2023 /5 HRT (38 5 hiY) AAZER RN FEES : 872149

EERAVIELI—T+—L
AATBERHIATS O TF FOBE 6 2013 (2 HERL L C{RRg

HEIRA ATy AR B o A —
(G EEER ]

AAERSE VYL H U8R
NIV IVE U EE 20mg [BMD ]
NIV IVE L EE 40mg [BMD]
NIV IVE v EE 80mg [BMD]
NNV VE o 8E 160mg [BMD |

VALSARTAN TABLETS

) EE—EMEOMGEICLVERTL L

| 7400 ba—F ¢ Tk

A o HOH X 4y | WGEEIES EE-IEMEOLLEICLVERTL L

2LV BE 20mg TBMD) ¢ 1 SEH SV L X 2 20mg
2LV BE 40mg TBMD) ¢ 1 SEH/ SV L2 2 40mg

A~ =
o B UL 4 o 80mg TBMD) ¢ 1 EEHSLHL S L 80me
7S HILZ B 160mg [BMD] @ 1 €L L% 2 160mg
. ” i 4 vz (JAN)
e 4

P 4 : Valsartan (JAN)

H | BLERGEAREHN H 1 20144E2 A 14 H

A HI|3¥ 7% # H H :2017#10H 1H

A
#Ho- | FRMEAENEEAR 2017HE10H 1B Gk L B)

[ SR L 2 A DTS e

O

w4 b

MRASHEA AT 4 7 A [GHEMRGES &Eaf (03)5244— 9264
BB BT R — L~—  http://www.biomedix.co.jp

A TF 1% 2023 5 5 HEROIRMSCE OFERUIC RS S /ER LT,
BB OIWRA SCER I, EIRMERBE R R R — A=
http://www.pmda.go.jp/safety/info-services/drugs/0001.html {2 T ZHEFE T S\,


http://www.biomedix.co.jp/
http://www.pmda.go.jp/safety/info-services/drugs/0001.html
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1. BEGZA VF Ea—7+—LERORE

R SR O FEARR 2R B E W & U CERRAERMIA SR (UL, IASCELKT) b b, EHRDL
B CEERT - SRR O EERNEFHE DY B BB e R 3R 5 O IE A S 215 3 2 B1CiE, IR SCEI
FLE ST E R A AT D BICREM e E M LB G a8 H 5.,

EREEBL Cld, YaZEIES T DWW THREEZE O SR W S 5 2 OB NG RO R % L CF Al
SELTHALL TE TS, ZORRICHEREREMEEINATTIHLODERIANE LTS FEa2—7
F— LA LT,

WEAFN 63 I HAYBESEAIRT = (LT, HWEEIET) FEE 2 /hNEBa) TEERA VA2 —T7 4 —
L] (LR, IF &883) ONLERHTF I ONS IF iefikk A RE Lz, 0k, EFREEH T IO BF AT
PSR E = — XD L& T, R 10 4E 9 A HIRIRZHE 3 /NEESICB W T IF sl EEOSGET N
1T,

BT 10 FA R L, EIELEROAID FThHLHIEMEIE ENFTh 5 EEBIGOIA, WHIZE -
THEF - EFREIIRES B LI Z L &2%0F T, Rk 20 4 9 HIZ AREEERGEREZEBSITB W T IF G
FHE 2008 MIKIE ST,

IF FC#Z4E 2008 CTliL. IF ZMREBHADH & L TRt 25X 6, PDF 0BT —# & L CHflt
T5ZL (efIF) MFAIE otz ZOEFICHDOE T, HRSTECBWT 1806 - 2hRoBhn), s .
i BERIANEREONRRT R EDSRTRH > - HAIT, KETORIT — % 23800 L= &H D e-IF 23
ritsnszz Lot

KB DO eIF X, (M) EEMHEREBESRBRABEOEKBHBFEREML S — 2 -
(http://www.info.pmda.go.jp/) =V B —FEL TAFAREL /o> T\ 5, HIRETIL, eIF 2T HE
WL ERIR AR — DR — U NAHY A S TH D Z LITEE LT ARG 2 & o8 T e IF OIEH A Bt
THHAEREL T, a0 IF DR SCEZHET 28 EEAERE L CEYNEE - RETo28 &L
77

2008 FE L VA 4 [BIDA U H B a—7 4 — LR E B L7 CHRM L CE - HEA2 Fn L, RS
HIZLoTH, EAR - FEAREIZE 5> TH, IRORWEFRIRETHZ 2B X, £ THM, IF GlE
TEHO—HRLET 247V IF Fedk EiEH 2013 & L CARTHENE 2o Tz,

2. IF LiX

IF 1% T SCEEO R A ME U, BEAREOEFIEFE I L o TH W EBICHLER, EHELOMEEH
DI=DDORER, WSHFERF OO DGR, RAIOT-OOMEH, EHLOBEIEMH OO OFH, P B
7T DI DIERENER SR A7 BRI OB RHE & LT, BREN L EEEZ R E L, KA
LD T DI Y GLEIE S ORI TER L ORI 2RI L TV D2 INE R EALETT Hivd,

ff2 U, KA RS I B 5 b oo, IR EORAIL ) 2 BT 5 b o K OSEAIRIE &
DNREAH « CEIT « ST REFHESEIL IF OFEHFE L IR 520, S0z 5 &, JERGE LRt
IF 1%, SEHIAH A S 2554 « Il - BRREIST 5 & & bio, RERMIEE T LD E VI B ARSI & &
el LT,

[1F »#ER]

OHKIT A4 I, BEEX L L, JFAIE LTORA v FULEOFE (KFITHRLS) TR L, —@pblv &3
Do 1212 L. IMISCETHRME - RTEEAVESAE, BETEAETEIAEI bD LT 5,

