EAZ 11258 12 &
W.rk 26 4E 11 A 25 H

HEHENRSE B

EATBEEERLFR
( & B A K )

WA ERL, BHAERESREOIEREORERFICONT

EHAESOERIZEC, BHEINIERERL, EEHARXITIERERD BESEOR
BILEDETREINTZ LD TH L2 BEDMAZEORBFRICTOVTIL, T 23 F 1A 28
BAHTEAIR 0128 F 15 MHAERLEDTEHEBORBBIIOWVT] KUK 25 6 A
28 BT EEAF 0628 %5 19 5 [EHAEELZEOIAZEORE O—HBLEIZDWT] ITX
DRLTWE L7228, [EREREO— M RET AR (TR 25 FEEEs B, UT Mk
EE] &WD,) MIER 264 11 A 25 BT THEfTENA Z b, BABHAEREL R
UFAERSHLICFEIEREOHHR 2 LY, WERICIIZWEEZD [EXR, EFERSE
D, AR OREMEORMRSICET HIEE) (B35 FIERE 1456 5, LUT NE)
EVO, ) WCAILZRE LEITV, K 26 4F 11 A 25 BRI SN HFEERE O P5E
ITEOLBVERVFZEIZLELETOT, EENEREELICASBENET,

2B, PIRREMREESE T, RBEHOELEZEM L TWAOTHTHEWET,

rLllll_lll

Tl EES (BARHAEERLZERL) XXEESMNAROFEFRZEIZOWNT
(1) MIMATBOEANEEREFRESRGSBRE UUT RaBE L o,) PR T5FE
122 T
QO EELIEFEH/NLOEERTENIIBEEOHFIZET 2EH (EELRD
EEHFNAGOUETHERVLEEROERIZET 28T (Frk 16 FEAFBERE
1798, UT TEXES - EXFALGMPES] W)H,) THETAIEELR,)
@ EBEELIEFEDNSOMENRGEAR (B) BT 2EFE @GHAORE (@
A) BT 2FEEES,) (BEES. - EEMNBCGMPESIZETIFELR,)
@ FEEL (BEEHBTOLORERS,) ORERBARPFESORMSELNIET
5HEIH
@ EEFOZEMICETIERERBROEEOEEICETHIES (EK IEEAY
S8 21 5) OBERFEH~OHEGRRICET 5FH



® EESXIIEERNGRORENR GLEREFZR,) OEES - EEHNHGM
PEAROERBE~OHEASRIIZET 2EHE

® BREOERBRHEOFHICRET AEIE

@ EBREOREEROIBREORLEEE, REEHEICHT LEE JRREGMP)
WZOWT (ERL 2047 A 9 BAHTEEAS 0709002 BEAFBE EEELFHERA,
UT NMEBREGMPEM] & 9,) OERFE~OEARNICET 2FIA

® EERLHBAGIAECHETIEE

@ EEHHAEE - FREBESEICET2EE

(2) FEAEREOBHFFRIZOWVWT

O BEEIX. EHEBOME» ORERZERZK S0, REWEBICERANE D%
WAEET AL L, EEFEEE COMEHERBOBEEIL, EHERKEHFE
(EAR 148 RUGEBHERK (X 15 O EARNFBAMEZERL) 12, REHEENR]
RED DA - IMICEETRERAERFERVOCRBHIZBWTED 5 IMTER
EIWRZ T, MAEBEICIRHT2Z 22T 28,

© FEHAEREPFEIL. KX LIZIVERL, WEITIRORZFIZLER->T, £
NENOEYER (F) RFETETHI L,

@ FEHERAMEVTERAREFEBRAEOSENZ, FRIELTKROEBY L3508, Zh
L5OBRPBMHEESEDERTAERELGHLEWVESITIE, DO UDRAE
BXIIRIROBERE () KBRETE 2L, B, SAEXCLA5H #EX 1510k
BEEAZERL) BUETHHGAIE. TR LT TIRHTAZ &,

7. EFE (1) OoBs #HFAX3-1XiF4-1
4. k& (1) Qs #5-1, 6-1, 7-1, 8-1, 9-1,
10-1 Xjix1 1

7. ki (1) @0BE  HFA 12 RORFER—ER
=, k& (1) ®@0Hs  #HA13—1

A, EfE (1) @0Fas HFRX14-1XL 16

Z. EFE (1) ®DFE £ 16 L 17

¥. kiR (1) OoFs  #R3U18

7. EFE (1) @DFE #&A 19

. kR (1) OoiFse #HRX20

@ WwATEHIR, FRIELTROERY LT3,

7. #HAX3-10D5E
BERFEDOFAFEOE L

1. #HX4-1 DA
BEEDOHFAFEOE L

7. #&X5-1, 7-1, 8-1XiX10-1DHKE
BERFEEDFFAREDE L
BLEEDHFFEDOE L



ll

IR ASBICEE L., WA ERE R i A E RS S oRbE @A)
JRE (AW UIMERROZEMAMINLL D) 2BHLTWAEHEE
TFDEL

HERIZRD M E OBUERTARE (—HEEARERVEREEREL S
) XiIRERGEEE WEREEHEREEEEZED,) OEL (E=E
R ORI & UML) &8 A SEBUREIE D — & B IET 2 18 (ER 14 FiEa
96 5, LT THWEE] LW),) BITRIOREICESEAR GFr) &
hiodmBTh-T, B @A) ABRE (—HEFTARELZEL,) XLEH
EE (GBI HFAENYUHERANEOHERICHERESIXZ. #0FEL, UT
mC.)

HEMMREY & B OBEIE. FREREENEL

. BRX6-13F9-10B4E

BEEDOTFAFEDE L

IR B BIZB L, BHAERR X IEH A ERTAHORE @A)
E% (BB OIMERROZEANF b 0) 2H L TWAEES
TFDEL

. B 11 0BEe

AUEIRFEEDOHF RN E L

HEEICIR D& B ORERFEAEHIFE (—HEEARFEELZED,) OF
L(E&E%mﬁwwﬁm;£0%$ BB, B @A) AR

FE (—HEEAREFEELZEL,) OFL)

. B 12 084

+ BRI RE OREREARE (—HEEARELZED,) OEL (BXk
TEYEREATRT DR E I E S & &R éhtmaﬁ g (@A) AFEEDOEL)

FICARD M B ORERFTEARPHEE (—HEEARHFELEL,) TR
T LERMABER—EDE L (HREEETMORECICESEHFINZHNE
. BE (@A) ARRFE (—HEEAREFEELE,) IIRMTENE
HER—EDEL)

. R 13— 1 05E

E%@%E%ﬁ&%ﬁﬁ%@ﬁﬁ%%ﬁﬂbf%ﬁLkfGLPEﬁK
EOFHMBERIZOWVWT] ORRBEAE TR AEEN YRR L
TEIT L IGLPEAEE] OEL

C B 14- 1 UL 15 A
BLELOFFARENE L
HEEICA2@BICE L, MEAERRL X ImEAEREASORE HA)

