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No.10.2,2017/02/03)

14-0006 [Vot 77— AESHEKEBEOVFAERE (BEZ-AHEHOEE(CDOULT KR
I B N IEERIR ELT-PCI-32765% |(FEEiR- BAE
m+AELER }®,10.2,2017/02/03)

14-0007 [FRATSRAAEEHRKASHEKBED)IIFEEL (ERTEZEDERICDOLNT(ESO |KEE
¥ & ELT=ASP015KEE I #H X ER(DMARD) I%,2017/03/03), 7B ERFDEE

[ZDLVT(2017/04/01)

14-0008 [FRTSRAAEH|RXSHEKBED)IYFEEL (ERTEEDEEICDOLVTEESO KGR

3t ELT-ASPO15KEE B ELER(MTX) k®,2017/03/03), 3 EEMMDLEE
[ZDLVT(2017/04/01)
14-0013 |7 RAFSERAIB%XSHOKBIZE 2B ERRKE BEEZ- R HEHOERIZDONT [KE

EBEDETECVARUNFIHERRELS
AZD6140(F A5 L O)L)EER £ R E MAR

(ARFE=11,2017/02/24),5 18 E L
DEHE(ZDLVT(2017/04/01),%
IHEMMBRAZERICDONT
(2017/04/01)




14-0015 [EHZEHEHKASHKREOFERMN-ZHE (FEZ-HZAEHOEEICOLT |KE WRTIHEEN
(ADHD)ZE IR &L T-S-877489(F& (%55hR,2017/02/21) REShTWS
#A)(Lisdexamfetamine dimesylate)ss I 48X BR =8 Efeld

BTHZETE
ERA)

14-0020 Yot 77— AESHEKBEOPFHENSE (BEZ-AAEHOEE(CDOULT KR
EDRENGBEEEEXNRELI-CNTO1959 |(HEIEMR- B AREIRE7
(guselkumab) DA R VL2 MFETTE I 5% |hRk,2017/01/04)RBAXE - RIEX
MERAR, SV LML, ZETR TS5 AR E |EOLEEICONT
IR ZEnY:] (Ve.5.0,2017/02/27)

14-0023 [NAIZLERKASHEKBEOERBEFEET (BEE-HAEHOERICDOLT KR
EHVNERMRKZE D (ESUS) REFRMBEVE |(EiBM- B ARE
EBEXRELT-BAY59-7939()N—0F YN V)ET |kR,Version24.0,2016/11/21),5348
tHEER ERDZEREIZDLNT

(2017/03/28),;RERFEMEEZE D
HICEAT2EHM5EICDNT
(2017/04/01)

15-0001 [EILo—UBASHEKEOBMI > /\EL X [ERFTEEDEREICDNT Bl

K &EL1-CC5013(DLCYL-FYRSF)E MAHEAER |(AMENDMENT No.2,2017/01/24),
HEANE-REXZEDEEIZDWN
T(E4.0h%,2017/03/24), 7 1BE
BB HEBDEEIZDONT
(2017/04/01),;8 B8 E M 5HE Z(H
VDL HEIZ DLV T(AMENDMENT
No0.2,2017/01/24) JEFI LEMIZD
T

15-0002 (EHZEHEKASHEKBBORERE ERFAEEDERIZIDONT(FES Bl

%P % &L 1-S-5884105 MK ER h.2017/02/01) I EE - RTEN
DEF(ZDNT(HEELR 4
k®,2017/01/31) I EE iR EH
DEBEIZDNT(BARER F4
F%,2017/02/01)ERBAX E - RIEX
ENEHE[ZDNT
(Ver.3,2017/02/23), 2B ELFDZE
BE(ZD0LVT(2017/04/12),E22493E
EIZDUL\T

15-0003 [BARA—SA))—BXEHOKEICLSEE [ERFBEEDERICDOLNT B
R FEEERMNFEELI-LY3009104RHAFEM |((),2017/01/30) I EE - R EH
FEELER(JADY) DZEFEIZDOLNT(2017/01/12),%

HEEBDEREIZDINT
(2017/04/20),;ABREMEE (B K
BFRODEREIZDNT
(2017/02/27),;888 =T EE(H
REBFIDODEEIZDOINT
((),2017/03/10), B ERI(Z DL
T

15-0006 (BRXRHEPST YL TAMKBEDMZEPHD L [HEEMOEEIZDONT e
IR FEHE D A= HNT201 5 MAHELER (2017/04/24)

15-0007 [MEREHMEPST7YI I/ MREDKZEFEDT [HIEEMODERICDOLNT B
FRERED AEIZR T ANT201 55 M HHE ER (2017/04/24)

15-0008 [BARIEEHRASHEBEORRIEZNREL [RREETEZ #HEDEFICD|RKE

T=CT-P6(FS XY X< D)E MBHER

LNT(EE6kR,2017/02/08)




