' K E
YRk 26 %6 A 30 H

BEERREETER (R) EHEXER #F

BEGBEEREMHRETETER

BaFHEE: EMEOFEBEORBIC X 2 E£Y D SEME ORI
BT3B BRIIESARDOHEZODELFHREICHE T IHERIGE
£ (Q&A) T2 T

BEFEEZ AW SEOFEREORENC L 3EW 0SB OREICET R
(ERE 15 FERE 97 B) KESKAROBRFEDEEFHREICOVTIX, &
G HBR X EMEDFERSEORIICE 2 £ OLFMEORHERICET 2 IEROK
FTIZ2W T (FREK 16 4E 2 A 19 BfHT A 0219008 BEAFBHEEKE R
RE@EA) FIZXVRENTWE EZ AT,

SR, TNETCOWEBPIEEEOHERORBEPHE 2, URHRFREOEE
FHRECHTIERGEE (Q&A) 2HHFEOLBVBMV ELHDELZOT,
EETHREES I LAMBEVET,



B

B TR X AMEDOERZEORBNC K 2 EMOLRMEDHERICET DB/
ESKHBFEOEEFRECETIHRLERE (Q&A)

(EE 2 DAY ~DFLEYM)

R1 b b iPS #fal, BEFREBRZAEVSOERSORBIC L 2EMDEE
MOREIRIZET AEE (BRIGEEREIT B, AT E Lvo,) F24E
DEMIZEEE T B0,

(&) BoTFHEBRZEDZEOFEREORIICLZD2EYDOZIREOTHERITET S
EREMEITHRE (B 15 EMES - UHREE - EEBE - BWKES
BRFEEE BEEASE 1S, UT MHA LW o,) BELEFOBEICLY,
b b iPS MBRITIES 2 ROAEMITEEE LRV,

M2 NAFT27 /) ul—cRERLZERT -0, WBwHR (Bl
X, CHO#RRR) TRz ¥ v I BE2RET 256, YEELEBYARSEN
ZRAWTHBISZ Lz R 2 I3EE 2 50EMITES T 50,

(&) WLBHMEIZ OV T, BEBET TIRRWVWEAETH- T, BREBFITE
WTREEICERE LaWgaid, HRABE1EOREICLY ., EE2ROEW
Y56, £, LB ORI LB 71200 Th,
FEE DB AL, EHE 2 ROEMITITFZY LRV,

B3 uvA Lz (BEDOY ) LMMIHHBAENT-REIZHAV IR TA LR
BIZHFRT S5 2488 DNA 2\ 5, UTRILC,) id. EFE2EFOEMELT
B,

(%) LU LR, 72770, YEARIIBW U T e oA VRICHETSE
EFREELZ T ANV AR L TWIEEE. YE VA NVRIZOWVWTIIESE
QEDEMITEYTHIH, BEINZW,

4 752 FDNAIE. BEE25FDOEWITEY T DH,

(&) 4 L, 2B, 752K DNA 28ET A0, Rz BET%
WA LI-WMEIZROTWEEAIT., YEBEMIIES 2 FOEMITKE
T 5, BEINEZV,




(BERE IR D AFE IR OB FEDER)

15 AEANSHBRPHEBRERY B L., £ 6i2Ea (ex vivo) TEMTFHE
Bz OANAZEVERTFEAZE L TREIZERET S, WbWwd ex vivo
BEFERICBWT, BETFEAMBICEGFHEBRZ VA NVABREFL T
RNZ L EMEFRT AT, PO LT iuIi v,

(&) PR 254 12 A 16 BICBME S N7 KE - & RETEEBSEY B REITE
STREIN: NEEFEAMBORE AV LI IEEEM R FHER R
YA NADBIFICETEZFICONT] UT TVANABEOEZ ]
W) ,) EESBITHEENICHER IR,

6 TBRIZAWVWSTFEDELEFEAMIBIZEITI>BEFHBRI VAN ADRE
FERiMELI-RER, (DANVABEDEZ] TRBITA3BEHF2ETHIZLEZZ
b, BLEFHEEZ VA NANREENRWVEHBIL TLWEEZE X TWVB D,
FOHMNZYTHAINEHEE LZWVIEEIL., Yo Xz TiEiv,

