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Form No. 18 (related to Article 36 and Article 137—19)

A FITE LSRN L

revenue stamp

PR R,

B S dn SMERGESER BREWEEE

drug
Application for accreditation of foreign quasi-drug
regenerative, cellular therapy and gene therapy
manufacturer
products
i & At %) £, P
Name of the manufacturing establishment
p e 7T D 7t 1E Hi
Location of the manufacturing establishment
i & D X o7
_ Accreditation ca}egories
BE g o BO& & WO B OE

Outline of the buildings and facilities of
the manufacturing establishment

mowm o oo ® O #| L
The person responsible for the S
manufacturing establishment £ A
Address
o o =10 H U)&g%*@wﬂ OREICLIVREZIVHEIN, BUALOHZ D 3Ll L TR
o T oz W
gfg E%‘“gg Applicant whose license was canceled pursuant to the provision of Article 754,
s 0)§\ Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
L5 BE | rescission Hﬂ . . -
ey N2 ERTAROSH THORET X0 BRER D WER, N Lo RS S REEB LTV
o - - AY
& o Q_Iggb Applicant whose license was canceled pursuant to the provision of Article 75-5,
@ S Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
%222 T rescission
o 22 X ]G FEUEOIIZAE LN, TOPITEZRDY | JIPIT2%21T 5 Z ENm a2z, 3
o5 o AR LT Rng
= = $K Applicant who has a history of a court sentence of imprisonment on severer
3 8’8} = punishment and has not passed 3 years since the execution was completed or no
A =z longer received
S o2 B [@ . RER ORI, S OB T ORI % I CBs CED
S ° 5l bé%@x& SIS AL Uy 2 DT 3o o= 10> 2 6 A4 L7
~ A}
0w~
e 5 g% Applicant who has a history of violation of Law, Narcotics and Psychotropics
=0 % Control Law, Poisonous and Deleterious Substances Control Law or other laws and
35 Iz regulations related to pharmaceutical affairs specified by Cabinet Order and
» 5 = has not passed 2 years since its date of the disposition
o® i [ &) I KA, HAASITEEAIOTHH
™ Addict on narcotics, cannabis, opium or stimulant
% Tz T B ;hH—‘j,, |\A;‘ S N == NI <
55 g | ® FHOBREORE XV ITEEERER O 2 @IEICAT 5 1SR 72> TR R FBT &
B2 OEBB@AZ BT 2N TERNE
g ® Z Applicant who cannot properly perform the necessary recognition, judgement and
S o S communication to perform the work of foreign manufacturers properly due to
2 5 tf mental dysfunction
. H ) W EREEE DEBZBUNAT ) Z ENCx DAk OFRZ A T D & i DIVRNE
S = f§ Applicant who is not recognized as having knowledge and experience to properly
= El carry out the work of foreign manufacturers
fii =
Remarks
= 3 mi
ERickn, E I A F ONEEEEOREEZHE LET,
A R L

I hereby apply for the accreditation of the foreign

drug
quasi—drug

regenerative, cellular therapy and gene




manufacturer indicated above
therapy products

& H E!
Year Month  Day

L
Japanese
F 7t HhEST
Address .
Foreign language
BENCTHSTIE, EDEBEFTORTER
Location of the head office in case of a corporation
FBC
Japanese
K4 @
Name Foreign language
ENCHO T, AHKOAEE DRA4
Name and name of its representative in case of a corporation

[RGB B
To Minister of Health, Labour and Welfare

(FEE)
(Notes)
1 HAMORESIE, AdeTH2 L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOHEEEIL. ERl2@mEHTZ L,
Applicant should submit one original and one copy of it
3 FE, B AT EERN, AUTHOTUL, METITOZ D LELZ L,
Flll in the form with clear writing to use such as inks, etc.,
AR, EARICORAEY | HEIZ L2 &,
Put revenue stamp only on the original and do not cancel it
5 WREDKMINTIL, HIBRE 1 HKL O 2 HA T XITHI3TRD 8K 5 DWNTIITHEE T 20 &5
WIHrZ L,

Identify in the column of “Accreditation categories” which category specified under
Article 35, Paragraph 1 and 2 or Article 137—18 is applied
6 BLEFTOREERIE OMEMICE ORI FHORTERLEMT H Z LN TERWEXIE, R T
MoLBy | LR L, BIRERMNT 5 Z &,

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.
7 $ HE DORIEFEO (DD (DI E TITIE, YEERRWEXT L) L, o

(W E Iz >TIZEOEBEOFEHA A2, Q) MiC %Ofi%@%\ﬁ ﬁ®%m$
ﬂE&@%®ﬁﬁ%%b@\Xﬁﬁﬁ%ﬁﬁé:kﬁﬁ<ﬁot BITFOFEA B Z, (DMWIC
TIEZE DB DEEROEN LTFEA A Zitdlid 5 2 &,

Describe “No” 1in each column of (1), (2), () , ), (), (6)and (7) if an applicant

IS

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).



BAFEHILEE =S4k Fa5 =+ E5o —+BEfR)
From No.19(related to Article 37 and Article 137-20)

BER
Number of accreditation
"
5 wb b oo A E RS R SR AL
A s B B PEE L

drug

Accreditation certificate of foreign quasi—drug

regenerative, cellular therapy and gene therapy products
manufacturer

K4 GENIZHD
TIL, EDA4FR)
Name(Name of

corporation)

B T D4 FR
Name of the
manufacturing

establishment

RIYE T O FITAE 1
Location of the
manufacturing

establishment

FRTEDIX Sy
Accreditation

categories

134D3
DA AT OB A O TR B Bl 1 8 e
® 5 23 4 24

FoRdEShIZ = % E‘B 571~ in SMERUE KA THHIL 2R 2,

drug

It is certified that the above manufacturer is certificated foreign quasi—drug
regenerative, cellular therapy and gene therapy products

manufacturer pursuant to ﬁ;ﬁg%g%g 34 of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical

Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products, and Cosmetics.

