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KSBERWENR’

BREZ+ RO/ GBI+ Z40+ZIHER)
Form No. 26—9 (related to Article 53—12)

Certificate of GMP compliance of a manufacturing site
EF BACHS T, 327 2 FHHOTE)
Address (In the case of a corporation, location of the head office)
K& GEARRSHS TR, BREUIIREDKRAL)

Name (In the case of a corporation, its name and the name of its reprcsentative)

CT A A
Name of the manufacturing site
®owm o oo FOE

Location of the manufacturing site

B

aie AL

License or registration catecgory
of the manufacturer, or
accreditation or registration
category of the foreign
manufacturer
RGE R OFFAIFT L < (LR ERE 5 T E
S A E RE R ORRET L <R
Number of the license or
registration for the manufacturer
or number of the accreditation or
registration for the foreign
manufacturer
WoE I B o K 4
Categories of the manufacturing
processes

FEEA, ERFEREOLE. BOMEUEREOHKE I CH T OIEE 1420 25
SHOHEILLY, MEFUEFE2HELILORELE IS ED LR LIERLKOE
HHAMOWEFER N EEEOEEI W T 2EFTIEDHEEIIEALTWD I &
AT D,

Pursuant to Article 14-2, Paragraph 5 of the Act on Securing Quality, Efficacy

and Safety ol Products Including Pharmaceuticals and Medical Devices, it is hereby
certified that the above manufacturing site complies with the standards prescribed
in the Ministerial Ordinance on Standards for Manufacturing Control and Quality
Control for Drugs and Quasi-drugs (GMP Ministerial Ordinance), which were
established based on Article 14, Paragraph 2, item 4 of the Act

® H
Year Month

2R

Valid Period From

Until

Day

iE

Year

iE

Year

MSEATIBE AR FEAR O I R

Chief Executive of the Pharmaceuticals and

Medical Devices Agency i

AT RS

Governor of the Prefecture

A AN

Month Day

A AET

Month Day
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BREE A0+ GBRAZERO-FTEER)
_\uﬁowa No. 26— 10 (related to Article 53—12)

Certificate of GMP compliance of a manufacturing site

BT EACHO T, Tl 2 FHRTORTE)
Address (In the case of a corporation, location of the head office)
B4 (EACHOTL, ABRROREKEDORS)

Name (In the case of a corporation, its name and the name of its representative)

T i

E B o A&

Name of the manufacturing site

W OE B oo m R
Location of the manufacturing site

B
License or registration category

of the manufacturer

£ o @ 7 & %
Number of the license or

registration for the manufacturer

S T B o K &

Categories of the manufacturing

processes

B BRSSO NE FAEERT R A ERAE
REMOMREICRET HIERE MR D Result Investigator

22 oORERLLDAE
Investigation pursuant to Article

Safety of Products Including
Pharmaceuticals and Medical Devices

14-2, Paragraph 2 of the Act on | A& FASELER Ik
Securing Quality, Efficacy and | Compliance Governor of the Prefecture

EIE S, ERRERE O SME . AR R AR
EEMOMREICET 2 EHBEL14%ED Result Tnvestigator
2HAHEOREL L DHE

Investigation pursuant to Article ISEITEE AFES
14-2, Paragraph 4 of the Act on | A& s

Pharmaceuticals and Medical Devices

Securing Quality, [fficacy and | Compliance The Pharmaceuticals and
Safety of Products Including Medical Devices Agency

. BRSO RE, MK M OHARE

BT o ILMELASD 25

[l
SHOBEIC L0 MIKE14555 2 1HE 4 5 OBIEIZ IS & O b v o B3R B Up sk

AROREEHE O EEROEBIETIERIIED ]
T 5,

Pursuant to Article 14-2, Paragraph 5 of the Act on Securing Quality,

AL THND

& EGE

Efficacy

and Safety of Products Including Pharmaceuticals and Medical Devices, it is hereby
certified that the above manufacturing site complies with the standards prescribed
in the Ministerial Ordinance on Standards for Manufacturing Control and Quality
Control for Drugs and Quasi-drugs (GMP Ministerial Ordinance), which were
established based on Article 14, Paragraph 2, item 4 of the Act.

