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cellular therapy and gene therapy products

drug
quasi-drug

regenerative,

3 H 5|
Year Month Day
FR3L
Japanese
£ v
Address THEX

Foreign language

Am>ﬁ&0dﬁ,wﬁm%ﬁﬁeﬁmg

Location of the head .office in case of z now.uonmzo:v

2id BXITEL
Japanese Signature
K2 Sex
Name -
Foreign language
Amm}? HTE, BHRCRESEORE v
Name and name 'of its representative in case of a corporation

WUTBEAERSERBREABREEE &

To Chief Executive of the Pharmaceuticals and Medical Devices Agency
(=D
(Notes)

1 RAMOKRZEE, BETERKA 42T R L,

Use paper of Japanese Indusirial Standards Size Ad.

2 FiX B, AIFERAW, HXICH 2T, HBETROEH LB L,

Fill in the form with clear writing with inks, etc...

3 ERORSPNCI., M6 1 B UH 2 &S RIISI1THROIFEDNT T BYT
LHETETBC L.

Identify in the column of “Accreditation categories” which category specified under
Article 36, Paragraph 1 and 2 or Article 137—19 is applied.

4 FEERESHCE. BER. ERERESCOSE. TR UTRSEOEESECET 3]
HERFEETE BN TES SR REST s &,

Identify in the column of “Fee categories” which category specified under the Cabinet
Order for Fees related to the Act on Securing Quality, Efficacy and Safety of Phar-
maceuticals, Medical Devices, Regenerative and Cellular Therapy Products, Gene The-
rapy Products, and Cosmetics is applied.

5 EELS, EENESORE. FiMERUEEEORRS N 2 EEBERRESIC B
TEDDIFEREEEODEBICHVALET L 2T 2BR0B L BEICIsNTaC &,

Attach to the reverse of this form a copy of the document proving payment of the fee
specified under the Cabinet Order for Fees related to the Act on Securing Quality, Effica-
cy and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy
Products, Gene Therapy Products, and Cosmetics through a bank transfer to the account
of the Pharmaceuticals and Medical Devices Agency.

6 ChECicHEiclan DBRICHEIWAERII - LHBI ARG, i
CHTERERF AR CE RN HcOVWTRET3 T &,

If the applicant has previously been the subject of the examination for accreditation of
foreign manufacturer by the Pharmacetiticals and Medical Devices Agency. specify in the
column of “Remarks” the date of the previous application and the notification date of the

result, .
St Ciz+m%, m...u..._.m-ul“n%a@;:ﬁ_&*%u
E 3 5 5 B mﬂﬁﬁﬁﬁﬁﬁﬁ
HEEESHR S R
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#FHXEEE QKD

%IH%JN“%-“HH%N_A%QH@E
E & o 5B A

FOI G EERCWERGELSH
i it & ®’
fi %

| %, 8w o S

b P % 7 3 e
Titlcko, mm%}uﬁ ﬁmmﬁw.mmm%ﬁ.amm mprﬁﬁﬁmﬂmamm&wﬁﬁ_ LEY,
PRI REEDEN
k2R H B
Hﬂmw—wwﬁ\/mvﬂnumm%%wmﬁr?ﬁﬁmﬂm

ket 3

WrrahE ®
GFED

1 FAHORESIE. HRITEBEA4LTE &,

2 I, B, AIERAV,

drug

Application for accreditation of foreign quasi- -drug
regenerative, cellular therapy and gene therapy

manufacturer
products .

BRETRENLELE,
BB+ =+ HE%. SHE-eso+ AR
Form No. 18 {related to Article 35 and Article 137—18)

B _me iy o i
v o R AL G AERES B

by b3 2] o £ B

Name of the manufacturing establishment

8 % B © @M # H

Location of the manufacturing establishment

EeA iE o ® a

Accreditation categories

#oEW O BEE R OMEE
Qutline of the buildings and facilities of the

manufacturing establishment 7
o . E %
¥ M o0 ¥ O£ #! Name
The person responsible for the :
manufacturing establishment R
Address

B | (LiEE755e0 4 58 1 THOGREIC L D Ed
i EEEROMENC L
History of having accreditation
being canceled pursuant to the
provision of Article 75—4,
Paragraph 1 ,
(ZHESETSRO ST | HORREIC L 0%
sEmbiiENzCE -

History of having registration
being canceled pursuant to the
provision of  Article 75—5,
Paragraphl

Gﬁwnﬁh@@ﬁﬁ.@mﬁﬁnﬁ &
History of a court sentence of
imprisonment or a severer
punishment

