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

A FE L

revenue stamp

P RS R

drug
Application for accreditation of foreign

3R A G SMERLERE

Hi

Tl
puiid
I

il

1T

E=110
2al

quasi—drug

regenerative, cellular therapy and gene therapy
manufacturer

products

u:l & 5} » 4 i
Name of the manufacturing establishment

il i AT 2 AT 1t Hh

Location of the manufacturing establishment
5 & D X 9

_ Accreditation categories

W% g o BO& & W o B OE

Outline of the buildings and facilities of
the manufacturing establishment

wowm o oo ® O H| LD
The person responsible for the S
manufacturing establishment £ A

Address
o o d0H [ (D Yf%;757k@4%11/§@ﬁﬁﬂ:i NREEZRDHEIN, BUELOHL SFEEZRKEL TV
Fhox T oZk W

H

gf E%‘“%g~ Applicant whose license was canceled pursuant to the provision of Article 754,
> 2 0)(\ Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
N a»jﬁ%g rescission
e N2 EETAROSH TRORET X0 ERER D HE . TN LOATE S REFB LTV
o N A
o Q_gg&b Applicant whose license was canceled pursuant to the provision of Article 75-5,
@ a5 Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
252 T rescission
o =2 (X | Q) FHWUEOHICRELN, TOPITZRDY | IPIT2 21T 5 2 ERR RO K, 3
o 5 AR L TR
= 5 3K Applicant who has a history of a court sentence of imprisonment on severer
3 = > punishment and has not passed 3 years since the execution was completed or no
3 N Iz longer received _ _ ]
Sz B | () IR RRIER ORISR ) K ORI IRHE T O REIZB$ 5155 TR TED
S é%®1ﬁ:ﬂﬁ%d<@%ﬁ@ﬁb\%®@ﬁﬁ%ﬁ%0kH#E2$%ﬁﬁLTP&
~ l/\

TeoTineoewIeyd JO SOOTAJOS oY} J0J oTqIsuodsol SoATIN0OXd

Bs

.a——
g é% Applicant who has a history of violation of Law, Narcotics and Psychotropics
SR Control Law, Poisonous and Deleterious Substances Control Law or other laws and
g Iz regulations related to pharmaceutical affairs specified by Cabinet Order and
5 = has not passed 2 years‘since its date of the disposition
& i [ GE K. bAXAREAOTEE

% Addict on narcotics, cannabis, opium or stimulant )
= # (6) T OFERE DFEE (K 0 SMERIESEE O EBE &2 WL (7T 5 172> TR R8Ik &
3 + CERBUEZHYIIIT ) 2 LR TE RN
@ 2 Applicant who cannot properly perform the necessary recognition, judgement and
o communication to perform the work of foreign manufacturers properly due to
) t% mental dysfunction

S0 ARG EE DEBR & BONIT) C ENCE Dk R a BT 5 & D bR NE
= éz Applicant who is not recognized as having knowledge and experience to properly
® =] carry out the work of foreign manufacturers

fisi £
Remarks
= 3 mi
FRICED, E i OSMERLEEF OREEZPFHE LET,
AR R R,

I hereby apply for the accreditation of the foreign

drug
quasi—drug
regenerative, cellular therapy and gene




manufacturer indicated above.
therapy products
e2 A H
Year Month  Day

L
Japanese
(E HREST
Address .
Foreign language
[?yﬁ—)\ o TR, BT 5 FEHTOFHER ]
Location of the head office in case of a corporation
L
Japanese
K& gEsx
Name Foreign language
ENTHHS TR, AL ORERET DA
Name and name of its representative in case of a corporation

JEAETERE B
To Minister of Health, Labour and Welfare

(FE)
(Notes)
1 FAMOREZSIE, AdET5H L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWHEEIL. ERI2BEETLI L,
Applicant should submit one original and one copy of it
3 I B A 7EEHV, BIHO TR, BEETITOE D LEL L,
Fill in the form with clear writing to use such as inks, etc.,
WAFIRKIL, EARICOARAEY | HHIZ L2 &,
Put revenue stamp only on the original and do not cancel it
5 WREDOK/MICIE, HEIBEE 1 HA U 2 HA T XITHEI3TRDIBHZ DWT UK Y T L& it
I HZ 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 HEATOMEZE OMEM I F OREFHOER TERLH T L ENTE RV E XX, [HiC TH]
MoLFY | Liid L, BIMEIRT 22 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 WEHEOKKEEEO (DMNHS (DME TICIE, YEFEENRWE ST ML) tt#HL, o
Tx, DAEOC@QICH > TUIZFOBEB L OHEA HZ, )i %“D’C (ECS%F NI ﬂ‘UODﬁEEﬁi
ABERORZOHITEEDD, XTHITEZ T 5 Z ENRL ROGAITZOFEA B Z, @MIC
TIXZEDOERKDOFEERWNEX LIZFEA HBAEL#TH 2 &,

Describe “No” in each column of (1), (2), (3) , (4), (), (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).