o A H
Year Month Day
A ST R Ff]
Minister of Health, Labour and Welfare
A5 1 ] e H H b
Valid Period From Year Month Day
2 A H T

until Year Month Day



RS - B =+t45%, B5u =+t5o %)
Form No. 20 (related to Article 37 and Article 137-20)

« £ %k &
L S 7 A AEREEE  REERT L
A P

drug

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

manufacturer
therapy products

woE ®F 5 kT £ A H

Number and date of the accreditation

E 1 AT D 2 P
Name of the manufacturing establishment

| T AT 2 Hr 1 Ha

Location of the manufacturing establishment

B £ D S 73
Accreditation categories

WoE P o HMOE W W oo #M =
Outline of the buildings and facilities of
the manufacturing establishment

W g oo & O #H| N
The person responsible for the
manufacturing establishment T fr
Address
(1) EFEIFOAF1IHOBRTBICL VB EZRVHEIN, BUHLOA ML SEEZRBE LT

1/\73?1,\%
Applicant whose license 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

(2) IEFHISEROFE 1 HEOBEIZL D BEFZIVESN, BUHLO AL 3SEEZRE LT
b‘iﬁb‘%?
Applicant whose license 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

(3) ZEELL O BV, EOHITEKEDLY | ITPITEZIT D2 LR 772D
Tett, 3L L TW RN
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) ¥, BRI ORI IREREE . B M OB EE 2 OMIEFIZRE 3 2155 T
BTEDDHDXINTZ IS S ANTER L, FOENATANRHOT-HIND 2
G SITAUNQAVAIAE 3
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) WE, KK, H~AXIIREER O EE
Addict on narcotics, cannabis, opium or stimulant

(6) KA OMERBEORREIZ L 0 ANERLESEE OB 2 W EIZ1T 9 12 Y 72D THE R
LK R OVEEBOR 2 BT O Z LN TERNE
Applicant who cannot properly perform the necessary recognition, judgement
and communication to perform the work of foreign manufacturers properly due
to mental dysfunction

(1) FMNERESEE OEBZWUNATH) 2N T HHRME OB AEHFT 5 LD LI
ATy
Applicant who is not recognized as having knowledge and experience to
properly carry out the work of foreign manufacturers

(U0T1BI0dI00 B JO OSBO UL SIATBJJR [BdTineoeudeyd JO S0OTAISS oYl JOJ
o[qIsuodsal SOATINOOXS oY} JO 89S0yl SUIPN{oul) sUOTIeITJI[enbsIip s jued1[ddy

BT O (G IPRVIINE OO DRV ERIE T SO T A T A O 3T T Dkl &

(L 5

Remarks




=¥ i
ERICED . E A S G OAMNEREEEOREOEHEHFE L E T,
AR R R
drug
I hereby apply for the accreditation renewal of the foreign quasi-—drug
regenerative, cellular therapy

manufacturer indicated above
and gene therapy products

i A H
Year Month  Day

L
Japanese
e P
Address .
Foreign language
BN DO TR, F 5 FEATOFTTEM ]
Location of the head office in case of a corporation
R
Japanese
K 4 smEx
Name Foreign language
BN HOTIE, AR OIREH D K4 ]
Name and name of its representative in case of a corporation

JEAET R B
To Minister of Health, Labour and Welfare

(EE)
(Notes)
1 AMoORESIE, AdLTH2 L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWEEEZ, ER2EENTLZ L,
Applicant should submit one original and one copy of it
3 FUX, B AVIEERHY, IUTHOTIE, ETIE Z D &ELZ L,

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

4 YWAHRKIZ, IERIZOAZEED | HHIZ L2 &,
Put revenue stamp only on the original and do not cancel it
5 FREDXMHICIL, F355H 1 HE O 2 HA B IH13THRDI8E B DOWNT IICEE S T & il

#HToHZ L,

Identify in the column of “Accreditation categories” which category specified under Article
35, Paragraph 1 and 2 or Article 137—18 is applied
6 BLEFTOREERRIE OMEMICE O EHEORTERLETH Z LTSRN E XX, R T3]
Mo LB Litd L, MIRERMGTHZ 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.
7 HEEHEOKREEHEO (DG (DM E TIZIE, YEFERLNE ST L) LitdLl, oL
XX, WA @ICHES>TUIZOHEB L OFEA B Z, Q) MIZH>TEZEDIE, Hl. FOMEF
ABROZOHITE2KDOY ., XIIBITE2ZITH 2 N o83t 0FA 4%, WHich-o
TIXZEOEKDFEFEKROER LIFEH B ZT#lT 52 L,

Describe “No” in each column of (1), (2), (3), 4), (B6), (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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BB A —n= GE=1+t&Ko R
Form No. 21-2 (related to Article 37-2)

% = 3K B - .
LA e A g SMEREEE
revenue stamp
o N _ drug
Application for the registration of foreign quasi—drug manufacturer