(&) MMATEGEANERGERBEREHE (CIT IPMDA] &\ 5,) OXREE
BEFERETERT A Z &N TE 5, BB, BEFHEAMGICOVWTIE, &

L EFREAERMICKRIT AR PESIEDOBELLICOWT] (ERL 256 £7 A
1 BRI RS 0701 5§ 13 FEAFBHEERRLFHREMN) BT, 18
BRBIAARTIC B R ORLMICE U TRBEAAR L BOICER T L L
ENTNWEELZATHY, MEOHRERICHE TEREFERLVA VX
DEFCET 2 ro S, FlE, BEZEMT2RARROBHE
FFRERIIEDDZELEILLND,

M7 NAF77 /0P CHEEROREDDIZ, WILBYMARICIERETE
MEEFHEZ LV F e YA VA ZANWTEGFZEATIEES. YUiLHALE
DRI DB EFEBI LY Fu VA VAOBRFEOFEICYE /> T, VA
NABBEOEZF| @A LTIV,

(B TOANZBEOEZF| X, ex vivo BInFEEEZMNBELELOTH
V. WHLEBWHRICEIANAFT 7 e -t AERLOREL R E L
2H DT, 2L, WLBMRICL A2 14T 27 /e V—IbRE
R OREIZY 72 > TOFEBEMEREBFHEBRI L Fa U A NV ZDERFOF
iz, [DANAREFEOEZE) 2IATEA2Gabb5EEZLNDLZ L
25, BRRRER %S o T PMDA IZFBRR STz vy,

PR 8 MANOBLERT THE L BETHBZ U A LR R IRBRIE L LTHA |




L. ERNTIHERZITOBRE. EB4EL0E—RBERABROERELZITIHLE
IXHAMN, EE 13 E0FE _FBEREICRIIEEIEEBOERE 2 Z T AMLE
W72 & E XTIV,

(&) BlziX, IWREZOZANRARE LT, BNT, FHREBHLE &
HERRARICE ENTWRWVWERERREZIT I HEIT. SERRER TOM
RSOV TE_BERS IR LHBORRBEZT 2LEND S,
BRI BN OV THIRT S EE LUV ES I, PMDA (TR S vz vy,

9 WS TRESHTBETFREAOCERGTFHBRZ VA VA ZEAL, BN
THREXIZEBRO AL ZT O HEITIL, BREERFITRDIEBEIEFEOMHR
AT E D,

(%) BoFHEBR2EDEOE_BERED I LEX EOFERZICY > TH
BREWHPIEHBE L TEDLES (FR 16 FUEBSL - EAEFTEHE - B
IKEEDL - REEREE - BRESE LB, UT EEINH_BES L1 D,)
BARRKROE S R - THREXNIEROAZITOBEITIX. E_EBEA
LIRDIEP LB ORERIIFETHS, B, RELEEETFHEBR L
UANAEENTEETIHAE, BETIHRILICE_BEASITRD
LHE LB ORI LELIRD,

B 10 BEFHRARMOBR (8 TERR) BMmickLL, F—EEASRE
DEBLZT N, 5%, BIME, BIHERRZEZRETDITHIZY, WD T,
YEEAREX T DLENDHD DD,

(%) BIERBRICBVWTED-E—EERARBRLET LN b, KELED
RREEETIILENTEHOTHNIR, O THE—BERARAERLEDS
T DOEAFBHFFIILER, 7L, BEBOERICH > THRBRT Y1 v
LIIEENEL, E—RBEARBEZ2EETIZENHKE L RIBAITIT,
B2 EH % & - T PMDA IZFERE S LTz,

[ 11 BRI CTRRIRRBRICE DN - FR D H 5 B FREA OB FHEMR X
UANAE, BRNTEUHRBEICRCERGTETHEREL LTERT S
BT, BARB Y RARERETME LT 2R DT, BN TOFH
TEEWLTD XV,

(&) RN 72 EMA DNV Z ~TBEERREDOENIEIZES O TAYSHRY
FEAmZTV, B-RERFICHEETIEAPFISL TN L 2R
BIZ, BARTOINI~NTHECHRDFRELZEWRTHI LI TERY, 2
B, PATOE—BEAFABROEKBORFBICEL T, KT 2 TofiE




