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it ¥ &
4 A H
L %AK%OTﬁ\E)
EJ%(R%%%%@%E%
&:%(%Ambofﬁ‘%)
TR O FEHE DK4
I UL e %

(FEE)
1 Ao REE, METHZ L,

COHEEL, ERBRHTZ L,

FIL, B AV FEEHO, BETITIOED EES L,

EHE IIEEENE ORI IL, BEEICH O TULZTOENIKAIRI TH 5 & X 13FDFH O HA|fN4 ED
e KOG A H %2, BEEINE ICH O TUXE OB DR HEINSRF 1T K OF 2 X FHIIFE D245 DUV
NI T H0EmaE 52 &,

5 HWFEEOXKMEEFLEDO (DG (DIE TITIX, YEFEEN LWL XX T72L) L, oL, (D

B RQMZH SO TUIZOBHLOHEA HZ, QMIch o TiTZ 0k, . FoMESEA B LOZEOHITE
B, XTIBIT22 5 2 LN ROTBAIXT0EA B a2, WIICHHO TUIZFDER DOFF K ONER
LA HZEEBMIcRElT o2 &,

= W DN




FRREHE N GE =185k, BE —+LE5&Ro+ILBtR)
Form No. 18 (related to Article 36 and Article 137—19)

IV@NEILS

revenue stamp

= 3K ih .
E K A SEREEE REmiE

PR R S A A,

drug

Application for accreditation of foreign quasi—-drug

regenerative, cellular therapy and gene therapy

manufacturer
products
2L & P D 4 i
Name of the manufacturing establishment
P i i} » i} 1E Hi
Location of the manufacturing establishment
o) E D X o)

Accreditation categories

oMoE oo HOE O WO WM OE
Outline of the buildings and facilities of
the manufacturing establishment

Wow om0 o #|
. ame
The person responsible for the —
manufacturing establishment 3
Address
o s | (D) Yfﬁw%@ﬁl%l%ﬁ@%ﬁfﬂli DIREZIVE I, BUHLO N B3FEERGE LTV
a G vy
E = Applicant whose accreditation was canceled pursuant to the provision of Articl
2 %E e 7b—4, Paragraph 1 and who is awaiting a lapse of 3 years from the date of
é' A said rescission
= %): (2) VEFETSEROFEIHOHEIC LD BEA MV E I, BUH L O H2H3FA R L TR
W
e Applicant whose registration was canceled pursuant to the provision of Article
;i 75—5, Paragraph 1 and who is awaiting a lapse of 3 years from the date of s
. aid rescission
g% | (3) AL EOFNZAE Hiv, EOHITEKDY . XFHITE2Z T 5 Z 227
RE %, AR L TN
Iz Applicant who has a history of a court sentence of imprisonment on severer
B punishment and has not passed 3 years since the execution was completed or no
22 longer received
s (4) &, BREER ORSAIEEGRE TS, B K OB B E 2 OMIEFIZE T 5155 CTHA TF
o 0% HONEZIUTES HPTEX L, T OERATRAM HO7 H B2 Z G LT
Iz 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

(5)

BRI, RIR, & ~A ST RBER O thi

Addict on narcotics, cannabis, opium or stimulant

(6)

FEMOBEREDREHEIZ X 0 AERLE EH O3B 2 EI2 T 2 12 7o D> T B 2R58 5, I
LOERBBLBEUNIIT) 2N TERWE

Applicant who cannot properly perform the necessary recognition, judgement
and communication to perform the work of foreign manufacturers properly due
to mental dysfunction

(7)

B JO 9SBO Ul SJAIeJje [eBolinedeuwieyd Jo SodIAJOS oYyl J0J alqlsuodsol
SOATINOOX® oYl JO 8soyl Julpnfour) suorjeorjrjenbsip s jueorjddy

O ( CTPRMKEO I RYHIH

SNERLEREE OEBKZEUNAT) ZEN T HHHBMEORBEZ AT 5 RO LNRNE
Applicant who is not recognized as having knowledge and experience to properly
carry out the work of foreign manufacturers

=

5

Remarks




= K
ERCEY. E KIS G OANEREEREORELHFE LET,
AR L,

drug

I hereby apply for the accreditation of the foreign quasi-drug
regenerative, cellular therapy and gene

manufacturer indicated above.

therapy products

£ A H
Year Month  Day

HC
Japanese
T S
Address -
Foreign language
BN TIE, -5 EHFTOFTEH ]
Location of the head office in case of a corporation
L
Japanese
K4 gEx
Name Foreign language
ENCHHS TR, BB ORERFTDRA
Name and name of its representative in case of a corporation

ETTEIRE B
To Minister of Health, Labour and Welfare

(FE)
(Notes)

1 HORE IIE, MdET5HZ L,

Use paper of Japanese Industrial Standards Size A4.

