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Form No. 18 (related to Article 35 and Article 137-18) TOP ~
] E O
T S E A SMERGEEE e
revenue stamp B L,
drug
Application for accreditation of foreign quasi-drug
regenerative, cellular therapy and gene therapy
manufacturer
products
PG & GBI 72) 4 PR

Name of the manufacturing establishment

il 1 AT 2 AT 1 H
Location of the manufacturing establishment
B E D X 97

Accreditation categories

A

Outline of the buildings and facilities of
the manufacturing establishment

O HOoE & W oo WM =

W& P

The person responsible for the
manufacturing establishment

O HoOE# EI\Elam%l
* pr
Address

AR S

(D) EFETBRO 4 F 1AOBEIC L VRBELI S, BUHLOHMD 3EERE L TORNE
Applicant whose accreditation was canceled pursuant to the provision of Article
75-4,Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
rescission

(uoryerod.iod

(2) V55 75 50 5 3 1 DBUEIZ & 0 BERZ T S AL, BUH L O HD 34EE R L CORNE
Applicant whose registration was canceled pursuant to the provision of Article 75-5,Paragraph
1 and who is awaiting a lapse of 3 years from the date of said
rescission

% A0 ST -k

3 %U\fi@%ﬂﬂlﬂﬁ DL, TOHITEREDY , UTTEIT D Z e Ied7-t%, 3F4&hR
TR
Applicant who has a history of a court sentence of imprisonment on severer
punishment and has not passed 3 years since the execution was completed or no
longer received

(4) 15, BRERCOTRS SIS, 4 S OB ORI DIES TR TED D DX
AU SHNTER L, ZOERATAD DT H DD 22008 L TU VR
Applicant who has a history of violation of Law, Narcotics and Psychotropics
Control Law, Poisonous and Deleterious Substances Control Law or other laws andregulations
related to pharmaceutical affairs specified by Cabinet Order and
has not passed 2 years since its date of the disposition

(B) FREE, Kk, o ~AIRIEAIDO T s

Addict on narcotics, cannabis, opium or stimulant

(6) FEHRORERE ORI X 0 SNERLE SR DR & LI T 9 WO G 72> LB 7ea i, T OV
WABYNAT ) Z &N TERNE
Applicant who cannot properly perform the necessary recognition, judgement and
communication to perform the work of foreign manufacturers properly due to
mental dysfunctlon

® JO 9SB) UL sareje [eonneoeurreyd Jo SoolALes oY) J10] a[qIsuodsal
SOAINOSXd 93} JO 9soy) Surpnpour) suonedyrenbsp sjuedrddy

LI TDREIIRSOC DRI 7 SO T

(D) SHERSEEE DFEGZEOUNAT 5 Z EACTE DHM Oz A7 5 L bIVANE
Applicant who is not recognized as having knowledge and experience to properly carry out the
work of foreign manufacturers

i %
Remarks
g% &
FRc k. E RS A OANERLEEE ORREAHEE L E T
P AR AL,
drug
I hereby apply for the accreditation of the foreign quasi-drug

regenerative, cellular therapy and gene

manufacturer indicated above.

therapy products




s A H
Year Month Day

FRC

Japanese

* Fr HNESC
Address Foreign language
[ ENCHOTIE, i 5 FEFTOFTEH
Location of the head office in case of a corporation
FC

Japanese

KA 5w
Foreign language
[ ENZHSTL, AR OREE DA
Name and name of its representative in case of a corporation
JEATHEIRE. &
To Minister of Health, Labour and Welfare

(CEy=0)
(Notes)

1 HfoORE I, AdLT52 L,

Use paper of Japanese Industrial Standards Size A4.
2 ZOWEEEL FRI2EEHTHZ L,

Apphcant should submit one original and one copy of it.
3 FHX B A VFEEAN, HUIHHOTUL BETITOEV LELZ L,

Fill in the form with clear writing with inks, etc.,.
4 PAHRKRIE, EARICOAAEY | HE1Z L2 &,

Put revenue stamp only on the original and do not cancel it.
5 FVEDKAMMIIE, 55 35 455 1 MO 2 T 53U 137 /0D 18 F5 5DV HUTE Y T 57 %L
oz,

Identify in the column of “Accreditation categories” which category specified under Article 35,
Paragraph 1 and 2 or Article 137-18 is applied.
6 HLEFTOREGEROMERICE ORUEEFHO R TEFMT H N TE RN e ZiE, R TH#Ko

LBV LEHL. BMETRT 5 2 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 paper” in the
column and attach another paper on which all the information is written.
7 HEEEOKEEHEOOMN M E TIIE, MEEENRWE XX 2L LitHiL,. 5 L&
(BB OMI B>~ Z OB L O A%, @B CHEZOR. i, IOREEER B LOZ0
BUTERDY . UTBITE%T D 2 L3 e otz G832 OFEH B, WIS > TUTEDER DS
FRNER UTAFEH A ZFET 52 &,

Describe “No” in each column of (1), (2), (3), (4), (5), (6)and (7) if an applicant

doesn't meet any conditions of its disqualifications. If an applicant meets one or more
conditions of its disqualifications, describe as below.
Column (1) and (2):  The date (year, month, day) and its ground for the cancellation.
Column (3) ©  The date (year, month, day) of final judgment of the crime, sentence and the
date (year, month, day) of the completion of its execution.
Column (4) : The fact and the date (year, month, day) of its violation(s).
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