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Form No. 18 (related to Article 35 and Article 137-18) TOP ~
= 3 H
IONEI7E:S [ S () ST AEREFESE WBEFEF
revenue stamp AR R A
drug
Application for accreditation of foreign quasi-drug manufacturer

regenerative, cellular therapy and gene therapy products

®qo®E B0 4 W
Name of the manufacturing establishment
oo OB o BT fF i
Location of the manufacturing establishment
B E 7 S 73
Accreditation categories

WG O MG R MO M E

Outline of the buildings and facilities of the manufacturing establishment

B B0 F AL K 4
The person responsible for B\I;Iam)?eﬁ
the manufacturing establishment Address
e | DIERTEERO 4 5 1 HOBUE LV EE
=) Bz &

\
Vs

History of having accreditation being canceled
pursuant to the provision of Article 75-4, Paragraph 1

QUESHTHERD b 55 1 HOMIEIZ L 0 Bz
BoiHasnizZ &
History of having registration being canceled
pursoant to the provision of Article 75-5, Paragraph 1

Q)EEHELL O B Z &
History of a court sentence of imprisonment or a
severer punishment

(DFEFITFIT DIED UL AU ES < W5y
\ER L7ZZ &
Violation of Japanese laws and regulations related to

pharmaceutical affairs or measures taken in
accordance with these laws and regulations

Gtk ABIROEH 23T T Z &

Having received a order for commencement of

ERFETS  (LSIThR

S CORTHES A TA ST NS

B JO OSBO Ul SOOIAISS oY) Ul Padesue SOATNIOXS
o3 jJo esoyj Surpnpour) suoresgIenbstp sjueonddy

guardianship
=
Remarks
= M
FRUCED, B K A S OSNERSEEERE ORBEEZHEE L E T
LA B S drug
I'hereby apply for the accreditation of the foreign quasi-drug manufacturer indicated above.

regenerative, cellular therapy and gene therapy products

4 H H

Year Month Day FC
Japanese
£ Pt
Address  #MESC
Foreign language
BN ST, B 2 FRFTOFTE )
Location of the head office in case of a corporation
HC (EpdEs22
Japanese Signature
K 4
Name SMESC
Foreign language
. ENZHOTUL, AR ORFEDORA
JEAET TR J ( Name and name of its representative in case of a corporation)

To Minister of Health, Labour and Welfare

15



(=R
(Notes)

1 O RE S1E BARTZERMSA4 L3528,

Use paper of Japanese Industrial Standards Size A4.

2 ZOWHFEEL, IR 2 EEHTH 2 L,

Apphcant should submit one original and one copy of it.

3 L. B A7 EEHAV, HUTH ST Féfif IoED &EL L,

F1]l in the form with clear writing with inks, etc.,.

4 AERRIE, ERICOMTY | HEIZ LN &,

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

5 FVEDKIARIIIL, 5 36 455 1 MO 2 A5 SULER 137 20D 19 5 DWTIUTEY T 50 &R
T szl

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

6 BUETORSERHOBMZEMRICZ OFLEFHO T X TEAFIHT 2 Z LN TE RN E XL, [T T
LBV LRl BRRAINMTT D Z &,

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 paper” in the column and
attach another paper on which all the information is written.

7 HEEEORKESEADOOMNHEMIE TITIE, MREFENRVE X T L) LitliL, o3
R ORI > TEE OB L OYEA B4, QMRICH > TIEE DR, i, FlofEEsFA A &U\%@%ﬁﬁ
DY | UTHATEZT D 2 7 o783 2 OFEA H a2, WIIZH > TUIZEDEKOFIKL
EX LA BZ, Oich UL Tha) LitdTsZ &,

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( year, 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”

16
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Fix, EETIEOIYEILE,
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[FEEI—ROR L EFEFET HEEINOMEFMITIE,
BHEEDEEI—ROWOEZEI-RDSETIMMNATO00 ] DED, ) DEHFEL TLVRWNGEF, 1HE
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[EERFE L. EHAEZTLOETIHERFOMEHOEEFERELET DL,
[AUNR L. REXFEHE KIEEFZEDLIRDAUNBEVDOLARTIEHTILE, HRXE
HIENSIRFDLIDF AL, [DALENNLL IZEEKT DL,
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[ELERTEOLIMIRME, BERMEOEEIRERICH OTULIEFAFLEZTLSET HHEFTDLI
FIEREICERE T BT,

MERTXIEFTEH RIS, EETF R LN DIEREICEEET 5L,

[BEES IR, KREAEEEE (FEEFTEOLAMBEICEE L - EMEDEREEESETLE
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MREHEFAH & BEREFIRHEIIFAHELTT L,

FEFHEOR L. BERLESETIEHBDERIZZLTIHDICOMERITHIL,
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