= % 1 %
S 449 H 16 H

BE AR [ A

58 SR DR A (2 R JR) A T iy 2B [ o2 iR

TEBRBIME I SIE B O E 5 BT 2 H BN (Q&A) DBIEIZDWNT

TAN44E8 A 31 H AT TIEA G 8K - A R R 5 L i A B > B IR D
& B IRBRAIESAES O E W # S IR 2 HEINE (Q&A) DBIEIZ DWW THE
BAER D W F LIz THAIIN 2 & L bic, B (HE) BRI OV TH
BLE S 7280,

Yy R —
ERET V—T
ih 052-954-6344 (XA YA )
052-954-6304 (XA LA V)
779)A  052-953-7149

i
Wl



®

= B & i
A 448 A 31 H

EEERTIVEE L (R) SRR
A B TS - R S T A R

TR F 65 1 0 S A B 5 RIS (Q&A) DILIEIZ DT

PR S, ERHE IR O SV, BRI M OV M ORISR T BT B A i TR
(FEFn 36 FEEAE S 1 75) 5 273 SRI2HS < JEBREIVE FSE 5 0 B 512
SOWTIE, VEBREIERSER O EHHE A2 M EFHICOWT] (B2 4
8 H 31 HAHT A SR 0831 2 14 S /RAET @ =3 - ATGHAEREERLFE
EHEE®A, LT NRBEMSREREEM] &), ) KO NEBREERSE
BIOEWME ICET 2HEISEE (Q&A) ITO\WT) (BM442AH 7 AfHT
JEAE SR R SR - AT R R SR AL SR A B AR S EAS, LUT TIH5EsE ) &
W, ) IZEY, ZORFWERLTNDEZATT,

A, TEBREIVER SRER O EMHEIZRET 2 ERINE (Q&A) ZhlikD &k
DO E LD T, EENBRIES . EEMEE TR LEE MW 272< X 9 BiE
WLET,

B, AREFGEGEOR IV, BFEBEE IR L ET,



aA03048500
スタンプ

aA03048500
スタンプ


(BR)

TEBREIVE I SE B O B (2B 2 E B0 E (Q&A)

KA A8 H 31 AT TIBIN - ZH L7 FMA IV TWET,

<P MEDOERA >

Q1

FEREORFE A ZYEE SR B, BIFERRHEA B SUXEERFEAE B LS
DO BHIZHE LW E, BEMIIXED X 5 izl v,
A1l

FREHEDORE H 22 H 3 AN TS ER B O TR & 3K EFRER
AHE (LLF TPMDA] LW 9)) FE~R VAV MEECBEGRICIEHT 5 2
s, TMEEEROLTE) (HHEER) ik, WaBRsis) . [colH
Hi . THLWERER) . ERAZETETL8E) . NKREIOTERHA A
] &3 5,

Fo, BEHZPEEDFA B, B ERRIEA B U XERRHEAE B 2o B2
B L2 IOV TE, AR 1 OB 0 F 2 L Tk 2 &,
2B, WBERLIA O IR FERIC W IR R R B O EREIT L L 72,

AR D FEBR >

Q2

ZHREIEINZE DB TYUREA N DIRIRZ 0D ThRD 5 T LTV, FIR
WMEZHEBETIBOEERIZED L IZE 2T IV,
A2

JFATE LT, BRROFEKRREOEBE A NOER LT 1 HFEOBHEZFE L
THOS S, BANOBME RS EELRNTHOHOEROB ZRER & L TH
W EZITH, 7ok, BHREOEE H Z2HBHOER B SO BICRET 556
. Q1 E2&WT 5 L,

<AERERE DB >

Q3

BNEEIB NS D B JE T %A 2R 0 DIRER &2 20 ThR) 5 Z L IRV IR
T o5 e, A1 OWmEREEIT E D L) IZH T 0Dy,
A3




[ERURZE S EIE: (NGl TA 3 S Ry

<BIFRARE 1 12 oW T >
Q4

FHR BRI LIS D 1R8BS TG ) DUV T YRS IC o T flRBR K
PISOIEERE SN EBAAIET 2L E1E ED L O IR T~ X 0,
A4
JRECFLE L7 — A9 PR R OMEE I s CRPFRZE, PRAISE, L 2 % o —3K%%)
EHFLT D EEBIT, EOBRBRTHEASNTHD L ONE#AITE 1R (-
DHERIEDOIEERA R L OV@m HEE) ZFi#d 5 2 &,

