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

A FIE L

revenue stamp

P R S

drug
Application for accreditation of foreign

I E A dn SMERUESEE

Hi

Tl
puiid
I

il

iCN

E=110
2al

quasi—drug

regenerative, cellular therapy and gene therapy
manufacturer
products
u:l & Tt D Z4 P
Name of the manufacturing establishment
il i T 2 T 1t Hh
Location of the manufacturing establishment
5 & D X 9
_ Accreditation categories
®OE g o & & & W oo W OE
Outline of the buildings and facilities of
the manufacturing establishment
. - K
Wow om0 ® O # A
The person responsible for the S
manufacturing establishment gﬁé B
ress
® E‘;@Ei (1) ¥£§75x@4ﬁllﬁ@£ﬁﬁﬁli NWEZTWVHEIN, BUHLOHS 3FELZFME L TV e
=5 O [
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
= m*ﬁ{} @) Yi%m%m%‘uﬁ@%ﬁ@:iDé‘ﬁ%%ﬂwiﬁén BIHLOH?D 3EFEZRE L TR
o Rl [
o Q_ggib Applicant whose license was canceled pursuant to the provision of Article 75-5,
2 a5 Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
S T rescission
= [= — — =
o =R X (3)£$%ﬂg%£®ﬁﬂﬁaﬂﬁ%6ﬂ\ FOHITZRDY, XITPITE2=T D 2R 2%, 3
o= FRIE LT
S o 3K Applicant who has a history of a court sentence of imprisonment on severer
i} o
3 = > punishment and has not passed 3 years since the execution was completed or no
AT A longer received
o - N == RN N RPN Nin — NE SN 74N ===
<. % B | () & RIER O iR eI 1k i) K ORI A € OIEIC BT 2 157 CBim CED
S 5%@X&i:ﬂk%’j<@§7\ﬁ@}i L., ZOERITAVDOHOTCHND 2HE R LT
~ l/\

TeoTqneoewIeyd JO SOOTAJOS oy} J0J o[qIsuodsol SoATIN0OXd

Bs

.a——
g é% Applicant who has a history of violation of Law, Narcotics and Psychotropics
SR 3 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
& f [ GE K. bAXAREAOTEE

% Addict on narcotics, cannabis, opium or stimulant )
S % | © FFOBREOREIC XU NI ER O 2 8 (24T 5 272 > TR B i, FIlT &
% + OEBBRZ BT Z &R TERVE
@ 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

ST 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
Rk, E K i OSMERLEEF OFBELZPFE L ET,
FRAE R LA,

I hereby apply for the accreditation of the foreign

drug
quasi—drug
regenerative, cellular therapy and gene




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

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

JEAETERE B
To Minister of Health, Labour and Welfare

(FE)
(Notes)
1 FAMOREZSIEH, AdET5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWHEEIL. ERI2BEETLZ L,
Applicant should submit one original and one copy of it
3 I B A 7EERV, BIHO TR, BEETITOE D LEL L,
Fill in the form with clear writing to use such as inks, etc.,
WAFIRKIL, EARICOARAEY | HHIZ L72nWZ &,
Put revenue stamp only on the original and do not cancel it
5 WREDOK/MICIE, HEIBEE 1 HA U 2 HA T XITHEIBTRDIBHZDWT UK Y T L& it
WTHZ 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 O FHOER TERLH T D ENTE RV E XX, [HMiC TH]
MoLIBY | Litd L, BIMEIR T 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 HEEOXRESEEO (DN S (D ETIZE, YZEENRNEEE [72L) LRt#EL, 5L
TiE, OMEC@QMWMCHHLOTTEOHHAKLOEA HE, GV MICH > TUIZEDI R, . FOMHESR
ABEORZOHITEEDD, TPITEZ T 5 2 ENRL RO RITIZOFEA - Z, WMIZHH
TIXEDOERKDOFEERNERX LIZFHA HAE#HTH 2 &,

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).



HAEHILEGE =115 B =+ tE5c0 —+BfR)
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 FE
P AR R, e

drug
Accreditation certificate of foreign quasi—drug

regenerative, cellular therapy and gene therapy products
manufacturer

K4 GENCHD
TIL, EDA4FR)
Name(Name of

corporation)

& AT D4 FR
Name of the
manufacturing

establishment

RIYERT O FTAE
Location of the
manufacturing

establishment

PE DX Sy
Accreditation
categories

% LT AR | S a % 13 7|<@3 .
R, EREIREOME., AR L 2O F%ﬂ“é/ﬂiﬁ DOHLEIZ
FoEsniz s 3K 5 S S ERGERE THOI LR 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 ﬁﬁﬁgég 34 of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical

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

a2 A H
Year Month Day
KR Ff]
Minister of Health, Labour and Welfare
A 50 1] ] 4 A H 25
Valid Period From Year Month Day
o A H FT

until Year Month Day



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

( K
T A MR R
FAEBERE L,

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

E S i ) 4 R
Name of the manufacturing establishment

! & Bt 2 Bt 7t Ho

Location of the manufacturing establishment

. > L
Accreditation categories

73
ol 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, A XIIREAIO P HE
Addict on narcotics, cannabis, opium or stimulant

(6) Kt OREREDREEF T X 0 SNERIESERE OB & W IEICAT 9 18 72D TR B
1. KT R O RBOE 2 BT 5 — LR 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) AERGEEE OEBZWUNCIT) Z DR T LML ORBREAT 5 L8056
72N
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 Aﬁé, B
ress
s H | (D BEBIROIE LHEOBEICL Y BEERY WS, BHLOAMS 3HF & LT
N iH RN
= %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 K 0 BBE R0 H S, Bl Lo H 25 344 i L C
@ 1,\7‘(,21,\%
[9)]
)
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
% H (3) ZHHLL EOHNZAHE B, ZOHITEKDY , FXHITE2Z T 52 En7eleo
oo #® Tk, BAEERGE 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
= b no longer received
&g ¥ (4) 15, WREER ONARE MR EGRE . B X ORI EGRE € O 3EF B4 51545 T8
> 5 5 BTEDDHDOXTZIUTES S WFITER L, TOERITADHDOTZHND 2
e e S PN QAYASIAE 5
=
o
o5
n
@
o
=
a5}
o
o)
R
S
o)
S
oS}
it
=
E/

EARTR T O ( oCF IPRYIIRE O} 2 R+ HR

9Tqrsuodsal Sd9ATINISXd dY} JO dsoyjl JuIpnyoul) suorjedrjrfenbsip s jueor(dd

N
/
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= K
ERECEY . E KA A G OAMERGEER 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

#F A H
Year Month  Day

HC
Japanese
T SEx
Address P -
oreign language
BN TIE, 5 EHFTOFTEH J
Location of the head office in case of a corporation
L
Japanese
K2 gEx
Name Foreign language
BEACHO TR, AR OREZ O KA ]
Name and name of its representative in case of a corporation

JEAET IR B
To Minister of Health, Labour and Welfare

(HFE)
(Notes)
1 HMOREIIEZ, AdLT5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOHEER. ERIR2ERET L L,
Applicant should submit one original and one copy of it
3 T B AVIEERHV, BCHOTUT, ETIE &Y LES DL,

