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MU EOMRE HITTITO Z &,

7.3 2 AR THEIFED LR WEA L, OB GBI 2 &,

5. ERIKAIE

(1) BRERT—2/1R\yir—o
MERR L

(2) ERRZEEHER
(FGFR EFFIZEIZE ST v IMEDHE)
ER RS O ER
{EFRERE D & 5 FCFR2 Bl G B AT B OV DI BRANBE 7o RRAE 8 FB 38 %5 & %P 5212 FGFR
FREATH DI N T =T OFNMER LM ERGFTT 2 2 &2 B E LioEamIERt
FRERBR ISRV T, IMyE Y VRN Tmg/dL 2 X 72 BEICH L, & Y v ER A % B




(3)

BB Ute, ZO9BRBT 2 KT ERS Lz 2 Bl VT, mig Y iREX
HF =7 G5RENT L RREOREE TR N L GMEAT—%),
AEFEZIT2HF 1F] (50.0%) IZBHHIL, BLTho7z ™10,

1) IREE T o 2 L KR D FE « A &L 1 B 750mg 2 bR 52 BA L., e 1 B 2, 250mg

L,

A2 RIS RRRR
B L

(4) HREERIEHER

1) AMEREEER

(BHBEFREICBS TS5 VIEDHE)

[E N 28 I 48 L B AR BR

& U CUE A 29 5 M E T B 259 B (RIeZ v &% o F =27 7 V88 126 fil, L%
REETINV T 5133 6) AxtG & LRI IkW T, RIET v & F a7 7
BEZ 1 H 750mg 2> S5 ABIAA L, 1 H 2250mg £ CHEMEM L=, ZORE, MmiE
U U YESE (Mean+SD) (3, $5-BHAARF 8. 35+ 1. 38mg/dL 7> S35 THE 5. 78+ 1. 44mg/
dL LR TR b, £72. MiEH /L7 LHEE (Mean®SD) 1%, % 5-BHAAEF
9.02+0. 69mg/dL, #5H& T 9.22+0. 61mg/dL & ZAKITRO ST, KEET %
F 27 TIVEEDRRRIIA AP fERR S iz,

RITER (BRI AR 25 T) 13126 Bl 29 il (23.0%) IZF8® bz, E7RE
TERIE, MR 14 61 (11.1%) . Bl 12 41 (9.5%) . B AP 4 61 (3.2%) . LIEE
i 301 (2.4%) ., Ef2 61 (1.6%) HFTh-o7z 12,

[E N 28 I 48 L B A BR

U M A BT D RAF I OB I B 141 5] (REET % T 27 7V EE 86
B, 77 &R 65 Hl) AxtRE LIcHBGERBRICK W T, RIET V¥ F a7 T VEEE
1 B 750mg o528 L, 1 H 2250mg & CHEEMIK L7-, ZO/E, miFY
JEEE (Mean=SD) X, KEET v & v F =27 TNBEHRGEICB W T, 5B
6.17+1. 30mg/dL 2> B & 54 THF 5. 14+ 1. 43mg/dL IR TR LN, —FH. 7
T v ARG RETIE, GBHAARE 6. 15+ 1. 04mg/dL, #5-#& THHE 6. 10+ 1. 05mg/dL
ThoT,

B G BRGGRED D& TR (8 TARE) DIfLiE U AREZE RO F/N "R EEMED 4 [95%
fE4EX ] 13-0.97mg/dL [-1.37mg/dL, —0.58mg/dL] TH V., REET X L F a7
TNEED T T 2RIk HERED R Sz (P<0. 0001, EUHTET V).
RIVER (BRRMR A s 25 de) 1387 il 20 B (23.0%) IZ@DH BT, FRAE
TERVE. 856 9 1 (10.3%) . Fl 961 (10.3%) . MErE 5 %1 (5.7%). T 2 4
(2.3%) HEThHoTz



(5)

(6)

(7)

