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(Form No.3- 1)

- MIN ISTRY OF HEALTH LABOUR AND WELFARE
GOVERNMENT OF JAPAN
- 2-2, KASUMIGASEKI 1- CHOME CHIYODA-KTU, TOKYO 100 8916

_ CERTIFICAT E .
- Itis hereby certlﬁed that (Name of the Marketing Authorlzatmn I—Iolder) (Address) is

a pharmaceut1cal (quasi-drug) marketing authorization holder licensed in accordance with
the provision of Paragraph 1, Article 12 of the Pharmaceutical Affairs Law of Japan. _

Nam§ of’ the Marké’ting Authorization Holdef :
“(or Name of the Office for GeneralrMa.r-keting Manager)
Address; ‘

Licence Number:

No.
TOKYO, date

(REHERESR)
. Director, Safety Division
Pharmaceutical and Food Safety Bureaun

Ministry of Health, Labour and Welfare
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(Form.No.3-2) _ _
MINISTRY OF HEALTH, LABOUR AND WELFARE
o GOVERNMENT OF JAPAN :
2-2, KASUMIGASEKI 1-CHOME, CHIYODA—KU TOKYO 100-8916

_ CERTIFICATE
Jtis hereby certlﬁed that (Name of the Marketing Authorlzatlon I—Iolder) (Address) is a

medwal dev1ce marketing authonzatlon holder licensed in accordance with the provision of

Paragraph 1, Article 12 of the Pharmaceutlcal Affa1rs Law of Japan.

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

Licence Number:

No.
TOKYO, date -_

(REFAEZESL)
Director, Safety Division
. Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form Nd.4_—1)

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

. r

CERTIFICATE_ |

It is hereby 7certiﬁed that (Name of the Manﬁfacturer) (Address) isa pharmaceutical

i (quasi-drug) manufacturer licensed in accordance with the proyision .of Paragraph 1,

Artlcle 13 of the Pharmaceutxcal Affairs Law of Japan,

Name of Manufacturing Site:
Addré_ss: |

. Licence Number:

No.
“TOKYO, date -

(LT (F) ROKHR)
Director, (EHER (2) O&W)
Pharmaceutica@ and Food Safety‘ Bureau
Ministry of Health, Labour and _Wélfare
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(Fdrm Nd._4—'2) _ .
MINISTRY OF HEALTH LABOUR AND WELFARE

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

: ’CERTI‘FICATE

It is hereby cetified that (name of the méhufacfurer), (address) is a medical device
manu_facti}r'er licensed in accordance with the provision .of Paragraph 1, Article 13 of the

Pharmaceuti'cal Affairs Law of Japan.

-

- A

‘ - Name gif Ménufac;curing.Site: |
7 Addfess:. | |

License Number:

No.
TOKYO, date

L (AME (B) BOEAR)
- Director, (AR () OAH)

. Pharmaceutwal and Food Safety Bureau
Ministry -of Health, Labour and Wt_alfare |
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(Form No.5-1) . . o
' MINISTRY OF HEALTH, LABOUR AND WELFARE

' GOVERNMENT OF JAPAN -

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

CERT_IFICATE ,

. Tt is hereby certified that the followiﬁg pharmaceuticél (quas1 drug ) product (s)
marketed by: (Name of the Marketing approval holder), (Address) 1s(are) manufactured

subject to our supervision as stipulated i in the Pharmaceutical Affairs Law Qf Japan and

is(are) allowed to be sold in Japan..

‘Product (s)

No.
TOKYO, date

(AR (B) ROKA)
Difector, (H%E (F) DA
Pharmaceutica} 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, 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 approval hoIder) (address) is(are) manufactured under our superv131on as
“stipuldted in the Pharmaceuncal Affairs Law of Japan and 1s(are) authonzed to be marketed o

in Japan.

medical dévice(s);

: No.
TOKYO, date

 (EEER (B) ROESR)
' Director, (B4E (8) O&M)
Pharmaceutical and Food Safety Burean
_ Ministry of Health, Labour aad Welfare
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T (Forfn_ Noh.6—1,) :
E ) . MINISTRY OF HEALTH LABOUR AND WEL__FARE

: GOVERNMENT OF JAPAN

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

' CERTIFICATE-

It is hereby ;:ertiﬁed that the following pharmaceutical (quasi rdrug) praduct(s)
manufactured by (Name of the Manufacturer) (Address) 1s(are) subject to our superVIswn '

as stipulated in the Pharmaceuncal Affalrs Law of Japan.

