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WMBIREZIV) T « BBAT1—)

- B SBRBEINR OIS S PIIE NI CHERGEE T > TS0,

- GRS DIRRER I CH VL CERNIC MR A LB EEML TULELIEH,

BEIER:JL7F > REEZBUN)E

%1 RESEEG. BNEEIEEER (A19-2015458) DRRE R ¥ 1—)L (55/R—2) | ENSEIE R (A23-301 88 DIFERYT Va1—)L(61/°8—) & CBRLIZE 0,

Sl ERRIRIFOUNE

BT DICTVEENSROONESEICE AR ZREN (THEL JER DU TR S 20T 24 E @G

NEBZTOTIEELH2,
%2 FREHEED. AR MECIET S8 (1 478—9) RS BRES,

N EEHEE. EREERRBRINTY 27 SBES (RMREEIRIE), Tl 95683 (FH30F6FE)
https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1e25.pdf

FLARE

- EPUBIERER (A19-20158) B 1/ 11855 (PEGINVERAGRER) (CHL\ T . Grade 3L EDR RS
ROEELRMBEEORRIROSNELATUL,

- EPIEBIMEEE (A23-301:8R) JE5HBIEEE (PROUD-PVEER. CONTINUATION-PVERER) [CH LT,
SUBEEORREBOOSNFTA T,

P EUBEEORERR

EAsEI85ER (A19-2015185%)
N=29
158
£Grade Grade 3l E
2EBRES 1(3.4) 0
ML 7F =800 1(3.4) 0

MedDRA version 23.0 B (%)
CTCAE V5.0

FIREFHY - $55tHAR (£ Grade)

- ERNEIHEEER (A19-201:3E8) (CH I T2RUBEE 1 HOFRIBIFEAIF43H. FHEAEE7 15 . &IR (S OET
L7zo
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A
N
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14. M FELTE"

¥MedDRA PTOD[7 7 O—AZERAE] [HIL 20 AZEARAE | [RYZERAE ] [FEENIREEARIE || [AFSRAREARIE] . [FTRIAREARE ] [T R M
FASAE || [Z2SERARAE || [FRESAR. S TEINREASAE || [SARAE || [EERIBORNERARAE || [RERNZRASIE || [RERRERARIE IR ET ] . BB SASAE ]
[ALE R PZEARAE | [)\PAZEARIE ] . [ERAIREEARAE || [BAAREEARAE | [SRRBNARERARAE | . [RARIREEADIE ] . [ RBRENIREEARIE ] . [ KA ENAR
FIRIE | [WERIRRESIRERISAE | (5 BENRERISAE ] [SniB EFERARNE | [ZDARERASIE | [R) RERASIE | [ANSHERISSE | [ANSREE SN ENARERASSE ]
(AU ZEARAE | | [BSUMAE PERMZEARAE | (B PERREEARAE | | [FRZEARIE ] . [FMMERU\ERARAE |« [TV ZEARAE || [FRABINEZARIE] . [HERR
BIARERASAE] . [PIRRERAAE | [SEKERARIE ]| [REREERASIE | O DARBBERARIIISAE ] (W I NBBIMER) Z&ETLE LI,

AR L BBIERRRDURT

MDY =T TOVREICHVTIEEIREDE RN MESNTH  SZBRIV AR I DU REMNEECTE
FtAo

- BAGEWEREL T, EEE EEAEA) FEISE BEEA) EAH5 NS ENHIET .

EETNSER

- EOBUDMENBAET SN IO TIERD RGN RRFIET 2 ENZVESNTUVEY " IEEDIBE (L.
MU D7) - R R BIESE (B8R, BR. ERDILK) AEEBES. Bl - LS. R MELOHS (S, .
ZRARDELIN. [FIRREE MAE - M. > 3v) EHBERN H5ONET .

7N

BlIfEARIRFOUNE
- BRET DTV RBDROSNIHBEICE AEIERENSFELIERICIDU TR S ZHIET 273 & B
MBZEIT TSV

% ASFSEER. AERUABICEET IR (14X—) 2 ZSBIZEL,

NEEHHE. EREERERRINGY=277)L MASE (MARFARE . EARE AEE), Tl 9F68 (HHI3F4RME)
https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1f57.pdf

HIFHEE

- ENETHEEER (A19-20158%) . ENEIMHEEER (A23-301:5088) SENEL/ T4 8 (PEGINVERARER) . /B
SR ER (PROUD-PVaER. CONTINUATION-PVELER) (CH WL T MEEREDFRIRIFRHSNFELTAT
L7zo



15. BCRERE"

%MedDRA PTONERXBECSEZIESMERM]. [BEREMERESEX] [BeREE—1—0/3F— | [BEREMEA/ V) R M/ R
HAME [BCRE )2/ IEBERE ] [BCREMR ] [BECRE MRS [BECREHRES | [BCRetmk]. [BeniEt
SFPERAME] L [BECREIEFRIRK]  [BCR R IRREER M [ECREMFRIRES]. [BcrEE=ENE] . [BeREHE
BERRMAN]. BB/ \MIEEERHE] . [BeeEtDEmk]. [BeeEb DR [BerRtER] [BeREtKaEtER] .
[BCRRREA]. [ECREhatRR ] [ECREMBER ] [BCRRHHE ] [BECRRENERE] [BEeREEADMES |
[BECRZitik] [ECREEME]. [BCREmiEER] . BBl maME] BRIt REX] . [BEeRiEaml. [EC
SRR [BCRESMEEN] . [BEREMRR ] [RABTEEECREIEERK] | [ZREECREITERS 1 8] [ZIRMT
BoRE A REF 251 [£ R B SRR IR 3 R UTIBME SRR I RIREE R (WITNEBIWER) 2585t LEL,

AHNCKZBEHERAFEIRDURY

MDA I =T IOVRAICSEVTEORERRDEBEN RS SN THE  SHXBERNFEIRT DU REMENEE
TZFE Ao

- BABEWEAELT.BERERRICIDEBONSAER - iR [AFX S IIEE M. R F 4% I/ Wom M RBER
(ITP) SEB M ARBX . BIE IV F @ 25T T IN—T A MERX. T4—7 - /)Wl - RERE] BEER9A)
NHpobnadlEndmlET,

ERTANEER

- BEK BRI BINMR. AL BB L ILER - B DDAGRED

OBMAEN : EBBARL. ZEHR BRI BER. BE. BUN BK N ROESE?

- ITP: NI (RIKE I (FEBE)  BRPI I, S, S0, MR BRERH AR S

BB | FHE N S RAEMORSIE - M4 FFIREY

- BEUOYTF BB AERAD B/ VERER. FO O3 B DERR . B R S

C2EUTUTYNT R 2BBRRK BRI FEE ENTEIT SEEALREE T 01 RBEARHHE . FiPYfE.
RIETRA 2 MR C R ASN DY,

- [MERX : HAEEERR. EEHR. HRNBRLEDESAERDENC. LCWZH D5 (palpable purpura) ¥
MR RZBE . B7 MEENE E D AR BRDFEIN . MPCIE M. KRR ARG L7

s TA—TN - [REAR B BRERFEIRD 1~ 2)881C REME R BE. BEDORE RS . SBIEE . HHE.
EISY) E50Ee & IRIEREL THRARFTI ORRIE . ALK OB IR R (R, DR  fEiR OB
B AR R IR D FETR - IR, IS IR KB &9

WEBEZII>T7 - BRBRATVa1—)

- BERBER (1ZUBC R MINER) XFZDORRADSH 5EE TIHEENMEBNIBEL T BN DD
12 ERNICIRBZ T OB EBEE T HITVVEERICR S L TIES L,

BlI{ERAFRIRIFOUNE
CBRETDICTVEEDSROONEEECE AR ZREN (THEL JERIHU TR S 20T 248 @)7G
MBZE{TOTLIET L,

% ASFHEER AERUABICEET IR (14X—) 2 JSBIZEL,

) EEFHEE. BREUERESRININY =171 ZYIEAES FHERES LY RS, BT D oR R A ES CRG I ES . 2 A2 EYER DO
&R, TR20F48 (BHTFEIRNE)
https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1i01_r01.pdf

2)I§$)%1§J‘éi. BEEWERARERNIGY =27/l FHIEEN (BMEBM. AMEZ OE > M. REFES S, R HE M. ERFIREEM), 19568 (HH3F48
CUE.
https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1f05-r03.pdf

3) #RIER I —. RV WOR MR (BE#HR63) https://www.nanbyou.or.jp/entry/303  [202582812HEE

4) BESBRFMAERHYE EORRBERMASEEMENEHREREEICR T REWNR (AN [HSEENBMARSE DIISFE EIREGTH6FE3R
STBE)BEBEREA - 70— SRR - JBFER
http://www.ibdjapan.org/pdf/doc15.pdf

5)EEHFBE. FH22EEUIYT - TULF—IBREBERIMERTFAN $F6E BEHUIYTF
https://www.mhlw.go.jp/new-info/kobetu/kenkou/ryumachi/dl/jouhou01-10.pdf

6) HRIEHR I — 28HTTYNTR(SLE) (EEHR49)
https://www.nanbyou.or.jp/entry/215  [202582812HEE]

7)BEFEE. EERMEREERNNY =27 )L MEBXICLSBRES (ANCARESD), Fa30468 (HH7E3RE)
https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1e57.pdf

8) BARKIERZ R RNEDRREEA T N1 AEMEER. HARBZRMES. 2019; 123(6): 635-696.
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16. I RSEEIRE - MR AL SRR