W % B o 4

Name of the manufacturing establishment

®H &% g o B O W

Location of the manufacturing establishment

WO B0 R % N
The person responsible for E 7

the manufacturing establishment P
Address

BTSSR 4FH 1 EOHEIC L VFREZRD IS IL, BUH LOHD 3FEEZBGH LT

==
« 355N VR
23 E?éﬁ%g‘ (1) Applicant whose license was canceled pursuant to the provision of Article 75—
B3 Sy 4, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
§»E§’t 15 yesgission ] ] i
5o ﬁr &%%§@5%1@@ﬁimibﬁﬁ%ﬁbﬁéh\ﬁﬁL@H#ESE%ﬁ@LT
== 8— - [AYA47A
3_§ & 2) Applicant whose license was canceled pursuant to the provision of Article 75—
S5 :? 5, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
= 3 rescission
85 9 ZEECL EOINIZIE D, TORITEDY | JUTPITE5T 5 2 LW {744,
28 SEEFGHE LUV
S'é‘ (3)  Applicant who has a history of a court sentence of imprisonment on severer
28 |z punishment and has not passed 3 years since the execution was completed or no
o~ E§ longer received _
=3 1E, WREER OV EIeRE, 2 ORI IGRAEZ OMFEFIZRTT 5153 TBR TE
52 2 % DOXIZNES TR, CORRTAID DI 2 4 LT
58 7 |AYA4A
5(% f? 4) Applicant who has a history of violation of Law, Narcotics and Psychotropics
e = Control Law, Poisonous and Deleterious Substances Control Law or other laws
= 1T and regulations related to pharmaceutical affairs specified by Cabinet Order
o . . . ..
S 2 % and has not passed 2 years since its date of the disposition
— H (5) W, KR, o ~A NIRRT 0
=N Addict on narcotics, cannabis, opium or stimulant
S FERROREREDREEI” I U SNE LG e OFER G AN A T 5 (2G> CRLBmg il FlsT
53 B KROBEBBEZEINAT) Z LA TERNE
o 5? ®) Applicant who cannot properly perform the necessary recognition, judgement
SR 3 and communication to perform the work of foreign manufacturers properly due
g2 %1 to mental dysfunction _ _ )
2 = SNERLEER DB 2 MONITH Z ENTX DAL ORERE AT 5 ElD b IVRWE
- » (7 Applicant who is not recognized as having knowledge and experience to
™0 properly carry out the work of foreign manufacturers
fisi =
Remarks
= i
ieGil /N K b b OINEREREE OBGRE FEE LT
drug
I hereby apply for the registration of the foreign . manufacturer indicated above
quasi—drug
(= A H
Year Month Day
L
Japanese
£ 5
Address PANEED'S

Foreign language
(%AK%@TH\IK5$%%®ﬁEﬂ )

Location of the head office in case of a corporation



L

Japanese
K 4
Name PANES DS
Foreign language
™ ENCH ST, AR OREEDRA
JEAETTEIRR JE Name and name of its representative in case of a corporation

To Minister of Health, Labour and Welfare

(EE)
(Notes)
1 JBORESIT, AdLTDHTL,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEET. ERI2@RETL L,
Applicant should submit one original and one copy of it
3 T B A VISRV, FUCHOTUL, METIT &Y LEL L,
Fill in the form with clear writing to use such as inks, etc.,.
4 AEREIE, ERIZOZALD | EHIZ LT &,
Put revenue stamp only on the original and do not cancel it
5 HFEEDOXEFHED (DG (DHE TITIE, BEFEENRNE X L) LFtilL, HoLxiE (DK
T HSTIEDOEHMEOEH B, Q)M H > TIIZDIE, F, FIOMEFA B X OZE OB T2 |
T THEZT D Z LN ROl AT EDOFEA B2, WAICH O TUIZOEROFELOER LIZFEH B4
LA Z L,

Describe “No” in each column of (1), (2), (3) , @), (), (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)



A+ —o =0 =+1t&o=F1%)
Form No.21-3 (related to Article 37-3)

B
Number of registration
= 3'?2 it
o . . drug
Registration certificate of foreign quasi-drug manufacturer
K4 GENIZHD

TIX, EDL4FR)
Name(Name of

corporation)

BLERT D4 FR
Name of the
manufacturing

establishment

B FF OO AT A H

Location of the
manufacturing

establishment

I, ERREORET. AR 0% A ORI T AR 13403020

BUEVCEOBBRSIVE [ g 1 B AMERSERE COBLLATEN T,
rug

It is certified that the above manufacturer is certificated foreign manufacturer pursuant to Article

quasi—drug
13-3-2 of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenerative

and Cellular Therapy Products, Gene Therapy Products, and Cosmetics.

e A H
Year Month Day
SAGERE F
Minister of Health, Labour and Welfare
AN i A H 25
Valid Period From Year Month Day

& A H &T

until Year Month Day



FREEE —A—l G —=+t5%0 =)
Form No. 21-4 (related to Article 37-3)

WONEL S

revenue stamp

SR

E ok i o g SNEBBENE e
drug
Application for the registration renewal of the foreign quasi—drug manufacturer

Number and date of the registration

v Kk O A H

[

Name of the manufacturing establishment

At 2 % P

[T O

Location of the manufacturing establishment

W0 Bl
The person responsible for =
the manufacturing establishment Addré;s
8 5= E 15 -0 4 55 1 HOBUEIC X DFEZ IV HS L. BGALDO G 3% fam L
S B8 ek TV
23 ETQ%%? (1)  Applicant whose accreditation was canceled pursuant to the provision of Article
§.§.§ I8 75—4, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
o YR rescission _ \/ i
gon A EF 75 RO 55 1THOBEIZ L D SRR IV HIN, BHELOANG 320 L
Do T TR
”_g' H | © Applicant whose registration was canceled pursuant to the provision of Article
S;g 2 75-5, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
® = T rescission
gz B BT EOTALE SI1, € OB TRV . TR a2 5 = LR IR T A%,
S8 AR L TR
S e (3)  Applicant who has a history of a court sentence of imprisonment on a severer
°2 0z punishment and has not passed 3 years since its execution was completed or no
=4 5 longer received . . ]
o5 T T, LR OV . 2 B OB IE T DRI B T GBS TR
gaf G, % 6%®Xéi TAUTHASSWNTER L, ZOERATAD 80 D7T- A G 24F 288 LTV
g £ Ly
% ET %? (4)  Applicant who has a history of violation of Law, Narcotics and Psychotropics
s ® LE Control Law, Poisonous and Deleterious Substances Control Law or other laws and
E'S; E% regulations related to pharmaceutical affairs specified by Cabinet Order, and has
gag % not passed 2 years since the date of its disposition
& @ e (5) R, KR, B ~A SRRSO
2o 7 Addict of drug, cannabis, opium or stimulant
=S R OBREDREEC L. U AL E TR DO Jer BRI AT 5 (OG> C LB b, P
g K OEEBEZENAT) 2 W TERNE
= %? (6)  Applicant who cannot properly perform the necessary recognition, judgement and
o & = communication to perform the work of foreign manufacturers properly due to mental
5 A ;
2S dysfunction i - ] A ] )
oo 2 INEFTE SR DB ZMONIT ) Z ENCTE DAL OFERZ AT D & addh LIVRVE
™S » (7)  Applicant who is not recognized as having knowledge and experience to properly
e carry out the work of foreign manufacturers
fii
Remarks
=) - IE‘: gé EII__IIZI 122 S7% 7 =
J:ﬁa&k-ct D N IE ;7%% ﬁlg ,571\ IZ'I:IIZI 0)571‘%3&%;% ODE.é}Q%@E*ﬁ%EEuH Liﬁ‘o
H
dru
I hereby apply for the registration renewal of the foreign g. manufacturer indicated above
quasi—drug
A A H
Year Month  Day FRIL
Japanese