BE REEEXIHERROZENAMINZLD) 2HRHLTWAEAIT

FDEL
REEICR A M B N, BERRTEA . HYERRGE SR H 5L B ki A E K

Rﬁ%&%@%ﬁ%mwim(ﬁk Eukmfimﬁhﬁ%&aab<@



RERTREEREOEREZSIH L TWS R EDOHEIT. %LM% ARE (—FB
75 B AKER %&U%MZEE%%EQ)Ri%meE%(i 7o lE HEIR
LTEEELXEL,) OEL

3 22 TEE N, - EHEE/ S GM P A S EREFHEAIEAERITOMLEMHE)
B ORER 22 Bk MFERAFLERMIZMR2GMPHAEICET ORE] OFMICY
BEEZETHLZHO

. R 16 T 17 DA

RBREDOIRBEDOEL

o, R 18 DEA

SEAERTOLERICR S BERER (BERELERBERSEES) OFEL (X
TAHHGOABARBREGBATHI L)

BRI 25 TEBREGMPEAMERFEESIIAZERITOLENSE] RUKRK
25 PR TEERAA AR BIR D RBREGCMPHATICET2HE] OSMIIMESR
HEFHLEZDLOD

BAERRRE D 2GR - BT CEELHERREFFER RN E
(ERE 21 46 3 B 30 BATIT EEEFRES 0330023 BSHHAIITEE A E R E R
AR R TRBREGMPIEAZSOREFEREIZOVWT] 2BBILTH L)

. HJK 19 (BER) OBE

BEIR TR OFFRIFEDE L

BLEE DO RREDE L

$%:%5&E L., MHAERELORE FA) FE REEENX

HERFROZENB MG ENZH D) ZRELTWIHEIEFIZFDEL

EF' k—ﬁ’:énu | ®;$<Lﬂﬁ/u7¥<wu = ( ﬁﬂwﬁﬁ(nu E&U%’ﬁ&j‘rﬁﬁi%a

Tr,) XiIXBLERGEE (BLERSTTE HEEEFERELET,) OFL

ARG B THHBEATEMEE (REMRESUIEERROZ AT 7

L) DEL

FIMMZ Y AE 0B, BMMEFEOEL
ﬁﬁi%(ﬁuﬁﬁbfwé%w%aé®A4% MB35 &, ™

EEIRIDOB AL, REERVCEREFNENEERICMAT 22 L, i, BT

%725 Tk, E1. TenPlEOKBEFRTHZ L, £, BETICEEN

oo B, BERSELEBAERITIZ L)

ERNTEBRICERFEEIN TV EORE KRR 21 TV BEFELTHTHZ

L) W FDRIWERT LD & LTHRICTHEBE L TV A EROR TR UERE

SELZBBELEEE LEb02ZRFNA4ARIZaE—LELD, B, =

—IZY o Tit, £1. TenhEORAERITDZZ L,

£7-, SEHAFELBIZBWTC, BEAFBE LHEO L, BREMEEVRE

S FORKRIRIEE L E L TV AEAIE. BIREORFREIRIZZ O EKAYR

NELZTHL, BOEAE EL) LRETH L,

B 22 [BEXEL - EETALGMPASERFEBSIEHAEZSRITOLEM



F] RORR 22 3K FERREHRIZFR2GMPRECET2HE) 0%
WHERREFREHLZH O
TR 20 (BER) OBE
HBLEIRFFEOFADE L
FRLIMBICEAL, BHEEELOBE @A) BEE BAHE X
HEFROZEBHA M INELD) 2RHLTCWAHEAIIZDEL
BEBICfR D B ORISR GEARE (—HEEARERUVRMEEREL S
Tr.) itEEREREE (RERKTERUBEEEEFRELED,) OEL
Filffisz 4 & B 0REIX. BEREREENEL
® REMEL, EHAERRICESEINCIEFAANESLRERIE L LT, SERERE
HiFE (MEBEBOMIHIZMLEbD) RUTEFHAZSHABRELZHYE (8) ~B#H
THELDETHI L,
2B, HYR (B) ORDIE U THRNEEZEASEE ICRET S Z &,
® HYHE (B) 11, EHE X 15 o5&, EARFEMSE) 2/ERL. RAlE
LTHREMELRH L THERIIRE T 2b0LET5Z L,

B2 EERES. SARKAERLERUCHEERSHNROEHEIZONT
(1) ¥EIFEFNERIEANBIERBSRERNE IS CATHENERESREN RIS (OM
ETA) 1EW),) BERTLIEEIZONT
O EFE#EsOEERFTHEOHT IR CREEORGICET 2FE (ERESEEUMEH)
DMAERLOREEHEE OVLESTHOERICET 284S
(R 16 FEATHESE 169 5, LT MR - AZQMSER] L0 ),) I
BT+ 5EELXKR, )
@ EREZRORERTEAE GEE - Bl T 2FE GHAORE @A) &
BT 2 EEE ST, UTRL,) (3% - A2 QMSESICHET2EELERL, )

(2) REBELHERTHEEIZOWNT

O WA AERROMERFEDH T X IIEGEEORRIZET 2 =E
(M55 - BAZQMSESICHET A2FEERL,)

@ BAERERLOMERFEIMELOHFTIZET 2FE (FEERSHLO
BEEAR NREEROEEICET AT (B 26 EFELESE H4F 3 5. UT
(BAEEREHMEGCTPESR] &VW5,) KETIFEERL.)

@ AW AEEROBERFAR GRGE - EBH) BT 2FE @HEOHE (W
A) BICBT2FEEEE,) (B - fAZQMSESICET A2 EEHEFRL )

@ BAEFRSERLOMERFARICET2HEE @EAORE @A) BicET5
EEPET,) (BFEERSMAGCTPESIZETAEELRL,)

® BAERZEUE (BEEFOLDICRD,) ORLIERFTAEHFEEORMNELHZEE
T HEIA

® BAEREHRLOZEMICETIHERABROEROELEIZETIES (FAL 26



FEELBHESE 885,) ODEREFH~DOEAKRAICET HFH
@ EFEESEIENDETRERL ORISR OLERER 2 R<.) O - B2
QM SAFDOERFERE~DOESRIICETL2EH
® BAERSHLOMER GFERET LK. PHEEREMAGCTPETD
ZREEA~OEERRIZET 5 EHE
© EXELMAHE I2EAEELRVOBEEREMG) KBTFE
© EELBFEE - FTREFEEE (2EREERMR CEEERSHM M) (28
T HHEIE

(3) FEHAERBOBRBEFFIZONT

O HFEHIL. GIAESOME I ORERER X570, EREEREING 1=
(OMETA) XIiIHAHEEBIIARNEORARETLIZ L E L, BEEAFHEESE
TOMFAERBOBEFEL, EHERRPHFEE (EX18B) RUGEHERKIC, A&
HIZBWTEDAIMNERELZRA T, JIROZAFEBEOICRETAZEIZEVITIZ
&,

B, BRAMEA~RET 25581, RAEEIRRIRED KR - I XEFIEA
WREAERFELRG T2 L,

@ HEERRPFEEE. X1 (ADHHEESRUCBEERSR L) IR
2 (B ICXVERL, SBEERMEORSITLEN> T, FRENOELHE
() BTeT5Z¢,

® EHEAFEOERNIT. FRIE LTKRO LB 3508, Zh bR HiLE
LOERT HIEAE L AH LRWVEAR T, H 50 U OENERESREIN R < (O
META)., BEMEINROBEYE (8B) KRBT/ L, 2B, AEXTLS
AR MLETHHBAIE, MRILFETRET S Z L,

