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VEIRFETEIF IR ER T3 RO E N B & B Mo D 2 &,

S A WIS AT T AR O EUOBEE, LMz, SUEoREN g &35
A s bETOWTRACIBF B HIZ8 Y5 L a2 ZonPFhizE T aha 0l L, By Lien
LEE Ly Litlrao L.

12 GESHAREES UIREARBS RS ChHo TR, HEIEC L MEEOER R GRS £ BT
Ak,

13 BRI, B 2 RERABIo 3 IZ EAMHc R SR P F T & Ui
B HMTARES LA, FTIRO 2105 1 AU TR 3 L o R s LA EIHOE S,
BB ES o i <
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1 floxEs, Astslé,

2 Wik B A BEM BRTIEoED il

3 BFREM-TOXEFTOSTERR TS LNT
Bh LEEBL, SERERMTD L

4 EHERORMPIMICE, BN (BEMRES O RIE IR TIEOZR Sl L, Bk
L. QEFMHTS88ET0RET), MalOeaes, e, R
Wl SHERBR, L REAE S, 0T 2 RPN, PRARImARAh. TRPER G 1 RRICHERERE
2 FRIHERRES, YD TROSHERGS, (R BTNEEAR G, TREDSRERAR T L e
MG R B R, PIRESL, TSRS, (RS, ISHERAR, (RehIsrNIERE
Sy ERBERET LAY U IR M A e M o Mt Be, AR RMRE . R
[ R, TRERIDIERRA, NSRS  (EMEEOR AL L, BIEL, ST
HWHEITORESN) . BTN, MR, WERIE R, ST PO RN
OB R L IS, WFIBENHR IS OIRE R L 115 R ID RS 0 EE R
(R E il o R

5 HECHOTHEMA SO LN TSR EIEOAL L, BILL, TLIILE
M D38 & RN MR IS TERSROA2 ML L, BlL, ¥L ILEMS

Aizdh o TIE, BRSO TERICE T BIEERAI RO TR LRSI
Wit TIGEERTA R s b it Litt L, (RECREMIZEL, FRL. X
WA AN (FoMaREOSEE LT EREIE) 2ldlTa k.

6 |EHGSONNES ULERRROEMRREIZ o0 TIE, ORI RS
T3S E>TIREAR SR UWIA 2, SHIrFemde, (RAls & 51lio
iR LR DI RN S G T h o TIER T T4 Z &

TR SERRON R LR ok TR, PR, BERS TR SR
EHHMIC, FOREERIEFRORMBEITOREH HAERT S Z L.

8§ (REOBEITIL, Rk, HOEUERR OS] AWz FIEARE LR 2R L
EAaE2T, WHEMC TOFEOR0ORETCKRIED ) EMRiESZ L,

0 SRR Iz T, AR R eI L. AT s LA D b,

10 DREFHEE EE LI E R R IcHh o Tk, AMEERIZ Lo i g olEft e
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FTMB8 6 H30H

ﬁﬂ%:inmﬁ,mﬁﬁﬁlm&siéﬁ%ﬁ»&?&u&m‘mﬁﬁéﬁﬁﬁ:fn mxm
S+ 1 AD HHERI [T KOENXSHOUHS ESHKVESRE [+KSRVUD ERROKY Year lonth Doy

ROERW R0 S TEC ATE RIEHER S £ WL R
HEAB = Ao b (3 =400+ IR Chiel Executive of the Pharmaceuticals and
wm—.:. No, mrmlc (related to Article 53—12) Medical Devices Agency

10 U Ja
i it e o) diF Governor of the Prefecture
Certificate of GMP complionce of a manufacturing site
BT GEAizhTIE, T2 B Of(EH) A7 b LIS ¢ R & A0S
Address (In the case of a corporation, lecatien of the head office) Valid Period From Year Month Day
K4 (AT, BRI nkhn) i N RET
Xame (In the case of a corporation, its name and the name of its representative) Until Year Month Day

L) i it ) d Fr
Name of the manulacturing site
oo @ (£ M
Location of the manufacturing site
TR BONF a7 L IR RERE Ay it
Fedt A ER R R OER L it
14 [E3 s
License or registration calegory
of the manufacturer, or
accreditation or registration
ecategory of the Foreign
manufacturer