15-0009 |[FZARSEFRAHASHIKBOBRM (TGS (BEE - AAEHOLEICONT (KR
HEEESNRELREEXRELI-MEDI4736 % |(7.0h%,2017/02/24)

U Tremelimumab e I #85X E&

15-0012 |[//NLTAR J7—YHRASHOEKRAICES  |BIES-FHEHOLHICONT (KR
LFG316MDHEEMEREANEI OEVIREDEE [(BE115R,2016/12/13), 5B EER D
=R ELT-FE TR ZEE(ZDLVT(2017/04/01)

15-0014 |[F7RTSRHERASAKBEOREEIYFE |ERFTEENERICDTES0 (KR
$HR ELT=ASPO15K(k#sr) & 4B 5K ER %,2017/03/03), 2 EERRDE R

[ZDLVT(2017/04/01)

15-0015 |[KIFHMBEKRASHOEKBEICLIE2HEHED [DHEEMOERICDONT R
MFEEETREL-SG-110DEMBKER  ((2017/04/17)

15-0021 |[YLATT 07— RASHDKREIZLSHSP- |DHEEMDZEEIZDINT B
02LD5E T #EEKER (2017/04/01)

15-0023 [J7/ Y —#XAEStEKBEOBLEFIERME, |(RBEAXEZE-REXZEDEEIZDOL |KE
RN EEERELT T(E3hR,2017/03/29),;5E85 N
MSBO0010718C(Avelumab) &5 I 48 5% ER A—FDEFEIZDINT

(2017/03/29)

15-0025 |MSD#AZHKBONRESHIEBWEEZN |HES-FHEHOLTHEICONT (KR

% &L 1=MK-3475(MM)E I FAER ER (GREERR- HAEERR, 13
hf,2017/02/17),5BAXE - FEX
EQLTEIZDONTE4LO
F,2017/03/24) ;8 BR M EEE
13kRIBHIZ DUV T(ET
h®,2017/03/21)

15-4001 |ER4F EIHERFOIMEHRESEZAR|ERTBEZSOERIZDOINTOGO KR
ELT=KRN86O1(ERIE BN TAILYT FAFL)E [kR,2017/02/23)ZHEREIZDNT
M+EEER

16-0001 |7 RARSERDHEXSHIKB OB FK M XIFELFH [Fluorouracil 50mg/ml Injection® | &R
AR R T LR EE N RELS: ZHE(|ZDLVT(2017/02/24)
MEDI4736/ Tremelimumab(— &) % M85
EX

16-0002 [//NILTA4R D7—IBXESHIKEO EHEME [HHEEMOEEIZDONT R
JEEREL-BHIMINCA245E A5 ER (2017/04/01)

16-0005 [MSDHMASHEKEDZHRUEEHRELZHNREL (BEZ-HRAEHOEREICDOULT |KE
7-MK-3475(RR) % II fH i E& (EZERR - B AZERR,13

F%,2017/03/21)ERBAXE - RIEX
EOEEIZDLNT(ESD
h%,2017/03/24) AR EMEEE
13hRB (B ARBRIC DL TEET
kR®,2017/03/21)

16-0006 [EIL>—BRAESHEKBEOEI FIHEAER |(BEE-HFHEHOEHIZDONT [&KE

(Ver10.0,2016/12/12),%> 18 EE L -
BABDEEIZDLNT
(2017/04/01),durvalumab ;& ER 2
BMEEZ(BAXREBRDEEIZDNT
(Ver7.0,2017/02/24)
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16-0008 (BAFHEHRASHOKEICLSIEHEMBEER (HHEEMOZEEIZDONT AR
S MmERECTEPH)EEZ R ELT-NS-  |(2017/04/01)
304(ELF /9D FE M ER

16-0009 [MSD#RE DIKIEICLDMK-3475DHEH [ BEZ - RFTERDERIZDOINT |&EE
ROF) U NEEHRELT-FE MR (Ver.13,2017/02/17), 5 BAXX Z - [F

BEXEDZEEIZDIVT(E4LO
F,2017/03/24) 4B EER -1 &
DZEEIZDLVT(2017/04/01),:8
BREMEZHARBROEREICD
WNTEE138R,2017/03/21), ;5B %2
BEZE F13hBHIZ DLV TEER
k®,2017/03/21)

16-0013 | KRIEHEHKKSHDIKEBIZKATS-141DOEL |HHEEMDZETEIZDINT AR
HEER (2017/03/10)

16-0014 |FARE/RASIHOKBICLOIEEBEZEX |RIEHEZW029522)ERIEMSE (KR
KELET7TVYRTITE MR EOEREIZDOLTH 4

h®,2017/02/21)

16-0015 [/NHEZJIEMRIASHEKBEOBENAEZRR |[DEEMOEERIZDOLNT AR
&L T-ONO-4538F MAREABR(LZ i ER HE R H|AE  [(2017/04/17)

AlLIEEREER)