7. ke (1) OnBEe #HX3-2XiT4-2
4. EFE (1) @04  #X5-2, 6-2, 7-2. 8-2, 8-3Xit 1l
v. EFE (2) OnHE  HHX3-3XNiT4-3
. EfE (2) Qs #F3-4Xd4-4
4. LR (2) @nigs  #HA5-3, 6-3, 7-3, 8-4, 8—6, 9-2,
10-2 X% 11
7. F3F (2) @oEs fR¥.5-4., 6-4, 7-4, 8-5XiF 1l
¥. kit (2) ®o%s HR 12 ROBRMHER—ER
7. £FR (2) ®@0HE BX13-2
. ki (2) QoBs HX14-2
3. kR (2) @n&HEe  #X14-3
. EFE (2) O0BE #HRX19
v. ki (2) OoBE #HK20
@ uTEEI, FAILLTRDEBY ETHIL,

7. #KX3-2, 3-3XE3-4DEE



BLERTEEDHREEDE L
R 4-2, 4-3XT4-40BE
BULEEOFRREXIIBEGEDE L
. BX5-2, 5—3, 5—4, 7-2, 7-3, 7-4, 8-2, 8-3,
8-4, 8-5, 8—6XIT10-2DEE

BUEIRFEEDOHFHENE L
» BUEE O AEXIIBREIEOE L
HEEICAR2 MBI L., WA ERES, @R A2 B EEL I
ABEEREMLOME BA) BEE (REEEIHERROZEEN T
ENbLm) ZRHLTWAESIIFDEL

HEEICR2D M E OMERFBARE (—HEEARERVBBEERELZS
1p,) XITHRIERFEFEIIE (—HEERIEERVURMEEREZST,) X
ERTERHNE RERTERHEFELTFRHELEL.) OEL (BRERE
FEITRIDRERESE AR FFF) Sh-RhBThoT, B EA) AR
E (—HEEAREZSD,) IREERE (BN HAESHRUHTHARRE
DREBIZRERGRE., £0F5 L, UTRHELUE,)
R 6-2, 6-3. 6-4NiFX9-2 DA
RIEZOFFRFEXIIBRIENE L

AL MBICEL, mHAEREEE. WA A2 EHERS TR
HAFAERSEHLOE #A) BE (REHHE I ER RO I
fFEn=tm) BHL TWABARIIZFOEL
. B 1L 0EE

BUERFTE O REENE L

HFEICRDME OREIREATRHFE (—HEEARBFELSD,) O
BEL (BREEETAIOREESERFINZMB X, B @A) AR
FEE (—HEEARPEELZSD,) OEL)
. X 12 0B

FEEICR A0 B OHERFEARE (—HERARELZED,) OEL (BX
EEEITROREICESEARINZABIX, ®BE A AREOEL)
HEEICR DM E OREREARERE (—HLEARREELED.) TR
LU RMER—EDNE L (BREEETIMOREICESEHFEINTZMLE
i3, BiE @A) ARFEE (—HERAREFEELED,) IWRfF s
HEE—BDEL)
. AEH13-2 DEE
EARBEEREGRENYFZABBRICH L TRITLEZ [GLPEEIC
EISFHBFERIZOWVWT] ORRBHNE IR ESWEN UHARBERIZ L
T3ITL IGLPEAIEE] 0EL
. AR 14-2 X 14- 3 OE
BEE O A UIBGFRIEDE L



REEICfR A BICEE L, WML AER#S. @ RS2 R ERS I
HABAEREMNLORE @A) BE REEEUIEERROZERID
fFEnkbo) ZELTHAEEIZENEL

BICfRA B, BUERFEARS B, BIERFEEAES B X 38 A ER
Has. MHAGAZHAEREL X IIHHABAERSREORE @A) /&
RV CELEIRFE AR B L < IXBIEIRFERREER B R ESIH LT
5in B OB, MERFARE (—HEREARERVEBREREREL )
XISFREEDE L

KR 23 THERR - RS2 QM SE P ERFEESIHAZRITOLENSE) &
ORI 23 BIfE [FERARERMIZE L2 QM SHREICET 20F) OFWMICH
BEEHEAEHLZLOXIEN 24 TBAERSRALGC T PESEREEH
BIEAERITOLEWNS | RO 24 B EFEHAZERGLICEASGCTP
AEICETHIHAE] OFMILEFHEEZTLHLZLD
. K19 (BARKAERLRUOBEAERRERL) OBs
- BIERFEEOHFREOE L

BLEFEOFF R I BRGEIEDE L

FEIRHRBICEL., MRS ZEAEREL XIS HAFLEERER
mORE (A BE (REEE OIMERROZEEN FEbD) &
HEHLTWAHEEIEEDEL

HFBICfR DM E ORERFGEARE —HEEARERVEMEEREL S
te,) XIIRERTREE WERTCEHEHEETEELZED,) OFEL

A B THDIBEERNAME REEE X IHRERROZFEAIN MG SN

L) OEL
RERAENMETH R EZ T TRHAEESOHESY GEUEL ORI KR U
)
BAXE GIEALTWASLOEEBOA4RERICHATTSZ L, W
EEIRIOBEIL, KERVEREINENEERICHMMT S &, B, BT
W% 7zoTHE, E1. TemEOKAZHRITHZ L, T, BERICEENRN
HolBaEE, BERIELBIEITIZ L)

ENTERICRTEIN TS EORRE #RN2 1 I OLEFELZTHT D
TE) W EDORIETRTHDE LTHRIIHE L TV AEBRORTEUVE
BAELRLERSE LEbOEETNENA4LRIZaE—LELD, 723,
O —ZYo T, £1. TemlbEORBEHRITA L,

T/, EAFEREICBWT, BEEFBE L HEO L, BEFREAVRE
THEEOKREBEZE L CWAEEIE. BMREORTLEEIZEOEKZ
NEZRHL, BOEAIT EL) LE&TEZ L,

B 23 %R - A2 QM S AT EREEFSIEAERITOLENESE] K&
U 23 B TEERAA LERMIZIR 2 QM S LI T 25RE) OSMITHE
FELZEHLAZDOIFER 24 TBEAEFSHAGCTPARTERFIEHES

gll:ll



E%E%ﬁwzg&#J&Uﬁ%mﬁwUE%%%J IR AGCTPHEE
WZEET AE] OXMICLEERELAEHLZHO
o, #RR20 (PAZHREERRERUCBEERSHL) 06
- BUEIRFGEOHAEEOE L
- HEBICRLIEBICEL., BHACAZHRERL X IBHBEELAE RS
mOBE EA) BE RAEE IIHEFROZEANBMFEIRZLD) %
%wamé%Ai%wﬁb
© BRI RBORERTARE (—HERARERVBEBERRELXS
e,) XZBLERTEEE MERTEEHEELEEREZED,) OEL
® WAEREBBRENG/IS (OMETA) XIIRAMEE T, EREBAKICERSL
TREARNE 2 AEMR L7 LT, GEAERGHFEE W EEESEERH 12 (O
META)., BREEEORERHZMA Lcb ) RUGEFHERRFZEYHE (8) ~_H
THLOLTHILE,
2B, HEE (B) ORDITUSCTHRMASEZELEFTBHE ICRHTEZ L,
® ﬂ%ﬁ(%)K%mfﬁ%%%ﬁmb\ﬁ@&bfﬁﬂtﬁwﬁﬁﬁ%ﬁé(O
META)., #EMELZRAL THBEZEICRETALDETA D L,