<R L IZoNWT>
Q5

[EERIEM RO Doz 2GR OERRHE GERKRRT — 2 A E
FRRERER T — # MO IR 7 — 7 5) 2B E 2 7 R M OV 4 3R iz D0
T, BRI Z L ISR D 2 L TR0y,
A D

L,

<BIEAEE 2 12T >
Q6
IRBREHIR S B OBIERD 2. 1I2BWT, THBRIRLIS D158 3
DUVVTIE, YRZFRAIM I I SUTHE T L72BRBRICHOW TR T 5 2 &
ELTELXARN | DD, PUREELISNOTRBRAEE KO B H
TERWIGE . BEREELIS DO TRBRAE I o0 @V S B O R, Tl
AHAHIH ) O E TREH OMEIIF CHEE 352 & TEn,
A6
BRAEPEETERWGE. 20X O Rk &0 2 LITE LAWY, 72
B, ZOHE. HIRER 1 OfFBMIC THERAIIN ) OFEe TR o
ZFECEE LZEE2R#i L T 2 &,

<BIHRER 2 12OV T >
Q7
PERIEIZ DOV T, BIRER 2 O [ENEEREIEHSREG] O RBLAKIL— & D R
(e e A NN R NP v (W = I AV I
AT




JFRIE LT, FBEIZR W THIO TUREBREEOTRBR O E O Ja M3 22 S
ToBE RS ERNTHEM S B XV s S B R BRSSO B
B ETHET D2 &, IBBROWKEAZ L7728 /B blagae 3 L7zE & LTE T
ToIRBRLISN DIRER & 0 Wil S EE R BIERSES| O Iz AF L7281
I, Thb @O BB RER#RT L 2 &,

BRGT DIF— T & 2 RO PRI OV T —DEFERBFEFIC L VHRET S5
B £D 5 Hieb B <IRBROFHEO 8 2372 S 7 1 iR AR 2 SE B
MOEDRRMEETD L,

Fio, PR IR, BEREEHIFICS T TEF LTS LW, 2056
TR 2 DIFBEMICE DB 22 2 &,

<BEEE 2 Iz T >
Q8
KTHREEN I TR I & 2 556, B N CORIWERSER OLEEHZ
EO X HIATZIE LWV,
A8
ERFITHREBRIE L UTHEETT 52 L TELIA RN,

B 2 12DV T >
Q9

BIHAEZC 2 o [E PN B BIE A2 51 0 38 BRI — &2 5ok 3 5 gk Bk LAt
DIEERAE FSKICEET 2 BEMHIC OV T, YZIBRICB W TAF LI HEH
IZOWTDHRFLHET H T & THD,
A9

BIER S ORI & IEMEICHRE T 572010 b #BREELISL O TR ERfE 3K
WBILTH, ATEEZRfR D | HEBRIE & RIERICIEN T S 7216k L 0 il S
NI EERRAWERSER O BRI EZTH T 0 ENREE LV,

<BEAEA 2 1o T >
Q10

EBROKRIEZ L X 5 &9 52X 2 HWITLR 21RO FHE O i H 2% 2B
T OB HOWT) (BF1 2428 H 31 BAFTHASEETE 0831 5 10 Z/EA4
FHEE R - ARTEATA R IE SRR A PR RS ST TH S1R5R % FEhE L X
9 &FTHEN K DIMITAR D IEEROFHE O i HE BT 5 Bl Wz 2T
(B 24E 8 H 31 HANITHRAMKETE 0831 45 11 SEA A IELK - AiEm/E
JRESR R FEAE B EEA) IS fEaiof (BLF THEEER Ln)H,) (1




LoEE, Znoomac L omEEEEN (CLF TRy EuvH,) |
@D%ié%ﬁ%ﬁbk%%%M%@é%ﬁ%%;wa\ﬁ%ﬁ@@%%
Ja i A AT AT LT BIE 3 B0 2 o [ N BIE F SE 51 o
FEBLR DL — BIZFEH T D25 E O D MBI H D D,

