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HHT 2174008 REERAESOZEEIZESL) 2afkdsr2 L,

6 EHMEOMEEE UIEFMBOBHET T OVTL, ZoRHFIMSEERRIC
T 2 HEICH O TULEAR LB R ORI 258, #MEFRmE, REFZRET SO
TTRXUIFHIKORK R T 258ICH > UTER Ll 2 &,

7 CEHERRSROBREE IR RICHHOTL, FAES, REES UIBREES RO
FEH RS, FORBEVIHGEDOBHETOREA R ETRTSZ &,

8 IKILOHAITIE, Rik, FEIEIIEBO4EA AR IEORENFEAE LA ZERL
729 2T, B TOFEOAOR ETRILOTE] LT dZ &,

9 FEERFGECHOTL, FIEHMICEERRERH L. 4o HEE LRV L,

10 BERSMNEREES UTRENEREES T HOTL, AEEIC L BEEEOERED
R4ulmd sz,
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BB 1 AONL EEH=50T B
Form No.26—9 (related to Article 53—12)
£ 2
I
Certificate of GMP compliance of a manufacturing site
AT GEACHOTIE, Ei2 2 FBFHTOFTEH)
Address (In the case of a corporation, location of the head office)
K4 GBACHS T, AFRRUREE DKL)

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

P it Bt 2] E4 i
Name of the manufacturing site
W% B o B O M
Location of the manufacturing site
RSSO A L IZBERIX 5 UL E
A EFEAEREEE ORTHE L <2
ik [ES 5
License or registration category
of the manufacturer, or
accreditation or registration
category of the foreign
manufacturer

BE R OFFAAT L IXRERE U
Hdh A ERGE 3 ORBER L < 1X
fik *

Number of the license or
registration for the manufacturer,
or number of the accreditation or
registration for the foreign
manufacturer

®o¥E I B o K 4
Categories of the manufacturing

g

processes
BEHE AL, ERRBERR OB, AR O LR OS2 IR 1450 2 5
SHOBEIC LY, FIEHI4GRE 2 HE 4 5 OREICESEED b B KO
A ORE IR O E B O LT T 2B FICED 2 EHICH A LTV D I E
ZREA T 5,
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

# A H
Year Month Day

MSTATEE N ER BRGSO SER
Chief Executive of the Pharmaceuticals
Medical Devices Agency

Governor of the Prefecture

A 2R £ A AND
Valid Period From Year Month Day
£ A AET
Until Year Month Day

and

Ffl
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RS AR o+ GEFH=5 0+ ZRR)
Form No.26—10 (related to Article 53—12)
% Ea
#*® W F Ak

Certificate of GMP compliance of a manufacturing site

B

EFT GEAICHS TR, F72 25 AT OFTEH)
Address (In the case of a corporation, location of the head office)
K4 (EAZHSTUL, AHREOREEDORS)

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

i by B 2 Ed [
Name of the manufacturing site
W% B oo P M
Location of the manufacturing site
o ¥ o W oW K 4
License or registration category
of the manufacturer

®o®E ¥ o F oW %k F
Number of the license or
registration for the manufacturer
®o®m I B o K 4
Categories of the manufacturing

processes
IS EIRERRE O ME . AR O EEES A FE A
BEMEOHWREIZBET D IEREL14ED Result Investigator

2H2HOBEIC L DHE
Investigation pursuant to Article
14-2, Paragraph 2 of the Act on |E& FASTEL SR I 2

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

EIE S, EREARS O, AR FEES GiEoESEa
RV DRSS BT A BRI 1450 Result Investigator

2B 4 OB EICKDHWAE

Investigation pursuant to Article

ASZATHOE B b ERRR

14-2, Paragraph 4 of the Act on | & ARk
Securing Quality, Efficacy and | Compliance The Pharmaceuticals and
Safety of Products Including Medical Devices Agency

Pharmaceuticals and Medical Devices

G, BRSSO ME, AR CZEMEORRSICET 2 EEE14%D 258
SIHOBLEIC &0 | FHEF 1455 2 U 4 5 OFUEICIES & E D LA EIRG L OEHE
Hh i OBGEE B R OV ELF B O B MEIC B 2B B IED D AMEICH A LTV D T & EGE
W32,

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.