£ Br
Address  AMESL
Foreign language
( WACH T, i DB E )

Location of the head office in case of a corporation



L

Japanese
K 4
Name S ESC
Foreign language
BENZHOTUL, AP ORFEEORA
EE%"@JﬁE 8 (Name and name of its representative in case of a corporatior)

To Minister of Health, Labour and Welfare

(EE)
(Notes)
1 JHORESIE, AdLTDHTL,
Use paper of Size Japanese Industrial Standards A4.
2 ZOWFEET ERI2@RETL L,
Applicant should submit one original and one copy of it
3 T B A VISRV, FUIHOTUL, METII &Y LEL L,
Fill in the form with clear writing to use such as inks, etc.,.
4 AEREE, EARIZOZALD | HEIZ LN &,
Put revenue stamp only on the original and do not cancel it
5 HEEHEOXEFHED (DG (DE TITIX, BEFEENRNE XTI [2L) LFTHL, HD L. (DAY
@WNZHH>TITZOHAKOFEA A Z, GMIZHOTUXZEDIR, . HOMEFA A X EDPITEEDD |
T THEZT D Z LN OIS EITEDOFEA B2, WAICH O TUIZOEROFELOER LIZFEH B
LAz L,

Describe “No” in each column of (1), (2), 3), @), (), (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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FREEE 480 = (R =40 %)
Form No. 26—2 (related to Article 53—2)

= ¥ . = -
RGP 438 A M A A
= S ER Ak
lication f S f conform di ¢ ¢ . . drug
Application for examination of conformity regarding type of manufacturing o quasi-drug

A Z T XD & DGO 4 R
Name of the manufacturing
establishment to be examined

A Z T L 5 &35 RET QPR
Location of the manufacturing
establishment to be examined

E S OFF a4 L o<l B s
R i = QLS T NS R
EHEORBEHLITBEHEX
License or registration category
of the manufacturer, accreditation
or registration category of the
foreign drug/quasi-drug
manufacturer
BLEEOFF AT L LB B R OMF
A B T EHE S A E G EE ORE
HLLLEIBREKESKXOHEHHA
Number and date of the license or
registration for the manufacturer,
or of the accreditation or
registration for the foreign
manufacturer
AT L) & HrHE RO XSy
Types of the manufacturing
activities to be examined

P & fh H i
Number of the product items
WoodE Wk o ¥ & K
Number of the marketing license
holders in Japan

I S SR G = S R |

Amount of examination fee

fi =
Remarks
o O e N
Eigic kv, P S 4k DXy EtETREEZHiE L E 9,
drug
I hereby apply for the examination of conformity regarding type of manufacturing of quasi-drug-
AR i gy [BEANCHOTE, SR 5 FHHODEL
Year Month  Day Location of the head office in case
Address

of a corporation

ENCHHOTE, AR OREHFOKRA

Name and name of its representative in

K 4

Name .
case of a corporation

MNTATEOE N ERE G ERER R ARSI R

To Chief Executive of the Pharmaceuticals iy
and Medical Devices Agency

BT TE T Uk e =

To Governor of the Prefecture



(EE)

(Note)
1 HOREIIFE, AdLT5HZ L,
Use paper of Japanese Industrial Standard Size A4.
NN
2 I B AT FEEHN, BEETEOEDEEI L,
Fill in the form with clear writing with inks etc
3 HLEFEOFF A L ITBER X r ITEEL A ERE S OB ER L ITBEKXIC W T, 5 25

4

5

6

FREHDR 7, 35 FRAHDOR S UTRE DB %AT 5 WIEFTOWFTIITREY T 202l T 5 2 &,

Identify in the column of “License or registration category of the manufacturer, accreditation
or registration category of the foreign manufacturer” which category specified under each
Paragraph of Article 25 or Article 35, or storage category of manufacturing establishment is
applied.

RUEREOFF A L ITBEE 5 MO A SUTEEGFSERGESREE ORBER L <I3BREE 5 L OHH
FHARICOWTIE, 55 13 455 1 THOFFA], {55 13 520 355 1 THORBEUTIER 13 KD 20 25 1 HA L
IHESR 13 X33O 2FE1HDORER AT LD LT 2EHTHLGEIE. FFr, BEXIRERBFEZE S
FOHEEER HZ2ii#flid 5 2 &,

Identify in the column of “Number and date of the license or registration for the manufacturer,
or of the accreditation or registration for the foreign manufacturer of drug, etc.” the receipt
number and the date of the application for license, accreditation or registration, in case that
applicant is going to have a license under Article 13, Paragraph 1 of the Act, an accreditation
under Article 13-3, Paragraph 1 of the Act, or a registration under Article 13-2-2, Paragraph 1
or Article 13-3-2, Paragraph 1 of the Act

PEZZIT LD & T2 ETROXGMMNCONTIT, EESM, EFREIREOME, A& O MO
PRI B D VAR T IUSRE N HICHUE T 2 EE G SUIEFEE L ORIE TROX 2 B DHTH 2 5%
BT DX OWNT IS T 20 E#MT 5 2 &, £7o, BUEMS BRI HEEX I BT 2 B b
DX, RGN TE BRI Y s 5 B fR D SRR ORE T D 2 L,

Identify in the column of “Types of the manufacturing activities to be examined” which
manufacturing type as provided in Article 2 of Ministerial Order specifying manufacturing types
of drug or quasi—drug under Article 14, Paragraph 8 of the Act on Securing Quality, Efficacy and
Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products, Gene
Therapy Products, and Cosmetics is applied. In addition, identify in the column of “Number of
the product items” how many product items covered with the applied manufacturing type, and in
the column of “Number of the marketing license holders in Japan” how many marketing license
holders in Japan related to those product items.