FEAEE L (B =4k BE =+t5&ko k)
From No.19(related to Article 37 and Article 137-20)

RIS
Number of accreditation
E K AL G A [ s 3 2 SR E RIE
P AR R et

drug
Accreditation certificate of foreign quasi—drug

regenerative, cellular therapy and gene therapy products
manufacturer

KR4 GENZHD
TIL, EDL4FR)
Name(Name of

corporation)

L& AT D4 FR
Name of the
manufacturing

establishment

RIYERT O FTAE
Location of the
manufacturing

establishment

PE DX Sy
Accreditation
categories

% BLE A Sl N % 13 7k@3 =~
EH i, EREIREOME., AR L2 ORER E‘%‘Té/ﬂiﬁ DFHLEIZ
FoEsnic s K 5 S dn S ERGERE THOI L 175,

P AR [ A L

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

manufacturer pursuant to ﬁgﬁgég g 4 of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical

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

4 A H
Year Month Day
KR F[]
Minister of Health, Labour and Welfare
A5 15 ] e A H b
Valid Period From Year Month Day
o A H FT

until Year Month Day



BRAEE —+ F=+t5%, B =+t5o R
Form No. 20 (related to Article 37 and Article 137-20)

( K&
T A MR R
A B S B

drug
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

L e Ht D 2 PR
Name of the manufacturing establishment

! & Ft 2 Bt 7t Ho

Location of the manufacturing establishment

. T 0 L
Accreditation categories

73
®oE P o M OE R W oo
Outline of the buildings and facilities of
the manufacturing establishment

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) I, Kk, HA~AXIIREAIO P HE
Addict on narcotics, cannabis, opium or stimulant

(6) Kt OREREDFREEF T K 0 ANERIESERE DR & @ IEICAT 9 12 72D TR B
1, KT R O RBOE 2 I T 5 = LA TE RN
Applicant who cannot properly perform the necessary recognition, judgement
and communication to perform the work of foreign manufacturers properly due
to mental dysfunction

(1) FNERLGESEE OEBZWUNCIT) 2R T LML ORBREAT 5 L8056
RN
Applicant who is not recognized as having knowledge and experience to
properly carry out the work of foreign manufacturers

wow g oo & £ % KA
The person responsible for the
manufacturing establishment Agé, B
ress
s H | (D BEBISROIE LHEOREICL Y BEERY WS, BHLOAHS 3 & LT
N iH WU
= %i 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
% N said rescission
= g (2) IEHBT5RO6% | HOBUEIC L 0 B8E R0 B S, Bl Lo H 25 344 i LT
@ 1,\73:1,\%z
n
)
o5 Applicant whose license was canceled pursuant to the provision of Article
= X 75-5, Paragraph 1 and who is awaiting a lapse of 3 years from the date of
5 N said rescission
% HE (3) ZHHLL EOHNZAHE B, ZOHITEKDY, FXHITE2Z T 52 En7eleo
o g #® Tk, BAEERE L TN
2 %ﬁ Applicant who has a history of a court sentence of imprisonment on severer
o ;i punishment and has not passed 3 years since the execution was completed or
= % no longer received
&g ¥ (4) 15, BREER ONARE MR EGRE . B K ORI EGHE E O 3EF B4 51545 T8
> 5 5 BTEDD DT ZIUTES S WPITER L, TOERITADHDOIZHND 2
5T e S PN QAVASIAE 3
=
o
o]
n
@
o
=
a5}
o
o)
R
S
o)
=
a5}
it
=
E/

9Tqrsuodsal S9ATINISXd 9Y} JO dsoyj JuIpnyoul) suorjedrjrfenbsip s jueor(dd

AT S (B IPRVIIKE O < B RFFRIH

(G =

Remarks




= K
ERElCEY . B KA A G OANERGERER OBEOEH 2 HE L £
AR,

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

manufacturer indicated above.
and gene therapy products

£ A H
Year Month  Day

HC
Japanese
T e
Address .
Foreign language
NS TIE, T 5 EHFTOFTEH ]
Location of the head office in case of a corporation
L
Japanese
K2 yEx
Name Foreign language
BEANCHO TR, AR OHREE O KA ]
Name and name of its representative in case of a corporation

JEAEGERE B
To Minister of Health, Labour and Welfare

(FEE)
(Notes)
1 HMOREIIEZ, AdLT5HZ Lk,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWHEER. ERRERET LI L,
Applicant should submit one original and one copy of it
3 T OB A VISRV, BXCHOTUT, ETIE &Y LES DL,