£ A A
Year Month Day

HRE TS

Governor of the Prefecture Fn

kgl £ A AND
Valid Period From Year Month Day
£ A HET
Until Year Month Day
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ZHRER | HKSIWKSHN UKL EERWERKR KSRV EERKSKUKSHERY

B’
BRE AL GEHE4R0L, HEAHHEMER)

D o KEANME R DA

MEZITOHETROR Y

i il # %

X5y 38 A MR A A A B

WA EAT O RIET O 4

A AT 7 REFT O FTAE H

REHEORA GEANTH DT
. AR OCREFOKS)

REREFOEN GEANTH ST
13, B D FBFTOFER)

RGESEOFF A U< 138X
S S A E R 3R OB
E A L < F B kK 4y

ROGZEOFF Al L < 3BERE 5
K OMER A SRR R4 E R
HHAE OREH L 1T REE 5

% ¢ % A R
W # e %
i =
Faicky, ER B ot o R LE T
: I a & .
® B R
5y AP
WANIRE
T U
GEED)

1 FAoOREIE, A4 w%ﬂuswa
2 FHE B AV TEERW, BETEoE ) LEIZ L,

R AR GBI =50+, B TARMEER)

M I S B X MR A SR e o

WEEATOLRE TRO XS

=z

i #H %

ujs

# W i # A H

3

WEEZTOREFROLA K

A 2 AT 7o B PT O AE H

MEHEEORSL EACH ST
X AR OREFOKS)

BEHEE OEN (EACH ST
13, E D EBFTOFER)

BLE RO U< 138X
SRR ERGE S O
E AL < OB B X 5

RGOS L IPREE S
R OMEA A U EIR RS E R
EHEEORER L IIBREES

[0 i H A

= i #

EE-NS

=

ERic kY, HEERLEXSESEREOMKRZEMLET,
£ A A
R RS Ky AR E S

BT BRE

T

GE)
1 BEOKE S A4LT DL
2 FE B AIHEEMO, HETESEY EESIL,
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ZRERHKSTWKSHNUHELR ERRWERKR [HKeHVLS EEKSK

BEadr@®

B A RoE GBHA =40 HBR)
Form No. 26—5 (related to Article 53—5)

S S
Xy i A PE R A FR 3
[ HE 8 A4 i !
Application for investigation of conformity d
rug
regarding the category of manufacturing processes of quasi-drug

MAEZZT LS LT 2 RETON
Name of the manufacturing site to be
investigated
WEAEZT LS & T 5 WO pTIEH
Location of the manufacturing site to be
w=<mmawmmwmm
[N %8w%HMFAﬁW@
X MW XoEE KOG % A E G
REOBEEHELL I BRER S
License or registration category of the
manufacturer, or accreditation or
registration category of the foreign
drug/quasi-drug manufacturer
ROEREOFF AR L < Hﬁ%%q@a%cﬁmmm
&l%uu@m&@ﬂ EHEORER L IX
% # F o5 kO £ A R
Number and date of the license or
registration for the manufacturer, or of
the accreditation or registration for
the foreign manufacturer
MEZZT L) ETOIRETRORK S
Categories of the manufacturing
processes to be ~:<wmﬁpmmﬂma

e & i H ES
Number of the product items
®oooE KR O OE E K

Number of the marketing authorization
holders in Japan

o A oo W& & OH o f
Presence of the product items for export

Amount of the investigation fee

i £

Remarks

Eiticky e oA ERAZ P L ET
umaf N —Wﬁm_w&,nn__u S_H\..w _u— nﬂ M [ L °

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

drug
processes of uasi-drug
q @ g [EACOOTE, ELDFHEFOMEL
i A H - In the case of a corporation, location
Address |\ of the head office
Year Month  Day . .
& 4 HEACHOTE, AR OHREFOKA
In the case of a corporation, its name
Name and the name of its representative

ER R

MSTATEOIE N IR G R R A A L gE R

To Chief Executive of the Pharmaceuticals B
and Medical Devices Agency

HRE T IS

To Governor of the Prefecture

(EE)
(Note)
1 FAOKREEE, AdLTHZL,
Use paper of Japanese Industrial Standard Size A4

2 B A/ EER, BETEoR LB,

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

3 BUEEOFFAAE U ITBERX Sy U ER S ENERGEEF ORER L < FEBREEOMIC oW T, 8 26 &
FIES, 8 35 RAETAE S UTRE OB %AT ) WEFMOWT UL T 2 0Em#lid 2 2 L.

