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FPorm No. 26—9 (related to Article 53—12)
“r kc2
F
Certificate of GMP compliance of a manufacturing site
EH GRACHOTE, D $HTFOITE)
Address (In the case of a corporation, location of the head office)
K4 (BACHSTH, ARUREEDRSY)

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

& o » ES
Name of the manufacturing site
®o¥E o oo B fE M
Location of the manufacturing site
BEEFE O A L < BB UTE
SN EREEE ORER L TR
License or regisiration category
of the manulfaclurer, or
accreditation or registration
category of the foreign
manufacturer
BUEROF A L I REE S EAE
TR BAME R E OREN L IH
23 & ke
Number of the license or
registration for the manufacturer,
or number of the accreditation or
registration for the foreign
manufacturer
ooy L B oo K 4
Categories of the manufacturing
processes

BN, BREBEEOLE, FOMELOREEORRECH T IERF UED2H
SHOMEIL LY, FEHIARE 2HP 4 SORECISZED LN BEERCE
AL O RS T CIVETROEE T AT CED L BBECHA L D D L
R4,

Pursuant to Article [4-2, Paragraph 5 of the Act on Securing Quality,

Ficacy
and Safety of Producls Including Pharmaceutjcals and Medical Devices, il is hereby
certified that the above manufacturing site complies with the standards prescribed

2 Ministerial Ordinance on Standards Tor Manulaciuring Control and Quality

Conlrol for Drugs and Quasi-drugs (GMP Ministerial Ordinance), which were
established based on Article 14, Paragraph 2, item 4 of the Act.

=

A B

Year Moath Day

A2
Valid Period

it

STATHOE NER M ER IR SRR R
Chief Executive of the Pharmaceuticals
Medical Devices Agency

AR S

Governor of the Prefecturc

H Hne

From Year Month Day

i

Until Year

H HET
Month Day

and

F
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HAEZ R0 |- GBI 240 |- 7EIR)
Form No, 26— 10 (related to Article 53—12)
B =

£ 0w m B =

Certificate of GMP compliance of a manufacturing site

fERF GRS &2 T, Ei 2 T Fite i)
Address (In the case of a corporation, location of the head office)
KA GEACHOTH, AR TREEORL)

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

p BN 1Y » Ed

Name of the manufacturing site

®qo% B oo B E W

Location of the manufacturing site

Wo#E ¥ oo oA K 4
License or registration category
of the manufacturer

W o F O EF 5
Number of the license or
ion for Lhe manufacturer

#Ho¥% L B o K &

Categories of the manufacturing

processes
R PR O R AR T il R AR
LEVEDOWERE AT D IEHREUED Result Investigator

2 2EOHEERL L D@E
Investigation pursuant to Article
14-2, Paragraph 2 of the Act on |7 BRI

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

Pharmaceuticals and Medical Devices

I, BRSO, AEL T FEES AR
MO RS ET HIEHREL14E%D Result Investigator

2 A DOHETI L DWA
Investigation pursuant to Article FRAZATEL I AR L SR AR
14-2, Paragraph 4 of the Act on |E& AHEAE

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

EEG, BEHEREOGE, FPOEROZEMORESIET ALEFUED2E
STHOBMTIZ LD MESURE 2HE 4 5OMTILESETED LN ERLROE
SRR OEGEWELE BB KRBT AR SO L HEIEA L VD T L EFE
W5,

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.

K| B
Year Month Day

L
Governor of the Prefecture m;

HEAR 2 H Have
Valid Period From Year Month Day
£ A HET
Until Year Month Day
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Form No.26—5 {related to Article 53--5)

—m MM _,:f -

= IR A5 A MR R 3 o

52 SRS

Application for investigation of conformity J
rug

regarding the category of manufacturing processes of quasi-drug

MEELZU LD LT HHEHOELSG
Name of the manufacturing site to be
investigated

MEAZST LD & T 2 REFTOIT{EHR

Location of the manufacturing site to be

::\omﬁnm«ma
i _r % 3 = ﬁ <R uww
Som A H R uz

oAl
X 4y EE
%NSE&#W < ﬁ%%ﬂ
License or registralion category of the
manufacturer, or accreditation or
registration category of the foreign
drug/quasi—drug manufacturer
S OF AT L BB E S K UEL 1
SRR A E R ORER L <
o E OB R OO £ H OH
Number and date of the license or
registration for the manufacturer, or of
the accreditation or registration for
| the Toreign manufacturer
WMEEZTIIETIRETRNKS
Categories of the manufacturing
vwoom ses to be investigated
gm EE j MMMA
Number of the an:g items
®WooE m O ® E OF K
Number of the marketing authorization
holders in Japan
H oo WM& & B o f &
Presence of the product items for export |
EE
Amount of the investigation fee
A B

Remarks

BRI R,

g OIOEOEMELNELET,
1 fals]