RAEBEZERATHZLITELX AR,

W 12 BRICBEFRRERMAL LTE—BERAABROAR LRI TBETFE
ARSI OVWTIRREERE L K 5 LT 2B/I10E, DT, UEARER
T ED B DD

(&) BRFRCBVWTED B —BERRELHETLRNL, BRE2ER T
HIERTELZOTHIE, WO TE—BERARELEDDIDITEKRE
T D MBI,

R 13 A CEEGTFEBRZEMES2FH L CRESNTBETHBRX Z VN7
Bk HEE2XOEMIEY LWL RFREELLE L CMALT, EATH
FUET ZBEITIX, EDOEANE B X TELI IRV,

() ZLXRRV,

14 SB_REEAFIRDIEREEREEIZ OV T, BICREERKE S OHR
ERTTRE - TIRL TV A RENE, ERMHOPMAIE LTERTIEE,
BT, BEFBRE ORI LEDL,

(&) EXFRLOFEREICE L TREEREREEORERZZIT TV HREZ,
EFELOBFMAN L LTERT Y s TE_BERFONEREDL LR
WEEIL, RO TREFBRE ORERLRIT DHEILR,

f 15 BRICAV2BEETEEZ VA NVAZITOWT, BREIBANTEZR A L
B XN HFEBRELUEBRENREZLT 2561, SMEFEELTORKD
BRI WVERSLAERL, BEEFBE~ORFIIRELEZTELXAR
l,\z):o

(&) ZLXZz2RRV, 2B, EXFELMOT, DHERMFT 5 XIILZLMLHE
RT21-D0OHFERRR FREZOMEEHLZ AL LTHYRLER
ENZRBRERL,) OEBEIX. BEROBRBICRWE_RBERS LKL T
L,

Bl 16 WFRBAREMICKIT2E _BEREL LT, HEBHEEBICONT, X
HRZREOHRZZ T TREIN-ZBEFERL VANV AEZIRREICE
AT 256, WO TEEAFBREOHEBLZITDILERD DD,

(%) BRKMFEOBERM TIRBRICERT 2 L2BELTEOLT, MEREZET
ETAXHBEREOHRBEZITCWIHEIE., BicREShce vy M




RVERAMRETHD, 2L, kOB Yy FOREZ BT DANCIIEES
BREOHBELXTOILERH D,

(BE_EEAFIRLERPFRUVERFREROREEIIR DL FHICONT)

M 17 [BEFERIAEYSEOEREOHEBNC X 2EMOLRMEORRICET
BIEEOMITICOWT] (FRL 16 4 2 A 19 B T ERZE 0219008 5EAT
BEEXBREERE) TOE3ID2. 1T, EEXR (BARZKAEERLE
BR<,) ¢ERBRIZOVWTIERERERARORELZTTOMETIZ, &
CREERAZEOHEREZITRITINIERL 2NV E EEIN TS, RREITE
HATREINEZLDERAWVSGEERY, TREZRELZRVBRIT, Vo
TSR EZ I DLERH D OH,

(%) ZER/LEBTORYE (fay NAF— NV TORERVEEERr—1L
TORE) ZHBT ARTE CRERLZ T ILERD S,

R 18 EFRBmXMEMOE _BHEREI/RDIEHBIEERBORR L =T 72
BT, WEBPPLEEBORNEEZ2ERLL S LTHEATH- T, TOEENER
BB THBBEEIL, BE 13FRICESFEROBRFIILED,

(&) RIZBITAR3EFEIZOVWTUE NBEFHRIBEMOERSIC L 2EEG
LORIEIZ BT LB LB SOV T (FR 16 F 2 A 19 BFHTRR
HE 0219011 FRAFBEERRLFAREM, LT L8P IEREE @]
EWV9,) ROV ERREZRINTIMLENH 5.

- BUEEE OFTER., 2%, RREOWMAL - KA

- BUEFROFTTER (RE LOBFTOEERRWVIEE) . 4

- BUEE A I BELHINE o4 - K4
EERUANDEEIZOWTE, GILSP Xid AT IV — 1 Th > TILEEL L
BE~ORBRBMCTHIHET, EH 3 RICESHEROBFIITEL Y
b, TOBE, B 1 OEEEHEBICHZBEEOF B RBELHRMAD L,
EARBHEEERRLAFBETHERIBIESZ &,