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

4 WAHIRKIZ, ERICOAREEY | HHIZ LT &,
Put revenue stamp only on the original and do not cancel it
5 FREDKMICIT EE35KE 1 LU 2 HA B UTHI3TRDIBF T DN T IS T 52 & 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 BUERTOREE R OMEARICE DR FEO LS TE LT D Z LN TE RV E XX, [ T3
Moy LRE L, JRRERMTLZ 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 DRIEREO (NS (DIRE TSI, YFEFEENRRWE L L] Li#L, Ho L
WML @M HH>TIxE R ML OEA B2, (3)Hllic Eb’DWfii%EODQE\ JH ﬂ”ODEQKEfF

H H&U“%@%ﬂﬁ’i’fﬁ%b@ C XFPITES T D Z R oG AR OFEA B E, (DI

TIXEDOERKDOFEELNERX LIZFA HAE#THZ &,

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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B —+—0 " B=1tE5%0 "Btk
Form No.21-2 (related to Article 37-2)

I NEHE

revenue stamp

IE ;ﬁ Fin TN 2% =
= i %B AT SMEREESEE  BERREE
drug
Application for the registration of foreign quasi-drug manufacturer

" &

Name of the manufacturing establishment

3] D £ N

# & o o pgr M
Location of the manufacturing establishment
o = - K
TR
T}% Iaje&;r:sc))?lT rZ:)spo/?\s iﬁe %?or L‘I_Namgﬁ
the manufacturing establishment P
Address
D= = ?2%7 5%_7&034%’ 1HOHEIZLVRBELIVES I, BUELO S 34F2#%m LT
o 0T kit AYA4A
238 E';%% (1) Applicant whose license was canceled pursuant to the provision of Article 75—
B 7 &1 4, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
§ é Yk rescission
50 ﬁr %%%g@Sﬁlﬁwﬁ%Kibﬁﬁ%ﬁbﬁém\ﬁ%b®ﬁﬂ63$%ﬁﬁb1
= = & - [AYA4A
= 2 & (2)  Applicant whose license was canceled pursuant to the provision of Article 75—
g—*é ig 5, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
@ . rescission
g R TR LOME BT, ZOB0aRh ). T =T 5 = LRl Ao
28 SHEEATGE L TR
o é' ) Applicant who has a history of a court sentence of imprisonment on severer
& @ GF% punishment and has not passed 3 years since the execution was completed or no
o ~ = longer received
S T, B ORI, A L OB 2 DI T T CB O
= 2 % SIS I L CORRATHY ST 1D 2F s LT
5 a 2 AR
[ S . . . . .
§£ ?9:7 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
S 1T and regulations related to pharmaceutical affairs specified by Cabinet Order
S % % and has not passed 2 years since its date of the disposition
~° i [ R IR i SUDIRHO TR .
:EE% kB Addict on narcotics, cannabis, opium or stimulant ]
S R OREREDEE Ik D AN 8 (OB A mIEN A T 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
/X A and communication to perform the work of foreign manufacturers properly due
e %1 to mental dysfunction ) ]
2 X IEBLEET LR O TS = LN CE DR ORI AT % LR DI
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
= # &
isCillaial/N P 3K 4 g OINERSEREE ORER e HEE LT
drug
I hereby apply for the registration of the foreign . manufacturer indicated above.
quasi—drug
i H H
Year Month Day
R
Japanese
£ Br
Address SNESC

Foreign language

(%At%ofm\ité$%%®ﬁﬁﬁ )

Location of the head office in case of a corporation



L

Japanese
K 4
Name SMNEISC
Foreign language
. ENZHOTIE, AL OREEDRA
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 AOREIIE, A4LT56Z¢&,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWEET, ERl2mEhToZ L,
Applicant should submit one original and one copy of it
3 FE OB ATEEHG, BCHOTUL, BETITSEN EESZ L,
Fill in the form with clear writing to use such as inks, etc.,.
4 [UAERRIE, ERIZOZALD | HEIZ LN &,
Put revenue stamp only on the original and do not cancel it
5 HWEHEEDORESEED (DD (ME T, MiFERRWE XX L) LitsL. HDexiE Ok
V@ H>TIZEDOER L OFEH HE, Q)M H > TIZDIE, F, FOMEFA H XD T |
MIFATEZT D 2 e BROTIGAITTOFEA HE . WO TUIZDEROFEKNER LTZFEA 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 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)



GE —++—o=(FE =+1t5o=1%)
Form No.21-3 (related to Article 37-3)

BERTE
Number of registration
S T
E S TR A o S EBRLEES BRERGE
~ drug
Registration certificate of foreign quasi-drug manufacturer

K4 (ENZHD
TiX, ZD4 )
Name(Name of

corporation)

RUE T D4 R
Name of the
manufacturing

establishment

YR AT OO AT A Hi

Location of the
manufacturing

establishment

EAAL, ERESFOME, AR OLEMEOMERFIZE T HIEHEH 13503020

/H_’: R - D= A A H
HEIZ X0 B ERS L I:i Bﬂ*u PANESEB %%’Cb‘?)dig ZLEFFHT A,

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
JEAEFHERE HI
Minister of Health, Labour and Welfare
ZpE i e2 H H b
Valid Period From Year Month Day
e A H T

until Year Month Day



A A —ol GE="+t&Ko=FIfR)
Form No.21-4 (related to Article 37-3)

EPONEL s

revenue stamp

= & - I
E oo n NEBSEER BRSO
drug
Application for the registration renewal of the foreign quasi-drug manufacturer

5 Gk &

Number and date of the registration

A SRR I B

IR

Name of the manufacturing establishment

R R

®o® B0 P fE M

Location of the manufacturing establishment

WO & R0
The person responsible for "
the manufacturing establishment Addré;s
o = = E 15 2D 4 55 1 HOBUEIZ L DEREZ IV AL, BURELOH D 32kl L
%a%%i TR
E 3 Efﬁé%g (1)  Applicant whose accreditation was canceled pursuant to the provision of Article
375.% 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 ROSFH T HOBEICL D BRI ESI. BHHELOANG 3F-2#5H L
Pa |Z TR
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
= EHRLL LTI DAL, Z OB TR Th Y . AT T5 5 5 = ERE T,
28 g SHEZRGE 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 IERITGHS, %#@&U%‘J*@\H}i%ﬁ:“%%@@%%&: BT D150 CBU CED
E’T 5, % %.’)%A@Xbi:zm:%f) SHGHTER L, EDERITANH DT HND 2F 20 LTV
s £ A
§ ET %% (4)  Applicant who has a history of violation of Law, Narcotics and Psychotropics
€ ™ 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 F e R KR, AU
2o 7 Addict of drug, cannabis, opium or stimulant
=75 2 R LN e E A0 5 M L R e vt VINE 1073
g kK OEEBHAAHNAT) ZENTERNE
E] * (6) Applicant who cannot properly perform the necessary recognition, judgement and
g 2 = communication to perform the work of foreign manufacturers properly due to mental
@ § %} dysfunction
o 2 SERTEER DEFZTRINAT ) 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 £
Remarks
J:naL\—J: ) N @ % ﬁlg 57* l:lElIIl @%%E%@ﬂﬁ@ﬁfﬁ%l;ﬁnﬁ L/jz—gko
[E]
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  AMESC
Foreign language
(HMK%OTH\EK6$%%®ﬁEﬂ )

