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R S0t (R =50+ k)
Form No. 26—9 (related to Article 53—12)
5 22
H % fife 7 il
Certificate of GMP compliance of a manufacturing site
FT GEANCHSTIE, E7= D2 FBETOITTEH)
Address (In the case of a corporation, location of the head office)
K4 GEANCHS T, AEOREZTOKA)

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

e & A ) Ea P

Name of the manufacturing site

W% g o o {E M

Location of the manufacturing site

%L%®ﬁ75b<i”ﬁE T =

%%%.%L%%O)mu %L < s
License or registration category
of the manufacturer, or
accreditation or registration
category of the foreign
manufacturer

ﬁ%ﬁ;%@i?_f% U < 3B 5 UL E

%%%.%L%%ODWD L < @if@f
. F B
Number of the license or
registration for the manufacturer,
or number of the accreditation or
registration for the foreign
manufacturer

#l % T OB 0o K4
Categories of the manufacturing
processes

FEFES . EREREOME., AL O EEOMREICET 2IERE 1450 2 5
SHOBEIZLY, MEFIURE2HFE A SOREICESEED b EEMLKDE
SRS O REE B O E B O EEICET 5ATICED S EEICHEA L TWVWD Z &
ZREHT %,

Pursuant to Article 14-2, Paragraph 5 of the Act on Securing Quality, 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
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£ A H
Year Month Day

PRSIATEOE N RIS R R R AT R R
Chief Executive of the Pharmaceuticals and

Fl

Medical Devices Agency

HE I S

Governor of the Prefecture

A ZH ] £ A H2 6
Valid Period From Year Month Day
£ A HET
Until Year Month Day
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A s o+ B+ =50+ k)
Form No. 26—10 (related to Article 53—12)

% =2

A%

e W

i

Certificate of GMP compliance of a manufacturing site

EAT GEANZHO TR, E=DFHEFTORTER)
Address (In the case of a corporation, location of the head office)
K4 GENCHSTE, A OREHEDORKAL)

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

el 15 Iz ) 4 giiN

Name of the manufacturing site

Mo®m g o g fE M

Location of the manufacturing site

HoE ¥ o F o K 4
License or registration category
of the manufacturer

W& % 0 @ A4 & B
Number of the license or
registration for the manufacturer

#lo0¥E L OB 0o K4
Categories of the manufacturing
processes

Safety of Products Including
Pharmaceuticals and Medical Devices

EIEA, ERERE O ME ., ARMER O i GLESESy 2y

LM O 2B B IERE 145D Result Investigator

2 FH 2 oBHEIC X DA

Investigation pursuant to Article

14-2, Paragraph 2 of the Act on |J#E& BT S

Securing Quality, Efficacy and | Compliance Governor of the Prefecture
Safety of Products Including

Pharmaceuticals and Medical Devices

EIEA, ERERE O ME ., ARMER Y i GLESESY 2y

LM OIS \Z BT B IEERE 145D Result Investigator

2 H Ao EIC X DHAE

Investigation pursuant to Article FRSEATBOE N [ 38 0 2 R iR
14-2, Paragraph 4 of the Act on | @& EHEAE

Securing Quality, Efficacy and | Compliance The Pharmaceuticals and

Medical Devices Agency

RIS EREIREO Y., AR OZ 2 OMREICE T 2 IEEF 1450 2 5
STHOBEIZ XY | FEFIASE 2THFE 4 5OREICHES T ED LIV ER G R ONEHES
A OBRGEE L N HEE B OREUEICEHT A DTICED D EMEICHAE L TWDH I L &FE

Eﬁ‘a—éo

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

- 144 -

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

£ A H
Year Month Day

CISENSTATSIE S

Governor of the Prefecture =]

A ZH ] £ A H 6
Valid Period From Year Month Day
£ A HET
Until Year Month Day
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FEAZE N0 f B+ =50 HEt%)
Form No. 26—5 (related to Article 53—5)