2 ZOHFEEIL, ERI2BRETHZ L,

Appllcant should submit one original and one copy of it

3 FE. B AVIEEHW, HUTHHOTIE, ETEHS2E Y LELZ L,

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

4 WAHBKIZX, ERIZOZAED | JHEIZ L7222 &,

Put revenue stamp only on the original and do not cancel it

5 REDXIMNTIE, HIBREIVHK OFE2HEA 5 XITFHI3TRDI8E 5 DWT I Y T 2 & ii#l
THI L,

Identify in the column of “Accreditation categories” which category specified under
Article 35, Paragraph 1 and 2 or Article 137—I18 is applied.

6 HLUEFTOMEERE O EMIZZE O FHOLETERHT DI LR TE 0 E XX, [ TR
DEFY | LR L, BIRERAMT D 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 HEFEEORKEEEO (DG (DME TITIE, SZFELRNEXFI 2L EfiHiL, HHEX
E. (DR @) Mz HH>T i%@iﬁ!samoﬁﬁ A%z, GMchH>TILEDI R, M, FOMEEFA
HEORZEDOHITEKDY . FEITE ST 5 Z e oS82 0FEA B Z, (DIcH ST
X DOERKOEFEFEEVNER LI-FA B ERR#T52 &,

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 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).



RS =5 e =+ t5o R
Form No. 20 (related to Article 37 and Article 137—20)

( EOE &
T A MR R
FE I

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

manufacturer
therapy products

wooE &' 5 ko £ A H

Number and date of the accreditation

:C & At ) 4 i

Name of the manufacturing establishment

el & At %) At 1E Hh

Location of the manufacturing establishment

o) E D X o)
Accreditation categories

o g oo HOoE R W oo O
Outline of the buildings and facilities of
the manufacturing establishment

wow om0 % ofo#| LA
. ame
The person responsible for the —
manufacturing establishment 3
Address
(1) VEBBEOAFIHOBEICL VB ELZIY E I v, BUE Lo B2 B34 f%aE

LT e

Applicant whose accreditation was canceled pursuant to the provisi
on of Article 75—4, Paragraph 1 and who is awaiting a lapse of 3
years from the date of said rescission

(2) VEEBEOSFEIHOBEIC IV BRELIY E I, BUE Lo H 26342 #al
[PRQAV/NAE
Applicant whose registration was canceled pursuant to the provisio
n of Article 75—5, Paragraph 1 and who is awaiting a lapse of 3 vy
ears from the date of said rescission

(3)  FETHLL EOFNZHE B, ZOHITE KDY | XITHITEZ =T 5 Z L7
720t 3FARE L TWVRNE
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) 15, RIER O EREGRTE. B % OBIEGRGIEE OMIEFICE T 5158 T
BB TEDD S DT IUCHE S AGITER L, £ OERITANHO7 H D
B2 AR LTV RN
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

(5) BRI, KB, H~AITHBER O i

Addict on narcotics, cannabis, opium or stimulant

©) B OREOREC L ) SHERLEE O Wb £ T 5 1% o C LR
AN, HIW R OB BB A EYNIATO 2N TERNWE
Applicant who cannot properly perform the necessary recognition,
judgement and communication to perform the work of foreign manufacturers
properly due to mental dysfunction

(uoT1eI0dI00 B JO 9SBO Ul SJdlejje [eorinedeuwdeyd Jo s8OTIAJISS 8] JO

(7)) HNERGEEEOERZBMYNITHI) 2N T HHBMEORBREAT 5 LD
oY (AT}
Applicant who is not recognized as having knowledge and experience
to properly carry out the work of foreign manufacturers

AR O ( SIPRVIIKE OO DRI R T SO E T T A0 S > v g &

J ©]qIsuodsed saATINOoX® 8yl Jo asoyl SUIpn[oul) suolieoTJI[enbsip s jueol[ddy|
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5

Remarks




= 3K i
ERRICED, E WA b ONNEREEEOREOTHERFLET,
A R AR,

drug

I hereby apply for the accreditation renewal of the foreign quasi—drug
regenerative, cellular therapy

manufacturer indicated above.
and gene therapy products

#F A H
Year Month  Day

HC
Japanese
(E SEC
Address .
Foreign language
AT HOTIE, 75 FBHTOFTEH J
Location of the head office in case of a corporation
L
Japanese
K4 smEx
Name Foreign language
[%ﬁ)\c:@orm LR OREE DK ]
Name and name of its representative in case of a corporation

JEAET IR B
To Minister of Health, Labour and Welfare

(FEE)
(Notes)

1 AfORE I, MET52L,

Use paper of Japanese Industrial Standards Size A4.

2 ZOHFEEIL, ERI2BRETHZ L,

Applicant should submit one original and one copy of it

3 FE. B AVIEEHW, BUTHHOTIH, METEHSZ Y LELZ L,

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

4 IAERRIE, IERIZOAREEY | HEHIZ LenZ &

Put revenue stamp only on the original and do not cancel it

5 FREDOXRAHINCIE, H3vFREIHEL OE2HEA 5 XILE13THRDO 18K T DWT UL Y T 5 D E Lkl
THZ L,

Identify in the column of “Accreditation categories” which category specified under
Article 35, Paragraph 1 and 2 or Article 137—I18 is applied.