Location of the head office in case of a corporation



F3C

Japanese
K 4
Name PANEED'S
Foreign language
BEANZHOTIL, AHRONREEDRA
Eé?ﬂ@jﬁﬁ B (Name and name of its representative in case of a corporatior>

To Minister of Health, Labour and Welfare

(=R
(Notes)
1 FHOREZIIE, Ad4Ld56Z¢&,
Use paper of Size Japanese Industrial Standards A4.
2 ZOWEET, ERl2mEhTo L,
Applicant should submit one original and one copy of it
3 FE OB ATEEHG, BCHOTUL, BETITSED EECZ L,
Fill in the form with clear writing to use such as inks, etc.,.
4 UAERRIE, ERIZOZALD | HEIZ LN &,
Put revenue stamp only on the original and do not cancel it
5 WEHFEDOXRESFED (DD (DE TITIE, MiEFFERen e XX L) L, oL (HDEW
@D HOTUIZDOHBLMEA HZ, QMICH O TUTZEDOIR, I, HOMEEFEH B X OEDOHITZ#ED 0 |
MIFTATESZT D 2 DR BROTGAITEOFEA HE . WIICH O TUIZDEROFEKNER LTZFEA HE
LAz &,

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)
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R =)\ SRR

S £ S 5T A i BEREAGR
(A
#, — WM 4
s iR 5 4,
KOS R XIEAE
e & ¥ %
Ho®E ok O O =
o B X xR
B R T UE & OV A %) 1R
P VO -
B o o | W T fF M| L RRESUIEREXSY | R SR UEERE S
E
4, B pr AE Hi | ZFRT. RRESUIRERIXSY | R, RE GRS
B o B
i &
T
FEic kY | EERESN ORGSO A HEE LT
B &
£ H H
. (EMNChHOTL
E %:(ké$%ﬁ@ﬁﬁm )
K 4 ENCHHOTEL, 4
R O FEE DA,
JEAE B -
AOTE o ErIe: ’
()

1 HfOREEE, A4LT5HZ 4,

2 ZOHEEET. EAMMEAEICIRNT 25O TUTIEAR 1 @R ORI 2, FhEfems 5
Al O TIER 28T 5 2 &,

3 IR ALVERAN, BEECEOX LB L,

4 IAFIREIE, B3 80 o565 1 R 1 B M UNF 2 THES 5 BATHUE 3 2 RIS ONC [R5 THUE 3 2 JE A= 578
KEDMEET D EHESMLOAGRO HEEELISNORFEEDIEAIZOLALY | HA1Z L2 &,

5 BEERSES B OSMED DA S 3D MRS T A & XX, BEESEMIC Mi%ih B O AL DEL
. BEEARGEREE W TREEE ORA R OSSR D5t 2l d 2 2 &,

6 BLGELERICEOT RN TEATHT D 2 LN TERWE XL, A R0 LY | Lit# L, BREIR
5z,

7 WPEEN OEZIHIRRI L, FFEDITBEIZ L BRI OWEEER T 5 Z EDIREECH H 3K
i XV IRR AN 2 B D MED & 5 ROV T OAGLHT 5 Z &,

8 VR H O TR, HME L O EREORIEZZE L2 2 &y

9 BUEIRTET 2 5 B ORGERTR S TSR OREEFHRIC OV T, MEEERES S 5 & XL, FNERUCS
WG 5 2 &,

10 FFAf, BREMIIBERX DN TIL, 56 25 RASTHOK S, 5 35 FBHDOR B XUIRE DA7%AT 9 ik
FTOWT AU L T DA iild 5 2 &,

11 FREEREEICHOTUL, BT OIBOLTR, FFaE s L OFFA4EA B &2l 5 2 &,

12 EFH 1450 3F 1 HOBEICL VIEFR U FE 1 HOARERGE LE D LT b L &1d, WEMicznE%
[ o R R
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o= (GBI
I A = 3 5
e NG A AR AR
o &
* 2 P2 7 &R A
| W & B
O™ 7 4
By Kk DYy B XA E
7 ” % %
moE R O | &
B X = B R
R
wom R R m ®
a8 o | D B0 fE | PR RUEILEERY | . SR I
AT
% R fE | #F. RUEIEERGy | . R
OB
I >

S
EERIC L0 | EIEHAMG ORLERGEORGREED A ORRAEHE L E T,

& ¥ &b
= A H
JEAET R R
B
HOEATIR

(ER)

1 HAOREXE, AdLTHZL,
2 ZOREHEIL, FAEMBAEICHRT AHAIC O CIEIEA LB R ORI 2 i, AR
Hi AN > CIXIERI 2 R 5 = &,
3 B AL EE, BEECEoX Y LB D,
4 INAHRE, 5580 455 1 AR 1 5 O 2 155 5 SCHET DI ONC RIS HET 55
AT RE DOFRET D IEHEHS ML OAGRFIAD — I EOHEGRDOHFEELAN O FFEED IEARIZ DAL
. WEE LN L,
5 EHEORWEIHIZOWTE, EHERL) Ligdids &,

£ Fr (
"

ENCHSTE, &
72 2SI O
ENZHHOTL, 4
PR ORFHE DEA

)
)




RS L R H2RBAER)

ES ST
ESE S P

A PERA H G

=
m&r&

EloHEEEZA T DFEBITOL K

T eEx AT 5 FH AT O FTE M

HERTEDOF KT KTHEHHA

ez Lo LT oREFTOL

A EZZ T &5 LT 5 8GERTOPTEH

HEXHEOKRAL (EBEANITDH O
T, AW EONREHREO KAL)

™
S
J

Eﬂr%

S

3>~
7 at

g =
S HET

2

S

E&Q k=108
B |

S 1 N | A
P
x
“TS

Pl

%A

=

=

%?,:F,

f

M ain

mm%Mﬂ%§

4
f
o @
il

p={11}
82

TSGR

Hix e %

m S

ARSI AR AT S SRR

AR EEEH H XTARER H

W' F % B & @

(i )

MRSEATEE N E S A R AR ORI B S

HUE I I SN

DA E L HFELET,

{2 W(

d

ENZHHSTE, =
7= % FHFTOFTEH!