%MedDRA PTO[FEEEUAM M RESAEAEREE] . DA I REBEREREE | RO TR MM WUBAME SRR (L3227 2EIEAZES UE
U7z,

FENCKBEIEARRDI AT

DT> —T7TOVEAECH WV TOBMIERBEAEIREF (HUS) - MR MM/ WRBAMEEDIR (TTP) DFEIRA
BESNTHI BRESNRRITBTREUNEE TSFE Ao

- BARBENERELCUIVIMREA B BR 2% E#E T 2HUS BEEARE)  TTPBEEARE) AdShndieh
HIET

FRINEEIR

- HUST(E#90% T Mae L& T s

- TTPTRERRE BRI RO BARARG EDORNERERICHA  FEE. BRI DIFMM@IREIR. 2R BRGE
DEHEEES . BERBEZHOBIICIIBRENR. BZE. BN M/ REIAMN DR SRR O U M (BB
BIPSHH . MR GEEEH MG L) ARSNET

WEGEZIVT - BERT V21—

- HUSTTPA SH5HN S &N 32D T ERNIICMARARE (V) WREL FRIDIREL R IAREGE) RO BHEERE
EIDREERETD(ATOTIZE Y,

- BREAICH oo TIA R ED 21 AR 2BRE CEICBRARERIOER L. REMIMBARE . BT Biisean s
DERFFAREZ#R )R TIEE N,

BEIfEARIRIFOUE

- BREE T DTV EEDROOSNIG B AEIERE (SFEL JERICIHU TR SZP LT 2R EEy)e
WMBZ{TOTIEELVE,
% ASFHEEL BERUBEBICEET IR (14X—) 28BS,

- TTPO T REM A ERHSNNIFEERE P LIEL . READ MERSTREE SRS MR E S 1TV ET S MVIWR
N FERRIEREBIES B BRICHEREGOTVET Y,

N #RBERT Y —. JBANS M RSIEERS (FEEHRM109)
https://www.nanbyou.or.jp/entry/3847 [2025%2F12HEiE5]

2) B4y EhE. EEEHERRRNINY =27 )L AR IV RBIZMESEBLE (TTP), FaL225 3R (HH46E2HiE)
https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1f49.pdf

FEIRSARE

- ERNETHERER (A19-20158%) . ENEMIMEER (A23-301:5088) BN EET/I185 8 (PEGINVERASER) . /&
SN EE (PROUD-PVEER. CONTINUATION-PVEER) (CHW T HUS. TTPOFIR(FERHSNFEBTAT
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17. BEYEE*

%MedDRA SMQD[7F 71 53 > — RIS SR OILE) | 1232259 28IER (PT) 255t LELI,

AHZ & BBUERRIRDU R
- T 29— IOV BRI BV CRBEDFIRNRESN T SHBRN RIRT SR BECEEL A,
- EABENEREL T, YAy (R SHBSDNBIENBIET,
ERTANSER
IR CAEB P 2SR EOILE - RRBEDTENS VN TT A —BOEHI Tl RS F5E/T
B FEDERDSEET BN BB EENAUBTT ),
- B LERE . IBLL, TR DR SBER
RBRE ARG C ORER
- [ 8. <Ub . INRTED 2 SRR KB OEe < B RIS IFIREREE. B8, 7 7/ — P2 S DIFIRE
FESR
- SR R IFEAE T & OISR
Rz R EEORE S OMRER
BEBRE=>T - RERTVa—)
 BEEZEORIEFHT BT H BRI AT TS,
B EFISEIRES O VE
- TR CIPIRRES. A I, B, B T M HE P A B 5 DN/ B8 RS AESICRIEL TS,
 FRODIETASER | ICRHINSERN BSOS, AFIDR SERFDTHENEBESECDIEL.
AR AT > TS,

EEHEE. EERERESINNY =27 7 715% > —, Fa20538 (HFTFE9R N E)
https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1h01_r01.pdf

HIBAE

- EASEIHEEER (A19-201550) . EASEIEEER (A23-301588) B/ 1185058 (PEGINVERAKER) /B
F+E5ER (PROUD-PViER. CONTINUATION-PVERER) [CH W T BEEDHEIRFERDSNFETA TLIZ,



FOTBERSUESOMLERHATEETY

BN FHIDBERSIC L) S B CIERHAVE FBR LR SORNERN RIRT 3TN S UET

BERS(CWT 2ESE|IHV =D BERS LB BHEAOBIRERZFMICHERLTE
'(SL\”

BHFEERFIEARAERICH L TIEIBEIRS(IPROUD-PVEER T1HIICERHSN HEEZFIBRAZEN 10/E=
(1000 ug) MM BESSNTVELE (FBINBAFSEEF500 ug) . L1 flIHBERSINLEIC
FE EREDIEIR (Grade 2.3 EEE) ZREL. NSTEIT—IN(7E NI/ 712) IRA. AFIR S
PRFICEELEL . BXBRIABBABHELELUE. HZ16(HBERS5%139HB(CHELE
(Grade 1.3EE£).2808B(CHMEKEAME (Grade 2.3EEE) . 154HBICHEER LR (Grade 1.
FEEE)ZRH HEEFERETRRTROE. AMKEAPNUHFBER LRI ENETNEREHLS
158B.57HBIICEELE U .

1)U.S. Food and Drug Administration : Besremi. Package insert.

B A23-301:EREA19-201 R TORRMFOT 7T LICDVTHITIEE L,
D A23-301HBRUA19-201 HERICH T ZREUDBERVEEBRORBRNEL FICRLES .

Z2MOBE (A23-301 KB R VA19-201 55R)

BlI%% (%)
A23-30155% A19-2015ER
2141 296l

2HEEER 21(100) 29(100)
Grade 3L LtDBEEER 3(14.3) 0

RLICESEBESR 0 0

BEELEEER 1(4.8) 1(3.4)
BESPILCESIEBEEER 0 1(3.4)
HREICES-EEER 5(23.8) 1(3.4)
WEBICEIETEEER 6(28.6) 2(6.9)

A23-301EHRICBV T ARSI 526B/H (BEAR24BERUR2 BRI S L CEERRI% O 148/) (CRRELCERMESN,
A19-201HBRICH VT AR SHBD SRR S (RSP IEEECEELEVRVEKXR1208) DS 1 nBUARICHKIRUIcERMRESNT,

S AN HTRECK 2 o}

D>RLO
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* Q&A

SIRATERICBVL TERHSNIEBEEER (A23-301 ;RN TA19-201558)

5125 (%)
pPT*2 A23-301:5 A19-20158
2161 2961
£GradeNDEEER
RepB23707'07) > #h0 6(76.2) 8(27.6)
BRERE 0(47.6) 16(55.2)
ASTHEN 6(28.6) 5(17.2)
ALTH#E0 5(23.8) 6(20.7)
am 4(19.0) 3(10.3)
B MmERECR A 4(19.0) 2(6.9)
A 3(14.3) 9(31.0)
_FIREER 3(14.3) 5(17.2)
ida) 2(9.5) 8(27.6)
1> IINI P ERIRE 2(9.5) 8(27.6)
GGTH# 2(9.5) 5(17.2)
HhPNTE 1(4.8) 5(17.2)
Grade 3 EOBESER
DIC 1(4.8) 0
SHBERER 1(4.8) 0
2P AR R 1(4.8) 0
MepRJ 7)) REE 1(4.8) 0
EELGEEER
DIC 1(4.8) 0
AMBLHERX 1(4.8) 0
SEX 1(3.4)
HEICEEEEER
B MEREuE A 3(14.3)
BIMERRIAME 2(9.5)
YFAERBIAME 0 2(6.9)

¥1 2EZBRREVINDOHBR THIRIIGH 1 5% L Z52H

%2 A23-30150E(FMedDRA version 27.0.A19-20158&(FMedDRA version 23.0
%3 WINEAREEDERBEREIEESNIZ BB ECICESEBEBREBHACROONIZ RSP I ICESBEBR EHHI RO SNREICE o7

52

BESRERDSNGN O,
ZEMHDOBIE
BI%% (%)
A23-30155% A19-2015ER
g SH MRS ES g SE MR SRS

2161 2161 256 291
2HEEER 18(85.7) 20(95.2) 25(86.2) 29(100)
Grade 3L EOBEER 1(4.8) 2(9.5) 0 0
RLICESIEBESBR 0 0 0 0
BELGEEER 0 1(4.8) 1(3.4) 0
REPILCESAEER 0 0 1(3.4) 1(3.4)
REICEOICHEER 1(4.8) 4(19.0) 0 1(3.4
HEICEDICAEER 1(4.8) 5(23.8) 1(3.4) 6.9

x4 A23-301 B CIIARIR SN S6B/. ERICAT9-201 MR TIIAZEIR 55N 5 18E8[

X5 MBI SR TRASHEBIE TET




» SEEN  ERRE5R

1HRER  EASEIEER (A19-20155%) DRI H@E K

EIPISETEENER (A19-201518%)
2)Edahiro Y, et al. Int J Hematol. 2022; 116(2): 215-227.

