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Form No. 18 (related to Article 35 and Article 137—18)
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revenue stamp TR At
drug

Application for accreditation of foreign quasi—-drug
regenerative, cellular therapy and gene therapy

manufacturer
products

b 1 B4 » 4 i

Name of the manufacturing establishment

u b At ) At 1£ Hh

Location of the manufacturing establishment

B E %) X Z)
Accreditation categories

®o@E oo M OE R W oo M
Outline of the buildings and facilities of
the manufacturing establishment

Wow o oo % w| Ly
. ame
The person responsible for the T
manufacturing establishment f Pt
Address

(DVEFHTBERDAFEIHOBEIZ LY
MEXROEINTZ &
History of having accreditation
being canceled pursuant to the
provision of Article 75—4,
Paragraph 1

() EFHTRDOSFHIHDOBIEIZ LY
Bekr W iEI N2 &
History of having registration
being canceled pursuant to the
provision of Article 75—05,
Paragraph 1

(3) ZEHHLL O BT Z &
History of a court sentence
of imprisonment or a severer
punishment

() FFHIZEHT HETTEHR TED
56 DXITZNITES LIS
B L=Z L
Violation of Japanese laws and
regulations related to
pharmaceutical affairs or
measures taken in accordance
with these laws and regulations
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Nnooxa ayj} Jo osoyj SuIpnyour) SUOT}BOIJTITenbsIp s juedIfddy
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drug
I hereby apply for the accreditation of the foreign quasi—drug
regenerative, cellular therapy and gene

manufacturer indicated above.
therapy products
es A H
Year Month  Day

L
Japanese
£ At HRET
Address .
Foreign language
[%ﬁ)\a:&;omi\ F72 5 EHHOFHER ]
Location of the head office in case of a corporation
3L ErE4
Japanese Signature
S\ R
Name Foreign language
ENCHHSTIE, AL OREREDRA
Name and name of its representative in case of a corporation

JEATHERE B
To Minister of Health, Labor and Welfare

(EE)
(Notes)
1 HMORE IIE, MET5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOHEEL, ERI2ERHTD L,
Applicant should submit one original and one copy of it
3 FUL. B AV EEHW, THOTIL, METIEHSZ Y LEL DL,
Fill in the form with clear writing with inks, etc.,
4 YWWAHIHKIZ, ERICOAZAED | HEEIZ L2 &,
Put revenue stamp only on the original, not on its copy. Do not cancel it
5 FREDORIHICIE, H36FRFIH MK OE2EA H X ITHE13THRD19K 5 DWT IUTIE Y T 5 &R
THI L,

Identify in the column of “Accreditation categories” which category specified under

Article 36, Paragraph 1 and 2 or Article 137—19 is applied
6 HLERTOREEZR O EM I O FHEHORTEFEH T L Z LN TE RV E XX, RIS TR
DEBY ) LREL, AR 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.

T HEEEOXREEEO (DN D WO E TITIE, YFEERWE XX ML) LidHL, HD L X
. OHEECQMIZHSTITZEOHBLOHEA HEZ, QMWICHOTIXZEDOIE, . FlofkEEsFH
HEORZEDOHITEKDD . FHITE2 2T D 2 ENRLS BTG EITFOFEA B Z, (DMMIZH ST
IXEDEXDOFEFERLOER LIZFEH B ZRE#T 22 &,

Write down “No” in each column of (1), (2), (3) and (4) if an applicant doesn’ t meet
any conditions of its disqualifications. If an applicant meets one or more conditions of i
ts 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).
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Form No. 20 (related to Article 37 and Article 137—20)
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Application for accreditation renewal of foreign quasi—drug
regenerative, cellular therapy and gene

manufacturer
therapy products

weooE & 5 ko # A H

Number and date of the accreditation

R i Bl » 4 R

Name of the manufacturing establishment

el 15 At D At 1E H

Location of the manufacturing establishment

s E D X Z)
Accreditation categories

®MoE oo #HOE & WMo M OE
Outline of the buildings and facilities of
the manufacturing establishment

WO o oo ® O #|
. ame
The person responsible for the T
manufacturing establishment f Pt
Address

(DVEFHTBERDAFEIHOBEIZ LY
MEXROEINTZ &
History of having accreditation
being canceled pursuant to the
provision of Article 75—4,
Paragraph 1

() VEFHTBEDOSHEIHOBEIZ LY
BakrioiHancz &
History of having registration
being canceled pursuant to the
provision of Article 75—5,
Paragraph 1

(3) ZEHHLL O BT Z &
History of a court sentence
of imprisonment or a severer
punishment

() FEFHIZEHT HETTEHRTED
56 DXITZNITES LTI
B L=Z L
Violation of Japanese laws and
regulations related to
pharmaceutical affairs or
measures taken in accordance
with these laws and regulations
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drug
I hereby apply for the accreditation renewal of the foreign quasi—drug
regenerative, cellular therapy

manufacturer indicated above.
and gene therapy products

S A &]
Year Month  Day

H L
Japanese
= HEST
Address .
Foreign language
AT HO T, T 5 EBHTOFTER ]
Location of the head office in case of a corporation
5 @i E4
Japanese Signature
K4 pEx
Name Foreign language
[Yi]\c:%oﬂi\ LR O EH D K4 ]
Name and name of its representative in case of a corporation