EANCHOTIE, 4
R O ERE D KA

|
|




(B

1 HAoOKRESIE, AdLT52 4L,

o . B AU BRI, EETR% D LB DL,

3 MU OTE A U < DB A XL I AN 3 O RRERE L < BRI AT ST
. 5 25 SATEDA B 1B 35 KATADK B UG O 2 AT 5 BIEFO VT HICHK YT 55 %7
#HIHZ L,

4 ARSTATECHE A S G R A A B BT T A AT oI, RS, RS D
SWEE. AR OV AP O AR 17 B A BR THOBHA 12 35U T % i A MR T 0k 2 1
HEOD LB VA A TS = & 3B 5 B0 T L2 BE 45 2 &,
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BB A BEF % BE LA BoEA SRR
5 % 4
AR R

k- m ® &

w [ i %

DG H B SO ARE A R

BB | B
k=113
s

& MM A B W F A H

I}

I

A 2 AT o e WE T oA W

b=

A A 2 AT o 7o BE BT o P /£ H

HEXEZoRKRA (BEANITH S
T, AMEOCRERE DKL)

HEEHEOET (ENITH O
TIX, B2 FEHITOFTEH)

g o FF T L <R gk
ES QN E SV R P R ES I
(EFoRERELITBREX

BOEEOFF A L I3BREE T LT
B SOFE S F A ERE S O
e L <X ekE ok O4FE R B

Bl Gy i R

L] )

. B3

EASBAE
R

(JEE)
1 HAOKREIIE, AdLT52 L8,

\

i OEAMERE ORI LET,

EATEHAEES @

A
2 FE B AVIFEEAO, BETHESEY LES L,




AL Ao B+ =%n %)
Form No. 26—2 (related to Article 53—2)

B & e A=
5y P A 1
s OVHEHEIRE
drug

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

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

A 22T K 9 &9 5 G RT O R EHY
Location of the manufacturing
establishment to be examined

BE 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
BLEEOFF AT L LG & & OF
A B OTESE SN ERE S OFRE
H LS IBR&EEF S 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 i H #
Number of the product items
®WoodE Wk w ¥ #F K
Number of the marketing license
holders in Japan

Mmoo F OB OB & @

Amount of examination fee

fid =z
Remarks
FRICED . g o DR AMR B L
DEL; D\ E%%B%Eﬁl O)IXJU Ier n}ﬁ fZ nﬁl/ To
drug
I hereby apply for the examination of conformity regarding type of manufacturing of quasi-drug-
RS H g [(BENCHOTE, B 5RO
Year Month  Day Location of the head office in case
Address

of a corporation

ENCHSTE, AREUTIRER 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 STk

To Governor of the Prefecture



(FEE)
(Note)

1

3

4

5

6

HRORESIE, AdLT52L,
Use paper of Japanese Industrial Standard Size A4.

xR AR, BB TR LB DL,

Fill in the form with clear writing with inks etec.

BUESEOFF A U <UTBERIX Sy UL R S FAMEFGESEH OFBEHR L ABEX DM HON T, # 25
REEDHE A, % 35 REEDK G XIIRE DHZAT 5 RIEFTOWTIUTE Y T 20 EmlT 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 38K 5 L O B SRR S ERGE S ORI L < I38EE 5 M OFEH
FHARIC DWW, 555 13 858 1 THOFF A, 55 13 200 35 1 HOREIIES 13 /D20 25 1 HA L
UHESR 13 £DO3D2HIHEDOBRER LT LD LT 2HTHLLEIR, FFrl. REUTBRERHFEZ
FOWEEFH BEL#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 M HOWNTIE, EHEML, ERERFEOME., GMEK&OVZ O
TREFIZEE T VAR F USRS\ HICHUE T 2 EE G UIEFTS L O RE TROKX G2 ED 28 TH 2 5%
BB T DX ONTIUCHEY T o0& T 5 2 &, o, RGN BEIICHREEX I8 T 2 /&M
DX, RIEIR TE A BRI Y RE RS T B R B BUEIRGE A O A T D Z &,

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 O LR R ICHGE T 2 58I H o T, B, ERESREONE., A
TIE e QN2 M E O R PR R IZ B9 2 LA BIMR FECEH R IS B W CHE D 2 il G M0 A FHCEE 2 B o0 1A IZ 4
KA L RS B EHOT LB 2 L,

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 - HARo= BEt=50= BFHE+LEHR)

2 i e R ma

AL 2 AT o T2 BUE TR O XSy

A il %‘ 4

X oy i & Ve A RS A H

i AL A AT O T G BT O 44 R

i A 2 AT > 7o B i O BT £

BigEZORY (ENCHHST
3, AR OIER O RKA4)

KEEAOER (EACHST
(X, 7D FEBATOPTER)

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

REROFF A L < 138 8E 5
JOME A A SR E SR G4 E
IEHEE ORER L < 138EE =
M [6) & H H

7 # G 7
I %
Faic k. B A i A A R A LR
i © R, R TR O °
£ B H
Eo v ERE @)
[El Y PN o
HOE T RS g

(IR
1 Ao KkxE1%, A4 m“éﬁzbéo
2 FE. B AVIEEH, BETITIOoE EEI L,



BEAEE A osol R+ =50 HBER)
Form No. 26—4 (related to Article 53—6)
A
oo ue fife 2 Ak

Confirmation certificate of standard conformity

EAT GEANCHOTIL, E-DEBATORTE)
Address (Location of the head office in case of a corporation)
K4 QEANCHHO TR, AL REETDORAL)

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

% o o 4 W
Name of the manufacturing
establishment

% B o Pt £ Hh
Location of the manufacturing
establishment

BLEEOFF AT L IXBERX 5 3T
T EA ERE A ORER LT
K25 X

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

3> {98 TR

foreign manufacturer

LB OFF AT L < IXBEE 5 XILE
A EANERLEES 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 o K5
Types of the manufacturing
activities

EES, EEEREFOME., AMMELOZEMEOMAEICE T 2IEFRE 14560 2
FHSHOBEICL Y, FHEHIARE 2HE 4 S ICHET D EECHEHALTWDH 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 AR AT F R
Chief Executive of the Pharmaceuticals and o

Medical Devices Agency
HB 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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A=t BRI\ BR)

P # o
A 3 s G M S 1) e e =
EI 1t bE o
A R % =2 A #®OF A H
PR AR
Tolm ®
A KONy & XTI ARE
g K vk
BBk O R &
HOBE X 1k A ®
F T 5 7 T OV %5 1 1
A RO T
sl S e | A B AT OfE M| FFOL RRESURBERK S | T, BE I RERE
D BITERT
O o B 4, B AT fE M| FFET. BRESUIBERIXSY | B, RE LR
L 2 LG P
i =
= 3R i
ERICED, B O oW o4 g BEAEOMEERHLET,
"4 BE i
e g H BEACHOTIE. =

ﬁﬂf(ta%ﬁ%w%@m)

K4 (?ﬁ)\ﬁib%“)’fﬂi\ %)

PrJe OMRFFE D R4
JE A ST B R I

(FEE)

HABORE ST, AdLT5H2 L,

ZOWFEEIL, ER1BLROEIA2@BENTSZ L,
Fix, B AVIEEHO, BETEI &2 EELZ L,
WAL, EERICOAZAEY | JHRIZ L72nWZ &
EHEOIRWFEIHIIOWTIX, TEERL] Litdld 52 &,

Ok W N =



HAEE =t o= BRSO BR)

£ 4K i

A SR E b SRR R SRR R A

Fl % it HE AT
AN S TR O e = 725 B G M ME FR AR H OH
K By £ =2 & @R O E A H
4| — B OB 4 R
N # 4
B4y KONy B T AR E
b & Vil 1
H & kA O H =
zhome X % R
W7 ek 7 15 K ONA %0 3 R
ok & OV B ik
BER T 5 M E | B PRl BT R M| FEATCRRESUTRERCSY | B AT B SRR
DHERT

» R E Br| AT A M| FFATLERE UTBERIX Sy | BT RRE XX B R
5K o 83 Py
i =&

= E o
ERICEY, B O o o4 5 AEHBOLEEOMEERELET,
1k HE i
i A H - (?2)\&:%0“(&‘;(\ 35)
i L
72 2 FHHSFT O FITAE
K4 (%AK%OTH\%>
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(EE)

