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Form No. 63-5 (related Article 114-15)
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revenue stamp

Application for the registration of foreign

o &
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medical device

in vitro diagnostic

TOP ~

manufacturer
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15

N I 7

Name of the manufacturing establishment

® & P oo gt £ M
Location of the manufacturing establishment
wWyE PO HEAE K 4

The person responsible for garr%;
the manufacturing establishment Address

(U013BI0dI00 € JO 9SED UL SOIIAIdS 9Y3 UL posesud

SOAIINOOXO 9} JO 9soyj Jurpnour) suonedienbsip sjuedrddy

ERFET S CIMRIKESARFEH S AN T AV FH-F) tkmt&

(1)

EHETRO 4 FH 1HOBUEIC LY
MEXRVHINTZZ &

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

(2)

IEHTHSRD b 55 1 HOMEIZ XL
BexrioHancz &

History of having license being
canceled pursuant to the
provision of Article 75-5,
Paragraph 1

3

L. E N B2 b
History of a court sentence of
imprisonment or a severer
punishment

(4)

HRICEHT HETTEHRTED D
b O UT Z U HES S IAFITEK
Lz &

Violation of Japanese laws and
regulations related to
pharmaceutical affairs or
measures taken in accordance
with these laws and regulations

(5)

BRI OFH ZZ T TND 2 L
Having received a order for
commencement of guardianship

(] 5

Remarks

kil

above.

F

Year

= RO
(L ANAGIREIVSE S

I hereby apply for the registration of the foreign

A H
Month Day
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medical device
In vitro diagnostic

manufacturer indicated



L

Japanese
(B
Address  4MEL
Foreign language

Location of the head office in case of a corpora

(%Ambofﬁ\Ité$%ﬁ®ﬁE% l
tjon

H 3'e
) B4
Japanese
Signature
K 4
Name SR ESC
Foreign language
. BENTHHOTIL, APRMONREE DA
JEA TR R JB ( Name and name of its representative in case of a corporation )

To Minister of Health, Labor and Welfare

(EE)
(Notes)

1 HMORE S1F, AARTERKAL LT L,

Use paper of Japanese Industrial Standards Size A4.

2 ZOWEEET, ER2@RHTL L,

Applicant should submit one original and one copy of it.

3 FUX B AT EEHO, HUTHOTIE, BETIESZY LELZ L,

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

4 IAFRIE, IEARIZOZAEY | HE1Z L2 b,

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

5 HEHEDOKKEHDDMN L GMRICIT, HigdENRNL & T L) LRflil, oL
. DECQOMICHSTIZOBEBEUEA BHE, QICH O TIXZDIR, . FomETFA
HERZOBITEKDY , UTBUTEZIT 5 Z R RO GEFF0FEA B2, (WfichH D
TIEZDERKDOFEFELNER LIZFEA BE, GICHOTE (D) Li#liT5Z L,

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”
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