GBI T SER THATEDS L
DXECUESANCER LR

{uorje10di09 B 0 8510 1] §301A188 917} Ul pefesus

" related to
pharmaceutical affairs or
measures taken in accordance
with thése laws and regulations

regulations

C
Violation of Japanese laws and |

(R OENEST TV E
Having received a order for
commencement of guardianship

SIAINIDXD 9Y] JO asoyy Suipnjour) suocneorpenbsip s juesddy

TRTETO ( GOPANIRIS RSO A B AUSFEHD Bk

b

&

Remarks

=

R P I W HOEE A nnew,_._m_mm EREDEELFBR LY,

P [T

drug

T hereby apply for the accreditation of the foreign quasi-drug

manufacturer indicated above.
therapy products

i A H
Year Month Day
21574

Japanese

regenerative. cellular therapy and gene

£
Address

NEX
Foreign language

Qﬂyim BT, 5 WHROFREH] v

Location of the head office in case of a corporation

¥R

Japanese

BXIIEH

Signature

k A

Name

FLEIST
Foreign language

Qm\rﬁmm‘u‘mﬁ, BHRUTRELORH v

Name and name of its representative in case of a corporation

JE SRR
To Minister of Health, Labor and Welfare
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(Notes)

1 Eﬁs\rwmﬁw HELHEIHEA 1 ET 52k,

Use paper of Japanese Industrial Standards Size Ad.

2 COFFHE. ER2ERETsc e,

Applicant should submit one originat and one copy of it.

3 TR B, AVIEEAG, BXESZDOTIL., BHTHOEH EE Dk,

Fill in the form with clear writing with inks, etc...

4 AFMEELEL., EACORIED, HiE LEnT &,

wzﬁ revenue stamp only on the original, not on its copy. Do not cancel it.

5 EEEDRIMICIE, HEI65RE 1 HRUE 2 HES ULE7R0198 S0V TN
% &. LRTack.

Identify in the column of “Accreditation categories” which category specified under

~ Articie 36, Paragraph 1 and 2 or Article 137—1%s applied,

6 HEMOBERFORENCZOENTEHOE TELHT 3T LA TEAVE 2R, Bl

c RO &by LEHEL, AtrEdTae L,

In case there is not enough space to fill in all the information in the column “Outline of
the buildings and facilities of the manufacturing establishment”, write “see attached pa-
per” in the column and attach another paper on which all the information is written,

7 HPEEORERIHADLINA SO E TICE. WEHESTWE S MLy LERL, B
BLEZ. UMRUTEEICHDTREZOERLUERAE%. BMcSDTEZO8H. M., 7
OIERER ARGZEDMITERD D, NEPITEST 3T e EDERRTOERA

B, AWICHOTRZPODEROBRERFER LIERR%. aﬁm KHDTi TH5] &0
FTHE,

Write down “No” in each coluran of (1), (2. (3), (4) and (5) if an applicant doesn't rmeet any
conditions of its disqualifications. If an applicant meets one or more conditions of its
disqualifications, please write down as below.

{1) The date {year, month, day} and grounds for cancellation.
(2) ‘The date (year, month, day) and grounds for cancellation.
{3} Crime, sentence, the date (year, menth, day) of final judgment, the date (vear, month,
day) of sentence,” parole completion.

{4) Description and the year of the violation(s).
(5) “Yes”

BABHL GE=tHt&. BESHE&OT+EE)

Form No.19 (related to Article 37 and Article 137—20)

HESS

Number of accreditation

ZHY

= % &
£ 288 A
BHE W&w%hnn
n:.cm
Accreditation certificate of foreign quasi-drug
regenerative, cellular therapy and gene therapy products

manufacturer

Bf GRAEBDTIE,. 080

Name (Name of corporation}

ﬁ EETOHH
Name of the manufacturing establishment
BOSERTORRTER
Location of the manufacturing establishment
BEOKS

Accreditation categories

EIE8, ERERSO Izt B EELE D S omiic & b
E_E

B % @t SR T 5 C LAY B
LR BT

DL EER TR ORa

ENE

drug
It is certified that the above manufacturer is certificated foreign quasi- drug
regenerative, cellular therapy

Article 13—
and gene therapy products Article 23—24

Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular
Therapy Products, Gene Therapy Products, and Cosmetics.

manufacturer pursuant to of the Act on Securing

& A H
Year Month Day
BEEHERE Fl
Minister of Health, Labor and Welfare
15 4hHARG 22 A Bro
Valid Period From Year Month Day
i F BET
Year Month Day

BRES CE=1bk STt ERo=1 %R
Form No. 20 (refaied to Article 37 and >&Qm 137—20)

A 4 Ty

revenue stamp

$ r_:

Hmu_m FEFEAL

drug
Application for accreditation renewal cm foreign quasi-drug
regenerative, cellular therapy and gene

manufacturer
therapy products

®ow & F B U % A H
Number and date of the accreditation

& pi-1 i 3] e 5

Name of the manufacturing establishment

& # B 9 B £ i

Location of the Emssmmnncﬂnm establishment

2 2 0 K 5

Accreditation categories
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BOEH DM E RO N ®E
Qutline of the buildings and facilities of the
manufacturing establishment

