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BAEAR+TZ=Z0RE CGBE -MUERo+LRR)

Form No.63-5 (related to Article 114-15) TOP ~
TONGIE: OB B B s i so
revenue stamp RO 2 T FH = 3K PHERIERA NS
Application for the registration of foreign medlcal dgvme . manufacturer
in vitro diagnostic
P & At %) 4 g
Name of the manufacturing establishment
il i T %) T 1E Hh
Location of the manufacturing establishment
wowm om0 % M o#H| N H
. ame
The person responsible for T
themanufacturing establishment P
Address
S 3 %>0)EF' (1) EFETBROAF1IHOBEIZLIVRELZIDHESN DU LOANS 3FEL R
g S, Kk LTV
S S Bk Applicant whose accreditation was canceled pursuant to the provision
B . . A
=y g,g 5~ of Article 75-4, Paragraph 1 and who is awaiting a lapse of 3 years
o' T eElk from the date of said rescission
88N [@ EH 152055 L HOBEIC LD BNV H &, BUBCOAAE 3
Sz FEZfm L TR nE
rf'SQ: H Applicant whose registration was canceled pursuant to the provision
5& B of Article 75-5, Paragraph 1 and who is awaiting a lapse of 3 years
3= from the date of said rescission
58 3 | @ ERUEOIMIME S, TOPITZRD0 | JNIPITZ22T 5 2 7R
58 3 {Hofth, 3EEARBLTOARNE
28 K Applicant who has a history of a court sentence of imprisonment on
0% severer punishment and has not passed 3 years since the execution
S5 Iz was completed or no longer received
58 py | @ B, RELTARMERGE, #9) & ORI BGHE L OMIEFICHT 57k
52 5 BCERTED D O XE I IUTIEAS SADTER L, £ DERATA D b
E 5 2 DIZAND 2ELRIE L TWVRNE
QM Applicant who has a history of violation of Law, Narcotics and
E5 Psychotropics Control Law, Poisonous and Deleterious Substances
go Control Law or other laws and regulations related to pharmaceutical
8@ |z : v . g b utica
po = affairs specified by Cabinet Order and has not passed 2 years since its
® e = date of the disposition
2o I TEE, IR oA TR TR
5@ & Addict on narcotics, cannabis, opium or stimulant
“g H® FEFRDFERE DOFEFIZ K 0 SMERLE EE DR 2 W IE(CAT D ICH DTl
5e 7 SRR, CHIT R O B 2 AT 5 L S TR AN
= /5 Applicant who cannot properly perform the necessary recognition,
8 < Tg judgement and communication to perform the work of foreign
S, & B manufacturers properly due to mental dysfunction
& Z [ (D) NEEER O EGZMmEON T ZENTE DHMMK R E B9 5 &
=) RSV AWNTAS o3
Te Applicant who is not recognized as having knowledge and experience
- to properly carry out the work of foreign manufacturers
fii =]
Remarks
- = R B & i -
=i ! e = il E=S
J:naﬁ & D\ {¢%E?%ﬁﬂq@%[ﬁl OD%%L%%‘O)EA?C%%EEuH Lij—o
I hereby apply for the registration of the foreign medical device manufacturer

in vitro diagnostic

indicated above.

F

Year

A H F L
Month Day Japanese

15



- HE
£ FT Foreign language

Address [ ENCHOTL, E=DFEITOFTER ]
Location of the head office in case of a corporation
FH L
Japanese
NG5,

Name Foreign language

ENCHO T, AL UIRER DRA

Name and name of its representative in case of a corporation

JEATEIRE B
To Minister of Health, Labour and Welfare

(EE)
(Notes)
1 HOREIIE, AdLT5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWREEI. ERI2@EREHTLIZ L,
Apphcant should submit one original and one copy of it.
3 I, | AT EFEEHAD, HUTHOTL, BETITOE Y EESZ L,
Flll in the form with clear writing with inks, etc.,.
4 IXAEBEIE., EEARICOZRREY | HEIZ L7222 Lk,
Put revenue stamp only on the original and do not cancel it.
A DRIEFREO MM (DI E TITIZ, BEFEERRNWEET ML) LE#HL. &
% & % . (DI E @M > TIEZ ODEEEEI&U\EF—H A%, GOWichHo>TixZDdk, i, Flo
EEFH AR OZOPITE KDY UTPITEZT D 2 N2 22813 TOFEHA A %, (4)
BIZ oD TUEEDEROFELOER LIZFA BEGL#ET 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 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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HABORE ST, AdETH2 L,

TIE, METH- & ELZ L,

*OHDHMITFHA LN &

[EFHa— FOR B ERLET 2EH 2 — ROJICOMZATZ &,

FUETEDO¥EE 2 — FOBBEFLT D2HAICBWT, HFE0XEFEa—F (9ffoEEa—FD
FSHLTE3HIA TO00] DHLD) OBFEEA L TWARWESIE, 1 HFEOEXEa—F) & T2l
BT D¥Ea— ] OmFICOFIZfd 2 &,

MBERT S PTEASEN IR WNEEF SO S TXESR) | X, EFa ez &5 &+ 2 0iEmsE
OFEMOEERF IR 2T 2 2 &, AEEEICH> UIEAEZTRHTDHZ L,

(50 2372 ) MillE, K4 SUIAFRE L < IFBLEFTEDOAFRD 5D B2 O bR/ Titdi 25 2 &,
RS FENDIMBELLMOLGEIL. TS LENV L) FEEMKTHZ L,

[RA XT4 R ML, i OXEF 2 — FOBEICH > TUIHFFEEOKRL (EANCH-> TT4
BrR) ZIEREZRLET 5 2 &,

MBS OAFR) ML, BEFTEOEE a2 — REEKICh > UIEFIELZIT L9 &3 o5
FTD4 % IEHEIC R T 5 2 &,
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