HREO

B GEAICH-TIR. TRIEBEFOREM) ) OTFTEORBERMNOOEFEOO

BIRZEZ2 . BAEOEXRGLPERCHALTNELADONTE £
Eﬂj—éov ’ ‘ : oo ‘ ‘ . ‘ . :

. RBRIEROAE:
 RBEROFmES

| BA¥W4EXRZROOOR () &



- (Form No.13)

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

. S CERTIFICATE

It i is hereby certlﬁed that the followmg testlng famhty of (name of the testing person)
(Address) ‘was 1nSpected on (Date) and found to be in compliance with all the requirements

.of Good_Laboratory{Praetlces of Japan..
Name of the Testing Facility: _

: -Address: .

“No. " ‘
 TOKYO; date

L (ENE (B) BEOKSR) |
, - Director, (i i—"lﬁ% (E) D AF)
Pharmaceutxcal and Food Safety Bureau -

Mlmstry of Health, Labour and Welfare a
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" (Formi No.«'1;1'71)
o MINISTRY OF HEALTH LABOUR AND WELFARE

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

CERTIFICATE

It 1s hereby certrfled that the followrng manufacturrng 51te of (name of .the - manufa
-cturer) (address) in which the following product(s) 1s(are) produced 1s sub]ect to- 0 '
ur inspections at suitable 1nterva1s and the manufacturing in the site conforms to al
1 the requlrements of the Ministerial Ordinance on Standards for Manufacturing Con’
“trol and Quahty Control for Drugs. and Quasi-drugs (* Drugs/Quasx drugs GMP. Ordln -
ance”) laid. down in accordance with the recommendatron of the World Health Orga

nization.

o Néme of Manufactnring Site: .

Address: ,
Product(s):

No.
TOKYO, date

(B4B (2) BOEA) o
‘Director, (4% () OKF) Division
» Pharmaceutical; and Food Safety Bureau

: Ministry of Health, Labonr and Welfare :
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- (Form No.14-2)’

‘ MINISTRY OF HEALTH LABOUR AND WELFARE
GOVERNMENT OF JAPAN' ' '

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

CERTIFICATE

It is hereby certified. that the followmg manufacturlng 51te of (name of the manufa
cturer) (address) in which ‘the followmg product(s) is(are) produced is sub]ect to o - ;
©ur -inspections at suitable: 1ntervals and the manufacturmg in the site conforms to |
all’ the reqmrements of ‘the Mlmsterlal Ordinance on Standards for Manufacturmg Co
- ntrol and Quality Control for Med1ca1 Devices and In v1tro Dlagnostlcs (“Medlcal D
: ev1ces/IVDs QMS Ordlnance”)

Name of Manufacturmg Slte

. Address
-' P_roduct(s):, ,

No. .
- . TOKYO, .date

(?E‘_—Lln% (E) EGDE%)
Dlrec_tor, (BEE () 0)%?]‘) Division-
Pharmaceutical and Food Safefty Bu;eau

‘Ministry of Health, Labour iaﬁd Welfare
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(Form No. 15) ‘ ; .
MINISTRY OF HEALTH LABOUR AND WELFARE

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

Certrﬂcate No:’

As requested by . - the Mrmstry of Health, Labour and Welfare as
the’ Competent Authorlty of JAPAN confirms the followrng

- "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 11cense)
~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(*) :
=+ manufactunng sterile medicinal products for human use other than the preceding
two categories(*) ’ :
+ manufacturing medicinal products for human use other than the precedrng three
' - categories(*) :
+ packaging, labeling or stormg only
~of the followmg medicinal product or group of products for human use:

o in the followmg dosage forms:
o+ quurd dosage forms(*)
semi-solid dosage forms(*)
solid dosage forms—unit dose form (tablets/capsules/supposrtorles)(*)
solld dosage forms— multi dose form (powders/granules)(*)

o+t o+

- From the knowledge garned during 1nspectron 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 Ordinance on Standards for Manufacturing Control and
Quality Control for Drugs and Quasr drugs (Drugs/Quasr drugs GMP Ordlnance)
referred to as the Good Manufacturing Practice requirements 1n the Agreement of Mutual
Recogmtlon between Japan and (MRA partner)

