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ERE iR —R :0414-00001) 2016 4F 7 A 27 HE T CC y R #EFr, fr & BHAFHE (2016 47

8 H 24 H) AfF. LM (WBRETRNIZ—R:0414-00001) EELAEFEROBIL,
201246 A 6 H, Z7LT7F = EF(G2)DIBIHY, 2012 46 A 7HIVLZEMAEZEL T
STI300 mg/day (Z T G- EAZ T, GCP #ESFIRIL  (HBRE 7% 5= —R:0414-00001) GCP
B, FOf (HEBRE A= —R:0414-00001) 2016 4E7 H 27T H /L T7F = 5
(G2)DFEHBHY, AFGUIH IR LI CRVIGBREFEZ ML=, KRR TIX
STI300 mg/day A5 DIHEDNFRD LIV TR, ik b7po7-, F72, 2016458 A 24 HE
T/A%}:LTLM T FE LTz, (HRBRE TR D= —R :0414-00002) JEMRHEAK(Baso31%) D
O BB g 1k, (BB D= —R 1 0414-00003) [REREI D70, 1B 5-
HIJ‘:F‘JJ: (WEBRE TR —R :0414-00004) QTcF ZERE D720 | 1R H-pii 1k, 23R4
Sz,

TR = 3 N4 {KFEE 4 BH & A KGR R

473 ACZ885 JN VT AAT 7= RR A I AH —
TR R MR MRS, BB O Z LW SIS UKRES S,
BEEs | EELA 1KFEE 4 A& A KPR R

499 AMG 162 B SRSt I AH B o~F
TinfE R BeRMEHRE PRSI IRER O I B LW ST SRR ESN D, BHEOMELL T,

1BER T 7178 IR — T A R —F — DB AN I STz,

nREs | EHEGA (REES PR FEAH SE S
500 | BAY59-7939 P VSRR IAH BRI
AR« ZEMERE MRS IGBRONKGI B U O S HISIURRS D, ZEOHELLT,

BRI 17 IR — T A R — 2 — OB ST,

RRES | ERMA [ARES BRFEAH IS/
501 | ASPO113 T AT T AR A 1L kad b(ffﬁrjml/xﬁ“z
Pt R - AEHGEELL T IRBREMRHEE 5 6.0 iR (GESUREE) (R H 2016 4E 8 H 4 H = 55

6.1 Wi (e SURGEE) TERH - 2016&10)% 28 HIZHOWTHFBESIUKEIND, 224
RS, IRBR OB L W SIS &GRS D,

PEHR 3
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1R 5 = 3K 44 {KFEE 4 BA %A KGRI R
502 MK-5592 MSD &4k EAIEE VRAE M B E

ikt - RHEHGEEELCOIBBEMEEE  (BASEEO itk 565 20 ik FHARARVERL H 12016 4= 2 H

15 B, (FFERR) Edition Number:20 Release Date:18-Dec—-2015 = (H ASEER) Mk : 56

21 i FERRRAERK H :2016 4F 10 A 13 H., (GEEEAR) Edition Number: 21 Release Date:
16-Aug-2016, 7 A7 = REEUSHT SCE IR 57 16 Wi 1ERKH 12016 4 2 HGET = IR
BeH 1T VERL H 12016 4F 10 ASGT. 7 A7 = RERHER TS SCE G 16 il 1ERK
H:2016 42 AET = hRECE 17 R 1ERKH 2016 4 10 A SGET. 16BR HIE R OHBR
[ZDOWTH SRS IVD, ZZaMEiRE TR S, 1TRER O[T Z L oW B s i
KREND,

