JADAZE 19550025
ERE314E4H 22 H

JADAINEAHE I

DRMEENART F - F—E 0 7
THRE &I

BEE RO EE ~DEEHREIZ W T

201943 H 4 B A1 T HHEHETE 12018_00258 4 DI IE TP & BiHE B UEEE ~ D E R
BIZOWT) IZTARBLE LEHEBREIZOWT, RAMIERR SR OB S i
o, U —AXRCTHEREENAHShE L,

INRBAEEDY U —RAc LT, BEEICH LT RAZEZS) So%ERLINT
WET, SHIZ, WEREE 2. "WAOSIREE] T8V T, 2018_002FfETAR SN
RFLS ORANZ BN TS, ZIEWEABRH SN Z EARBEShTRY . ZO/EL4
WCOWTHWERRINTVET,

({BEENGDY U—A3) XBIEREE K U2
https://www. sawai. co. jp/release_list/20190419/671/
http://yoshindo. co. jp/_wp/wp—content/uploads/2019/04/PressRel ease20190419. pdf

(AR ) KBIREER
https://www. sawai. co. jp/files/press/2019/2ow8wmu566. pdf

7B, FRATITRTOEEHKICONT, AT F F—Er 7HRICBIT5

BEEE OBE R OET (21.1.3 ToF F—E 7L oE#ET, BOOERYEOMERY
CELTHEEEAD Z L) OBALDL,

1) REBEZ ST &

2) (FRIEEEDES> TV AHAITIN) FLhdEHKNEZRETDI L

DR ENET,

BEMEOERRICE PN E LTE, FTR T2 BEE R OEEE~TAMEE ET L5,
E2XFLALIBBVERL LIFET,

Ut

FAIR

"‘\Ea‘\ PRIDE

apan Anti Boping Agency




Bfo, 1
iews fAelease S awai

201944 H 198
RABRERA S

[FE3] =AU~ bNafBERI66. 7% (VU1 T OFEEROHE

R et (Ol - RURH, REEEERLR  BHRED) 13 201945 3 7B 4 BICHRHELR [=h<F Na
FERLE6. T [T A (S IT20T, 7TEFY T I F % SHEITEA LT3 & OFEEFERE DL OFRRIERICES
&, EAPLELEROBEOEEVVEUE Ui, 7275510, R USEEROFSEEAL ThH AR A IEES

(LUT BEE) I TEESHALED R, RESHE LS U0 Tl S Ouoeisg =4, 28, Zhb
DFERERE D T, 4 8 19 BITEESBEICHREE 0 2R LE L

DN, ERICER R DDEE THRERMT LE LD LS TLL O RFEOR LETEY, 44, &

D —EBOSEEHIEZDTENDETOT, MEELS LB LETET,

1. FH

BT O IRO DRNT2H VT2 FBA L COilzd, FEEORLEEFETRALIZOTIIR I E L K
HTHATAFREALORT 145 2 o MOREEED 5B 16 1y pEGIFLIZEIA, 76 2y FETITBOTIHME
DT EFYZ I FHRRALTNDZLERERVZ LE LR, LT, S&EEIEn y MoT7T&4 /53 RS
HEBREAL TS LHERISNET, Ul BERN LA LTFERORIETnEbET 1 o TAEREEIEF LT
WBZARRFRIUAITES YT I FIRE L, ERE TRy VA — = Ll L BEREEL =T,

—7F, BIA—A—OFREFRHISIT LIz 25, TRV T3 FORBANRNE L 2R LA bbb, A&
FITHET DFEED P2 FBHEREE, 7' Y7 I FIMEIRA LR e S dst sl e iR Lis
ZEPREREBZ bILET,

2. BRORE

BALAUTDWTIEPIC/S P A FZ A 0 OEBRICBIT AR LEELOEETHD 10pom 2D SR
TAHLDOTEDHY TLATLIN, v V—A——DFERL2-7=TE%E L VR, BREES TR ER
T, EHREEEERO-BORIML, BHEELHH L TREREToTEVY £,

3. K& ONT
SEIDFETHRHENTTES VT I FOFIIOWTUERO THRETH Y, EHMEETEE 0 0 1/1,000 BRET
H5ZENERSNTRY | EHERITHD A~ b Na BBRL66. Th Y U A | & RINGEIRE LB TH>Th,
LRI RSO LB L TR £97, 2B, JAE TIORRCESE Li-@HEEOREILH Y A,
722U, TESY T I N, 018 FEEREREECRG S MRESIUBRES) & LTR—E /305D
EENTEY, BET VT - F—Er /3 LrBRarnB I Tha I Emd, AR—YEdEOSFIs]
ERERAEIEA OOV EET LD, BBV LET,