. Product(s):

~ No.
‘TOKYO, date

(EER (B) BORR)
Director, (?ﬁé‘é‘ﬁ (=) DR
Pharmaceutical and Food Safety Bureau - _ -
‘Ministry of Health, Labour and Welfare



(EX6—2) e
B B E
 EFEEEERAE. WEEEORA GEALBoTH. BH) ) . (REE
HEOEFR EANCH->TE, TLIBEMOFER) ) Lo THESHITRE

S RBBICRIMAN. BAEEEAORECEMLT, B EEFBEDEED S & (2
BETITORLOTHETLERMLES, S

| B4

Jﬁﬁ%mﬁgﬁﬁ&EOOOﬁK$5§’



(Form No. 6-2)
- - 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 product(s) concerned with medical device(s)
manufactured by (name of the manufacturer) (address) is(are) manufactured under our

| 'superv1s1on as stipulated in the Pharmaceutwal Affairs Law of J apan.

Prpduct(s):

No.
‘TOKYO, date _

HHAE () BORA)
" Director, (JH45 (£) O/
7 Phérmaceutical and F;_)od Safety Bureau _

Ministry: of Health, Labour and Welfare
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" (Form Noi?—l)‘ - L

| © MINISTRY OF HEALTH, LABOUR AND WELFARE
'GOVERNMENT OF JAPAN

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

CERTIFICATE

| . -It-is hereby certified that the f.'c;l'lowing'pharméceut_ical(_qilé.si—drug) - product(s) exported
by (Name of the Marketing approval holder ), '(Addre's's) is(are) manufdctured(imported)‘

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

Product(s):

No.
TOKYO, date

 (BHB (F) RORE)
Director, (HHBE (F) OHEH)
Pharmaceutlcal and Food Safety Bureau

'Mlnlstry of Health Labour and Welfare .-
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(Form No.7-2) | 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 foIIowmg 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.

Pfodqct(s):

No.
TOKYO, date

C(BLR (B) ROES)

Director, (MR () ODAH)
: Pharmaceutieal _end Food Safety Bereau
- Ministry of Health;- Labour and Welfaré
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(Form No.IS_—Il)
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 (qﬁasi-drug) prodﬁct(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. . N

Product(s)

Date of Marketing Approval

Marketing Approval Number:

Ingredieﬂt and Compos’ifciéﬁ or C‘he.mi'ca‘l Entity: -
}josage and Administration; - | )

Indications:

No.-
. TOKYO, date

(B4R (F) ROKSH) |
Director,, (EEFR (B) 0F fﬂ'\r)k
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 J APAN
2-2, KASUMIGASEKI 1- CHOME CHIYODA KU, TOKYO 100 8916

CERTIFICATE

It is hereby certified that the followmg medical device(s) marketed by (name of the
marketmg ‘approval holder), (address) 1s(are) manufactured under our superv1sxon as
fi stipulated in the Pharmaceutical Affairs LaW of Japdn and is(are). authorlzed tobe

| marketed in Japan.

Medical 'deviee(s)'

Date of Marketing Approval

Marketmg Approval Numb er:

Ingredient and Composmon or Chemical Entity:
Dosage and A.dministrati‘o'n:

Indications:

) NO- -
TOKYO, date

| (H=HF (E) ROKA)

. Director, (EHF (F) D&H)
Phafma_ceutical and Food Safety Bureau
Ministr'y of Health, Labour and 'Welfar'e”
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(Form No.8- 3)

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

CER'I‘IFICATE

Ttis hereby certified that the following medical devxce(s) marketed by (name of the
marke’ung approval holder), (address) is(are) manufactured under our superv151on as. .
b st1pu1ated in the Pharmaceutical Affairs Law of Japan and is(are). certified by Cert1flcat1on

Body to be marketed in Japan

‘Medical device(s):
Name of Registered Certification Body:
_ -Certifipation Number: |

Date of Issue:

N_o'_ |
TOKYO, date

EMR () ROKA)
Director, (HHR () OAH)
Ph_armaceutical and Food Safety Bureau . .