2) REMHAR
(BHEBHAEEICS TS VIEDHE)
ERRHARGHER
Y E A BT D MRENT R 145 Bl st b L CIREET ¥ v F a7 TIVEE%
1 H 750mg " H G- 2B L. 1 H 4500mg ™ % Tl E R L CHRE 3EMEE LT
RERICBWT, BIER (BRRMRAEEE 25 Te) 1% 145 Bl 83 1] (57.2%) 12589
Bz, EREWEMIZ, WEM: 45 1 (31.0%) ., Bl 43 6l (29.7%) . B AP 18 i
(12.4%) . T 1261 (8.3%). LMW 1261 (8.3%) HEThHh-o72 Y,
) AANOAGE S o hemMEIX 1 A 2,250mg TH D,
EREIERARGHER
& U U MUE A 9 D PRAFIHI OBV gp B 123 Bl 2 k5 & LRI GRRICE
W, RIET VX F 2T 7 VEEE 1 H 750mg B HABIME L, fi 1 B 2250mg
FTERE LR, MiF Y CRERTRIRSHER S BHE RO N, bk,
REEZ B o F a7 TNEEOEGHIE CEAEAEEREZS) 13173.61121.6 A Th
277,
RIVER (BRPRARAAESL T 25 Te) 1% 123 Bl 29 f5l (23.6%) ZF8® bz, F72E|
TERE, (E55 10 B (8.1%) ., Bl 7 B (5.7%) . Wan:6 B (4.9%). W{LAE 3 41
(2.4%) %ThHoT2 19,
BE - REERIEER
(BHBEAREICSITSE) YIEDHE)
[E A 5 M4 — AR R PR S ER
mY e A BT A RBEENTEE A5 fla Gl LCIRIBET v X T a7 7 EER 1 B
750mg 2 DG ZFAA L, 1 B 2250mg £ CHEIGH LR, MGV vy MREAE B
HAEEDHZ L MmIEY VEE (Mean®SD) 2N G-BAAR: 7. 16 1. 21mg/dL 7> 5 ¥ 54
THE5.54+1. 3Img/dL LT L7=,
RITER (BRARMRAEERE 2 E5T) 1245 F1F 761 (15.6%) IO bz, EREIEM
I, MEM 2 B (4.4%) . B 2 B (4.4%) . THRI2 B (4.4%) HETHo72 19,
BERER
1) ERBERE (—RERARERE HEERAMERE FRARELERE), RiER
FTERT—IR—XME, WERTREBRABROAS
EERR L
2) RRBEHLLTERFEOABXIEER LI-HAE - HBROBE
M ERR L
Z Db
Y LR



EMEE(CEHT SRR

. EEZHICEESHSILEYMXITILEYE

U CMIEIR RS (BT~ —HREeE, WRERIE LT L BEXx e~y — 7T U
gAY, A7 v A VKR L)

HE  BEDOH HEWOMNEE « ZIREIL, BHORMLEFELZRT L L,

. EERER

(1)

(2)

YERERML - 1R
YER%R

REET B %, MEENTEYHKD Y VA 40 A L TREED Y VBT v ¥
VEER L, BEPOOY CRINAMEIT A Z Sk, P Y VREARTIES Y,
EEEMTHHABRME

) UEEVER
In vitroi®RBRIZIEBWNT, REET X2 %) VBT MU U AR CROG SR, U
L2313 pH3 T 97. 5%, pH5 T 97. 1% & N pH7 T 66.6% T o 7= 17,
miEFY UREETER
5/6 BT v MIREET v 2 % 6 BRHIMEHR G Lk &, IE Y R E I 5 R
HICHLTARIE T LR Y,
=Y E F R
A A R T A KT A v

(MR ERSLOEYERFESERBRT A RT 40 Pk 94 12 A 22 B EIRFEL 487
T R 1345 H 31 H—HdUE EEFERE 786 5. WAk 18 4F 11 H 24 H —H#dUE 38
FSRAFEE 1124004 5 M OVERE 24 4F 2 A 29 H —EBcIE SRR A T 0229 45 10 &)
Dl 7 > 2 RISy el 250mg [=7 1 |

