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(2) &M%
HBEARFW), FEdEL e —R AN A=A RETABT NI VBT X TN ATTY
VEE R LA, B R An—RA w7 ad—)L 6000, BELTFH . O CERbEk, =
“EbEkE T AT D,



3. BEH,

(3) Dt
PARAYA

R4 L7y

FFN DRI T HEE

. REOZEFHGTICEITHREL

(1) hnEsRER 2 Y
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AERELAN DY 16 53 ANIZ R 85% 2L RIEH 352>, XUE 16 4312 d61) 23k
B D - SR DR AERLA D SRS R £ 10% DFEFH IC 8 5
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BRI : pHL. 2 BRI - pH3. 0
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------- 85% ------- 85%
30 45 60 75 15 30 45 60 75
HERRERER R (5) BRI ERERBSE (5)
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WEEEDIRHEHMEITES L TWVWAD Z BRI TV
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FEE IR D EMF IR GEVERBR T A R T A VO EIC DWW T I2RS & Ei,
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(OIEAERIF S 16 53 LINIT SR 85% LA s 3 2456
FREREUAN Y 15 43 ANIZ Y 85% 2L BIEH 9~ 5 2>, XUd 16 /32381 2 s
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£ MR ERE
% L7au
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30 45 60 75
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FRAN AT AR I BE T E

120

100
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BRI - K
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! AR O EIE . RIEOFEE AT L CrbITo = L. 25, SARHiES 5\ EH 5 %
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2. AERVAE
HE . AL 1/wt7A@E&ﬁ&L11@5~mm%ﬁ€ AN R RG-9 %, 72k, wiln
FTIE L[] Bmg 0BG P . b, JEIR, SIS L VBB 525, 1 B 10mg %8
ANz L ET D,
| <ABRCHRICBEY M EOER> ;
L QD AANSHT B BOSICREAER S 0, £, b5 55 IkME, WEIRREHHER (BHEERS) 3 |
L REGFRICH S DNEOT, ARERETHHACES R (1 F Sig) 2 oRGEMET S T |
| Lo RUEBTRET DB ARBEE HYATO RS DEEICRET 52 L, L, 10mg |
L RO E L L EROWE o THE S 2 L,
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(2)AAKN 2B E5T 255, MEOBEMCBRASIESZ L, /-, H&ﬁ%bfﬁﬂ%bf:?&\ BENER
LT%@%%%#%&T Ty AR REIRRE 2N & AR o T2 A L SUTIEIR A 2 38V TR
KE%LT&%%%ﬁotﬁa&k_ka@Eﬂ%EbMKkmﬁ%ﬁﬁéami%%ﬁ%

______ KT DRNCEBE PG & RN & 5 & s dfis e e,
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AR L
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2. FEBkR
(1) fEFREREL - YERRHERE "
RV DPTBEREAM TRV, R DT EURESEAIEREICHES L, RO
ERZ RS, Xy U7 B UGN IHITEARASEZEDE CABAZ FIRD Y 7 2= T
FIEL, Z2ICHEAT D 2 &I LY GABAV AR ~D GABA DFIFIEZ F5D . GABAL & DA
AR 2 HE0R U IR BEFREA 277 3,
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U L
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VI. EYEREICBE 9 5IER

1. MAREOHT - AIEE
(1) amRLtAEDTMHRE
REERRL

(2) Him M iR B R ©
VLT MEAIRYESE 10mg TDKJ 1 0.93%0.52(h) (Mean=S.D., n=15)

(3)ERRABR CTHR IN LD RE
1) VLT Al AR EE1Omg (DK ¥

R 18411 A 24 B AR AR 1124004 5 /E A4 55 {8148 15 368 R 3 A i PR Jn [ 7%
FEIREOAEWFIFEEMERBR AT A KT A O IEIC oW T 1283 & FEli,
VOVE T NEAERKESE 10mg [DK) & AEEVERIF] (BEA], 10mg) %, 7 mAF— —IEkIZLD
FREN 18 (VA ETF AEARRE S LT 10mg) AR T 15 #ll/K 150mL & & § I
Mo Er HAEIRE F 46 5- L. HPLC YEIZ K 0 MR AR FE 2 E L 7o, 15 B S mhhe <
Z A —% (AUC, Cmax) {22V T 90%(E #H X HIEIZ CHEGGHIEHT 217 o 72/ 5 . AUCo-24 B T Cmax
DRBUE D FLEEDZED 90%BER XML, ZEALZ4 1og(0.92) ~log (1. 14) KT 1og(0. 81)
~10g(1.03) TH Y . 1og(0.80) ~log(1.25) DFPANIZIH B Z &5, Wil D LM R
PEDSHERS ST,

HE ST A—H BENRT A—H
AUC0724 Cmax Tmax T1/2
(ng-h/mL) (ng/mL) (h) (h)
VOV E T L AR B
606.9+£371.0 | 149.6%62.1 0.93%£0.52 2.44+0.85
10mg DK]
PR