Ministry of Heglth, Labour and Welfare
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(Form No.9-1) N , )
| “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 pharﬁlaceﬁticél'(quasi drug) prodﬁct(s)- |
manufactured by (Name of the Manufacturer), (Address) 1s(are) sub}ect to our superv1s1on

as stipulated in the Pharmaceutmal Affairs Law of Japan.

Product(s):
. Ingredient and 'Composi;cion or Chemical Entity:
Dosage and Administration:

Indications:

No.
TOKYO, date

(8438 (=) EOKA) -
Director, (8 HHF (£) DA ﬁ')
' Pharmaceutlcal and Food Safety. Bureau

- Min}lstry of Health, Labour and Welfare
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' (Form N0.9'-2') , _

MIN_ISTRY 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 follo'Wing product(s) concerned with medical device(s)
exported by (name of the manufacturer), (address) 1s(are) manufactured our superwsmn as

stipulated in the Pharmaceuncal Affa1rs Law of Japan.

Product(s): '
Ingredient and Compositic_)h or Chemical .Entity: '
Dosage and Administration:

Indicatiqns:

No.
TOKYO, date

(HYF (F) BOESR)
 Director, (%3 (T) DA -
‘ Phérmaceuticﬁl and Food Safety Buredu

" Ministry of Health, Labour and Welfare
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| (Form No.lO-l). 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 followmg pharmaceutlcal(quam drug) product(s)
exported by (Name of the Marketmg approval holder ), (Address) is(are)

“manufactured(imported) subJect to our supervision as stipulated in the Pharmaceutical

- Affairs Law of Japan.

Pro duct(s)

Ingredlent and Composition or Chemlcal Entity:
- Dosage and Admnnstra’non.

Indications: )

. No.
TOKYO, date

C(EAE () BOKR)
Director, (HY4E (B]) OLH)
Pharmaceutical and Food Safety Bureau -

Ministry of Health, Labour and Welfare
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(Form No.10-2) 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 product(s) concerned with medical device(s) .
‘exported by (name of the marketing approval holder), (address) is(are) manufactured uride;

‘our supervision as stipulated in the Pharmaceutical Affairs Law of Japan,

Product(s):
‘Ingredient and Composition or. Chemical Entity:
Dosage and Ad’minisfration: _

: Ihdications: '

No.
TOKYO, date -

(H4E (B) EOES)
Director, ({8458 (2) DAH)
Pharmaceuti_c_:al' and Food Safety Bureau

Ministry of Health, Labour and Welfare
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* ‘MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN .
22, KASUMIGASEKI 1-CHOME, CHIYODA- KU, TOKYO 100-8916

(Form No12) .

CERTIFICATE

It is hereby certified that the attached list is identical to the list of pre-clinical and
clinical data submitted to us by (Name of the Apphcant) (Address) for the approval of
marketlng (N ame of the Product(s)) ' ' : : '

No.
. TOKYO, date

(EHBR (2) ROESZ)
Director, ({B%3% () ODAM)
Pharmaceutical and Food Sefefy Bureau

Ministry'ef‘Health, Labour and Welfare



1 3)

;ﬂ_%'%-

 RAEEAREBEE. FRREOES GEALH-THE. &F) ) . (RBEO
BF GEACH T, TLIEEHOFER) ) OTRORBRERISOOFOO
AEAEZZY, ZFEOEERGLPELCHALTVWALROONEIE T
\ys, | o |