6 BUEAT OSSR OMEMICZ OB FEO L TERLE T2 2 LN TE RV & L, FMC MBIk
DEFBY ) LFHE L, MRERMNTHZ 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 HEHEOXRBELEO (DMND (DM E TITIE, YEEERRNEXIT 720 LEE#HL, DX
Z. (DAL RICHS>TUIZFOEBE LKA HE, QMICH>TIZDIE, . FOMESH
HEOQRZDOHITEZKDY . XIIBITEZ T D Z R o858 13F08EA %2, (DMIcH ST
TZ DEMOFEFERNER LICEH BEZRL#HT 22 &,

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 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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+E50 " BR)

Form No. 21—2 (related to Article 37—2)

IV@NELE IS

revenue stamp

Application for the registration of foreign

IE % lIllel 1] DA e
5 g g o OMEBGENEE Bk

Tl

drug

. manufacturer
quasi-drug

TR
Name of the

Bl 2 % i

manufacturing establishment

[

Location of the manufacturing establishment

2 :

& P oK
The person responsible for T 7
the manufacturing establishment

T % K4

Name

Address

I AR T

(1)

EHTSROAFIHOHEIC L VFERE AT I S B0H Lo H2 B3 A Rl LTV
ATy

Applicant whose accreditation was canceled pursuant to the provision o
f Article 75—4, Paragraph 1 and who is awaiting a lapse of 3 years fro
m the date of said rescission

(uoryerodiod e

(2)

EHTSROFIHOBEIZ L 0BG EZT D H I BEE L O B2 B30 LT
AR

Applicant whose registration was canceled pursuant to the provision of
Article 75—b, Paragraph 1 and who is awaiting a lapse of 3 years from
the date of said rescission

H#EE A0 T oval

3)

FEFHLL EOFNZAE B, ZOFITEKDY , NFFITE2% T 5 2 &Nl eo
7ot LWL TV W

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

Mo E T

T

g

(4)

RIE S NS SR BRGS0 R QB EGREC OMBER IR T 2155 TBS
Tﬂ&&’)é%O)Xi FUCEES SHGFITER L, EDOEKITANH D7 H ) D2UFEER
WL TN
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

(5)

FREE . RIBR, &~ A ST ERA O T

Addict on narcotics cannabis, opium or stimulant

(6)

K ph DI EE (2 L ANERLEFER OFERS 2 BT 9 I8 72D TR B 2R3,
ﬂ%&@%@ﬁﬁ%ﬁ@_ﬁo_ DTERNGE

Applicant who cannot properly perform the necessary recognition, judgement
and communication to perform the work of foreign manufacturers properly
due to mental dysfunction

Jo oseo ul siIeJJe [eoIljnedeuwdeyd Jo SeOTAJISS oYl J0J o[qlsuodsel
SOATINOOX® oYl JO 8soyl Sulpnlour) suoljeorjrjenbsip s jueorjddy

(7)

O ( CFTPRVIMTE O} I REHYIH

AMNERLESEE OB EZHEUNIT O Z DN TE DAL OB Z AT 25 L5800 bW
Applicant who is not recognized as having knowledge and experience to
properly carry out the work of foreign manufacturers

fisi =z
Remarks
) EOK N )
FRICED. o o s g OFMEBEEHORERE R LET,
drug

I hereby apply for the registration of the foreign

. manufacturer indicated above.
quasi—drug




i A H
Year Month  Day
L

o Japanese
(E
Address S ESC

Foreign language

ENCHHOTL, T 2EFBEATOFTER )

Location of the head office in case of a corporation

3L

Japanese

K 4
Name SHESC
Foreign language
ENCHHS TR, AR OMERET DA )
JEA G5B R e J#% Name and name of its representative in case of a corporation
To Minister of Health, Labour and Welfare

(EE)
(Notes)
1 HAORE I, MET52 L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEEIT, ERI2ERHTZ L,
Applicant should submit one original and one copy of it
3 T, B AT FEEAV, BICHHOTIL, METIESZ Y LESZ L,
Fill in the form with clear writing with inks, etc.,.
4 INAHBRIE, ERICOARAED | HEIZ L7anZ &,
Put revenue stamp only on the original and do not cancel it
5 HEEEORKEEEO (DAL (DIE TITIE, YFEN VW E XX 2L LRl Ho e, (D
WM HHS>TEZEOBABA KR OEH HZ, Q)MICH > TIEXZEDIR, ., FOMEFEH B R EDOHIT
DU, IHITE22 T 5 2 en R oL a 32t 0FEA B E, DMWICH O TEZEDEKDFER N
BN LUEAHERESTH L,

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 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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Form No.21—4 (related to Article 37—3)

IAHIAE

revenue stamp

Application for the registration renewal of the foreign

A EEE BRI

drug

. manufacturer
quasi—drug

B & &® 5 &k O H H

Number and date of the registration

i b
Name of the

i) 2 % i

manufacturing establishment

&

Location of the manufacturing establishment

g o BT fFE M

W B0 %
The person responsible for & 7
the manufacturing establishment

T % Ko

Name

Address

I AR T

(1)

