K?E%E% 0304 3 &
R 283 A48

SHEFREEEER (B) & B

BEFBHRER - AEFERFETEREK
(LFIERE)

NEH) R O M S 5105k & B B HEE L OBRIC O\ T

TR 2841 A 22 Aft TABEMRHNOEBINHBROEBIOVT) (K
AFEEROIZLETE) TBWT, TNEMRHE»LEREINSIEER LT T
KIBER] LW 5,) DEGHRERFEICSVWTEE TEREESCH LAMNE
BBEWLEEZATT,

ERBBREB UL, RERAGABRERFEDVDLOTH> T, PRUHDIRR
EEHES CUT PEH] L)) RBWTEBRINTWIBRERHEEL
DBEFRIZOWVTIX, BIBEDLBYRY ELHLNTWVWET,

BRI, IRABELZERTIBFPHERIHRIBERI D - T2HEITIE,
ABRENTWABRROFEREZSEIZ, BRI TZREE S E7- 218 EH
PTHEINEINEHEREL, EREPTHEIERRTRIZOFREBEILHERE
ZFTEN VO ESICREE TS JLRoTEY, MMTERIEAEERE
FRAHAAHE (LT TPMDA] &V H,) OTRRURLIZBWT, 2 AR HIRR
BROBBEABRTITFEICR-2TRBYET0OT, BT TEHREZRUVERE
BEic LAmEZRBBEVWELET,

https://www. pmda. go. jp/review—services/trials/0016. html
(PMDA T ANBEHY RHED> b EHE S LB TRBRIT OV TY)



(B
BEDHEROFERHICOVT (EM 2749 A 30 HPERBSTHR) &>
I BEEPHERE L TEOHTOERDEREE TORKLZOWNT
2. BERHBRBRORRETHIERICONT
(2) BERHBRONRETIEROFEH(ZOINT

O BERHBBLLTRESAILNMBESHIEROFRL. EhiC
G LERIGEIUTOEEY &ET 5,
@RETHLA TV SEBROHRELTS B NBEITHT HBRREDHER
1) NEMRM,SOBBROREIZOLIFHEERIT S,

(3) NERRMA DDA EOEEEICDONT

O ERISHRICEVWTEASATLIRRBEEZERALEVEWVSHENSD
SBAICEK. FEFTRELDBRTNENR B, S5 DBRICOLITEH L
ERHTECLETH Thubb, RRBEEZERT S EERHARITRD
BWHEARBH - =BEICE. 2RASATNSARDOERESEIC. BRHRPE
FRENELDEABNAREDTHINES M EHBE L. REPTHAESIC
ZZOHREBEN SHERKERTHIY DHEFITRT 5. SBHMY
DITEFHNEELRE - - 5 ARREERBE R~ DS MO TN %R
SL T, EITHOBRICBMI 5FRATEET I L LT D,

O E-3AREREPTHMEERFIANENR ) 5 DAERERED (A
MRS DEREEMPOBAELEL.) TEIESICE. BEBHRR
ELTRETEIHNENOVT, BERMIRPRARENREETS5EET
do