MSATBOE N B LR RS S LR R ICHF T 25812 H o TiE, B, ERESFOMNE, A
BIE e OV M E DO REPR 5 (2B 9 2 1B BAMR FEOCEH S 12 3 W\ THE o 2 1l & M A FEOBE 2 B o0 O R IZ 3
AT T kT B EEOT LA EEC I 5 -k,

In case where the application is submitted to the Chief Executive of the Pharmaceuticals and
Medical Devices Agency, affix a copy of the receipt for the remittance of examination fee, as
provided in the Government Order on the fees related to the Act on Securing Quality, Efficacy and
Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products, Gene

Therapy Products, and Cosmetics, to the bank account of the agency.
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AR R ol GFHA+ =520 HBfR)
Form No. 26—4 (related to Article 53—6)
% 2

o

i #e fife o i

Confirmation certificate of standard conformity

FFT GENCHO T, £ D EHATOFTE#R)
Address (Location of the head office in case of a corporation)
K4 GEANCHSTE, M OREZT DKL)

Name (Name and name of its representative in case of a corporation)

ik & T D 4 PR
Name of the manufacturing
establishment

& O oo BT M
Location of the manufacturing
establishment

FLEFEOFF AT L I3RSy U
A ESNEREEE ORER L I
ik ES

License or registration category

& g

of the manufacturer, accreditation
or registration category of the
foreign manufacturer

FLEZEOFFAE L < 3B ERFE = ULE
FEAnES EREFER ORES L <I3H
S e za
Number of the license or
registration for the manufacturer,
or of the accreditation or
registration for the foreign
manufacturer

wo®E T B o X 4
Types of the manufacturing
activities

I, EREREOME., AR OLZ 2O RFEICET DIEEE 1450 2
FIHOBEICL Y, FEHBI4RE2HE A4 SICTHET 2 EEICHEHALTWVD I &
ZREAT 5,

Pursuant to Article 14-2, Paragraph 3 of the Act on Securing Quality, Efficacy
and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy
Products, Gene Therapy Products, and Cosmetics, it is certificated that the above
manufacturing establishment is confirmed of conformity to the standard under

Article 14, Paragraph 2, item 4 of the Act



£ A H
Year Month Day

MSIATEOE N ESE LR R A A L R
Chief Executive of the Pharmaceuticals and

F

Medical Devices Agency

HOE I SN

Governor of the Prefecture

il £ A HH” 6
Valid Period From Year Month Day
£ N H¥T
until Year Month Day
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Form No. 63—5 (related to Article 114

IN@NEILS

revenue stamp

Application for the registration of foreign

15)

= B & s =%
{$%§?H§ﬁﬁﬁ@;§§u %@JE%% YE_’E@%EE nﬁ%

medical device
in vitro diagnostic

manufacturer

TN

Name of the manufacturing establishment

P 2 4 i

S i

At

Location of the manufacturing establishment

%) At 1E Hh

W B o
The person responsible for the &
manufacturing establishment P

K 4

Name

" OfE &

Address
SEZof [ (D) EFERIVFROAFIHEOREICLEVEEZRVBEIN, BUELOAND 3F%
S 8O ki R L TR
ia jrs Applicant whose license was canceled pursuant to the provision of
S EIN Article 75-4, Paragraph 1 and who is awaiting a lapse of 3 years
=1 TEVA from the date of said rescission
= A | @) EBBROSHE ITHOBEICE D BRIV FESN, BGELOHMDS 3
s Iz G ST AURGAVAIAE 3
P Applicant whose license was canceled pursuant to the provision of
) Article 75-5, Paragraph 1 and who is awaiting a lapse of 3 years
T from the date of said rescission

prae

(3)

BRI EOJNCAE o, TOFITZRD0, XTPIT231T 252 &0
IRl %, 3L L TN

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)

&, R ORI T . 7 [ OB BGHE € OMIEFICET
B THEATED D bOXIZICESSABITER L, T OERITS
MDD D 2HEE R L TUVRWnE

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)

R, RIR. HA~ASUIREEA O T84

Addict on narcotics, cannabis, opium or stimulant

(6)

R OREREDIEEIC £ U AN % DR B A LT O LS o
SERERA, CHIET R ONE B A U T O 2 E AT ERNE
Applicant who cannot properly perform the necessary recognition,
judgement and communication to perform the work of foreign
manufacturers properly due to mental dysfunction

JO osed Ul sJaIeJje [eorjneoeuteyd JOo SoOIAJOS oYyl J0J o[qrsuod
SOAIINOdXd 8y} JOo osoy} SuIpniour) SUOTIBOTJI[BNbSIpP S JUBOI]
)

(LCIDRYITRE Ol b R FR I 77

(7)

SNERLEEFT OFEZE ZmMUNITO ZEN CE L MmM ERE AT 5 &
D HALIRNE

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

T =
Remarks
baicky, B RO & e s mgm e hzs L

I hereby apply for the registration of the foreign

PRS2 F = 28 ah

indicated above.

i

Year

medical device
in vitro diagnostic

manufacturer

H H
Month  Day
R
Japanese
(E -
Address P

Foreign language

[%AK%@TH\Eké$%%@ﬁEﬂ

Location of the head office in case of a corporation

]