BRI O AT :
 HBIEROREH -

o
ain

EEE

 B4HMEEZEERBOOOR (2) &



(Form No:13) ‘ _ _
| MINISTRY OF HEALTH, LABOUR AND WELFARE
 GOVERNMENT OF JAPAN | _
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

s . ... CERTIFICATE

It | is hereby certxﬁed that the followmg testmg famhty of (name of the testing person),
(Address).was 1nspected on (Date) and found to be in comphance with all the requlrements

of Good Laboratory Practices of Tapao..
Name of the Testing Facility:

o "Address: -

“"No.
- TOKYO, date

AR (F) BEORA)
* Director, GE%E'% () ODEH)
Pharmaceutical and Food Safety Bureau

M-iﬁistryhof'Health, Labour and Welfare
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" (Form N(o.'l;l_-l)
’ MINISTRY OF HEALTH LABOUR AND WELFARE"\

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

CERTIFICATE
‘It is hereby cert1f1ed that the followmg manufacturlng slte of (name of ‘the manufa
-cturer) (address); in Wthh the following product(s) Is(are) produced 1s sub]ect to o
uf. mspectlons at suitable intervals, and the manufacturing. in the ‘site conforms to al
1" the requlrements of the M1n1ster1a1 Ordinance on Standards for Manufacturmg Con

trol and. Quality Control for Drugs and Quasi- drugs (“Drugs/Qua51 drugs GMP Ordm '
~ ance”) laid. down in accordance ‘with the recommendation’ of the World Health Orga

" nization.

o , Name of Manufactufing Site:

Address
'Product(s)

- No.
TOKYO date

(?H.éa% (E) E(DEE‘E)
Dxrector, (?E =1 () ORE) Division _
' Pharmaceutical and Food Safety Bureau’

- Ministry. of* Hcalth,' Labour and Welfare '_ '
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" (Form No.14-2) _ :
o MINISTRY OF HEALTH, LABOUR AND WELFARE \

’ GOVERNMENT OF JAPAN .
o 2-2, KASUMIGASEKI 1-CHOME, CHIYODA—KU TOKYO' 100- 8916

CERTIFICATE

7 It is hereby certified that the followmg manufacturmg s1te of (narne of the manufa
cturer), (address) in which the folIowmg product(s) is(are) produced is: subject to o
- -ur inspections at suitable - 1ntervals, and the manufacturing in the site conformstto -
all the requirénienfs' of ‘the Ministerial Ordinance on .Standards for ‘Manufacturing: Co
‘ntrol and Quality Control for Medlcal Dev1ces and In v1tro D1agnostlcs (“Medical D
" evices/TVDs- QMS Ordmance”)

Name of Manufacturing Site:
'Addreés:
Product(s):

Yo
" TOKYO, -date

(BuR () BEORSK) -
'Dir_ec_tor',_ (=R () OKM) Division
Pharmaceutical and Food Safe_ty Bul_;eau

Ministry of Health, Labour and Welfare
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(Form No. 15) ‘ . _ ‘ . -
MINISTRY OF HEALTH, LABOUR AND WELFARE

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

'Certi'ficate No:

As requested by . : h the Ministry of Health, Labour and Welfare as
'the ‘Competent Authority of JAPAN, conﬁrms the following:

‘The (hame 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):
~° + manufacturing biological medicinal products for human use(*)
'+ manufacturing radiological medicinal products for human use(*)
'+ manufacturing sterile medicinal products for human use other than the precedmg
two categorles(*) ' :
+ manufacturing medicinal products for human use other than the precedmg three
categories(*) :
‘ + packaging, labeling or storlng only
of the- following. rnedlcmal produet or group of products. for human use:

in the followmg dosage forms:

11qu1d dosage forms(*)

semi-solid dosage forms(*)

solid dosage forms—unit dose form (tablets/capsules/supposuones)(*)
sohd dosage forms—multl dose form (powders/ granules)(*)

TR

 From the knowledge gained during 1nspect10n of this manufacturer(s) the latést of which
was conducted on o (date) it is considered that the company complies with the
requirements. of the Ministerial Ordinance on Standards for Manuficturing Control and
Quality Control for Drugs and Quasx drugs (Drugs/Quas1 drugs GMP Ordmance)

*referred to as the Good Manufacturing Practice requirements in the Agreement of Mutual

Recognition between Japan and (MCRA partner).