16-0016 | AHBZER T EMRA R DIKFEICLDHPro-NETU [HHEERFDEEITDNT xR
D T+ ER (2017/04/13)

16-0018 [MSD# RSt IKBEDBEHRF-(FEBMENIT [HAXE-RAEXENEE(ZDL KR
WA TATEHEETRELIZMK- T(E3.0hR,2017/03/21), ;8B EHE
3475(TNBC)(pembrolizumab) & II #85 E& HEZE 20T EH(ZDINT

(2017/03/03)

16-0022 ([T—HAH%KXESHEKFEDE 1 48 FEBIELEMIZDLNT AR

16-0023 |//NLT4R J7—IBASHEBEDRATOAF [ EERDEEITDONT e
ERMadBEAEBEEREEERELZ |(2017/04/01)
INC4240L ) F=D)E MR

16-0026 |KiFHEMASHIKBDBHERRIEIZEE X [Clarification on Protocol LA—IZD |&ER
[TEtt BBk A MREE R ELT-SGI-110 [LVT(2017/03/13)
£ MAAEER

16-1001 [H /74X SHEKBEORMBERBFERIEL (HHEEMOZEEIZDONT KD
f=25FyCavka- N A+ o4 EIVATO-VIEE [(2017/04/01)
st ELT-ALIROLELBR % F IV ER

2)J\EF

ZHES i o el BEEIA BEGE k=

H12-0003 (74— XESHEKEO T HEINCEEDE(HMEEZ - ATEHOEREIZDINT KR
BHERBREETHIHEBEEERNRELI-CP-  |[(HARERIRR FE15
690,550 ZhEEk R FEHREABR(EEMAR) hf2,2017/02/20)(Z 55 kfr,2016/12),

HEANE-REXEDEEIZDWN
T(Ver.10,2017/03/15)

H15-0001 ([EAT 7 — SR AR KD E BN BIERE [[OREMESLEMIITOLNTE2 KR

KEBEFDNREL-AIMI0FE MBERPRERER  [1B4##,2017/02/03)
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H15-0003 [/ \A T ERMARMEKBEORRREH/ET (BE2E-FAEHOERICONT KR
EHRVNERMNZERESUS)RAERBBEE  |(BIERR, Ver24.0,2017/2/16)(3EEE
FHEXRELIZBAY59-7939()N —RE 4N V)BT |k, Ver.24.0,2016/11/21)

HEER

H15-0004 | ¥ £ J7 —YHRARMKBOEWIRAE R MBS - AAEROEEITONT (K&
EZERRELIZCNTO 1959DE MR VR LM |(FOERMR, 5 7HR,2017/01/04)(FEEE
EFMET S MER, SUF LMk, ZEF (R 57HR2017/01/04)RBAXE
®, TSR AER, FERER REXEDNDZEREIZDINT

(Ver.3,2017/02/28)

H16-0008 |7y ERISMAKBEDARLRAMEIER  [REABENERITOVNTEE KR
[FEBEAREODBARABREEZRNRICUYY |- BARGEHR, RET
FARTETEED2OOELRLAE-AED |kR,2017/01/18)EE - K FEH
ANMRUVRESMZEFMTIELNME. SO L |OEEIZDNTEE
b, EEHEHAER F%,2016/12/22) R BAXE - RIEX

EQLEFEICDLTE2RR,
2017/03/13)

3) A

ZHES Fiaak BEEE BiEER &=

016-0004 | A S B ZER R S KFEDL-DOPAGFAH/A—F |[BMEZ-RAEHOZEREIZDONT [EKR
U REBEER R ELT-HP-3000D E M43t |(559.05R,2017/02/28)
1TEEME L5 A BR

QOEE#R

DFEE

Z{GES [FFAS BEEE BEfER |[EE

11-9001 [T E KEOELHMEEEZRREL [HEEMOEERIZDLNT 2
7=TCD-10023MDFE M L X L R LLEELER  |(2017/04/01)

13-9001 PRV NAFa15— Dv/N\UBKRASHEKBO (HEEMODEE(CDNT AR
EmEOEEFEEREIINT HAVI—301EE  |(2017/04/01), B EEMBEZ TR
BREZAHB AT D LG R ER [ZD0LVT(2017/04/01)

15-9001 (AU N\ABASAKEDOEEMTIERLER (FEEMOEEICDINT AR
RIFICOPDE X &R ELT-OL-BF-001DE R [(2017/04/01)

UL LHETHET 5= DEEREER
16-9001 [HRAESHIIMROKEDFHRBEEIRFEELE R (ERTEZENDERICDOLNT(E2 |HKE

&ELT=CES-1(Y0R4Y =iz HATUN R ER

F,2017/03/03) I EE - KT EH
DEH[ZDLNTE?2
h%,2017/03/21),5RBAX E - RIE X
EDEHE[ZDINT
(Ver.1.2,2017/03/27), 5B EER D
ZEE(ZDLVT(2017/04/01), 224
EEIZDINT
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