WREE T X R 250mg =71 ) X, AA L — LRI 500mg & [R]ZEE 23
MR T E IR T v & R3] 500mg [=7'm ) L RN HEWTH L 72D AW
[F%CTh 5 LRIl S iz,

FI

QxEZ % BRIy 500mg =71 ®
IRkWE T & U PERISYE, 500mg (=7 ) LR AL — VEERIAY AL 500mg D EA 1
(T2 L T500mg) &, 2K12 80y v AAd— "—yEIc kv /RN FIC

1HBE4H%§VM0E))/ﬁﬁﬁﬁ%ﬁ BICRAKE L TEY 77 U E S
TRV PR E 2 RE Lic, &A1 OV 24 FFERH U o HREE D2 IT-O0

T%%%ﬁ@%%’f%%%ﬁ%ﬁok#% AW RO E I YE L LTz

+1.63mmol OHFIFANTH VD . WAL FHIRZEMS MR ST,

KU UCAMAE 1 Y200V 8K 1300mg



(mmol/24hr)

30 -
—o— R VAVERRI 5> @500mel 270
R 2 --O-- KAL/— VBRI 5 E500me
h
Y 20 -
]
B 15
bii:y
E 10
5 -
0 : : : : :
Day -2 Day -1 Day 1 Day 2 Day 3
S 24 WERER P U Pt
(mmol/24hr)
e 5-BH AR AT B H-BRIG %
(2 HEEU-1 HH) (1HE»S 3 HH)
Rl = o A2 ERL
& Ej“ 21.31%x3.64 14.59+2. 87
4541 500mg =712 |
RA LS 21.641+3.42 15.36%3. 18
g4y 500mg T T

(Mean=S.D. , n=30)
IR Y PR R, R ORI, IO BRI - BRI ORISR & o TR 5 AT HERE
R s,
(3) TERAZEERE - FrkhsE
B R L



VI

EWEREICEY HIEE

1

B

(1)

(2)

iR

EDHT

BEREAEDGOGRE

MR L

ERERABR CHER I NI RE

HEEE

H AN A B 1 8 Bl IRER T v & T = 7 7 /VEE 250 J TY 1000mg % Hi[a 5. L 72 5
DT B DY NRT A —F e RITR LI,

X

5 & Cmax (ng/mL) tmax® (h) t,, (h) AUC (ng * h/mL)
250mg 0. 156 4. 00 7.8 1. 56
1000mg 0.192 5.25 19.2 3. 69

RAELE X PRE

REEE

HARNEERERR A S 1 9 BN REEZ &% > F =7 7 V8E 1000mg 2 1 H 3 1] 10 H ]S #
H LIz EOEFIREBICRBIT 21T 7 o % T, Be51% 6 REM B ISR S EICE L,
Cmax } OV AUC 4 o) 1L E4LEF 0. 558ng/mL J T8 3. 67ng + h/mL Th > 72 2,

A MFRIRIF R

RERT B RSy E 500mg =71 | LR A L — UEERLSy AL 500mg DZNZE A 1l
(T8 LT500mg) . 2K 28D 7 0 A4 — N—JEIC L EEKRABFIZ1H3
[l4 B (BF 10 [B]) BEZICHEOES L CEE 4 H HIORGEZOMEER T o 2 RE
Z ICP-MS{EIZ THIE L7z, ZORER, MAIOIMERRICKE 2213002 LRI
729,

ek, ARRBRIL TVL SEN3EBIC R 25 A ) o (2. 3YER (2) 3Eph& =TT 53k
B DR O AW 7R R MR ER & [FIRBRIN CT1T o 72,



(3)

(4)

(ng/mL)

07
06
M o5 —e— REASYAVEEK 4 E500mel =700
IR
Fooa T -0+ AL/ —IVEEH15 E8500mg
M
A 0.3
y ~~~~~
b 023+ ] e
= o1 R T
S e e e é
0 T T T T T T 1
0 12 24 36 48 60 72
B 5 %2885 (hr)
PIENRT A—H BHERT A—H
AUC_ 71, Cmax Tmax Tise
(ng+hr/mL) (ng/mL) (hr) (hr)
REET & HERL
\)\ . 11.6368£3. 2246 | 0.4752=*0. 1556 4.0£0.5 [37.1F£12.0
4361 500mg =7 v |
WALV ) —)b
10. 7755£2. 7226 | 0.4671=%0. 1380 4.27%0.5 38.1%£9.6

g7 438 500mg

i
kTR L

2% - HAEORE
kR L

2. EYEERINSA—4

(1)

