LE1LSM)—HSIVR IHR/N—FHHES EHPa—X (196 @)
EftLEEL QbD HEE

I —BHEEA EEGESSELXLS M -4 T UXHE
[BEAR]
13:00~13:05 BISRE HB AEERLERERL X279 N —3 A 2AMHALE)

13:05~13:45 EfGEAEPEICEET AR OENN
HIF  #hT(Isk B IR RS 3R 263 5 K RUA 2T SR SR M %)

13:45~14:25 SEfGEARE  Bif, EEROREEHODEE
BE  EFIMSD %hett 7 v — VB R A ER K EEIR CMC HEL
LR EFTERRET Vv, VY VNP AT 4 A R)

14:25~14:140 K @

14:40~15:20 QbD & A E — RRETEF| ORI —

B RECR B AR RS BRI FE AR R ST
BRI S N — 7 EBHRER)

15:20~16:00 3EBEA—H—0 0 R EHREEEBEOEERA » b
BRI EEIMREL T Uy 7 BRI 2R R I E)

16:00~17:00 WA HEH
EFAFE AL FRESTERRRREERETREENER)
INE ZIT(EEREFBBRL X 25 Y —F A = 2AFHBE)
[EEHEPHAR] —————————————————m
Rk 28 4 12 A 15 H(KR) 13:00~17:00
BAEES EHEESHR—IL Eafsaxss 2-12-15 #T 2R

FDA 22D REU)NT ChaE o 78 e A BE (Continuous Manufacturing) i, AR B2 87
LRV, E R - FREIC L DN ER AR TEIELL T, IERREEARINTEVET, 37 TIKE
BV TIIABINIZm B TTRYVET, EesahDiEEILL Tk, FDA CDER (B &FEmAT5E
‘&% —) Director ® Janet Woodcock 1D ET 2014 4 5 HIZH 1 HABEESNEL- MIT
Continuous Manufacturing Symposium %, &4 9 A5 2 BRI ELT,

ABHERTIL, MIT [ZB S, iR EDOFEEAT > TRO I BIER K F 0 HIRF &
AT, B 2 B MIT OERAEES VROV LAONEEZED THROBMIZ OVWTREELWVZZEET,
%72, MSD DRFEFEFILAITIL, BHlEZRZ AEREEDORRNPOTHEEVIZEET, NER
PEDPDITK A REKDORHREEELEDID, QbD LEGAEE IOV TRMNEH DRI &
TET, HEOERIL, BBEA—V—LLTULyIZOERRIEFEALY, ERAEEEOEE
RALVMZOWTRFELWEEET, HRED 1 BFIIREHWmEL T SHELOLOERICOVWTE
BiDREEFHOTEIEEZNZIZEET,

AT, AIIVLRBRENR, ER-TAHTITOE—RDT £ ICBENLTRBVET DT, AifE
SDOBBICTBRIWZEX, 2EOERICTSINVZEZEETIOTRNBL T ET,



[inE]

LEAS MY —HASLIVR TXR/N— FHES BHFO—X (% 196 @)

EitEREL QbD BEE

E o RMEEAN ERMERESL X 2T Y =P A = R

% & BAREHGEES HAREE S dn iU T3 = SR Ri 2P NS P NVSE U I e SULRE
HABER T2 & AAY =Y v 7 fUE = NSHHENE 22— 2 = 2R BUY ]
NASAEEE AR SR T2 R EWFJEALSE T34 ) 2 (PhRMA) NI ENEN MR BEE v ¥ —
NS ST R LR (458 542 (EFPIA Japan) AR CSO 4
AA OTC EF = —AEHTEAN B A CRO 12
(ERAEGE]
1. BRAK &

ZALO T IIMHE R — A= (http:/mwww.pmrj.jp) &£V HIAFFZ1T-> T EEW,
OF— L _X—=VHHEFZEN BifE—% ) OWHEREIZH D [HIA] AZ L0, EHROENIZHES> THLEFRIEEL A
IE&E,
QHIATETH#H., ZAEBEROAEFEE A —/VIZTBMLEWZLETOT, Zikk 2 BIRIARL &0,
Q@Z P BIRAL AR LIS T, BIMEENTET W LET, ASHRA—LEZBEYVW-LETOT, FHESYH
WIEARERA—IIV(ZEEZHRIL, ZRHSEILN,

2. ZEHMERA)  EEEREGHRET,

GEARBGEALEIR 1 OICOE 442 ERLY /EARE 12,000 M
XS P YA I VR IXR/N—FEEICRIBEHES (RESHEAR) 10,000 M
- kR 17,000 M
IR/ T7HT 7/ ERBERE 5,000 M
MZHEDOH T, UTOEER L DVD 255k T WAV £ 9, BIAFRERFIC, BNICHE-> TIEA
TE&EWY,
@ <Hifl > AR HRBRE N AERLEOWAEHDOTZDDREN A R ommeeeeeeeeees 9,300 [
OPV OBEE L ) /N1 wemmmmmomeromenocnoeas 7,400 M OMug THEHE S Y — X [HEDMH L I (DVD)
OIFED B 2 S EFREGT A ----mmmmmmmmmmeeeee 5,500 M A R G R R R R E R,
OHHHR AKRICBITLERLDY Z7<H T AL b == S - % 44,000 M
D 11,000 1 AR O IR S GO R G R BIRIE ) - 88,500 1]
O BARDFEF (A FFFRIR) -----o-mmmmemees 9,300 [ OiR#H  ~HE)H55~([DVD)
O > THEETZWVEEDOHG ----mmmmmemmoee 2,400 M YU R~ A B /HE A R FRIeEANC L D eE
OM»> TRBETZWIRED MG -~ 1,700 M WEMFRGEMN VU TV e £ 7,400 1
B R === 4,600 [

. LF¥aSh)—HA IR ITXR/N— FEEE
PEIR G BECRZE, 1THUERE, 7 07 2 7 8B L OEEBIS O BRI, BBt OF RS Bl 2 e 2 RIA L, o
EEREE2FBNNCRETDHIZLETEADET R—2 a VEERDAFIT v TOREZ X > T HIE T, YIHBTT
STWHEDITHERZHE LR L X2 T ) =P AR ZHF A= LTHRENZLET,
Bk - BEOMEHIFITIIMA, BA¥E, PV, WE., HEHENH Y £, FEIMEAR—L—Y TRRERE] 2 2E<
7FEWN,
ATHERIT  BEEN 200 1
e RESE  2H# BB ESRET,
4, FXEEIR
*ORAMKIEED TREAMICE. Y TRABELZHBERADIND)E THAL EE Y, BHIABZITEE A —/L)NE
MRVIESITIT TEK S 2 &0,
OB AEBIEALO L, IS, FRIE LT, B, FAX TOZAMAR Y ATV LERADTI THEL
7ZEuN,
A% IT T HEEOET,
ZHBZHEEOLRWVWE LTIV LERFADOT, TOHITEALIEE N,
BIRALOEZ b > THIEIRZ ST TR E £,
FALSEDH, L¥2T h)—H Ao R TF R — NREBGREOHIL. SAAOHEIZIRY £,
WH, TR SN U O K O 13 TR EE O E T,

. ML &htEt
—REEEA EEREBRBBLXAS M) —UALITORBE wHemY ; B3 03-3400-5644

T 150-0002 HEEEEA X IR 2-12-15  http://www.pmrij.jp
W, AT, HRS—EEFETLIBEALHVETOT, THITAFE,

* ok ok X X



http://www.pmrj.jp/
http://www.pmrj.jp/