1 AOKREIE, Ad4LT52 L,

2 ZOHEBEEZ, ER1BEHTALAZ L,

3 FX AT EERO, BEETIIoED LELDLE,

4  FEFEIELHEINE OBKMICIE, BEEEFICH O TUIZOENEAINTH 5
L XX OFE OIEAIAIL O BERF B R OBEEH B 2 BfEEiiE ich o TEE

DHEDNFELAEDL25 1 BN O FE 3HE TORESTONWTIICHEY T 5020 #T 5
N
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(EE)

1 AOKREIE, Ad4LT52 L,

2 ZOHEBEEZ, ER1BEHTALAZ L,

3 FX AT EERO, BEETIIoED LELDLE,

4  FEFEIELHEINE OBKMICIE, BEEEFICH O TUIZOENEAINTH 5
L XX OFE OIEAIAIL O BERF B R OBEEH B 2 BfEEiiE ich o TEE

DHEDNFELAEDL25 1 BN O FE 3HE TORESTONWTIICHEY T 5020 #T 5
N

5 HIEEOKRKESELED (DG (ME TITIE, UEFEENLWEXIT L]
tig#EL, DL X \(D%&U@H%_%OTi%@ﬁ$&U$HE%\QH%
WZHHOTUEZE DR, H, HOMEEFA A X OZORITE KDY . FHITEZ 2T 5
ZENRL O AITEOFEA B E, )MIZH D TEE DER DFE K ONEN
L7-FEARETHTDHZ L,

6 WEFOFH 21T O BEFT TH LGB IHEMIC TG SR 52 &,



AT =0 BEHESEO-IER)

INNEIES

Form No. 63—5 (related to Article 114—15)
= E K & h s =
o EHEEE wEmEE
IRANZ2 T FH = 3 SHE i

revenue stamp

Application for the registration of foreign

medical device
in vitro diagnostic

manufacturer

B by B ) 4 PR
Name of the manufacturing establishment
b b AT D P 1E Hh
Location of the manufacturing establishment
WoE om0 ® O K| LT

. Name
The person responsible for the —
. ) [EST
manufacturing establishment
Address

ezl | (D) EFELFOAF1IHOBHEICIVREZIVEIN, BTUELOHEL 3%
8 REE TR LT
= e Applicant whose license was canceled pursuant to the provision of
] EIN Article 75-4, Paragraph 1 and who is awaiting a lapse of 3 years
= TEE from the date of said rescission
= A | @ ERDHBROSFHTROFEICE D FEEZNDHEISIL, BHELOHD 3
=5 iz HEARGE LT e N
b 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)

FHLL LOJNIZAE S, TOFIT2RKD0 ., FPITZ2=3T 252 &N
IR IRDTtR, 3FELFW L TV 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)

5, PR O ARSI . 9 K OB NG (5 ORI ICE T 5
ERTESTED D SO XIF ZAUTE IS ADITER L, € OEATA
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)

RS, RIR. &A~ASNIREEAI DO T4

Addict on narcotics, cannabis, opium or stimulant

(6)

o) Bl AR\l b S ApE St N I R A
PR, CHIWT R OB BRI T O Z E N TE NG
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 saiejje [eorjneoeuwteyd Jo SoOIAJIOS oYl J0J o[qlsuods
SOATINOOXd 8yl JO 8soyl SuIpn[our) suoliedrjrenbsip s juedr|d
)

(CFTPREMEE O} B RYHUIH T

(7)

IMNEELESER DEF ZWMOIAT) 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

Bt

3

Remarks

o K &
RS R2 T FH 2= 3

I hereby apply for the registra

BTt /N

indicated above.

DIMNERGEEE OB EREHFE L E T,

medical device

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

manufacturer

4 A H
Year Month  Day
I
Japanese
(E -
Address FHEL

Foreign language

[@AK@OTM\Iké$%%®%Eﬂ

Location of the head office in case of a corporation

]




L

Japanese

K4 smExw
Foreign language
[EAK%OTm\%%&Uﬁﬁﬁ@&%

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, ERI2@ERETH L,
Appllcant should submit one original and one copy of it
3 I, B A7 EEHW, BTHHOTIE, METIISZ D EEL DL,
F111 in the form with clear writing to use such as inks, etc.,.
INAHBRKIZ, IERICOZAED | HEIZ L7enWZ &,
Put revenue stamp only on the original and do not cancel it
FHEEE O RIESRIED (1) M (T il E Tl WELEEN N E XX 220 LREHEL, DL
EE ()AL TN (2) MRS éb’)?f:i%%d)ﬂﬁﬁﬂlktﬁﬂifiEi%t\ (3) MLz ib’DTT‘i%fﬂ)éﬁ\ JHI ﬂﬂODEQXEfE
AHBEOPRZEOHITZEDD , XFEITEZ T D Z R BROTEARITZEOFHBEZ, WMIC
TIEZ DB DOFEFER CERK LIZFEH ALl 2 2 &,
Describe “No” in each column of (1), (2), (3) , ), (), (6)and (7) if an applicant

N

1

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)

]



HAFE AR+ =R EEEHESEO+SBER)
Form No.63-6(related to Article 114-16)
EN ke

Number of registration

7 4I% B0 s _
EIRbG e R
{Z|§§71~ a2 W H 2= 2K medical device

Registration certificate of foreign manufacturer

in vitro diagnostic

K4 GENIZHD
TiX, D4 )
Name(Name of

corporation)

RUE T D4
Name of the
manufacturing

establishment

YR AT OO AT A Hi

Location of the

manufacturing

establishment

R RIS SF O G E L A K OV P E ORECR S 2B DIE A 235D 204D HE

o T o s
UL Tyhe D AMEREEE CHHI LA T,
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.

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

& H H T

until Year Month Day



R

+ =0t GFEE+NUEO+RNER)
Form No.63-7 (related to Article 114-16)

IV@NELL S

revenue stamp

N s M
NS I 3 5, %%E%% TRk BT AR =

Application for the registration renewal of the foreign

medical device
in vitro diagnostic

manufacturer

®

= &% - Lk O % H H

Number and date of the registration

=]

E

M
1=
Name of the manufacturing establishment

P 2 % PR

_;@

5

Location of the manufacturing establishment

R D A £ Hh

n K 4

SOATINO9Xe oY} JO 9soy} SUTPNIOUT) SUOTIBOTIJITenbsIp s jueotlddy

WMo g o 'H O ML OHF Name
The person responsible for the —
manufacturing establishment £ Ar
Address
SEExB ] MEFHBEFROAF1IHOHEZLIVEEZRVBEIN, BUELOBADL 3H%
5 o A& B L Cnhpng
S S 5&E Applicant whose license was canceled pursuant to the provision of
PR 1 G Article 75-4, Paragraph 1 and who is awaiting a lapse of 3 years from
52 5 the date of said rescission
S AN @QEFDBROSFITHOFECICEIV FHFZINVHIA, BFEHLOHNG 34
d ZREE LTV
H Applicant whose license was canceled pursuant to the provision of
D Article 75-5, Paragraph 1 and who is awaiting a lapse of 3 years from
< the date of said rescission
I Q)VEHEU LOFNZAE S, TOPTEEDD . XTPITE=< 1T 5 Z L7
. ot 3FELEFE L TWRNWF
5 Applicant who has a history of a court sentence of imprisonment on
% severer punishment and has not passed 3 years since the execution was
1 completed or no longer received
B @R, R R TR R, 2 R ORI 2 DR T T 5 7E
7 BTCHA TED S SO XL ZAUTHES SAUNTER U, Z OIERAT A0 b
% DIZAND 24FEZ R LTV NE
* 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 FREE, KIHK, H~ASATREER O T E#HE