'ThlS certlﬁcate remains Valld for three years from- the date of the last mspec‘uon
TOKYO DD/MNI/YY (date)

(H=E (2B) ROREG) :
Director, (%R (B) O&H)
Pharmaceutical and Food Safety Bureau
as the authorized pérson
of the Competent Authonty of J APAN
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(Form Nol6).

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

S (BA)

(R EENES)

- International Affairs Staff

- Office of I/-Ic'alth Affa_irs

Food and Drug'Administratioﬁ .
, Rockvﬂle Maryland 20857
U.S.A

" Dear (2 H%ﬁégwE%)
. Please find e_nclosed a statement on clinical trial nbtiﬁc.atiorlls'of' CRBREa—F)

. submitted by (HEBOESR (EACH-o Tk %ﬁ‘) Y (HEEDER _(31:.A(':,
\591@ $F%$ﬁﬁ®ﬁrﬂ)) o - | o

Smcerely yours

(8 é’lE% (3) ECDEE%)
Dlrector, (?E = (E) DA ﬁ)
' 'Phai'maceutlcal 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 Notlflcatwn

The Mmlstry of Health, Labour and Welfare of Ja apan hereby confirms that (H 3% .%0)
B% GEACH-TIX, &) ) (E3 £ O CEAISHoTIE, X1 BEIH
DFFFEHL) ) submitted the Chmcal Trlal Plan Notifications for- clinical tridls with an
' 1nvest1gat10na1 new drug containing the following active ingredient, and may 1n1tlate '

clinical trials in accordance with the prov151on of Paragraph 2 of Art1c1e 80-2 of the

| Pharmaceutrcal Affalrs Law of. Japan

Active Ingredlent (ﬁ J] E’Z %)
' Investlgauonal New Drug (8 @%% a— [‘~ )
Date of Receipt: (4 H)
: 'Indlcatrons Intended (%i JJ £)

TOKYO, date

AR (B) RORR) .
. Dirlector, (?Eé%% (.E.) DAFR)
_Pharmé’ceutical and Food S'afety‘ Bureaun
| Ministry of Health, Labour and Welfare.
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(Form No‘.-is_) :

MINISTRY OF HEALTH LABOUR AND WELFARE

GOVERNMENT OF JAPAN ‘ - -

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916 - .
 CERTIFICATE .. . . - . 0

It is hereby certified that the foilowmg manufacturmg s1te in which the followmg
product(s) is (are)- produced is_ subject to our 1nspect1ons and the manufacturmg in

- the Slte conforms to all the requirements of the GMP standards for 1nvest1gat10na1

- New Drugs

- Name of Manufacturmg Site: .
Address:
Name(s) of Substance: -

Operations: ‘ S
) 'O Synthetic process _
[0 Dosage formulation process
1 Other - ( o o )

'Date of Inspection:

No. *
'TOKYO, date

(EBEY - BENEREORE)
' Diredtor, Compliance and Narcotics Division .
Pharmaceutical and Food Safety Bureau

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 certtflcate conforms to the format recommended by the World Health Organlzatlcn (General
- instructions and explanatory notes attached). :

Certlflcate No.: . S : ' Exporting Country : Japan

1.1

12

1.3

Name and dosage form of Product

Importing Country :

. Active 1ngred1ent(s) and amount(s)per unit dose (complete quantitatwe

composition mcludmg excqnents is preferred) See Attachments

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

Oyes - See Block A °

Ono - See Block B §

Is this product actually-on the markét in the exporting country?

Oyes ' [One Clunknown (key in as appropriate)

—A—.

2A1

‘Number of product licence 7 and date of issue [marketing approval number and date]
No. :
Date :

|22

Product licence holder [marketing approval holder] (name and address) : - 7
Name : ‘ -
Address : -

2A3

Status of product licence holder [mark.eting approval holder] 5

Oa Ob e (key in appropriate category as defined in note 8) -

2A3.1 .

| Addres's‘ :.