FE3 BHOEL
RIBEHOWEITIZAE, FaR 234 1 A 28 BHTERAEZ 0128 8 1 SEAFBHEEEA R
REEG MHAERREDOIHREDOTBICOVT] RUERK 25 4£6 A 28 BHTEA
% 0628 25 19 & TEHHEIRLEDOFERAEO RGO —ERIEIZOWT) ZEEIET S,

F4 BEFOEEEZRZEORIRVMNIOWT
BEFOEEERE L, BROEBEREREHINLWEY . KRBMORBIZELY
THARZ D708, VERFEABI2{To-L T, BIXBEIBERENDBOTHL L
kj—éo



Bz

FIEAEEOEYR (F), AR

Y QO ISRVl s

FEPAERTE R B SER (=)

RO RO T 2 BUHE

5. FARKRSHGOREREKRPFEEORTERNCET 2 FR

SR (Evaluation and Licensing Division) MO HE
1. BEERRBERVEES ROBEEDFFICET 2EH 1. 41
2. ERFBRUCEERMNHOMERZRR (B BT 5FH 2. 5-1,6-1,7-1,81,
3. FEESROBEHRFEARPFEORMNETEICET 2ER 9-1,10-1, 11
4, EEHOGLPES (BEEROREMEICET 2HEKRABROE | 3. 12
DFHE) ~OWARIICET 5 FH 4. 13-1
5. EFEMBFAGERE (EEN) THETLFHAE 5. 19,21,22
6. EIRLBFET « FFARIBREF IS 5 FE 6. 20
7. {ERECEBREBEOREICET5HHE 7. 16,17
Epis FAERSMREYBETE ( Medical Device and | MESMERIE T NS
Regenerative Medicine Product Evaluation Division) (OMETA)
1. EEESBRORIERE ORI 2HIE 1. 42
2. EFEMEESRORERGEAR G, Al CHET5FEE 2. 5-2,6-2,7-2,8-2,
3. AR AERS R OBEERS R ORIEFROBREUIFFRN 8-3, 11
B3 5HEE WA
4. AAZHAERGLEUBAERSRORERTAR GIEE - /B | 3. 4-3,4-4
H) 2R3 5 FE 4. 5-3,5-4,6-3,6-4, 7-3,

7-4, 8-4, 8-5, 8-6, 9-2,

YR () OEAFEHELTD

6. BERREMHKOGLPEST BEERERLOZEMEICETD 10-2, 11

FEEERABR D F e D EEHE) ~ OB ERIRITBET 2 FH 5. 12

7. ERLMAGAE (BAZHREESRUBLEERSRL) 2B | 6. 13-2

THHEIH 7. 19,21,22

8. ERMLBAAGE - FRAETRE (EAZHRAEERLKOHELEE | 8. 20

BB (BT 5FIE

F 5t (Safety Division) e S
EI G, ERIAGL, EREE, RN2HAEELROHFEER | 3-1,3-3,3+4

SR OREIRTEE O AT 2 EH I EREBR RIS H=
L. AR (2]) OEABEEICMAML TRFINZHEIIEY% | (OMETA) 3-2




BEEfRIEE - BRIESG KSR (Compliance and Narcotics Division) BEHHE

L. ERES - BEEMARGMPEROEREE~OESRACE TS | 1. 14-1,15,22
B (EELMUAGAS AT 2ETEHERL,) 2. 14-2,23

2. H8- BAZQMSESOEREE~OEARRICET 5 HHE 3. 14-3,24

3. BFAEREMLGCTPEARPOEREFE~OHEEGRIIZETE2E | 4. 18,25
i

-~

4. IRBREGMPBMOEREH~OBEARILIZEE T % FH




BIIFC

B EA R
MSLATBUE N ER R EREERR SIS

FEEFE B FNEENE NS BRI H =
HARMEKHRESS

ARME TGS

AA LS TEESS

— A FVEAN H R ERESRE X EES

— AL EIE A B REERRER S

RN FEEGSTERBPITEESR

RN E 2R A bt ER S

RN BV R A EREREE S

R B R A SRR R ERER - RE (Foel) ZES
KEBIREETERSEHINEAR
ERXEM LSBT EAERES
KEEEHS - | VDILES
—AEEEAN B REAEM B LEERS

— R EEABEERA ) N—a T+ — T A



(=R 1)
SEEAERE

ey

aF =

MTERH

L

b
[ e s s s R s B s
d U Tk E N H AN

SLEMRSE R DEFE]

BB EDHFRIRITBH
SLERFEREE (RREL - BH) AT WiHEHRS)
BLERRTT AR R R

G L PEEFEESRR
GMP :r QMS * GC T PESEREBRBESIKR
AREERE
EXEABKIIR®E
EELEFRR - KRR E

. BBREGMP

LT = £ ) O EES

O ##5N2ZHAEEM

O EZE&HN&
0O BEERFHA

mE (R&) &

HER&EOLR

HERMFOREH

SIRERHERSE (#E0

& %

LEIZEY. BHOMAROREERELET .

T & A =]

ERT: GEAICH- TR, E-5FXKFMOFRER)
KA : (BEACH-THEH, BHRRURREORAR) En

BEEFBEEXRAEBOOORE (KEERLHEE (ERAMSE - BEERFTHULETEEEL) ) B




NO O AN

FE)
. AOXESIE, BRIEREA4GETHI L,

. COBREER., EX1ERHETSIE,

. BRE, —T0EEAVTERT A L.

. BERICE, RN T AHAFEHEICLHMEMITS L,

. MEESEICIX., ZLTEIREREDICLEHZEMITAZ &,

@B (B BRICIE. RETIEMEREL. BIHBARE ( ) RLTHRTH &,

. BEMEFOAVREUVREREORERBICIE. FEBOT7. 4. FRUZICRETHIESICBEVLTX

WERREEOE -5 MELETIRBAXIHERTOLHRUFERE. BERONIEITS5E

I

BLTREBESRORFRUMELE. BEROYICRYTIBEISEVTITARRIERR OB

BUREHMERET A&, 5. FEHEOY. TRUAICERYTHIESICHSLTIE. BEFELLZL
c &,

8. HAAERHEESHIZIE. ZNTAAEEC LICHTHERHAES#0ETAI L, JIBEF 2@
IHEETRZBEICELTE., REEESCLOENERETH L,

9. HERIZX, RizkVEHITH_E&,

(1) EEROT7IZZYT 2881%, BERFTENTOSES. FAFEABRVIIRAEZLELTHERERE

(2)
(3)
(4)
(5)
(6)
(7)
(8)
(9)
(10)

(n
10.

e R

EEFOAIZEHYET SE81%, SEEFTRIEGEOES, FIXEERERARVIIRAEZLEL
THERETHTEL,

BEFEOYICHYT AEEE. SUSRFTERE GBIl - BH) 0FS. RE GBI - B) £RARV
MIREEMELTLIHMBERE TSI L.

EEROIICHET 518813, REHEEABR. MBS, THEAARVIHEZLELT A
EENEHTSH L.