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 BUEEEOFAH L IBEFE SR OEA B UTERLSE/NEREEE OREE L IIBREEFE SR OFEA R
M OWTIE, 15 13 458 1IEOFFR ., 55 13 0 35 1 HOBEITIES 13 £0 20 28 1 HH LI
EH 13 RZO302H 1HDORBFEZT LD LT 2ETHHHEIE. . SEUIBREAHFHZAE S RO
FEA R ARSI 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 WMEEZZIT LS LT HMETRORGWMICOVTIL, ERS, EFREHEEOME., HHEROLEIEORR
BT D IEMRE USRS/ RICHET 2 ERE UTERIROMNETRORX S EZED DEHH 2 57145
B 5 KO OWTIICHES T 2055 2 &, E7o, RS BRI RFHE IR T 2 M0 B 0%k,
5 R 5T S BN 2 AR B AR B B R TE R 0B, S A 0 BGE S B A RIS SRR T S
HAOERBOFELTIRT L2 &,

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 MSATEOEAERMERESRABEBEERICERFT 258 CH o TE, B, EFRRESFOME. A%
MR OV M O RER BT 2 I BMR AR S IC B W TED 5 Ko AR A TACE 2 Mt o D2 Is Wy
BATE T ERET HEEOE L e BRI 5 2 2,

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)

R T B S DXy T VA A R

Application for specific investigation of conformity

regarding the category of manufacturing processes of drug

MAEELZT LD LT H2WETOL K
Name of the manufacturing site to be
investigated

WA EZ ST L9 & T 5 RO pTE
Location of the manufacturing site to be
investigated

W & ¥ o #F 7 K &
License or registration category of the
manufacturer

Wik ¥ o AEES L CEHH
Number and date of the license or
registration for the manufacturer

MEAZZT L) ETHIRETROKX S
Categories of the manufacturing
processes to be investigated

0 & i H E3

Number of the product items

®"oooE Kk oE ¥ F K
Number of the marketing authorization
holders in Japan

o H oo ®E SRR O E

Presence of product items for export

W& F K OB & &

Amount of the investigation fee

i ]

Remarks

BRI R REEEGEX S EAEREL R LET,

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

manufacturing processes of drug.

4 A H s - HoH
f g [ENCHOTE, T D FHEROBHES

Year Month  Day In the case of a corporation, location
Address of the head office

HBEANCHOTHE, AHROREEDOKRA
In the case of a corporation, its name
and the name of its representative

K 4

Name
MSEATBOIE N ERR S E RS SRR
To Chief Executive of the Pharmaceuticals I
and Medical Devices Agency

(EE
(Note)
1 AMOKRESIE, AdLT5TL,

Use paper of Japanese Industrial Standard Size A4.
PN

2 FE B AV7FERA, BEETEIOEY BT L,

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

3 BEEOFARAMIZOWTIL, #2565 F£H 1 HESOWTIICHY T 202k T5 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 BEEEOFAESROEA BICOWTIE, 158 13 £E 1HOFNEZIT L5 L T2EThIHAIR, #F
AR EERAE S ROHEFEA BT 52 &,
In the “Number and date of the license or registration for the manufacturer, or of the

s

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 WEEZZT LD L THIRETROKSMZOVTIE, # 53 &0 6 BHITHT 2 KAOWTHIICIEY T 54
REMET DI &, Fio, BGES BRI HREEX R T 2 Rk B 0%, RUEIRTEEE Bl H s H I
152 BEIRIEHE O WA ORGSR B OB EMICEHR IR T 2MHAOMER B OFEELRE T2
Lo