585.0%312.0 | 165.7%78.8 0.80=*0. 47 2.37%0.73

(FEA], 10mg)

(Mean=S.D. n=15)

(ng/mL)
250 —Co—VILET LERERESE
B 10mgl DK
. 200 —o— IZAELFI(FEH. 10mg)
4T Mean==S.D., n=15
th 150 fq
x
.jﬁ:: 100 f
=
E

50E
0

6 12 18 24 (h)
iR

IR EE N ONCAUC, CmaxZ5 0D/ 8T X — & 1%, #RBRE OBR, (R ORI - BEfSE 0
RERGMEIC L > TR DAREMENR S 5,
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(6)BEE (KE2L—33>) BFICEYHB L EYrHNDEEDER
U L
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AR L

(2) BARERE LR
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EE R L
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(4) BERA~DBITIE
RUERRL
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5. {tit
(1) RBIER R UM BHRRR
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(2)RBIZEAET 58F (CYPA0EH) OHnFiE
AFNL, L U TR HIEES CYP3A4 J OV CYP2C9. CYPIA2 TR S 5.

(3) NEBBHROERRUZOEE
LB L

() REVOFEOFERSLED
TR DITHEFERO A F VBB SN THNR MR L 72 23RBS IED 22V TH 0 |
CYP3A4. CYP2CO. CYPIA2 72 & MDA TREI L 0 A3 S5,

(5) R BIOEER/ ST A — 5
MR L

6. PRt
(1) BEERAL R MR R
REERRL

(2) Pttt v

HEHERR AT BE 2. 5~ 10mg 2 ZEBIRFHIERE B 5 L7 & & | 24 WS & C IR RIESRIE 0. 5%
T<bs,
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R DT, ABEOEIR SEREM O MIMOBEICIEE S TRV IS ICHEERET D 2 &,

-18-
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A5 BRI - FEE ST 1A BEFF - faRRINF
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DT, BHEFIETHHAITT, RaIlBET 572 OEEICITY 2L,
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5) AFHSREIETE . BH : AST(GOT), ALT(GPT), vy -GTP, Al-P @ L5521 D FFFEREREE , HH
WHHONDZENRDLDT, BEEToIATV, REDPRD bNGE I REG L2 IE
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(3) Z Dt DEIERA
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X. EEHMEIEICET HIER

1. REIX5S
o F YT AEAERESE Smg (DK, Y LT A AR EE 10mg DK
ARSI, IR MRS | AL S R T
ARGy « YNV BT NEARRE (AR, EIEMEESERTEY  EEEE T
ED EE—EHEEDY
H2) HE-EMEOLFEICLVERTLHZ L
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3. ITi&k - REEH
FMPRAF, 772 LEERI 0 BRI TR AT

(1)ERTORFEWEDEBESIZDNT
BA=RPAA

(2) EBFIZMABOIFEWNIOWT (BEZICBEEIRNELEFES)

KA (0 - PTP a2 @%ﬁiPm>/~h#%ﬁDML1w%¢6i9%§¢é & (PTP
= FORREKIZ LV | BEOGLAET AN EERIE AR L, BICITZRFL A2 2 LT
ﬁﬁx#@é%&aﬁﬁ%ﬁﬁfézkﬁﬁ%éhfwéd

BEREELTA R HY

FTHoLBY : HY

BEFERAS . BFEEELHEL WD,

(3)FABIBFDOEERICDOINT
BAY-¢ 2

5. RRBEMF
B LR

6. a%
VLY T N AFEYESE Smg DK @ 100 82 (PTP10 £ X 10) 1000 & (PTP10 &E X 100)
VLY T MEAFEYESE 10mg [DKJ : 100 2 (PTP10 $£X10) 1000 &£ (PTP10 £ X 100)
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10.

. R—H% - BHE

[Fl—p 03 ~ A 2 U —4E bmg, ~ A AU —4E 10mg
F 2 $:verny, NUTYIA =hTEAL %

. BfEAEAR

KB

HRERFTARBEABRVERES
VIVE T NE A EESE Smg DK
RIERGEARRAEH H - 20124E2 A 15 H
A R 1 22400AMX00582000

VOV BT A AR SE 10mg (DK
BEIREAAEHA B - 201242 H 15 B
7K ZR % 5 1 22400AMX00581000

. R\EFENEHEAR

201246 H 22 H

. PREXIEREN, RERUVAEXRFEMFOEABRUVZOAR

BN A

. BEEHRR BIEERAREABRUVZORR

L7

. BEEYM

B4R

. BRUEFREREMICET S1FR

AFENT. BEAGEE SRS 42 5 (PR 3043 A b5 Afh) IS x, #IEEIT 1[0 30 Ho %R
LI TWET,

. BEa—F
) JRAE T3 By A AL e
Wk 7E4 HOT (9 #1) %5 _ | v MER=—FR
I = F ity =2 — R
YV ET MEATRESE Smg [DK) 121749001 1129009F1017 622174901
VL ET AEARESE 10mg [DK) | 121750601 1129009F2056 622175001
. RIFBALEDEE