OIF e EEIC S ER L, KEAAITIT Y v 7R TRedid 5,

@FHOFHITH— L. FHITHT T HIHFMER O [TF RO F5| & OB 02 LA FT#HT HHD & L,
2HIZEED D,
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OIF (FFAIE L TRAIOZ GREERN] (NHAL EHEL AAEAD (CER S,

OIF (ZFi#7 25 B K O B IR E U7z IF sk EEICHERL T 5,

O TEOAREZMTETHEDIF DEEIZH » TRERBERNTH I NS,

OB EOEZICET 2 b0, MIEEEOAILE ) 2 8502325 O R O 2 13 U D EREFEE
H S - Il - R4t REFIH IOV TITRE S e,

® TEHEMLA Z Ea—7 4 — L5 EEHE 2013) (LT, [TF 5eHiEE 2013) &I&8T) X W iEkahi-
IF 1T, EFEATORMEAIEARL U, MBS U TEARNE A (PDF) 2 HFEIRI L TR %,
ETORRIIMETIZZR,

[IF D317]

O TIF Fo#iEME 2013 1E, kK 25 4F 10 A LURICRGR S HiESR D A & 72 D,

@ LSO ERKITIZHOW T, [TF #EE 2013) (2 L H7ERL « $REHTRHE S5 & O TR,
O EOEBEOWET, FRAEMFSUIFER (BRI 23AZFR S AU RE R QNS ISE O YRR
ENRIN, BBHTREINEDPREL LD AICITIF BRSGT S b,

3. IF DRIAIZHT=>T

[F F0#%E6E 2013) 2BV TIE, PDF 7 7 A M K BB AR TORMEEZ AR L LTV D, 1HWEF]H
I 5 HAIENL, B BASEIR L CRIHT 2 Z ERFAITH D,

B IEARD TR 2OV T, SR R R A DA oD 122 3K ) E e B T At R — A = DT ) (4B
TSR E STV D,

RSB IET EIA A Z Ea— T 4 — 2MERDOFL & 16> TER - 129223, IF OJRAZBEE 2.
ERBLGICARRE L TO D IEERS IF 7ERUR ICRE LR ME R EIZ O W TTREERZED MR HE~D A F B
— 2 X HASE A SANFEFFESHE, IFORAMEZ SO 0ERNH 5, Fi-, MRFSGETSN 56 /H Eo
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I. BiEICEY5EA

BEICEH9 5IEH

1. HARORE
SV E BT, GEIR AT B R T 0y h—TH Y, 2000 FElZ EfishTng, 2L
& 8E 20mg TBMD |, 7SV /L& U 6E 40mg [BMDJ, 73030 % 2 6E 80mg 'BMD] KN
B E UBE 160mg [BMD] (3, BRSNS H B ER S & U T2 Al L, EKERE
0331015 5 PRk 1743 H 31 H) (12D, B K ORBRGIEZRE, IEFR, AYrn)
*“ﬁ%%%%ﬁL/mnyizﬂ BEIS L, XS e 4 A5 4 7 212 20174 10 A

(ZBURRR Ut 0 SRS IR 7EAGE & Kk L7z,

2. BEDABEREN - RFFHEHE
(1) St B 40mg [BMDJ . 230 P 0% U 6E 80mg [BMD | LUV SV /L & U 6E 160mg

(2)

BMD] 1%, HEEERAS 72551, HYEREXT 2 —% (AUC LT Cmax) % 3l L7258
%mi@\ﬂw%wayﬁﬁ@ﬂkmiw%MH PERHER S NI B RIEIRLTH D,
2LV H U BE 20mg [BMDY 1&.  TEEN R D80 BRG] 0 A1) 00 R S ek BR 4
A RTA2 CER 2442 A 29 H  HEFAI 0229 5 10 =) | 1[ZHEISX, Sdrz
BE 40mg 'BMD) ZAEHERGAI - L2 & & IWHZEENE L, EMFRICRE L AR S
TEBEFELTH D,

(18 HZMR)

L IS A AT 5,

(16 HZMR)

(3) ASFN AL o il A 5 oD Bl VR R S8 BB EE 23 IR & 72 DA & 320 L TUVRvy, ERZREIEA

L LT, MBI, BTk, BARE, &bV UAMAE, va vy, Jph, Eikibgk, Sk
BRE, BBk, s R ﬁﬁEE’Eﬂmﬁ% CHpE, BEAUTRLARIE, hEtE R R B AE R
fif#fiE (Toxic Epidermal Necrolysis : TEN) . FJEHEEARIEERE (Stevens-Johnson JEFEHE) |
ZIALBE, KR, HERBEERNHODOND Z D D,

(24 HZH)



0. &#MICAYTLER

0. Z2#MICEI SIRE

(1) #4
2LV B BE 20mg TBMD |
2NV L& U BE 40mg TBMD
2LV B BE 80mg TBMD |
2PV & U BE 160mg [BMD |

(2) *4%4
VALSARTAN TABLETS 20mg BMD]|
VALSARTAN TABLETS 40mg BMD|
VALSARTAN TABLETS 80mg BMD]|
VALSARTAN TABLETS 160mg [BMD]

(3) BAFDHE
—fL (g ) +HRIE (BE) +HEE - & (20mg. 40mg. 80mg. 160mg) +/EE
(TBMDJ)

2. —/k4

(1) f4 (@aik)
2L Z L (JAN)

(2) *4& (fafik)
Valsartan (JAN)
valsartan (INN)

(3) AT L
angiotensin II receptor antagonists, antihypertensive (non-peptidic) (7> 47 v 1%
AEFEGURE, BEFK GEXT7F F)) :-sartan

