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3. BHMMH DHEBHEBRE "
BARERSG T4 M7 a3y —v] ORRERIECED,

4 BEMRHODERE"
BASFS T4 hTary—iL) OE&KICES,

LT ARSI 2T A 4



IV. ®AHIZEII SHEHE

1.

iz
(D) FORA., SERVHERK

W 7E 4

iR

[VTRS]

— NN L V7= 100 ey

(2) BE YT

MM E R L
(3) #AO—F

Y LR

(4) pH, ZBEEL. #E. LE, BEOERUVREL pHiEF

pH:1.4~2.0

2. REIDHERK

() A®ES GEERST) OEE
LT B A FT7=3F Y —)b 1.4g

(2) &

WY BlE HEY

tERexs 7ot l--v7aFFRA RN VA Bh A
D-Y/VE b — /LK H R Al
FubvLry Y a—in e f i B 74
T BV hU T AR HBEA
F =V —FF o
717 A IVEE EHE
s VR fAdiBh A pH 8 & A
KEERILT R Y 7 A pH i i 71
FEHUK YA
(3) =0

M ER e L

V. ®ENZBId AEE 5
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RAFIEHE - BT A, AU oLl y v

RAFIKAE @ BT

H B R OR#E B A eF 1A% | 3» A% | 6 v At
¥ NS ~ Q;}QE O)J‘ ‘\\ . . . .
kR (3 ~ ) . .
ﬁf%_;i%% (M 257~261nm (WL DMK % UN B _ A
1.57~ 1.57~ 1. 59~
pH (1.4~2.0) 1.54 | 5g | 5g e
. 100.83~ | 99.87~ 99. 53~ 98. 81~
e B = i [o) ~ O,
ERBE (%) (95.0~105.0%) 101. 39 100. 37 99. 99 99. 32
x OFERRWE 21 WE) : . . . .
TG 5 R .
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R - a7 A, R 7ol rfilsy v
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PR ~1 V&I DK T . . . . . . .
PR ECS PRI | we | we | we | e | e | e | we
ﬁ:ﬁ;;ﬁ ;;ﬁﬁ BT~ (CBMD | e | wa | e | wa | we | @e | #e
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TALF M A e - | R
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5.2 ®IEH VU HIEREE O Bt id, WIS A 2 FEfi 3 2 70 EHEER R ICAR 2 G595 2 L,

3. RERUAE
() AERUVHAED#ESR
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(EEREAE)
- B ME, PERESEEIE, HLEREEE, JRIEE
E A NTTATIE
WL A 20nL (f h T Y — 0l LC200mg) & 1 H 1[RIZEERICROKET D,
B, AR, ERICE VIEEET 5, 2720, 1 EEORK KT 20mL, 1 HEO A KT 40nL
ET5,
- OFENREE S o A IE, BED VY X IE
WHE . A 20nl (f h T Y =l LT 200mg) & 1 H 1[AIZEERICROKET D,
<ﬂ¢ﬁﬁwﬁ%ﬂénémﬁ%ﬁﬁﬁxm%mﬁmﬁﬁmﬁﬁkaHéx&&ﬁirw%%>
HWE . RAIZIE 20mL (f F T Y — bl LT 200mg) & 1 H 1 [HZZERICRAOKET D,
B, BEORERLICEXVEEME TS, 2720, 1 BEORKIT 200, 1 HEOK KT
40mL &4 %,

JiE | g 75 2 I k®RIE,

W
m
BBt
=

V. RRRICBT 5 IE A 10



() BERUAEORTRM - R
G L

4. RERUVRAEICHEYT HIE

1. AERUVBAEICHET R
(EEREAE)

171 79RARIEBARE, LA N TRASIE TIT7RA NI EBRELRDRE X N 7T ZA<IEOHHIE
JESOTEIED BRI L TIL, AFITIHRELZBB L RN &,

7.2 OREREES > P X IE IREEOEE, RO 02 E A, OFENICHAZ P & b bE =% 1k
Tz L, 2B, AANL, EL L THEE» SRS NIERZRET 5,

(FHhEFEON TR SN ZMAEBEEER SEMBHEBESECS T2 REHERED T

1.3 G ERELDY 1, 000/mm’ LL EICEIE 35, IXGEMGIF OB 54T 70 & #) 22 R Hic &5
ERTTAHZ L,

1.4 BEOWRE (RE=2 7747 A2, PFHEROHLEREZR E) 12X P REDN B
LWL THIESNDEA. MPRET=Z) 7 %275 ZENLEE LW, [10.2, 15. 1.2 ]
(ZhEEFHE)

