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el & At ) At 1£ Hhs

Location of the manufacturing establishment

wow om0 x o o#| A
The person responsible for the & 7
manufacturing establishment P
Address
SZH | () EFEBROABIHOBEICIVBEZRVHSN, MELOH N L3FEZ
] R L Cunipngg
%i 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
A the date of said rescission
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;? Applicant whose registration was canceled pursuant to the provision of
T Article 75—b, Paragraph 1 and who is awaiting a lapse of 3 years from

the date of said rescission
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(z 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
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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
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Addict on narcotics, cannabis, opium or stimulant
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Applicant who cannot properly perform the necessary recognition,
judgement and communication to perform the work of foreign manufacturers
properly due to mental dysfunction
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Applicant who is not recognized as having knowledge and experience to
properly carry out the work of foreign manufacturers
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I hereby apply for the registration of the foreign in vitro diagnostic manufacturer
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Location of the head office in case of a corporation
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Name and name of its representative in case of a corporation
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To Minister of Health, Labour and Welfare
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Use paper of Japanese Industrial Standards Size A4.
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Applicant should submit one original and one copy of it
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Fill in the form with clear writing with inks, etec.,.
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Put revenue stamp only on the original and do not cancel it
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Describe “No” in each column of (1), (2), (3), (4), (56), (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) i The fact and the date (year, month, day) of its violation(s).