RO AT L IE AR A LR
AL B AU S H O L T
$* hid i

Number of the license or

registration for the manufacturer,

or nunber of the accreditation ar

registration for the Coreign

processes

S, BERRESOR, ARSI M SRS 1R 255
SIIOBATIZ L 0, [EHE 4R 2 4 S oMIEIT 355 & 000 & du i R OE
WA SO RGEE AL G ITEE ORI M AT LS E WA LTV D L
Eo i e

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

and Safety of Products Tneluding Pharmaceuticals and Medical Devices, it is herehy

certified that the above manu iring site complies with the standards pres

in the Ministerial Ordinance on Standards (or Menufacturing Contrel and Qua

Control  for Prugs and Quasi erial  Ord ), which were

established based on Avticle 14, Paragraph 2, item 4 of the Act,
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BsUg = - Aot BR A =20+ Z1W%)
Form No.26—10 (related to Article 53—12)
W )
% i [ 4 2 ik
Certificate of GMP compliance of & manufacturing site

(BT (EAIZH2TI, Ehd FEmOaTE)
Address (In the case of a rorporation, loration of the head nffice)
A GEAZH2TL. ARECRETORE)

id the name of its representative)

Name (In the case of & corporation, 1ts name

53 it Hr 3] i g
Name of the manufacturing site

[T T
Lovation of the manufacturing site

W o g o @ oo R 4
Livense or registrution cntegory
of the manufacturer

7] ® o & 0w
Numbor of the license or
registration for the manufacturer

B B L R oo K &

Categories of the manufacturing

provesses
[ it [EAERRES S0 n TL, A1tk Tx [ O T
TEEORERRCHT A EEBUED Result Investigator

22 Mo Pz kHHEE
Investigation pursvant to Article
14-2, Paragraph 2 of the Act on | @S HTEH W e

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

PE4EE . SRR O, el s R FL RGeS
RO ST SRR Result Investigator

2@amoBERE LD MK

Investigation pursuant to Article

T TTHEGL A B R SRR R

14-2, Paragraph 4 of the Act on | @8 S
Securing Quality, Efficacy and | Compliance The Pharmaceuticals
Safety of Products Including Medical Devices Agency

Pharmacent icals and Medical Devices

PEAESL . BEHAHRR N OMET, AT O L SO MRS M ST RO 2§
SHOHGEIZ K0 | FIEE AR 2008 4 SoRLEIS S50 S aut B8 B Oipedi il
O MR I RO SR S RIS B IEMSE T L TV H D L &G
Wi,

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

and Safety of Products Lneludipg Pharmaeenticals and Medieal Devices, it is hereby
certified that the above manufacturing site complies with the standards prescribed
in the Ministerial Ordinance on Standsrds Uor Manufacturing Comtrol and Quality
Contrnl for Drugs and Quasi-drugs (GMP Ministerial Ordinance), which were
established based on Article 14, Paragraph 2, item 4 of the Act.

i A I
Year Month Day

AT B dF
Governor of the

AT & i H e
Valid Period From Year Month Day
| nEe
Until Year Month Day
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£ A
[BS7 T Lagp st bty
I Ay i A W
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S S0 3 (E =% TR
Form No.26—6 (related to Article 53—5)

I TR
g i) {iTs}

Application for investigation of conformity d
Tug
rvegarding the entegory of manufacturing processes of quasi-drug

(W2 =it k3 = 5 Bian ok
Name of the manulacturing site to be
investigated
MEEZIT L LT 5 MO H
Location of the manufacturing site toa be
investigated

Wik & oL <R
I 5y % b BB SO A MmN
ﬁ*%ﬁﬂﬁ L <k iké&iXy
ense or vegistration category of the
cturer, o1 acereditation  or
registration eategory of the foreign

drug/quasi-drug manufacturer
BOE RO aT A 1s L & (T RBkir o i O 1
PRERUE S 8 UL S Tk i PR
B o & OB R OU O )
Number and date of the lice
registration for the manufacturer, or of
the accreditation or registration [for
the foreign manufaciurer

MuEEZ T I LT 2HmMTENEY
Categories  of  the  manufacturing
processes to be _._._.c.n:n.;_..n_

El i & i "
Number of the product items

W &® W %k ® & A
Numbor of the marketing authorization
holders in Japan

ERNEE T
Presence of the product items for export
[C o® & W
| Amount of the investigation fee