3. BEAXIETHERX

CHs

i, /IJI\ (CO;/H

N
HaC/\AW

Q
AN

—_

(7
4. HFRRUHTE
7713 1 CaaH29N503
& 1 435.52



0. &#MICAYTLER

. tZF4 (s%iE)
(29)-3-Methyl-2-(N-{[2'-(1 H-tetrazol-5-yl)biphenyl-4-yllmethyl}pentanamido)butanoic

(IUPAC)

acid

LEES

onji

. BR4A. A, BS.
AR L

. CAS B85%&5
137862-53-4
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. Az ICET 5IEEB
1. PRI E

(1) 58 - 1EIK
HEBEDHMRTH D,

(2) BfEMH

IS HARIR R DOFRHL
AL ) =)V 56D TER T 291
=% J—) (99.5) 6D TER T
7K ZEAEET 720
(3) B
P-4 A
(4) b (FER). R, BRER
BRI L

(5) EiEEMBETY
BB L

(6) HEFHH
AR L

(7) Z0HoELREE
WEYEHE ()b @ -64~-69° (BiAk K OIS B L= b D 0.5g. A% /—/b, 50mL. 100mm)

2. AR DERZHTICETAIRE.
MR L

3. B Y ORERAERRE
HARIERF S [NV v2 ) OffgiRRBRiEz L 5,

4. BT DEE
AASER S TV s v ) OERECE S,



V. ®HI<EYHER

IV. &EIZEEI HIER

1. ¥R
(1) FRORA., SRR
fR5E4 @i - FE e
H£L 6.
S | B - BRAD DT 4L % ;ggfm
. . e 4mm
20mg BMD | La—7 4 T — %E 615
= 61.5mg
EET.1
PNIVH LB G| A - BRRAD DT 4 LA E> thg ; 4mm
. S AN = 4mm
= .3mg
. . . ) HA 8.6mm
POV HV A U EE | A BIRAY DT 4 LA TR R X 44
N eV ¥ - Amm
80mg BMD | a—7 4 T EE 80 ET] -
F & 240.0mg
. N - Him (U] Ff% 15.5mm
* 2 :pl;/\ —/
PSIUHL B RE i% @Ejﬁ Piff:l’z #Jﬁ 57 6.8mm
160mg BMD) | 7 7 (e “ ) | EE 5.6mm
v HH 475.9mg

) BRI L CTHIFOm & 1%, —ETIERN,

(2) WHOYH
AR L

(3) #Aa—F
SRV A U 4E 20mg [BMD)  : BMD53
SV LA U4 40mg [BMD)  : BMD54
SV LA U4 80mg [BMD)  : BMD55
SV LS b 160mg [BMD)  : BMD56

(4) pH, BBEL, #E. LE, BFEOSRURES pH 5%
MR L

2. RAIDHRK

(1) BHES CEERS) OEE
2LV H U BE 20mg [BMD] : 1 8EH /7L L2 2 20mg
2L YL B U BE 40mg TBMDJ - 1 8302 40mg
2LV H U 8E 80mg [BMD] ¢ 1 $EH /L L% 80mg
sSHILHZ BE 160mg [BMDY @ 1 SEF/VLH L2 160mg

(2) &h

NILYILE V8 20mg TBMD
WK A A iR, IRERE L Fas o e ltvrin—2, ERELo—RA XL7 AFT
VU~ T3 h 7R ARn—A w7 ad—/L 6000, BR{LT ¥, e = Ribgk. B
N vosay



V. ®HI<EYHER

NILYILA U 40mg TBMD
R AR, IREREE Fedsv et —X,
Vo~ Uh 7R An—A <7 83—/ 6000,

et ro—2 XV ATT
b F 5>, oy

NILYILE VE 80mg TBMD
BEAKT A, KEHREE Fax e ilern—2
VUt~ 32U h, 7R An—A <271 a—)L 6000,

ekl —aA, ZVT . ATT
Wb F % HF ooy

INILHILA V8 160mg TBMD
BEAKT A, KEREE Fad e iern—X
VUt~ 32U h, 7R An—A <271 a—)L 6000,

ot ro—X, 2LV T ATT
Wb F 5. AT TR Y

(3) Z0fits
LB L

ZARl, FLAOEEIIHT HFE
PARAYA

4. HEDFEELHTICETIRENR

INILHILA VEE 20mg TBMD] ¥

R PRAFERAF PRAFHAR R HE RERAE R
Vaapi S — ° g —/A) 0
Mg | 40C. T5%RH | 6 # /] IWP&K“T%%)F+ED DH g A
WETER « PRk, MeRRBR, AR (B R MR | WM, TRk
NILYILA V8E 40mg TBMD] 7
R PRAFERAF PRAFHAR PRIFIEHE RERAE R
PTP A% (PTP v — b+ v o —/a)ik
s ER 40°C. 75%RH 6 4 A +HFE) JRESER N
AT (R IR
WEIEE MRk, FeaRaBR, A (H R IR | M, TR
NILYILE V8E 80mg TBMDY #®
FRBR RIS PRI PRAETEBE TR B
PTP @ (PTP v — h + b o —/fk
TN R ER 40°C. 75%RH 65 A +HEAE) HIREEEPHN
NTadE (REEFEHRE)
WEIEE MRk, FeaRaBR, A (G EH—IERR) | B, TRk
NIV ILAE E 160mg TBMDY 9
N PR S5M PRI PRI HE R SR
) — — e
MERER | 40C. T5%RH | 644 |PIT @R (PTP U R
+ﬂ£;ra)
{EUEIEE :‘l‘i"{ﬁ\ ﬁﬁuuuﬁgjﬁ %f%”i‘/j ( 2 uﬁ%ﬁ) (ﬁﬂj $ /£
(s FHIIBR ) | %&-%f*#J_owfwerEM$%_%¢5%EJ£%