E &
HoE &, o F £ #%| Name
The person responsible for the
manufacturing establishment & FF
Address
B (RENTS50 A3 1 IOk kb 2
i EERDEINREDE
- History of having accreditation
~ being canceled pursuant to the |
& provision of Article 754,
\v Paragraph 1 .
i
w (2NEHTORD 58 1 HofEc L3
e BEROHEIN L

History of having registration
being canceled purspant to the
provision of Article 75—5,
Paragraph 1

AF

B LOc e Sz &
History of a court sentence of
imprisonment or a severer
punishment

(£0112I00I00 B JO BSED Ul SOIAIE I Ui

paBe8us SaAINDSXD SY) JO asoy] Bupnioul) sucresjienbsip sjugonddy

WEFICE Y R THATEDSE
Sﬁrﬁ ST {Blaicl Lis

<_o_mSo= of Japanese laws and
regulations related to
pharmaceutical aflairs or
measures taken in accordance
with these laws and regulations

(SHE R DEHFFITWET &
Having received a order for
commencement of guardianship

SAREET O (S THREIGEH RIS A

® %
Remarks
. mg.% e
Ent N N TR g ] m:auwr AR OB O RF LTS,
- mmmmmmﬁwhun

drug
I hereby apply for the accreditation renewal of the foreign quasi- -drug
regenerative. cellular therapy and

manufacturer indicated above.
gene therapy products

g H &
Year: Month Day

X

Japanese
BB s
Address Foreign language
Am>ﬁ&oda,MHmw%§8§m§ v
Location of the head office in case of a corporation
L Ly {re==a
Japanese Signature
E % yex
Name .
Foreign language
Aﬁ>ﬁmdAﬁ,&$quwwamﬁ v
Name and name of its representative in case of a corporation
ISR
To Minister of Health, Labor and Welfare
GEE
(Notes)

I REORETE. OFRTHEERAAETEL,

Use paper of Japanese Industrial Standards Size Ad.

N mﬁummnﬂmﬂmw Hm _._Nwmuwmﬁﬁrmnmrﬁo

Applicant should submit one original and one copy of it.

3 R, B A VATEDRV, BRichoTiR, #$ilciiozh el o,

Fill in the form with clear writing with inks, etc.,.

4 MRAEMRE., EARCOHMED, #fELEWT E,

Put revenue stamp only on the original, not on its copy. Do not cancel it.

5 BEORSHEICE., IR I HEUE2 H.mmqm%.ﬁ%ﬁu%&%@?&c&»ﬁﬁm«xm@.
m&aMn m..ﬁd.m G Wu

Identify in the column of “Accreditation categories” which category specified under
Article 36, Paragraph 1 and 2 or Article 137—19 is applied.

6 HEFMOMEZEOSERCEORBFROSTREMT B L TE L&, A
iZ TRk B b | LML, BREERHdTaC k.,

In case there is not enough space to {ill in ail the information in the column “Quitline of
the buildings and facilities of the manufacturing establishment”, write “see attached pa-
per”in the column and attach another paper on which all the information is written.

7 BEHEOEARAOLENSEHEETIRE. SHEENTNEEE ML) FERL, &
HEER. OMEUTRHICH OTRTOBRERUERER %, _u.wngmwd.ﬁ%mxSuF Hi Rl
ONEEEF] BRUZFOHITER DD, BT ES 5 LA B0 F0EAR

,@ﬁ?&dﬂﬁ&&%ﬁ&%%ﬁqmmr#ﬂmmm,E%F&Uﬁaﬁ&m_w%ﬁ
gahHTE,

Write down “No” in each column of (1), (2), {3}, (4} and {5) if an applicant doesn’t meet any
conditions of its disqualifications. If an applicant meets one or more conditions of its
disqualifications, please write down as below.

(13 The date (year, month, day} and grounds for cancellation.

(2) The date (vear, month, day} and grounds for cancellation.

{3) Crime, sentence, the date (year, month, day) of final judgment, the date {year, month,
day) of sentence,” parole completion.

(4} Description and the year of the violation(s).