For categories b and ¢ the name and address of the manufactirer producmg
the dcsage form are :

Name :

2A.4

Is summary Basi§ of Approval appended? '°

Oyes - Ono (key in as appropriate)

2A5

Is-the attached product information complete and consonant with the licence [approvall ? 1

Dyes Ono-  Onot provided (key in as appropriate)

2A.6

" 'holder](namé and address) :

Applicant for certificate, if different from licence holder [marketing approval
12 -

Name :°

Address : -




2B.1 Applicailt for certificate(name and addrees) :
‘Name : 7 . '
Address :

2B.2 Status of applicant : .
O a I:Ib -Oec (key in approprrate category as' defined in noté 8)

2B.2:1 For categorres b and ¢ the name and address of the manufacturer producmg the

' dosage form ate : °

Name : _
Address : c _
ZB.B - Why i_s merketing_ aﬁthoriz‘ation'laeking?
Ijnoi: reqlrired K ' Elnot requésted
Clunder consi.deration ’ " Drefused (key n as appropri'ate)

2B:4  Rémarks:

3. Does the certifying authority arrange for periodic inspection of the manufacturmg
: plant i in which the dosage form is produeed? -
Oyes - Ono CInot applicable** (key in as appropnate)
, If no or not applicable proceed to questlon 4.
3.1 Perlodrerty of routine 1nspect1on(years) ' years

3.2 Has the manufacture of this type of dosage form been 1nspeeted‘7 o
Oyes Ono (key in as appropnate) .

3.3 ‘Do the facilities and o 1peratlons conform. to GMP as recommended by the World
: -Health Organization?
_E| yes Elno ; l]not apphcable(key in as approprrate)

4. Does the information submitted by the apphcant satisfy the certifying authonty on
' all aspects of the manufacture of the product.? 16

Cyes Ono (key in as approprlate)

If no, explain : R

Address.of certifying authority : w0 Pharmaceutlcal and Food Safety Bureau
. ' : ' : Ministry of Health, Labour and Welfare
2-2, Kasumlgasekr 1- chome
.Chlyoda:ku :
Tokyo 100-8916

‘Telephone : . o 0 481-3-3595-243]

Fax: ! o oL - +81-3-3597-9535
Name‘qfautherisedpersoe: o (HEE () Rog4fg)

~ Director (*Eﬁ?%f' (F) &)

Signature : _
~ Stamp and Date :



General instructions . : o o - : )

Please refer to the gmdelmes for full instructions on how to complete this form and rnformatlon on the

1mplementat10n of the Scheme.

- The forms are suitable for generation by computer. They should always be submitted as hard eopy=

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

necessary, to accommodate remarks and explanatlons

Explanatory notes.

This certil:'io'ate_> which is in the format recommended by WHO, establishes the status of the
' pharmac'eutical product and of the applicant for the certificate in the exporting country. Itis for a

single product only since manufacturing arrangements and approved information for different

. dosage forms and different strengths can vary.

- (a) manufactures the dosage forms :

Use, whenever possible, Internatronal Nonproprietary Names (lNNs) or natronal nonpropnetary

names.

- The, formula (complete composrtlon) of the dosage form should be gwen on the certlflcate or be

appended.

Details of quantitative composition are preferred but thelr provrsmn 18 sub_] ect to the agreement of
the product licence holder [approval and manufacturmg licence holderl

When applroable append details of any restriction applied to the sale, dlstrlbutlon or

administration of the product that is specified in the product licence [approval]

Sectiorf 2A and 2B are mutually exclusive. ' ,

Indicate, when applrcable, if the licence [approval] is provisional, or the product has not yet'bee‘n—

approved. - \ : . . ‘ .

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

}

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

(o) is involved in none of the above. .
This mformatmn can be’ prov1ded only with the consent of the product licence holder

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

. products, the appheant

‘Non completion of this sectron 1ndlcates that the party concerned has not agreed to inclusion of thls

information.