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 [EH, ERERSOME, AOEROLEMEOHREICET 2 ERBRFERSICB W TED D FEER
X 4 2 VA T HOR 2 B OO WL AR A = & R RET 5 BT L e Bl b+ 5 = &,

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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ZRR | HSKUKSNERWENRN’

B A0 = GBI+ =50 ZBIR)

B st MR IR AT

Eh R AT S BT 0L
T BHRE R AT B EH T O
WEREEOFATES R CEAR
TR K D & B MEFT O 4 B
FMmEZ T LS &T 5 HEm D
B0 1E Hhy
WEEHE DKL (EAIC DD
T, 4BROKEH O KAL)
WEEEOET (AL DO
Tix. £ 5 H O E)
W& Eod B L AB R
K 4 X i 5% A E W E
BEORELE L X R EK S
WEEDTAE L L ERE 5RO
A B S E R A [ L O
RER L I BEE S & UEA R
T A
m i 5 4
& 2 F =S
A B #& A A
O OF K OB &
i £
. B S, g L
ERICED . o WA IR S L R L ET
i A A
EACHOTI, &
v
f %ﬁwmmwﬁa%mgv
i &A%>ﬁ@0Aﬁ,av
HRORES D R4

ARSIATBOR N B R SRS S B R »
AT S

)

1 AMOKREEIE, AdeTHIE,

2 R B AL EER, BETHEX) LB DL,

3 WEEOFFAE U< TR ULER S IR EE ORIEE L BRI > T,
55 95 SR IRA 5 5 35 A TAE B OUHRE OB AT 5 WHEFTO WIS T 0 Tl 5 = &,
4 RATHE AR R E S IHE A R I R S H A o T, IR, EAREO S
L MR OV A DR B 5 VB R T OB 412 35\ T 2 AR R HORH A B 0D 1B
FNNAATE S LR FET A EEOE La mc i s - b,
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R R0 = (FBHEA+=%0=MK%)

A A LI 5 5 T B
A]-_ ®_®m &M
L e %
i m x4
% @ & A n

Wi @ & A A

FE Al 2 AT o 7z B AT o 4 R

Al & AT o T B T O BT 7E M

MEEHEOKL (BAITHD
T, 4B KRR EHEDOKAL)
WEEFOET (BATD D
THE. FE7= 2 HBHT OFEH)
Wk o FATHE LB
K 4y X% B OHE &% A E
REOREHELLTBRBRSY
BRI L T BREES KO
A B B GEA E E EH O
REHLEBEESRCEAR

fii %

ERROFBICIBW T, EIRA, BRSO M AR OZ S EORREICET 5
IR 14 555 2TEIF A BICS T2BTNND RN LRI L, S EIORISE 6 EICHE
T HHMERBT 2 T LICZ T RITNERERVE SN TVWAREEZITLRVNI &L
=D TEMLUET,

A A &}
BT FE fie = E
) BT J
G ?mmm%s@ﬁg
A oI mv
e f%qumgm H
()

1 FAOKRE ST, AdeTH2L,
2 B LSRR, BETEoXY LE DL,

BXE++RoN (Fht=%0=, FhtiiBE)

m%wﬁw A MR O S R B A S
Hl— moom & K
| m # 4
e i # 4
& ® 4 A A

A ffi W @ O£ A H

FE il A2 AT o 7 B AT o 4 R

APl & 17 o 7 B T o BT AE M

RExHEORL (AL
T, HHROCREHFOKAL)
REXEZEOEFR (AR D
T, £ EBHOFEM)
MEEOHFAWEHEL I RE
[ES NS G eV S P S
RFEORBEH L BZREK Y
HEEOFAE L IZBHEES LT
FEARXTEEMEIEREEED
MER L RIBEERESROEAR

i 5

FREOFHEIZIBV T, B, ERERTORE, AIEROR2MEOHREIET 51k
14 R 2T A BICA T ARV RV EFHE L, A EORSES 6 HICHET S
M2 AT 5 Z L% R TER B2V E SR TV AREEZ{ThZRNWI L E LEDT
WmELET,

EES

JEA TR B

FRTE T IR

(1)

1 AOKRESIE, AdLTHZ L,

2 L B LSRRV, BECESXY LEC DL,
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FRERIFTDO | WBERRIFTDOHAD SRR POKUKS | IBEWENe’ BB E+ 0= (BE+— %M