Sdwat

Fie, FUBEREA IS U T A MOREE 2 AIENCTHERRA L TEY . TBH /7 I ROBADZN
ZEERERELTBY Y,

X1 TEF ST F 198 E8 AICRERG S B TEELRNER PSR LREBCEA S ThET

X2 BEE 2019454 A 19 B CEARER ~MEH L REERIRE L TRV EF

X3 PIC/S QP HA FTA v : B BN ERHER EEREELF A —L PI/S) DGP H1 R

¥4 EEMEEAR  BMEEANCEEIE L T X b Na BRI A R KR E TR L S E LTHFE TH > Th
TEF T I FICLORERESE L RN EZONDE

*BE eI Ee
—REOEESE  0120-373-381 (BEREHRE)
EREFESE  0120-381-999 (ERGEREF—)
HEREAERE  06-6105-5718 (&Eh - IR 7 /—27)



V wsran it éﬂm =

TR S1E4A19H
B EERE
THAHRMF MUDAICET HREMREFRHIZONT

Brbr R b R AR ERASH TS BRER. ERBREEOSFICIT.
EXRETLEEBMNTLTED =1,

AW T, EAREHEN D OERICED., SHEZ2IToTEWVD F L, E
FC3LEE4A R 198 1T, BliRD & B Y RAMERASHR L EL T E TORTRIR
S OWTOREELREREN-LE L,

WZhdhDERY, FEAHEREEL TWAETOEAENC SV THHITEIT-

wﬁ&%ﬁﬂ%ﬁﬁéﬂt?f&/?2ﬁ_ow1mbwm$ IWETHD .,
BEOSIFERTIRBEINRVWLRATHD Z EPAERENTHET,

Ele., TEZ VI I FOEEEENOEESEIZOWTOBEERZITo-ER. 8
bB@ﬁéﬂTw67tﬁf§:F®gﬁ ERMFEED 1L/1000LLTTHY .

HRH EENMERA LRSS ThoThH, TEF VT I FOERARER TS
&M%Diﬁho

- T, BEFRICAFEINTEEFALLEOTHE - T2 EEEZEZ23LD
T, BEEEZEETHLOTEHDEEA,

FEEENEFICRITAEEEE - RETHEORNEEHWVELELER, EELE

trﬁéﬁajﬁé$un09§&fﬁ BHEULEEEOEE (GMPEKE) RUPIC/S MPHA KT
O DBRBEIIFED T, BBt —EDREEE - RETEN TR
TNAZEPREREINTBY £9,

Ll esEl, BEEARIMN P TANS IS HETHEBD I, Tk
F77 I RSN LR, BRERMEFICEIT 3 AERROERSTEY &
D EERRIZIT D <, Bl S BN ERIC THEE LTV, TEAFITRERICER
BT TEDLIHIBTDTENDRETT,

ek, FEEMEHRTOREEEZEORE LBETT A COHBICOWTE, B
DE=F Y IBRREBELEZ, SBEETD I U 7 ARANCOWNTIL,
GMPE T b —AXAU72 53 3rifes T HUPLCOMR M AL E % B KR (B HBEA 2. Oppm) & L.,
BHEN NI L EERLEZETCHETAZEETFELTEBY =1,

TEZY T I FIINISEEILFFEEEICBITS IFRELS L UREHRE) & LT
F—E 78 EE YL ShTRY, AT VF - R—E o 7L EEREns
HEATHWET, BREEIIIH LTS, REEZEE2 L > TIEHBWVEETAL S
BDTENYD £,

2B, RO EBYEETRMEL TR TTYZRBICH>NTIL, Bk - &
é@uﬁamw WmLTkD*T# R— t/ﬁ@ﬁw@mmﬁm%%ﬁr@é

o e Sy et s T B TR Lt g A

ﬁﬁAﬁ%@M
BLWEE IR FETEE 3697 F#Hi 8 &
EIE (076) 465-7777 (k&)
FAX (076} 465-7780



%fm =it Pt

Dl AR—VBERFOEEICBMIVE LT, BB U FNaFERI66. 7%
WD) DRAICSNTE, CEEESET LS BEVCHLETET,

* 1) EFMEHAR  EEENCRIEME L T <X a2 B XEETRELELEEL
FEATHATHETEL YT I FICLBABEHRESELRNEZEZION
8
% 2} PIC/S GMPH A KT v : B2 EELEERERVCEELELSHKR R X —24 (PIC/S)
OWPHA KS A