REERVBBEOREMN
R4 Lgn



V. ®HI<EYHER

6. hHFlEDEEELL (MEIEFMEL)
A L7g0

7. BHHE
BHEEOLELIE
NIV ILAE VEE 40mg TBMD) 1V
FEUERLA] (82541, 40mg) & OVEHZENZ T 5720, R EIRS O LY RS RER T A

RZ A 2 N> TR AT o 7ofi R, 2 TORHRBREMFICBS W THELEBICEA L TE
V. WA OREEEBIEL L TWD EHEShT,

HEREH
AEIE IR RV
AR D & 900mL
ABRHE DI 37+0.5C
BRI pH1.2 EHEERES 1 ¥ (50, 100) . pH3.0 # 7= Mcllvaine OFEE R (50) |
(M3 (rpm) ) |pH6.8 & HIFER 2 (50) . /K (50)

THEHE
FIR | CHIERA | TR (%)

ARE ) (pm) | (0 [ | s | 2 T e

FEVERLAI A 30 43 AN ) 85%
15 42.8 50.7 +7.9 PLEERH U s

pH1.2 50 BUE S BRI RIS 3 T | S
90 86.5 94.1 |+7.6| HERAIONVEIEHRD 85%LL 1
LD L& FEAERLE O
HIRAY 40% M O 85% (11T D3
10 41.9 41.2 |07 | Y7p 2 WERIC I T, RRBRAL

pH3.0 50 D -5 R DS R E R D S | S
45 33.1 86.6 |+35| EHIEL15%OHMIZH 5, X

T2 BB OEIZ 42U ETH D,
FEVERIFIAS 15 53 LANIZ Y 85%
pH6.8 | 50 15 100.2 99.9 | -0.3 | EIEHT 25G HE
AER A2 15 4 LA E
85% L L5 X% 15
IR B BRI O R
PN 50 15 87.0 86.8 | -0.2 | sk v & A O YR R

+15%DHIFIZH D,
FEHERLAIAS 80 73 LAPNIZ P-4 85%
PLEBH L WigGA

FHUE S N7 BRRE I 5 THE

YLK D IR 8 85% LA F

Ll d x| BEUERLE| O IR

HISRDY 40% K Y 85% 1+ 3T 0Dk

W 2 BEEIZRBWT, BB
60 85.6 93.9 | T83| o iy s YR 0 P
A ZEL15% OIS 5 7>, X
W2 B OEIT 420 ETH S,

-
o

10 41.8 53.8 [|+12.0

pH1.2 | 100

=
op




V. ®HI<EYHER

pH1.2 (50rpm)

(%)
100 |
80

f.ﬁeo - )

% TR EREA
40 W RESR
20 - +;$§$§4ﬁuw¥ﬁ3;‘$w$¢15%
0

0 20 40 60 80 100 120 (%)
81 5E B R
pH6.8 (50rpm)
(%)
100 - = |
R

P

H 60

$40 -

T ERABREA
20 sl
0
0 5 10 15 (49
Al 7E re R
pH1.2 (100rpm)
(%)
100 |
80

f.ﬁeo - _

= T HRERREA
40 . RERA
0 | +:’f;¥i§§¥§“0)$ﬂi§°ﬂj$i15%
0

0 20 40 60 80 100 120 (%)
i % B

NILYILA EE 80mg TBMD) 12
PEAERIE) (5EA]. 80mg) & DIEHZEENZ L9 572, [HISIE IR O EW AN RISV A A
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%\ log (0.80) ~log (1.25) DHIPHNTH Y . WHIDOEYFHIRIZEIENS MR S Nz,

HENT A—H BENRT A —H
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6. EELEAMNIELZTOEARVULES X

BEELGERNIEER

(1) WA IR O H 5 BE T B CHEaRRAEO H 5 BEICB WL, Bili&Eo
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(2) @AY U AMIEDEREIZBNTIE, @AV v AMELZEEIELIBZNNHDLDT, I
B ESPL AW SN 562 RE, BEITITHZ &,
Fo, BHEREREE, 20 b — LV RBORERFEICIDIMIGES YV U7 LMEDRE L 20070
BETIZ.ED Y U AMENRRRTH2BZNNH LD T IGEN ) U MEICEETDHZ &,

(8) TUAXLV U Z2OHT 256, BHEREE, &0 ) v AELKRLELZEZ TBEn
NHLHTD, BEOREBZBRL2NOHEBICEET D2 L, 728, eGFR »
60mL/min/1.73m2 K DEKEEREZEDH HBE~OT V AX L2 EDOFFHIZ OV TIE,
R BRGNS SN A58 2 RERT 52 &, (FEA/ERH] OHZSM)
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VI. &t (ERALOEES) (CET5EE

(4) AHOEREICE->T, PEKER, —BHEORMGMEET (KHRUVEBHELAFEH

3) BRITEBENRHDLOT, O LI RGEICII‘REERIE L, #ULLEEZITI 2

L, Fio, BFICROBETIHEHENOEGEZBB L, HET 55 XEEOREEL 5

W LN BH/R2ITATH 2 b,

1) MEEHTHDOEE

2) FIRBERIRETDOESE BFITEEDF M) VLBV LKREDORD LE-EE (1
\IEEEORIMENEC D Z 2038 5) ]