[ 4

Remurks

i i
Ediz L, T#a.#:: LBIES) v Fen it by SRt O e

I hereby apply lor the investigation of conformily regarding the category of manufacturing
drug

rocesses  of P
yraeesse guasi—dry

ALz T, B D eiaroaifiil
= :
In the case of a ¢

= i a Address | o the hesd office
Year Honth  Day
mAizhoTi, AFFRUNESEDRY

In the case of a corporation, |

rporatin

L 4

Name and the name of its re

 Tame

tative

e A AR T R R R

To Chief Executive of the Pharmaceuticals B
and Medical Devices Agency

S I

To Governor of the Prefecture

(TLE)

(Note)

1 ok S, AdETHZE,
Use paper of Japanese Industrial Standard Size M.
LB A 2EEH, T bl Z
1 in the form with clear writiog wi 5. ete.
4 BhEROIFAITL < EEER S R AR S MG R HOBER L BRI T, 2§
BIE T, 05 SRR S U021 3 WikF oy s e i a2 &

In the “License or registration category of the manufacturer, or acereditation or regisiration

2

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

shs of Article 23 or Article 35, or manulacturing sites that conduct storage only.

respective paragrs

4 RO L EeRa I RTIEN AU TR RS A EIR R R EOURE N L SRR SR TMER |
Wiz oV TRE, AN 13 R 1 oL, BRI 13 Foo 305 LITOE WIREERT 13 R 20 2 L AL (11
B 10 O30 2FE 1 MOERESTE LI LT THDENE, P01, SR L RER S ) RO
i B &Rl o 2 &

In the “Number and date of the license or registration for the manufscturer, or of the
accreditation or registration for the foreign manufacturer of drug, ete.” Field, proyide the
receipt number and the date of the application for license, acerveditation or registration, in case
that applicant is seeking a license under Article 13, Paragraph 1 of the Act, an acereditation
under Article 18-3, Paragroph 1 of the Act, or a rvegistration under Article 13-2-2, Paragraph 1
or Article 13-3-2, Paragraph | of the Act.

5 WEZZITED L HME TRORSMIZoVTHE. B, BRRESOME, 4RV StEOmRE
T SRS PSSR E T A BN I EERASO MBS TROK G EDSH TR 2 G

ST ARSOWTRIZES T A AR S S b, B WS PRI A iz S R A ok,
ﬁﬁsﬁmwﬂiﬁéﬂﬁ P E 2 RGBT R4 o8, SRR O RIS B oo BRI I i B 5
AR AL SR REAR C (ol i e Y

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

categories of manulacturing processes apply under each item of Artiele 2 of Ministerial Ordinance
specifving categories of manufacturing processes of drug or quasi-drog ander Article 14, Paragraph
8 of the Act on Securing Quality, Efficaey and Safety of Products Including Pharmuceuticals and

+ the number of

Medical Devices. ln addition, in the “Number of the product items” |
product items that fall under the applied categories of manufscturing processes, in the “Number

of the marketing authorization holders in  Japan” d, provide the mumber of marketing

duthorization holders in Japan related to those product items, and in the “Presence of product
| under the

items (or export” field, provide whether there are product items For export that
applied eategories of manufacturing processes.

6 HETTECE ARG SRR SRR T A A b T, AR, RGBS, 179
HE I R R R S L M 2 R R I T 5 B T A TR A R O LTSS
AT D L& fET A EEOF L& EiliicisT a2 L,

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

Medical Deviees Ageney, alfix a copy of the receipt for the remittance of investigation lee 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 Salety of Products including Pharmaccuticals and Medical Deviees.
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Form No.26—6 (related to Article 53—8)

M [ S S D S id P A e 3

Application for specifie investigation of conformity

regarding the category of manufacturing processes of drug

MEEZTEI ETHoWETORF
Name of the manulacturing e o bhe
investigated

WMt % 2N E 5 LT 5 0o (e 16
Location of the manulacturing site to be
investigated

W & ¥ o §F W K &
License or registration category of the
manufactiurer

Wk EO G ol f o B OE AN
Number and date of the license or
registration for the manufacturer

MEEZETED ET H0E LROE
Categories  of the manufacturing

LW.:_. sses to he investigated
it i [E] #
Number of the product items

(TR T #
Number of the marketing authorization
holders in Jupan

WHEOWE®mAE O H E

Presence of product items for export

M E F B B & W

Amount of the investigation foe

i %

Remarks

Edgic kv, S5l AR RO E PRI RN L R

I hereby apply For specific investigation of conflormity rvegarding the category of

manufacturing processes of drug.