BEROAIZZL T HIEE. HERTEE (BY) 0FS. RZ (Bl) FABRVIAEZLE
LT 5EHRERETSIL,

EERONIZZYTIIEAE. FIAEE*VELTIERZEH TSI L,
EEROFICHATIHIESIE., SHEXLHELTIBERERET LI L,
BEMOIZHETHEAL. ARHEOBHERABRVBBRES*VELTHIERZREATH L.
EEROSICZYTRIEAE. BELEHANEIEROES, FUXTEREAR. RERTREDE
5. ARFAARUVAEZVELTLEHBZEHTASI_ &,
BERODIZNTHIESF. SERFERE (B 0&S. AR (BH) FABRVIIHEZLE
CTHERERETA L,
EEROYIZYT IR, MHEZSELTHIHEBAZEREH TS &,

AHRBEICIE., RRETHETIIHERRZRINTHL, MIHAERAKIIFAME L TER2EET S

M. AREZ2BULRBET HIBEICILECRBOERARVEIR 1 BERETHI L. B8, KB
MA-EHFC2B8BUESRETIERZEHT S L.



(F=t2)

SFEAERGHIER
O 7. BUERRFEEOHT
O 4. BEEOER
= 1] O . SERRFARE (GEET - BH) NE @E@HBHAR)
O I QMSESERBEESKR

m B (&) &

BHEMRFOLEN

BEMFOMRAEM

MEEAFREAES (H%0

(] %

LRIZEY. AROEABORREHHLET,
¥ % A ©

£/ : GEAISH-TIE, ELL2FRAOMAEM)
K& : EAlXH-oTIE, EHRUVRREORR) El

BEEFBEEERERROOORE (REERSEE (ERAHS - BAERSUSTEEHEEY) ) B



6= -9)

—ht

a » O N

8

. AfoXESL. BRIERBAAET B E,

COBREER. EX1EBRHETSZ L,

EXlL. 7—TnFEZRAVTHERTH &,

ERMICIE. ZATHARFERICLEMZEMITD &

mE (B&R) BMICIE, YT HEMERHL. MHAAKE ( ) EMLTRET S L. &
B, BERO7 GIFHRXIOMHADHEEICED. ) ISRATHIERERBEZEZRELENI &,

. BEMEOLAMRERUVHERSOMERMICIE. BEMOT7. 1 RUTIRATHERICEVTIRE

L EDT -4 ETAEHAMNIIELEMORAMEUFERERE T L. 4H. FEEOY
12U ABSIZALTIX, BEEELLENI L,

. ERERHEESRICIE. IR THIHSHECLIIIAERHEEFZRBT S L, AHAETE 280

IRBEET BT, REAESILOBERERB IS L,
EERICIE RICKYRET S &,

(1) BERO7ICRETSEEE. HERTEHTOES. FAIFARRVIRAEELELTHEBZER

A A

(2) BEHOAIZEET HEE1E. HEXEROEFS. FREARVIAREELEL T HEHEENT

5C2¢&,

(3) BEMOVISHLT 2EAE. WERFTER GREl - BH) OFS. &FZ (R - Bh) FABRY

MAEEVELT HEHERBT I L,

(4) BERMOTICEETHEAE. HEXEROES, ERFAR. MERTRIEOES. XRFAER

VIIHEZ R B LT HEHZREBT S L,

o. FHEEICF. HEEHET HAAEARERMT S & AMREMMTRA L LTER 2B LT S

H%%E2ﬁuiﬁ%&?é%ﬁkm%%ﬁ&ﬁwEK&Uﬂ$1ﬁ&%ﬁ?é:toﬁﬁ~ﬁ%ﬁt
2EBULRELTHEAZTRBTICL,



#xX3—1)
P B £

BREREEFBEIE. (BEBTREOKRSE CEACH-oTIEHEMH ) . (BLERER
BOER GEAILH>TRELLEBHOMEN) ) NEFXEERLERMBEFEE12
XE1THOREICFLYFATShEERR (BEEHNGR HERTEETHHILZMHAL
i?—o

HERTREL (REELLHBRERTILEBHOEM)

FriEHh -
HFAEE

EXR % =
TR & B B

EEFBEERERRRENERR



(Form No.3-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE
It is hereby certified that (Name of the Marketing Authorization Holder), (Address)isa

pharmaceutical (quasi-drug) marketing authorization holder licensed in accordance with the
provision of Paragraph 1, Article 12 of the Pharmaceuticals, Medical devices and Other Therapeutic
Products Act of Japan.

Name of the Marketing Authorization Holder :
(or Name of the Office for General Marketing Manager)
Address:

Licence Number:

No.
TOKYO, date

(REXNKRESR)
Director, Safety Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.3-2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that (Name of the Marketing Authorization Holder), (Address) is a medical
device marketing authorization holder licensed in accordance with the provision of Paragraph 1,

Article 23-2 of the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Name of the Marketing Authorization Holder :
(or Name of the Office for General Marketing Manager)
Address:

Licence Number:

No.
TOKYO, date

(REMNRRRB)
Director, Safety Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.3-3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that (Name of the Marketing Authorization Holder), (Address) is an in vitro
diagnostic marketing authorization holder licensed in accordance with the provision of Paragraph 1,

Article 23-2 of the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Name of the Marketing Authorization Holder :
(or Name of the Office for General Marketing Manager)
Address:

Licence Number:

No.
TOKYO, date

(REX}ERRRB)
Director, Safety Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.3-4)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
" 2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that (Name of the Marketing Authorization Holder), (Address) is an
regenerative medicine product marketing authorization holder licensed in accordance with the
provision of Paragraph 1, Article 23-20 of the Pharmaceuticals, Medical devices and Other
Therapeutic Products Act of Japan.

Name of the Marketing Authorization Holder :

(or Name of the Office for General Marketing Manager)
Address:

Licence Number:

No.
TOKYO, date

(REFNERRB)
Director, Safety Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.4-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that (Name of the Manufacturer), (Address) is a pharmaceutical
(quasi-drug) manufacturer licensed in accordance with the provision .of Paragraph 1, Article 13 of
the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Name of Manufacturing Site:
Address:

Licence Number:

No.
TOKYO, date

(BEEERRRB)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.4-2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that (name of the manufacturer), (address) is a medical device manufacturer
registered in accordance with the provision .of Paragraph 1, Article 23-2-3 of the Pharmaceuticals,

Medical devices and Other Therapeutic Products Act of Japan.

Name of Manufacturing Site:
Address:

Registration Number:

No.
TOKYO, date

(KEEESEE (ERNS  BLEERFHUREEETEEY) 2)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.4-3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that (name of the manufacturer), (address) is an in vitro diagnostic
manufacturer registered in accordance with the provision .of Paragraph 1, Article 23-2-3 of the
Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Name of Manufacturing Site:
Address:

Registration Number:

No.
TOKYO, date

(REEREZEE (ERfHs  BLERFUGTEFERD) 2)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.4-4)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that (Name of the Manufacturer), (Address) is a regenerative medicine
product manufacturer licensed in accordance with the provision .of Paragraph 1, Article 23-22 of

the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Name of Manufacturing Site:
Address:

Licence Number:

No.
TOKYO, date

(KEERZERE (ERES - BEERSHAEETEED) £)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.5-1)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug ) product(s) marketed by
(Name of the Marketing approval holder), (Address) is(are) manufactured subject to our
supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products

Act of Japan and is(are) allowed to be sold in Japan.