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

4 WWAHIRKIZ, ERICOAREEY | HHIZ LW &,
Put revenue stamp only on the original and do not cancel it
5 FREDKMICIT EE35KE 1 LU 2 HA B UTHIBTRDIBF T DN T IS T D0 & it

WIsrZ 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 BULERT OREERE ORI Z OFEHEFEORTEILH T2 ENTE RV E Xk, [ TH)
Moy L L., BRERMT L2 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 EFI B8 DRIEFEO (NS (DIE TITIE, YFEEENRRWE L L] Li#l, oL
ML @M HH>TIXE R EOEA B2, (3)Hllic Eb’DTC:i%30>3E\ JH ﬂ”ODEEKEfE

H H&O“%@%ﬂﬁ’i’?ﬁ%b@ C XFEITES T D Z R ol AIXEOFEA B E, (DI

TIXZEDOERKDOFEELWNERX LIZFEA BAER#THZ &,

Describe “No” in each column of (1), (2), (3), (4), (56), (6)and (7) if an applicant doesn’ t
meet any conditions of its disqualifications. If an applicant meets one or more conditions of
its disqualifications, describe as below.

Column (1) and (2): The date (year, month, day) and its ground for the cancellation.

Column (3) . The date (year, month, day) of 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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B —++—o " B=1t5%0 "Btk
Form No.21-2 (related to Article 37-2)

I NEE

revenue stamp

IE ;ﬁ ':']:[Ij 1A 2% S
@ i %B 571~ o 5’1‘%3&%% ﬂfﬁ%EﬁﬁﬁE
drug
Application for the registration of foreign quasi-drug manufacturer

" &

Name of the manufacturing establishment

B} 2 4 P

# & g o pgr M
Location of the manufacturing establishment
e o - K
TR
'H%?pé?séﬁfrzzpdizigﬁeié;r fgam?ﬁ
the manufacturing establishment P
Address
o= EFETH5DO A 1 HOBEIC L VFELZID EIIL, BUELOHNG 324 LT
o wn'o = AYA4A
_5'5 E;Eg%g. (1) Applicant whose license was canceled pursuant to the provision of Article 75—
Sh 8 _ 4, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
§_E§E{ = rescission
50 {\ %fﬁf? 5?3 555 1 FOBUEIC L D A& IR O TG S AL, BB LOHAAD 344108 L C
Sme U2 RN
= 2 » (2)  Applicant whose license was canceled pursuant to the provision of Article 75—
S;EJ j? 5, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
@ . rescission
e & SO DT, ORI Teh ). XTI~ LT 7T
< o UK 3 S P QAYANN
E'é' §§ ®3) Applicant who has a history of a court sentence of imprisonment on severer
& @ F% punishment and has not passed 3 years since the execution was completed or no
o ~ = longer received
il 4 N 5o NFEE2 BTy == N S - NS Ny Py =
5 15, R ONARAREIGRATE, 0 M ORI IGRTEZ OIFEFIZRT T 515D CER ChE
52 2 % LN ZHUTHESSRUNTER L. ZOBRAT A7 T F D 2840658 L T
S a2 |AYAA
[ S . . . . .
§ & fg 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
Sl 1T and regulations related to pharmaceutical affairs specified by Cabinet Order
S % % and has not passed 2 years since its date of the disposition
: o § (5) ﬁjﬁ;\ KR, &)“hl@iﬁ@?ﬁ%@q]%% ol
—h Fh 1ct on narcotics, cannabls, oplum or stimulant
S R OREREDEEI | D IS 8 (OB e A 1 5 (257> C IR, P
57 K KOVERBRZ HONAT D Z LN TE RN
o 53 (6) Applicant who cannot properly perform the necessary recognition, judgement
B A and communication to perform the work of foreign manufacturers properly due
el %@ to mental dysfunction ) ]
2 2= INEREEER DG 2@ TO 2 E N T DM SR Z AT D EFded HIVRWE
oS O (7) Applicant who 1is not recognized as having knowledge and experience to
0 properly carry out the work of foreign manufacturers
fisi £
Remarks
= &
bty 3K 4 g OINERSESREE ORER e HEE LT
drug
ereby apply for the registration of the foreign . manufacturer indicated above
I hereb ly h i i T the forei f indi d ab
quasi—drug
i H H
Year Month Day
R
Japanese
£ Br
Address Z4NESD'S

Foreign language
( BT, 272 5 WHFTOFHE": )