® g 0
Year Month Day

HE R

Governor of the Prefecture F1

AN HIR A7nd
Valid Period From Year Month Day
&+ H HET
Until Year Month Day
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BER KO WKSHNUNRR EHERKWERER +-KAEHVD ERKOKUKSHERW MSTATBUEA S h R R0 ATl F =
To Chief Executive of the Pharmaceuticals L
,K_,@u . o and Medical Devices Agency K
A T HRoR (BT Z%0 KEE) I
Form No.26—5 (related to Article 53—5) To Governor of the Prefecture
T n . i3:)

(Note)
1 RAMORESE, A4LTD
Use paper of Japanese Industrial Standard Size A4,

[ FEH S i

Application for investigation of conformity

drug
regarding the category of manufacturing processes of quasi-drug o X, B A LR FNN, *me\ﬂ, Tox L' D L,
Fill in ﬁrm form with clear writing Sﬁr inks, etc.
HEEZT LS E T2 REFTOL K 3 MBSO L  PBRES ISERS S BEEES ORER L IEBRESMIC OV, 825 &

wmﬁmmmﬁa%”m manufacturing site to be SR T 35 J AR Bl
WELEZT LD LT 5HEMORTEH In the
Location of the manufacturing site to be
investigated

BEEoF L LL
ooy X 5 SR % s B M
cHE OB EFR L TH

HOREFT S WREFOVTRICHET 505 BT 5

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

category of the foreign manufacturer” field, provide which category applies under each item of the

respective paragraphs of Article 25 or Article 35, or manufacturing sites that conduct storage only.

4 BESEOFF AR L IZBHEESRUEA B R EEELSNEREEE ORER L CERRESRUEA B

"

License or registration category of the Bz oWT, B 1345 1O, EE 3&03F 1 HORBENITER 13E020 2 1 HE LT
manufacturer, or accreditation or ,,swmw. 13 40302 mw 1EOBERE ST LD &5 NANOMWE\/ P mmm. LR L B (R B VR

registration category of the foreign
H:m\ncwﬁ{&:m sm::?oacwmw

e TGRS R O B
_m_éﬁws BEFH L
B o F v kR WG FE A &l accreditation or registration for the foreign manufacturer of drug, ete.” field, provide the
Number and date of the license or
registration for the manufacturer, or of
the accreditation or registration for that applicant is seeking a license under Article 13, Paragraph 1 of the Act, an accreditation
the foreign manufacturer

AEEXT LS ETHRETROK S

HARERLETOI L,

In the “Number and date of the license or registration for the manufacturer, or of the

receipt number and the date of the application for license, accreditation or registration, in case

under Article 13-3, Paragraph 1 of the Act, or a registration under Article 13-2-2, Paragraph [

Categories of the manufacturing or Article 13-3-2, Paragraph 1 of the Act.
e be ;ém:maam = 5 OAREERZIT LS LA METROKAMIC OV TR, ERG, ERMESSOME . IR e RO
18

z::&ow of the product ;oan Ei %ﬁm\HAH>R+EWW\;.>H\E,IE.>W¢‘ B T E ”w%T__uns%m, TRORSEEDD m\m’wﬁwww\mﬂ.&.
S = - E7 cx R L b = - e e o
N s B IB B IR DT RICH AT B A E AT 5 = b, FEm, B E RN R IR B L H OB

Number of the marketing authorization » . B

holders in Japan Wﬁ%oﬁ%*wﬁﬁ.l wrwif::_u_ AHRLGEESEEF O, M N oIE L T oA EMICPERSICET S

| Ao RS & H oA A DR B A IR T 2

Presence of the product items for export . .