Product (s) :

No.
TOKYO, date

(BEETERRA)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.5-2)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following medical device(s) marketed by (name of the marketing
approval holder), (address) is(are) manufactured under our supervision as stipulated in the
Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan and is(are)

authorized to be marketed in Japan.

Medical device(s):

No.
TOKYO, date

(KEERSEE (ERNSE -  BEERSULEEFTERD) 8)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form N0.5—3)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) marketed by (name of the marketing
approval holder), (address) is(are) manufactured under our supervision as stipulated in the
Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan and is(are) allowed -

to be sold in Japan.

In vitro diagnostic(s):

No.
TOKYO, date

(KEERSEE (ERNSE - BEERFALETEEEL) 4)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.5-4)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following regenerative medicine product(s) marketed by (name of
the marketing approval holder), (address) is(are) manufactured under our supervision as stipulated
in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan and is(are)

allowed to be sold in Japan.

Regenerative medicine product(s):

No.
TOKYO, date

(KEERSEE (ER#USK - BAERFHUGEREEED) 8)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.6-1)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug) product(s) manufactured by
(Name of the Manufacturer), (Address) is(are) subject to our supervision as stipulated in the

Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Product(s):

No.
TOKYO, date

(BEEERERR)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.6-2)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN _
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following product(s) concerned with medical device(s)
manufactured (exported) by (name of the manufacturer), (address) is(are) manufactured under our
supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products

Act of Japan.

Product(s):

No.
TOKYO, date

(KEEESEE (ERESF  BEERFUATEFEEL) £)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.6-3)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) manufactured by (Name of the
Manufacturer), (Address) is(are) subject to our supervision as stipulated in the Pharmaceuticals,

Medical devices and Other Therapeutic Products Act of Japan.

Product(s):

No.
TOKYO, date

(KEERZEE (ER#S -  FEERFUAEETEEY) 4)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safgty Bureau

Ministry of Health, Labour and Welfare
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(Form No.6-4)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following in regenerative medicine product(s) manufactured by
(Name of the Manufacturer), (Address) is(are) subject to our supervision as stipulated in the

Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Product(s):

No.
TOKYO, date

(XEERZEE (ERKS - BEERFHRATEETIREL) )
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.7-1)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical(quasi-drug) product(s) exported by
(Name of the Marketing approval holder ), (Address) is(are) manufactured(imported) subject to our
supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products

Act of Japan.

Product(s):

No.
TOKYO, date

(BETHEHRERSR)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.7-2)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following product(s) concerned with, medical device(s) exported by
(name of the marketing approval holder), (address) is(are) manufactured(imported) under our
supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products

Act of Japan.

Product(s):

No.
TOKYO, date

(KEEESET (ERHESE  BEERFHAEREHEEY) A)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.7-3)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) exported by (Name of the Marketing
approval holder ), (Address) is(are) manufactured(imported) subject to our supervision as stipulated

in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Product(s):

No.
TOKYO, date

(REEEZEE (ERES  BEERFHULEEZETERD) 8)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.7-4)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following regenerative medicine product(s) exported by (Name of
the Marketing approval holder ), (Address) is(are) manufactured(imported) subject to our
supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products

Act of Japan.

Product(s):

No.
TOKYO, date

(REEEZEE (ERHSE  BEERFHABETEIEAY) 4)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.8-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug) product(s) marketed by
(Name of the Marketing approval holder), (Address) is(are) manufactured subjectto our
supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products

Act of Japan and is(are) allowed to be sold in Japan.

Product(s) :

Date of Marketing Approval(Notification):
Marketing Approval Number:

Ingredient and Composition or Chemical Entity:
Dosage and Administration:

Indications:

No.
TOKYO, date

(BEFERRA)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.8-2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following medical device(s) marketed by (name of the marketing
approval holder), (address) is(are) manufactured under our supervision as stipulated in the
Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan and is(are)

authorized to be marketed in Japan.

Medical device(s):
Date of Marketing Approval(Notification):
Marketing Approval Number:

No.
TOKYO, date

(KEERSEE (EENSG  BEERFHAEETIREY) 4)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.8-3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
, GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following medical device(s) marketed by (name of the marketing
approval holder), (address) is(are) manufactured under our supervision as stipulated in the
Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan, and is(are)

certified by Certification Body to be marketed in Japan.

Medical device(s):
Name of Registered Certification Body:
Certification Number:

Date of Issue:

No.
TOKYO, date

(REEESEE (ERNS  BLEERZFIURETFERAY) 2)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.§-4)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) marketed by (Name of the
Marketing approval holder), (Address) is(are) manufactured subject to  our supervision as
stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan

and is(are) allowed to be sold in Japan.

Product(s) :

Date of Marketing Approval(Notification):
Marketing Approval(Notification)Number:
Reactive Ingredient(s):

Assay Procedure:

Intended Use:

No.
TOKYO, date

(KEEFRSEE (ERNS  BLEERFHLEEEERY) B)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.8-5)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following regenerative medicine product(s) marketed by (Name of
the Marketing approval holder), (Address) is(are) manufactured subject to  our supervision as
stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan

and is(are) allowed to be sold in Japan.

Product(s) :
Date of Marketing Approval:
Marketing Approval Number:

No.
TOKYO, date

(KEEESEE (ERNE  BEERFUREEEEEL) A)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.8-6)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) marketed by (name of the
marketing approval holder), (address) is(are) manufactured under our supervision as stipulated in
the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan, and is(are)

certified by Certification Body to be marketed in Japan.

Product(s):
Name of Registered Certification Body:
Certification Number:

Date of Issue:

No.
TOKYO, date

(KEEEZEE (ERAMR  BEAERFHLEEEESBD) 4)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.9-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug) product(s)
manufactured by (Name of the Manufacturer), (Address) is(are) subject to our supervision as
stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Product(s):
Ingredient and Composition or Chemical Entity:
Dosage and Administration:

Indications:

No.
TOKYO, date

(BEEERERD)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.9-2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) manufactured by (Name of the
Manufacturer), (Address) is(are) subject to our supervision as stipulated in the Pharmaceuticals,

Medical devices and Other Therapeutic Products Act of Japan.

Product(s):
Reactive Ingredient(s):
Assay Procedure:

Intended Use:

No.
TOKYO, date

(KEERSEE (ERHE - BEERTHMBEEERY) 4)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.10-1)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical(quasi-drug) product(s) exported by
(Name of the Marketing approval holder ), (Address) is(are) manufactured(imported) subject to our
supervision as stipulated in the Pharmaceuticals, Medical devices and Other Therapeutic Products

Act of Japan.

Product(s):
Ingredient and Composition or Chemical Entity:
Dosage and Administration:

Indications:

No.
TOKYO, date

(BEEERRSA)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.10-2)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following in vitro diagnostic(s) exported by (Name of the Marketing
approval holder ), (Address) is(are) manufactured(imported) subject to our supervision as stipulated
in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Product(s):
Reactive Ingredient(s):
Assay Procedure:

Intended Use:

No.
TOKYO, date

(KEERSEE (ERERF - BLEERSFHUMBETEEAD) £)
Director, Medical Device and Regenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form Nol2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the attached list is identical to the list of pre-clinical and clinical data
submitted to us by (Name of the Applicant), (Address) for the approval of marketing (Name of the
Product(s)).