3) BEGBIEEETDESE

(6) AHleGleT VAT vy DZFRFETABR G T RFEOEELRITEE R H 5 b

T2 L DWEND D, FHERERA 2 T 572 LB 2 31T, RENRD W56
(IR G E2RIET 570 SO RAE AT T L,

(6) Filvan 24 FEEIZ &G L2 EMEZEE LU,
(7) BEERICESS DTN, 5602 R8HLbNDZE0NHLDOT, EfEE., HEHED

EEHREERR & O M A BRIE T D BRICITER S E 5 2 &,

7. HEEA

(1) GtRAESEZTDEH
Y LA

(2) SRR L ZDER

HRIE (BFAICEET S L)

HA 4 5 BEPRIE R - H & 1k &R - fERRIN -
TYAFL YV BOREREE . w0 Y v AMER D | BRI KD L= - T U UF

BmMEZEZTBENALNH LT | T v U RILEFEHA RS
O, BEHRE, IEN Y U LMERD | WD RN B D,
MEZEZ+SICBEZT 52 b,
723, eGFR 7’ 60mL/min/1.73m?2
Alili O BFHEREIRE D & 5 B~
DTV AX L EOHHIZON
T, 1R BT 215700 &
SNLGEEREEIT S Z &,

TV T UV RS | BHEERE, & U U AMER O
EkE=sat] BMEZEZTBZNURDH7-

O, BEERE, MigEA U U AMEET
Mz 3BT 52 &,

AU 0 SOREHERI R A MiEH V7 MEN EFTHZ L | RFOT IV RAT v 55
Avwm /) T7 kv NHDHOT, MIEH U 7 LEEEC | HICX 0 B ) o LRFREEA R
FU T LT L TEET 2, HERT D ATREME R B D
VRV i gt falRIA 7 - B R RERRE
B\ALH VT L
FrAEL ) v F =)o AFNC X D1MyED VY U LED
A KT UF—v FHREFe2EL 0
X ZNnarFas MEFIZ L
LEEZOND,
fEBRIN -« EEFEE . MIED
VU LMEDE VRS

v uARY & T A E O FIE A3
H\ZEmInb EE2BNRD,

FU X N7 U LEARF MiEA Y 7 LMEO 725458
AN T 7 A RNFH S — INDIBENRD D,

e FURARTY L

23




VI. Rt (FRLOEES) T3 5EE

AL % ERARER - $ (8 71k e - fElR 1
FEAT A FHEHRERA | KA OREEERNEITT 5 Z & | NSAIDs: COX-2 #R P E A
(NSAIDs) * COX-2 &R | 23 D, DETa AT T AR
iEkE=Sa] FLEIEAIC & 0 | RAIOREE/E
AV RAB T 5 AN THZE0nb 5,

BHREAEN I TR ZENDH | NSAIDs- COX-2 R HBH E A
HOT, FHTHHEEITITERE | OB T ux¥ 7T VA
ool s b, FLEMEANC & 0 | Bt & 23K
TTaibEtEZLND,
faliRN+ : i

EXxYo~w— FERICE D ARIOMPEENK | VU BEEERY ~—12Xk v,

30~40%IZIK F L7z & OHEN | [FRFICARA L7256 AFIO%
HD, ABEIOERNETHTL28% | IWEBIED D WITHD &85
NWRd5HOT, AT L2HEEITIE | FTEEERS D,

FBET L L,

VT oL M) F o LRENER L VF | KFIOT U o APEEER IS

TARREAEITIENRES | L0 VFULOERENEZ D
NTWHOT, IV FULRE | BTN,
WZHEETHZ &,

8. El{eE

(1)

(2)

BlIYEFDHME

AT A P pAR AR A O BIVE I JE B S WA & 702 % A 2 20 L Ty,

EXGEMER & HER

1)

2)
3)
4)

5)

6)

7)

8)

BEXRGEMER (BEEARH)
WD LI RBEWERPNH HbND Z DR H DD T, BIERE2+0I2ATV, BB H B =561
I A2 IRl #URAEEITY Z &,

MEFRE : Eim. DE, WEE, TOMIRENERE LTHObND Z L2H DO THE
EHCAT o 2k,

FF %
BEXEe
SHYDLME : BEEREGSD Y VAMIERD 5D ENHDHDOT, BEE 51247

W, BEDRO DN GEITIE, EHITEYRLEEZTT) 2L,

vavy, KM, BEHK g v MEKTICHEY Kb, ERHEABHEDND Z
ENHLHOT, BEEZTHITATV, W, TEE, EHAERH S DNEEAIE, 5D
(G ZRALE 21T 5 2 & FRCIEENT T, B AR MREEAIR G- P o B
TIHEAEN OB Z G L R T 5581 38F OREL 0B L2 bR~ 24T
ST &,

W|EAAMIIRIE . BIMBRRAD . M/MRIBD - BERERIERE, BB MR 23 8 B o
N ZENHLOT, BEZTIIATV, BREDPRD DA AICIE, EDICEY) R LE
2ITH 2 L,

MIE MR « JEEN, Imk, PPORINEE, Modl X MRS 208 5 MBS bbb o Z
ERHHDOT, ZOX I RGEIIFTHR G 2T L, BIFRERVE CAORGEDIEY) 7
EZEATH Z &,

B - ARMBEDH DD ZLndHD BERFRHETOERE THLbILT V) DT,
BBz AT, B, 22 miT. FOERX. BPOET, R, ERRE T
bOONTGEIITREATIE L, BURLEZITI Z L,
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VI. &t (ERALOEES) (CET5EE

9) HEMERARIE : AR, BJ1&, CK (CPK) E&H. mALRORFPI AT a e B %K
L T DREEHRRIEN B 5o b Z LR b2 DT, BlEE HoliTv», 20 X5 G4
ITEBICEGERIE L, BWYRMEEITH &