(2)

fRMT A &

ZHER R L
TR IR R FE TE 3K
HMER L

(Mean=S.D., n=30)
o FP R EE I E RRBR 1 & > TS BT M R R RS ONC AUC, Cmax 280D/ A — & 1%, R @R, (&
TR OBIRIH - REMSEOREREMIC L > TR D ATRRERH 5,



(3)

(4)

(5)

(6)

HERETESH
IREET 2 BRIy 500mg =7 1 |
Rt R e N BRI 11 B -

B8 500mg X 1 43 (n=30)

kel (/hr) 0. 020=+0. 005

(Mean=£S.D.)
IVT7I2R
MR L
NMBE
MR L
Z D1t
R L

. B&EH (REaL—2av) @i

(1)

(2)

- BRIR

fRIT A %
BMER L L

NS A= EHER
FMER L L

R T & F a7 7 VEE 1000mg Hi[AlHE O 5 5RO Mkt ) S A4 47 XA 7807 0 —IX
0. 002% A T -7 2 FEANT—4),

(2)

(3)

(4)

(5)

1% — R B P& @ 1

M ER R L

%k — R RE MR R

MER L

it ~DBITH

E MIBWTT & O ~OBITHRE I N TND 2,
BB~ DIBITHE

M ER R L

Z DD~ DIBITIE

Mg B 1359 5l (RERT > & > F 27 7 /LEE 682 5], HEUEREILRE 677 ) Z x5 &
LCIRBET > X F a7 7VEER 1 H 3000mg ™ & Tl 2 FR#EE Lo EHEE
AEIZBNTEH, MENRARETH o7 28 BlZIRIT D5+ T & IR EITH 5B hanl
80.9+59. 8ng/g. #5-BA%h 2 4E% 1855. 3+1338. 3ng/g TH V. [FBEEOMIEH T o &



B (B G-BAAART : 0. 0£0. 07ng/mL, % 5Btk 2 54 : 0.5£0. 65ng/mL) LV & &>
71—: 23)O
) AFIOAGR SN - xEmHAEIX L H 2,250mg Th D,
(6) MIBELHFEE
In vitroRBRICBWT, T %Ok MES R 7 FEERITE o7 (99.7%) 29,

. K

(1) RBEELEURBHER
T2 TN TR ZZ T 20 2,

(2) REICEAET 28K (CYPE) OHNFE FE5E
In vitro fGEHEBRICEB W T, 7 % o 0d 142, 209/10, 2C19, 2D6 K TX 3A4/5 D45 CYP
SRR L CBEER 2R S o7z %

(3) MIEEEHNRDOEBEERUVZDEE

AR L
(4) REMOFEOERRERL, FELE
AR L
-
HERS

AARNERERSR A B+ 8 FICREET v % T 27 7 /VEE 250 KX 1000mg 2 H[F# 5 L 7-BR D R
BT o2 U REIRIEE A EOWEBRE CEE TR Tho7-, £7-. 120 FfffH £ co#d
[FNER T F I FA 59. 5%, 66.9% Tho7- 19,

b5 FHEI RS (%)
250mg 59.5
1000mg 66. 9

X BT EAE

RE®RE

HARNMERERR A B 1 9 BT IRER T % > F 27 7 JLEE 1000mg 2 1 H 3 [a] 10 H I E# S
LU 72 BR DIt 42 5-1% 48 il & TIZ T T OHERE 7> 525 TERG-ED 0. 0000164 % 23 IR H1IZ
PR 4L, G- L72T #2059, 8% N FEF N BRI S iz 20,

) AR OAGR S N km M &EIL L B 2,250mg Th D,

S YR K—5—IZET HIEE
R L

. BRI L AREE
B L



10.