No.
TOKYO, date

(BETERR (KEEFRSEE (ERHS  BEERFELEETEERY) ) 0K4A)
Director, (B4R () OL)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.13-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following testing facility of (name of the testing person), (Address)
was inspected on (Date) and found to be in compliance with all the requirements of Good

Laboratory Practices of Japan.
Name of the Testing Facility:

Address:

No.
TOKYO, date

(BEEFERER)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.13-2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following testing facility of (name of the testing person), (Address)
was inspected on (Date) and found to be in compliance with all the requirements of Good
Laboratory Practices of Japan.

Name of the Testing Facility:

Address;

No.
TOKYO, date

(KEERSEE (ERNE - BEERSHATEEEEY) &)
Director, Medical Device and Régenerative
Medicine Product Evaluation Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.14-1)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following manufacturing site of (name of the manufacturer), (address),
in which the following product(s) is(are) produced is subject to our inspections at suitable intervals,
and the manufacturing in the site conforms to all the requirements of the Ministerial Ordinance on
Standards for Manufacturing Control and Quality Control for Drugs and Quasi-drugs
(“Drugs/Quasi-drugs GMP Ordinance™) laid down in accordance with the recommendation of the
World Health Organization.

Name of Manufacturing Site:
Address:
Product(s):

No.
TOKYO, date

(EREE - RENRRRER)
Director, Compliance and Narcotics Division
Pharmaceutical. and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.14-2)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following manufacturing site of (name of the manufacturer), (address),
in which the following product(s) is(are) produced is subject to our inspections at suitable intervals,
and the manufacturing in the site conforms to all the requirements of the Ministerial Ordinance on
Standards for Manufacturing Control and Quality Control for Medical Devices and In-vitro
Diagnostics (“Medical Devices/IVDs QMS Ordinance™)

Name of Manufacturing Site:
Address:

Product(s):

No.
TOKYO, date

(BRESR - REHRBRRR)
Director, Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.14-3)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following manufacturing site of (name of the manufacturer), (address),
in which the following product(s) is(are) produced is subject to our inspections at suitable intervals,
and the manufacturing in the site conforms to all the requirements of the Ministerial Ordinance on
Standards for Manufacturing Control and Quality Control for Regenerative medicine products
(“Regenerative medicine products GCTP Ordinance”™).

Name of Manufacturing Site:
Address:
Product(s):

No.
TOKYO, date

(EHREE - REMNERRRA)
Director, Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(%K1 5 5F)
Ministry of Health, Labour and Welfare

CERTIFICATE NUMBER:

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part1

Issued under the provisions of the Mutual Recognition Agreement between the European Union and Japan.

The competent authority of Japan confirms the following:
The manufacturer :
Site address:

DUNS Number:

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
YYYY-MM-DD (date), it is considered that it complies with
The Good Manufacturing Practice requirements referred to in the Agreement of Mutual Recognition between

the European Union and Japan.

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and

should not be relied upon to reflect the compliance status if more than three years have elapsed since the date

of that inspection. However, this period of validity may be reduced or extended using regulatory risk management
principles by an entry in the Restrictions or Clarifying remarks field. This certificate is valid only when presented
with all pages and both Parts 1 and 2. The authenticity of this certificate may be verified in EudraGMP. If it does

not appear, please contact the issuing authority.

Part 2

Human Medicinal Products

1 MANUFACTURING OPERATIONS
BUERTIC B D R 2

Any restrictions related to the scope of this certificate:

Building Room Line/equipment QC testing Products
[FRiEE4]

[6 B (R)4]
ESRA

BB TR




Clarifying remarks (for public users)

[License Number: ] MHLW certifies the GMP Compliance of all manufacturing operations
in the above manufacturing site for the products specified in the certificate. Due to different terminology of
manufacturing operations in Japan and the EU, the items listed in Part 2 have been selected by the

manufacturer and the MHLW bears no responsibility for this information.

YYYY-MM-DD (date) Name and signature of the authorized person of the
Competent Authority of Japan

(BHREE - MEMEKRESR)
Director, Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare
Tel: +81 3 35952436
Fax: +81 3 35010034
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(Form Nol6)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

(BfH)

(EfHEIEEER)
International Affairs Staff
Office of Health Affairs
Food and Drug Administration
Rockville, Maryland 20857
US.A

Dear (GEfHEBHEOKA)

Please find enclosed a statement on clinical trial notifications of (CGAEREII—K)
submitted by (BFEEDKRE CEANICH-TIX, &%) ) (BEFOER GEAIC
HoTlE, T-5FHFORTER) )

Sincerely yours,

(BEFERERSA)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.17)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

Statement on Clinical Trial Notification

The Ministry of Health, Labour and Welfare of Japan hereby confirms that (BIZEEHE D
K& GEANTH-TIE, &%) ) (BEEOEM CGENIH-TIE. EE5FHH
MDFRTEHL) )  submitted the Clinical Trial Plan Notifications for clinical trials with an
investigational new drug containing the following active ingredient and may initiate
clinical trials in accordance with the provision of Paragraph 2 of Article 80-2 of the

Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan.

Active Ingredient: (F%h 9 %)
Investigational New Drug: CGAERZED—F)
Date of Receipt: (%24+H)

Indications Intended: (F EXh&E)

TOKYO, date

(BEEERERA)
Director, Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.18)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following manufacturing site, in which the following
product(s) is (are) produced is subject to our inspections, and the manufacturing in the site

conforms to all the requirements of the GMP standards for investigational new drugs.

Name of Manufacturing Site:

Address:

Name(s) of Substance:

Operations:
O Active ingredient manufacturing process
[1 Dosage formulation process
L] Other ( )

Date of Inspection:

No.
TOKYO, date

(EREE - REARRRA)
Director, Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No19)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

Certificate of a Pharmaceutical Product '

This certificate conforms to the format recommended by the World Health Organization (General

instructions and explanatory notes attached).

Certificate No.: Exporting Country : Japan
Importing Country :

1. Name and dosage form of Product :

1.1 Active ingredient(s) % and amount(s) per unit dose > (complete quantitative

composition including excipients is preferred) : See Attachments 4

1.2 Is this product licensed [approved and licensed] to be placed on the market
for use in the exporting country?
Oyes - See Block A °
Ono - See Block B °

1.3 Is this product actually on the market in the exporting country?

Oyes Ono Ounknown (key in as appropriate)

_A_
2A.1 Number of product licence 7 and date of issue [marketing approval number and date]
No. :
Date :

2A.2 Product licence holder [marketing approval holder] (name and address) :
Name :

Address :

2A.3  Status of product licence holder [marketing approval holder] 8

Cla Ob Oc (key in appropriate category as defined in note 8)

2A.3.1 For categories b and ¢ the name and address of the manufacturer producing
the dosage form are : 2
Name :

Address :

2A.4 s summary Basis of Approval appended? '°
Ovyes Ono (key in as appropriate)

Oyes Ono Onot provided (key in as appropriate)

2A.5 Is the attached product information complete and consonant with the licence [approval]

?11

2A.6  Applicant for certificate, if different from licence holder [marketing approval
holder](name and address) : 12
Name :

Address :




—B—

2B.1 Applicant for certificate(name and address) :
Name :
Address :

2B.2 Status of applicant :

Oa Ob Oc (key in appropriate category as defined in note 8)

+/2B.2.1 For categories b and ¢ the name and address of the manufacturer producing the

dosage form are : ’

Name :

Address :

2B.3

Why is marketing authorization lacking?
Onot required O not requested

Ounder consideration Orefused (key in as appropriate)

2B.4

13
Remarks:

3.1

32

33

Does the certifying authority arrange for periodic inspection of the manufacturing
plant in which the dosage form is produced?