#® 5 o g [ENEBOTI R REHOM (e
Year  Month  Day . In the case of a corporation, location
Mdress nf the head office

Az TH, HRRTRESFORS
In the case of a corporation, its pname
and the name of its representative

o f TEGE A DS S DeE R R S BB AL 1
To Chief Executive of the Pharmaceuticals K
amd Medical Devices Agency

(TEE)
{Note)
1 HAOKE S, Ad:THZ k.

Use paper of Japanese Industrial Standard Size Ad.

2 TR, B A7 HEHW, FTIEE D Ll T &,
Fill in the form with elear writing with inks, ete.

3 BELEROFFRRICoV T B25 B0 A SO PSR Y TS s RS2 L,
In the 1

category of the foreign manufacturer” Ffield, provide which category applies under cach item of

or registration category ol Lhe manulactiurer, accreditalion or regi Lion

Article 25, Paragraph L.
4 PFLEEROW TSR U B0 Tk, (R 10 R O A2 L LT s ETHL BN &
N HE FRMIHEI Nk TaZ L.

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

acereditation 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
Teense under Article I3, Paragraph 1 of the Act.

5 MFEEZ LY ETHHETRORGMCOVTIE, B 53 RO6 FRB 5 KGOUTFRIZHEY T 50
it D Z b R, Wl 0GRS HE O IR S B Ao, SR R Sl R i
LR 5 Wil B R AT O R I G A T oo 47 BRI S R R T S R oM AT TS o

1.

e

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
"Sumber of the product items” [ield, 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 merketing 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 [RHG, ESEREBSOME, Wit R U SEoRRSICMT 5 MR R EE S BOTES SRR
W I S R TR B0 LA BAL SAA TS T & 2T % IFEIOD L & BB 5 2 L.

Affix a copy of the receipt for the remittance of investigation fee, as provided in the Government

o5 Related to the Aet on Securing Quality,

Order on the “ieacy and Safety of Products Including

Pharmaceuticals and Medical Devices, to the bank account of the agency.
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Tk, iR R EEODKR)
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Tt k=D U o a7 i i)
3% W o ar of 5F L < (T & B
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BEN L ST GRRESLUIEAH
i3 i) e 150

& T i %
B i #* 5

S i b H |
# &F OF % OB &£ W
fié %

=i B W, LR A o ey A . i . .
ERtizkn, [ RS MO RIS R S E e R L £,

if H H

;_mhﬁrﬁ?¢dﬁ.ﬂv
. 1= 3% RSO ATTREHL

& ﬁﬁﬁrﬁﬁddiAxu

PR EHF DR S

INEFTEEE NI SRS L HE R a3 A e AL I e

A e e

(FEE)

1

2
)

4

Rt kE Sk, A4 ET528,

LW, A 2SR, HETHEOX ) L T L,

LRl 45 U < (LRSS ks 380 H -G B A ogiis 47 L < LEieOriz T,
5 25 RANH 5.0 95 RENE L UTETO A ST 5 WEFo LTIl T AR T s 2 L,
0 TR A DS S R R RN L T A ST Ao T, KRR, BRSO
BT, A7 G B Ot Ston B (RN 12 4 B B R FECEF S 50 Toh 2 004 T2 & Bleton i de -

HVGALTIZ ERIET S UHOTFLEW ffanzk
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M RO FdIFHEL < HER
[ 4y 32 1% B 38 G W4 B
RAOREHLLETREES
MEEOT AL ITREE R
FHE LRSS AR RO
RBEXLL F4EHSRUEAR

1 #

it EHmiz BT, EEG, ERRERSO M, A9 L e RS2
TETRES 14 RB 2R 4 BT AT P R EFML., SRIORSSE 6 MICHE
TAHAMMERGST S DLt Rt oL ATV OMEL TRV I L EL
ol L £,

i H 2|
Bl e £
. Erﬁ%dd;.ﬂw
hi rm.ﬁmﬂms_ﬂxmg
i kAl T, .J
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(5

1 HMOREXE, AdE5I L,

2 FEIL B A SRRV BWBTIIoE LR,

BB Aol (BEH=40=, BA+RRE

W#%ﬁﬂw R EHC Rl b b e A R
& |= # it i Liis
LI i k)
i it # 4
b e i A i}

WO b W % H H

A AT 2 s Wk AT O A

BN T o> 7= WL AT O BT (E M

PR HOLS (BEAZH2
T, PBLETCIRRENDKSR)
WHEBEFOESR (EAIZH
T, Eid o Em)
WMo FETH LS8R
4y i b 35 & 9 4 il
TEOBEBELLER&E S
BsHEONAT LT ERESRY
FHHAMEHELSAEEEREO
RERLLREHFERGTAR