AiERIFPharmaEssentia CorporationDX%iE CiThniz. EE(CEEHDHENSENS,

BRI

<FE=HH>
B8 REOEELSEDERNNBEGHABRAPVEEEZRRICANZLIOZEERVENZELAEVCHRIC DWW T OB EIRET
9%,
BB shpem. sn remEmER
THI>
P N FAE¥175~150 mg/B%EHA
BAAPVEE 294 (7 RAE) VR OSEE FthOHIieE)

oRRANERE ANZLE BT EICR RS

- WHO%3482008 2 (FWHO 482016 (2 & V2B - FBAZ100 pug/O* ¢ . RELEMRFN/NSA—IZERT B

- RO AEDEE A Hi FTLETEIT50 pugdDEEL.RAHE%Z500 ugsls,

- HUBE C AR TS A B (R RERS) « - MR BEENMRENRRICHULTEISNZRREROCHRA

RSHBDHFE & BEBED BN BE ‘onsERARELL,
(HUBEHARI<RTE345F)
AV — . . 7#40—
=27 B &K (WESIZEICRIMZERE) 77
-4 0 2JBZ&IT50 ugdDIBE.|RA500 ug 36 52 56 (@)
NALE B5HE HER
#5828 100 uge ®T
FEIHEIEE
BMmzEEULEVCHRZERER

a ' O AN EZ M TR DBBF50 ug/OTHBL. RALIBEITRE > DM AN A2 @) SER L7z,

b REUIMAZE/ STA—I DEF : HCT<45%. PLT=400x10%/L.WBC=10x10°L

C UBMEFHCT<45%% EHEICEE LIz HCT=45% DB 8013 M TENEE RS L8 A S8 (200~400mL/E) L. BfE P O MEREEDH HEE(C (328 (100~200mL/E)
E18BEDITER LI,

1 B ME YU CRERNFRER. iR AERASRE TR E CHRIES 0,

REOEELEOERNRHESRABEAPVESE 296

<ELEIRBHE>

207%LA £ WHO% 482008 (FWHO 5 $8201649 (CED<PVOEH IREDIZEAE DER L HE . HUBERICA MBS 2 BE.
PoEd R (SHHSRANEDEIC KL DIBBRED T W EE (HUBRHAB<RE3F)

<ELRRRNEE>
FEIRMREEORHSNZEE. WITNHDBEIMEICH UIFNafERENH2EE . IFNa LW UEZX(FIFNaICH T 2BEiEEZ
BI2EE

EREEITHU AL IEBIAFAE100 ug/B (OMIRIMNEE FOBEF50 ug/B) TX8IC1 BE FRS5L. RELEIRK
B55% | 20/15X—9 (HCT<45%.PLT=400%X10%/L.WBC=10x10%L) #ZEH T 3FTUAIE(C50 ugddEELE (ETLT.
fthDMRRZR NS E B SR o 1 SHARI3 1 20 Bl RAHEAZEF 2B E(500 pug/bl&Urz,

D>RLO

LMk

i)
%
Eﬂ
8
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» SEEHN [EREER

SHIAE
(FasntE)

<FEIHEHIEE>

36.52;BFTEMZEE U VO CHRIZR R (PRAEERIEIC L D)

FEFHOBERICHITDEDAIEE. 36BIE52BE COBEIHBURNISENENEE BT DOHCT<45%. @PLT=400%10%/L.@OWBC=10X10%/LOTRT%
U BEEERUS.

<EIREF{MHIEE>

REFHNEREBREWNE 23 HUFHEE DB D CHRZER F 3, CHREHE X4, RRYIDCHREZEE TOHIE BMEIET. RIID
SEMFEFTOHB.JAK2 VO17FEERT7LIN=FHESRUNRN—ZAT1 HE5NELE*3 . HCT.WBC.PLTR U BT 1 XD
N=RZ1HENE(LE, MEE FHIMMEA N MRS SBA I HERE DEIG . MR FM/ VT A —F (PRIRERIE) D
RS MRFEH/NTA—I D5 2:BIF D EISEM K. BEIEH 1 X D3

%2 ZWER(E. SEHER CCHR (MBE31BLAISEMAL THCT<45%). [PLT<400%10%/L). [WBCS10X10%/L] DE#A TN TR/ T) ZERL-BEDSE
EERLUIZ.

%3 AT TI312.24.36. 52 B DIBERICDOVTERH LI,

¥4 ARG CTIE3.6.9. 120 BROBRICDOVTEE L.

%5 ARG TS 2BRDBERICDOVTEEH L,

<HRHVFHEIEE>
DFEEFNEI (VR) *¢ &
%6 ATTIE12.24.36. 52BBDBRICDON TR

SHERE
(R=1H)

BEERORRI G EREEOMEN GIER) EEM. HBRPIICEILASER F

FEAETE

<EETREE>
ITTEE : 296 (a5 EZ 1B LR 5)
RTEMETNRE : 2961 CE5E2z 10 HIRS)

<ERtFITiE>

SFIFREIAET (CHREZER F TOHE. RYI0;EME TOHM) [F. Kaplan-Meiert# A THM. PRIBE. 95%CleBEH Uz Fe.
CHREFGEHARIC DV TIFCHRERBID A Z EHfT IR & U CHREZR D FHEIEF = A S CHRIEK D FHiib RE TOHBZEE T U,
18I TEHMONOCHREER LICH SIS} RRIABEFAICA Vo SEREE TORIE ICE D<ERERSRME. F—INFIHTHER
BE RESTEUTRTLIZ.

T—9
HYNAT

202156R15H

CHR[complete hematological response]: IMi&EZHITEEZ3p. Clconfidence intervall: {E38X™. HCT [hematocrit]: AY K7y HU[hydroxyureal: ERO+3
L7 (BARO—KABFEROFS7IL/NZR) (IFN[interferon]: 7>9 =702 ITT[Intent-to-Treat] . JAK2 [Janus kinase 2]: ¥XXF+—t2.MR[molecular
responsel: D FIELFHEMN.PLT [platelet]: M/, PV [polycythemia veral: Bt% mfE. WBClwhite blood celll: BImEK. WHO[World Health
Organization]: tF{R{EHES

3)Tefferi A, et al. Leukemia. 2008; 22(1): 14-22.
4)Arber DA, et al. Blood. 2016; 127(20): 2391-2405.
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FRPB22o07 07 4%E ([ ([
ECOG PS o O:EDH o o { ]
BRI A ° 0BDH ° °
Sy— -
il 2 e [ OBD o
BEY TLFR (4T3 ° °
=83 ° ° ° ° °
08,48
SRR (M) e, ° ° o
458 1 OBFRS)
HADS [ ) o [ ) o
IRiRE ° °
BRI ° °

NI IR EARR

MRAEAL S48 (ZE— L/ $7)L): BUNLALT.AST.GGT.LDH. 44 JLE>

MR AE (5—783L): NT-proBNPXIFBNP. Na* K+, Ca2*, Cl- RE: . 4B, 7L HUKZA T79—B 75— UN—B ILT7F = BEE. 7L T I,

LDL.HDL. ILAFO— /L. chiAgs. MiEek. N5 271>  TSHROF T

BERE (IR): PT-INR.aPTT. 717U/ 45 >

1 L RZEEE | HBSAG. HCVHE. HIVITE

MRZEIRE (RE—IL/ ST AEZ TV ATy R MV WREL RBC. WBC

MFPENRE (T—/8%)L) - WBCHE (SFDPER. 1>/ SER BABR AP ERER  AFIG EER IR IRIMER) . MCV

REZIIRE | ANA. TgAD (0707 UCH T 3EEHA) . TPOAD (BRER LA 39— PICH T ESH11E)

FRAGE : pH GBI EH. 7))L - WBC. iR

B RIE - BERARE

FEBXHRARES « 27— 7153 Z2HD 1 2BRFIE CRE U X B SR EF AT Uls. o RHPIEDBE . Z2M 7407 v S IO EGIBEZRE  XIR
BRAEFTOBD O (MEHIRERIC L 28 BERF T 5720)

8
=
=

i
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» SEEHN [EREER

P EROF S HUNIREGEEHL SEFNZSADYIVE R 5%

EROFSANNI RESOERDI AR R SOOERIE. AL SOBIEREE50 ugs LT 4RICTR
LU, 18 58815 28BS AL I ORBE50 ugd DBEL. AEICENDFSAL/AINEEHE (ERO
S HILAIROES250~500 mgd D) LT 85138 TIChIELE Ui AR BB C 2R NE D
FSHILNIRDSOYIEZITEG LU ROESYTT .

EROFAINZIRHDERNZALZADYVEZ 5iE

EROFSHLNIROBSE RALIDBRSE
1B 5EL 1 ~2BE N—Z 51 DR SED100% 50 g
15983~ 1288 EROFSHILNINEJBECE(C ANZL 3% BRI
EROFSALNIROBEP A B NS 250~500 mgd" DHET S 50 pgd DK
1B SR 1 3BELIE ok CHRICE 2 TR S

CHR: MIRFHITTEER

‘ AEIEEROF DI NIREDHIIZRAE AR E DI HAIC DV TIRETSNTHES T HERSNFLAD TITERILES L,

P AFIDREIRR

SBERRIMEZI78.08 (B3HE : 112~385H) ¢. Y EEIRS5=(348,679.3 Ug 4BV ) DGR SEF
662.5 ug CUIZ. FZ NRALID1EH7/Z) DIRSEF 1R S5FREIBEK 1 SERE TRARSED S Sh—ICEREL.
HERR T IO TR S 8(3396.3 ug/B (PRIES00 ug/E) T,

P IEAEOAIRURBRIE TIROBRSEFNNEEER

H#IFAE (A—REN3EERN OROEVAE) DO MNUEHBKE TROKRSEFDEESRELUITOESL
—(\\LJTCO

HISRE  09M

HERE B8 s HE k3
500 ug 156 300 ug 361
450 ug 161 250 ug 3%
400 ug 14 200 ug 141
350 ug 341 150 ug 2451

¥ HESASNERICHESNEEZST

HERE TIRORSEFDBEER N—ZFT1VER)

= HE(400~500 ug) {EFE (350 ugdF)
1761 126
Tt B (E0E) 51m% (26~61#%) 57i% (34~725%)
egcs 106 6
{3z
S 7% 661
EROFSDUNINEBREEZET HREDEE 47.1%(8/17l) 41.7%(5/1241)
HCT oo (&E6) 46.6%(40.5~54.9%) 46.7%(37.7~55.4%)
WBC PR (#iE) 21.8X109/L(4.3~33.4x10%L) | 11.1X10%L(5.5~29.7x10%L)
PLT cpsRfis (#E) 780%10%/L(269~1781x10%/L) | 558X10°/L(285~1147x10%/L)
BZzETSREDEG 23.5%(4/17%1) 33.3%(4/124)
JAK2 VON7FERTLILN—FTUE  chRfE (&) 79.6%(38.3~94.6%) 53.6%(24.5~96.7%)
SR DEEDEG 17.6%(3/1741) 41.7%(5/1241)
CHR*3ZRE R 47.1%(8/17%1) 58.3%(7/12%l)