Location of the head office in case of a corporation



L

Japanese
K 4
Name FANEED'S
Foreign language
. ENZHOTIE, AL OREEDORA
IE?éiijU{éh;*:Eii B 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 ZOWEET, ERl2mEtToZ L,
Applicant should submit one original and one copy of it
3 FE B ATEEHW, BCHOTUL, BETITSEN EECZ L,
Fill in the form with clear writing to use such as inks, etec.,.
4 UAERRIE, ERIZOZALD | HEIZ LN Z &,
Put revenue stamp only on the original and do not cancel it
5 WEHEEDORESEED (DD (ME TITIEL, YiEFENRRWE XX L) LitdL. HDexiE Ok
VW H>TIZEDOER L OFEH B, Q)M H > TIZDIE, F, HOMEFA B X OO T2 |
MIFTATEZT D 2 EDR L BROTGEITEOFEA BHE . WO TUTZDEROFEK NER LTFEA HE
LAz &,

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)



GE —++—o = (FE =+1t50 =1%)
Form No.21-3 (related to Article 37-3)

B
Number of registration
SR T
SR TR A o ShEBRLEES BRERGEE
~ drug
Registration certificate of foreign quasi-drug manufacturer

K4 (ENZHD
TiX, TDO4)
Name(Name of

corporation)

RUE T D4 R
Name of the
manufacturing

establishment

BUYE AT OO AT A H

Location of the
manufacturing

establishment

R, ERHSEO R, AR OVE A ORI B AR 13403020

v iE - B - 2EK A A A
IR RO BRSNS ES ERA OO LA T 5,

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
JEAETHEIRE HI
Minister of Health, Labour and Welfare
AN e2 H H b
Valid Period From Year Month Day

G2 H H FT

until Year Month Day



FRAEE A —l GE=1+t50 =R
Form No.21-4 (related to Article 37-3)

I NEE

revenue stamp

= 3K i " e
E ok o e p SMERNEEHE B
drug
Application for the registration renewal of the foreign quasi-drug manufacturer

5 Gk &

Number and date of the registration

A SRR I R

IR

Name of the manufacturing establishment

AT 2 % PR

®o® BP0 Pr fE M

Location of the manufacturing establishment

e o - K 4
TR
&g o BAEH Namo
The person responsible for T 7
the manufacturing establishment
Address
S 5 E 15 2D 455 1 HOBUEIZ L DEREZ IV HS L. BURELOHG 3F-Zffl L
58S Kak TUNRWNE
E 3 :fgg%§ (1)  Applicant whose accreditation was canceled pursuant to the provision of Article
S,E,é 15 75—4, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
Sk rescission
SR N S 15 ROSH 1T HOBEIZL D BRI ESI. BHELOANG 342/l L
Ta T TV
w'g' »H|© Applicant whose registration was canceled pursuant to the provision of Article
§>g e 75-5, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
® = T rescission
= B E TN DAL, Z OB TETeh Y . ST T5 5 5 = TR BT,
28 g SHEARGE LT
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
e 5 longer received _ . ]
v & 7 {5, R OIS IEREITGTS, %%&(ﬁf%ﬂ%@ﬁ:“%%@@%%&: BT D150 CBI CED
g 5, % é%®ﬂbi:hé:%o< WNTER L, FOERITERH DT A0 242848 LTV
s £ A
% ET %% (4)  Applicant who has a history of violation of Law, Narcotics and Psychotropics
c ™ LE Control Law, Poisonous and Deleterious Substances Control Law or other laws and
S'E; E% regulations related to pharmaceutical affairs specified by Cabinet Order, and has
Eag % not passed 2 years since the date of its disposition
s e R KR, oAU
2o 7 Addict of drug, cannabis, opium or stimulant
5.2 FERROPEREDREEC L 0 SNEEGEEH OREBs & LA T 9 (247> CEeagn, FIlT &
e & OB EBAZHONTH - LA TR/
E] * (6) Applicant who cannot properly perform the necessary recognition, judgement and
2 2 = communication to perform the work of foreign manufacturers properly due to mental
@ § %i dysfunction
o 2 SERTEER DEGZRONAT ) Z EDCX DML O E AT 5 Edb HIVRNE
™S D (7)  Applicant who is not recognized as having knowledge and experience to properly
® 0 carry out the work of foreign manufacturers
fisi =
emarks
R k
= S s Sr e o
Rz kY, M A B DOINEREERER OBGROTH 2 HiE L ET,
R B [a]u]
dru
I hereby apply for the registration renewal of the foreign g. manufacturer indicated above
quasi—drug
i H H
Year Month Day I
Japanese

¥
Address  AMEL
Foreign language
( A>T, 72 5 FHFTOFTHE! )

Location of the head office in case of a corporation



3L

Japanese
K 4
Name SHESC
Foreign language
BEANZHOTIL, AHRONREEDRA
Eé%’@ﬁiﬁ B (Name and name of its representative in case of a corporatior>