1REBRE 5 3R 4 {RAEE 4 B A X BRI R
503 SB-497115-GR INNVTAR Tr—2 iRt % 10 AH AN BEMEZ I
FiniE R A EEF' EELL T IBBRHEEMOHIRICOWTHEESNAGREND, MG MR IHE
o, IRBR DMK B L 2 W S S KRR SN D,
1REBRE =34 1RAEE 4 GERiviE RGP R
508 SARZG??"’Z‘E’?S/ RE | 5o ¢ pstait B | AR RS
FRiER  ATHFEELLCOIRBRMEMOAIER 188 138 OHIFRIZ OV THREESIVKREILD,
HELAERFGICHETIHMEE GF 2 #) BNRHI., BRF A= —R :392-005-009 A
EHGL i FEBLH:2016/10/13 EESHIEIL-EHA : EFICECCEE AEHS
DR B (2016/11/23) AEFREORRER: GETES FLRBTZORHE Z2H
B9, NG SN, BaMEH S SRS, IBBROMEI T E L2 W) SR SRS L
Z)o
1RERE =3R4 {RAEE 4 B A o G B
MK-8228 A YA NAH BT A LA
o12 (Letermovir) MS Dkttt I8 JRYYIE
iR TR IR LR EMR &, FEREELCL RIEBUESHIER 5 B, FEhasEk:3 4l Ob, 52

TR 2 F, kg1 B 2016 45 12 A 1 BEE) . 228 SAE 1 14(01630002:4E15)
TRBRSEE DRI FBIR7e L, GCP BESPIRIL 85T, IRBR IS FHm N OO 6 £ (Visit8
DHLE Rz DA FE N, SehNEREBAARTD CMV YLz DA F M | visit12 DA FE7R PK £
1., FU18 OFLERFEMRAE DA I N, FA& 5RO, CMV PCR A& O A EA
&), TOM HIEIZOWTEL, ZEHEMRT VAL RMBEDT-DHEARTE, M
S,
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1B8RE & E=P SR RAHE A PrsEAH X EIR R

513 CP-690, 550 7 7 A P—#XEtt IIE;E! BAfi U v~

AR AERFEELLC IR HEMOFIFR, 1RERIRIOZE P 2014 4 10 A 1 H ~VPJ&
201782 H 28 H = VU 2014410 A 1 H~VEE 2017 4 3 A 31 HIZOWTHFES
TKEREND, ZZEMEAE D SH, 1R ORI B L 7 W I S EGRE NS,

TR = B3R L4 1RAEE 4 BAFEHH SF R HR
515 .C-4308 ALY - bR RS BB N E T

Hagen A - IRBRR T SRS, FEEEL T, RSG5 B, Fhuhish:5 61, Aok, 24
PE, GCP #SPIRIL, T O R TSI,

TR = 3R N4 {KAEE 4 BRSEAH POE= 33!
517 1.CZ696 IN WA TRk At II#H PP LA

FbfE R EEAEFRICETHIMEE CH1H) LU T, HBRE BT —R:1019-008 HEHG 4 :
RAEEIARE R FEBLH :2016/12/14 FEELHIWIL/ZBLH AR SUIABEHIBIOIER A5
FROERIF: RBIE2016/12/14) AEFRGEOREEGR  BETEXD FERBIZLOH
B AEET EERAEFGICETIREE (F 2 #) LU, HBRERAI2—R:
1019-008 A EHRL AMEIIREE FEBLH :2016/12/14 FEESHEIBL-E# 1 ABE X
IIABEHIMOIEE A EEROERR BH(2016/12/16) AEFERLOR LG HETE
% HERFEHBORE AT, NS, eSS RS, 5B O
LI SIS URGRE NS,

1RERE B 23R L4 {RAEE 4 B FEHH X G BB
520 KRP-209 (VAN Yy SR I 5 AR ERRRERY e

Fatera e« LEOWEELT BB N R —T R —F—DBIMBEEShI,

1B5RE > ESP N A4 PHFEAH XTI IR

522 PF-04449913 7 7 A P—Ek St %148 AML & 721% MDS

e A HEAEF R oM E (57 5 ) LU, B2 —hR 1 10063001 AHEHFRA:
/AR ISR D A I FEBLH :2016/9/15 BEAS & IMr L 72 B AR SO 3 ARE )
DIER A EFEFROEIT B (2016/9/27) AEFREORRMR:GE TSR FL
FEBHOHE Ik, > BRI S (6/27,7/4,8/5,9/16)  — i i AR A s 5
(6/27~7/30) ZUsfT, BREAHFHRRICETHMEE (5 6 W) LLC, Rl 2 —R:
10063001 A FFHG4 /MK FICLAd A 58 H :2016/9/15 HELHIWrL7Z
PR ABESUZABEIEIOME R A EEG O B (2016/9/27) A HFHEFGLOK T
fRAETER FRRBEHLOHE : P Ik SRR EER LR o770 BIIHRE H, A
HICTIRERET D, PGSV, KEMRE PRSI, TRBROMH B L0 L
WrshKRRs g,
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1BBRE 5 = F it A4 PHZERR X EIR IR