%2 FH60m L EN FIMSEDEEN H2BEN B AT ESNTz. (J Clin Oncol 2011; 29: 761-770)
*3 BEREKETOAE



CHR*ZZERLI-BENEE - CHR*ZH#HF UL BREDEIS (ITTEEE)

29631
BRI T HF R (5218) CCHRZZM LIEREDEIG 55.2% (16%1)
FIECHRER LA HERHE T X CCHREMERLIZBEDENG 27.6% (861)

2485 R T3EhER I SCHREZER LIBEDEIG

37.9%(1141)

HREEREETORE

BIER (1IN EICFIRUIZEIER . R HETIRER)

BERKSHE 2941
BAE £Grade Grade 3 E
EIfEF 29(100) 0
IRRIRE 21(72.4) 0
ALTH#0 6(20.7) 0
FRB23 70707 ) 6(20.7) 0
ASTIEND 5(17.2) 0
AR ERR 4(13.8) 0
GGT#10 3(10.3) 0
TERIRARITA R 1% 2(6.9) 0
BIMBKECR 2 2(6.9) 0
TURHUAIBI0 1(3.4) 0
mep 7L 7+ =2 1850 1(3.4) 0
MR ERRBRER L E 4810 1(3.4) 0
4145 N SRR AR F R 1(3.4) 0
IDEBRQTIER 1(3.4) 0
= 1(3.4) 0
NT-proBNPi&H0 1(3.4) 0
I/ RERI A 1(3.4) 0
ERRARIE AR RS 1(3.4) 0
RES LUK THEREE 18(62.1) 0
B 16(55.2) 0
o2 2(6.9) 0
EOFERE 1(3.4) 0
Ei2 1(3.4) 0
—% - EHEES KR SERIOIREE 17(58.6) 0
) 8(27.6) 0
127N I HERIRE 8(27.6) 0
FEEL 4(13.8) 0
BRI I 3(10.3) 0
BRI 3(10.3) 0
BiElEE 8(27.6) 0
T 5(17.2) 0

8
=z
=
*14

i

57



+ SEEGH EREER

#/ERIKSHE 294l
HAE £Grade Grade 3L E
IS 2(6.9) 0
(EZT 1(3.4) 0
73 1(3.4) 0
D 1(3.4) 0
Ok 1(3.4) 0
HEERSLUESHEES 8(27.6) 0
Y] 4(13.8) 0
5120} E 3(10.3) 0
HEbRE 1(3.4) 0
=2 1(3.4) 0
= 1(3.4) 0
MRBLTIVNREE 4(13.8) 0
&l 3(10.3) 0
SFPERRIAME 1(3.4) 0
M/ RRIAMEE 1(3.4) 0
A5 REE 3(10.3) 0
ERIRRRIEAEIEC AE 2(6.9) 0
FR M EIRARA 1(3.4) 0
fEES 3(10.3) 0
il 2(6.9) 0
NS 1(3.4) 0
DERES 2(6.9) 0
ExlES 1(3.4) 0
IDEESEEET 1(3.4) 0
IRfEE 1(3.4) 0
it il 1(3.4) 0
FEERIEE 1(3.4) 0
FHHRERE 1(3.4) 0
HEREE 1(3.4) 0
FEIMEDHFEN 1(3.4) 0
1= 1(3.4) 0
MedDRA version 23.0 BI2(%)
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EINSSI4EE% (A23-301845%)

NHAER | BREIERER (A23-3015158) [ ELETI5OHiE L]

<xEEM>
BN | BEAESHRRHREFELEERAPVEEENRIC. AL IEREEE (250 4g.350 1g.500 ug) &S UEE
EDBEWERVRLWERET B,

_E_I‘;:E% Sl El. HEE ISR EEASRR. FIERER
FTH1>
p N TR #1 75~150 mg/BEHA
BAAPVEE 216 (7RAEVVERDEEERL DOMIILERIC & 2 F5%5T)
fi%ﬁaixn§$> NAL X 2B EICE TS
- WHO%3482008 2 (FWHO 2482016 & H - BRYRFIE250 pg/[ml. 2i88%350 ug/El. 48500 ug/Ol(BEZE
 BHEAEN NIRRT (EEY ERAE) CHEEL. Z0%2LBIEIC500 ug/BaE MRS U2,
SRR N B B EE c REMNBREEDEHN SHEN FURENUNERIBEEIRE.
- AEZOEEZ10 g/dL&i) - 211 g/dLEH). RSMEPE500 pg/OEHEFTREEL.
FRERER=1.5X10°/L.
ME7L7F=>=1.5XULNZ &= EE
21— ) R 7#+0—
=7 2B EITRR (MBS (B Z SEhE) 77
-4 0 2 4 6 2B EIC500 ugER MRS 24 26 (&)
NZLT  g5Hm WE 3@E o] HERIET
‘’E5E 250 g 350 g 500 g '
FEHHIER
BMZEE LRV CHRERZE

3 RAMNEREHOEEA SHE L SHEN LB BB EERE . B SHEDE500 e 5o s L BB SN DERISS SRR ORE L HREETEE U,

b BIAFIE 250 Lg TR RSN HERE I3 ARKIEE S HRO L. 55155 (200 ug). B260 (150 pg)  EE36EM (100 pg) NHETHIEEUE,

C BIMIEFHCT<45%% BB U HCTZ45% DI A (3. I THAE 5L B 5B (200~400 mL/@) L. B »DMERESEN 5 55 (2348 (100~200 mL/@)
EBBESICEELE.

%1 BRI CHU CIRERFER. DR, AR R B TR CREES .,

BB MRRTH N ETNELZARAPVEE 214

<FLHBRREBE>

18/ £ WHO##820082 X (FWHO 73820163 (CED<KPV DR, BEfZ ABEN MRA T2 X (EEH. T2 RFF e 5D
pSE BENE/OEUEZ10 g/dL(&4) - 211 g/dL(BM) SFhERE=1.5X10%/L MET7L 7 F = =1.5XULNDESE
<TEBIRANELE>

IFNaIc UEZZR FIFNalcH T 2 BBEEZE T 8E. IFNaX(ELF V) F =T OEREN H 3 BE JEREEEDRH 5N S
BE. 1 2BREUAICRBEMDICHFRNROONDEE

NZALIREF2BZEICT AR RS U BEaRAE (1HB) 2250 ugsL. 208 (2;:88F) (2350 ug.30E (4:88) (CEEEERASE
#575% | TH3500 ugliBEL. LM IBEMOERICIVRHEN IARENMNERIGEERRE IS TH (24:B8) £T500 ug/O
EHRFI B I EELU,

LMk

i)
%
Eﬂ
8
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» SEEHN [EREER

<EEFHHIEE>

248 SEMZEZE LA VCHRER R

FEHEERCH(TDEHIE(E. 24BIF COBE 1 2BLAISEMEHEEETHCT<45%. PLTS400X10%/L.WBC=10X10%/LDINTCHEmI-LIZBEETE
E{0ya

STHEE <EIREF{MHIEE>

(B) 1224805 &6 ITEMAE U TCCHRZZER UEBENEIS .. CHRERETO M . RICKIEHFICHIFBHCT.WBC.PLTONR—X
SAUNENE(LE. MRFN/NTA—I DRYIDEN*BZME TOH™Y . MBRFH/NTA—IDE2HA/M. 24BEFICH TS
JAK2 VO 7FEETLILN—FTAHEDR—R 1 U H5DOE{LE. =it AE (A—FRE C3OhERR5) ERFE O™ BImA
AE(1 2B L) [CHZFTOHEGEMRHNRBEMEHONRN—Z1HENELE . SHFBEIFICMPN-SAF TSSTEHE L=
FEIRDUE. 12800 24:BEF I C IR BTSN NERISH-I=BENEE &

%2 M/ VT A—I DERIF . HCT<45%. WBC=10x10%/L.PLT=400X10%/LEFER LI,

SHEEE

(Z2) BEFEROARIGERELOEEN GUER) . BN HBRPLCEIBESER F

<EEIIIREEE>

ITTEE : 214 Ca8EZ 10U L75)

RZEMMANRER : 216 C85E= 10 LIRS)

FRATSTE | <mmirsis>

FEHHEE 3. TWNEER LI BEHEEE . WT(CT95%CI (Clopper-Pearson Cl) TRULz,

RENBREHFCTOHRE (MRFH/NTA—I DRYIDEZMERFTTOHBE) (CHTZRBORBHMPPREECIFE.
Kaplan-MeieriZ&FHWTHE L.