HC

Japanese

KA smx
Foreign language
[&Amﬁofm\%%&@ﬁ%%®&%

Name and name of its representative in case of a corporation

JEAETEIRE B
To Minister of Health, Labour and Welfare

(FE)
(Notes)
1 HOREIIE, AdeT5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEEIX. ER 2@EEHT AL,
Applicant should submit one original and one copy of it
3 FE B AVIEEHW, BUTHHOTL, BETIESED LEIZ L,
Fill in the form with clear writing to use such as inks, etc.,.
WAHBRIE, EARICOARAEY | HHIZ LW &,
Put revenue stamp only on the original and do not cancel it.
HEEE DORAEEKRED (DO (DI E T, YEFEERLWEET ML) tis#l, oL
I, MA@ TUIZOBEALFEA HEZ, GMICHOTXZEDIE, . FOMHEES
AHBEOZOPITEKEDY . FBITE2ZT D Z B2 oG /AIXF0OFEA B E, (WDMIcH>
TIEZEDOERKOFEERNERX LIZFEA HEL#TH 2 &,
Describe “No” in each column of (1), (2), (3) , ), (B) , (6)and (7) if an applicant

doesn’ t meet any conditions of its disqualifications. If an applicant meets one or more

I

)]

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)

]



HGE S+ =R EEE+H USROS BE%R)
Form No.63—6(related to Article 114-16)

Number of registration

=) A% B A =
= peihte L SMEE e T
(RN 28T 1= S medical device

Registration certificate of  foreign manufacturer

in vitro diagnostic

K4 ENZHD
TIiX, D4 H)
Name(Name of

corporation)

ELERT O T
Name of the
manufacturing

establishment

B FF OO AT A H

Location of the

manufacturing

establishment

K RS S O A B OV B E ORI B B IE RS 235 D20 4D HE

RIS A E R 3 T D LA S5
: ;z\zm - N 5 ljxl:l N 3 - g E .
LD BRINR IRAN 2T = 3K 5 o * mediczf device

It is certified that the above manufacturer is certificated foreign manufacturer pursuant to

in vitro diagnostic
Article 23-2—4 of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenera—

tive and Cellular Therapy Products, Gene Therapy Products, and Cosmetics.

i A H
Year Month Day
JEAE TR F
Minister of Health, Labour and Welfare
A0 1 (2 H H 756
Valid Period From Year Month Day

F A H T

until Year Month Day



BRAFE AR+ =0t GFE+HUSEo+SER)
Form No. 63-7 (related to Article 114-16)

NNEIS EOE
revenue stamp PRS2 H 1= 3 i

Application for the registration renewal

AERGERE R

medical device

f the foreign . . . .
© ¢ Lorelsh 4 vitro diagnostic

manufacturer

54 x 5 Kk O F H H
Number and date of the registration

E 5 7T D % i
Name of theAmanufacturingAgstablishment

E3 & AT D AT = e

Location of the manufacturing establishment

. _ K 4
;@ JHE: Fﬁ (2] EEE ﬁi % Name
The person responsible for the —
manufacturing establishment * Fr
Address

(DVEFTROAF1IHOHTEIZLD

EXIVIHESN, BEHLOHE D 3F %

TR LTy

Applicant whose license 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 ITHOBEIZ LD EERZINVFEIN, BHELOH)NG 34
e s S ONGAYANAT 2
Applicant whose license 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

G)EHLL EOJMIE N, COPITZRDY . XTPIT2% 1T 5 Z L7
7golctk, 3FELRE L TWRWE
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

DTE, BIEE O FGAIERm s, =0 &k CBEWRGHTEZ OMIEFICET 515
STHHTEDD LD XTI THES S AZITER L, T DOEKITAN D
DTEAMNG 2F 2R L THRNE
Applicant who has a history of violation of Law, Narcotics and Psycho
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, KK, H~AXITREEA O T 5E

Addict on narcotics, cannabis, opium or stimulant

(6) F5 R OFERE DOFEFIC K 0 AMEELESEH D FER; 22 1 IE (AT DI H 72D b
7R, PR OVEEBGR 2 Y T O Z E N TEARNE
Applicant who cannot properly perform the necessary recognition,
judgement and communication to perform the work of foreign
manufacturers properly due to mental dysfunction

FEEL
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S S SRE
2281
5T
Seoe X

o é:

oy

é o)

& D

= C

o

O A

=

= 3

s F

%] Q:

o B

= 7

=

= N

=

g B

+

=

o

%)

@

o

iy

—+

=

@

@

bl

@

o

[an

jard

.

<

@

1%}

B JO 8seo Ul SsJrTejje [BOIJ,HOOEHLIQL[CI JO SooTAJeS 9yl JOJ SICHSUOdSOI

O (G IPROMKE O <f b RYHUIE

(N ANHFELEEZ DEFZHUNAT) ZENTEX 2Hm ML R E AT 5 &k
D HAVIRNE
Applicant who is not recognized as having knowledge and experience to
properly carry out the work of foreign manufacturers

I =
Remarks
s = O K 2R s " st
FRElick v, PRI 7 P DOANERLEEF OGO EFEHRE L ET,

I hereby apply for the registration renewal of the foreign

medical device
in vitro diagnhostic

indicated above

manufacturer



i H H
Year Month  Day

L
Japanese
Address -
Foreign language
[?fid\c: BT, 175 FETOFHER ]
Location of the head office in case of a corporation

L

Japanese

KA smEsx
Foreign language
[%AK%OTH\%%&UW%%@&% ]

Name and name of its representative in case of a corporation

ETTERE B
To Minister of Health, Labour and Welfare

(EE)
(Notes)
1 HOKREIIE, AdeT5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOHEEL ERl2@EENTLIZ L,
Applicant should submit one original and one copy of it
3 FX, B AT EEHV, BUTHOTIE, BETIE XD &ELZ L,
Fill in the form with clear writing to use such as inks, etc.,.
4 AEIRUE, ERICOZREY | HEIZ L2 &,
Put revenue stamp only on the original and do not cancel it
5 Eﬁ B OXREFEO (DMNHD (DIE TITIE, YEFEERLWEXT 2L tftdiL, oL
(DL @Oz > TIZEOHB L OHEH A E2, Q) HICH>TXZEDIR, ., ﬁ®%m$
ﬂE&@%®%ﬁ%%bD\Xﬂ%ﬁ%%ﬁé:kﬁﬁ<&ot BIIFOFEABZ, DMWIZH
TIEZE DB DEEROEN LTFEH BZRdd 5 2 &,