ESS ST
[= S ER S i

B PE A R R

Application for investigation of conformity

regarding the category

of manufacturing processes of

drug
quasi—-drug

MELZZIT LS T L2REFOLWH
Name of the manufacturing site to be
investigated

WAL =T KD LT 2 RIERT O R E
Location of the manufacturing site to be
investigated

foyE ¥ o FF o L o< E R
ES A = G S S Y S ES I R
EXFOREE L ITHRGEX S
License or registration category of the
manufacturer, or accreditation or
registration category of the foreign
drug/quasi-drug manufacturer

PLEEOFF A L I3BEE S L OMFEHH
SOEEFE S EAEREEE O ES L <X
% 8 F 5 Kk W £ A H
Number and date of the license or
registration for the manufacturer, or of
the accreditation or registration for
the foreign manufacturer

MEEZ T LY LT HoETROKX S
Categories of the manufacturing
processes to be investigated

i 1 Hil H %

Number of the product items

i mo K ¢ E %
Number of the marketing authorization
holders in Japan

o A o ®oE N R o fF O

Presence of the product items for export

WA T & OB & H

Amount of the investigation fee

i E
Remarks

. I : A
FRICED . g ORONEOTERE L L £

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

drug
processes of .
quasi—drug

G2 A H
Year Month  Day

ENCHSTX, B2 D FEEFTORTEM
In the case of a corporation, location
of the head office

ENZHSTIE, AEOMREE DKL
In the case of a corporation, its name

and the name of its representative



MNTATBUE NS G R AR DA B

To Chief Executive of the Pharmaceuticals

P

and Medical Devices Agency

BT IS

To Governor of the Prefecture

(FEE)
(Note)
1 HORESIE, AdeTH2L,
Use paper of Japanese Industrial Standard Size A4.

2 B AT /SEM, BETEoR LB DL,

Fill in the form with clear writing with inks, etc
3 BUESEOFFRH L I3 X TR A ERLE S H ORRER L IFBREXK MOV TR, 55 26 &
BRI, 5 36 RATEA B UIRE DA 24T 5 WEHTOWF IS ST o2l d 5 2 &,

In the “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 BUEEOFFAE L < FTRERE S M OHER B XUTER L FEAERGE SRR O EFR L <I3BREE S L OHEA H
POV T, 1EEE 13 488 L TEDFFAl, {55 13 50 355 1 HOGREXITIEE 13 5020 28 1 HA LT
EE 13 RDO3D2H1HDOBEEZIT LI LT 2HETHLILEIEL, 7], WEIIBEHFEXZ A E 5 K UH
AR R ZRHT 5 2 L,

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

»

accreditation or registration for the foreign manufacturer of drug, etc. field, provide the
receipt number and the date of the application for license, accreditation or registration, in case
that applicant is seeking 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

5 EZZITLI LT HEETROKXSMIZONTIL, EFML, EREREOME., AR OO
BT DR USRS NI BUE 3 2 R L U EERER S O S TR O X 3 2 T 58 W 2 R[G5
CHBF D KGONT YT o a #2522 L, £, S BB FEEX DI 2 s M B 0%,
UG AR 7E 3B O A R GE i BTAR 2 BUEAR FE3EH O, i I O RGE S B oA BRI RS IX ISR 2
HHORE S B OFEEZ ST D 2 L,

In the “Categories of the manufacturing processes to be investigated” field, provide which
categories of manufacturing processes apply under each item of Article 2 of Ministerial Ordinance
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
Medical Devices. In addition, in the “Number of the product items” field, 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, provide whether there are product items for export that fall under the
applied categories of manufacturing processes

6 MNATEIE NG EREGR ORI ER ISP T 258 100> TE, ERMN, ERESFOME, A%
PR OV 2 ME DO R IS B3 2 B BIR FECEHS I W CED 5 X4 G MR A T H0RH 2 B O 0 2 L2 A
SRAE & RS A RO T LA HEIC T 5 :1%,1



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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GRS oR GBI+ =50 /)\EfR)
Form No. 26—6 (related to Article 53—8)