75

hylgy | 20248108158

CHR[complete hematological response]: MK HFEEEL. Cllconfidence intervall: 88X /. HCT [hematocrit]: A~ IFN[interferon]: 1>9—7x
O>.ITT[Intent-to-Treatl . JAK2 [Janus kinase 21: ¥X2*F+—t2.MPN-SAF TSS [Myeloproliferative Neoplasm Symptom-Assessment Form Total
Symptom Scorel: S§EEIEMER AEKEHE 74— L4 $EIRZ37 . PLT [platelet]: M/, PV [polycythemia veral: EMZIE. ULN [upper limit of normall:
HAEEHE FR. WBCIwhite blood celll: BmEk. WHO [World Health Organization]: tE57 4R f244%R3

2)Tefferi A, et al. Leukemia. 2008; 22(1): 14-22.
3)Arber DA, et al. Blood. 2016; 127(20): 2391-2405.
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pREZST1-)

R o
e | | ke EER 0N | EERS OME e
N=2 T (0E.68. 108, | (48858, 1238, 24 | EERERET
Z1Y | 148.188.228) | 16:8.20:8) 148t
FEIRIRE () ° ° ° ° °
WX ° ° °
185 1 2FBDEBEECG ° ° ° ° °
SR ° ° ° ° ° °
SE BN TINGT ° ° ° ° °
MR E (RE—IL/ T2L) °
MR8 (5— 3/ SL) ° ° ° °
BERS (W) ° ° ° ° °
1 L REIVRE () °
M2 (RE—L/ L) °
RS (5—2)/ S2L) ° ° ° ° °
RRE (I7) ° ° ° °
RRE ° ° ° ° ° °
FRPB22707 07 %8 o [ ] [ ]
ECOG PS [ } o [ ) [ ) o
BEFERRD
(JAK2 VBN 7F 7 LILIN—F"18) o o
(1)
5=5% ° ° ° ° ° °
RN () ° ° OEDH) | @4BE.12B0H) ° °
QOL (MPN-SAF-TSS) ° ° ° ° ° °
ISR B E R (I T %) ° ® (1 280%) °
iR ° ° °

VERIRE | IHIROTAE N FEARE 2 RN LML BIC NI IYIER SHI7HURRUZ DHABR S EICRBUIC, RICEDIFIRRENER TS B VIBE L IMRICED
YRR O & Ul IERE A IIEIR SH17BUNICREE R (1258  RAL I OYER SIICBRE—>IThEN o,
FIEBXHRIRE « X7 —Z > 7 B3 RBeRI 1 2BREILADBREAN S EEHT & Ul BEEHIE TR UREM 740~ 7y SIS ERRNICUN BRI S D AERHEUIZ (a8t
TRARERIC L2 EIBZEH T D720) .
B 2FBEDERECG : R7—Z2FRRON—R T VTR 2 EBIHHER OSHlE. BB TR OREM 7+0—7 v SRS ERNICUERIZEDH
S0y
BRAEE NI NIV EER ME. /B FRHEAE Uz SRRV T RDA AEEFRT -2 T AN—2 51 V. FEZHHEE DT
B SHESAEIR TR A OR2 M 7407y TRHTAIE L.

MREEZARE (RE—IL/S2IL): BUNN (EERZE.ALT.AST.GGT.LDH. 8 )LE>

MAREEZRE (5—/3%)L): BUNX(FFRER.ALT.AST.GGT. LDH #E UL E > (B KR URHE) .NT-proBNPX [FBNP. Na* K+, Ca?* Cl fREE. M04E. 7L AR
T7I9—C IL7F 2 MEO.T7ILTI DL HDL S OL AT O—)L N Z )RR MESK NS AT ) TSHFTae R—251>
B RBERT 7 B RDRAIERER AW S HT & U,

RERRE CPT-INR.@PTT. 717U/ e N—251 B3 RFeRT 7 BN DRIERR AW 6T & Uz,

D1V ARHIRE (IM5%) : HBSAG. HCVHUA HIVITA

MRZHRRE (RE—)L/SRIL): AT OE > ATM Uy MV \WE RBC.WBC

MREPHARE (5—/3FL) : AT TOE Y AN Uy M IV WREL RBC. WBC. WBCHE (47 EK. 1>/ VER BAER SFERER SFIEEER BIRIRINER) . MCV e N—2 57>

B (ERBERT/ BUADAIERR AW S &I E LIz,

REFIRE | ANATgAD (H1 0707 U 2BECHUE) . TPOAD (FFRIR LA F2 5 — BT I 2B CHIA)

FRI&ES : pHEM. BB, 7L 30— WBC. S, N—2 51 > i53RRa17 BURDAERERZHW s 6T & Uiz,

BLEFEERE  DRBERETIAK2 VO 7TF7LILN—F ABEAIE Uz R7 ) —— > T HIICEBRE XN (FEMREEZ 583 X7 U— 22 7 BOREIIRELL

oo
SRR (M) : PIARERE THANZL TR NEDIA (ADA) 12 AIE LTz,
Rl RIE © BERIRE

s
Z
=

i
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+ SEEGH EREER

P thDMMITR AN EZE D SAFICTIWEZ SNI-BEICET 51558

A23-301EBR TIE EROFSAIUNINBREDHDEEN 1 0FAANSNELIZ. EROFZALNIRA
BESNTLBIBEICE AEIRSFIBRIICEROF D AILNIRDZSZPIET D EESNFEUILABINDYIW
BRRBOFBILUTOESITT,

EROFZALNIRDERZALIAYWEZSNI-BEDHE

EROFSAINIRDS
NRLECHYIEZSNI=EE
1041
EROFSAINIROFR DA R #U
500mg 5%l
PVEBZRFOEROFSAIL/NIROAS 1000mg 44
1500mg 161
R . NALXBR5HI6 188 ofl
EROFS AL NIROD R — -
NAL2R5F162387) 1611
%1 PIUEBREEOEROFSHILNIRIBSE | 500mg
CHR*2ZZERE UI=EBENES - CHR*2ZHHFLEBENES (ITTERE)
2141
BRI T B (2438) CCHREZR LI BEDEIS 57.1% (1 241)
FIOICHREMLIE BRI T EF CCHRZMERFLIZBREDEIG 47.6% (10%1)
2 48R C3EER I DCHRZER LIZEEDES 47.6% (10%1)
%2 SEBHETONE
gIfERA (1BILL EICRIRUI-EER . RE BT RER)
BERIKSIR 2161
EHAGE £Grade Grade 3 E
EER 21(100.0) 0
BRRRE 21(100.0) 0
RG22 707071 ) 81 16(76.2) 0
ASTIEND 6(28.6) 0
ALTIEND 5(23.8) 0
BMERERIAN 4(19.0) 0
MEPERR AR BN IL T80 2(9.5) 0
GGTH#E 2(9.5) 0
M) \RETRA 2(9.5) 0
ERIRIRE AR RS 2(9.5) 0
MEPERIRRRR BRI E > iw 1(4.8) 0
YFeRIREURIA 1(4.8) 0
HRNEE 1(4.8) 0
RES LUK THEEEE 12(57.1) 0
BEAE 10(47.6) 0
TOFERE 1(4.8) 0
12> 1(4.8) 0
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BERKIHR 2141
BHAE £Grade Grade 3L E
& 1(4.8) 0
eV 1(4.8) 0
—fi% - EREES ITIRSENIOIRE 8(38.1) 0
SETERAL I 3(14.3) 0
da) 2(9.5) 0
1 INIFRRSE 2(9.5) 0
FHE 2(9.5) 0
Bk 1(4.8) 0
R RS 1(4.8) 0
MBRB LTIV NREE 7(33.3) 0
=il 4(19.0) 0
BInBKRIAME 3(14.3) 0
M/ RRIAMEE 2(9.5) 0
BEEE 7(33.3) 0
BB AN 1(4.8) 0
FEERRE 1(4.8) 0
TIIMEES 1(4.8) 0
=) 1(4.8) 0
A 1(4.8) 0
OREzR 1(4.8) 0
BifE 1(4.8) 0
OPIk 1(4.8) 0
T ERIEE 4(19.0) 0
FHHRERE 2(9.5) 0
friEs 1(4.8) 0
e 1(4.8) 0
BERRSIURSHEES 3(14.3) 0
ESIEORA 1(4.8) 0
HEbRE 1(4.8) 0
FilNEE] 1(4.8) 0
RRRES SO FERAE 1(4.8) 0
FEmEAR 1(4.8) 0
fEES 1(4.8) 0
SDfF 1(4.8) 0
BB LUREBES 1(4.8) 0
EQR 1(4.8) 0
[FRES. I35 S OIS 1(4.8) 0 z
KK 1(4.8) 0 o
MedDRA version 27.0 BI% (%)

i)

ORI EEDSAXFCYINBZ SNIZBE(CH T B2AADEER SR OGrade 3ULOEZTERN(E
BELGASEROAERERBH O,
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» SEEHN [EREER

500 uglcEIERICHER SRENUEELB>I-FEBROERIKR

. :;E (’.l_ g)E, WEAFEIEH Grade BEMN SRR iy
WER—HER
500—350 BMmBRAME 2 JEEEE =] e
40/% 4 - &4 N
350—250 B BRI AME 2 JEEEEE A FOE
S50m%ft - 2% 500—350 B MBRIEAME 2 JEEE a oE
500—350 2MBEBRX 3 =E it oE
70w - Bt
500—350 BRIt MENREE 4 Ey-S it =
S0 - &4 500—350 B IEREOR A 2 JEEE E=] e
500—350 BAUHHE. ARAE 2 JEEEE it oE
7048 - B
350—250 1S EEAE AR 3 JEEEEE it S NEIEE]
S50m%ft - Bt 500—350 HENES 2 JFEE g OES
40m%AY - Bt 500—350 B IERFURA 2 E13=5y=5 =] S NEILE]
80mEfY - 2% 500—chf SR 2 JEERE £ FNEIL]
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iﬁﬂ%m*ﬂgﬂﬁﬁ (PROU D-PV%itm . 5591'7_‘-‘_9) 1.2)

1)Gisslinger H, et al. Lancet Haematol. 2020; 7(3): e196-e208.