To Minister of Health, Labour and Welfare

(=R
(Notes)
1 AOREIIIE, A4Ld56Z¢&,
Use paper of Size Japanese Industrial Standards A4.
2 ZOWEET, ERl2mEhToZ L,
Applicant should submit one original and one copy of it
3 FE OB ATEEHW, BCHOTUL, BETITSEN EESZ L,
Fill in the form with clear writing to use such as inks, etec.,.
4 UAEREIL, ERIZOZALD | HEIZ LN Z &,
Put revenue stamp only on the original and do not cancel it
5 WEHFEDOXRESEED (DD (DE T, MiEFFERenE XX L) L, Ho e (DED
@D HOTIIZDOHE L MEA BHZ, G MICH O TUTZEDOSE, i, HOMEEFEH B X OEDOHITZ#D0 |
MIFTATESZT D 2 DR BROTGEITTOFREA BHE . WO TUIZDEROFEK NER LTFEA HE
LT Az &,

Describe “No” in each column of (1), (2), 3), 4, (), (6)and (7) if an applicant doesn’ t meet
any conditions of its disqualifications. If an applicant meets one or more conditions of 1its
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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K 4 ENCHHOTIL, 4
PO A DIA,
N,
WA

(EE)
1 HfOREEE, A4LT5HZ 4,
2 ZOHEEET. EAEAEICIRNT 25O TUIIEAR 1 @R ORI 2, FhEifRas 5
Al O TIER 28T 5 2 &,
3 I B ALVERAN, EECEOX) LB L,
4 AFBREIE, 5 80 o565 1 R 1 5 ) UM 2 TS 5 BATHUE 3 2 RIS ONC [R5 THUE 3 2 JEA= 57 {8
KEDMEET D EHESMLOAGRO HEEELISNOFFEEDIEAIZOZALY | HAIZ LnZ &,
5 BEERGE BOMED DA S 3D MRS T B & XX, BEESTEMIC Mi%ih B O AL DEL
. BEEARGEHEE W TREEE ORA R OSSR D 5t4 2l d 2 2 &,
6 BEEHEMICZEOTRTEIHET D 2 ENTERNE X3, Al MR E 0 ) Lt L. BRRAR
5z,
7 WPETEN ORI, FFEDITBEIZ L BT UTEDOWEE R T 5 Z EDREECH SR
i X IFRH A AR 2 E 8 B MDD 8 HIEHM IOV T OAGLET D Z &,
8 ABFEMCH O TR, HRE L O EREORIEZE L2 L,
9 HUEARTE 5 5 H OBRLERTE SISO REEFI OV T, YRELETMER D D & XX, FRERUCD
WCRLHET 5 2 &,
10 FFr], FEXIFBERX N AHONTIE, 5 25 SBTHORTS, 5 35 B TD K7 U IRE DAH%AT 9 i
FTOWT AU S T DA il 5 2 &,
11 BERBREIZH O T, WEMICZ O[O, FFlE R ORI B AT 52 &,
12 VEE 1450 3F 1V HOBREIZE VIEE 14 E 1 HOAGREZHRFELL S L7975 L XL, HEMcz0E%
FLET D Z &,
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1 FfORE I, A4LT52 4,
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£ Fr (
.
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(B

1 HAfoOKRESIE, AdLT52 L,

o . B AL EEA, EETRO% D LB DL,

3 MU OTE AR U < IIBGRIK 4 XL E I AN E I 3 ORERE L < IR K AT ST
. 825 AR, & 35 FATEDE B XUTRE OB E1T 5 MAEFOWFIUSE L+ 5 %3
oz L,
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AL Ao B+ =%n %)
Form No. 26—2 (related to Article 53—2)

lz % E‘l:llil YA /\ E =k
! X o7 PR A R
E%ﬁﬁ%tﬁ: l:na_uf nﬂ EF] H

drug

Application for examination of conformity regarding type of manufacturing of quasi-drug

WEEZZ T L) LT HREFTOL
Name of the manufacturing
establishment to be examined

AR 22T K 9 &35 BE T O P EHE
Location of the manufacturing
establishment to be examined

Bk o FF A L < TR Bk
B G = QS ST R N ES L O
EFTOREHR L ITBEEX S
License or registration category
of the manufacturer, accreditation
or registration category of the
foreign drug/quasi-—drug
manufacturer
BLEZEOFF AT L AXBEE 5 K OF
A B OTESE SN E G O E
H LS IBR&EEFZT L OFE AR
Number and date of the license or
registration for the manufacturer,
or of the accreditation or
registration for the foreign
manufacturer

AT L) T A RE TROX S
Types of the manufacturing
activities to be examined

il by L H H
Number of the product items
& Bk o ¥ F K
Number of the marketing license
holders in Japan