BHEEE | RSHBEE BEEMAREE EEL

T939-2723 EBILWEEILUTHETETEE 3697 EH 8 &
T (076) 465-7736

RSB ER
BILEE IR TETIRE 3697 B 8 &
T (076) 465-7777 (1tF)
FAX (076} 465-7780



Yrk3144H19H
EAFEEEE - £EHER
EERfEE - MEAIRER B
TR SH
REBFELRE B RS

RRAHBER
&Itk Aot S

TANBT P TLABEARNCTES YT I FBREENZHISEE LT, UTDER
0 ZHER L ETEY,

1. ZRETORE
FOFREERRRA AT (LU MR ) Lo EStiEs (UT MEEE) ooh
F TCORMEEIC OV TD L 389 T,

3R 1 H. EASEHEEREE - FRENRENGRAZSEEG LT T2~ b Na 8
RLE6.T% T TA Y ICT &Y T 3 FEBBALTHNREOE—HNRHY, BRE
A SRR - FESHRELERV- LE Ui, RABE TECHEARSOH
DEEMEEZR Y FoTCado e Z &0 s, T~ MURIDEIYEICER LB
BALTOEHEREEREL SE LT,

3 R 3 8. FRHAREHNTORFORE, THEHAECRBSBA(34) 02 162
oy FOBEEUNAEREL, 384 BLVEIRZEB-LE LR,

iz, RRERADD, =X F R TAFOTEH YT I ROSIHEORE
LA, BEIRUEEOSHFEZER - LE L,

BREEIZ.3 B 3 FICIRFRER L 0 E—H 52 -, EERSIO - HE B 17 NAKODA
FE~EERDOIREEIE, B FEROT 4 Y T 3 ROAERIRIC OV T O KES
EHTDE EbIT, RHBEEEREE. S HEORS LTV EEER VBRI OS54 4 520
WiELE L,

RAMER NEEETOSITTRER. FEEERChH 5 NAKODA BT A 2 hETm
BRI & REHEREEESII VT, UT0 LB T,

ENo_3



2. BIFIOSHER

NAKODA AU A5 F U CAREE S B (RHABIEE . o~ b Na B4 66. 7% M
DA, BEE . —hX b Na EEA7 66.7% (YD1 RUVEDLFERIFRESE (B st
Skt T~ b Na B557 66. 7% INS|, v T BIEHRNSHE  =h < Na FBHL 66. 7%

[T v 45—, EELEERTREAH = b~ Na B8HZ 66. 7% [TCK))) O, ERAH
FEAIOD T o R34 (LC-MS-MS #5, REFBIEE 14 vy b, BEERUHEERRER 197
oy b BT ELRE (EERBES 0. loom)s

&2l vy FESTTLIHER, ERERCLT~5. 3ppn (EEHE : 0. 6ppm, FR{E :
0.4pom) OTEZY T I P ERE Ui, FERIL. RABEE 14 oy hOFRERNR,
0. 2pom~5. 3ppm  (FEHHE - 1. Opom, FIRAE : 0. 9ppm) . BHEE K USERIEFREA] 197
oy FOFEEAM, EREFRLIT~2. 9opn (GFHE : 0. 5pom, FHE : 0. 4ppm) TLI,

S EIT-T-BEI21l 2y bE 1oy FTE 3ppm L0 » b &l LTEWEDS
FEHbhhicey FH 0 E LR, FOMTOTRLHENMETHER L THD T L2
LE LI,

— . BIRLERROESE M ) T ARMER SN Xk Na FERL66. 7% I
TA| Bbit, TEFSTIFPRESREEATLRE LCMSMSEE Tey huvg
b N.D. (RHEER 0. 02ppm) ),

3. FEEOSTRER

IRFHEUEE EERN T C NAKODA HEUFE e X b MU D ARDTES VT I FIZD
VT (LC-MS-MS ¥, JE~ 138 b)) 24T o R, £TOFE= v R 0. Ippm
~7. 6ppm (ZHHME : 1. lppm. FHE : 0. 8ppm) DT EF YT I FilkHahZE Lz (B
EFEFR : 0. 1ppm),

ST EAT o 7= NAKODA #HEUFEED 5 &, 2 = v FT 6. 2ppm, 7. 6ppm LHHOT > &
B L CEVDESED b n sy RSB D E LR, FOMRWT G K VE THER
LTHBIZ RN LE LT,

—HF T~ Na BBEL 66. 7% [H T | (A ST BIBEFROFRET I~
FFRUTARLE, 7TEF YT I FPRIHENEFLEATLE (CMS-MSHE sy
Foduh N.D. (BRHFRS 0. 02ppm) ),

