O E——— ey

Daiichi-Sankyo

RINSAEENSN—F 2V VimiaEEl VANV ALY D AR AR B EEEBOEES 871169.87119]

[, MAZERR® | 5 s EMSONSSICSIERTE ST EENE
TS5 =RFY—)VIEEIEKFIYEE

'SEATY-)VIEEIE=0.125m;"DSEP;
7'S=AFY-)ViEHEEIE R0 5ms DSEP:

PRAMIPEXOLE HYDROCHLORIDE TasLeTs "TDSEP;
FRERRE: - T0—)L*420.125me/50.5meg[BAR—U Y H—1 V7)1 L]

S LENDH Y #H O i

KR [XWRZLTKVHWHE | TRULE U,

l -~ PHAM.EF'EXOLE ;

PTP y I w I * 1) ' HYDROCHLORIDE

Q : X Olsr“grspj
ERIRAVIFIL VRV 0.5me 2574 0.5

b
ERIDIRFH P EBDRFMZEAA—I UTeAUIFILY Do * IpsEl
VRILEPTPY—MCERRWELE U,

188D GS17—5/\— g 5l :
ZHMUBIPEOEEZEAITZENTPTPY— | o & 0oFr.-=-s
DREICGS1F—IN—ERRLTNET, (PTPY—
N OENRIE(F SEF R R DE & 2 FAEE)

EwF 2 b0—)bERIEFR)
EyFIVRO—LETSTEICEY ., [RBE] [F3
A5 DB [DSEP| DERIZHBILBLTVFET,

TSk =
- ILiEEE 2= 5,

0.5mg
[DSEP]

e [ P.Smg =ep =
B ) DSEP| § °® [DSEP] i=oy t=
B LTREBPVCRRAT 5T T PEOERR PPX =
H'OJEET Y, ]
g o 0_" U.Omg =
@ SERIDT %
?'-IJEI] #20.125mg[PTP: 1088 — RIL:85mmXW:32mm  ££0.5mg[PTP: 1082 — ~IL:85mmXW:31Tmm
A
[FHRID—RI[BEMmsDSE] ZZIB L. HFILE<
LTWLW&ET,
££0.125mg #£0.5mg
OiEE|-PTPY—NEIRMIKTT
RHOBF LS NCMINE BFAN) BFA7 FUIRNTE] »
[
1. 8L

E?;S@EL\?&%E’\JEEHE&U%EEE%D“?} SNBTENH Y X-RAENEREIC KV BEESHZE UIFINHRE
ETNTVB DT, BEFICHFDORFENEEN CHEIESFIC DOV T K KHAL. XEIRADIC (G EENEDOEER. D
IRIE. SFMERFRIRZF SERICHBTIBRBVKLSIERTSHTE08.1.11.1.1 BER]

2. ZR(RDOBEICRZES LBV &)
2.1 HEN(FEIR L CWSTIREE D& 2% [9.5 2]
2.2 FEIDAD I UBBEDEIEREDH 2 FE

B =HI A7kt

URL https://www.daiichisankyo-ep.co.jp/

Daiichi-Sankyo

[BREWVWEDL BN ONIREEKI]
F-=fHI2U74Rat oEEE B9 .0120-100-601 =66 ¥89:00~17:30 (£ B -#H  BHEEER)




BFREERIEES

RINSAEBEN—F Y imiaERl VANV ALy AERESER (75 3IN+Y—UERIEKTIER) AR man R

7 IEANFY-)IEEEIRE:0.125ms"DSEP: /5:0.5mg"DSEP) Drug Information

(—fg TSERFY—)VIEEEREKT)

MK S | B MHEERFERD 1) IB-EMEONSZCLERTEIE ARES AR BR7EBlE RhEEIEIN
iy * | ERRF #£0.125mg | 22500AMX00161 | 20134E6 A 2013%6 A 2018%3A
F#HH#ME | 3F #£0.5mg | 22500AMX00162| 201346 A 2013%6 A 201853 A
1. 88

B DEL. M DRIE. BAMERFERZE# SERICRETE BV K
SERTAHTEL8.1.11.1.1 BE]

BIJRDIBVRFENERER MERENH SNB T ENH Y KRN
HEIREIC KV EBESHZR I UBINSRESNTLSDT. EEIC
AH DRFEIERER CHEIRFIC DWW T K <HEAL  AFIIRADICIF. B