EFEIBSFOAFIHOBEIC I VRELZIRVE S BUEH LO B2 B3FEE R LT
ATy

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

(uoryerodiod e

(2)

EFETSFROSFEIHOBEIC LV BEK LIV E I BUH LO B2 B3FEE R LT
ATy

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

R A0 T oval

(3)

5l

P

PEFILL EOFNZALE B, EOPITE KDY . XFHITE2%T 5 Z 02>
7ot MELZRE L TV RWE

Applicant who has a history of a court sentence of imprisonment on a severer
punishment and has not passed 3 years since its execution was completed or
no longer received

WOt

TE

g

(4)

5. BRI QA RS AR SRR . W R OB BURR 15 C OMBE R I3 2155 TBAS
TEDDHD L ZIUTEES FITER L, ZDOERAT20 D7 H )b 2FE % #%
WL TV 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 the date of its disposition

(5)

BRI, KB, o~ SUIREEAIO 1 EE

Addict of drug, cannabis, opium or stimulant

(6)

o IHRY MRS ¢ < b R I

FEARDOBERE DFEEIZ L 0 AMNERLEFER OFER 28 EI1C1T 9 18 72D TR B 22785,
HIBr e VB RBRZEENCAT O 2 ENTERNE

Applicant who cannot properly perform the necessary recognition, judgement
and communication to perform the work of foreign manufacturers properly
due to mental dysfunction

Jo eseo ul siieJje [eoljnedeuwdeyd Jo SeOTAISS oYl J0J o[qrsuodsed
SOATINOOX® oYl JO 8soyl Sulpnlourl) suoljeorjrjenbsip s jueor|ddy

(7)

3 (

AMNEBLESEE DB EHEUNIT O 2 DN TE DHGRL OB Z AT 25 L0 b
Applicant who is not recognized as having knowledge and experience to
properly carry out the work of foreign manufacturers

(i )

Remarks

B =
Lﬁﬁi@\[g%

I hereby apply for

i
gd

%
wp g g OFMERGESEE OBERO TR & HEE L £

drug

the registration renewal of the foreign .
quasi—-drug

manufacturer indicated above



GE H A
Year Month  Day

3L

Japanese

(E
Address S EISC
Foreign language
HENCHO T, E72 2 FHEAT O EM )

Location of the head office in case of a corporation

=L

Japanese

K 4
Name PANESD'S

Foreign language

ENZHHOTL, AR OCREHEORA )

JEAE G B K J& Name and name of its representative in case of a corporation

T

(FEE
(Note
1

2

o Minister of Health, Labour and Welfare

)
s)

ARORESIE, METHZ L,

Use paper of Japanese Industrial Standards Size A4.

ZOHFEEIL, ERR2BREHTHZ L,

Applicant should submit one original and one copy of it

FiE, B AV EERAV, BCHOTE, BETE2E D &EL L,

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

IWAHIRIX, IERICOAREED | HEIZ LT &,

Put revenue stamp only on the original and do not cancel it

REEE ORIEFEO (DD (DM E TITIL, YEFEENRLWE X T ML) LitdiL, 5 L3, (D
KO H S TEIZDOEH L UMEA H A2, QMRIZH > TTZ DR, ., FloOwMEEH B X ONEDOFHITA
Kb, XIBITEZT D ENRL O EIRZOFEA R Z, @MIZH O TUIEDER DFELOE
KLUTEFEHABZRETHZ &,

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 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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(1)

EEERFE1IHOBEIZL V2RV HEI, BUELOH
N SELZRGE L TWRNE

T S
B E

(2)

\
/

EETSD 28 1 HOBEIC L W B2 IR0 Eh, Bus L
DAMNDG SEFEZRGE L TV

(3)

L EOFIAE B, Z0HITE KDY | XTIt
ZATDHZ N ok, SHEERIE L TV engg

(4)

LEAY T ok

T, R K O ARSI B4 M OV LR &%@@%%
BT 2 A TBA TED 2 b OXIT I IS I
ﬁb\%@éﬁﬁ%ﬁ%okﬁ#%zﬁ%ﬁﬁbfm&m%

(5)

ﬁﬁ\k%\&«hﬂmﬁ@ﬂ@¢%ﬁ

(6)

Rt OBERE DR EIC L 0 BESRH OB 2 IEIAT 91247
IEAQA JAHVSR #IJL,E&U\%?FE'\@J‘E%E@JK??i LW TER
W

mARTT S (O IPRVIIRE O DRV

MO FE TV M

N
/

(7)

BEEE DB L WUNAITO 2 N TE HHF M OB A2 A
T 5 LR B AL WE
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(FE)