Mmoo F OB OB & @

Amount of examination fee

T =z
Remarks
FRICED . g B DR AR B L
naéu D\ E%%B%Eﬁ: O)lz)il Elr n}ﬁ fZ nﬁl/ To
drug
I hereby apply for the examination of conformity regarding type of manufacturing of quasi-drug-
LR H o [(BENCHOTE, B 5RO
Year Month  Day Location of the head office in case
Address

of a corporation

ENCHSTE, AR UIRER ORA

Name and name of its representative in

K 4

Name .
case of a corporation

MSTATEOE N ERK RS O &

To Chief Executive of the Pharmaceuticals i
and Medical Devices Agency

SN ST TSI

To Governor of the Prefecture



(EE)
(Note)

1

3

4

5

6

HRORESIE, AdLT52 L,
Use paper of Japanese Industrial Standard Size A4.

Sd B AR, BETIEoX D LB DL,

Fill in the form with clear writing with inks etec.

BUESEOFF A U <UTBERIX Sy UL RS FAMEFGESEH OFBER L ABEX DM >N T, # 25
REEDH A, 5% 35 REEDK 5 XIIRE DHZAT 5 FIEFTOWT UL Y T 20 Eml T 52 &,

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.

BUEZEOFF I L < 38EE 5 MO B SRR S ERGE S ORI L <I38EE 5 M OFH
HRCOWTIE, 55 13 2755 1 THOFFA, 155 13 520D 35 1 HOMEXIIIES 13 X020 258 1 HAE L
IHESR 13 RDO3D2H1IHEDOREREZT LD LT 2H THLLEIE. FFr, REUTBRERHEX I
FOWEEFH B EL#HT 2 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

AT LD & T DRETROX MOV TIE, B, ERERFEOME., GOMEK& OO
TREFIZRE T VA RS F USRS\ HICHUE T 2 EE G UIEFTSNL O RE TROKX D2 ED 28 TH 2 5%
BHIHBT DX ONTIUCHEY T 50 AT 5 2 &, o, RGNS BEIICREEX I8 T 2 /&M
DX, RITEIR TE A BRI Y RE RS B R B BUEIRGEEE O A T D 2 &,

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.

MSIATEOE NSRRI ORI LR R ICHGE T 2 58 I H o T, B3, EREREONE. A
TIE e OV M O R PR EEIZ B3 2 IEA BIMR FECEH R IS B W CHE D 2 il G M0 A FACEE 2 B4R o0 1A IZ A
KA L RS A EEOT LB 2 2 &,

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.



HAE Ao = BEt=50= BFHE+LLHR)

2 i e R ma

AL 2 AT o T2 BUE TR O XSy

A i # 4

X oy iE & VeI A RS AR H

i AL A AT O T G BT O 44 R

A 2 AT > 7o B it O BT £

BugEZORY (ENCHHST
3, AR OIER O RKA4)

KEEAOER (EACHHST
(X 7D FEBATOPTER)

REEOFF A L < I8R5
I EF S AMERLE A DR
E o L < F R & X 4

REROFF A L < 138 EE 5
JOME A A SR E SR G4 E R
IEEE ORESR L < (38RGEE
il [6) & H H

7 # G 7
i %
Faic k. B A i A O A L
G © R, TR Ot °
£ B H
o ERE @)
JE A S5 B K o
HOE T RS g

CE=9)
1 Ao KRxS1%, A4 &a‘éﬁ:b&o
2 FE. B AVIEEH, BETIIOE EEI L,



BEAEE sl R+ =50 HBER)
Form No. 26—4 (related to Article 53—6)
5 22

K% R GE

Confirmation certificate of standard conformity

FEAT GEANCHOTIL, E-DFBATORTE)
Address (Location of the head office in case of a corporation)
K4 GEANCHHO TR, AL REFTDORAL)

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

% o o 4 W
Name of the manufacturing
establishment

% BT o Bt £ Hh
Location of the manufacturing
establishment

BLEEOFF AT L ITBERX 5 3T
T A ERDE A ORER LT
K25 X

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

& g8

foreign manufacturer

FLEEOFF AT L < IXBEE T XLE
A EANERLEEST OFREL L I
4 F F)
Number of the license or
registration for the manufacturer,
or of the accreditation or
registration for the foreign
manufacturer

#lo¥% T OB 0o K4
Types of the manufacturing
activities

EES, EEEREFOMNE., AMMELOZ MO EICE T 2IERE 14560 2
FHIHOBEICL Y, FHEHIARE 2HE 4 SICHET D EEICHEHALTWDH I &
ZREHT %,

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



g A H
Year Month Day

PSIATEOE N I G R R R AT F R
Chief Executive of the Pharmaceuticals and

Fll

Medical Devices Agency
AR BT R =

Governor of the Prefecture

A R £ A A6
Valid Period From Year Month Day
£ A HET
until Year Month Day
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HABEORE ST, AdLT5H2 L,