10) FEMHREIBEFXEMAEIE (Toxic Epidermal Necrolysis : TEN) . R[5 %4 I% AR fiE 1% 3
(Stevens-Johnson fE{REE). ZMHAIBE : 1552 S AL RARIE | &ﬁ*ﬁﬂ%ﬁﬂﬂﬁ% %
TEALBEDR o B D Z N H DD T, BlEE 01TV, BENRO LN LEICITRS
ZHIE L, HERAE AT 2 &

H)fﬁﬁxﬁfﬁf KIEIE . %f@%ﬁ%%bﬂé’kﬁ%é@f 7RI U%h“
HOONTHAITIE, KERESMHRL, HEETIET 5 C@uREs2i7o 2

(3) TDHOEIER

ZDHDEIER

BRI
B EAE TV | OBRIBEUE, B, T O RS, ALK
BHaMRER| ODFVEY FE, R, AR
i & | BB AFERERIE S, Al
B B & | RmETY. B SR OB
HOAb & RS MR, R TR, BERL DiE. RACRIR
o P AST (GOT) LH-. ALT (GPT) L&, LDH bH-. ALP EH. v UL EVE
EH
FEOR R | MR MHERR
B fig | A REEE EA. BUN LA, g2 L7 5= L&
B & H | WLV vAMEER, KIS MY AME
i, BIER. JEE R, FE. CK (CPK) L& M. J&i7m. LU
£ 0O ) WRERE, IZTY, mbE LA, miFa VAT e —L BRI H
Do R, BT B

E1) 2oL BRI RSEYIETH L,
E2) ZOXDRIGEICIREE, KRET L7 WU RMEEZITY 2 &,

(4) HEAEEARTEER VERREERE -5
MR L

(5) ERKE. SHE. EEERVFNOAEEE RN ORIERARERER
U L

(6) EM7 LILFX—IcRT 5:FERUVHERE
22 (ROBHIZIFEBELAEWNI &)
(1) ARHFND RSk LIEBOE OBEERE D & 5 B3

ZDHDEIER

HAEASB
B BE TV | RNBEBUE. 5. T OFE. SRS, LI
H1) ZoLd BRIk EPIETAI &,
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VI. Rt (FRLOEES) T3 5EE

9. SME~NDEE

EERE~DES

(1) @A T RIOBEOBREIIFELL 20N E SN TV AMEESENE Z 2820 H
) DTARHAEN OB G EHGT 5272 PEREOREZBE LN oEEICR T2 L,

(2) FEifE TIEL, AFIOMAEHRENIEFRE IR TELS 2D ZERBOH LN TN D,

(3) 65 LA EOE A & 65 AR OIEFMEE IZB W TAFIOF, ZEMEIZZEITRO 5T
I/\fcﬁb\o

10. Wim, Eiw. RILBE~DEE

1R, ER. RIFEFEADERE

6. b, PElw, WIEEFE~OEL

(D) W 4m XATTIR L TW A RIBEMED & D IF AT G- L2 b, F72, BEPITIRIRD A
L7eGaIcid, EbicgEGa2ibd5 2L, (RElZELT U7 o v VI FIRRE
FE N T > AT v BRI EA T, R~ KBS S B E G
W T, FAREDE, BIE - FAERORMDE, A, &2 Y U AMAE, $HE
DA E, FARBDIEIC LD EHEN S 2 U ORNE, M, SEZEEEOAE., Moss
BEBRARE NbobhiztoWERH D, Y2 -, W TEINZT > IFT
VUBEHBEFILEANCBIT S L b AT T TRERPREE T, RIS V4T
vV U EMBERILER 2B SN ZRERICB W T, JRIETEOMR Y 2 7 XBERIN
BHEENTWARWEERICH RGNS T2 s OMENH D, V)

(2) HHIRT D ATREME D B 5 LetEIc R 53 AT, ARIO®REIZ b, BSR4 8%
B L CARAIB G O EEZEEICHRR L. AR EOFRMENERIEE E0 5 L A
SINDHLEICORFEETH L, T, BREPVERGSIIIROTEEFHICEET D
&,

1) AREBEGBEANIIR L TN L2 ERTH 2 &, AAEGT S, R L TN
L EMRNCHERR T A Z b, BEPITEEINHA LB AR, EbicRS ik

5T &,
2) WOFHIZHOWT, AFIBGHAMGIFCEEICHAT 2 &, 2, BEPLLEIST
Bz I R

© IERPIICAKIZER LS A, R AR EE RIE TV R IR H 2 L,
< BRERDNEI L7 USRI D AR, BT EICH T D 2 &,
- IERA TR DGA X, YEICHKRT S 2 L,
UFHEL CWAZ N R ENT T v o4 T v BRI ER LT AT
U NIRRT E A L, R - B~
(B4, §HE - Bl - BOBMAE, FBEE) BB ONFINHEShTng, 49)
(3) BHF DI A~DOFE-Z RS, RO B/ TRETL255ICEEAL LT ILSEL 2L, (@)
WEER (T v FORAMRO®RE) o 3mgkg/H T, HitT~BITT DL OHRENH S,
Fo, BWER (7> NOBEM R ORI NEE) @ 600mg/kg/ H THAN DK
BN OEFEROE T O L TEHE Y, 200mg/kg/ H BL ETHESEORIENRFRD 5T
W5, )

11. MNEEADERE

INRFEADERE
(1) MHARE, FraR, LRSOE 6 MR O 2 Z MR LTy (ff
FAREBRDI 220N)

(2) ARERIAIEEE (GFR) 2% 30mL/min/1.73m2 K & L < 1B 22T TV A/ RS T4
HEEMEIIHEST L TR (B FRRER S D 72 uy)
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12.

13.

14.

15.

16.

