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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 A A dn SMERUESEH

Hi

Tl
puiid
I

il

1T

E=110
2al

quasi—drug

regenerative, cellular therapy and gene therapy
manufacturer
products
u:l & At 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
W g oo & O # A
The person responsible for the S
manufacturing establishment gﬁé B
ress
® E‘;@Ei (1) ¥£§75x@4ﬁllﬁ@£ﬁﬁﬁli NWEZTVHEIN, BUHLOH S 3FEZFME L TV e
=5 O |7
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 v
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=IT D 2R <22 %. 3
o = R 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
AR A longer received
o - N ST RN N RN Nin — NE SN 74N ===
<. % B | () & RIER OV iR eI 1 i) K ORI A € OSEIC BT 2 157 CBim CED
S 5%@X&i:ﬂk%’j<@§7\ﬁ@}i L., ZOERITAVDOHOTCHND 2HE L L T
~ 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
& If [ GE K. bAXARBAOTEE

% Addict on narcotics, cannabis, opium or stimulant )
5 % | © FFOBREOREIC XU ANETEER OS5 2 8 (AT 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 Rk O a B3 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
R N ) BN P S i OSMERLEEF OBEEZPFHE 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 T, BT 5 FETOFHER ]
Location of the head office in case of a corporation
L
Japanese
K& gEsx
Name Foreign language
ENCHHS TR, AR 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, 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 AV 7EERV, BIHO TR, BEETITOE D LEL L,
Fill in the form with clear writing to use such as inks, etc.,
WAEIRKIL, EARICOARAEY | JHHIZ L2 &,
Put revenue stamp only on the original and do not cancel it
5 WREDOKMICIE, HEIBEE 1 HA U 2 HA S XITHEIBTRDIBHZDWT UK Y T D& i
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 FHOR TERLH T D ENTE RV E XX, [HC TH]
MoLIBY | LiidE 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 HEEOKESEEO (DM»L (D ETIZE, YEZFEERRNEEE [72L) LRt#EL, 5L
X, OMEC@QMMCHHSOTTEOHHAKLOEA HE, GVMICH > TUIZEDI R, . FOMHER
ABERORZOHITEEDD, XTPITEZZ T 5 2 ENRL RO /ITZ0FEA -2, WMIZHH
TIXEDOERKDOFEERNERX LIZFH B AEF#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).



HAEHILE =115 B =+ tE50 —+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 RE
P AR R e

drug
Accreditation certificate of foreign quasi—drug

regenerative, cellular therapy and gene therapy products
manufacturer

K4 GEANZHD
TIL, EDL4FR)
Name(Name of

corporation)

&R D4 FR
Name of the
manufacturing

establishment

RIYERT O FITAE
Location of the
manufacturing

establishment

PIE DX Sy
Accreditation
categories

% LT AR | S a % 13 7|<@3 .
EHn, EREIREOME., AR L 2O F%ﬂ“é/ﬂiﬁ DHLEIZ
FosEsniz s 3K 5 A 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 5015 e A H 25
Valid Period From Year Month Day
o A H FT

until Year Month Day



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

( K
T S A MR R
FAEBERE LA

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 B ) 4 R
Name of the manufacturing establishment

! & Bt 2 Bt 7t Ho

Location of the manufacturing establishment

. T 0 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 ORERE DR EFIC K 0 ANERIESERE OB & W IEICAT 9 18 72D T B
1. KT R O RBOE 2 BT 5 — LR TR 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) FNERGEEE OEBZWUNCITI) Z DR TE LML ORBREGT 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 Aﬁé, B
ress
s H | (D BEBISROIE LHEOBEICL Y BEERY WS, BHLOAME 3 & 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) IEFBT5RO6% | HOBUEIC K 0 B8E R0 H S, Bl Lo H 2D 344 i LT
@ 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 , NFXHITE2Z T2 En7eleo
c 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, WREER ONARE R EGRE . B X ORI EGRE € O 3EF B4 51545 T8
> 5 BTEDD DT ZIUTES S WFITER L, TOERITADHDOTZHND 2
5T AR L TR ng
=
o
a5
n
@
o
=
a5}
o
o)
R
S
o)
=
oS}
it
=
E/

AT T O ( oCF IPRYIIRE O} 2 R+ HR It
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N
/
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= 3K
ERECEY . E KA A G OANERGEER OBEOE T 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

L
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 yEx
Name Foreign language
BEACHO TR, AR OREE O KA ]
Name and name of its representative in case of a corporation

JEAET R B
To Minister of Health, Labour and Welfare

(FE)
(Notes)
1 HMOREIIEZ, AdLT5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWHEER. ERR2ERET L L,
Applicant should submit one original and one copy of it
3 T B A VISRV, BXCHOTUT, ETIE &Y LES DL,

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

4 WAHIRKIZ, ERICOAEEY | HHIZ LT &,
Put revenue stamp only on the original and do not cancel it
5 FREDKOMICIT EE35KE 1 LU 2 HA B UTHI3TRDIBF T DWNT UL Y T 50 & it

WIsHrZ 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 OREFEO LS TERLHT D Z LN TE RV XX, [ T3
Moy LR L, BRERMATLZ 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 (DN S (DIRE TSI, YFEFEENRRWE L L] Lt#L, Ho L
WML @M HH>TIXE R ML OER B2, (3)Hllic Eb’DWfii%EODQE\ JH ﬂ”ODEQKEfF

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

TIEEDOERKDOFEERNERK LIZFEA HAER#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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Form No.21-2 (related to Article 37-2)

I NEE

revenue stamp

IE ;ﬁ Fin 122 2% Shh
= i %B AT SMEREESEE  BEREE
drug
Application for the registration of foreign quasi-drug manufacturer

" &

Name of the manufacturing establishment

3] D £ PN

# & g 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
= = ?2%7 5%_7&034%’ 1HOHEIZLVRBELIES I, BUELO S 34F2#51 LT
o 0T kit AYA4A
238 E';%% (1) Applicant whose license was canceled pursuant to the provision of Article 75—
B 7 81 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 ). TS0 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
IS T, B ORI IE. A L OB 2 DIy 5T CB O
= 2 % HOXIZNIES I L CORATAT ST 1D 2F R LT
5o 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
oS 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 UDTRHO TR .
:EE% kB Addict on narcotics, cannabis, opium or stimulant ]
S R OREREDEE Ik D AN T (OB e 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
el %1 to mental dysfunction ) ]
2 2 IEBLEET LR AN TS = LN CE DR ORI AT % LR DI %
oS D (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 3K 4 g OINERSEREE ORER e HEE L7
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, AR OREEDRA
IE;éiijU{éh;*:Eii B Name and name of its representative in case of a corporation,

To Minister of Health, Labour and Welfare

(ER)
(Notes)
1 AOREIIIE, AdLT56Z¢&,
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 ATEEHW, BCHOTUL, BETITOEN EECZ L,
Fill in the form with clear writing to use such as inks, etec.,.
4 AERRIL, ERIZOZALD | HEIZ LN Z &,
Put revenue stamp only on the original and do not cancel it
5 HWEHEEDORESEED (DD (ME TITIEL, MiEFENRRNE XX L) LitsL. HDexiE Ok
V@ H>TIZEDOE