523 Ixazomib S TR A A SV B E

A R - AW HPFEELLC IR EE  -GLOBAL INVESTIGATOR’S BROCHURE
ADDENDUM(Addendum 1 for Ediyion 10, 2016 4= 11 A 17 A) -JREREMEEE & 10 Al
B1(ZEFER) (5 10 A1, 2016 4= 11 A 17 A) (BB FER:20164£ 12 A 1 H) . =D
f, *EORTC QLQ-C30(version 3, Japanese) *EORTC QLQ-MY20(Japanese) *
EQ-5D-5L (H &AM H ARGEMR, EifiA 22— HAZUTN) IR HIERTOHIBRIZ DU
THFESIKGRESND, RS H I, 16RO B LW S S KRS

b,
1REBRE = e 4 1RFEE 4 BRI HA KGR
524 CHS-0214 o = ket A RBEEi Y v~

T ATHGEELLC M SCE-FEE W 2016 425 A 17 HEE 3.0 ik = V& 2016 4
12 A 6 B 4.0 BUZOWTHFESIUKREND, BHEORELL T, IG5 &, 1BRa—
T AR —H—DBIMDERE ST,

1RERE = EE SR L4 1RAEA 4 BRF& A PO S5\
525 ABT-494 7 v 4 ARSH #E b/ B o~

At AHERFEELLC AR ME BAGE GET2:2016 45 H 11 H = HAEGE %
ET3MR: 2016411 A 21 H | %58 Ammendment2:20164E5 A 11 H = Z&EE Ammendment3:
2016 4= 11 H 21 H., REBHACE BBREBIMNZHOWTOREBACE 4 h:2016 4= 6
A 27T H = BRSOV TORERISCE 55 M:2016 4F 12 A 27 B LEOHER
T R KON T — g RBRICHOWTORIEMBASCE F2/:2016 46 A 10 H =
{EEORBRIIFENT B L ORI T — a2 BB ICOWTO R EHBA CE 55 3 hi:2016 4 12
H 27T B BBRSMA—F 1hK 2016451 H 11 B = 2k 2016 45 12 H 27 BIZHOWT

FEE SIS D, M DN S, TBBROMEFE L 72 S S fURRES U

)

o

TR [ 3 44 IKFEH 4 BRI P34 355
//\‘/1/5‘/]’;(77‘_‘7 o L, B GE e
526 INC424 N AR B Bl AR HEAE

it A - REHGHEEEL TR HEERM 7 ZAEDHIFRIZOW THEFSHKRR SN D, Lt
MRS, IRBROMERE I CBL 2V SIS HURGBS LD,
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1R L4 {KHEE 4 BEFE A SRR
527 KRP-AM1977Y AR SRR A 1 55 A sl
Tt AEHGFEELLC IRROMEERM KRALE, IGBRIE OB OWTHFESNARSN

%o WA E DRSS, IRBROMRL L W) S SHURRRS D,

et iz = 3 A KFE 4 BHZ A RGP R
528 AZD9291 7 A N T xRS 5 IIAH FE/ NI i gea
At AEHFEELLCIRROMEN KALFIZOWTHESNWARIND, ZeMEE 1 1E
H S, 1ROk IR L WS T S U AGRS LD,
et & = FE L4 KFEE 4 BH A KGRI R
AR TINX ) R e S
529 Yo LA A W T AR 2 R I
Tt B - KT HMEENIRHSI, ERBEL T, RIEBUSHEIE o, SEhafltk o, AHM %Xk
L. et %4720 GCPESFIRIL #4720, F O JEFOBREED 20 -T2 185 %
T RmESNT,
st & = FE L4 KFEE 4 BH A KGRI R
AL AN TINFEL )/ N s s
530 Yoo LA A W T AR 2 R I
Fatehn B - KT HMEENIRHS, ERELT, RIEBUSEIEL o, SEhafltk o, A HM %%k
L. 2248t 35470 . GCPRESFIRIE 3%24720 . O JEFIDOBRERNI2 T T 188k %
BT mESNT,
TRERE 5 =3 h 4 1KHEE 4 BH 7 AH KRR
AR TINX )/ N e -
531 Voo i A Y7 kRS A 2 TUE PRI
Tt B - KT ENRHSI, EREEL T, RIEBUSHEIE o, Shafltk o, AR %%k
L. 24 522470 GCPIBSPIRI. 354720, ZOM JEFIDEGR 20> 7T 185k %
BT mESNT,
B %= 34 e BHFEHH PO 3 L)
— SECS 3 AN Y. Yo Fﬁ%‘@@ﬁ%@{hﬁ&l
532 NS-304 H AT SR A A TIWER 11AH P 5 PRKPEBEAT
Tkt R« ZRMEREIMEH S IBBROMFEI B L 2 W SIS UEGRESND, BHEOHEELT,