(3) /NRFEOEME TITBEERTE 2D Z N2V, BEEACMLIESD Y U MEZE

ERSBIET 5 2 &, KT, BREICC B 2 KITTHRIE GEE HiK) DEEITAR Z &K
HA25A60ME0 ) U AMEE LA S &5 AN S LMo RA L T 256 13EE
THZ &, (MEEERE) (3). MMAAIEM] OEZM)

RRRERRICRETZE
A LAg

BERE

(1)

(2)

BEXRS

iz, GEAK

AFIOBEFGICLY ZELWIERFAEL, B~V T, fBRENICESBE

AWIRY. ST

NE -

WE, RO XD RAEEIT S,

1) it K ONEME ER 3 5

2) FHLWRMEDEAIZIL, BEEZMEMIIC L, OB RIS O RES 72 £
W7 ALE 21T 9,

FE

PNIVHIVE L DMMES X7 EOFEEFRIL 93%LL ETH Y | MIEENTIZ L o TERETE

200,

BEHREEDIE

BALEDIEE

FHIZATEF : PTP WAL OFANL PTP > — bRV H L TIRMT 2 X 5 EET 52 &, (PTP
2= ORI LD | BOELAE S EIEREA~RIA L, I3 L2 2 U CHERRIRA S0 &
BRAEHEZIFET 22 LM E S TVD,)

ZTOMDERE
Y LR

Z Dt

Y LR
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X. JFERPRAERICEHY HIEE

IX. FEERREERICEAT HTHE

1.

L ER

(1) EMEEHER (VIEHREICEYTSER] R

(2) BIRMEEHER
BB L

(3) REMEEHR
AR L

(4) ZDHhoEIBHER
EERR L

. BB

(1) BEHSHERER
AR L

(2) RERSHHRR
DR L

(3) AREFAEBIHR
AR L

(4) ZOMORHEE
AR L
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X. EEMEEICEYTSEE

X. BEEMNFERICET HIER

1. RS
FIHF (VL H L BE 20mg- 40mg 80mg- 160mg [BMD))
MFEERE EE-EMSONFE I VFERTLZ &
BREGy (S z )
L

2. ARHMILERER
FEAHIR « ISR (8 4F)

3. Bk - REEMH

SR, HIRR

4. EFRERLDEDTIER
W LEDEE
1. REAE
ERBIRANTH > TH, BERITR DN T 5 2 L,

(1) ZETOWMYHFNVEDEZEEARIZDOINT
ATES MR

(2) EFIRABFORFEWIZONT (BEZFICBEITARNEINAEFIEE)

<HEFE>
[VIIL.14. E@H oz omEsmi
<HBFE B E >

BEMERLTA R AV
<FTVoLEY : AV

(3) FRAFIFDEBEERIZDONT
LR

5. KRFKHE
A% L7

6. Ak

SNV K B 20mg TBMDJ | PTP : 140 #& (14 $£x10)

2LV B U EE 40mg [BMD| | PTP : 140 $& (14 $£x10). 700 §& (14 $£x50)
37 1 500 $iE

2LV A U 8E 80mg [BMD) | PTP : 100 & (10 $£x10), 140 §& (14 $£x10) .
500 $E (10 $Ex50) . 700 §E (14 $Ex50)
X7 1 500 $iE

2LV B U EE 160mg TBMD) | PTP @ 100 £ (10 $£x10). 140 & (14 $£x10)

7. BROME

SV U E 20mg [BMD) | PTP : RUMEE =L T 4 VA T =0 LE
vo—adE TAI =LA R T IR T VA
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X. EEMEEICEYTSEE

2LV A U EE 40mg [BMD |

PTP: AV E=VT 4 )V, TAI=TLHE
o—adE s TS =g A s R T IR— T VL
NT T AR, ARl

2LV B U EE 80mg [BMD |

PTP: RV b =T 4 VL, T =0 L
vo—@gi: TAI =T AR TIFX— M7 4L A
NT AT AR, RNE

2L & U EE 160mg [BMD |

PTP: RV E= VT 4 VA, TAI =L
tr—@E TAI=T AR TIR— NI 4L

8. E—H% - E%hE

[Fl—R o3k © 7 4 A/ BE 20mg-40mg-80mg- 160mg
R . 7o oA T o NZBREEEGERE (e v 2B ) o b, BT a2y Lkt F
Vo TIVIHTNNHE L FNATFNLE AREFYINN, AN IHF L TN LA

¥)

9. EFE4EEAH
199645 A 13 H

10 WERTERZDEABRUVEARES

Wit 7644 BEMR e KA H B ERE R

201746 A 27 H

2L Z U BE 20mg TBMD | (IRBR7EA) 22600AMX00315000
YL Z 8E 20mg KOG 201442 A 14 H
201746 A 27 H

2L Z B 40mg TBMD | (IRRR5E4) 22600AMX00316000
APV Z EE 40mg KOG 201442 A 14 H
20176 A 27 H

SV VA U gE 80mg [BMD ) (IRRR5E4) 22600AMX00317000
SNV Z U E 80mg TKOG) 201442 A 14 H
20176 A 27 H

ZNYLH U BE 160mg [BMDJ | (IHARFE4) 22600AMX00318000
SNV Z 8 160 mg TKOG) 2014 42 A 14 H

11. EBMEZERFFEAH

W 7e4

A FLEGRAE A B

2017410 A 1 H

2L & U EE 20mg TBMD )

(IHBR7E4)
2P LA BE 20 mg TKOG

2014 £ 6 A 20 H

2L & U BE 40mg TBMD )

2017410 A 1 H
(IHIR7E4)

2SOV P LA U BE 40 mg TKOG )