L %

ERROFRIzEO T, ERS, BEERSORT, AOERUL S EomMRS BT 5k
S 14 RF 1S 4 FisiNT BTN LRV EFML, SRIORAS 6 WIoHiETS
mmESET LI icFHRThERS e ER TV SNERITERVW I L E LEDT
L E,

ol 2 i

FR il PN W

GE I e

(FET)

1 RHEDKESIE. A4 ETRIE,

2 FiR, B, A sBEAD, BEGHOE LB L,
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(M h T, 55 R OFER)
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(IEAlzITIL, AL RS OLERR)
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{5 GEALZ&HSTIE, BRSO WRET O (E i)
I 4 (EALC&HHSTER, HERRUIREREDRSY)

HNCTTEGE AR EG B R SRR K

(TEED)

1 HEORE S, AdEPHZ )k,

2 Pk, W A2 SERMY, MXichoTI, ikdﬁ&u nEBL Tk,

3 EFz A EREE S 7T 2 YCRSTT O 4 B N O (MO A O S B O SRl S R OYEH BRIz, R
(T Sk [ [ R R R IR S L& J0l 5 2 L

4 Mmooy U < (BRI 4y R AE S SRS S S ORI L <1 REE A ic 0TI,
o5 25 REAE W 85 REME L UTRF O T BT OOPRICEY T A WA 2 L
5 PR, [EAEHRARHOMIT. fITER TR SO MAEIIN SR TR BB TIEY S
JEAE FECRHCIRIN O DU AOR AR 2 b 2055 0% L &SI Ta 2 &

BARRHLe= (@O — &R

LR % M, I

H |~ it "y i {8
fr | W e #
Cl i # 4]

£ i i H &}

Eoomom oW NN

HHaefrof-®MEmo s H
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Wit EHORY (BAIZH 2
TiE, SRR FORY)
RiteHoOERF (BEAIZHS
Tk, ELDFHBEROBTER)
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B 5 1T R D
BAOREL LB RRED
BLEROIFIEL QI BERS AT
LRGN 40 il S Nl e o]
MER LI ERESRUTE) A
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LRGeIFMizas0 T, ERE, DI odh T, A TR UME SRR SR A TE 19 &
O 2FESHUBWTHENT AMER 1 KB 204 SIS asThpbiuv L, 4o
Tl 19 Fen 295 B RS 30 THEHI S RS 14 A 6 i M- 2N adGR T S D iz
Hnudehhbt Eatwadtidirbiv o L LikoTimmL £,

£ B H

WATEGE NERS ER AR TR A
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Form No. 75—6—2 (related to Article 137—31—2)

2 S A R L TR 5B P e i i

Application for investigation of conformi
vegarding the eategory of manufacturing processes of vegenerative medicine products

WM& 2T k5 & 2 WO 4T
Name of the .E_E?Zz_;n site to be
investigated

WA L 9 &S EET OFTER
Location of the manufacturing site to
be investigated
B3l B4 0 A BT P4y SRR fn st
WO R K o B OE K S
Lirense category of the manufacturer,
or acereditation cutegory of  the
foreign regenerative medicine produet
manufacturer
Eﬁrmcch.iﬁ. P& TP H
oL e xﬂﬁe__ an A4 19 M on
X HE O REH S RETIEAH
Number and date of H_.s. license ﬁ.E. ::..
manulacturer, or of the &
for the foreign regenerative medicine
product manufae turer

MWELSTLHETUBIROR S

Catogories of the manufaciuring

ﬁoﬁtﬁma to he investignted
i H #
Number of the product items

B & m O R 2 F XK
Number of the marketing authorization
holders in Japan

WMo ME®m A ® R
Presence  of the product items [
export

W &K F B W & W

Amount_of the investigation fer
%

_.._.rn‘ LI e StoE ey V TERA 5 i B R T A
1 hereby apply for the investigation of conformity regarding the category of manufacturing
processes ol regenerative medicine products.
i i} H _ BEAzdoT, B S BEFOFTER
Year Month Day o In the ease of @ corporation, location
Address f the head office
AT, AL EOESY