LI EDSATEERE D, A Na BB 66.7% U4 7 BF Y7 I NBERA
L7 EKIE, NAKODA #LBUREEA B DX ¥ U —— S— & e LE L,

4. VRl oEE
PIC/S GMP A KT A T, BEBEDNF ¥ UV —Fd—"—Z 2T, TN 3D
ONELELWEECEET D L) IEBEINTHET,
1) KEGOEKR1 BEREIZEFIIEN. HLAEKOEREEHAED 0. 1%L
T (0. 1%E#)

2) oS EENHEGZOES 10ppm BLT  (10ppm FZE)
3) EREEEETL-ROBELICBENARAGL (BERERE)

3 ONBETGEN, THRPT R TAFDTES Y T I ROF Y ) —F—1



2.

—IEOWTEHI TV E L,

1) 0. 194

TEEYFINEAPRAGE LTEFTHEA (FAT7TEvIR) OFRMIE
o, TESYTI FO—HR/MEEIT, EEERESE L T 62 5ne,

TJ1X b Na BBHL 66. T% DR ERL, FET AN M v AO—HEK
®EEIZ, 4,000mg,

BEEEx A~ T M D AO—HERREE 4, 000mg PICFEENBTEF YT
I FORBAEIZ62.5m8 D 0.1% & LTEHT S &, 62.5(ng) X0.1%/4, 000 (ag)
=15. 6ppu &7 Y T4,

2) 10ppm Bt '
FEHRPFNTARIEENDTEX Y F I FOED, 10ppn DLFEAR
nET,

3) BREHE
HREEORAIC Y- > Tid, RIERELRIUCMEZFER L-MEST A
L CIHR LR EZ A L CRESE%, EELowEosEs Bk
BB &L ERFESE T 2 BMEDRHBRERIET AR/ S/ 7T A D
ERASRD HETH, NAKODA - TIEANAAS Z T2 MEEELTBY T8 A,
7z, BORD 0. 1%EHE, 10pem EHEL FIEL_EOREEEANERE SNRVE
&, BREETFFEATARE TR ESNTNEZ EMnD, 0. 1%EHE, 10ppm £
ERLDEELOEEB LR,

EEEDEEBY PIC/S GWP A FTA AR TESEE LWEMET 10ppn ML 220
=7,

FER UBHOSHFERDG, Wb 10ppn RETHBE L OB I E3ERALT
BHET,

U EDFRERN L, FEZISNEF R UA~TEZ ST I BiFy J—F——L
e Z EMERT, EERVHEANORHINTEBY £, FORAL-IUZDOUIT
iZ, PIC/S GMP WA FTA v OFEENLHEMTHILDTIEIH Y THATLE,

BADEEEICET3EE

TEEYT I FRRESNERERED v b RER LR, BREERE LIRS
D b~DEEMICETAIEEICOVT, BLTOLBYEEN-LE L,

TEEVSTIFERDRGLE LTERTIEE (K4 T7xv7R) O1FOTHA
Tins  TEF 7 I ROEEMER (LT NOAEL=No Observed Adverse Effect Level)
{%. 100mg/kg/H,

b b DEZEENL—HERGAE (LLT. ADI=Acceptable Daily Intake) &
L7=%& . ADI=NOAEL/FREEFREHE L FEET,



RreE{EifE= (B2 X EAD) <X (FBHH) ¢RI EHXTES (BEDOHRE
(BB : 5 v 1) ; 10, BEAZEDFREL 10, REREE 6 » A DHEEOHEE; 2) DT,
ADI=100(mg/kg/ B) /(10X 10X 2) &3¢ X, ADI=0.5mg/kg/H £720 5,

FE 50kg Db FEXEHRE LInHA . ADI g =25mg/ B £72 D £77,

AR EBY . = HX b Na BRI 66. T%EAIO— B R KR ERE. HEEHZZRE
ThHE6g (ZHXPFRUTAELTE000mg) L7220 ET,

B R ORI R, ADT (50kg) /=A< b Na EBHI 66. 7% D— B HRFREERT
FXNBZ LG, 25(mg/H)/6,000(mg/ B) =4, 16Tppm L7320 £75,