A10

WBETR N,

AR D i R B~ D 1@ >

Q11

HLf Y R ~DW|EIZ O T, BAE WA b o TEPNEERIEH SR 0%
BRI —E (BIHEER 2) ZIERRLIZSATH - Th ., ENBRICBIT2E5R
MR T 20BN D D & E 1, REAGEFIRIC X 0 S5Z0HEREC 2 2Rk L,
TRBR I Hi = R R ~DBANZE A L TH Lo,
All

Juy,

<Me dDRANXR—Y 3>
Q12
ENEERIERSMEF ORBURI— & BIEER 2) ITHWS T CHERRE
HHFEBEEAARER LT T™Me dDRAJ] 0o, ) OA—=T g /(2D0
TIE, YHEHEEMBE TR —DRR—2a U AERT AL EnNTN5S
2N, MOFEEEANBFICBO IR ONR—=2 g U 2FERT 5 Z & IXARED
A12
FRETH DN, HHL7ZMe dDRA JONR—=Ua URSND L ) ICie#
T5HZ L,

<JRBR & SR TP % iR AR O [l 5 & FEh L TV DA OFERHE >

Q13

IR et s (D S UR) ICHUERFGEZ BRI 55 b N IEHm %
EODLHEEITIZED XS ICRETIUZ LD,
A13

D SURZAET 256, WERTGEBAARNOHONTZIFEHRHD SUR
Ka@é_&kﬁéﬂﬁﬁﬁéimﬁﬁ%momfj@%w¢$MH28m#
TIEAFAI 1228 F 1 FEAGHEERE N REAETHRE®E) 22 HK,),
ZOE ., BUERGH RN DT — % L EER TSN R AN T 5%
HIZFLH T 5,




EJ/eN E%iﬁ%éﬁ‘%%&ﬁ%éiﬂ/\ 1, RS ORIAER LIS bR D,
APSN ﬁiﬂkiﬁﬂ:UD%U%&Ei‘ﬁfZ (I 1RERD O S SN EHE AR BIE N % 2 iy
X2, RERGER RR ﬁ%#%%%%ﬁﬁ%%ﬂrib%a@ﬁ<fi
VY,

< B i e 1 B R SR S it [ B B~ oD i i >

Q14

[ N BEZK GRS dh D 2 aE @%%®#%%E%H%kbt%%ﬁﬁbﬂf
W5 HARRIPNIC . BUEHRGER BRRER 22 220 L TV 2 56 BUE TR R AR
Z i LT D ERRE B ~ RO 2 @i 5 I&%‘%@E‘%Jﬁ TEIFTRFIW
VAR
Al4

=% & I Te 1% B PR AR ) © 0 BRE B R A8 2 BlER X 2 o AU THERR L T
S SR BE B ~1E k1 %

AR O TR S it =R B~ D 1@ A >
Q15
PR AL I I E NI CEH RO EERIERSEM N 2 WEAICE
WTh, BIRERR 1 LORIRER R 2 % VBB = Al K OVSE 0 = PR B o &~
HBEIT D ENH D),
A15
%%%m%%$@\%%%%$’A$?%6£T®%ﬁ%<#%F SCHk, T
W1%%) 726 DIFHZ TR 2EE R a2 L. D SURMER S LD,
Hie L HEBREDIRBICSNT CTh 2 MIFNIL, EERVEASEFRAEDE
2B 59, DSUROMETH NS ORIMERR 1 L ORI 2 %
TRBR I HE R R @A T D LN B D,

<HFERFEDRE L I 556>
Q16
ERFENREL 258 BRI2IT, EOXHIRLORH D,
A16
LN ORBRNEZY T 5, ok, FRFEDRE L 2 5855101%, BIREER 1 |
%ﬁ%ﬁz&UDSUR@wﬁm@%m%Tgfaé
O TEEHOARBHFFEIZONWT) (Fk26 411 A 21 BAHITEER 1121 56
2 HIEAYT @éiiﬁmﬁﬁﬁﬂ T TRE®Em v, ) I2BiFsE
BHERLORGHEX SO 9 B, LLFOHGEEZ BRY & L CTED SRR SRR