In the ecase of a corporation, its name

® A

Name . 9
and the name of i1s representative

WA TEGE AR G S AR AR Y R L Y
To Chief Executive of the Pharmaceuticals B
and Medical Devices Agency

(TEE)
(Note)

1 JnkEdiE, A4L+HzL.
Use paper of Japsnese Industrial Standard Size Ad.

2 PR, M A 2SR, ﬁrmlﬁdw.»w & t] 48
Fill in the form with clear writing with inks, ete.

3 WU RO AT TR R ?afaﬂ_mﬂw_émwil SISV T, 5 1T RO 8 #i
13T RO 1B G OLTRIZE ST A E BT S

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

4 WO E S R OMEH N U THE S LS A RS R o I SR UHE ) Nz 2T
I, HEa 23 R L2 9 MO UL 23 RO 2 W1 HAOBIEERZIT LS LA ETHAMSE
dF AL ULAE P AT S RO RN ARl a k.

In the “Number and date of the license For the manufacturer, or of the acereditation 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
4 livense under Article 23-22, Paragraph 1, or an accreditation under Artiele 23-24,
Paragraph 1 of the Act.

5 MEARITLD AN TRORSMICoV T, B, EHREBSEOST, fiatkves
FEO RS DS S ho S IE CEICHET S RSSO E TROR &
EHSHETE2&EBOWTRIZ T oA b, E, Bk B IR S
D WS H O %, B E AT SO R S A WA S R e A . Wt oo S
R OA SERIC R <3 2 SR R o B R o250l 5 2 L.

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

which types of manufacturing processes apply under each item of Article 2 of Ministerial
Ordinmnee specifying eategories of manufacturing processes of regenerative medicine products
vnder Article 23-23 Paragraph 7 of the Act on Securing Quality, Efficacy and Safety of
Products including Pharmaceuticals and Medica!l Devices. In addivion, in the “Number of the
product items” field, provide the number of product items that Tall under the applied
categories of munufacturing processes, in the  "Number of the marketing authsrization
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 [EMR, ERRERSOME, AOERCE ORI DG EME FTRESICEOLTTER S
[R5 O S T B B [ A AL A A S = & 2T 5 W EO % L 2 05 = &,
Affix a eopy 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 Wuality, Elficacy and Safety of Products including Pharmaceuticals and Medical

Pevices.

BASA TR0l (BT = LR = HUo TR
Form Ne. 75—6—4 (related to Article 137—31—5)
£ 5
BOoOo# @ @B i
Certificate af GCTP compliance of a man turing site
(BT (EAICh2 T, B WSFOF{EHD
Address (In the ease ol a corporation, location of the head ofTice)
K4 GEALHHTH, HFARETORS)
Name (In the ease of a corporation, its name and the name of its representative)
)] it i U8} fi %
Xome of the manufacturing site
W @ o @ E M
Location of the manufacturing site
[T TS AR R B 08 2
R RSO RERY
License category of the
manulaeturer, or accreditation
category of the Toreign
regenetal ive medicine product
manufacturer
TR O R A T Bt
MO OO R R O BE R
Number of the Heense for the
manulacturer, or of the
acereditation for the foreign
regeneralive medi produet
many facturer

Wom L R oo R 4
Categories of the menufacturing
Pro¢esses

AR . EREBTONT. AR OE SO S MY D kTsR0280
ZIZHGTHATAMER RO 2B 5 HOMEIZ LY, FMik§2sEo55 2 51054
S c S & H s RSN OBETHE LTS ETAOKBIZNTS
HRIZED D KW@ E L TWS Z LN D,

Pursuant to Article 14-2, Paragraph 5 of the Act on Securing Quality, EfTicacy
and Safety of Products including Pharmaceuticals and Medical Devices as applied
mutatis mutandis under Artiele 23-25-2 of same Act i chy certified that
the above manufacturing site complies with the standards seribed in the
Ministerial Ordinance on the Stondards of Manufacturing Control and Quality Control
for Regenerative Medicine Products (GCTP Ministerial Ovdinance), which were
established based on Article 23-25, Paragraph 2, item 4 of the Act.
i H 2]
Year Month Day

BT E A R R TR

harmaceut ieals and Medi evices Agency

Chiel Executive ol th

A him) 7R Hind
Valid Period From Year Month Day

oo HET
il Year Menth Day
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