11.

BENERZETHESE
PA- L 2

Z A
R L



ettt (ERLOIESH) ICEJIHEAR

Mo g

REETDER

V=2
[
E I TV

. ERAB L TDER

2.

ARFN D B 53 5 U BUE DREERE D & 5 B

B2 (ROBHICIFEELEWNI &)

3. %8

v

Y

EXIIHRICEET HFE LT NER

2 NBESINRICEE T SR 2RI 52 L,

. RERUVREICEET 5IE L ETNEH

A REROHEICEETS S1EE] 22452 L,

. BEERGERMIE L ETDER

8.

EEGERWER

ARNOBEIZ DTz > T, EFRICEY o AT AR PTHREZE LZRN L
BEEICES T2, MY RO T AREOERBIEMIZIFZRONA RTA v
RO MESEICTH I L, RIS UE K OV R LR R AE TUEE O
BBLD D WIERBLOBZNDNH L 5E1T1E, B2 I DAL L T Z-WAIORE &
WM OE T 2R EIEICEI DV R R 2 2 L2 B8 T H 2 &,

6. HENEREZAT VBHICHT HER

(1)

(2)

BHHE - BMEEFDHLHESE

9.1 BHHE - IEEFDHLHEE
9. 1.1 FHMHLLMES. BEUXEGXR. /0—K. BEREDHLESE
ARENOERBWENTIE AR D720, 2 b ORBICHELZ RITTHBENNH D,
9.1.2 REBEZEDHHESE

Mo AL Z LB iE STV D,

9.1.3 ERRXIZEMNHFHOBRTIEDHSEE

AV AERI LIZFIRHRE SN TN D,

9.1.4 HILEEBXEIZDOREEDHLHEE

FERDNEACSUT R LIl HmE Sh T g,

BREINL TN




(3)

(4)

(5)

(6)

(7)

(8)

FriaefEEEE

9.3 FFHpElEE RS

9.3.1 EEDHHKEERENDHLIESE

HEOTHEEREE 2 A 7 2 BE LR CIIbRsb ST s, IR L <
KFLTWaRBZENOH D EEOIHERERE CIL, BEERBIETZ L, K
FNTEITEI Rt S D,

HIEREEE T HE
REIN TV
1%

9.5 1147
PRI SUTIENR LT D aTREME D B 5 bEICiE, B LAV Z EREE L, HikT
v MIEHED T & 2k 6 BBtk 20 B £ TG L ez T, 2
DIREAKAE K O EBOFE CREOBENDIRD b L OWMENRH D 2, £72, 4T
R RICEHBEDT VX o E R LZRRICE O T, B ORAEE K AR
WY BRAT O RO, WO IR DR ERMER R D & ORENH
%20,

9.6 =ELIF
IR EOREIER ORFLREROARMEAZE L, RALOME T2 /a1 5 2
Lo BEMTBWTT X YOI ~OBATRIME STV D 2,

INRE

9.7 INR%F
TELBRWZ ENREE L, NNREL R E LRI E L T,

EinE

9.8 BHEE
BEOREZBRE LN OHEEICRGT L2 L, —RICAEHKENKTLTWD,

7. HHE/ERA

(1)

HREZEEFDER
BRE STV




(2) ftRFEEZDER

10.2 BFREE (BERICEET S 8)
AN 4 Ak W ERAE AR - HEE Tk FEFF - fERRIK T
T RIHA ) RGE | EREFRIOWINNMET L, | 74 v L HREDOES
e BN SNDHBEN | KEER L, Ao
FhRIHA 7V, B | BHDEOT, AARRME | BE»S ORI EZLT 5
XA 2EFEILL ESHITTHRET D | 2 ENEZLND,
—a—F /) u RPEA | &,
LR 7ot 0K
W, a7 aty
YRR K T
ORI A L o Hl FEFRERAN DO HME
LARFuaR o RNY | BRBEARHLDLDT, HF
7 LK Ry AT 25813ARE Lo
BEMFEE T AR &
FHREEEICKRET S
N
8. BElEA
1. BER