ZOHFEEIL, EATELVCRIAR 2 @REETHZ L,
FiX, B, AT EEHW, BEETIEOEY LELZ L,
IWAFIRRIE, EARICOZRAEY | HEIZ LanZ &,
EEOIRWFEIHIIOWTI, TEERL] Litdd 52 &,
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Form No. 63—5 (related to Article 114—15)
= R K R ot .
o £§J ﬂg%% B4 Eﬁzii
IRANZE W7 FH £ 35 5 PANESES Bk

revenue stamp

Application for the registration of foreign

medical device
in vitro diagnostic

manufacturer

B & B ) 4 PR
Name of the manufacturing establishment
b b AT D Pt 1E Hh
Location of the manufacturing establishment
WoE om0 ® O K| LS

. Name
The person responsible for the —
. : (B
manufacturing establishment
Address

OEZEpH [ (1) ERLFOA4FEIHOBREICLEVREZIMVIEIN, BUELOENL 3F%E
g8 REE TR LT
= e Applicant whose license was canceled pursuant to the provision of
] E N Article 75-4, Paragraph 1 and who is awaiting a lapse of 3 years
= TEA from the date of said rescission
= A | @ ERDHBROSFHTHROFEICE D FREZNDHESIL, BHELOHD 3
s iz HEARRE LU
5 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

pras

(3)

R EOJNIZAE S, TOFIT2RKD0, XFPITZ23T 52 &N
IR IRDT%, 3FEEFW 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

(4)

&, PR O ARG ARG . w9 & OB NG (5 DI ICE T 5
ERTESTEDSD SO XIF ZAUTE IS ADITER L, € OENATA
MBOTHND 22 Rl LTV

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)

FRRE, RIR. HA~ASOIREEAI DO T4

Addict on narcotics, cannabis, opium or stimulant

(6)

o) Bl ARl b S AE St N I R
PR, CHIT R OB BB 2 U T O Z E N TE RN
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 [eorjneoeuwteyd Jo SodIAJIOS oYy} J0J a[qrsuods
SOATINOOXd 8yl JO 8soyl SuIpn[our) suoliedrjrenbsip s juedr|d
)

(CFTPRMEE O B RYHUIH T

(7)

IMNEELE R DEF ZWMONAT ) ZEDNTE HAMMORRE AT 5 &
D BV NE

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

=

3

Remarks

o K &
PRS2 T 2= 3

I hereby apply for the registra

Bt fap ul/IN

indicated above.

DIERIE L O ERE RFE L ET,

medical device

tion of the foreign . . . .
on o ¢ torelg in vitro diagnostic

manufacturer

4 A H
Year Month  Day
R
Japanese
(E -
Address IHELC

Foreign language

[%Amﬁofm\1k6$%%®%ﬁﬁ

Location of the head office in case of a corporation

]




3L

Japanese

K4 smExw
Foreign language
[EAK%OTﬁ\%%&Uﬁ§%®&%

Name and name of its representative in case of a corporation

ETBRE
To Minister of Health, Labour and Welfare
(EE)
(Notes)

1 HAMORESIE, AdET5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEEIX, ERl2@ERETHZ L,
Appllcant should submit one original and one copy of it
3 I B AV IEEHW, BTHHO T, ETIIOE D EEL DL,
F111 in the form with clear writing to use such as inks, etec.,.
INAHBRKIZ, IERICOZAED | HEIZ L7enWZ &,
Put revenue stamp only on the original and do not cancel it
HEEE ORGSO (1) (1) filE Tl WELEEN N E XX 220 LREHEL, DL
X, WL MEICHST i%@fiﬂﬂ&@%ﬂ Hz, Gz o>TLZEDIE, ., }I‘UODE%EEEE
ABEORZEOHITZE DD, XIFEITEZ T D Z R BROTEARITZEOFH B Z, (WMIC
TIXEDOERKDOFEELNERX LIZFH BEF#HTH 2 &,
Describe “No” in each column of (1), (2), (3) , ), (), (6)and (7) if an applicant

N

o1

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)

]



A AR+ =R GEEHESEO+SBER)
Form No.63—6(related to Article 114—16)
I

Number of registration

7 4I% B0 s :
EIRG  E RRAT
{ZIK% a2 W H 2= 2K medical device

Registration certificate of foreign manufacturer

in vitro diagnostic

K4 GENZHD
TiX, D4 )
Name(Name of

corporation)

RUE T D4 R
Name of the
manufacturing

establishment

SR AT OO AT A Hi

Location of the

manufacturing

establishment

RS  FERRHEAR S BT, AR OV e O W BT B R A 23 D20 4D B

- A . o
AR5 oy g W - o PMEBRGESEE THDL LA T D,
RS2 W F = 36 medical 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.