Describe “No” in each column of (1), (2), () , ), () , (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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HAEAT =0+ huo+— BEFESEON+LOHAREIR)

i
S B W e A RS S
TR A1 185 P P 5
- & WM & R
T 7 %
#
B 7
i # I8 H

2 HOF Wm o B OF 5

28 o EF M A PERERR R A AE B

MO MERERAORA (EACHOTIL, ARRUREEDRA

HEELOREREREONT (EAChOTE, TrARHFORER

IR T2 D BB R OFF Al 5 R OMER A

% PROUBT R M| BEESROEAR | & T O

A A AT o7 g T

e &R Ww 5 F & &

OE T EE A RO R 2B L E T,

MNZATBUE NS ah =R A S A B R Fll
JEATBRE B

(EE)

1 HEOKREZI, A4LT5H2L,

2 FE B AVIFEEHW, BETITIOED EESZ L,

3 BERE S L UOMEA AR OIS TR, LT O/ ek 2NES 23 520 2 D 35 1 THXUT
EF 23502041 HOBEIZ LV BEEZ T -MER TH LG AICHE#T5 2 &,
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P 5 7 4,
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ML AMERTELORL (BN HO T, AHROREEOKA)
HRE T ARERRERORR (EACHOTL, FRASHIOFER)

LA E R R R 5 TG IR 7E S8 O
K4 GENICHHSTE, AHKEOREE D
K4)

LA [ i R R 5 TG R 7E 338 O
K4 GENICHHSTIE, E2 2 FBFTORT

EH)
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1 HEOKREZIX, A4LT5H2L,

2 FE. B AUIEEHW, BETITOX D EEL L,

3 BERTE S L OVEH BAR K OIS TR, SR AT O/ MR ANES 23 520 2 D 3485 1 TH XX
EH 23020 4F 1 HOBEIZ LY BEREZ - 8ET Th LAl T5 2 &,
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HRAFEE+HOROZ GFEEH =+Lt5E0=+MNo _BfF)
Form No. 75-6-2 (related to Article 137-34-2)

PR R A B X3 B A R R

Application for examination of conformity regarding type of manufacturing of regenerative,
cellular therapy and gene therapy products

REE =T LD &T H8EFTO4 R
Name of the manufacturing
establishment to be examined
P2 T L 9 &3 2 BT O R EHE
Location of the manufacturing
establishment to be examined
BLEZE O AT IX o AT AR R 3
g E OB E EE 0B OE X &
License category of the
manufacturer, or accreditation
category of the foreign
regenerative, cellular therapy and
gene therapy products manufacturer
MEXOHFATEFTLKOHEHH
SOV T AR O S RN AL E R s
(XFTOREFTFKROCHEAHA
Number and date of the license for
the manufacturer, or of the
accreditation for the foreign
regenerative, cellular therapy and
gene therapy products manufacturer
MELZT LD LT 2ETROX
Types of the manufacturing
activities to be examined

p:G by i H #
Number of the product items
oo kR E ¥ OF K
Number of the marketing license
holders in Japan

mooE F OB OB & #
Amount of examination fee

fisi £
Remarks

FRICE Y BAERERERSOXSEEGMRELHFE L ET,

I hereby apply for the examination of conformity regarding type of manufacturing of

regenerative, cellular therapy and gene therapy products.
4 H H B HENCHSTIE, £ 2 FBFTOFHEH
Year Month Day fr Location of the head office in case

Address .
of a cooperation

ENCHHOTE, AR OREREDORA

Name and name of its representative

K 4

Name . .
in case of a cooperation



PRSEATEOE N I G R R R A M =
To Chief Executive of the Pharmaceuticals i
and Medical Devices Agency

(R
(Note)

1 HAOREEZIE, AdeT52 L,
Use paper of Japanese Industrial Standard Size A4.

9 I B A ISR, EETEoXY LB Z L

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

3 BGEZEOFF AKXy U E R R AME RS SR ORBE R RISV TR, 5 137 20 8 i
5137 Z_D 18 DEZDOWVTIUTEE T D&l 5 2 &,

Identify in the column of “License category of the manufacturer, or accreditation
category of the foreign regenerative, cellular therapy and gene therapy products
manufacturer” which category specified under Article 137-8 or Article 137-18 is applied

4 REEOFFAE S L OER B UTHARRFRBAINERGE RS OB ER 5 L OER BRIz
TR, EF 23 K0 22 B 1 HOFF A UTE 23 KD 24 FH1HOREELZIT LD LT 2HTHLGE
(T, FFRSUIRRE RS E S L OHGEFEH A2l 52 L,

Identify in the column of “Number and date of the license for the manufacturer, or of
the accreditation for the foreign regenerative, cellular therapy and gene therapy products
manufacturer” the receipt number and the date of the application for license or
accreditation, in case that applicant is going to have a license under Article 23-22,
Paragraph 1, or an accreditation under Article 23-24, Paragraph 1 of the Act.

5 HREEZZT LD LT HRE TRORSMIC OV T, EHRL, EEEISSOWE, AR OE
EVEOHEPRFITBT IR =40 IR BEICHRE T 2 BARERER L ORE TROX
NEEDDERE 2HREZONTIUEE T 20 E 0T 22 &, Fio, BES B EMICHEEX S
(B9 2 BUE S B o8, ROEIR7E A BRI Yz i L B &2 BGERoE 9 2 BUE RGeS A B e s
HZ k&,

Identify in the column of “Types of the manufacturing activities to be examined”
which manufacturing type as provided in Article 2 of Ministerial Order specifying
manufacturing types of regenerative, cellular therapy and gene therapy products under
Article 23-25 Paragraph 7 of the Act on Securing Quality, Efficacy and Safety of Products
including Pharmaceuticals and Medical Devices is applied. In addition, identify in the
column of “Number of the product items” how many product items covered with the applied

manufacturing type, and in the column of “Number of the marketing license holders in



Japan” how many marketing license holders in Japan related to those product items.