R A 5 S i 5 X0 5 M A R A

i

Application for specific investigation of conformity

regarding the category of manufacturing processes of drug

MEZZT L O &T 25 REHTOHFR
Name of the manufacturing site to be
investigated

A AT LD & T 5 E T O P (E H
Location of the manufacturing site to be
investigated

o ¥ o o K 4
License or registration category of the
manufacturer

MEXo0oF TEFEST L ARIFEAH
Number and date of the license or
registration for the manufacturer

MEEZZT LY LT o ETROK S
Categories of the manufacturing
processes to be investigated

i 1 il H %

Number of the product items

il SR 7t ES # #
Number of the marketing authorization
holders in Japan

o A o ®E N E o fF E

Presence of product items for export

W' T % OB & #

Amount of the investigation fee

1 5

Remarks

EREICED . FEERSFER D EATERAZ R L £

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

manufacturing processes of drug.
* A H g o [ENCEOTIE BB BHHOPHE
Year Month  Day In the case of a corporation, location
Address of the head office

ENCHSTE, AREUTIRER ORA

In the case of a corporation, its name

K 4

Name and the name of its representative

MNEATEOE N EIE LR A IS R
To Chief Executive of the Pharmaceuticals i
and Medical Devices Agency

(FEE)
(Note)
1 HEOKREZIZ, AdL35H2 &,
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Use paper of Japanese Industrial Standard Size A4.
B
2 I, B AUIFEEHO, BEETEOED LEL DL,

Fill in the form with clear writing with inks, etc
3 HEEOTFAROMICOWTIEL, 525 &H 1 HEAFOWT UK Y T o0& il 5 2 &,

In 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 BLEEEOFTAE S LOFEH BIZOWTIE, B8 13 &E 1HOFEZIT LD T8 THHILEIT, 7F
ATHGESZ AT S L OHEEEH B 2 ii#ll % Z &,

In the “Number and date of the license or registration for the manufacturer, or of the
accreditation or registration for the foreign manufacturer of drug, etc.” 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 FEzZIT LD T HRETROX M HOVNTIE, H 53 &£D 6K 52T DX GDONTIUTEY T 50
AT L, o, RIELAEMRICHFEX ISR 5 80E M B o, ROERTEEE BRI SR RE IS
% 5 BUEMRTEEH O, fanH I O BGE 5 B O BRI RS X8 T 2 oGS B o B2 ST 5 2
&

In the “Categories of the manufacturing processes to be investigated” field, provide which
categories of 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 manufacturing category.

6 RS, ERESEOME, AN O eI OMERE ISR T S IERBIR RIS IZR W TED L K e R #K
VXY 8 6 VTR TR MR D 1 PRI HA VAL T2 = & % AET % B0 S Lk M = b

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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1 HAfoOKRESIE, AdLT52 L,

o . B AL EEAS, EETRO% D LB DL,
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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 investigation of conformity
regarding the category of manufacturing processes of regenerative medicine products

MEEZZ T L) LT HHEFT DLW
Name of the manufacturing site to be
investigated

A Z T XL 5 &35 RERT OFT{EH
Location of the manufacturing site to
be investigated

LGS OFF AT X oy AL TR R R A E
o % FE o RBOoE K 4
License category of the manufacturer,
or accreditation category of the
foreign regenerative medicine product
manufacturer
WEEXEoOHFATEF T K RNFEHH
X om AR E R F R BN E RS
(T O REEFHF LK OFE A H
Number and date of the license for the
manufacturer, or of the accreditation
for the foreign regenerative medicine
product manufacturer

MEZZ T LT r28-ETROX S
Categories of the manufacturing
processes to be investigated

i 5 it H 24
Number of the product items

®/ooE ko' ¥ EH K
Number of the marketing authorization
holders in Japan

WM A o o S H o f &
Presence of the product items for
export

| 1 * ﬁ B & #H
Amount of the investigation fee

(i

Remarks
ERiic kv, FAERBRSERLOX EAGMEREZRELE T,

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

It

processes of regenerative medicine products

4 A H - ENCHOTIE, E72 2 FHATOFTER
Year Month Day = A In the case of a corporation, location
Address

f the head office
ENCHOTIE, BRI MREEORA

In the case of a corporation, its name

K 4

Name . .
and the name of its representative
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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 L,
Use paper of Japanese Industrial Standard Size A4.