Addict on narcotlcs cannabis, opium or stimulant

(6) F5 OF&RE DI E D AN ER DR A BT ) IS o C R
ﬁ%ﬂ\ﬂ%&@ﬁmﬁﬁ%@@;ﬁo_&#f%ﬁw%
Applicant who cannot properly perform the necessary recognition,
judgement and communication to perform the work of foreign
manufacturers properly due to mental dysfunction

S (LCrIpROIMIRS Ol 2 RN 77 S

(MNANEELEEE DEF 2Ol T ) ZEDN T MM O E AT 5 it
D HAIRNE
Applicant who is not recognized as having knowledge and experience to
properly carry out the work of foreign manufacturers

= Jo oseo ul sJirejje TeoIjneoewseyd JO SOOTAISS oY} JIOJ

£

Remarks

[—F

I hereby apply for the registration renewal of the foreign

EMe

L0

@ yf}% 4%72:% %g: 1) A= v =£
A2 7 i P s ONERLEEE OBGOFFZRGE L E7,

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

K 4 smxw
Foreign language
[#AK%@TH\%%&UR%%@&%

Name and name of its representative in case of a corporation

TR B
To Minister of Health, Labour and Welfare

(EE)
(Notes)
1 HMOREIIEF, AdLT5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWGEEX, ERl2@EREHTL L,
Applicant should submit one original and one copy of it
3 I, B AV IEEHW, BXThHOTE, ETIEE D EEL DL,
Fill in the form with clear writing to use such as inks, etc.,.
4 YAHRKIZ, IERICOAREEY | HEIZ LW &,

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

5 HEEDOKKBELEDO (DM (DMETIIE, UZEERZWEXT L) tiE#HL, D

ZE, OMECQOMIcH O TIZOBEB L OFEA BEZ, GMMICH O TILEDIR, . FOHEES

ABERORZOHITEEDD, TPITEZ T 5 2 ENRL RO RITIZOFEA -2, WMIZHH

IXZFDOEKOFEELNER 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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% 5
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USRI S,
w ] W & B
R 7 %
%
i< %
7 = @ A

Z WO m o B F 7

78 S Gh I E S PEME R RE AR R

HEELAREREREORA (EACHYTL ARRUREEDRA

Ht O MR RO (EAHOTH, THAERAORES

R 12 0 RERE R OFF &5 R OER A

2e FROUBT O fE | BEESRUEAR | & T &

I

e & W 5 F & =

Eiicky, BB B R o EE AR ORE A B L E T
INSTATHCHE N R 3 5 E R SR O R F

(FEE)

1 HEOKREZF, AdL35HZ &,

2 I B AVIEERW, BWETEHOED LEL DL,

3 BERE S L OME A B K OIS TR, TAEZIT O s 23 A 23 20 2 D 35 1 TH XX
EF 23502041 HOBFEIZ LV BEE =T -8 ER TH LT 5 2 &,
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pmme = OBE e o s
PR AR 3

p AT

P 5 7 4
X 5
p % i e
5w i m i ® E
2 A A P i 3 R A4 ] H

R OERRAORA (EACHOTIL, ARRUREEDRA)
WA OREREEE O (BALHOTL, TEAFEROFTEN)

LA E G RS S TG IR kA D
K4 GEANIZHHSTIL, AR OREE D
K4)

LA E G RS S TG IR kA D
K4 GEANZHOTIL, FE2 2 FHHTORT
7 Hi1)

% FRQBT O | BEESROEAR | E TR

oA 2 AT o e W& BT

e O ®m o@m & EF =
e = o 5
i =
Laicko. smEas B OB R o mm oMo R A L £
P25 5 3
& g

ISTATEE N B R S SRR B R F

(EE

1 HAoOKRESIE, AdLT52 4L,

2 TFUE. B AT FEERHV, EETEHOX D EEI DL,

3 %ﬁ%ﬁﬁmﬁﬂaﬁﬁmikiﬁﬁ $. HEZATOTMEREDNESR 23 20 2 D 35 1 B XX
B2 RO 20 4FE1HORTEIC LY BEEZ T -G THIGAICREH T L2 L,
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A Lt+HEORNO . FEH=+LE&o=+MHo EEfR)
Form No. 75-6-2 (related to Article 137-34-2)

P AR B S B i DX S PR A R A

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

MEAEZIT LD &7 HREFTO4 R
Name of the manufacturing
establishment to be examined

A Z T XL 5 &9 5 REFT QPR
Location of the manufacturing
establishment to be examined
REFEDOFF T X7 AT AR e S 5
g E B OE EE o R OE K o
License category of the
manufacturer, or accreditation
category of the foreign
regenerative, cellular therapy and
gene therapy products manufacturer
MEXOHFATEFEST K OHFEHH
OV R AR RO E R A E R
(T OREEFE L OHEHAHA
Number and date of the license for
the manufacturer, or of the
accreditation for the foreign
regenerative, cellular therapy and
gene therapy products manufacturer
ML= T LD LT HETROX Sy
Types of the manufacturing
activities to be examined

i 5 fih H %
Number of the product items
®MooE ko ¥ OF K
Number of the marketing license
holders in Japan

R S S G = S N |
Amount of examination fee

(i

Remarks
EReic kv, FAERBRERLOX EASMREEZRFELET,

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

M

regenerative, cellular therapy and gene therapy products
i I H ENCHHOTE, E-DFEATOFEH
Year Month Day fE Location of the head office in case

Address .
of a cooperation

ENCHSTE, AREUIRER ORA

Name and name of its representative

K 4

Name . .
in case of a cooperation



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

(EE)
(Note)

1 HAMOREZIIE, AdLTHZ Lk,
Use paper of Japanese Industrial Standard Size A4.

2 FE B AL/ EEA, HETHOXY LE L,

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

3 BUEROF A XS T PR R R SMERGE S ORBE XN OV TE, 5 137 0 8 U
5137 D 18 DX FOWT IS T D0 EiL#liT 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 BEEOTF KT MO B SUTFAERR SR ERLESEE ORRER 5 L OHEH Bz oW
TUE, EH 23 %0 22 1 HOFF A UTHE 23 57D 24 F1HORBELZ T LD LT2ETHLILE
T, PR OTRRE AR S M OHEEEN A 2mid#i 5 2 &,

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 WEZZITLI LT HRE TROXSMICONTIL, EIHEMN, EREREONE, AR
EVEDOREMRF BT DR 1+ =40 "I BEICHRE T 2 BARRER O RGE TRO X
NEREDDHERE 2HEFOVTIUCGEY T 20 E il 5 2 &, £z, Bdq BB BEE Xy
e % B g B 0%, ROEIRTEEE B YRz G i B 2 RGEIR e T 2 RIS RE A B iiy
HZ &,