6 MNATBUENEELERESRAEEHERICHGET 25810 H > Tid, EEM, ERESFO
B A RIE N OV M E ORI B3 2 MBI TR IR\ TE S 2l A PR A FEoRH 2 1%
O LA AL TS = & R FES % 05 Uk Bl i 2 2 &,

In case where the application is submitted to Chief Executive of the Pharmaceuticals
and Medical Devices Agency, affix a copy of the receipt for the remittance of examination
fee, as provided in the Government Order on the fees related to the Act on Securing
Quality, Efficacy and Safety of Products including Pharmaceuticals and Medical Devices,

to the bank account of the agency
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BRAE L+ IoRON (FE =+E5&0 =+ HEMR)
Form No. 75-6-4 (related to Article 137-34-5)

St =

o el

# e fife e il
Confirmation certificate of standard conformity
AT GEANCHSTE, F72 D FHEATOFTEH)
Address (Location of the head office in case of a corporation)
K4 (ENCHHSTIE, BB OMRRFEDRA)

Name (Name and name of its representative in case of a corporation)

e & A ) 4 i
Name of the manufacturing
establishment

% B o BT fE H
Location of the manufacturing
establishment

BLESE OFF AT X 53 AT AR R 5
shE R E EE 0o R E K S
License category of the
manufacturer, or accreditation
category of the foreign
regenerative, cellular therapy and
gene therapy products manufacturer

REFEOFF AT 5 AT AR ERE R
s E B E EFE 0o R EEF T
Number of the license for the
manufacturer, or of the
accreditation for the foreign
regenerative, cellular therapy and
gene therapy products manufacturer

U R 2 S
Types of the manufacturing
activities

I, EREREOME., AR OLZ S OMREICET D EHEE23% D250
2OHEIZLY, FEF23KO2H 2HFE 4 5 ICHET 2 EEICHS L TWVWDLIZ L%
AERH %,

Pursuant to Article 23-25-2 of the Act on Securing Quality, Efficacy and Safety
of Products including Pharmaceuticals and Medical Devices, it is certificated that
the above manufacturing establishment is confirmed of conformity to the standard
under Article 23-25, Paragraph 2, item 4 of the Act

£ A H
Year Month Day
MSZATBOE N EIE S ERERA GRS ER  F
Chief Executive of the Pharmaceuticals and Medical Devices Agency

AN o H 5

Valid Period From Year Month Day
£ A HET
until Year Month Day
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R (IR —55E80%)
Form No. 2 (related to Supplement Article 2)

EOK & " N
ok g sk gy SMERGEIEE BERAHE
drug
Notification for the registration of foreign quasi-drug manufacturer

%{{J

1

Name of the manufacturing establishment

AT 2 % P

i%

TH

Location of the manufacturing establishment

g o Fr £ M

ok oo H AR A
The person responsible for ® 7
the manufacturing establishment P

K

Name

Address

BTS00 AH 1 HAOHEIC L VFREEZIDIE SN, BUELOE D 3HEGE LT

o=
R & %%EE UNVRNE
® IR (1) Notificator whose license was canceled pursuant to the provision of Article
= N 75—4, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
5g ik rescission
i} Y- At vl P Nz Nz R N
S TS0 5 LD RUEIS 1) WA WS T, T L0725 3 68 L <
@ U720
& 27 §2 (2)  Notificator whose license was canceled pursuant to the provision of Article
g;g T 75-5, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
e 2 f% rescission
ST ZEHR LTI DI, COPGT a0 . T2 % = LN 7R T,
53 SHFEZFGE L TR
8S |z | ® Notificator who has a history of a court sentence of imprisonment on severer
2 % B4 punishment and has not passed 3 years since the execution was completed or no
o, 4 1onger received . . ]
~2 T, IR VAT, A B OBRE L DRI BT BT Gl O
-8 3;% W §> b gxci ZIUTHEEASSRGNTER L, EOERATADR T Hind 2F2#6E LT
O Tv [FAYAAS
% 57 Q; (4)  Notificator who has a history of violation of Law, Narcotics and
A f% Psychotropics Control Law, Poisonous and Deleterious Substances Control Law
glg; % or other laws and regulations related to pharmaceutical affairs specified
22 £ by Cabinet Order and h@s not passed 2 years since its date of the disposition
® (5) JREE, KIFE, A SUTIREBERIO T8
SR Addict on narcotics, cannabis, opium or stimulant )
LB FERORERE DR X U SMERGE A Ol A 1A T D W 7= OB som, T
= = KM OBEBEZEYNAT ) ZENTERNE
E; (6) Notificator who cannot properly perform the necessary recognition, judgement
% = and communication to perform the work of foreign manufacturers properly due
e (a5 to mental dysfunction _ A )
c. RS RER DFR 2 MONAT D = LN CE DI O AT D L gt HAVRE
5 g@ (7)  Notificator who is not recognized as having knowledge and experience to
v properly carry out the work of foreign manufacturers
fisi =z
Remarks
. e K i i
FRIZEY. sk o og m OSNEREESEEOBERE R LHET
drug
I hereby notificate for the registration of the foreign . manufacturer indicated above.
quasi—drug
2 A H
Year Month Day
HC
Japanese
fE
Address PANES DS

Foreign language
ENCHOTE, E2 D FBOFTEH
Location of the head office in case of a

corporation

)




L

Japanese
K 4
Name PANEED'S
Foreign language
) BAIZB T, AHROREEDRA
JEAE SRR 53 Name and name of its representative in case of a corporation

To Minister of Health, Labour and Welfare

(EE)
(Notes)

1 HOREIIE, AdLTDHTL,

Use paper of Japanese Industrial Standards Size A4
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Notificator should submit one original and one copy of it
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Fill in the form with clear writing to use such as inks, etc.,.
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Describe “No” in each column of (1), (2), (3), ), (5), (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.
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Describe the number and the date of accredltatlon for Article 13-3, Paragraph 1 of the Act (1imited
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.