BRI OSFERELLEBFOT7TEH V' Z I FREARR., WInbESHSTEED
1/1, 000 BECH D Z LRI TRV 7,

LI EOFEEH S, YR EFERE LEE4Th>Th, EaRICIIREE
WhD FEETLTEB Y ES,

E. THIVETICAMEICEE LB EOBREILIH U £EA,

. EIRBIYERR G D NAKODA fECO ZIvE TOE R

NAKODA #Hizd817 B AEPEMR DHEFIEL., RFLIEATIRE DD b, HEBEIIE
LTI N—TEF 5T, S —7 2 b DS FEZEELTBISE L, E2, &
FRERIE T LI Z DR F RIS RS ER R T D ) o REEEIR L, €DV
RFERDREHEEVEETAE T, R EEDER X ¥ o — VAT ST T
BO=ELE,

U > ZRF ORRSTREOREIL, APICHT 1 FIZE-SE MACO (BARFtE x U —A
——8) BEHL, EEEFRELCERSNTBY ELE

NAKODA D BB # ORERERIC DWW TR ERFEER LI L 25, Ty =
ARERD ) v ATETEER, DTN b EEEL T CEEIRTEY, P L—EDH
EEERERINTWEZEEERLE L,

¥ APIC:Active Pharmaceutical Ingredients Committee;Cefic(BRM{LETIEER) ODEEERES

. NAKODA -~ EH iSRRI

A FEETHLRNa LT EZ YT I RARHENZZ L EZ, X0 BRI
EVEROEN & RS EREEO RE L NAKODA H~E 5 KL HEREET-THEY
=795

FPE, F U —A—"—EEEHE - BENICE L EDOERET 57D, U
TofEst g = LE Lz,

O DWE T — A FRA v FOBRRE LIRS FEOREL

@V v AE#RE VR ORGIRE DSOS

NAKODA #7535 1k, @Iz T, BFEREE LIZ < OB DWW TSR Uie L CERd
EHELTOAEORENRH Y F L, LLans, 9 L-Ee DEGEOTER
BEOREELL . BEECREEINTORNT—Z Mg & FBRTFEELTHAFEEED



EREL., BTV —R MRSV FOERRLEEFFEORE LIZoWT, BEESR & MBS
BHRELTRBYET,

@Iz DU T, NAKODA #E& ¥ 2018 EDF v L~ 2— AR T BED U o R IR
DFERHER? L. TRENOHEABBTED ) VAREEREP- T LDOEEE L
BRIZOVWTHRENRHVE L, Z0HBEICEDE, VVRFEFOTELY T I R
BEN, ETREEDZ IR MNF R U AIF Y ) —F— =L L {RELEEST
HoTh, FOREILL.26g THY FE L oy MROBRE L LT, 4 Sopn TLT,

FEIRAIIZ PIC/S GNP HA KT A 1 10ppm ZEEA - TRITIIR D E385, T b
HEEDOEBI R THLINE REBD B MENH D Z & % NAKODA #-~5437 L, NAKODA
FITTY AR EER LS ORI T4 =R - LE, FORBEICONT
. BETHE N LET,

5l &fTE NAKODA & RIEEER 2 572 L L I BRENTERBVIERTE 5
L OIS FEOWBA#ED TEND EY,

. SBORIGIZHONT

AR L7 b 38D, LCUS-MS HRIC K BRAISATRERN S, HEFETO I~k Na
HENOZEMEZSWTIE, BEENEEZTBY X9,

LAsL7aA 5, NAKODA fECOFRFEED RE LAETT5E TOHEIc 2T,
BENDE=F ) o IPHEEEZTEY T,

S BN D37 & LC-MS-MS FETITUVE U7eAS, A imisesis, HrecEsssrIprg o
SRR CTH Y, BIRITE CIIRE LT LT R4 OP T8 FOSIHESE tiid
D EE A,

SREET DT H | Na EENT OV T, GIP B E— RO ST TH 5 HPLC
ZRVTHFPHERICHESE T Z E 2 MET LT =7,

7o, NAKODA #HC CREE T4 /7 I REABERERIEE L TCHEAEEY 7 £2F Y
Y. FE/ NTaRY L ATOWTE, BERICTERTERZERLTBY . With
DFEENPGLTEF VT I FORHITBERO LA TED €A RS T~ b Na EElT
DL S RFER VRS ~OF ¥ ) —F——D U R ZENLHE L TEBY £,

ZOM, FEREEZLAL THOBRERLEOF ¥ U —A— S—ORRI DT,
NAKODA ¥ & 0 U CBI R B MREET D & & i, TEME0EE» SFHEETV. 8
BEW R LTV EIETY,

EIAREEEE LIz, PR & 389 . NAKODA HHio it B AR O YRE H R0
BEED, BEEL TRV ER L LT, PIC/S GMP HA K54 >0 10ppm ZE¥E
BB TR CEIICEEIND L3I EEEEE L TE D E4,

Lk