a2 A H
Year Month Day
JEAGERE FD
Minister of Health, Labour and Welfare
AN F A H »bH
Valid Period From Year Month Day

G2 H H T

until Year Month Day



HAFE A+ =0t GBEE+HuEo+SER)
Form No.63-7 (related to Article 114-16)

IVGNEILIS = R K R
revenue stamp {RAL 2T I = 3

Application for the registration renewal

S ERGEREA BT &

medical device

f the forei . . . .
© ¢ Torelen Ly vitro diagnostic

manufacturer

xr & F 5 Kk O £ A H
Number and dqﬁe of the registration

EL & Pt ) E2 PR
Name of the manufacturing establishment

g i T D 7 £ H

Location of the manufacturing establishment

Bl L Tneng

IR

Article 75-4, Paragraph 1 and
the date of said rescission

N
/

i

. ~ K 4
Mo&E g oo H O & Name
The person responsible for the —
manufacturing establishment (EGIT
Address
DEFHBFOAF1IHOBAEICLIVRELZRDHEIN, BHELOANS 3HFE

Applicant whose license was canceled pursuant to the provision of

who is awaiting a lapse of 3 years from

(uot3eI10dI09]

Q) ERMDBFOLSFIHOHTEIZXL
FROE L TR

Article 75-5, Paragraph 1 and
the date of said rescission

DEERZEDD SN, BHHLOH MG 34

Applicant whose license was canceled pursuant to the provision of

who is awaiting a lapse of 3 years from

(3) ZEHHLL =D

Ipo7tk, 3FZFmL T

TR T AN ol

SN, TOPITZRDY . TPITE% T 5 Z LR

RUNE

Applicant who has a history of a court sentence of imprisonment on
severer punishment and has not passed 3 years since the execution was

F*

completed or no longer received

Sed
pdlan

DTE. HEER AR HELGTE, 0 & OB BGHE T OMEFITET 575
BTHATEDD LD XTI IUTHES S WFER L, FOENKATANRH
DIZAMNG 22 LTV RNE
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 PRI, KIK, H~ASATREER O T EHE

Addict on narcotlcs cannabis, opium or stimulant

(6) F5 OF&RE DFEE CE U A LGSR DR BT O |
&%ﬂ\%%&Uﬁmﬁﬁ%@@;ﬁﬁ_&ﬂf%ﬁw%
Applicant who cannot properly perform the necessary recognition,
judgement and communication to perform the work of foreign
manufacturers properly due to mental dysfunction

T DO C AR

B JO 9SBD Ul sarejje Jeorineoeuwteyd Jo sodIAIOS oy} J0J o[qrsuodsal
SOATINO9Xe oY} JO 9soy} SUTPNIOUT) SUOTIBOTIJITenbsIp s jueollddy

S (LCIpRYMIRE Ol I RYEDIE 77 SOt &

(MNANEELEEE DEF MmOl T ) ZEDN T L2HMM O E AT 5 &t
D HAIIRNE
Applicant who is not recognized as having knowledge and experience to
properly carry out the work of foreign manufacturers

T =
Remarks
=) E {% 1:72\% %g: 1] > A= &) EeS
Sl /N P52 R s DOAMERLEEE OBGROTFH 2 MiE L £,

I hereby apply for the registration renewal of the foreign

medical device
in vitro diagnostic

indicated above.

manufacturer



i A H
Year Month  Day
L

Japanese

T Ar SEC
Address .
Foreign language
ENCHO T, -2 FEFTOFTER
Location of the head office in case of a corporation

L

Japanese

K4 smxw
Foreign language
[%AK%@T@\%%&UR%%@&%

Name and name of its representative in case of a corporation

EIEIRE B
To Minister of Health, Labour and Welfare

(EE)
(Notes)
1 HMOREIIEZ, AdLT5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWHEEEIT, ERI2EENTL L,
Applicant should submit one original and one copy of it
3 I B A IEEHW, BChHHOTE, ETIEEZ D EEL DL,
Fill in the form with clear writing to use such as inks, etc.,.
4 YAHIRKIZ, IEARICOARELY | HHIZ LW &,

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

5 HEEEDOKKELEO (DM (DMETIIE, UEERZTNWEXT L) tiE#HL, D&

Zix, DA @QMICH>TUIZFOHEBLEOFEA BE, QIO O>TLEDIE, JH. ﬂﬂﬂ)ﬁﬁfoﬁ

ABEORZOHITEKEDD , XITHITEZ T 5 2 ENRL RO RITZOFEA B2, WMIZH

ITZFDOEKOFEELWNER LA B ER#HT L L,

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