AANTZIHRIN OB REIKLTH D,
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3R

1. SIEAXHEK

1) HH\SOE AR TR E (&) 113E)5) « C-3033, 2021

2) REURERRR AL
3) REBFEE R ALt
4) RELERERR A A
5) REBEEER AL
6 ) RESEGER AL
7) KRB U A
8) REUALR R A2 AL
9) RE SR ALt
AR )

FENEE (VT M ARRESE Smg DK) ANsRER)

FENEE (VLT MEATEESE 10mg (DK ANEEER)

FHENEE (VA ET MEAESESE Smg [DK) a2k 72 i M akiR)
HNEE (V0 ET AEARRYESE 10mg (DK MEELEEZEEMERER)
FERNERE (VL BT A ATEESE Smg [DK) ¥ HERER)

FENERE (VL ET A ATRIESE 10mg [DK) A HEUER)

FENER (VL ET AEABRYESE 10mg [DK) A9 2 [RSEPERER)
HREE (VT Al AEESE Sng [DK] MR RISVERER (A

1 O0)Gerald GB, et al : Drugs in Pregnancy and Lactation 8th ed. 2022, Lippincott Williams &

Wilkins, 2008

1 1) Therapeutic Goods Administration, Prescribing medicines in pregnancy database

<https://www. tga. gov. au/prescribing—medicines—pregnancy—database > (2022/07/07 7

7t R)

1 2) American Academy of Pediatrics : Pediatrics 108 : 782, 2001

2. TOMOSELH
LR L
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XI. 3&&%

1. FHENETOHRTIRR
(1) AH L [F—BENIINE THRIES TV,
(2) Y LT AEARREA S LT, FETHRESNTWS,

2. BB T HERXIERR
YR BT D MEsMER (FDASPE., A —A N7V T 408 oW
AIRZBT DR EOER Ml P, #ImE~0O&KYS ) OEOGEHIFLL FTO LB ThH
D, KFDAGHE, A—A NT U T OHHE TR D,

<MEH EOWE> Nk, P, RISF~OKE

(1) 0% « A0 TR L T2 WIREMED & Dl NITIT . 16 LA RIE et 4 LWl % &
T SN2 LRI OREGS 52 &, UHEIRTORGICET 22T L THhan, K
Tt FCHRETEIET D I EAME SN TRY | ERERICAR z &G S BE XV
A U7 RIS amel it IRk, Byt LIRS O BERUEIR N D b D Z LD
Do B, TNHOMERIT, HAERMEL LTHRESNIBELH D, ]

(2) 823 : WAL T DI AA~DOFRGITHRET 5 ZENLEELVD, RO/ TR T L5615, &%
ek SEs2 L, (BAF~BITTL2ZLAMESNTEY, FAERICEIRZEZ 5
TNBH D, ]

|

FDA : Pregnancy Category B (2008 4F)

A=A M7 VT O5H

An Australian categorisation of risk of drug use in pregnhancy

B3 (2022 4£ 7 H BIfE)

2E  HOME
<FDA : Pregnancy Category>
B : Either animal-reproduction studies have not demonstrated a fetal risk but there are
no controlled studies in pregnhant women or animal-reproduction studies have shown an
adverse effect (other than a decrease in fertility) that was not confirmed in controlled
studies in women in the 1st trimester (and there is no evidence of a risk in later
trimesters).
[ 2 TN T2 WFFE TR IR A~ DRI R E SN TV D, L LR b, b MEmIZET 2%t
ML FEIT KM SN TR b D, & D WNE, B 2 O TR THEERDSEER S Tv
DM, b MEmOXRRILEBAIE TIIETES N2 7e b D, BIOM IS &b 57 ik
BF IS L7256 O IE~OEEO ML) T W TH SO b D, ]
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<A—ANTZ U T D55%E - An Australian categorisation of risk of drug use in pregnancy>
B3 : Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct
or indirect harmful effects on the human fetus having been observed. Studies in animals
have shown evidence of an increased occurrence of fetal damage, the significance of
which is considered uncertain in humans.
[0 36 & QAR rI AR O L ME~ DRI EZRON TV D, ZOFEIZ K D # e
MBI A~OEHE - BHERA EEM ORAEBEHEINIBIZE S TW vy, B e AW 7igET
. BIRA~DEFEORAEPEZD LWV OFHLIELNA TS, LL, ZOZ&ht MIH
LTHOERITT-oZ D LT, ]

gl (FLYD) (BT 2psME R CREVNER:2 (AAP) D4y HEIETE) 1
AT DN EOEE Tdhw, Eww, RIEFE~OKE ) OBEOLHITANED Lk T
Y KEVNEREE (AAP) OB L 1T R D,

< KE/NERI2 (AAP: American Academy of Pediatrics) M4yFEIEYHE (20014F9H) >

Maternal Medication Usually Compatible With Breastfeeding
[(REBL~ DI REI T — IR E TN L 9 b, ]
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