- Tt shou'ld be noted that information concerning the site of production is part of the product licence.

10.
11

12.

13.

If the production site is changed, the licenge must be updated or it will cease to be valid.

This refers to the document prepared by some national regulatory anthor1t1es that summarises the
technical basis on whlch the product has been licensed [approved and lloensed]

This refers to the package insert which-is used in the exporting country at the date of certrflcatton
as informed to Director General of WHO as the specral reservation.

In this circumstance, permission for issuing the certificate is requrred from the product licence
‘holder [approval and manufacturing licence holder. This permission must be provrded to 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 tlle treatment of condrtlons particularly tropieal

drseases not ehdemic in'the country of export ;

- .. (b) the product has been reformulated with a view to improving its stablhty under trop1cal

14,

15.

'16.

" ingredient ;

' cond1t1ons ; , , .

(c) the product has been reformulated to exclude exmprents not approved for use in pharmaceutlcal .
products in the country of import; ) : ' '

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

(e) any other reason, please specify. _ ‘

Not apphcable means that the manufacture is takmg place in a country other than that i 1ssu1ng the

product certificate and inspection is conducted under the aegis of the country:of mauufacture

The réquirements. for good practices in the manufacture and quallty control of drugs referred to in

. the cert1f1cate are those included in the report of the thirty second Expert Commiitee on _ ;

Specifications for Pharmaceutlcal Preparatlons (WHO Technical Report Series, No. 823, 1992,

Annex 1). Recommendations specifically applicable to blologlcal products have been formulated

by the WHO Expert Committee on Brologrcal Standard1zat10n (WHO Tecluucal Report Ser1es

No. 822 1992, Annex 1). o : _

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

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

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

these circumstances the apphcant should supply. the certifying authority with information to

B identify the contractrng parties- responsrble for each stage of manufacture of the f1n1shed dosage

. form, and the extent and nature of : any controls. exercised over each of these partles
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(Form No.20)
- MINISTRY OF HEALTH, LABOUR AND WELFARE

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

No. of Statemen't _ o - ' Exporﬁr_lg CQunt'-ry: Japan
' ' Importing Country:

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

T his_statement indicates only whether or not the following products are licensed

-+

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

Applicant Name:
' Address: )
Name of Product Dosage form | Active ingredient(s) ? and Product licence No. and da_te of issue -

amount(s) per unit dose | [Product aliproval 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 hsted above

Address of certlfymg authority: Pharmaceutical and Food Safety Bureau
Ministry of Health; Labour and Welfare of Japan
Name of authorised person: ~ Director, (184 2 (%) MK Division
B S 2-2, Kasum1gasek1 1- chome

Chlyoda ku
S o " Tokyo 100-8916 -
- Telephone number: . +81-3-3595-2431

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

Signature:

‘Stamp and date:



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

(general instructions. and explanatory note attachied).

General instructions

Please refer to the gurdehnes for full instructions on how to complete th1s form and
mformatlon on the implementation of the Scheme. - The formis are suitable for generatmn
by c'omputer They should always be submitted as hard copy, w1th responses printed in type
) rather than handwr1tter1 Addrtronal sheets should be appended as necessary, to-

'- accommodate remarks and explanatlons
Explan_a_tory notes

.‘1. This statement is intended for use by importin‘g'agents' who are required to. screen bids -
made in response to an international tender and should be requested by the agent as a |
_condltlon of bidding. The statement indicates that the 11sted products are authorlsed to
be placed on the market for use in the exportlng country. A Certificate of a,
Pharmaceutical Product in the format recommendéd by WHO will be provided, at the
Ny request of the appllcant and, if different, the product licence holder [product approval '
* and licence holder], for each of the listed products.
2. Use whenever possible, Intefnational Nonproprietary Names (INNs) or national
o nonproprletary names. | ‘- )
3 Ifno product licence [product approval and manufacturlng 11cence} has been granted,
~ ‘enter “not required” , “not requested _, “under consideration” or “refused” as _ :

© appropriate.
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