1 HOKRESI1E, AdLT5HZ L,

2 ZOHEEIL, ER1BEHTLIZ L,

3 T B AVIEEHO, BEETIIOoE EELD L,

4 EHEFIFRTHEINEOGEEMIZIT, FEEFICH O TUIZTOENEAITH D
& X IFDOF OIANM4 O BERE T L OB B 2 BEHE CH > TUIE

DHEDNFELASEDL2HE 1 HENLFE 3HEHE TCOREOWT UL YT 502 0#T 5
Z &,

5 HIEEOKRKESEIAD (DM G (M E TITIE, YFEENRZTWE XL L)
LRt L, 2L XE. (DA BMICHS>TIZOBBE LUFEHA HAE, (3)4#
WZHOTUIZEDIE, ., HOMEFER B X RZOPITEZ KDY | ITHITE 21T 5

ZENRLOEGEIIFOFEA R E, WMIZH S TIZEDERDFEE KL OEK
LA BER#ETHZ L,

6 IJXEFI_@% %?fj%ﬁLfﬁT&)éiEé\§iﬁ%*%§ IJXEFI_J knﬂéﬁﬁ“é k
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(FE)

1 HOKRESI1E, AdLT5HZ L,

2 ZOHEEIL, ER1BEHTLIZ L,

3 T B AVIEEHO, BEETIIOoE EELD L,

4 EHEFIFRTHEINEOGEEMIZIT, FEEFICH O TUIZTOENEAITH D
& X IFDOF OIANM4 O BERE T L OB B 2 BEHE CH > TUIE

DHEDNFELASEDL2HE 1 HENLFE 3HEHE TCOREOWT UL YT 502 0#T 5
Z &,

5 HIEEOKRKESEIAD (DM G (M E TITIE, YFEENRZTWE XL L)
LRt L, 2L XE. (DA BMICHS>TIZOBBE LUFEHA HAE, (3)4#
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Form No.63-5 (related to Article 114-15)

IAHIAE

revenue stamp

Application for the registration of foreign

=R B & s =
{K%?)%ﬁﬂﬂ@%% %%ﬁjj&%% %ﬁqauﬁ%:

medical device
in vitro diagnostic

manufacturer

R 1

Pt 2 Za R

Name of the manufacturing establishment

b i At

Location of the manufacturing establishment

%) AT £ H

Mo o oo
The person responsible for the & 7
manufacturing establishment P

= ow oy N4

=]
Name

=

Address

OEZEpH | (1) EFRHFOAF1IEOBHEICLIVAEEZIVIEIN, BTUHLOHE»D 3F%
S & TG B LT
= S B Applicant whose accreditation was canceled pursuant to the provision
SRR SN of Article 75-4, Paragraph 1 and who is awaiting a lapse of 3 years
8 o <IElk from the date of said rescission
sewe N | @) IERTHBROLH L HOBEIC LY BekZ NV HI L, BUHLOHNG 3
Sha 1 FEaRGR L CniRng
Ro B Applicant whose registration was canceled pursuant to the provision
o'e - of Article 75-5, Paragraph 1 and who is awaiting a lapse of 3 years
=0 < from the date of said rescission
25 3 [ @ TR EOICAE LR, Z 0BT ERhD. XAPTE%E T 5 F
RN M7R L Ie0et%, 3HEZFE L THRNE
5.8 3 Applicant who has a history of a court sentence of imprisonment on
25 ®= severer punishment and has not passed 3 years since the execution
n S \z was CO@Qleted or nqﬁlonger received _
o | @ {22%%%&0@*%@%3}(%%; %%&Uﬁ%’l%ﬂi\ﬁ{é’c@ﬂﬁ%ﬁgﬁﬁiﬁ)
-5 ETTBE TED D LD ZIUKE S DITER L, £ OERKITH
=%z DHOT-HMND 2FEZ R L TN
N o 3 Applicant who has a history of violation of Law, Narcotics and
g & 7% Psychotropics Control Law, Poisonous and Deleterious Substances
SR 5? Control Law or other laws and regulations related to pharmaceutical
= L; affairs specified by Cabinet Order and has not passed 2 years since
52 2 its date of the disposition
22 AE T K, K. B A L ERAID T
o o = Addict on narcotics, cannabis, opium or stimulant
S5 AT 6 B ORREOIEIC L U NS DG A LT 5 (T,
= BE2RERH, PR R O EBOm 2 W )47 O 2 E N TR RN
so 55 Applicant who cannot properly perform the necessary recognition,
o ﬁg judgement and communication to perform the work of foreign
S5 B manufacturers properly due to mental dysfunction
oc & [ (1) IEIEEFDEF ZmUINIT) Z EDNCx bk O e a3 5 &
52 & D BAILIRNE
2 é ig Applicant who is not recognized as having knowledge and experience
—h ~—

to properly carry out the work of foreign manufacturers

=

3

Remarks

=)~ @ \7% 4:%% %g: 1) 2= =k

I hereby apply for the registration of the foreign

indicated above.