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 MSZATEOE N EIE G ERESR A ERICPEET 258 I0Hh o TiE, EEM, EFREERED
an'E L AIE N OV VO RERTFIZ BT 2 IMEBIR TR 12V TE® L il & P A FEOR 2 1
HEO> CECHA VALY 2 & % 7E 5 SO T L il Hb 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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EREICE D FAEERERG O KSE AT

F= H
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Fll




HAFELEt+EORON GBE=+t&o =+ HEER)
Form No. 75-6-4 (related to Article 137-34-5)

Sepe =

o 52

H % ite 7 AlE
Confirmation certificate of standard conformity
FEET QEANCHS T, T2 FET OFTEH)
Address (Location of the head office in case of a corporation)
K4 GEANCHSTL, AL OREEDRKA)

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

20 5 A ) 4 R
Name of the manufacturing
establishment

® ¥ g o At fE H
Location of the manufacturing
establishment

BLESE O FF AT X 53 AT AR R 1
S E B OE X H 0o R E XK S
License category of the
manufacturer, or accreditation
category of the foreign
regenerative, cellular therapy and
gene therapy products manufacturer

FLESEDOFF A1 B AT AR E SR,
s E B E ¥ H o R TE R F
Number of the license for the
manufacturer, or of the
accreditation for the foreign
regenerative, cellular therapy and
gene therapy products manufacturer

#/o®% T OB o K 4
Types of the manufacturing
activities

EHG, EREREOME. AR O EEOMRFICE T 5 EHEE 235802550
2OBEIZE Y [AHEF23ROBHE 2HE 4 SICHRETLEBEICHEELTVWDL I LA
AET %,

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
MNTATEOE N EE BRSSO R R
Chief Executive of the Pharmaceuticals and Medical Devices Agency
A ZH ] S ER/AY)
Valid Period From Year Month Day
£ A HET
until Year Month Day
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HRAB LoD = (5

B=TtE&ROMN /D FER)

A P [ R 5 O e

EVRS 1S

S 2 & = K BAEA A
HH il

VAR T A 7/

| 52 4

IR &, plor. 3 BSUIARH

;‘@

i 73 i

B

ok R B 5k

Mk K O & X E M5 Ik

w7k kO A B B

BERET D E | A PR | BT

£ M| FF R SRR E X

D
fi =
FREICK Y, BAERERGAEFFBEOLEOMRZHELET,
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FRAEE . (RIS —5:B86%)
Form No. 2 (related to Supplement Article 2)

= & s . .
= oK sk SNERGESEE R S
drug
Notification for the registration of foreign quasi-drug manufacturer

T &

Name of the manufacturing establishment

i) %) e Fr

/& Br »  pr £
Location of the manufacturing establishment
WO & R
The person responsible for "
the manufacturing establishment Addré;s
S Z & i EFETSRO AT 1 HOBEICL VRELTEIIL, BUELOHN G 34 #4H L T
B = 2h VRN
% E{%§%§ (1) Notificator whose license was canceled pursuant to the provision of Article
a9 '\(\ 75—4, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
5 g ik rescission
s N Jpe o Nz Ny PN
E IS 5057 L ADRGEIC LD BRETRY I Sh. B LORS 3 FEREBLT
@ AYASA
& 57 §2 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 = 0; rescission
oD TR ORI B, COBT 2D . TG Ta%0 % = EAEL RoTfh.
=% % SUEAE L CL R ok
82 |z | ® Notificator who has a history of a court sentence of imprisonment on severer
2 é £ punishment and has not passed 3 years since the execution was completed or no
o 4 1onger received _ _ ]
s 2 5, PR M Ok AREIDUR L, %@&U“%ﬂ%ﬁ@&’g@@%ﬁ%&ﬁ%ﬁ‘éY%ﬁ\f“%ﬂzﬁ TE
-8 = @?%gﬂﬁ:hmﬁd<ﬂﬁmg§b\%®@&ﬁ%#%otﬁﬁ%2$%ﬁﬁbf
o c If [AYA4A
% §7 Q; (4) Notificator who has a history of violation of Law, Narcotics and
ARG f% Psychotropics Control Law, Poisonous and Deleterious Substances Control Law
glg; % or other laws and regulations related to pharmaceutical affairs specified
2% K by Cabinet Order and has not passed 2 years since its date of the disposition
® 3 (5) BRI, KR, H~ASUTRRERI O a4
o 5% Addict on narcotics, cannabis, opium or stimulant ]
L & FRRROBEREORETEC L SMERGESRT OS2 (RN T 9 IS 72 D CRERRm, Hllsr
= H FOEEBBEZHEYNATD 2 ENRTERNGE
§§ (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 )
=, INERTE R DR 2 MINAT ) Z EDC& DI ONER e A3 5 ERaed HIVRE
3 gg (7)  Notificator who is not recognized as having knowledge and experience to
@ properly carry out the work of foreign manufacturers
fi =
Remarks
. = 3 i e
FRICEY. B ogeogp s b OANERGEREEORRE T LHET
drug
I hereby notificate for the registration of the foreign quasi-drug manufacturer indicated above
i H H
Year Month Day
R
Japanese
£ Br
Address AHESL

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

)




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.
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FOLRD2 — FOKD3 FO9%D3

FOKRD3 — FOKDA4 FHOKD4

H9%D4 — H9%D5 H9%D5

5512 55 2 1R

5512 555 4 10

5512 k55 4 11

FI25KD2H 35

FBI1250D 25 21H

FBI25D 25217

95 13 2555 3 1R

9513 555 418

5513 555 4 1R

5513 5 4 1R

HI %

HI %

13 R4 HF 175

95 13 4555 518

95 13 5555 51

| W

135 AHE 2 =

%13 R 6 H

%13 R 6 H

F13LHE S5 IA

CRRE St

FAI3LETIAE

%13 25 6 H

%13 R 8 H

%13 R 8 H

5 13 2R5 7

F13LHF9HE

5 13 2R55 9 H

5 14 2855 5 1

5 14 2R55 6 1H

5 14 2855 6 1H
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o 14 2855 7 1

5 14 2855 7 A

5514 55 7R

95 14 555 8 1H

55 14 255 10 10
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o 14 2855 8 IH

5 14 2855 9 1H

W4 11 1E

H14ASE 11

HTRX s 14 2555 10 17

1458 1218

145 1218

HTRXH 14 555 11 11

14 58 1318

1458 1318

BTRR s 14 555 12 1]

o514 2R 14 18

B4 55F 14 H

%14 R 9 H

%14 555 13 1H

%14 555 15 1H

W45 15

14 58 1018

14 5555 14 1H

%14 5555 16 1H

W45 161

H4KE 11 1HE

%14 555 15 1H

14 555 17

WIASE 1TH

14550 2

F14FRD2D 2

BUAFDO2D2

W145D4HE2IH

9514 kD 45 3H

H145DAE3IHE

F145D A4 3

FBIAFDAF AL

/

FBIAFDOAF AR

FBIAFDAF AR

FBIAFDAELL

/

FBIAFDOAELIH

FT145LDA4ESIH

FBlAFDAFE6L

/

14K DAF 61H

FB14FDAE6IH

FBIAFDOAFETE

/

AL DAFE TIH

FBI4SKDAETIH

F145:D45H8IH

145D AF 8IH

5517 5 2 1R

9517 555 4 1R

5517 55 AR

o517 25 3

1T 5RE 5 HE

1T RESHIA

FATRFBAIAE

CAVES R R

%17 R 8 H

55 17 2R55 5 1

T SE 101E

WITSE 10HE

5 17 2R55 6 1H

TS 131

W74 13

5 18 255 2 1H

CRRE 3R prE]