Oyes Ono Onot applicable '* (key in as appropriate)

If no or not applicable proceed to question 4.

Periodicity of routine inspection(years) : years

Has the manufacture of this type of dosage form been inspected?
Oyes Cno (key in as appropriate)

Do the facilities and olperations conform to GMP as recommended by the World
Health Organization? 5
Oyes Ono Onot applicable(key in as appropriate)

Does the information submitted by the applicant satisfy the certifying authority on
all aspects of the manufacture of the product? .

Ovyes [Ono (key in as appropriate)

If no, explain :

Address of certifying authority : Pharmaceutical and Food Safety Bureau,

Ministry of Health, Labour and Welfare
2-2, Kasumigaseki 1-chome,
Chiyoda-ku

Tokyo 100-8916

Evaluation and Licensing Division / Medical Device and Regenerative Medicine Product Evaluation Division

Telephone : +81-3-3595-2431 / +81-3-3595-2419

Fax :

+81-3-3597-9535 / +81-3-3597-0332

Name of authorised person: (ZEEBRR (KEEFES 2R (ERANF -BLEERFUREEEHEALS) ) OKA)

Director, (B4R (£) O &)

Signature :

Stamp and Date :



General instructions

Please refer to the guidelines for full instructions on how to complete this form and information on the

implementation of the Scheme.

The forms are suitable for generation by computer. They should always be submitted as hard copy,

wi

th responses printed in type rather than handwritten. Additional sheets should be appended, as

necessary, to accommodate remarks and explanations.

Explanatory notes

10.

11.

12.

This certificate, which is in the format recommended by WHO, establishes the status of the
pharmaceutical product and of the applicant for the certificate in the exporting country. It is for a
single product only since manufacturing arrangements and approved information for different
dosage forms and different strengths can vary.
Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary
names.
The formula (complete composition) of the dosage form should be given on the certificate or be
appended.
Details of quantitative composition are preferred, but their provision is subject to the agreement of
the product licence holder [approval and manufacturing licence holder] .
When applicable, append details of any restriction applied to the sale, distribution or
‘administration of the product that is specified in the product licence [approval] .
Section 2A and 2B are mutually exclusive.
Indicate, when applicable, if the licence [approval] is provisional, or the product has not yet been
approved.
Specify whether the person responsible for placing the product on the market :
(a) manufactures the dosage forms ;
(b) packages and/or labels a dosage forms manufactured by an independent company ; or
(c) is involved in none of the above.
This information can be provided only with the consent of the product licence holder
[approval and manufacturing licence holder] or, in the case of non registered
products, the applicant.
Non completion of this section indicates that the party concerned has not agreed to inclusion of this
information.
It should be noted that information concerning the site of production is part of the product licence.
If the production site is changed, the licence must be updated or it will cease to be valid.
This refers to the document, prepared by some national regulatory authorities, that summarises the
technical basis on which the product has been licensed [approved and licensed] .
This refers to the package insert which is used in the exporting country at the date of certification,
as informed to Director General of WHO as the special reservation.
In this circumstance, permission for issuing the certificate is required from the product licence
holder [approval and manufacturing licence holder. This permission must be provided to the
authority by the applicant.



13. Please indicate the reason that the applicant has provided for not requesting registration :

(a) the product has been developed exclusively for the treatment of conditions particularly tropical
diseases not endemic in the country of export ;

(b) the product has been reformulated with a view to improving its stability under tropical
conditions ;

(c) the product has been reformulated to exclude excipients not approved for use in pharmaceutical
products in the country of import;

(d) the product has been reformulated to meet a different maximum dosage limit for an active
ingredient ;

(e) any other reason, please specify.

14. Not applicable means that the manufacture is taking place in a country other than that issuing the
product certificate and inspection is conducted under the aegis of the country of manufacture.

15. The requirements for good practices in the manufacture and quality control of drugs referred to in
the certificate are those included in the report of the thirty second Expert Committee on
Specifications for Pharmaceutical Preparations (WHO Technical Report Series, No.823, 1992,
Annex 1). Recommendations specifically applicable to biological products have been formulated
by the WHO Expert Committee on Biological Standardization (WHO Technical Report Series,
No.822, 1992, Annex 1).

16. This section is to be completed when the product licence holder [approval and manufacturing
licence holder] or applicant conforms to status (b) or (c) as described in note 8 above. It is of
particular importance when foreign contractors are involved in the manufacture of the product. In
these circumstances the applicant should supply the certifying authority with information to
identify the contracting parties responsible for each stage of manufacture of the finished dosage

form, and the extent and nature of any controls exercised over each of these parties.
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(Form No.20)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

No. of Statement Exporting Country: Japan

Importing Country:
Statement of Licensing [Approval and Licensing] Status of Pharmaceutical Product(s) *

This statement indicates only whether or not the following products are licensed
[approved] to be put on the market in the exporting country.
Applicant Name:
Address:

Name of Product Dosage form | Active ingredient(s) 2 and |Product licence No. and date of issue
amount(s) per unit dose  |[Product approval No.-and date of

manufacturing licence]

The certifying authority undertakes to provide, at the request of the applicant (or, if
different, the product licence holder [product approval and manufacturing licence holder]),
a separate and complete Certificate of a Pharmaceutical Product in the format
recommended by WHO, for each of the products listed above.

Address of certifying authority: Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare of Japan
2-2, Kasumigaseki 1-chome
Chiyoda-ku
Tokyo 100-8916

Name of authorised person: (FEEEHR (KREEEZFE (ER#ED%  BEERS
MAELTEFEEY) )OKRA)
Director, (%58 (=X) DA FR)

Evaluation and Licensing Division / Medical Device and Regenerative Medicine Product Evaluation Division

Telephone number: +81-3-3595-2431 / +81-3-3595-2419
Fax number: +81-3-3597-9535 / +81-3-3597-0332

Signature:

Stamp and date:



This statement conforms to the format recommended by the World Health Organization

(general instructions and explanatory note attached).

General instructions

Please refer to the guidelines for full instructions on how to complete this form and
information on the implementation of the Scheme. The forms are suitable for generation
by computer. They should always be submitted as hard copy, with responses printed in type
rather than handwritten. Additional sheets should be appended, as necessary, to

accommodate remarks and explanations.
Explanatory notes

1. This statement is intended for use by importing agents who are required to screen bids
made in response to an international tender and should be requested by the agent as a
condition of bidding. The statement indicates that the listed products are authorised to
be placed on the market for use in the exporting country. A Certificate of a
Pharmaceutical Product in the format recommended by WHO will be provided, at the
request of the applicant and, if different, the product licence holder [product approval
and licence holder], for each of the listed products.

2 Use, whenever possible, International Nonproprietary Names (INNs) or national
nonproprietary names.

3 If no product licence [product approval and manufacturing licence] has been granted,
enter “notrequired” , “notrequested” , “under consideration” or “refused” as

appropriate.
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