2014 £ 6 A 20 H

2LV B U BE 80mg [BMD |

2017410 H 1 H
(IHRFE4)
L& o 8E 80 me TKOGH

2014 46 A 20 H

2LV B U BE 160mg TBMD |

2017410 A 1 H
(IHRFE4)
2P LA o EE 160 mg KOG

2014 6 H 20 H

12, MEXIFREM. AERVAELFEMNFENFABKRVZOARE

Y LR
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X. EEMEEICEYTSEE

13. BEEHER. BIMOBRAREABRUZTORNE
PN

14. BEEBHM
A% L0

15. REHEHRERRICET S1FHK
AFNE, BEHIRNCEIT 2 BIRITED S THARN,
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X. EEMEEICEYTSEE

16. &Ea—F
. JELAE 57 By A HE A AL
W7E4 HOT (9 #7) &= i . L7 MERa—FR
- L = — R -

2LV S U BE 20mg

123336002 2149041F1357 622333602
BMD |
2LV S BE 40mg

123337702 2149041F2353 622333702
BMD |
2LV S U BE 80mg

123338402 2149041F3360 622333802
BMD |
2L L F B

123339102 2149041F4356 622333902
160mg BMD |

17. REEBFLEDZE
RAENL, (RRBHE FOBREEKLTH S,
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XI. 3k

1. SIAXEK

1)
2)
3)
4)
5)
6)
7)
8)
9)
10)
11)
12)
13)
14)
15)
16)
17)

Sheps, S.G. et al. : Arch. Intern. Med. 1997;157 (21) :2413-2446

Briggs, G. G. et al. : Ann. Pharmacother. 2001;35 (7-8) :859-861

Cooper, W. 0. et al. : N.Engl. J.Med. 2006;354 (23) : 2443-2451

PR BTy « JE BESIE 2. 2017 5 47 @ 1353-1355

FRIERIGIE ) BBV S EERH e AR M35, 2021 5 29 @ 49-54

(BR) B4 AT 4 7 AHNEE : NP1 % 82 20mg [BMD) 2@ MakBR

(BR) B RAT 4 7 AHNEE : 7S L 2 U BE 40mg [BMD) 22 @M AER

(BR) B AT 4 7 AHNEE : S0 % 82 80mg [BMD) 22 &M akBR

(BR) B4 RAT 4 7 ZAHNEE . 2L L2 82 160mg [BMD) 22 EMERRBR

(BR) ©A AT 4 7 ZFEWNERE : 2P L% 8 20mg [BMD A HIRER

(BR) ©A AT 4 7 ZAFENEEF 1 2P L % 8 40mg [BMD ) A HIRRER

(BR) ©A AT 4 7 ZFEWNE R« 2P L% 8 80mg [BMD ) A HI#ER

(BR) B4 RAT 4 7 AHNEE : 7S L 2 82 160mg [BMD) & HRABR

(BR) ©A AT 4 7 ZFEWNERE : SY L2 U BE 20mg [BMD) A W50 ) S 5B
(BR) B4 RAT 4 7 ZAHNEE : 7L L 2 U 8E 40mg [BMD) A=W RSP E R BR
(BR) ©A AT 4 7 ZFEWNERE : 2SH L2 8 80mg [BMD) A W50 ) S 5 B
(BR) B4 AT ¢ 7 ZAFENEE . S LY L2 U BE 160mg TBMD £ 52 [R] 24 3R

2. TDMDEEHE
FEdaE RASE R DT - fiEE (E)I1EIE) (2016)
7y K= X~ odgiiE (B (2007)
The use of stems in the selection of International Nonproprietary Names (INN) for
pharmaceutical substances, 2013
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Xi. EZ&H#

1.

2.

ERSNETORTIKR
A% L0

BB T DERRIRIFR

HiRICET SBMER (A—X RS )T HEE)

AIRZET D EOVER T, PElw, R E~0O® L | OHEOFTHEHIILL FTO B0 THY |

A=A RNTZ VT HEETRLR S,

[/ EorE] Tikm, Ehw, RAEE~ORE )

(D HE03 SO TIEIR L CWA AREM D & A NIZIFER G LenwZ &, F72, &G PITITIEHE L
AR, BEbICGERIET 528, (KREZELT o4 T v v B RE AN
N T v OFT v BRI ER T, ERTP I~ RIS S =B ICkRIE - ik
WAL, FEKE, BRI - FrAERORKME, BAe, @7 U U AMNGE, BHEOFMAE,
EARDREIC X% & HER S 2 UL o fE, M, SEEEEE O/, MORERRAREN
HobNTOMENRH D, £, WBINTE_INTZT v IA4T oy BRI EAIC
BIFDL huART T ¢ TIREFERET, EROINCT > O AT v BRI EA &
BHSNTZBERICBWT, BRAFEOMT Y A7 1ZBERIR G STV WEBFEREC
@ olmtoRERH B, )

(2) BHADIHA~DOE G ZHET, KSTEETHRGTLILAICIIRAETPILSEL 2 L, ([#HW
EB (7 v PORAMROKYS) @ 3mg/kg/H T, LT ~BITTD L ORENRH D, Fi-.
ISR (7 > N ORBFEM R ORI O EE) @ 600mg/kg/ H THA O K OAELF
FORTNRRDHILTIEY, 200mg/kg/HLL ETHERSLOREIENTZD LTS, ]

ap|

A=A N7 U T D455 (An Australian categorisation of risk of

i D (2014412 A) *
drug use in pregnancy)

* Prescribing medicines in pregnancy database (Content updated: Tuesday, 16 December 2014) X ¥

B S FHOME

F—AKNZ U T D455 . (An Australian categorisation of risk of drug use in pregnancy)

D : Drugs which have caused, are suspected to have caused or may be expected to cause, an
increased incidence of human fetal malformations or irreversible damage. These drugs
may also have adverse pharmacological effects. Accompanying texts should be consulted
for further details.
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