ROBWERRH 6N D Z ERHDHDOT, BlEL T7IATV. REDBD SNIZGEIC
IR G2 IET 572 SR EE1T O 2 &,

(1) EXZEER & HEK

1.1 EXGEIER
11.1.1 BEZRF. 1 LR (W T HER)
IO OFEBE DY L RHT MR, IELFEORENED SNGE IR, BE
ZHIEL, OB CT, X R, BEEELZFEmT 52 &,
11.1.2 JHieBEHM., EIEEESE (W T b HERT)
o, FikOE, +256,. BBSEOEENH b Z End 5D, RENRD
LTI EITIE, B ODECNEEE, IEH XM, CTEELFEmT 252 &,




10.

11.

(2) ZothoEIER

11.2 Z0inEER
5%LL 1 1~5% At 1% ATt 158 AN
Hib#s M, M, B, 8 | B AP,
ik Ji. R W | B, H
TEMERIER . . HR
IR AT RN
BEAIE., H
{EARE
W HOE BB, T O
JF ik AST 5. ALT
&
MR A i IR ERIE S
EARART Bl IR R AE
TUHESE
Z DAh Al-P 5 Mafi. A5, | K v o L
BE, x| IMIE
W, mhLy
7 AISE, K
U e

. BRBRERRICRIEITEZE

BREIN TR

BEXRS

RESIN TN

BRALEDIE

141 RE\EDDEE

WL ENDD,

ARAIAR A EE OIFE X SRR IR, T o 2 UNFET D EIBE TN Y U ARRORRR




12. ZOtoFE
(1) ERERERAICE D 1ER
BRE S AT
(2) FERRRREERICE D IE#R

15.2 JERRERERERICE D  HH
BT 5 HMENRERER I BV T AFIORER N HFREGIZL D | oOMERIZ T~
THRHZE, HEERORTIRT T 7 RED @ <HER L. KRB IEIE L T,




X. JFERPREAERICEIY S1RHE

1. EEHER
(1) EHERERER
[VI. EZIEPBHT 2HE ] OHESM
(2) REMEERER
BRI L
(3) ZDihDZEEAER
MG RR L

2. EHEHRER

(1) BEEEEEEHER
BN TP

(2) REHRESMEHER
MR L

(3) BEHEMERAR
AR L

(4) DARMERER
MERR L

(5) HREFESMEHER
AR L
(B%)
TVIL Zeth (fEH EodES) (2T 5HE] © 6. frEDE a2 A 5BFICHET S
EE © [(6) i) OHEELR,

(6) BRTRIBEER
MR L

(7) Z0tho¥kEk
B R L



. BEMERICET SIEE

. REIX
B Al REET & RS 250mg =7 1 | QLS55 [ S )
REET & RIS 500mg =7 1 | BTG B8 I S iy )
HRhESy « IREET > & v KFny JilysE e S
E) BEE-EMEONFEICLVERTLZ &
. BhEIME
2
. BERETOE
SEIRRTT
. B EDEE

20. mmuiwﬁﬁ
e RIS ONENERBESZ T ADT, TIAI =T LAMIORETCHRETLIZ L,

. BERITEM

BERERELTAR DY

<FvoLEy o)

ZOMBE T E - RIRT > 7 AR E =70 2B % T~

. B—HS - RE

Al —moH : RA L ) —)vF 27 7 VEE 250mg, [AlF = 7 7 /VEE 500mg.  [m]FERL 45 E) 250mg.
Ak 4500, 500mg.,  [H] OD #E 250mg. [A] OD $2 500mg (XA —/LEKE) i

[l %h 3@ CEREA (BT~ —HEIE, LRI LT A B —,
7 T PR KR, A7 v A LOKER bER)

. EfREFAE
L

. HERFTAREABRVEARES, EMBLENGEEAAD, KREMEEAR
RIVEIRGEARRAEA B 2018 4E 8 A 15 H
KA CIREET 4 RISy 250mg =7 1] 23000AMX00732000
BRI T 2 RISy EL 500mg T=7 12 | 1 23000AMX00733000
SRAGIEYELHEAEH B - 2018 4512 H 14 H
HR7EBRAREE A H 12018 4F 12 A 14 H
g



10.