Eil & Ed F24 % % In the “Categories of the manufacturing processes to be investigated field, provide which

Mﬁo::ﬁ of the investigation fee = categories of manufacturing processes apply under each item of Article 2 of Ministerial Ordinance

i) ;

Remarks specifying categories of manufacturing processes of drug or quasi-drug under Article 14, Paragraph

8 of the Act on Securing Quality, Efficacy and Safety of Products Including Pharmaceuticals and

BEAEREEPRELET,

«

Medical Devices. In addition, in the umher of the product items” field, provide the number of

product items that fall under the applied categories of manufacturing processes, in the “Number

T hereby apply for the investigation of conformity regarding the category of manufacturing

of the marketing authorization holders in Japan” field, provide the number of marketing

processes of awcm . . . . . . «
quasi-drug o AT BT, b A ST R, authorization holders in Japan related to those product items, and in the “Presence of product
Bt In the case of a corporation, localion items Tor export” field, provide whether there are product items for export that fall under the
A H Address of the head office applied categories of manufacturing processes.

Year Month  Day

EACHOTIE. LAHROCRREZDES 6 JRNATEOE AR ER SRR SRR ISR T AR I H o T, _M B, ERFRIEOME, 75
hm g In the casc of a no%oﬁ:;o:. its name PR N2 2 OMARSZ BT B IR R T4 ﬁ.\dlm%ué,ﬁmmwomﬂdw&_ A FHOE & B o 1 I o
Name and the name of its representative RATE D b BT 5 EEOE L & Eil) zm Jrmo e,

In the 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 investigation fee to the

bank account of the agency, 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.
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Form No.26—6 (related to Article 53—8)

IR T S 0 S Xl 5 P

Application for specific investigation of conformity

regarding the category of manufacturing processes of drug

ZH L ETOHEROL WK
) ﬁrw manufacturing site to be
investigated

MEEZST LD LT 28EHORT
Location of the manufacturing site to be
investigated

W & E O @ 0 X &
License or registration category of the
manufacturer

DFF W E B M O FEHH
Number and date of the license or
registration for the manufacturer

FEEZT L) LT IHETRORS
Categories of the manufacturing
processes to be investigated

X & i A #
Number of the vROQCOﬁ items

wWoooE W o E F
Number of the marketing m:ﬁrow_\aawc:
holders in Japan

[ Mo ™ E & B o fH %
of product items for export
: % t & %
Amount om the investigation fee
[
Remarks
Zx EHHLET,

I hereby apply for specific investigation of conformity regarding the category of

manufacturing processes of drug.

i3 A H L [BEACEOTE, B EBHOBTES
. , T . :
Year Month  Day In the case of a corporation, location
Address of the head office
K 4 EAZHOTL, 2HRUCRREDORA
In the case ol a corporation, i name
Name

and the name of its representative

MSTATBIE A ER L E RS R S

To Chiel Executive ol the Pharmaceuticals B

and Medical Devices Agency

(Note)
1 AEOREZE, A4LT5

Use paper of Japanese Industrial Standard Size A4
sy

7RO, BETIEE Y ERIZE,

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

3 MEROFAESMICONTHE, BB EE 1 RESOVTRICELET L0 o 2 &,

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

category of the foreign manufacturer” field, provide which category applies under each item of
Article 25, Paragraph 1.