B8R 0 IGBRa — 7 a3 —F—OHIBR BIIASRE S,
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1RERE = [ HE A4 KIEFE 4 B A PIE 37353
533 TAS-303 RMEHE i T3kt K RGN PR 22k
TR BROWELLT IR & B — T 1 — X — 0B d sz,
1RERE 5 [ HE S 4 KA 4 B A POE 32353
534 ASP194 T AT T AR A A A ZETIAH 1 BUBE PRI
e R « Rt E SRS BB OGBS AGRS D,
1BBRE = B i 4 KIEE A b ZEAH PIE 3735
535 E6011 T — AT 5 AR BtV ~F
WA ATHIHHELLCOIRBEMEE (A B 2016451 H298 W& 500 TERUAE A
H:20164F9H 140 fR#E 5 HOMGEM = TERREFEH H:20164F12HTH AR 75 HE6hR.
TRBR S L EERI OB N, 1R 7135 OB DWW TH SRS LD,
1BBRE S8 SRE KIHE 4 bH AR PIE 37353
536 E6011 T4l & T—PARASHE TR A BtV ~F
Fahi R - AERFHEELLCIBBROMEEM OB, 158 18 OB OV TH SRS,
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WIEIBETEH — ¥Rk 2943 H 16 B (OK) RS #E4 16 K v
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(BRfEH) Rk 29 423 H 16 H (k)

TRk 2 8 RER 6 MR AL Z B ik i

(BREEFERT) 16:10~17:22

(HEZE) OhE HESC (ZRAERMIT).

(BE i 45 Pr) A=

Gk B B RRTE. BiE FEL & L BN B
(RIHER)  BER . foAT- BEH LT
FRE  BRERIFTE - IBBR R X — Rl RRE
L. [Brdlias: B ag
No =354 KFEE 4 TEER A TESER | TRERERRE
- T AT 7 AR #1350 \ -
540 | ASP2215 (03043%ER) pen INE g 2 SEA] EIFE

BROFHRELHIES &,

{FFH I RS -

Tt R 7 AT 7 AR SR EE O SVEE B B iR A x5 & 3 5 ASP2215 (B hil) DS TTITARR
1BER O DO FLH T i,

A ESE 5 I AERER
DOEIWEFIC O W TEDERISE N Szt FEha o244

IZOW TR I IARIND,

(FFEEE16:10 — 16:25)