11

12.

13.

- MREXIIZREMN RERVAELEEENFNFABRUVZORAE

Ol%hEE - 1 DB
— R AGRAEH B 2021 4£3 H 23 H
(ZhHe « ZhH) TFGFR FLEAIZR G- ZME D @V v MJEDSE] OB

BEEHRR BHEERARFABRVETORAR
Y LA

BEEHM
A L

REHEFIRICEET 5 I1FH
AANL, B (DD WViddxE) BIFICBET 2HIRIZED 5TV,

£Ea—F

JEAE B ST E | EBIES A = — R | HOT (9 #1)

L7 NEREALE
VAT AR

2190029D1092 2190029D1092 126675701

622667501

2190029D2099 2190029D2099 126676401

622667601

14.

RER#RT LDEE
AFNL, W L ORI TN T D,




X1

. Xk

1.

51 3R

DHarrison TS, et al.: Drugs. 2004; 64: 985-996 (L20200885)
2) =7 v fRtENEEL - ErE On) #UER

3) =7 m fREEPNE R EME OIns) AER

4) =7 r N R - 2ENE (REIRE) Bk

5) =7 mfRtEPNEEL - ZEME (RAIRE) #BR

6) =7 u REENE R - ENE (BadREToE) Wk
) =7 aRENEE - ZENE (BORETOZEN) Rk

8) =7 (N E L - AR SN (B IR Y CHRERNE, R EHIE) SR

9) =7 2 (AL R © A M ORERE A

10) =7 = (AL R - 2R OBEREREAm

11) BRREA B O S MY U R (RA L — /v F 27 7/VEE 1 2008 4E 10 H 16 H &R,
CTD2.7.3.3) (1L20201673)

12) “HEMEESABR R A L /) —/LF 27 7/LEE : 2008 4F 10 A 16 HKFR, CTD2.7.6.19)
(1.20201674)

13)EMAR LB (R AL ) — v F 27 7/LEE : 2013 46 8 A 20 HKGR, HTHMEE)
(L20201677)

14) EMEERER (AL ) —/LF 27 7I/LEE : 2008 4E 10 J 16 H&FE, CTD2.7.6.21)
(L20201676)

15) BRI 538 (KA L — /L F 27 7LEE - 2013 4E 8 [ 20 A/KR, HAHEE)
(L20201677)

16) BT RE 26 G & Lie — IR RBR (RA L ) — )L F o7 7/VEE : 2008 4 10 A 16
H7&z8. CTD2.7.6.20) (L20201675)

1DV UHEAVEM (in vitro) (RA LV J —)vF o7 7 ILEE : 2008 4F 10 H 16 H &K,
CTD2. 6. 2.2) (120200886)

1) MgV VBEMR TFIER (KAL) —)LF 27 7 IVEE @ 2008 45 10 A 16 H 7K 78,
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AN BT HEH EOREE im, ZAWE~O#KL ] OHEOFTHIZLLTO LBV THY |
KFDA, A=A N U T LIRS,
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9.5 1113
IR SRR L TV D ATREME D & 2 iz, ELZR2WZ EREE Ly, RS v MIZ
BHED T & 2R 6 H) bttt 20 H £ TR G LR BRI W T, R OMREIKE &
O —HOEECTHREOBENPRD DN EORENRH D P, iz, WRYVFIEHAED
T B ERS LRIV TC, BRI OB E R AR OHD . BRI O RO
AN, NI IR OB EREN 2 ST & OWEDNH D 27,
9.6 RELIF
16 EOFRMIER O RBIREO AL EE L, BAILOMGE TP ILEREFTHZ L, &
MZBWTT U Z DI ~DBITRHRE STV D 2,

T3 5A
A=A KNZ U T D4
(An Australian categorisation of risk of drug use in B3 (2021 )
pregnancy)

BE  FHOME
F—=A ST VT O
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
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500mg 73l 1 aAbE THWSZ &L LT,
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