(Form NQ.Q'-Z)
MIN ISTRY 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 product(s) concerned with medical. dev1ce(s)
exported by (name of the manufacturer) (address) Is(are) manufactured our superwsmn as

stipulated in the Pharmaceutlcal Affairs Law of Japan.

Product(s):
Ingredient and Compositioﬁ or Chemical .Enti'ty: '
Dosage and Administration:

Indiéatiqné:

No.
TOKYO, date

JBR (B) BOKR)
. Director, (YR (E.) MDA FR)
Pha‘rmaceuti_cal' and Food Safety Bureau -

Ministry of Health, Labour and Welfare
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(Form No.10-1 )7 _
| MINISTRY OF HEALTH, LABOUR AND WELFARE
| GOVERNMENT OF JAPAN o
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It i is hereby certified that the following pharmaceutlcal(quaderug) product(s)
.exported by (Name of the Marketing approval holder ), (Address) is(are)
' manufactured(lmported) sub]ect to our supervision as stipulated in the Pharmaceutical

Affairs Law of Japan.

Product(s):
Ingrédient and Composition or Chemical Entity:
- Dosage and Administration:

Indications:

: No.
TOKYO, date

(BHE (F) EORA)
Director, (B (£) O/
' Pharmaceuﬁc_al and Food_Safety Burean

Ministry of Health, Labour and W@lfare
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(Form No.10- 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)
exported by (name of the marketing approval holder), (address) is(are) manufactured under

our superv151on as stlpulated in the Pharmaceutical Affairs Law of Japan.

‘Product(s):
Ingredient and Composition or. Chemical Entity:
Dosage and Administration:

Indications:

No.
TOKYO, date -

(JHSZ (F) EOES)
Director, (LR (F) OL™H)
Pharmaceutical and Food Safety Bureau

Ministry of H’ealth; Labour and Welfare
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(FormbN‘o-IZ) | _
| 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 identical to the list 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

(BHE (T) EOER)
Director, (HHTE (8) OA#)
Pharmaceutical and Food Safety Burcau

Ministry-of. Health, Labour and Welfare
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{(Form No.13)

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

- CERTIFICATE

It is hereby certified that the following testing facility of (name of the testing person),

(Address) was inspe(:tedion (Date) and found {o be in compliance with all the requirements

of Good Laboratory Practices of Japan..
‘Name of the Testing Facility:

 Address: -

“No.
TOKYO, date

(ENE (F) ROKA)
Director, -Gﬂ”z"l?% (B) O&WH)
* Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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'(FormNo.lléLfl) 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_ followiﬁg manufacturing site..'of (name of_the.mam’lfa
cturer), (address), in which the following product(s) is(are) produced ‘is subject to o
ur inspections at suitable intervals, and the manufacturing in the site conforms to al
1 the requirements of the Ministerial Ordinance on Standards for Manufacturing Con
trol and Quality Control for Drugs and Quasi~drugs.(“DrugS/Quasi-dfugé GMP Ordin
ance_"’-) laid down in accordance with the recommendation of the ‘World Health: Orga

nization.

Name of Manﬁfacturing Site:
Address: J
Product(s):

~No.
'T'OKYO, date

(AU (F) BORS) |
Director, ({8432 (F) OAMH) Division
Pharmaceutical and Food Safety Bureau’

Ministry. of Health, Labour and Welfare
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(Form No.14-2) _ _ _ : _ _

 MINISTRY OF HEALTH, LABOUR AND WELFARE
 GOVERNMENT OF JAPAN S

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

CERTIFICATE

It is hereby certified that the foliowmg manufacturing site of (name of the manufa
| cturer) (address), in which the following product(s) is(are) produced is subject to o
ur inspections at suitable mtervals and the manufacturing in the site conforms to
all the requirements of the Ministerial Ordinance on Standards for Manufacturing Co
- ntrol and Quality Control for Medical Devices and In vitro D1agnost1cs (“Medlcai D
: ev1ces/IVDs QMS Ordlnance”)