JEATHERE B
To Minister of Health, Labor and Welfare

(ER)
(Notes)
1 JHRORE SIE, METHZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEEIL ERI2EBRHETL L,
Applicant should submit one original and one copy of it
3 FE, B AV IEERAV, BCH O T, METHE Z Y 2EL L,
F111 in the form with clear writing with inks, etc.,
4 WAHEIE, EARIZOZRAED | HHIZ LD &,
Put revenue stamp only on the original, not on its copy. Do not cancel it
5 FREDKIMNTIL, HI6SRF I L O HE2HS 5 XUTH13TRDI9F 77 DV T IUTTE Y T D 2% il
THI L,

Identify in the column of “Accreditation categories” which category specified under
Article 36, Paragraph 1 and 2 or Article 137—19 is applied.
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DEBY ] LR, BIEIRMTT D2 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.
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Write down “No” in each column of (1), (2), (3) and (4) if an applicant doesn’ t meet
any conditions of its disqualifications. If an applicant meets one or more conditions of i
ts 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).
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) . . . . medical devi
Application for the registration of foreign nedieal device . manufacturer
in vitro diagnostic

P i AT » gd P

Name of the manufacturing establishment

el 15 At %) At 1E Hh

Location of the manufacturing establishment

K 4
# % P oo H O£ & Name
The person responsible for the
manufacturing establishment F Fr
Address

EBISEROAFIHOBEIC LV RE
FRVEINTZ &

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

L T55 D5 IHOBLEIT L 0 Bk
IV HEINTZ &

(2) History of having license being
canceled pursuant to the provision
of Article 75—b5, Paragraph 1

HELL EOC S S b
(3) History of a court sentence of
imprisonment or a severer punishment

HEICHT 2EFTEHATEDD b
D XN Z T FED A ITER LTz

Z &
) Violation of Japanese laws and
regulations related to
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pharmaceutical affairs or measures
taken in accordance with these
laws and regulations
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. . . medical device
I hereby apply for the registration of the foreign in vitro diagnostic manufacturer

indicated above

S A H
Year Month  Day

HC

Japanese

* B HREC
Address Foreign language
[EAK%on\iké$ﬁﬁ@%ﬁﬂ ]
Location of the head office in case of a corporation
L B4
Japanese Signature
K 4 smxw
Foreign language
[ ENCHHS T, AR OREEDORA ]

Name and name of its representative in case of a corporation

BT B
To Minister of Health, Labor and Welfare

(FE)
(Notes)
1 HMORE IIE, MET5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEET, ErRI2BRHTL L,
Applicant should submit one original and one copy of it
3 FiE. B, AU IEEZHW, UTHHO T, METIIOE LELZ L,
Fill in the form with clear writing with inks, etc.,
4 IAHBRIE, EERIZOARAEY . HHIZ L2 &
Put revenue stamp only on the original, not on its copy. Do not cancel it
5 HEEHEORKEEEO (DML (DMICIE, ¥eZEENRLnWE X T L) titdl, 5 & X3,
(D) ETQWZHSTIFZOHRBLOFEA BHZ, QMIcHHOTITZDOIE, ., HlofEFH B LT
TOHITEEDY | FTHITE2ZIT D 2 BN ROTGRITZEDOFEA B EZ, (DMICHOTITZED
ENOFEERONERK LFEA B ERE#HTH L,

Write down “No” in each column of (1), (2), (3) and (4) if an applicant doesn’ t meet a
ny conditions of its disqualifications. If an applicant meets one or more conditions of it
s 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).
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Application for the registration renewal of the foreign

medical device

in vitro diagnostic

manufacturer

oo F 0w kT # A H

Number and date of the registration

R i AT » 4 R

Name of the manufacturing establishment

el 15 At %) At 1E Hh

Location of the manufacturing establishment

wow o oo o ® o ox| NP
. ame
The person responsible for the T 7
manufacturing establishment EC
Address

EBTISEROAFEIHOBEIC LV RE
FRVEINTZ &

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

LTS OHEIHOBEIC L0 Bk
FRVEINTZ &

(2) History of having license being
canceled pursuant to the provision
of Article 75—b5, Paragraph 1

HELL EOC S S b
(3) History of a court sentence of
imprisonment or a severer punishment
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(4) Violation of Japanese laws and
regulations related to

pharmaceutical affairs or measures
taken in accordance with these
laws and regulations
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medical device

I hereby apply for the registration renewal of the foreign in vitro diagnostic manufacturer

indicated above

& A A
Year Month  Day

S
Japanese
£ BT SN EST
Address .
Foreign language
[ WA HOTIE, 72 2 BT OFTEH ]
Location of the head office in case of a corporation

L @ires

Japanese Signature

K4 gEx
Name Foreign language
EACHOTIE, AR OREFDKA }

Name and name of its representative in case of a corporation

JEAETTERE. B
To Minister of Health, Labor and Welfare

(ER)
(Notes)
1 HORE IIE, MET5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWEEL, ERI2ERHT5 L,
Applicant should submit one original and one copy of it
3 TFUE, B AV EEHV, BCHHOTIE, BETIIX ) L ELL D L,
Fill in the form with clear writing with inks, etc.,
4 WAHKRIEL, EARIZOZRAED | JHHIZ L2 &,
Put revenue stamp only on the original, not on its copy. Do not cancel it
5 HFEE OXKMKED (DO (DMIZIE, UiEHEENRVNE ST T2l LR, &5 &3,
(D ERQWHHO>TEZEOHBKLOEH BZ2, GMICHOTITZEDFE, M, HofEFH A LD
ZOHITEKRDY | XFTHITE2Z T H Z RN RO LAITZEOFEA R EZ, (DMICH>TIEZED
EOFEROER LTZFEA HERR#HTH2 &,

Write down “No” in each column of (1), (2), (3) and (4) if an applicant doesn t meet
any conditions of its disqualifications. If an applicant meets one or more conditions of i
ts 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).
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