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BRXEARTZDERE FEEHNEO+HER)
Form No. 63-5 (related Article 114-15)

UG o Ho® Y
revenue stamp RS2 T 15 3 PMESGESRE BB
Apolicati . . . medical device
pplication for the registration of foreign in vitro diagnostic manufacturer
:l i B D 4 PR

Name of the manufacturing establishment

I

Location of the manufacturing establishment

P %) At £ Hh

® % P oo H ML K
The person responsible for T
themanufacturing establishment

K 4

Name

Address

g“ DH
3 R

= ¥
Er' %E‘

o I

::s AN

(

BJO 9SEBD UI SATefje [eorynaoeuwrreyd Jo S991AIS oY} 10J o[qIsuodsa
SOAIINO9X® 83 JO 9S0Y3 SUIpn{oul) suoreoyIrenbsip s,jueorddy

(CFohpREMIRE OV DRV 77 SO ER 7 8 L5 A O ST -TH) ok

(D) BEFHBROAF1IHOHEICLVBELZRD HIN. UL O AN D 3F &/
WL TR
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

Q) EBTBROSF1TRHOFEIZLVBREKZINVEIN, BTWHLOHEND 3
R LT
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

) FHLL EDOJMILE S, TOFITZRXD D XiTPITe%T 2 Z &N
7pofte, 3FARE L TWRWE
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) TE. JRFE R OVl R PR FE IR | ﬂi%&@ﬂ%ﬁﬁ#/ﬁ% DOMFEFITEHT HIE
BCEATEDD HO XL AU S AFITHER L, £ OEKITA D &
DT HND 2FEZ R LTV RNE
Applicant who has a history of violation of Law, Narcotics and
Psychotropics Control Law, Poisonous and Deleterious Substances
Control Law or other laws and regulations related to pharmaceutical
affairs specified by Cabinet Order and has not passed 2 years since its
date of the disposition

(B) FIEE, KWk, oA XTTEAIO PEE

Addict on narcotics, cannabis, opium or stimulant

6) ﬂ%ﬁ'@%ﬁ%@[‘%%@i £V %%ﬁ%ﬁ@%ﬁ’ﬁ:@EKﬁ INTHTZDOTHL
SLREIN, HE R OB BBUR A @ UINIAT O 2 E N TERNE
Applicant who cannot properly perform the necessary recognition,
judgement and communication to perform the work of foreign
manufacturers properly due to mental dysfunction

(@) %.&7)%%%%‘%%3’%% WUNIAT D ZEDRTE LM OREREAT 5 &
pich cﬁ l/ A
Applicant who is not recognized as having knowledge and experience
to properly carry out the work of foreign manufacturers

=

Remarks

EEICEY.,

I hereby apply for the registration of the foreign

KW BB
RO 25 7 F 5 5,5, DOHNEREEZ OB ERTE L ET,

medical device
in vitro diagnostic

indicated above.

F

Year

A H
Month  Day
H S

Japanese

15
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£ A AEX
Address Foreign language

ENZHOTIR, £ D EFEFTOFTER
Location of the head office in case of a corporation

FH L

Japanese

SR VR
Name Foreign language

A BT, AFROHEE O R4 ]
Name and name of its representative in case of a corporation

JEATEIRE B
To Minister of Health, Labour and Welfare

(EE)
(Notes)
1 HAfoOREIIE, AdLT52 L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWEEHEZ., ER2@EENTAZ L,
Apphcant should submit one original and one copy of it.
3 I, | AT EEHY, BUTHOTUL, METEHSE D ESZ L,
Flll in the form with clear writing with inks, etc.,.
4 WAL, ERICOZEEY | HEHIZ LienWZ &y
Put revenue stamp only on the original and do not cancel it.
HE OREEEOMD D (M E TITIE, YZFEERRWE XX L) LRl b
%L % . (DI X @I > TIEE ODEEEEI&U\EF—H A%, @ichoTIxZz DR, H., Fo
WeEHEH A LT OHITE KDY | T HIT2521T 5 2 /e o A3TOFEA A%, (4)
MZH O TIZEDERK OEERNERX LIZFA HELETLZ &,
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 the 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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