ThlS certrficate remains Valrd for three years from: the date of the last 1nspect10n
TOKYO, DD/MM/YY (date) |

(BYHR () ROKAR)

- Director, (B%5E (E) O4#H)
'Pharmaceutical and Food Safety Bureau
as-the authorized person
of the Competent Authorrty of JAPAN
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(Form Nofl6)A ’ o
| 'MINISTRY OF HEALTH, LABOUR AND WELFARE

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

KEH)\
(EHEELES)

: Infefnatienal'Affairs Staff
Office of Health Affalrs

Food and Drug Admlnlstratlon
: Rockvxlle Maryland 20857
U.S.A '

fpww ﬁﬁﬁée@&%)

Please find enclosed a statement on’ chmcal trial notxﬁcatlons of ( aERED— l‘)
submitted by (EFnﬁ%U)E;% (:ﬁkk&)')f(i %ﬁ') )y (EF' %OD'EFE (zfAL.,
_50(@ I#é%ﬁﬁ@ﬁ&ﬂ)) e :

Smcerely yours :

| (#Hén% (=) EO)EE%) |
Dlrector-, ‘ ?Eéa% (E) @%ﬁ) o
: 'Phaimaceutlcal._and Food Safety Bureau -

Ministry of Health, Labour and Welfare
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(Form No.17) - | ‘ -
* MINISTRY OF HEALTH, LABOUR AND WELFARE |
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

Statement on Clmlcal Trlal Notlflcatlon

The Ministry of Health, Labour and Welfare of Japan hereby conﬁrms that  (BEEED o
K% GENCH-TIX. &%) ) (& %(DEFE GEAITH T, Eté%?ﬁl‘ﬁ )
D& ) ) ; submltted the Clrnlcal Tr1al Plan Notifications for- clrnlcal trials with an ‘
_ 1nvest1gat10nal new drug containing the following active ingredient and may mrtlate '
clinical trlals in-accordance with the provmon of Paragraph 2 of Artrcle 80- 2 of the

Y.Pharmaceutrcal Affarrs Law of Japan.

Active Ingredlent (’ﬁ )JJFJZ \% )

" Investigational New Drug: (7 %ﬁi a—F)
) ’Date of Receipt: (xﬁ El) ‘

Indxcatlons Intended (%E?JJ E)

| :TOKYO, date . -

(BuE (2) BOKR)
" Director, - (H=ER (E) » &)
Pharmaceutrcal and Food Safety Bureau

Ministry of Health, Labour and Welfare.
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(Form No..'18) . : : .
- MINISTRY OF HEALTH LABOUR AND WELFARE '
_ GOVERNMENT OF JAPAN o
© 2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE ', . o
It 1s hereby certified that the following manufacturlng 31te in whrch the followmg'
product(s) is (are) produced is subject to our 1nspect10ns and the manufacturlng in

" the site conforms to all the requirements of the GMP standards for 1nvest1gatlona1

- New Drugs.

-Name of Manuifz;totorirxg Site: - - ' o o "' .
Addroos: '

o | ﬁame(s)' of Substancei "
‘ Opérationé:f e

. [] Synthetic pro'cess

U Dosage formulation process, \ ,
'O Other (- L )

‘Date of Inspection:

No‘.> o
'TOKYO, date

 (EREY - RENESREORS)
* Director, COmpl_ianoe and Nércotics'Division
' Pharm'aceutical and Food Safety Burcau

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

Certificate of a Pharmaceutical Product ’

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

Certificate No.. _ o S : ‘ Exporting Country : Japan
o : ' ' Importing Country :

1. Name and dosage form of Product '

1.1 Active 1ngred1ent(s) and amount(s)per unit dose > (complete quantltatlve

composition mcludmg exclplents is preferred) See Attachments

12, Is this product hcensed [approved and hcensed] to be placed on the market
for use in the exportmg country" : :
yes - See Block A °
Ono - See Block B .