2 B AT /SR, BEETEOR LB DL,

Fill in the form with clear writing with inks, etc

3 BUEROF A XS T PR R R SMERGE A ORBE XN OV T, 5 137 D 84575 X
I35 137 ZRD 18 FH 5 OWVT I AT o0& rdli 5 2 &,

In the “License category of the manufacturer, or accreditation category of the foreign
regenerative medicine product manufacturer” fields, provide which category applies under
each item of Article 137-8 or Article 137-18.

4 BEREOFTF RS LK OEN B SUT ARSI ERE S OB ER 5 L OEH BAIIZ SN T
I, VEEE 23 e 22 55 1 DT UL 23 520 24 H 1 HEDORELZZIT LD LT2ETHIHEIL
A SUTRRE FEESAT B 5 M OWFEFEA A Z25fll 70 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 seeking
a license under Article 23-22, Paragraph 1, or an accreditation under Article 23-24
Paragraph 1 of the Act

5 FEZZITLI LT HRETROXSMICONTIL, EHEML, EREREONE, AR OZ S
PEOMERFIZE T DI —+ =40 “+LH LHEICHET 2 AERRERLORE TROX S %
EDDEGHE 2HKEFOVTIUCHEY T 20l 22 &, £/, WG BERIC HEEX I EY
2 Bl s B o, BOERGEEF BN LR ENE S B 2 RERTE S 5 BLERGEEE R i oGS
H OA BRI HEEX 0B 2l A ofE S B OFEL2 T 52 &,

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

of manufacturing processes
6 RIS, EREEREOME, AR OO S BT D IEAEBR TR ICB W TED D
[543 A PR RO 2 MR O BB LT HA VA AT = & R EET B B0 S L a SEc i 5 = &

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

Sepn =

=%+ =2
B e o W GE
Certificate of GCTP compliance of a manufacturing site
FT QEANICHDOTIX, £ FEFTOFTER)
Address (In the case of a corporation, location of the head office)
K4 EANCHSTE, AR OREREDKA)

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

i i iz ) 4 g7

Name of the manufacturing site

W g o T

Location of the manufacturing site

G FE O FF AT X 43 SR R S
S E B E X H 0o R E XK S
License category of the
manufacturer, or accreditation
category of the foreign
regenerative medicine product
manufacturer

FLESEDOFF A1 B AT AR E SR,
S E B OE X H o R EF F
Number of the license for the
manufacturer, or of the
accreditation for the foreign
regenerative medicine product
manufacturer

#oE T B o X 4
Categories of the manufacturing

processes

EH G, EREREOME. AOMEROCZRMEOMHRFEICET 2 IE#E 2350250
2IZBWTHERAT LRNEF 1450 2B 5 HOBEIZ LV | [FIEF235: 0255 2 T 4
FOREICESETED N HAEREFR] HOMEEH LN EEHOLEIZEHT D
BERICEDDEEICHAE L TWD Z L EZIEHT 5,

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 H
Year Month Day
MNTATEOE N EE BRSSO R R
Chief Executive of the Pharmaceuticals and Medical Devices Agency
AN S ER/AY)
Valid Period From Year Month Day
£ A HET
Until Year Month Day
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(FEE)

1 HOKRESIE, A4LT5H2 8,

2 FE, B A7 FEEHN, BETEOED EES DL,

3 HFLHEHMICZEOFEFHO R TEZRMEM T H I ENTERVE XX, R Mo &k
D LRk L., BIEIRMTHZ L,

4 FHEREE K OB ARFOMERE ML, JRAl & L CEFE T ER# L, HEIIE U TA—L
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(EE)

1 HRORZIIE, A4E35H2 Lk,

2 FUE B AVIEEHN, BETIEOEZD LEIZ L,

3 HHMICZORHFEEOETETIW T LN TE RV E &L, M THfko Y | Lat#EiL., Bl

MERMT52 L,
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1 HAMOREZIIE, AdLTHZ L,

2 I B AIFEEHV, BETIEIOED EESZL,
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