4 %iﬁS.ﬁ WED R OVE R BRI OVTER, EE5 13 8 1 =R
AN ES R OTEED D &R T 5

In the “Number and date of the license or registration for the manufacturer, or of the

%L 358 THOBEIE, §

accreditation or registration for the foreign manufacturer of drug, ete.” field, provide the
receipt number and the date of the application for license, in case that applicant is seeking a
license under Article 13, Paragraph 1 of the Act
5 WEEZTL>ETD WNFH%MS_M\H/*ENHQ«?Q%, % 53 40 6 HEIBT DRSOV m K_xﬁm&,
AT S I L, Elo, WIS BB # W 2 G F %, SUEIRITER BMIZ E% &}
F OB ﬁ&ﬂ&%ﬁ::m&ﬁ?%ﬁ: HE AR T D R R

1% 5 BGEIRTE b DA

(x\

e

o
In the “Categories of the manufacturing processes to be investigated” field, provide which
categories ol manufacturing processes apply under each item of Article 53-6. In addition, in the

“Number of the product items” field, provide the number of product items that fall under the

applied manufacturing category, in the “Number of the marketing authorization holders in Japan”
field, provide the number of marketing authorization holders in Japan related to those product
items, and in the “Presence of product items for export” field, provide whether there are product
items for export that fall under the applied manulacturing category

6 EHd, EFERSOME, FIEROEEEORESIIIT 2 IR T imﬁiﬁﬁ&@ﬁﬂﬁ%

5 KA VER A FECE 2 R O DRIV A A 2 L 3T D EFOF LA REC

Affix a copy of the receipt for the remittance of investigation 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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BAEL+IoR0Z Ea=t+ttEo=+Noz
Form No.75—6—2 (rclated to Article 137—34—2)

b

Application for investigation of conformity
regarding the category of manufacturing processes of regenerative medicine products

HEEZT LS LT H2REFOLH

Name of the manufacturing site to be

investigated

RAEEZIT L) &3 HRETTOFTLH

Location of the manufacturing site to

be investigated

i.fm%:fm:x 73 AT AR RS A A ]

wWoE Ok #F oo B oE K »

License category of the manufacturer,

or accreditation category of the

foreign regenerative medicine product

manufacturer

WEEOHFWESROEALEM
Xk F AT &

X E O EEBACEA

Number and date of the Too:mm for the

manufacturer, or of the accreditation

for the foreign regenerative medicine

product manufacturer

BEEZT LD LT HMETRD

Categories of the sm::mmo?::m

processes to be investigated

wmm _m I

Number of the product items

B s R &= 2 F K

Number of the marketing authorization

holders in Japan

WO H o RE R B 0F E

Presence of the product items for

export

W' F R O#

Amount of the investigation fee

i

Remarks

Efic k0. HAENSEREOKSEAIEREEEZWEE LT,

T hereby apply for the investigation of conformity regarding the category of manufacturing

H

processes of regenerative medicine products.

& A f WAL OTIE, 372 5 WO FHEM

Year Month Day fe B In the case of a corporation, location
Address \sf the head office
BAZDOTE, ARRURESORA
KA In the case of a corporation, its name
Name

and the name of its representative

MSLATEOE A R R A i 5

To Chief Executive of the Pharmaceuticals

and Medical Devices Agency

(Note)
1 H#oOXREsE, A4LT52L
Use paper of Japanese Industrial Standard Size A4.
. BETHOE D LB,
Fill in the form with clear writing with inks, etc.
3 RUEEOFF ARy I A R R AL H LS R E ORE
#1137 RO B HBONTIUISY T DTS

In the “License category of the manufacturer, or accreditation category of the foreign

KAHIC DUNT i, &5 137 0 8 /44 L

regenerative medicine product manufacturer” fields, provide which category applies under
each item of Article 137-8 or Article 137-18.