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

No.
"TOKYOQ, date

(BHZE () EOKA)
Director, (HZHFE (F) OKM) Division
Pharmaceutical and Food Safety Bureau

‘Ministry of Health, Labour and 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

Certlﬂoate No:

As requested by : ,the Ministry of Health, Labour and Welfare as
.the Competent Authority of TAPAN, confirms the following;

- The (name of the company) (address of the headquarters), has been authorized, 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 precedlng
' two categories(*)
+ manufacturing medicinal products for human use other than the precedmg three
~ categories(*) :
+ packaging, labeling or stormg only
of the following medicinal product or group of products for human use:

~ in the followmg dosage forms:

+ liquid dosage forms(*)

semi-solid dosage forms(*)

solid dosage forms—unit dose form (tablets/oapsules/supposﬁones)(*)
solid dosage forms—multi dose form (powders/granules)(*)

+ 4+

From the knowledge gained during inspection of this manufacturer(s), the latest of which
was conducted on © (date); it is considered that the company complies with the
requirements of the Ministerial Ordinance on Standards for Manufacturing Control and
Quality Control for Drugs and Quasi-drugs (Drugs/Quasi-drugs GMP Ordinance)

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

This certificate remains vahd for three years from- the date of the last 1nspect1on
TOKYO DD/MM/YY (date)

(H4F (B) ROK4A) _
Director, (HH3F (E) O£FH)
Pharmaceutical and Food Safety Bureau
as the authorized person _
of the Competent Authority of JAPAN



(#H=X186)

(BEEORS (RALHoTH. £H) ) . (REBEOER (EACH>TH,
ETREPEFOFER) ) [CE->TRHSNE AREI—F) OBREIELT
OFFERHBLET. | |

.

!

.Im]

£

EX3BEELAERBOOOR () B



(Form No16)

MINISTRY OF HEALTH LABOUR AND WELFARE
GOVERNMENT OF JAPAN :
o 2- 2 KASUMIGASEKI 1- CHOME CHIYODA- KU TOKYO 160- 8916

KEH)
(EAEELER)

TInternational Affairs Staff
' Office of Health Affairs
Food and Drug Admihistration .
Rockville, Maryland 20857
U.S.A

Dear (3% ﬁ%?ﬁé B ODEE%)

Please find enciosed a statement on clinical trial notifications of CGRBmEa-—N)
. submitted by (HFEBHDES CGEALH T, %ﬁ))($%%mﬁm<ﬁxp
_%Dfﬁ it%%ﬁ%@ﬁﬁﬂ)) | ' | '

Smcerely yours

(YR () ROKE)
Director, _ ‘(E%’ié}% (g) D)
' ‘Pha‘rmaceutical‘andfood 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 Clinical Trial Notification _

"The Ministry of Health, Lébou_f and Welfare of Jépan‘ hef‘eby confirms that (Ef 5%%‘0)
B GEACHoTE. &) ) (REFOEN CEASH-o T, X IEHEH
DFTLEH) ) submitted the Clinical Trial Plan Notifications for-clinical trials with an
investigational new dr@g containing the following active ingredient and may initiate

clinical trials in accordance with the provision of Paragraph 2 of Article 80-2 of the

Pharmaceutical Affairs LaW‘of.Jépan.

Active Ingredient: (HEHE %)

" Investigational New Drug: (GAEREa— F)
Date of Receipt: ‘( =+ H)

Indications Intended: (F52%h ﬁ‘é’)

TOKYO, date

BB (B) ROKA)
. Director, (fﬁ%’i%% -(E_} DE W)
‘Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare.



(#%=X18) o _

BAEBEHBE R, UFORERCE I LUBAREOWEN. AREGMP
BHOBEREEICEEGT S EERBALET, S

BHEROBH :

IR OFEM

HEE -

TR . |

O ARERSERIE

O #AMeTE |
oo )

MR ERALLEA0

EA¥BEEEXREBOOOR (2) &