2. ZR(RDBEICFRELEBEVI &)

2.1 EREN(FEIR LTV 2T EEEDH 221 [9.5 ] 2.2 FRIDES 1% UBBIEDELERED&H 2 BE

3. fHRE - MR
3.1 #8R%
BR5E2 LB %) ANl
=S o 15 D-¥>Z h—JL, b EOOY
gﬁﬁ%ﬁé;\i;(zsrﬂ/g TIINXY—IVRRIE | 7L TR, KE KB
[DSEP] KFAD BEKTAB. AT B
0.125mg =S FN
P= ey 1§E9
%Eg&%gsﬁmg” iﬂ;f@/\q v —LiEmE
Capag g JKFN
[DSEP] 0.5mg
3.2 REIDMHR
N "
% Ay | & [ BE | ms | ®: |V
(mm) (mm) (mg)
TIINFU-I PPX
fERetRSR0.125me | %5 — | &
[DSEP] 60 [ 25 | 85 0125
c_ A&
TIINEYM | g /PPX\ == | PPX
1RE4IREE0.5mg s CEP/ EP
rDSEPJ (é”?ﬁﬁk) 05
70 [ 31 [ 120 :
4. WEERIF TR

O N—FUY ViR
O hEEH SEEDIFRMEL A MU AL v 0 AIERE (AR LT REAEIREY)
5. ZIEER G RIRICRIET xS
LXMLR Ly T REGRR (TREFLETEEERE) OZMIE . EEL X ML X

Ly 7 ZERERR T IV — T OBMBEERVBEE R 7 —ILICE D EESIC
L EEEB LTHERICOAEETEZ &,
6. BiERUHE

(IN—=F VYR
BERACET T INF Y —VEEEKFM E L TIHE0.25mgh 5150
»H.2BEICTHEZ0.5mge L . LIERBZER L 475 1 BEBICIHEL
LTO05mgsDEE L MIFTE (IZH1HE1.5~4.5mg) s EH B 1HEN T
T INFY—UEREKFIME L T1.5megRiENIBE IE2EICAHEIL TEY
BH%ICA.5mgllEDBEESEICAE L TEREROBRE T 3,4 5. Fh.
RIS & BEIERS, TE 30 1BEI345mgEBALTVI &,

(PEEHSEEDEFRMEL X MU AL v I RERE (PR IETEEEIREE) )
BEURAICIRT T INFY - LIERRIBEKFIY E L T0.25mg% 1 B 1EzE
Eo~3RERIANICRORE T 5,.%5131H0.125mg & W EBITA L ERICIS L
T1HO.75mg %z 8z & WEH CHEEIER T 2 »* HME E 1 BB EORERE
eHITITI2 &,

7. BERUREICEET 53R
(IN—F VYR
7.1 AEOES 13V EH SR L DB S ORBMEIR HLSER. LESOE
RETHICTV EEICHISE(ZE1HE1.5~45mg) $ THETSZ
£.[8.2.9.1.1,9.1.3.11.1.2 28]
7.2 BREERERE ICHT 2185%

RDOE D a5 E % BRICHESOEH 2R UBHECIFRE LGN SEHEIC
WETA b BHEREEE LN TIRAKIBERUBAIEEIR

TEROES) ET5,(9.2.1.9.22.9.82.16.6.1 ]
JLT7F=Z>
JIVT TR w5iA VEN H#E5E RATHE
(mL/min)
THEELT
JLTFZL 1 i 4.5mg
s07552250 [1REE L | O125M8X2HE | (4 5mex3m)
1.5mgll E:
1H3E#ES
50>7L7F=> 2.25mg
S0 p5u2=00 | 1A2EHES | 0.125mgx2ME (1.195mex2[H)
20>7L7FZ> 1.5mg

(PEEHNSEEDFRMEL A MU AL Y I AAEIREE (FEERIETHEEIRES) )
73 EREMLI ML ALy 7 AERBCE T H1ARAHRSE (0.75mg) 1. /S—
FLVULUREELNBEVAED. ILTFZ )T 5 ZH20mL/minkd
TOBHEEREEEE CHREOVLER LW BRFHEIVEILTFZ
TUT T ZP20mL/minKiEDEE L EHEERTREE CH T3 AENE
DR VREMIIHILL TVAEW D NS DEEICHT 2AFIDIRSIC
DVWTRABELOERMEEEREEZER L TEHEICHI T3 2 £,[9.2.1.
9.2.2,9.8.2,16.6.1 ]