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

Oyes = Ono. [Olunknown (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 _[marke’t‘ing approval holder] (name and address) : -

Name :

Address :

2A3 Status of product licence holder '[rnark‘eting approval holder] :
. Oa . Ob ¢ (key in appropriate category as defined in note 8) -

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

the dosage form are : °

Na_me :

Address :

2A..4 Is. summary Basis of Approval appended‘7 10
Oyes - [lno (key in as approprlate)

2A5 Is the attached product information complete and consonant with the lrcence [approval] 7"

Oyes © Ono-  [Olnot prov1ded (key in as approprrate)

2A6 Apphcant for certlflcate if different from licence holder [marketmg approval
' Jholder](name and address) : ' :

Name :

Address :




2B.1 Applicant for certifi'cate(name' and address) .
Name ' ' '
'Addr'ess : i
2B.2 Status of apphcant L
. a ‘Ob “Oe (key in approprlate category as’ defmed in note 8)
2B.2.1 For Categori_es b and ¢ the name and address of the manufacturer producing the -
* dosage-form are : °
Name :
Address !
2B.3 - Why is marketing authorization lacking?
Dot required [not r'equés\ted'
Hunder corlsi_deration o '_ Orefused (key in as appropriate)
2B:4 “ Remarks: B
3. Does the certifying authority arrange for periodic mspectlon of the manufacturmg
' * plant in which the dosage form is produced’)
- Oyes Cno [not applicable * (key in as approprlate)
.- Ifnoornot applicable proceed to question 4.
3.1 Periodicity of routine 1nspectlon(years) - years
3.2 Has the manufacture of this type of dosage form been 1nspected?
: []yes * Ono (key in as approprlate)
3.3 Do the facilities and o eratlons conform to GMP as recommended by the World
: ‘Health Organization?
“Oyes Ono : Onot appllcable(key in as appropnate)
4. " Does the 1nf0rmat10n submitted by the apphcant satlsfy the certlfymg authorlty on
' ~all aspects of the manufacture of the product” 16 : .
_[lyes - "[no (key in'as approprlate)
If no, explain :
Address. of certifying authority : - Pharmaceutlcal and Food Safety Bureau
' o S : Mlnlstry of Health, Labour and Welfare
2-2, Kasumigaseki 1-chome,
vChlyoda -ku :
Tokyo 100-8916 -
*Telephone : o 481-3-3595-2431
Fax : | S . +81-3-3597-9535
Name of authorised person: RN € T (?}_ ROKA)
L : Director (843 (%) OEZH)
. Si_gnature :

~ Stamp and Date : |




General instructions

Please refer to the gu1delmes for full instructions on how to complete thls form and 1nformatlon on the.

1mplementat10n 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 explanations.

Explanatory notes

This certrfrcate which is in the format recommended by WHO, estabhshes the status of the
pharmaceutical product and of the appllcant for the certificate in the exporting country. It is for a

single product only since manufacturing arrangements and approved 1nformation for drfferent

. dosage forms and different strengths can vary. -

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

names

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

appended _ . .
Details of quantitative composrtion are preferred but their provision is sub_]ect to the agreement of
"the product licence holder [approval and manufacturlng licence holder]

When apphcable append details of any restriction apphed to the sale distribution or

- administration of the product that is specrfled in the product licence [approval]

Sectlon 2A and 2B are mutually exclusrve

Indicate, when apphcable, if the lrcence Lapproval] is provisional, or the product has not yet been

- approved.

Specify whether the person responsible for placing the product on the market :
(a) manufactures the dosage forms ; ! . "
~(b) packages and/or labels a dosage forms manufactured by an 1ndependent company
(c) is involved in none of the above. ,
This 1nformat10n can be provrded only with the consent of the product licence holder
[approval and manufacturing licence holder] or, in the case of non reglstered
products the applicant. ‘ ‘
Non completion of this section 1nd1cates that the party concerned has not agreed to 1nclusron of this -

information.

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

11.

12.

13.