AR L0 CRE+H—AB0) 3@%&uwﬁM$mmme%msmaﬁ$m$@mm@§m
URES _W M _unm_ SEE AN ] G 7 E kA - o
MBS | O SRR 2 P P B R TR
FEREL2MEEETL2EBHOLH | IR 5 %
RO MEE BT % FBT O
T % IR 56 E O F 7 & 5 % O SR i M % 4
iz L5 & T 5 REm D4
Al 2 %0 L 5 LT % BsE B o i fE A & FEE A A
Wik & oK% (BEACD S p -
TH. ABROREEL DK H) ® W = W £ A F
e E& 0 EH (EAL DS N e s -
T E B EE O FIE M) REZHA>LRBEOAH
RLE DT T U < ARG 5y S 1L T
SO ERE R E ORES L < ILBERK S A & 4T o 7 B B 0 B 1E M
WEEDFTEL< LBRE &
AR I I A R o WEEEOKL (AL DS
BEH LB HEKES K OEN A TH., A HROCREHEOKRSH)
il W i m * M WEEEOET (EAK L
w = pe 5 T, F 5 EHF O
hm% B__w A B [ LAY
M Lo T s K4 X1 E K A % A
— REOREL L LBEK S
biic k| AHERE W%M&M AT DRI A% 5 T2 i LT, BEE DT AT U< [EBEE S RO
e x : FA R UEERSSAEREES O
gy BAEK L ZBREEROEAR
BN BoTHE, 1 5 THFTOFEH)
T
KA EROFEHCBNT, EE, EREREOME, AR O S OTRS IR 5 I 19 &
EANCHOTE, LHRUIREE DKL) ) ) ) )
ST A1 ] L 5 S, T i D 2H 5B THERT HRIES 14 &0 25 4 SICEYUT 2B TAND RV EFHI L, 4RO
- PT GEAICS DT, BT B BRI OFER) IR 19 400 2 8 5 TUCH W CHER T 2[RI 14 255 6 TUCHUE T 5 WM 2 81 5 = L 102 7

K 4 (BARSOTE, AHROIES OK4)
TR LRV E SN TVAMEEZIThRNI L L Lo TEMLET,

MSTATBOE N E R G E R AR AR R B

() Foan
1 ORE ST, AdLTHIL, N
S 4T s B P TN
2 B, AV BEP, ALCHOTE, BETHESX D B D L, BATHIRA RS SRR SRR
3 HHEIER AT D WO AL OFFAE ML O MR 0 7 T 46 5 B OVE A R I, 3
FEAMEIGEEE SR S IR 5 b D& T 5 = . § BAICHSTH, &
4 BUEEOFFAE L BRI SULE R S S B ER ORIER L REKAMITOV T, Bt ﬁmeW%Sngv

5 95 RTAR B 5 35 B THA B W ILRE OB EAT ) BEFTO VTSNS T 5 0 & T0lT 5 2 &, o
5 ERM. ERMREOMNE, AMEROEREOMREEIIT 5 EEBR RSV TED S w4, Am>rwoﬁa,ﬁv B
AR ROR 2 R O TR HA VA A TS 2 & %R 5 O S LA i s 2 & PR OREH DA
()

1 AOKRESE, AdLTH2 L,

2 L B AUrSEAV, BETEoXY L E DL,
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BHERPHHSKS! IXDERR P+ HSKSHYKSHN UKL’
AL+ EOARD T (HE=ZAE5RO=+Mo ZBHR)
Form No.75—6—2 (related to Article 137—34—2)

AR R O DX 43 P R 2

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

HEEZ T XD LT 2MEFROL K
Name of the manufacturing site to be
investigated

WA EZT XD &7 2 WEFT OPTEH!
Location of the manufacturing site to
be investigated

ik %Snﬁdﬂmwﬁ Mﬂﬁr«%@mw@nnﬁ,@
WMo Xk F o RBROE K &
License category of the manufacturer,
or accreditation category of the
foreign regenerative medicine product
manufacturer