AR5 BRIFAOP Orphantt (38 AOP Health#t) M3ZIE TITHONTz. EE(CIFEM D ENSEN D,
AOP Orphanit(dPharmaEssentia CorporationEMIEHERT TH Do

2) &R} ENSIERER (PROUD-PVERER) DAGRINSHEE A

RERICBVTHIREF CHDEROF I NILNIRFEIH T INALIFFDIFS MR SNEE A TU,

BRI

<x=Em>
HUSRAE R BB B OPV BB S REEYEEAV THUICHT BAZL OIS MERITT 57,
%1 ARBROBYIOEZBENFTHUICH T DNZL I OBHMDIREE Toholeh'. TDEICTRE SNIEXERICH WV THUD MR HIED RN AKER T FRILIZ15%
=[:p] (BEONEICEDOWTHE) #BZ 30 RN RSN EN S T —IN—RAOY IO ER(LERBRET AR RSB EZNETL. ARBROTEFHNE
[FES DR & LTZD,
<ElRBN>
NZLZORLMH. QOL. JAK2 V617FBERTLILN—F ABOZLEIZ DT HUBERBRICSHET 5.
BB | et R (L. TR, e SRR
THI>
FAE2#2100 mg/BEHE (7 ALY BREIER<)
o ) ANZALIE1276): 2B EICR TS
PVEE 2546 - HUSRSA %) - BIZAFAE100 pg/E
<TBEHANELE> - HUETE 261 : BRAFIE50 pg/B (HUI 3L T Biea9(cthit)
- 18REE - BEICRELE AR S EC T RESREENEZRT B
- JAK2 V61 7FEREB I D FeHICBATHE (S500 pg) TTHEBL. 125 BRI,
WHO%48200812 & 3328 )
 HUBREN 558 8(3.0./> N
LR —a QEEEARI A HUB#12761  EBEO%S
§ ' N
iff@g*mm’ﬂmﬁ - 500 mg/BTEIAL SH OB CHEoTHIEL. 1 20 ARG U=~
MR UVER
b . A71)— 40—
=7 4 BAY < S —————————> 77
-4 0 12 24 36 52 56 (&)
BSRA- 4 4 4 B HER
100750 g | BB OIS ] wEoET

™ Q N T W

EREMICE

| EEFHHEE DR (BE3nALNISEMA L THCT<45%. PLT<400X10%/L \WBC<10x10%/L BE#EH 1 XIERE) TEE.

(ERIRT  HUBEREE (B ) . 27 —Z> 7B 0O (60 LA T/ 60mi8) M FISEDRLE (5. )

DRBREYORSRNICHCT<45% &Y 2% T . 2SR MUL (WRBISEICIIRIERERIO TEN KR TRIE) .

TEABTCEGEYICRERERN (HCT<45%.PLT<400%X10%/L.WBC<10X10%/L) S 37z /EREDHERHELI,

| EWFHEDIESEE T BEN T PLTRUWBCIZFULNZ#120% FEIZEHFE (PLT : 300X 109/L WBC : 8X10%/L) HCTIFBIMAL T40~42%EEmM T &L DIERELE
Fllc. REEBWOERLBVEEICE SEMICRAMEZ RS U MBRICTEEETWER L. TOREZHR I d LU,

CAFICHFBERAEROAEE [EROF S AILNIRELTHBERATHS500 mg~2,000 mge1~3BIC53 3 TROKRST . BREOHERC[F 18500 mg~1,000 mgz

1~2@IEH T TROKST 2. 08 MRPRER. £ FECKWYDE MBETEHIENT 5] THd.
%2 BB MY U TRERNFRAR. R ARSI RE TR E CHRIES L.

JAK2 VO17FEEEHIBPVEE 25401
<ELBIREHE>
18 L. JAK2 V61 7FZERRZENDWHOD$E20083 (CEDEPVERMISNERE HUBEEN $358E30/ LR

POE RS — BB 3ERE. QIENMMEX IAHE CHRLES
<ELBABLE>
3ERBOHUBEZIRE ( AHBRDEAANFIC 2B O EEEZ (/=88 555 (PEG-IFNX(FHU) X (FZDERFZE]
DVTNHICBROEE. FEPEG-IFNaX FPEG-IFNaDESB5ENH 3 EE
NZLZE BIBAE£10100 pugtl. 2B EICHTRE (1208l | "R 71y MBSNEBEIC. ARBRSI1 20B%IC
B5HE CONTINUATION-PVEERI AN DSHIAFTEEENT)

HUZ# : Bt FAE% 18500 mgeLGEBROKRS (120H/)

LMk

i)
%
Eﬂ
8
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» SEEHN [EREER

<EEFHHIEE>

120 BEOKREES R34

%3 TEHHEBICHTDEBEYDER | BE3INALUNISEINARLTHCT<45%. PLT<400Xx109%/L.WBC<10X109/L. jEiEH 1 X IEE [hRIGEEERICT
. ST CEZZRIL. REN LI 1 2cmUI. B 1 3cmbir]

SHEIER | x4 BIRYSETRFASEL REHHTELTPPSIC DL TEHRBIF L.

@ | <axwmEs>

MRFH/ NS A—S BRRIN/NTA—F CEMEE) =

<ZOitnFFHEIEE (FAS) >

PDFEEHEN/INSA—Y &

ﬁ(gﬂﬁéig) BEERORRISEBRELOREN BIER) EFR. ABRPLCELASER F
<EETREE>
FAS : 2548 AERESNIZINTOWBREDSEBREZRAL T BIFRILR DB T —5 DBAOIARBRBERFA LI
HEREE)

PPS*S: 22061l (FASD S5 . EAGABREMAERER DH - HBREEZRA L HREED)
R MRITRRED : 25401 CA8E% 1 B ERALLT A TORREEM)

%5 PPSIFRREDHTEL CEBRTE@RD A TERIT U,

FREtE | <mminsie>

BWMEDEELHEITE. FASERRELTEAD(FUI=Cochran-Mantel-Haenszel (CMH) iZZ AW T REFMROERE =S
FNI5%CIRVII%ClEEH Uz, EBRIRFFHUEERE (B/H) RUES (605K, >605) . [IIEERIEDELE (B/M) Thol.
FES (S WEFOEBFMEROEDMantel-HaenszelDHEBHEEBNDTRIOS%CID TRA—10.5%% _EO>/=iBSICHREIE NS
EUTz. Tz BRI DIELMRE FWaldiREZRWLWTER U (BRIRFIC K BHEELL) .

ZDDOENEDBIRIVR AR T, SHRRET B SR EN IR E EIERNCRIE L. £o . BRE DT E UTPPSERRICEBMEIFTE
BEkOTTETET U,

F—5

ot | 2017818238

Cl[confidence intervall: {S38XE.FASIFull Analysis Setl: &AM HRER HCT hematocrit]: AN~ h7Uvh HUlhydroxyureal: EROFS oL 7 (BAED—RZ(E
EROF>HL/NZR) (IFN(interferon]: 1>9—7x0O> JAK2[Janus kinase 2]: ¥XZFF—12.PLT[platelet]: M/, PV [polycythemia veral: B4 MiE.
PPS[per protocol setl: i8R itsEISETER. QOLIquality of lifel: &5EME. ULN [upper limit of normall: Z#&3E _ER. WBCIwhite blood celll: BIEK.
WHO[World Health Organization]: tt 5 {RE#RS

3)Tefferi A, et al. Leukemia. 2008; 22(1): 14-22.
4)HRER ENEIEE SR (CONTINUATION-PVERER) DEGRISSHImE
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BER (WIFNH DB TEGradelZH1T B FRIRELS %8 RE MBI RER)

NAL 8% EROF DN RES
BERIXIR 12761 12761
BHAE
£Grade Grade 3 E £Grade Grade 3 E

EIER 76(59.8%) 9(7.1%) 96 (75.6%) 17(13.4%)
MRB LTV NRES

MR ANEE 18(14.2%) 1(0.8%) 34(26.8%) 4(3.1%)

BMERRAME 11(8.7%) 2(1.6%) 27(21.3%) 4(3.1%)

&anm 7(5.5%) 0 28(22.0%) 1(0.8%)
BRRRE

GGTHEM 12(9.4%) 5(3.9%) 0

ALTIEND 7(5.5%) 1(0.8%) 0 0

M/ \HREURIA 2(1.6%) 0 8(6.3%) 2(1.6%)

B ER 7(5.5%) 1(0.8%) 0 0
BEEE

THI 4(3.1%) 7(5.5%) 1(0.8%)

EIY 1(0.8%) 12(9.4%) 0
—fi% - EHEES SLCRSIRIOIKEE

] 10(7.9%) 8(6.3%)

17N IHRRE 7(5.5%) 0 0
HEBRBIUESHEES

R8RS 7(5.5%) 1(0.8%)

EiilEabE] 9(7.1%) 0 0 0
HESLUE THEEEE

TOFERE 7(5.5%) 0 4(3.1%) 0

MedDRA version 18.1
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FEBMIBEA / ORY(Y5—7 10 a-2bBH
&z b=® . 250pET U
e ZTFE 50008V DS

BESREM i subcutaneous Injection Syringes OAZ429—710 7ILI7-2bGRETFERR)
B, WAHRERR IR EMFONAEICIUERTEE

s NZLIOF T F250ug>)¥-500ugi sy

bl ## BESREMIi® Subcutaneous Injection Syringes
g LIk ANTALa—T710Y PN T7-20 GEIEFHEHI)
## Ropeginterferon Alfa-2b (Genetical Recombination)
BAEEmR A EES | 874291 25048 \ 500ug
Eh iR NBRMESS || ARES 30500AMX00115000 \ 30500AMX00116000
EBER 2023537 EMEENHFR 2023%5R
B EURREEG. 2~8CTRE |BEHIAER 2023%6H

HxhHAMRE : 36%EA

g

1. 8%

1.1 FFL . EREFICT XIS TEHERBRICHL
CTOEMBBEBBEOBRICHL THIRMHE- 12
BREFOEMDSHET. AF DR EHEY) EHIE S
NBEFICOVTDORRET DI E T KHICK

BRFARICEILS. BB XL ZOREICHERER
Ukt z+7ICHAL. AR ZETH5R’EZM
|y BIE,

1.2 FHOBREICLVREERHR. BRERPHSDN
BLEPHBDT.+HEEL.BHICHLUEIERHR
BOEEICOVTHAHATSHIE. [8.2.8.7.
9.1.1.9.1.7.11.1.1,11.1.63E]

2.EZB(ROBHEICBEBEELENIL)
2.1 FHOED MDA 2—T71OVEHIIETIF >
2.