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

. drug
processes  of uasi—dru
dlaylcree g g [ENEDOTE RS T O
P A B - ’ In the case of a corporation, location
h Address of the head ol
Year Month  Day
HBALHOTH, AR UREEDRS
X 4 e o
In the case of a corporation, its nzme
Name

and the name of its representative

UKe

4

EaY

RSLITEE AR n R R A B S e
To Chief Executive of the Pharu i

ceuticals B

To Governor of the Pref

(1EF)
(Note)
1 MfOREXE. A4&9052 L
Use paper of Japanese HH:EA»HEH Standard Size A4,
2 B A ERAV, BETHEED EECDL,
Fill in the form with clear writing with inks, etc.
3 B #ﬁﬁﬁrﬁwﬂﬁmiﬁmﬂ AEAME BGE S DT L IEBEFOMIC oW, B 25 &
BIA S, H 35 REHE G UIRE DKz AT D BEFTOW TS T 20 &l o 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 BEERBOF A U IREEE SR O A ERMSENEMIEES OBTH L IBEE S RCHEN B
HRZDV TR, HREE 13 RH 1 THOFT AL A5 13 40 38 L MOBIEULIES 13 R0 20 28 1 HE L X
13 ROBO2E1HOBE LTI LD LT 2FTHAHEIT. 0. BEXEBEHRFERAE SR UMW

WTFARARETH L,
In the the manufacturer, or of the

“Number and date of the license or registration for

»

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 HELZT LD ETHEE CEORGMIC VT EBRL, BREIREONE, ﬂgﬁﬁqﬂm\h_ﬁgm%
BT DB RS VEICREY S E R SUTEEMA O ME TROR DR ED S EBE 2 4
T ARG OOTRICEE T ERTH 28, Fio, MG BPEMICHHER SR 5 ﬁmmrmqvwﬁ,
PR EH LT MR RGE & B ISR A MEBE R O%, R ORGSR B OB BIHIZP KO BT 2%
HHOMEREOFELEETI 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, Parzgraph
8 of the Act on Securing Quality, Efficacy and Safety of Prodt

Medical Devi

s Including Pharmaceuticals and

s. 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

anthorization holders in Japan related to thase 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 ASATEE AR R AR OB R R BT 288 h oL, WRSORE. BY
PR O SO RS T D ERER RIS ICB O CED 5 KB A M & FERHE B O N iz n
AAKE T R A EEOT LB Tz k.

In the case where the application is submitted to the Chief Executive of the Pharmaccuticals and

Medical Devices Agency, affix a copy of the receipt for the remittance of investigation fee to the

bank account of the agencv, 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)

Application for specific investigation of conformily

regarding the category of manufacturing proc

sses of drug

WAL & T D MEHR DL
Name of the 5:::?95 ing site to be
investigated

FEEZT LD LT HEGEM OFEM
Location of the manufacturing site to be
westigated

T % ¥ 0 #F 7 K &
License or registration category of the
mapufacturer

MEEOF K ERTTAN
Number and date of Q_m license or
registration for the manufacturer

MEXZT LI LT HORETEOR Y
Categories of the manufacturing
processes to be investigated

Ed T i B ES
/Eswmu. of the product items
-

Number of (he markeling authorizalion
holders in Japan

woH W oo B E R A AR W

| Presence of product items for 3&5;
' F & OB & #W
Amount of the investigation fee
L] =

Remarks

&

L0, HrEEERS

KGEAEMRELHE LET,

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

manufacturing processes of drug.

R H R NS T B BB OB
Year Month — Day In the case of a corporation, location
Address of the head office
[T BACHSTE, ABRCRERORA
In the case of a corporation, its name
Name

and the name of its representative

RSP TEOR A RS R SR L R
To Chief Executive of the Pharmaceuticals [
and Medical Devices Agency

R
(Note)
1 HORESE A4LTD

Use paper of Japanese Industrial Standard Size Ad.
2 TR, B, AU BER, BT EprHES L,
Fill in the form with clear S,Hﬁsm 51,. inks, ete.
3 RGEEOT A G OVWTIE, 825 &8 1 HESOWThiZRY T 2020l o &

In the “License or regislration calegory of the manufaciurer, accredilation or registralion

category of the foreign manufacturer” field, provide which category applies under each item of
Article 25, Paragraph 1.
4 BUEEOITAESROYEA BV TE, B8 13 2B 1RO ETT L) 2T THIEGE. BT
AREZ RS RURBFEA BRI L,
In the “Number and date of the license or resistration for the manufacturer, or of the
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 WAETZTLS LHREE LRROK W%fﬁﬁmﬁ, # 53 ZRO 6 HHIBITARSOVTIIRET 5

FidT ok, u«/\r, g BRI RER BT AR L BUEIR dwﬁ%w&ﬁ CHFEEL B

B BUEIRE e OB it ﬁ@ﬁf%m@ﬁﬁ HRER MR T SN A ORGSR B O EL TRk 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 33-6. 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” [ield, provide whether there are product
items oy export Lhai Call under the applied manufacturing category.