B o FF A E s &k OE AR
SOk P A RO % OWOR A E R
¥HFEOBEEF T K OCEHAR
Number and date of the license for the
manufacturer, or of the accreditation
for the foreign regenerative medicine
product manufacturer

WEEZT L) LT HMNETROK S
Categories of the manufacturing
processes to be investigated

&l b i H ES
Number of the product items

Number of the marketing authorization
holders in Japan

o oo W% B o fF
Presence of the product items for
export

s & F K OB & @
Amount of the investigation fee

fii =

Remarks
ERRIC R ARSI ORKSEAHEEES R L E T,

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

processes of regenerative medicine products.
. A A B ENIZHS T, F7 2 FHEFOFTEH
P . )
Year Month Day In the case of a corporation, location
Address  \ot the head office
EANCHSTHE, AHRROREEFEDKRA

In the case of a corporation, its name

K £

Name R .
and the name of its representative

PRSIATEOE NI ML AR A B E S R
To Chief Executive of the Pharmaceuticals I
and Medical Devices Agency

(EE)
(Note)
1 AOKRESIE, A4LETD

Use paper of Japanese Industrial Standard Size A4.
2 i B AsBEMC, BETHox b DL,
Fill in the form with clear writing with inks, etec.
3 BESEOFFA XS T R S RS E RS HE ORE RSSOV TR, # 137 0 84K 5 X
1355 137 R0 18 FEDOWT IS T D0 ELWT 2 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 BGEEOFFREFSROYEA A UIHAERS RS EREEF OREF SR OEA BMIZ oW T
M, EE 23 &0 22 F 1HEHOF A UIFE 23 50 24 FE1HORBEEZZT LI ETHETHIHAIE.
PP UTRRE R A F SR OHHEA B ZTRT 2 L,

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 WEEZZT LD LT HWETRORSMCOVTIE, EEML, EREREONE, FOEROEZS
PEDORREICET 2 EAE L0 S+ EFLHORET 2 BAERSMAOMETROK ) %
EDDERE 2HFBEFOVTIUCEA T 0 ELIT D 2 &, £z, BGES B EMICH R R S
2 i dh B o%, BUEIRSEHEE SO Y B A REITE 3 5 IR EEE . A o RS
H oA MM B KR T 2t A ofiER B oF LT 2 &,

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,




(5 144 %) (5o 3)

#H

H

T8 6 H30H KiEH

129

provide whether there are product items for export that fall under the applied categories
of manufacturing processes.
6 [EIRA, ERHESRSOME, AR OREMEOTERSIZET D IEHEBIR TR SISO TED D
X 43 6 M AR 2 D BN EA A A 72 = & R RET % 0 E L i B 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

BB C+HHEOAROMN GFE=+tE5HR0=+MOHEHR)
Form No.75—6—4 (related to Article 137—34—5)
£ 2
E
Certificate of GCTP compliance of a manufacturing site
T GEACHS TR, E2 2 FBHOFTEH)
Address (In the case of a corporation, location of the head office)
K4 GEACHS TR, AFRRUREEZEORA)

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

i & Bt 2] % i

Name of the manufacturing site

®Woo% B oo BT fE

Location of the manufacturing site

TSR DO FF AT X 5y AT A RS 5
AEBEEXEEORER S
License category of the
manufacturer, or accreditation
category of the foreign
regenerative medicine product
manufacturer

3 S OFF AT 5 T AR RS
AEREXEEOREER S
Number of the license for the
manufacturer, or of the
accreditation for the foreign
regenerative medicine product
manufacturer

M % I B o KX %
Categories of the manufacturing
processes

EHESS, BERERSOME, AR OZEEORRSEICBET 2 EEE235D250
2ITBWTHEMT 2 REH 1450 2 5 5 HOBEIC LV | REFE235K 0255 2 T 4
FOBEICESEED DN HAERERSOMEEHE L OGEE RO EECHT 2
BRICED L EMECHA L TWD Z L EFERT D,

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
MSATBIE N ER BRSO RMESER A
Chief Executive of the Pharmaceuticals and Medical Devices Agency
AR £ A [ER )
Valid Period From Year Month Day
® A HET
Until Year Month Day
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