8. EERELNER
ChREHE)

8.1 REMWEREICL ) BEEEHRERI LAFIFRES N TV B RRE
RELZ LAEGORICIE BRPBECRID L S LaikEBO LD -
7=fld 5 WV IR SFIAREIEU ERB L 2 BICHO TRBLUAAIHEES
MhTW3.BEICEAFOREWERE MERZFICOVWTLKHBAL.BE
BEOES BMOBRE. SFESEREFIFERBEIELVLIEE
T32E[1.011.1.1 B8]

8.2 FICHEEGMBICIE. OFEVIALEL 5 A S5 DXFEDERIMELEICED
CERPBRONZZED H D,/ NS DIERIRIBLABEICIEE
ROEEICICU TUREX 354 hIt T2 8 EDBENLMEEITS 2 &,
[7.1.9.1.2,9.1.3 8]

8.3 LR K/¥XIE K/ U2 RIMEBIEDIRS IS & V) FRAETE (BANEZED
BIEZOUHSHICFHERREBUCH PP DT HENICE v > TIL
ERRV) R IREE) RAERTTHE GREMIEE  RREOESFIHES riRE
ENTVWBDT.ZNDE S BERIER L ABEICEORER 3RS #hiE
THRLEBENEMBETI Lo E L BERURKREICZ DL S wiEEH
THREEDERICOVWTEHBT A2 &,

8.4 N—%> VU RBHEICHVWT. KEDRE. PLENPVELBZET . FBT S
ZERBERERIEPIEICLY) BUERBEEFRTIENTNHD. 1.

RS2 U ERMMEBENORB A RER Ehib(C & V) EH B ERE (B
BAR DD EFE BT RBEEDEREHEHETE)MHobhd &
PH2. 5B BFREELI NIy TRERBEEICSVWTIE /N—F
VIRBELVOAENMBEVAD EIK LA TH LV [11.1.4 2]
(PEEHNSEEDFREEL R MU AL v I RIEREF (THES LT EEEIRES) )

8.5 AFIEE®H /= K/XI R RBEEHED S (C & V) Augmentation (REIDIE
REBHP2EFBUER £ 2 FEROEE. OB DERILEX) »EBH 5
NBZZENHD7-0.2DL D BIERIRBH S NI-HEICEIREN LIRS
ERIET 3L EDBEYLIEBEEL D &

9. HENHRZRIIBEICHT IR

9.1 BIHE BHEREEDH D ES

9.1.1 I8 . EREDFHIERREZN S OEEREDH 2 EE
FERPEEXERER LT LB N H5,(7.1.11.1.2 2]

9.1.2 BEERIVREXIFZNSDEIEEDNH S EE
BIMENESEORIEAIBE LY T 25 Zh»H 3,[8.2 2]

9.1.3 (RIMEENEE
ERDP BT B &N HB,[7.1.82 8]

9.2 BikEEEEE

9.2.1 BHHEEEENDHDEE
BEERPEBR LY T B2 E NP H5,[7.2.7.3 B8]

9.2.2 BEEEEZENDHZEE (I L7 FZ VI U7 S5V AH50mL/minzkiiE)
BT ZOETICL ) AFDBEREREPERT 3 -0, %50
AR UBHEIRE LAY SEEICHIET 2 2 L ARIEEICRF
(LR EDE T I N2 . £ ENEEH I VIR ICSE L B
BEEEEETCOTALFEARBRIEIAVDT. ZOLS HEFICHL TIF
REZBR LAY SEEICHRE T2 E,[7.2.7.3 2]

9.5 iz

HRXIEEIRL TV B AEEMDH 3 LMICIEBE L EVWZ E8M(F v

R EBVAARERESUHEART UTOZEFRBOSN TS,

- ZRREER U — R4 TERERER (Seg. 1) (2.5mg/kg/ %5 8f) ¢ . MiE 70
S0 F UBEOETICES CEREDET

- BRETAREIRS HER (Seg. 1) (1.5mg/kg/ BI%58) c.ME 70757 F
VIEEDETICED CEFRERDRED

- EER VRIS HER (Seg. M) (0.5mg/kgll £/ A% 58) T, &
TOZ 7 FUREVETICED S HERFENKT
[2.1 &)