6 [EES, EEBEEORE, AR OZREORERSIZET DB ERER RS IO TED DRE EE

Eod

SR SO M TR A B O DIRICHRVAA R 2 L AT A BEOT L Emc i s s 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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BEE L P EOARDZ (BE ] LROZ [ EOIZHEK)
Form No, 75—6—2 Awm_mwmm to Article 137—34-—2)

A R S L R B P R

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

WhAEZ TR T 2HEFROL
Name of the manufacturing site to be
investigated
AR LD 295 BLETT ORI
Location of the manufacturing site to
be investigated

ﬁwm@.%\:l K@H%T%%f%&.@
Mo % m ooWE K 4
License category of the manufacturer,
or accreditation category of the
foreign regenerative medicine product
manufacturer
WEXOFARES ROE AR
MO R A E R SOR N E R
XEOREE T R THEAN
Number and date of the license for the
manufacturer, or of the accreditation
for the foreign regenerative medicine
product manufacturer

MEEZT LS ETIMETHROKS

Categories of the manufacturing
| processes to be investigated
o & i H %

Number of the product items

[ A T 1
Number of the marketing authorization
holders in Japan

o o #oE & B o R
Presence of the product items for
export

m & ¥ B B & =
Amount of the investigation fee

i

Remarks
LR LY BAEERSHGOKG @SR B LED

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

processes of regenerative medicine products.
FS A ] BN BOTIE, B SFBHTONTE
Year Month Day £ o In tha case of a corporation, locatien
Address A 5 .
af the head office

. OTHETMUGEREORS

It the case of a corporat

Al

EALHDT

I
N

i, itz neame

and the neme of its representative

STATEOE NEE S ER IR SR R
To Chief Executive of the Pharmaceuticals
and Medical Devices Agency

(HE)
(Note)
L AORE SR, A4ETH
Use paper of Japancse Hzgcﬂ:mw Standard Size A4,
2 R B AV SEAN, BETHSE) B L,
Fill in the form with clear writing with inks, ete.
3 BUEROF AR T A EFSERMIMERE %ﬁ&é AT OWTIEEL, 25137 R 8HEX
38 137 D BB OWTINCHKE T D2 0H D 2

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

regenerative medicine product manufacturer” fields, provide which category applies under
cach item of Article 137-8 or Article 137-18.
4 W%« EOWEETRUER B QI AERSN LN EREER ORESFROEA BN T
VA 28 G0 22 3 1 BIOFFFT GRS 23 500 24 1 HOREERIT L9 LT HHTHLHE,
likﬁacﬂ%nm TATERRUHEEA AETRT O 8,

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, ot an accreditation under Article 23-24,
Paragraph 1 of the Act.

5 WEEZZELD LTS TRORSMIC SV T, BEG, BEERESONE, AR UER
HEOFBECE T HERE T+ 2RO T AE EHIC T T A FERRER N OMETROK S &
EHDHERE 2EEFONTRIZEY T D) vwmmmﬂ;m Lk, F, BLERFEMCRRRITRT

AHRGES H 0%, BLERFEEFMMIOS SR B 2 BEEIRF Y 5 ISR EE . Ml G
B oA I BRI B 28 O B & B o R R 5 T L,

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, pravide the mumber of marketing authorization holders in Japan

related to those product items, and in the “Presence of product items for export” tield,
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provide whether there are product items for export that fall under the applied categories
of manufacturing processes.
6 EES, EEEREORE, AOMERUEEOBRREIIET S IR TR CE W TED D
A AT T 2 B0 B AA TS - & 2T % B30T Lr BEc i s - &,
Affix a copy of the receipt for the remittance of investigation fee to the bank account
of the agency, as provided in the Govermnment Order on the fees related to the Act on
Securing Quality, Efficacy and Safety of Products including Pharmaccuticals and Medical

Devices.

ST [ moRol (BE 2 HROZ HEOIEE)
Form No. 75—6—4 (related to Article 137—34—5)
% s
Certificate of GCTP compliance of a manufacturing site
i GEAICH DT, F725 SHEHTOHEH)
Address (In the case of a corporation, locztion of the head oflice)
K4 BEACHH TR, BAFRRTREELDKAH)

Name {in the casc of a corporation, its name and the name of its representativel

b i B » % f

Name of the manufacturing site

Mo w0 P&

Location of the manufacturing site

U N 0 FF R IR 43 S I AR IR A R
SR B H o R E RS
lLicense category of the
manufacturer, or accreditation
category of the Toreign
regenerative medicine product
manufacturer

SIS OTF AT B U A R S
S EEEET OR TR E
Number of the license for the
manufacturer, or of the
acereditation for the foreign
regenerative medicine product
manufacturer

#OT B o K 55
Categories of the manufacturing

processes
R, EFRBEOME., AR UEALEOMEREICWT S BERENED2O
2BV T ﬁmvumrmﬁiwﬁﬁmwmmﬁquﬁnmﬁ L0, FRE234O5H 2 HE 4

FOBECESEED DR HARERE ﬂ::SWWmF%Q.#M?ESMM\E, [E ke
BEECEDLEECHEA LTS L RERT S,

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 ahove 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 A
Year Month Day
HSTATEOE A B SRR R A TR
Chief Executive of the Pharmaceuticals and Medical Devices Agency
epe bl # A Ak
Valid Period From Year Month Day
# A BET
Until Year Month Day
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