DHEAITHOBE (BB, ZOBRED [HEWZHERSEERER] 13, (47
NA TV T 4 2R 5 2 & TR ZFE T 25820 %, K2 R4
FERE VR RIS ME 2 e 3 2 38 ) ik 2 & de, )
(8) AIEBINI L EIESN (BEEHRFOL D)
(8m2) AIEBIIIRDEIES (BEAEHMFTRVNE D)
(10)  ZofioEIESN (FHREMEFOH D)
(100 2) ZToMoOEIKLT ((10) OFPETH- T, EWiFIEoRlE )7
HEOERIFZED HD)

(10 ®3) ZOfiDEIS (FHRAWM P TRVED)

(10 4) ZOfoOEIRKS ((10 D 3) OHFATH- T, AEWRAFIZE DR
EHEOERIED D)

Fo, AHERERICOWTIL, BEBEMICE T 5 - BAEERLORGEX
DO B, HEEXS (1) iAn B A ERGLOBFEEZ BRY & 53R
NI E ORI ARE LT 5,

@ BREEBOHBEOTZOORBRITIHBNT, KRB O LRI 1 FART
DL

@ [EATESRRICEW T, FRBROERLIH 2 1 RO E

B, LROKRUVOICET 5 5RO R mHIH ) &%, FEERICE S
RBROHHZRTbOTHY | FEE (RERGHHE T, (BBREHHL &,
TEBR PR JiE - SUITRBRIE T ) ORI (G5 IR 22 W B 13 0ii 5
) ZRCH S T S IR & B LTl

<ETEARORHIC OV T >

Q17

FEWRHRE 2R ERERE®Em L. (11) 7OWIEkSx, B AR TEREY
TOHEE, EOXIRT 7 A NERET TV,
A17

7 7AW iE POF Bl L, BEEES 1, BIEEEN 2 KO'D SUR®D 3 >D 7
TAMIGT THERT D ZEREE LV, 77 AADBEAETET,. LLFDO 32D
T ANLIND T 7 AN EC DAL, 77 ANV E T FOM_ R85
_Oln] (#5EEH) ¥4 L3528,

KT 7 A NHDDT T

- BURRAREC 1 BIRREREC 1LIBBRA 2 RS _ORl GREREIED) B34

- BUREER 2 BIRRERER 2L0EBRA RSOl CGREEIED) B34

- DSUR : DSUR_JEBRA /7L Ol GRERED) A




<EFBEUEDRHIZONT>

Q18
RS 2 IR BRE s AR w1
TOEE. MEEDOIEREZ LR T DMEND DM,

A18
VETHD, BRI, LTOFREZRRT LI &,

(1) wEHEOKRL QEANCH > TUTEADLTR) WNTHYE DKL, T
KL OVER « FAXESXIA—LT FL A
(2) IBBREEL S, s R

(3) WEHEHH
A ES (b Ri#E S, MO ERT 52 L)

(1D 7OIZHkSE, EAEA TR

(4)