9.6 1271w
BELOERMRUVBAREOERMEERE L A OMEX EPIE %1%
HT32E.ENMIHENTTOTIVFURBEMNMFITEIZ ENPRESINT




B A e IH T E00EEMD H . 6 5. EBMER(Z v b) THAF
ABITTBZENBHEIN TS,
9.7 INR
NREEMRE UA-ERRBRREBRIIERL TUVEL,
9.8 SEE
9.8.1 EENDHREZER LN SEEICHET 2 2 L LIREDRBHERS &
SHhhBEICIBREBIIREEPRILETZEEHICDEICRL THE
WREEZFER T2 EDEY LB ET O EIN—F LV REEE
WRE UBARRERICH VW TESRULDEHE CHaME I L. LR
#@*ﬂﬁﬂk@%ﬁi@*b‘ WERPERH 5N T3,
9.8.2 /J‘s (1H1EO0.125mg) » 5% 5 & MAT 2 h EBEDRKEEEBEL 4
SEBICHRET 22 EAFIBEICRPICKRELFEOE £HMEI N S
b’ %ﬁ%%‘(* BEHENPETLTVWBEZ EP S [7.2.7.3.16.6.1 &

Ha]

10. #8E{EM
10.2 HAEER

(HAICEETD L)

EH 2%

BRARIER - EAE

e - BRET

AFALEERENL
B s h 3 A
VAFTL TR
T UIRRIE

[16.7.1 2]

TZ2Xxx VT HEED
BlIfER VIR T D2 &
PHB.2DESHIBE
. AHERET S
Eo

HFFBMERENLT
Bt S h 2 EH & OB
BIC&N WA H B0
W h b OEF OB R
.—Q/'\IMﬁ\IFZ/J\ 17[}
7 7/1#1&'[”3‘5«2&
»dHBo

SEEFH
7I)a—Jb

ERPHERTE BTN
nHBo

HEIZEAS AT AW
POAREIEDBAICEY
TEFIESRDRTREME D E £
5hd,

ARSI C %=1

T/ FT7IRE
H.7Fozz/>%
EH A hoOTF 3
[N NP VN

AREOERE»HET S
BIIOYH B,

AENE RINS AEEET
B HAIC L) EES
DERPHR TS HTH
"HBo

EVASEE VS|
LA KX oy >
B 7R e
B, FOFx 2 R

T2Fx 2T KR
AEDRIfERNER Y
2ZENDH B,

HMEICERAIEET 52
EVH B,

11. BIfER

ROBHEEIGH5HNBZENHIDOT EHEETDICITOV.EEHNR
FGEICREREEPIET 2 B EALEBEZTOZ &

11.1 EXBEIER

11.1.1 RFEMEREE (0.1 ~5%K i)
ATIkD B WERNERIF H 5 b D2 &P $H5,[1..8.1 ]

11.1.2 £18( 154%) E18(0.1~5%KiE) B AE (0.1 ~5%5iH) ai# (0.1~

5% it)  #aEL (S8 AEH)

bl (zthmﬁ) EE PAR HB A HOIDNBIENHBDT.
ZDEIBBAICIB BB IBBREEhIET S L EBHICBBICEL T
ERREAERTI L EDBENENBEEITI 2 &,[7.1.9.1.1 B8]

11.1.3 FIRKTIVE Y TES 7 BAEIRES (SIADH) ($87E REH)
7 MU LAMGERREEMAE. RFF b 7 LHE#]E O, S5RE.
T BHEEL A4S HARAILE S TESDIEEER (SIADH) 7 &
ShhBZENHEDT BENBHSNAIBAICIRREEHIEL KD
BROHREET LNBEITI Z &.