R 19 BEEFHEBZBEDICET S LEEEOBIRWICOWVWT, BMRERE L IR
HZD1TED L D IRIBED,

(&) WHESIEEBORBORBEEDND I b, JMONBTOHIIER XA LD
BT, WIZBITH2HEEE2RE, BEMRERTHLEEZLND,
- BEFREBRZ AMEOR—MEREDNIER
AEERIROYER (TEERIBRICAFET 2 ZEFHR R OHKZR TN FER
NEDPLEBEINZWEEERL,)




- FOMBEERH _BESHROILEILHBONFICKEL RITTER
7R, FIErOSEE UUWESITIR. PMDA IR E LT,

(GILSP & ~EAf%)

M 20 BEFHEBRIAEVEOE_BERED S bEE EOEAEICH > TH
BZREPEIEHELE L EDIEAFHNRE—FICESEBEEFHRENED
% GILSP B x hAY (ERk 16 EEA FHEE S RE 27 5, LT [GILSP
HR] EWVD,) KB ENTWBERIZ ZF—DHhH, ¥ 7 LR BEFHHEAR
RENTWALDOERAWEIGEIL. BREWIL, S%F 7 LiEA DNA OfE
ZURTBEERY, THITEADNA LIFXERALDTHAEEZ LN,
GILSP &5 RBIRE _OHEANTH D LEBEX TELIX IRV,

(&) ZELX 27\,

R 21 GILSP & RANERE I TQOF U NI7EHDO—E] LN IR TWAHD
[ZOWT, —HEIXEDRBREORE I 2T DN,

(&) 2 ib, ROEBBRHAO 70— 7 EOBEL R T 272DIEL
TREIVHDIENVEE LYY,

R 22 GILSP &RDERGB) DY I —i2id. MAEF 237 BITBIT 28RS
DT I )BEEY I NTIEFLEEND EEXLTELI ARV,

(&) ZLXZR, 728, BREROERGICLEL Sh 5 HlREERFRBHEMAL
RE, BNROREETHILEBREZ LYY,

(PEB R L $6 18 @ 0 B

R 23 ¥EEEBSIEHEEBAFEED 2 ORUEEMIRILOME L. GILSP E/RICUNE X
N BIZOW T HHLED,

(&) VETHD, 728, IEHEFLEBEEMTO 1 OMEFITOVWTHLETH
HZEITEBEINTZW,

RY 24 BBHLEHE@MELD 2 DMEIT. BEEZKRIEL TWARZIZONTDH
WEED,

(&) FHzBEL TREL RV THEIT. FEROBMEILRSITHELX
ZIRWN, T2, BEERRIET 2FEEICB T 5FEROBREICE VT,
ZDOEZZDMOMIZERT D Z &,




(ZDfth)

125 HREEEOEM|IFEOFIIRERLTIZILYY,

(&) K2 BRI,

26 BEAFBEBEROINI ~TEEEFTEMEZ—RTEOWPELRLT
ELW,

(&) RBT B0 =THA M rEEBBIIh,
PMDA - /L& ~TiEEBEFEHR
http://www. pmda. go. jp/operations/shonin/info/karutahena. html
AAREASA A2 —TF 42 VTV Z TR (J-BCH)
http://www. bch. biodic. go. jp/




(Bl#E 1)

Z 2 B B F

BTG AN

DDA

BoMERSE

LD T BB

x| * "z E W |2 E &
L]

2

=
£ E % B B W F A B
N N
1 %

ERIZEY, EEOEHZLET,

Y # A R

FEEFBEERRMRAR B

(ER)

1 FAMoXE XL, BATERKA4 LTHZ L,

{ERT [

K4 [

2 FRB, A U7EZAV, BETE-EDEC L,

&AK%OTH\I]
7= 5 BEFT OFTEH
%AK%OTH\Z]
HROREE DKA




(BI#% 2)

= # z JH

E=H2ER

REREA R ¥ # A H

BinFHEBRXEME
DIEFRDLH

B_EEREL
L& 5 ET 550

YREBL L E

R

B

LRBREOERZ ZBBEWVLET,

YRk # A H
_ BEATH-TIE, £
&R [T:é?%?ﬁ@@fﬂi& ]

[EAm%on\%]

EAEBEERRALRE B RRORFE O KA

(ER

1 BAoOKRE S, BATESRKA4LLTAHZL,
2 FREB O AVIEZERV, BETExVEIZSE,
3 REPFILHEBOMICIE, ERREFRE#BIT L&,