Q19

PEBR IR LIS D 1R ERAE SR DAERIRAE DS RE IR A2 Yo L o cE 2T
AAY/EN
A19

<IRBEERBORM & BT 550>
TR A D IR S AR L A 5. BUF0 5 b

R WHE TOHIMET 5,
o CUBHABRITHR D IERI T T ORI H
® UHIAIRICHT D HIRIE O AR A
® UBINBICISIT D HEBRIE OB S L O A

<IEBGTHEEORBZEZ L 2WEEE >
L RLIRBRAE A 2 O 2 TR BR S ft T (S REH L T 2 i iR O B 4d B 7>

5. T bW IFnmBVWH OB ET 5,
O YUIRBRME A Z AWV 2R EHET M EICFEEH L TV A EmYIR oK T

H
 URLIARIC I B MBI OGRS
o UBHARICHI B HBIEDMR L TS E % PMD AFE~E VAL

M EEAEERICEE (BUHE) (X VB LA
RIS T R ey

= FRA7

B W LIS OIRBREE RISV T BRI O =
FHBYIMAKT LI2GEI3, ELoRE A RERGHME T H £ ToF

& IRl OPERIEDFERHREICEZ D THREZITO Z Lo



Q20
AR LV IRBROFEORH ZHE L2 b DOICoW T, TR5RE 5 &

Tl OB 1 THEREE DA O IRER M G H) X, =Moo E Tl

itk

A20

RO FEFE TR,

Q21

BB ERS A E R 1. (8) AICHSx, B L. BIVER S5
DERREZ BT 25A1F,. E0k ) REICBET &),

Fo, EHEHERHIIOWTCL, EFEATIRET S Z LiXEEe
A21

BIFERER 1 OMEEIBIIZEM L+ 5 2 &, AR HIBIZATEE®RE U7 &
WEORHERMBHOBANSELOERHAOAIHETCETHZ L, DSUR
IZOWTIE, EROEFEHOFIHE TO—4ESERMT D EThU,

Fo, FRMEEZER L T2 BB HICIUE Lo 22V @2 RS 2
Je ONRER S FHE £ I AGR R i E B~ e &g 5 2 &,
EMEHITIEFEARTCRE T Z B AEETH S, fRHFEMHT X T% PIF
N CRATF LB BER 1355, HRAERR HEORER L A m 552 L,
KT 7 AN DDT >

- SAURARBR R - R ORARRR P IRBRE Rl (B4

- BIRRERIC 1 - BEERARBR BRI B na% B34

%ﬁ%ﬁzzm%MM%wwﬁm/%%knﬁ?ﬁ%%

- DSUR : BE{RARRE_DSUR_IRBRR 4y o (34

EN- %ﬁ%_i\uT®$@%§mﬁé_&o

(1) RBIRMEEREA HE DKL GEANCH > TIZIEADLTR) WONTHYE DK

£, AN OVERE c FAXEZEZIA =T KL A

(2) JBBRR R

(3) WHRMERHPHEA R

(4) ZA1ES (bR, MoBMERTDZ L)

B, BIREEHHEBORHICHT- > T, FANICPMD ARFE~ R A b
RS D 2,



<HEBRIZLIA OTRERE F BRI D E I oAl T iEIZ oW T >

Q22
TRRREMMEHRE®M L. (156) IZBWT, ik, W2 EHE 5
TRBRN Tl 3 2 gEBRBE LA OTRBREE A FE I SV TR, WO fkERk &
FEOTHETDHZIETELEARY] EHH0, BRI ED X ) IT@wET
DT LT D I,

A22 (FHREBIEFD)

IRBRA S RE T — R H 4 B
FI DR | PRBREE | B LIS O TR BRI
IRERETHEET | A - X (LAF, X1 &9%)
@%ﬁﬁﬁa A B Y (BLF, Y2 &9 5)
IRERETEmRES | C B Y (LA, Y3 &9%)
7 (LR, 723 3 %)

KA LIS OIRERAE FHFKIZ DWW T, 7T 7 Xy RAE L b OIER—F 285 &3 %,

—OIRBRETE R EF B W THBREZ @B T 2160 & LT, Lfiok
ETHE, UToEBYVEHETHZ &,
X1IZ, AOEWERE & Lo THET 5,
Y2 (X, A I BOEHHRE L LOTHRET D,
Y3 1%, C XIIBDOEHHRE L £ LOTHRET D,
231X, CUIBOEMHE L EFLOHTHET S (V3 %2 COEHMEICE LD
THELIELTH, 232 BOEMREICELOTHRET D Z LITAHE)
728, [FA— OYERIEN B 2 IEBR DI S V| HERIELISL O inER AN TE R
72 D56 FEMERERERB A~ OB AN BV CUd ., k5 & 7 % EEEES C 5L
H OIRER T S B iaERE 3O E N EERIERSIEF O RBBURL—5 (Bl
Mk 2) DHERNTLZ L HAEETH D,
%wmfﬁwfi BRI A OEMMEERERC, X1, Y2 22 htF L
%E . IEBETEEE 1 OIRRO A %2 I ORI BV T, #RERIE A OFFE
%ﬁiwﬁﬁﬁ X1 OFBURI —BEDOHZ R L THRHT D Z EHAEETH D,




	関係団体への通知
	治験副作用等症例の定期報告に関する質疑応答（Q&A）の改正について