11.1.4 BIEIREE GRETHR)
N=F LV URBEICEVW T AFORG KBS PIEIC & V) EMAE
1I%2¥7)‘35 S5hh3Z e HB.BRETHICITV. R ZHES. BEE
= . =EOMHEE. NREEES. v T EH# 580k, 0EDZEE). FT. MiECK
DERENHS5HONHBEICIEBUEERBEOEIRTH S PIEMEN 5 /-
O . BIR5% FE L ASH KA HREOET A NBEITO 2 &, (8.4
SH]

*11.1.5 1&EARIARAE (SRR NER)

AR RN CKER. MFRURPIA /O LR EEFHE T 54
WERMBES H DN B N H B EUGFRMBEICL 2 ARBEEED
REISEETSZ &

11.1.6 FHEREREE (SRETHA)
AST.ALT.LDH. y-GTP.#EVILE > L REDFHEEREEN H > bh

Ho5N

B3N BB,
11.2 ZOfthDEIER
(GhRELE)
5% E 0.1~5%Ki#m | 0.1%Kim $8E ABH
BBE BEEIR
i ESAN- 13N 5.7 OEE
REBE
R ES CKESR EikE. B
(7.5%)
iR -REHRER [ DZXXXTDT | VRN T BRR| kM
(17.5%). |ToE. ERFEE
{BRR ERCIE NN i
(16.8%). |A—XX . FEHH
HEN ISV BERE,
(12.5%). |HMEKE. /I —F
L CYZZX LD
(5.5%) B

5% 0.1~5%Ki# | 0.1%Kik SEEANEA
BEMHRER OREE  |[EXMHEnE. S
(8.3%) I0[E . BERIE N
BEE EHIR RO E 5D BRAEHET
ERCEN-L
FEHER BMAIR | AR #Z8H. HAB R AER B
(12.2%). —néa\ HEE (BRIE. AR, D
AR Z2 RHREE. DUEFH BRI,
(6.5%) FUHER.E EBREE) R/
X BT BRI
B 2B RHE
B A EBR (17k
iiﬁbﬂ) =54
B4EEE
HIEE B BR.BES.8 HERD
(29.9%). |#%. LEEERE. O
HIERR RPN ) N
(11.9%) . 1LIZ
30
(9.0%) .
B IR
(6.9%) .
&t
(5.9%)
iy FFHERERE (AST y-GTPLH
R ALTESR.
LDH EHE)
A5k 7077 F KT
BRERILVECER
et miEfE LS
TBIRER EME. EhiE
ILFRERTR g@ﬁ@\ﬁﬁe FRFA
—He BEE RHMEZE.
BESRES
BB AR FD
EVEYU T 3. 8
.08
e [BRESE H(ﬂiﬁ Lxo
V)
Hox| EFER EESES
5?)%:%_"73"%? SNEBEICE AEBHXGEENORESREIIRT A L BN NE
T722&
(PEENSTEEDIERML A NV AL Y I AAE(REE (FEESLETEEIEIRES) )
5%t
*| P SRAEHER | L X LUy T XEEEE D augmentation (2.3%)
13, BERS
13.1 K
BOEMBEOHER EEBZ IR B ENEEOERERERT 7]
BEMED B Do
13.2 L&
RBHERPROSNIHEICE MERREDKRSEERT 5.4 6. [LKE

MICEBBREGITFTZ LV,

14. BALOFE

14.1 FERPIFDER

14.1.1 PTPREDEEIPTPY — b2 S5MWHE L TRATS L HEET S 2
EGPTPY — FDFBERIC L ) BV ALY BREMEARIA L. BICEEF
b2 L THRBARENERLEWELHET IV H B,

14.1.2 RFEHKICH L TALRE L 2D RAEFICPTPY — b2 S EHT &
SIEET B &,

15. ZDfthDER

15.1 ERFREEFICE D < E3R
EMIBWTARIZECI/N—F >V B CREEM & OREMSIZRD
hNaeh >l EDWENH B,
15.2 FEERARERICE D <15k
Z v bOPARMERER (245 BREIREERS) ICH VT 2mg/kg/ BRI E DI
58 TEE

SEDIEIMAHE S N TV D,
20. RV EDER
TIIEO-BRARREIERERT TEXL TRET S L.

22. G

(TS ERFY—|VIEEEEEE0.125mg [DSEP])
(PTP) 100%E (108X 10)

(T3 =RFY—VIEEEIESE0.5mg [DSEP] )
(PTP) 100%E (108X 10)

@ MIFBEFLSNAFANE (BFAFX) £ITSHLE,

EFALOYETICHAEEL TS,

4% 2024 £ 6 BRG] (35 3hR)
#2024 F2 RRfET (5 2hR)



B o _
B—=HIAI7HA=H ) B =HAUAoH

HORHR G X HAAG AN 3-5-1 Daiichi-Sankyo AL LA UL X H A A AW 3-5-1

EPPRA11.02401-1
2026 -3 H1ER