F H

medical device
in vitro diagnostic

H

Year Month  Day

L

Japanese

manufacturer

AT m
Address -
Foreign language

[%Am%ofm\£t6$%ﬁ®ﬁﬁﬁ

Location of the head office in case of a corporation

)




L

Japanese
K& g
Name Foreign language
ENZHS T, AWK OREREDORKA
Name and name of its representative in case of a corporation
SAEGEIRE B
To Minister of Health, Labour and Welfare
(FE)
(Notes)

1 HAMORESIE, AdET5H2L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWEEX, ERl2@EHTLZ L,
Appllcant should submit one original and one copy of it.

3 TFUE, B AT EERHV, BITHOTUL, BETIEE D LEL DL,

F111 in the form with clear writing with inks, etc.,
4 WWAHRKIZ, IEARICOAREEY ( HHIZ LT &,

Put revenue stamp only on the original and do not cancel it
5 HWEHEOKRKEEHEO (DML (DME TIZIE, BEFERLNEET Tl Li#L, oL

(WAL MIcH->TEZOEBALOHFEA HZ, Q) &5“373‘1%60>§E\ JH ﬂ40)E§£EfE

ABKROZEOHITEZEDD , XITHITEZ T 5 Z R BROTGRITZFOFHA B Z, (DI
TIEZE OB DEELER LTFEA A ZR#T 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) i The fact and the date (year, month, day) of its violation(s)



RN+ =0t GEEHUSEO+ANRER)
Form No.63-7 (related to Article 114-16)

U FITG EOom M W Lo _—
revenue stamp W%@%ﬁgﬁﬁfﬂﬁﬁmiﬁ B TR R

medical device

manufacturer

Application for the registration renewal of the foreign in vitro diagnostic

B Bk 5 & O A H
Number and dgﬁe of the registration
B & It ) 4 b3
Name of the manufacturing establishment
E & A D A 1 o
Location of the manufacturing establishment
. ~ K 4
wMoE g oo #H OE OF Name
The person responsible for the ——
manufacturing establishment (EI)
Address
KE | (DEFRISFRO4AF1IHOBEIZIVREZIDFEIN, BUHLO A 3F%

R L CTWnRng
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

QUEFRDBROSH THOBEIZL D EERZNVEIN., BHELO NG 34
ki LD
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

Q)L EOJMNZAAE LI, €OPITZ&0 0 TIT2=1T 52 &R
R Ig TR, BEFELRE L TV RNE
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

DE, R QTAREIGRTE, 70 R OB IRE T OMIEEIS %Té&
STEATED D DXL ITES SAFITER L, £ DERITAND

AR SR

SEAEE A SN o

N
/-

(uot3e10dI09]

B JO 8seo Ul SsJTejje [eomneoeuueqd JO SseoTAJeS 9y} JOJ SICHSUOdSG.I

2 DT BND 2FE ARG L TR0
%E Applicant who has a history of violation of Law, Narcotics and Psycho
%f tropics 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

G FEE, Kk, ©b~AXITRBEAOTHE
Addict on narcot1cs cannabis, opium or stimulant

6) FEFIOIERE OFEE I L 0 IS H DR 2 LA T O |
TRFBH #m&Uﬁmﬁ@%ﬁ@LWQ_k#f%@“%
Applicant who cannot properly perform the necessary recognition,
judgement and communication to perform the work of foreign
manufacturers properly due to mental dysfunction

() %I%J?D%EOD% FamUNAT) 2N CE DHMM R Z AT 5 &7k

GC AY

Applicant who is not recognized as having knowledge and experience to
properly carry out the work of foreign manufacturers

=Y S N/

SOATINO9Xe oYl JO 8soy} SUTPNOUT) SUOTIBOTJITenbsIp s jueolyddy

S (ErIbREMKE O} Ry IH

f 2
Remarks

bk, L, LR B s maie ot W A L ST

RERD S piesn il s HLET

medical device

. . . . manufacturer
in vitro diagnostic

I hereby apply for the registration renewal of the foreign

indicated above.



i A H
Year Month  Day

L

Japanese

fE P T
Address .
Foreign language

[Yi]&c:&)ofﬁi\ 72 5 EHFTOFHEH J

Location of the head office in case of a corporation

L

Japanese

K4 simx
Foreign language
[%AK%OTH\%%&@R%%@&% ]

Name and name of its representative in case of a corporation

AETTEIRE B
To Minister of Health, Labour and Welfare

(FE)
(Notes)
1 HAMORESIE, AdET5H2 L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOHFEEIL. ERI2ERETHZ L,
Applicant should submit one original and one copy of it.
3 FUI, B AVIEERHO, HUTHO T, METITOE Y LELZ L,
Fill in the form with clear writing with inks, etc.,
4 INAHIKIE, ERICOARAED | HRIZ L2 &,
Put revenue stamp only on the original and do not cancel it
5 $ HH DRIEEED (DD (DI E TITIE, YEFENPLVWE T ThL) titdL, &5 &
(WAL MIZH SO TIZDOEHBALVHEA HEZ, Q) HIZH O TIZEDIR, . ﬂ”a)ﬁﬁﬁEfE
HE&U%@%ﬁ%%bD\Xﬂ%ﬁ%%ﬁé:&ﬁ&<ﬁot BXEOFEABRZ, DMWICH