2. [ HEEE]
1R =2 Spa {KFEE 4 A& A KGR R

473 ACZ885 IN VT AAT TR AL I AH —
s R et SRS, IR O E LW I SUAGRE NS,
BB =2 Sinpa 1KFEE 4 BH & A KPR R

475 INC424 INWTAA TR I AH B2 M E
BTkt R - LMWL, IBBROMKG B LW B SUAGRES D,
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RRE S | EEL4 {KFEE 4 BR & AH G B
499 AMG 162 o — = RSt g B o~F
Famhh B IR ERR SR ZN R S, FEE LT, RERSEIE : 76, s 76 (55,
SETHIEL 0B, ik p% 1 ] 2017 4E2 H 1 HEUE)  Z2alt BEERAEFRS 1 1£(09801:
BB REA) . GCP ESFIkI  RifEZ: U, 1BBREMERTEE O OBl OFAZE RO RS
Z O 09802 : #RERE R LHIC X v ik (EIC X @bemE) . NliE Sz, ZBHH
HEL LT, 1BHRS ?HEEFﬁ(DJJJD TR B DHIRICOWTHESNEAR SN D, EHE
A EFERICEATAMEE (B 1 M) N S, ERERR 2 — K 09801 HAEFL4
WIRE RS A B :2017/02/10 BHE W U728 - AR XU AR OERE A%
FHHLOELF - RIAIE (2017/2/10) HEFES L ORRER : BTETE D FREHKOH
B AEYT, EELAEFRICHETIWMEE B 2H) NEE I, #E#Ra— R
09801 AEFLL  MIBEHGE ZFILA :2017/02/10 FE LA UZFE  ABRXITIA
el O AEFEROEIF B (2017/2/16) AEESL L OREMEEZ  SETED
HRRBIKROWEE  BEET, n’EgE s, ZeMEmRENEH I, 1RO IR
L7 Sl SRR S b,
BhRE s | EERLA {KAEE 4 BH & A KGR R
500 BAY59-7939 IS VIR SRS I AH EEN R R
EEHAER  AHHEEEL LT, JRRIEEE 201641 A8 H 23 i (FIERRREITH 2016 4F 1
H8H) =2016 411 A 21 B % 24 hit (BHERIBATH 2017422 H 16 H) ([T O\ THGE
SNEGEEND, BEMERENRH S, IBBROMKGICEE L 20 S S AR SN D,
1R = = 34 1KFEE 4 BRFEAH PO 3L
501 | ASP0113 T AT T AR I TR 735 AR
YUfiE
Fmas R - MRS DRI, IO B L W S S U&GRE LD,
1R = = 34 1KFEE 4 BRFEAH PO 3L
502 MK-5592 MSD #att FILAH VRN E EE
TR AFEHEELLC BRI —F {ERH:201644 A 11 H = {ERH: 201742 A
10 HIZOWTHFEINWARIND, ZEMEHRENEH S, IBROMEICRE L 720 )
Wr < &R I N5,
1R = 3 i 44 {KFEE 4 BH & A x5 R
503 SB-497115-GR INIVTAR Tr—<R et ERIRE FAE AR B2
T I - etRE N IEH S, ITREBROM B LW S S KGR LA,
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1R 5 = 3K 44 {KFEE 4 BRSEAH PO/
MK-0822 " e L _,
505 45 0 WHEE MSD#kA 4 EAIIE PARE B2 BHLRRAE
ERAER TR T (k) MEESERE S, EBEE LT REBSGIE : 2 6. FEhupilsk : 2 5,
RIEERE  IRBRIKHEE L0 OB IEEE OO, BRGNS,
1R = =2 A {KFEE 4 BR & AH PO 32355
sog | DMV | o st B | AR G
TR AHHGEEL LT, fEFEOME Y 7 ¢ SRS RGEHE OMEZE  Version number :
06 = {RIFHIEOME (BE L% ETHIEBRA)  Version number : 07 {ERKH : 2016
F1H 28 HIZOWTHFESNARIN D, BEMMENRE S, IBBROMEICEE L 7
W EHIr S AR EN S,
TR = =354 IKAEE 4 BA & A F SR
MK-8228 N P NAHTBE T A LR
512 (Letermovir) MS DFfURAE I FRYLE
FiAb i AWHGEEL LT, IRBREMEE FE 4R (20156412 H 16 H) = H6ik (201741
A 27 B) IZOWTHFESNAGRIND, BB T (hik) SEEMNMEH S, EEE LT,
RIEBUSEIE . 5 B, FEhaflEk : 361 (56, 2 THIE 2 B, PIEfE 1 6, 24P SAE
14 (01630002 : FET) 1REREE & ORI FLEERZR L, GCP BSPiRi  ESFRER IS m E D
O 7401630001 2 7V —=1 ZFF 2 1 [F]¢> CMV DNA PCR #i D A3 i . 01630002 :
Visit8 OBIERBEDOREN, SeHIRIREIMERTO MV EYkBE DRI, visitl2 DR
PK £21fl., FU18 DHE KPitaE DR FEN M, 01630004 : A GEFE O, CMV PCR M D
BREARIE) . 2Ot AIMEICHOWTIE, ZEEBRT VA 2 X D RESED 7= Y| EAEE
NEEEND,
1RER 5 = 3 i 44 {KFEE 4 BAFE4H PO/
513 CP-690, 550 7 7 A P —#Stt M +A B o~
Tt R AWHEEL LT, 155 E INVESTIGATOR’ S BROCHURE Tofacitinib March 2016 =
INVESTIGATOR’ S BROCHURE Tofacitinib December 2016, K77 v F =77 = itk
(CP-690, 550) Jf 5k A B ‘% 140K 201644 H 130 = h+r773F=7
(CP-690, 550) JRBRIRMEEEE 45 15 il 2017 4E 2 H 20 HICHOWTHFHE ShAREN D, &
EPERAE DR S, /“%ﬁmu}b TR L7\ YW S AR S D,
1R [ 3R 4 {KFEE 4 BH & A SoF SR B
517 1.CZ696 IN VTR TRk A IT#A T I N
FamAn R RRVERENRE S, IBBROMKGIZE L) Sl S kGRS s,
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1R 5 = 3K 44 IRAEH 4 BA %A oGP B
520 KRP-209 AR RE At % 1AH EENSPENISY e
Famas R AHEHE %& LC. |BBpEmsE R 3 oA 2017451 A 11 BERR GlE) . 1853k
HEE E 1R 201546 A 18 HIERY = #H2kR 2017451 A 11 H{ERL. S8 CE -
RIECE H 1A 2015648 H 25 HERR = &2k 2017 4 1 H 24 HAERK, /GBS
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TR 3R b4 {KAEE 4 BRSEAH RGP R
522 PF-04449913 7 7 A P—EA St %1 AE AML = 7213 MDS