4 BUEEOFRHSEOEA A I EARRSUGAEMEETEORESRERWER RMICSWT
o MR 23 40> 22 B 1 DR EISULE 23 50 24 F1HAOREL LT LS LI DETHD
FAUTBERFZAF S ROPREEA D AZHT D 2 &,

In the “Number and date of the license for the manufacturer, or of the accreditation for

the foreign regenerative medicine product manufacturer” field, provide the receipt number
and the date of the application for license or accreditation, if the applicant is sceking
a license under Article 23-22, Paragraph 1, or an accreditation under Article 23-24,
Paragraph 1 of the Act
5 WEEZTLS LHEETROEXAHIC >V T, B EFRMEEOMNE, FO R
DML mE@.m«m@.m@ TEFO A EECIHICHET A BAERSMEOMNET % DXy %
EDBEFH 2HEFOVTRICRY T INERHT 5 2 &, Fiz, BUEL AR NTES
BB F %, BhERGEEE SN S RGE S A & SRS T A ROSIRE ET S LA OB
o> % HERNT 1R 3 XA B3 B it i o AoFRLTHT S

In the “Categories of the manufacturing processes to be investigated” field, provide

which types of manufacturing processes apply under each item of Article 2 of Ministerial
Ordinance specifying categories of manufacturing processes of regenerative medicine products
under Article 23-25 Paragraph 7 of the Act on Securing Quality, Efficacy and Safety of
Products including Pharmaceuticals and Medical Devices. In addition, in the “Number of the
product items” ficld, provide the number of product items that fall under the applied
categories of manufacturing processes, in the ‘“Number of the marketing authorization
holders in Japan” {field, provide the number of marketing authorization holders in Japan

related to those product items, and in the “Presence of product items for export” field,
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6

provide whether there are product items for export that fall under the applied categories

of manufacturing processe
EI, BERERSORE, GMEROZEE ORI ET 2 IERERFERR BN TED D
KA TERE TR 2 HIE O D PRIZIAVAAT Z L 2 iRT 5 OE Uk Bl .A‘,\_.fﬂrmuﬂwc
Affix a copy of the receipt for the remittance of investigation fee to the bank account
of the agency, 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.

BRAFEL-HEORON EEZHtgEo =S+ MNon
Form No.75—6—4 (related to Article 137—34—5)
\__In-\

*xOOw Wm B 0 E

Certificate of GCTP compliance of a manufacturing site
ERT GEANITH> TR, Tz 2P OFTEHD
Address (In the case of a corporation, location of the head office)
K4 (BAZHO UL AHRRORKREDOKRAL)

Name (In the case of a corporation, its name and the name of its representative)

& Bt 2 Ed 2
Name of the manufacturing site

W% oo P £ M
Location of the manufacturing site

B ORI Ay LT EHAEERR SR
HNEBHEEORER S
License category of the
manufacturer, or accreditation
category of the foreign
regenerative medicine product

Em::mgoacwow

EHEOFF AR T RIS
HNEBEEFTOBEES
Number of the license for the
manufacturer, or of the
accreditation for the foreign
regenerative medicine product
manufacturer

X @ L B o K 4
Categories of the manufacturing
processes

ERESRSOME. HY %%CX ﬁﬁS%% ST DB 234 D250

u,of\ﬂi, AxNi:iﬁ&E\?@ 2HSHOMTIL LY, AIEH235 0255 2105 4
%Qu»ﬁ\um Z E W _0?xfﬁ%\“wﬁm‘f%%ﬂa:Qu#/ﬁ\,&;wﬁkgzzﬁh HEOIEAE T B
A >7F5m%ﬁ BHELTWD I & &IN5,

Pursuant to Article 14-2, Paragraph 5 of the Act on Securing Quality, Efficacy
and Safety of Products including Pharmaceuticals and Medical Devices as applied
mutatis mutandis under Article 23-25-2 of same Act, it is hereby certified that
the above manufacturing site complies with the standards prescribed in the
Ministerial Ordinance on the Standards of Manufacturing Control and Quality Control
for Regenerative Medicine Products (GCTP Ministerial Ordinance), which were
established based on Article 23-25, Paragraph 2, item 4 of the Act.

£ A S|
Year Month Day

MSTITEOE ABERGERMESHE S SR B
Chief Executive of the Pharmaceuticals and Medical Devices Agency
Eeg2 bl £ N [ERYY
Valid Period From Year Month Day
An H HET
Until Year Month Day
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