(5} “Yes”
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BRE—H— GEHER SEEZHEE0TFHER . 7 OB
Form No. 21 (related to Article 37 and Article 137—20) : Japanese Signature
z T S - K # -
WAEE | o &, W - - REY
reverwesamp | B, B 0 sty R s Name po e longuage |
. bang drug : Am\,ﬁ&w‘mﬁ. mﬂ%qzmwwmm ¢ g v
Application for S10E€ in accreditation category of foreign quasi-drug ame and name of its representative In case of a corporation
addition regenerative, cellular therapy |’ BAEREAE B ’
To Minister of Health, Labor and Welfare
manufacturer : (3 E)
and gene therapy products (Notes)
— ofes
2 B reditatis cate e a 1 EREOREER, BATERRA4LT RO,
- il - Use paper of Japanese Industria! Standards Size Ad.
I L T H . 2 oS, ER2ERETAI L, .
“umber and date of the accreditation - Applicant should submit one original and one copy of it.
o ! b Br @ e #r 3 FR, M, AYIHEMG, DT, HETioEh N,
Name of the manufacturing establishment Fill in the form with clear writing with inks, ete.,.
@@ B o @ E : : 1 AN, EAKOHMEY . MHE LTV k,
H.onm_u‘ or: of the manufacturing establishment . Put revenue stamp only on the original, not on its copy. Do not cancel it.
WL, XM 5 K 4 5 BEEOEKSBREUEEL. XidEd 2K M, B365E | HRUB 2 HEEXE
Category to be changed or added : i 1TROVIBFEONTIICEYTANEIRTIC &,
WO OB OO O OM OB Moo M ow Identify which category specified under Article 36, Paragraph 1 and 2 or Article 137—
Qutline of the buildings and facilities of the 18, in the column of “Accreditation categories” and “Category to be changed or added” is
manufacturing establishment applied, ]
K # R 0 T SR Sﬁh%ﬁrﬂ, FHL., FEiBs 3ESICE 2 e T OREE
X i
H & #m o #Woff &H| Name TBC L. Tl PORRIFOSTERMT 5T LA TEROE 2, [ TS0 &
The person responsible for the - R - Y .
manufacturing establishment £ Bh) LEHL, JERRENTEL L,
Address In the column of “Outline of the buildings and facilities of the manufacturing establish-
& . # . ment” describe only what is related to the category to be changed or added.
Remarks In case there is not encugh space to fill in all the information in the column, write “se
E ﬁ attached paper” and attach another paper on which all the information is written.
v P I u__Sw:_,_ Wit %%Smwﬂe_mwaukmﬂm.mw L¥Ed, . 7 EESFROBITHBICE. BETL. NEENTAEMCER OV THRIRTEC &,
BHERSRE i Write the person who is in charge of operations relevant to the category to be changed
2. dded in the column of “The person responsible for the manufacturing establishment”
I hereby apply for change in the accreditation category of the forei uasi-dry or adde P D -
¥ APRY 0T addition R B Regencrative, collular | SRR 111 (1) ERRI 1107 BRI 1] (D XOZHE 11 (1) MFS
; i dabove. PTE 1T (1) RBEER 1007 BRE H-U QD =0EREE T 1) wEe” §3
manufacturer indicated above. : 2R 4B (]) AESHORIENT
therapy and gene therapy products- HES
s A g , *mmﬁl._ul AHE.TPWNEA..@%H -
& .
Year  Month Day e e
21578 i
apanese N )
thas X B ® = AREAH
£
Add JHEST " -
Tess Foreign language . ) 2 |~ B &R
(ENeDOTE, T s WHHOME o) % e = =
Location of the head office in case of a corporation i 74 :
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{Notes)

1 FRHOREEE. OXRTERRA4LTEC 2,

Use paper of Japanese Industrial Standards Size Ad.

2 CORFESEIE. EI2EEHT AT &,

Applicant should submit one original and one copy of it.

3 FE. 8B AYIFERL, S0, #BE RO LB,

Fill in the form with clear writing with inks, etc...
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conditions of its disqualifications. If an applicant meets ene or more conditions of its
disqualifications, please write down as below.

(1) The date (year, month, day) and grounds for cancellation,

[2) The date (year, month, day) and grounds for cancellation.
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month, day) of sentence/parole completion.

[4) Description and the year of the violation(s).
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Name and name of its representative in case of a corporation,

1. Fr
Address

(] yrgndor g

Signature
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To Minister of Health, Labor and Welfare
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(Notes)
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Use paper of Japanese Industrial Standards Size Ad.
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Applicant should submit one original and one copy of it. )
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Fill in the form with clear writing with inks, etc.,.
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Put revenue stamp only on the original, not on its copy. Do not cancel it.
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Write down “No” in each column of (1), {2}, {3}, {4) and {5} if an applicant doesn’t meet any
conditions of its disqualifications. If an applicant meets one or more conditions of its
disqualifications, please write down as below.

(1) The date {year, month, day) and grounds for cancellation.

{2) The date (vear, month, day) and grounds for cancellation.

{3} Crime, sentence, the date {year, month, day)-of final judgment, the date (year,

morith, day) of sentence/parole completion.

{4} Description and the year of the violation(s).
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