G AR S, RBROMKGI R Lawn LB SRR S S,

TR = 38 h 4 {KHEE 4 A& A KGRI B
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T AWHEEEL LT, 1RBREH W& Supplement (Ver. 2, 05 August 2016) =
Supplement (Ver. 3, 16 January 2017). B4 2K (201648 A5 H) = Bff %3
K (2017451 H 16 H) . BB HZE C16021 %%mﬁaﬁ*ﬂ 2.0 i (2016 4F 6 H 29 H)
= F3.0K (2016 4E 11 H 17 H) IZOWTHHFE SR SN D, MG S,
TEBR ORKRIC B L oW Sl S KGR SN D,
TR = H A4 {KFEE 4 BH & A POE- 3 35!
524 CHS-0214 R SV EAIIEE BEEi Y v~
FTbAs R AEHGEEL LT, IBROHEEMOBINZOWTHEE SIEARIND,

1REBRE = e 4 IRFEE 4 EEREYE KGR R
525 ABT-494 7 v 4 AREH F b/ B v~
TR IR ERMRI G ENREH S, EEE LT, FERSEIE : 35, EmfE 34 (55,

SETHIE OB, FIEFIER 1 F 2017 £ 2 A 16 HBIE), et EEAAESRS 114
(133601 : — S MENMEE MFELE) . GOP BESPRYL  {RBRFESFHEE O OB/t - 1 44 133601 :
—BPERMEE M VERBUZ LR, HBRE OLEMEREROBLS S AR CHIE N EEIE SN
TUW5 CRPEZJIE L7z, £ 133602 : [FIEEUS%., FFHEREME BRI EEZ BNk L |
BB & oo 1=, N Sz, AR HGEEL LT, Clinical Study Protocol M14-663
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H:20174E2 A 3 H M14-663 J5BR M EE FHROHLET 2 (ERH: 201647 H8H =
HBHEE 3 (ERKH 2017 4E 2 A 3 HIZOWTHE SHEAR SN D, ZoMERsE N &
. TBBR DM L2 LI SRR E N D,
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//\‘}1/31/(;(77‘_‘7 Sk JIEL M VI G
526 INC424 N EAIEE B B AR HEE
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1R e 34 IKAEE 4 BA %A R R
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_ S SEE N Y A PAZEME B IRAELE 12
532 NS-304 H AT Rk AL LS UEIRE e
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WEIND, BEMBENREIN, 7T A ToERS GETH) (oW T, ERO
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SRR S LD,
1R 3 L4 IKFEH 4 BA & A P 34355
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2016) . VBEREMEZEE (Global Edition 5,20164E1H7H) = Investigator s
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WrS KRS D,
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e A - AEHGHE L LT,
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535 E6011 T —HF ARSI 55 11 AH BEEY T~
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