- I the productlon 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 authorlties 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 certrflcatlon
as informed to Director General of WHO ‘as the specral reservatlorL

In this cucumstance permisswn for issuing the certificate i is réquired from the product licence
holder [approval and manufacturlng hcence holder. This permission must be prov1ded to the

authorxty by the apphcant

-

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



() the produot has been developed exclusively for the treatment of condrtxons partlcularly troprcal

dxseases not endemic in the country of export ;

* (b) the product has been reformulated with a view to 1mprov1ng its stability under troprcal

' condltrons :

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

products in the country of import;

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

-ingredient ;

‘ (e) any other reason, please spec1fy

14,

- 15.

Not applrcable means that the manufacture s takmg place in-a country other than that i 1ssu1ng the .
product certificate and inspection is conducted under the aegis of the country of manufacture ' -
The requlrements for good practlces in the. manufacture and quality control of drugs referred to in
-the certificate are those included in the report of the thrrty second Expert Commrttee on _ '
' Specrﬁcatrons for Pharmaceutrcal Preparations (WHO Technical Report Series, No. 323, 1992

~Annex 1). Recommendations specrfrcally applicable to brologrcal products have. been formulated -

g by the WHO Expert Commlttee on Brologrcal Standardlzatron (WHO Technlcal Report Series,

. '16.

No.822; 1992, Annex 1). - » .

This section-is to be completed when the product l1cence holder [approval and manufacturrng
hcence holder] or applicant conforms to status (b) or (c) as described in note 8 above Tt is of
partlcular 1mportance when foreign: contractors are involved in the manufacture of the product. In
these mrcumstances the applicant should supply the certifying authority with information to

identify the contracting parties responsrble for each stage of manufacture of the frnlshed dosage

~ form, and the extent and nature of : any controls exercised over each of these partres
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(Form No.20) |
o 'MINISTRY OF HEALTH, LABOUR AND WELFARE
o | . GOVERNMENT OF JAPAN

" 9-2, KASUMIGASEKT 1- CHOME CHIYODA KU, TOKYO 100-8916

'No. of Statement L S Exportirlg Country: Japan
| Importing Country: l

Statement of Licensing [Approval and Liceusing]-Status of Pharmaeeutical Product(s) "

ThlS statement 1nd1cates only whether or not the following products are hcensed
[approved] to be put on the market in the exportlng country. ‘

Applicant - Name:
Address:

Name of Product Dosage form | Active ingredient(s) 2 and |Product licence No. and date of issue®-
amount(s) per unit dose [Product approval No. and date of

manufacturing licence]. .

The certifying authorlty undertakes to prov1de at the request of the apphcant (or, if
different, the product licence holder [product approval and manufacturing licence holder]), '
a separate and complete Certificate of a Pharmaceutical Product in the format
: recommended by WHO, for each of the products 11sted above :

Address of certlfymg authorlty Pharmaceutical and Food Safety Bureau
- Ministry of Health, Labour and Welfare of Japan
Name of authorised person: * Director, ({824 = (F) 04 #8) Division
: : 2-2, Kasumlgasekl 1- chome

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

Fax number: B ~+81-3-3597-9535

- Signature:

'Starnp and date:




ThlS statement conforms to the: format recommended by the World Health Organlzat1on

(general instructions and explanatory note attached)

General instructions

Please refer to the guidelines for full instructions on how to complete thrs form and
1nformat10n on the 1mplementat10n of the Scheme: - The forms are surtable for generatron
by computer They should always be submitted as hard copy, with responses prlnted in type
- rather than handwritten. Addrtlonal sheets should be appended, as necessary, to -

: accommodate remarks and explanations.
Explanatory notes

Alll. This statement is intended for use by importing'agents' who are required to 'screen bids
~ made in response to an international tender and should be requested by the agent as a ,
_condrtron of bidding. The statement indicates that the lrsted products are authorised to -

be placed on the market for use in the exporting country. A Certificate of a,
Pharmaceutrcal Product in the format recommended by WHO will be provrded at the
' request of the applrcant and, if different, the product lrcence holder [product approval
* and'licence holder] for each of the listed products. )
. 2 : Use Whenever possible, Internatronal Nonproprretary Names (INNs) or national
| nonproprretary names. , k
3 Ifno product licence [product approval and manufacturrng lrcence] has been granted »
“enter “not required” | “not requested” | “under consideration” or_ “refused” as_ ‘4
appropriate. | I a |
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