5 18 255 3 1H

5 18 2k 55 3 1H

CRRE 3 NP

5 18 Zk55 5 1H
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5 21 ZR55 3 1

HI %

Hl %

235D 25 21H

F235KD2H A

F235KD2H AR

H23RD2D2H 3

F235m2Mm 25 21H

H23LMD 2D 25 2

B 034D 2D 3 2IHE 35

F2FDO2DIFE2HE 65

235D 2 D 35 2IHE

H235D2D5E5HE

H23&D 2D 556 IH

6 5
H235MD 2D 556 IH

H23D2 D556 IH

H23&MD2 D55 7IH

H23&D 2D 5 7IH

H23KD2D5ETIHE

234D 2D 55 IH

234D 2D 5% 8IH

234D 2D 55 IH

234D 2D 55 9IH

235D 2D 55 9IH

234D 2D 55 9IH

H23&MD2MD 55 10 H

H235D 2D 5% 101H

F235LD2D5% 10

F235LD2D55F 11 A

F23LD2D5H 11 1A

F235LD2D55F 11 A

F235LD2D5% 15

F235%M2MD 58 151H

F235LD2D5E 121

F235LD2D5F 16 1A

F23KD2D5E 16 1A

F235LD2D55 131

F23LD2D5F 1TH

FI23KD2D5H 1TH

F23LD2D 14 F 21H

Ho35D 2D 14 5 418

HO35D 2D 14 5 418

F23LD2D 145 31

Ho35D2M 14 5 518

Ho35D 2D 145 518

235D 2D 145 418

H235K&D20 145817

234D 20D 145 81K

235D 20D 145 518

2352 M 14 5 10 18

B 235D 20 1455 1018

F23M2M 145 61H

o352 M 14 5 1318

235D 2M 145 131

F235m2 M 155 218

2352 M 15§ 318

H2340D 20 155 318

F 2352 ?m 155 318

235D 20 15§ 518

H235L0D 20D 15 %5

F235m2 M 21 5 31H

HIl %
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235D 2D 23 % 31H

H235D 2D 23 4TH

F235D 2D 235410

235D 2D 23 4TH

235D 2D 23 518

H 235D 2023 518

235D 2D 23 51H

H235MD 2D 23 61H

H 235D 20 235611

F235D 20 235 61H

F235D 20D 235 TIH

235020 23 F 7TIH

o34 2D 23 7 IH

235D 2D 23 5 8 IH

235D 2 M 23 5 8 IH

23D AF2HE 2 &

23D AFE2HE 3 &

F23RDAE2HE 35

23D AFE 2T 3 &

23D AF2HE 4 5

F23RDAFE2HE 4=

23D AFE2HE 4 5

23D AF2HE 5 &

F23RDAFE2HE 5 &

23D AF2WHE 5 &

23D AFE 2T 6 =

F23RDAE2HE 6 &

235020 % 21H

F235D 20 41H

234D 20 F A TH

F235D 21 FH 35

F235D 21 2R

H 234D 21 F 2

2350 22 5 31H

F235D 22 AIR

235D 22 A E

H235:0D 22 AR

HI %

HI %

F23HKRD 22 FAEF 1 &

H235D 22 5IR

235D 22 51

F23HKD 22 FAEF 2 5

F235D 22 6 IR

235D 22 F 6 1H

H 2350 22 51

2350 22 85 7R

B 2350 22 85 7 1IH

H 235D 22 %61

%2350 22 558 1H

5523 50 22 558 1H

H 235D 22 % 7T IH

23502255917

B 2350 22 55 91H

F 234D 25 T IH

%2350 25 55917

5523 50 25 55910

F 2340 25 5 8 1H

23 5D 25 %5 10 IH

234D 25 % 10 1

H 234D 25 91

235025 F 11 1H

235D 25 % 11 1™
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235D 25 % 10 1

%2350 25 5 12 1H

235D 25 % 12 1H

235D 25 % 11

%23 50 25 % 13 1H

234D 25 % 13 1

F 2340 27T 5 1H

F 234D 27T 6 1H

2340 27T 6 1H

5523 50D 27 6 IH

52350 27 F TR

23RO 2THTIA

H 235D 34 21H

235D 34 5 ATH

52350 34554 1°

F 234D 3485 31H

2350 34 551

5523 50D 34 55 51H

F 235D 3 AT

92350 34 5 8 1H

5523 50 34 55 8 IH

H 234D 358 21

%2350 35 45 31H

5523 520 35 55 317

$ 234 3545 3 1A

92350 355 51

5523 52D 35 55 510

H 235041 H3IH

HI %

5526 G55 A TS 3

55 26 5555 51

5 26 Zk55 5 1H

o5 28 2555 3 1R

55 28 555 4 1R

55 28 F55 4 1

H2950D 3

H295KD4

F295D4

5 30 555 2 1R

HI %

HI %

£ 30 ZREH 2 A 1

55 30 5555 3 1R

5 30 555 31

ao | ao

30 SR 2 HEE 2

F305LHE4E

F30LHE4IAE

F34RFE2IA

HIl %

HI %

534 R 2T 1 T - 5 34 B 3 H 5 34 5555 3 1
534 R 2T 2 - 034 KB AH 5 34 555 4 1
55 34 255 31 - %5 34 REB 5 H 5 34 5555 51
55 35 25 3 1H - 5 35 KRB A H 55 35 555 4 1
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5 39 0 31 1 5

55 39 k55 4 1

55 39 2R 5 4 1H

5 39 0 35 2 7

55 39 k55 5 1H

£ 39 2k 55 5 1H

2 39 ZR5H 4 1
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5 39 55 6 1H

5540 520D 2 55 3IH

HAOSD 2E AIH

HA0SD 2F A

540 52D 25 410

Hll %

HI %

FHAOSKD2HAHEE 1 =

HAOSD2E 5IH

HA0SD 2 E 51

FAOSKRD 2 H AT 2 &

HAOSD2HE 61

HA0SD 2F 61

5540 520D 2 5 5 IH

HAOSD2E TIH

HA0SD 2% T

%40 52D 25 6 IH
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%40 520D 25 81H
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55 86 22D 3 55 1 HE; 3 5

5 86 22D 35 1 HE 5 5

7586 2D 35 1 HF 575

5 86 2D 35 1 HE 4 5

55 86 22D 3 55 1 HE; 6 5

75 86 22D 355 1 HF 6 75

55 86 22D 35 1 HE 5 5
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5586 2D 35 1 HE 775

FEOLDOI3FEIHEEGCE | HSOKDIFE1HES F86KLDIFEIHES &
HOOKRDOIFIHETE | H8KDODIFHI1IHFEI = H86 D3 FH1IHEF 9 &
HOOKRDOIFHIHEESE | H8KDIH1IHE 105 %586 0 3 1 HF 10 &
HOOKRDOIFHIHEIE | H8FROIF1IHSE 11 5 %86 0D 3FH 1HF 11 &