X2 DEROFEFEKREK LIAFEH BEEHT 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) i The fact and the date (year, month, day) of its violation(s)
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(FE)
1 FAoORESI1E, AdLT52L,
2 FE. B AV I7EEHW, BEETIEOZ D LESD L,

3 I ORIERM OMEMICCORLMFHOETEZRLHT LI LN TE RN EZ
L FERRIC TRk L0 ) LRSI L. BIRMAEIRMT S 2 &,

4 EIEGOIRGEIIR G- 21T 5 R OBEERIC E OB FHO T~ T2 i#l 7%
ZEMTERVE XL, FMIC Mo LB ) LRl BIERMTT 52 &,

5 FHIRKE A OB RO I IX, FRIE U CEREE TS L, HEITLT
TA—NT RUVRZELTH#HTHZ &,

6 HEEETOREEHO (DML (DME TITIX, Y%EENRNE X 7L
LRl L, oL EE. OMEC@QMICHOTUIZTOHBAKLUHEA BE, )M
IZHOTUEZ DR, ., FOMEFEA B R RZOPITE KDY, UIPITE %)
D2 ENRRLBOTGEITEOFEAREZ, (DMICHHOTITEDERKDFEKDE
KUTEHEABEZREHT D52 L, £, OMICELY T D2BENNH HHITOWNTIEL,
R TR L0 ) LRiH L, MEHFEE IR DM OB OREIZET 5
EMiOZEELIRMAT 52 L,
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1 FAoORESI1E, AdLT52L,
2 FE. B AV I7EEHW, BEETIEOZ D LESD L,
3 EEHEEICH O TL., JEEI T EENMOLTMOTEH ZE L2 &,

4 WIS HFEHIZOWTERDH DT H A B30 H LINIZ Z OB HT RS & 2 f2H
T L6, UHEREDOHOT-FHIZOWT, BENAEMICFEHT 52 &,

(1) JEEIRFEEE ICH O TE, FBISISKDI19E 1 HE 5|28 f 5 FHIH
(2) BEERGEEEIZHO T, HB159FKD215H 1 A 241 5 FIHE
(3)  HIFEMRFEEEFICH O TIX, H1595K D225 1 A 2B 5 1H

5 JEEIREEZICH O TII B9 D205 1 HE FITBIT AFEHEICHOWTZOE
HHEEZIRNTABRICETEDOTELR D HEE1E. YEEFOTEND D HEIHIC
DNT, BHENFEMICEE#H T &,

6 JEERIRTEHE K OMEE IR IC B\ T, HEFICBT 5 BT 2 3L X
BERRTCE BN HOTGED D B BT 5L E S XX W CTHEF
B3 2 FHBICHE T 2 FEAIRT ST ERARTEH & e D72 F RV HGEICIE, £DFH
D HEANAT4 5 EE 5 S OB A H B ST IE R8RS R O GRAE A H 24
HHMICAFET 2 2 &,

7 HEEE OXRKEEHED (DS (DE T, YFEENRRVEET 721
R L, oL EF. OMEC@QMICHSUIZTOHAKLTCHEA BE, )M
IZHOTUEZ DI, ., FOMEFEA B R RZOPITE KDY, UIPITE2 %)
D2 ENRLBOTGHEITEOFEAREZ, (DMIZHOTITEDERKDFEKE
KUTEFEABEZREHTHZ L, £, O MICELY T 2BENNH HHITOWNTIEL,
FC TR L0 ) LFEH L, MW FEE IR DM O OREIZRET 5
EMOZEELRMNT 5 L,
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1 FAfoORES1E, AdLT52¢L,
2 I, B A 7EEHO, BEETEHSZ Y LEC DL,

3 ERSOMRTEIIREG-ZAT O RHI OB ICZ OFEHFHO 2T 2RI 5 2
EMTE L X, A ko &0 ) LRt L, MIERT35 2 &,

4 FHIRWRE R OB ERFOEHKMICIE, JFAlE U CERBE LRl L, LEIZST
TA—NLT RUVRAELEH#HTHZ &,

5 HEADKREEED (DM (DIRETIIE, HEFEEPLRNEZIT L)
LR L, 2L ET. WML MMIZHSOTIZDOHB L UFEN B2, (3) 41l
(ZHHOTITZEDIE, M., MOMEFEA B LTTOPITEKRDY . UTPITE 2T
D EBRLBOTHBEFTTOEA AL, (WDIRICHSTIIEDERDER K OE
JOUTZAEA HZR#T 5 2 L, 72, O MICEE T8N0 H 5 H IOV T,
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FRAEE . (RIS —5:B86%)
Form No. 2 (related to Supplement Article 2)

= * i 13 o =
= oK o sk SNERGESEE RS
drug
Notification for the registration of foreign quasi-drug manufacturer