FEMZREFNI UBBIEDBEREDH5EE
2 NS ERSHDEHE[10.188K]
2.3 BCREMHROBE [FRDBATEIEDHD.]
2.4 FMVEMRFRBRORBEERDBILT DIEDHD. ]

3. #l% - tEIX

3.1 #HE
B SASETE
250ugl )y 500ug>')v
BHES DN7"4‘/¢§—2ID> TINT7-2b 12> 1) Y
(GEf=TFHEEA) 250ug*/0.5mL 500ug*/1mL
N YT IVa—Ib 5.0mg 10.0mg
K1)V ILX—K80 0.025mg 0.05mg
& hn #l SEKEEEE SN L 0.79mg 1.58mg
K BEEE 0.025mg 0.05mg
BAEF UL 4.0mg 8.0mg
¥iq a—JI0r TIT7-2b GEIEFHIEA) LT,
AFEKEEERANTEESND,
3.2 SFIDMIK
Bt NALIE T ‘ NALIETE
250ugt)>y 500ug>>y
[E2VN BE~REBDOR
pH 6.0 = 0.5
EEEL #1.4 (EBERIERICHTBLE)

4. SHREX I3ZR

B ZME BRFEERIHRF T2 RISTEYLIZEICRD)

5. $EERIIZRICRIEYT BER
ERFRRERICH A A NS N B EORAREEICOVT, [17. BRR A AOABERAL. KFIOHEH
HRURSME+HBBLL LT HEEEORRETITE,

6. BiERUVHEE

LTOAEIBEICLETHRET 3,

AEGEERACE. ONT 1 2—T100 7IVT7-2b GBIZFHER) (1>2—7z0> 7L T7-2b
(&I FH##2)) L T1EI100 ug(tbDOMBRR > FiE LR S OB EIX50 ug) eRAAEEL. 2810
AR5 T 5. BEOREICL)BET IR TE0 HERIZ50 ugd 2770, 1H500 ugtBannis,
BEBE KA. ANT(2—T7z00 7T 7-2b EIZFHEEEZ) (1>42—7z0> 7L T7-2b
(CEEFHEHEZ)) LTI E250 ugtftaAREL. BAMN RIF THNIE2:BEIC1ES50 ug. 51
238121 [E500 pg. LIEIS2BIZ1 [E500 ugktt 53 3. hd. BEOREICLETRET 3.

7. BERURAEICEET R
7.1 ARHRS R E R MR E R AL P HAL MVRE AT OE S BERL.
BREAETSIL,
7.2 FHIDBSFEABEEBRCDVT, 17 BaF A DRONESERAL L L CRIRT 5L,
7.3 AECHR5THA50ugT DMLY 2L, £ BETRE T B AR FRICH RT3,
HE-HEROAE

1ERFEREDAE (ug) FE (ug) 1RSI B O E (ug)
350 500 -
250 350 500
200 250 350
150 200 250
100 150 200
- 100 150

7.4 AHDOBESRICRWEAN HEDNISHEI T OBEELSE L AFEREIRETHIE,
ARF| O 8RR E

2R [l SR R UILE
BFARIRE = T
750/mm3ki FE%E50 ugNI3 1B BB T2 EEERT B,
HerRmd gebrs | JYFIMTCEET 58 CHIET 5. BERICHE %
gy BRET35E5 AEAMOHENS50 ugX 131 BkE=2
500/mmeR i e
JL—k2 FIE%50 ugX I3 RRE BB T3 LEE R T B0
LSO JU—R1LUTICEET2ETHRET 5. BERICKSE
BIfER JL—R3LLE BHET5E AEAMOHENS50 ugX 131 &2
WET B,

7#1) 7L —Ki£Common Terminology Criteria for Adverse Events (CTCAE) v5.0(C#0U 3,

E2)AETHRE T 315481350 ug. BATHS T35 51 BERRET 52,

7.5 OMITRDBEEZEERSHOBEICHVIBETAFERSTHHE . AEIDERSFNIHD
ARV BEREDRESER T T52,

8. ERLEFNIR

8.1 BEHEEMCD. HENLHTL TRV T ADBRBOEREEEL T I IRICTE -
LEBRERERETEIL,

8.2 150 BRAREIIUSD. B EE. BIERH1TE). FIR. Ak £12 BE B SRS
HHRIERBEB OISOV TRE RV ZOREICHHIERIE . ChSDERY H5hN /-
BAICKESICERT3IICEBES252E,[1.2.9.1.1,11.1.18]

8.3 BilifEE KLt BE HIZERMTIIEN HIOT AR EDDOEE L BEEDE LR,
HEDREICAB BRI AVWLIEETIIE[11.1.2818]

8.4 BREHLEENH) FTILAEREE. M ERE. FRBEEREEN H5DNII N HIDT HRE5MH
TART R UES PRI E IR ICERFRIRE (MR ES . ATAEAEARE . BHEEERRE  RIRIRIRREIR T S)
E1928,[9.1.3.9.1.4,11.1.3.11.1.8.11.1.9.11.1.138 ]

8.5 MERRNIEBIIRIET 3N HAD T A SRIAM RS P TR (CIRE (MFEE. FRYE
%) 517928, [9.1.5.11.1 48]

8.6 LEEENFH>HNBZEN HEDT. EMHICLDERBRELTILEBRE+HICTITE
[9.1.6.11.1.58H]

8.7 BHEMMAN HSHNBIEN HBD T, T, KM, IFIRE H S DIFIREERICHMTERTDS
EEBEMMADEEREDHZEE IEBTHICH/-> T ICTERRICEEDS. BEXIEZEDBK
TETIGE A PICEBTIE T B FREEEN HOONIHEICRESIERTELS
BHEICHUEBEEADIE.[1.2.9.1.7.11.1.688]

8.8 MIFESDREEN HO5HNBZEN HBID T EHMMICRERELTIHEBRETHITTITE,
F RHET.REFPOR A HBELASE R HICEMDBRERI2LOBEEIEE TS
& [11.1.788]

8.9 AMMREEERE. MMM/ RE D EEBRD HSHI B L $HBD T, E RIS M AR
(/AR B AR B AL R MR %) RUBHERTETOIAEMBLE T2 ICTIE
[11.1.1788]

8.10 BHEZORISEFHET 20+ EMBETIEEDIC. HSPUHARENICE DTy I HERNIE
BARGRBETICENLELL, [11.1.188 8]

8.11 AEIDBEMEICHNT, —MBICRHN HOND ZDREEAZENELVWY, SHELTE5
EbHZIDT, BREEECKI/HIEE. BBIHLTHSIPLDTHRICERET DL,

8.12 KHIDZESRAICH > T ERERICHV T L TEMICE S, EMOEZEOEENHE
THREETIZE.BCHREDERIC DOV TIL EMN ZOZYUMEESE IR+ HHEIIE
EEMLAE AFRSICLIEREEFLEICOVTEENERL, BEOSHREICKRETES
ZEEMERBLI- LT EMOBEIRIREHO T CEMT I,

BEBREDERAE BAEZOXRFICLIREANEONIHEYECHS DMy B
RiREBBRIREM D HBHE TG ELICESHSEFUEIE EMOBEET CHEICHETS
HEBPEMBETICE 2 AR S HICBIERORBIEON 15 E 13, ERME R ELE
TRIOBEIIEEETOIZE,
FEREADEIRBEBFEALEVIIICEE SIELEL. R LEEH A OV TIREEHUE
THZE,

9. BENERZHIDBEICHTHER

9.1 AHHE BEESDH2HE

9.1.1 iR FHREEDNHIBERTZOREENHDEE
AR AR EES BT AN H B, [1.2.8.2.11.1. 18]

9.1.2 EERMEDHDEE
TERDEETBZEN H5, [11.1.288]

9.1.3 FIRIBRHEERER IS ZOMEEDNHDEE
FIRIRHREREEL BIL T2 $5, [8.4.11.1.38 8]

9.1.4 BEHENFIOHZEE
EEOAMBKED. MUK ERITIEN HY), BIEPHMIERESHLPT L, (8.4,
11.1.13.11.1.148 8]

9.1.5 BRBEDBEXIEZOEERE . REKENHDEE . MIEEEEOHIEE
TERRPEBELIRET 25 TND $5, [8.5.11.1.48H8]

9.1.6 DEEBOHDBEXIEZTDOHREIEDNHDEHE
DREPBETEIEN $5,[8.6.11.1.580)]

9.1.7 MEMMRDHZEBERISZTOREENHDEE
EIEMMAPIEENIIBRTIIEN H2,(1.2.8.7.11.1.658]

9.1.8 BCREER (ZLECREEFRERIXIEZORENHZEE
EHICRERTOIREBRE ATV EEICRE T2 REN BB IR T 52
EnHB, [11.1.165H]

9.1.9 BEENEE
B MO M EEEF H>HNBIEN HB, [11.1.14588]

9.1.10 ZLLAF¥—%RADNHHEHE

9.2 BiRERE

9.2.1 EEOBHERENHDEE
BREENFBEILTEEINI BB, [11.1.988]

9.3 FFikEREESRE




9.3.1 EEDHHERENHZEE (FLELIFREMFERRORERIIACREEFROEEE
Bx<)
FEEIrBLT 28T H3, [11.1.888]

9.4 4TEREHTDE
TERT BRIBEM DH B LI IE, AEIE SR RU RS % —EPRISET BT EEAN S L
SIIEM T B, [9.58/]

9.5 i@

IR X ISBEIRL TV BRI BEME D BB IS IR AR E DB ML Bkt E ER2EHEh 254
(CDHRET B EABDHZ I FIERVERE-BRRFEEICET3ERICHV T AUCEET
RARBRBERGICAAYTIAEISRER VTR T BOHOIN TS, [9.45H]