T &

Name of the manufacturing establishment

At %) e Fr

/& Bpr » pr £ H
Location of the manufacturing establishment
WO KT E X
. ame
The person responsible for "
the manufacturing establishment P
Address
S Z & i EFETRO AT 1 HOBEICL VRELT EIIL, BUELOHN G 32 #4H L T
B = 2h VRN
@& S (1) Notificator whose license was canceled pursuant to the provision of Article
[¢°) ’—‘IE%A
ag T 75—4, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
5 g ik rescission
i} VA B i Viviand P Nz Nz R N
2o VT 5205 7 1 ROREN £ SR T, 0 L0753 8 L <
@ AYAQA
& 57 ég 2) Notificator whose license was canceled pursuant to the provision of Article
538 T 75-5, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
2 & rescission
” 5 g CRESFICL EOFNZAE B, EOBITEKDY | ITEITE 2T 5 Z e 37 72
=8 D7, 3EERIE L TWVRNE
S g3 e (3)  Notificator who has a history of a court sentence of imprisonment on severer
3 = 5] punishment and has not passed 3 years since the execution was completed or no
o R longer received
co A
Q= %
o
I8
E =) % (4)  Notificator who has a history of violation of Law, Narcotics and
gm 1T Psychotropics Control Law, Poisonous and Deleterious Substances Control Law
=5 % or other laws and regulations related to pharmaceutical affairs specified by
232 & Cabinet Order and has not passed 2 years since its date of the disposition
® (5) H%ﬁé\ RIFE, ébf\/yjzﬁiﬁiﬁgﬁquqD%§%§ )
o 5% Addict on narcotics, cannabis, opium or stimulant ]
L & FHROIRREDPREZ L 0 SMERGG A D355 2 IR A T D WA 72D T B, Hllbr
= SO RBGRAEINAT ) = £ AT AR
§§ (6) Notificator who cannot properly perform the necessary recognition, judgement
2 %} and communication to perform the work of foreign manufacturers properly due
§ ) to mental dysfunction 4 )
SR INERTE R DR 2 MINAT ) Z EDC& DI R a3 5 L8 HIVRNE
3 e (7)  Notificator who is not recognized as having knowledge and experience to
@ properly carry out the work of foreign manufacturers
fi =
Remarks
. = 3 i
s e S O
J:uaa J: D N IE é?% T:!LB IZ'I:IIZI (D%ﬁéd_%%@ﬂﬁ%qa Lu”jij‘o
drug
I hereby notificate for the registration of the foreign . manufacturer indicated above.
quasi—drug
i H H
Year Month Day
HC
Japanese
¥ Br
Address AESL

Foreign language
ENCHOTL, 72 2 FHFTOFTE
Location of the head office in case of a
corporation

)



WYOJE
テキスト ボックス
法、麻薬及び向精神薬取締法、毒物及び劇物取締法その他薬事に関する法令で政令で定めるもの又はこれに基づく処分に違反し、その違反行為があつた日から２年を経過していない者
Notificator 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




L

Japanese
K 4
Name SIMEISC
Foreign language
. ENZHOTIE, AFRROREEDRA
JEAE SRR & Name and name of its representative in case of a corporation

To Minister of Health, Labour and Welfare

(=R
(Notes)

1 AOREIIIE, A4LT56Z¢&,

Use paper of Japanese Industrial Standards Size A4.

2 ZOHHET, ERI @Rt L,

Notificator should submit one original and one copy of it

3 FE OB A V7R, HUIHOTL, BETIEHS & &ELZ L,

Fill in the form with clear writing to use such as inks, etc.,

4 HHEEOKREEIAD (DD (DIE TIOE, UEFEN RN L & :,t 7aL) Lit#L. D& (DMK
O QS TUTZEDOIREOEH B, Q) MIZH > TULEDIE, i, FIOMEEFA B RO OPITA#4&00 |
XIFHAT232T 2 Z e I o2 BI3E OFA B2, WHRICH > TIZ DERDFEFEROER LTAEH Bx
il Az b, . OMISEERL T AIRBENAH HFHITOWTL, RS TR L0 | Lt L, sk
BN AR DG OBREDOIRFICRIT D EROBW AT T2 2 &,

Describe “No” in each column of (1), (2), (3), ), (), (6)and (7)if a notificator doesn’t meet
any conditions of its disqualifications. If a notificator 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)

As to the notificator who would meet the Column (6), describe “see attached paper” in the column
and attach medical certificate of doctor which describes the disorder of the mental function on the
subject notificator.

5 fHBEMCIE, 155 13 50 35 1 HORE (55 35 556 1 TS 5 53T 2 B 3 ITED D bDITRD, ) 124%

HREHZEROREFA B ait# L, Sal B DA0E 13 OFREREDE LRI 5 2 &,

Describe the number and the date of accreditation for Article 13-3, Paragraph 1 of the Act (limited
to those specified in Article 35, Paragraph 1, Item 5 or Paragraph 2, Item 3 of the Ministrial Order
on Enforcement) in column of remarks, and attach a copy of the Accreditation certificate of Form 13

related to the subject accreditation.