9.6 ®AR
BELOARUERVBAREOERMEEBL. ZILOME IR IEERETTEI LMD
=T TAVHECHNTIVNTCAARADBIAHBHLN TS,

9.7 NRF
NREEFREVIBRRARIEERBL TLVEL,

9.8 miiE
BEOREETDICHRLLY S BB IS THIE, —MICEFHEAEIETL TV S,

10. HHE{ER

NI 8= A> TIVT7-2b GEIEFHH#A) IECYP1A2RU2D6DREEIEAEE T 3,
10.1 BRARRBALAVZE)

EHEE BRREIR - B A E - ERET
NSRRI (Y LTSNS, U | DA 2—T OV AT, | FAEFRIRBETHEY.H
SYTNERRIG. TAANE | BEMBAI HSONBIE | BEEMAOFIBHIC /L
HBIX2%) [2.280] NEEINTD, EBEDBRBIN S,

10.2 BAEEHRAICEETSZL)

FHlE BRERIER - B A - EREF
CYP1A2MHAE | ZhoOEFIORERANEMEMIN | XTI 2—Tz00 7ILT7-20 (BIEF
FATA)> BBThPH5, B R) IECYPIA2OMBREEREE TS
FH=IL ZEPD ABIDHBICE)ZhSDEHID
137530 % P IHIIN, ThSEH O MR

ERTBREEMEN BB,

CYP2D6DO#E NI B—T1AY FILT7-20 CBIZF

Ah7oa—i #B#A) IECYP2D6D A EFHEHE TS

TINJTFUL ZEPD AFIDHBICE)ZhSDEHID

ANTOTFING RBHPIHEN, CNSEH DM FIBEH

ERTBEIREMEN BB,
TIFE) DA 27O RENEDHA | FRTOSBEZRMORHHENHI T2
TINTF) TEREFHOMPRENEED | VBB,
ZEWESh TS,

JRTVL D1 2—T7O BEEOHA | (FREEFERTEATHIY, EHICEBEHEAE
TEBEANGIERAN I, | MEEREETBHEEISN TS,
BMERE D SO MDD IEE
TBIEN BB,

EEIMEIRE DA 27O HENEDOHA | BRERICHTIIEERISHFRINZE
TRIEEE (B -BHBIES)IC | F25nTV\3,
BIBEREMFREDH RN
F¥BHZEN HBo

R

ROBMERAN HOHNBZEP HZD T BRETHICTV. BEENBOONLBEICEIHREETIETS

LEBBYIBNBETICE,

11.1 EXLEMEA

11.1.1 W5D-5D%. BRER. BRIRAE. 1T
52 BEERER) . 5D (1 %K) BRER GEERR) HFH5hh B e’ D, £/ B
REE SEETRBR)  BMTTE BEERER) P HODN BT AICESZEN HD. FIR.F
T ER BE HEYE SRSEENr SO E LIRS ERIETARE BEMED
AIBICOVWTHEEICRTTBIE, £/ SNSDIERP BHSNIISE TS SR T HHE
BERIGETHIENLELL, [1.2.8.2.9.1.18]

11.1.2 BEHEE. A RUBRE. ZE. BE. YAR. $#Hil. 0%, RAERER GHIEH
#) (WFhHSEEAER)

11.1.3 FURBRIERERE
FRUIRBRHEBE TUAE (1% K38) NI (2.6%) NS BN ISRIET B H B, FIRARHERE
BENHLVNEE IR BREOPRILEEERTIIE, [8.4.9.1.358]

11.1.4 ¥ERRAE BEEAER)
TERRVEBNRRETIIEPF B ERBETINT IR X BEICEZZEN HD,
[8.5.9.1.58H]

11.1.5 DIHREE GEETREA)

DERE, DAL DEEE, S UE, RERR (DEME, DEMERS) ErH5hNBIEn
$%,[8.6.9.1.68M]

11.1.6 BEEMERR SEETREA)

FE IR RS ORI IR, £2 FEXIRREN HODNBE(ICIHE5EHIE
L. BIBEERILELHIOBRESSDEN L NEETITE, [1.2.8.7.9.1. 78]

11.1.7 REE
BISE BBETER) ZH H5DNBIEN HBHD T, ML H M. BB R UHERRHBIZAED
EEISIRTEIE, [8.88]

11.1.8 HFHEEREE (26.6%)
FHEXELVINT P XT7IF -0 EREFIFEEREN HOONLBAICIIRP,ICES
ERIEL B ABEITICE, [8.4.9.3.15H]

11.1.9 2UBEE(EETH)
AMBEE XTO-CERHEENHOSDNIIEN $D, [8.4.9.2.15H]

11.1.10 KEREE (SEERER)

EMREIFFEMAE (Toxic Epidermal Necrolysis: TEN) . 57 i %4 i iR fiE 1& ¥
(Stevens-JohnsonfE 1R E¥) SN E KL EMEEN HODNDIEN H5,

11.1.11  RREAE SR AER)

SRR IE. RSP HEDNBIEN HB,

-
iy
-

A2 HLEREE (EE )

HEERM (Tl mES) GEEEER EOMRBASEY HEDNBIEN HD,

13 BB
BMBRER D (5.1%) . M/MREGKR D (2.8%) R MERH E (BEEAER) . BFERIEKE (S8
ER) . BIERRDE (7.3%)  M/IMRRATE (11.9%) . A1 (7.9%) EFH5HN B EN HD,
[8.4.9.1.48H)]

A4 i
I (SEEARER) SEH HSbN B EN $HB, [9.1.4.9.1. 98]

.15 M ZEASIE (SERE ANBA)

IHAEZE . ZEARES N HODNDIIEN BB,

.16 BCHRIERSE (SEETEA)
BERERRICLZEBONBER - 81& [FF R BMIMEE M. 4FRME M/ s D 1 LR
(ITP) EBEMAB X EEIIYF LR 2HMEITUT =TI MER. T+—Th /]
- RRFZE] P HS5HNBIEN $5, [9.1.888]

A7 BMMERBEEEE (HUS) . fag i /v 2 &30% (TTP) (SEEABA)
M/ Bl BRLEEHMETIHUS. TTPAHObhBZEN H5, [8.95 1]

.18 BEUE
Yy (BBETRR) ENFHESHNBIENF HBZDT. FRE. ORER, €AE KE. FE.
T MERTENHOONBE LIRS EESICPIETSEE, [8.105H]

11.2 Z0OfOREIER

5%LLE 1~5%Ki 1 %Ki

-y
-y
-

iy
-
-

iy
-y
-

-
-
-

iy
iy
-

-
-
-

L EAEIR AT ILHEERE | BER BR AR
(9.6%) &% (11.3%).
F#.(6.8%)
B mRR [P BT BB FEHMD | BENEN KA E L B
EANG IREEE
FFRE y-GTP_E 5(9.6%).AST mep7IH) TR T 72—t
N (9.6%) . ALTIE N i
(10.2%)
RERE BiE DEBLEHET
Ak TH1(5.6%) A%, e B0, B, | EIESE ORER AESRT
PSR TR, B fE
K& BiEAE (18.1%). 2O | BBORS AIM. EHE | ZHE MGBRIERIC. 25
fiE (6.2%) VEZOFEE, L. BRRS
- B iz%mﬁ)(m%)\ﬁaﬁ‘ﬁﬁ Uik, fhEERE. B | B AR R0, BIET X
5.6%
S e IOk, DERMR RIS, S 1R TR
ESE3
iR RS171 . BR
5L ESHERAL R G TESTEBALR R E S SR Z D
Z0ft Repg237nsn7 )y | frhFRRRIA ARV ES | M P BB K REBESR AN,
0 (32.0%) AN, EFRBRIIABR M. | FRPREEIEN. MEREMEFRIRAR A

R ERE M AREFRRRIBRIVE D,
AR
&) ENEBIERER (A19-201558) . EINEMAREER (A23-301 R 8k) K U451 SRR (PROUD-

PVERER) DfERICEDSAEEHH U,

14. BRAEDZEE

14.1 ZARRSHOEE

14.1.1 FESORENEDREETHENIE,

14.2 HHHREEHOER

14.2.1 EHEPAIEREER. KBRZLEEIKSD, B —EBALICIEEIRICRRIRLIFS LAV 28,

15. ZOMBOER
15.1 ERERERAICE ISR
ERAREBRIC SV T AR T S DEEN HESN TS,
20. iRV EDER
BRI IBEXL TRIFT L,

21. ZBRH
EERUZ /BB RED L EDCRET 5L,

22. 3%

(NI TiE250ugT)Y)
LUK, 30GiEEEH A
(RZLIFETFES00ugTYY)
ULV, 30GiESEH A

24. XEFERER VBV EDESE

TP=RILy L IT v ISt EERIFEHRE 22—
T107-0051 RE#MAXTHAIFRI-3-13
FiRt o 2—EIV1 26

&E5E:0120-460-010
https://jp.pharmaessentia.com/

26. SERFTREF

26.1 HERFTET

PR o s 8 SV EIASZ - w2 e
T107-0051 HEE&AAXTHRI;R-3-13
FIRE2—EI 120

OBF FEXOUAICTBE LS,
O HlIIBT AN ET BRI,

SGERRTTTT

20265 2R NAT (5E4hR)

T7—=RIvEIVI7IvINUEREHT
T107-0051 ERREEXTHRIR1-3-13 Kkt Fy—EIL 125



R
T7—RIvEVI7IvINVHAEH
T107-0051 SRREEBXITHRIR1-3-13 Rkt ¥ —EIL 12
(TRBRER OB EDEE)

TP —RTveYITY P\ HRAN ERREREY5—
& : 0120-460-010

https://jp.pharmaessentia.com/
2026F 2B ET

PEJ-2601-BSR-0208