1.5 KEFNXA U Y —nH 750 EAYFOICFEZETITR, SA AT XA T8V T 4 230
FELTWAESD, KEINSA FU Y=L H F B0 ~DEYEZIZHOWTIL, A hFa)F Y
—VOMHPREMETTHZERHLHOT, KFOHEMAITHLE Rrex o L--
sa7d AN ACERKT 5 BHBEE (TR, RKEE) ROEEEREECLDEFT 2RO
el laRE, FAIE LTOD B2 2iThbinwz &, [16.2.1 ]

7.6 EWNICB W T, NI E L TiE 400mg/ H % # 2 5 & TOH MR OV arEid+ o cmEt
INTWRNI ENDG, 400mg,/ HEBZ THEA LW &,

5. ERFRACHE

(1) BERT—2/1\vH5—2
EMEER L

(2) EREERER
WG L

Q) AERGERRHAR
EE R L

V. RRRICBT 5 IE A 11



(4) IR
1) EHHRTRBR
R L

2) REMHB
R L

(5) BE - FEBHR
AR L

(6) AEpIEH
1) ERARERE (—REAKERE. FEERARERAE. ERAMELERAR). HERTRT
—AR—RAE. REFTERERABROANR
EERR L

2) RBEMELTRBFEONEREREL-HAE - HROBE
G L

(7)) Zoith
(ERRSE (ORREH D CHE))
ENEFH AR (JK1211-JPN-06)
AENHEE D o P fEA SR e L, A b T aF Y — LNAHE 200mg,” H%Z 8 HE#& G- L&D
T 90.5% (67/74651) ThH -7,
BITEAIL, 104 il 39 B (37.5%) IZ@ED LN, TOERLOIFEKME 14 4 (13.4%). F
F 76 (6.7%). 56 (4.8%) ThHhorlz ',

(EERBEE (REHVDFE) )

WA FEAHFER (ITR-USA-12)

BED U EEENBRE LA T a3 = VNAIKE YR 200mg,” Hi%EH# . 100mg,” H % 3
~8 MG Lz L DA EIT94.3% (50/53 ) Th-o7-'",

AEFLIL, 62 B 30 1 (48.4%) IZFBH BTz, FRbOITHEE I B (14.5%) THo7= ',

) AFIOERNTERB SN HEROCHEZ, TEF., KA 20mL (1 FZ7 =257y —1 & LT200mg) 1H1
FIZEMEREICR O G T 5, ok, Fl, ERICIVEEHERT 5, 72720, 1BEOKKIF 20nL, 1 HED
BARIT 40l £ 55,1 TH 5D,

V. RRRICBT 5 IE A 12



(EEREE)

[E PV AR AR (JK1211-JPN-07)

REMEREEZSRE L, 4 M7 2 — VAR K 200mg 2 1 B 2 [BlfEE 12 BEES L
72X OHEMRITT6.9% (10/136]) ThHh-o7-'?,

BIER (AEMAEERES 25T 1. 16 Flth 16 ] (100.0%) RO BN, TOEREOD
WX FH 8 5] (50.0%) R B2 I 7 v s a7 ) N7 Hl (43.8%)  AFREE 5 61 (31.3%) .
BEEE 4 ] (25.0%) Th otz 2,

(FREGEON TR SN2 MAEMHES X (TEMBHEBEREFCS T2 RERERED T
WEsh S M ARFRAER (ITR-1TA-18)

I ERI D (O MR EME R B ERE 2R e L, A T a3+ — A NHIK 2. 5mg/kg 2 1 H 2
FliE 8 WG LI X DOFHEE2Z 7T R LR LIz e & OB FEKYIERIERIZUT
@Ejb’@f“&)ofi 13). 14)O

T R GUIE FEE =

B FYYIE O FEE A NTaFy—fE | 7T EREE .
L+
(n=201) (n=204) :
RIEVEERHIE (e 272 W)+
i 48 (23.9%) 68 (33.3%) 0.035
SEW)  +FRAEMEEHEE
TRIEPE B IE - e E 2 T 1) 5 (2.5%) 9 (4.4%) 0.291
TRAEME EEE © BE2 43 (21.4%) 59 (28.9%) 0. 081
FAEME L E 0 (0%) 0 (0%) -

RIEMEEEE & RAEMEEIEZ BE LGS, WREEEREICES L,
1) Cochran-Mantel-Haenszel i E

BIEROFEZR L OE TR, W, ELTho7 Y,

E) AFOENTERRBINZHEROCHEZ, @, fAZZ20mL (f hZ 2y — & L 7T200mg) #1H1
FIZEREREICR O G35, B, F, ERICEIVEEHERT S, 72720, 1REOKKIT 20nL, 1 HED
RF40nl 95,1 THD,

V. RRRICBT 5 IE A 13



WA MARFRER  (ITR-INT-54)

IR BRI 2 0E ) i EE R BB EE SR E L, A b T3 Y — VN 2. 5mg/kg & 1 H 2
Ml ESHMIKEE LIz DT RET LHRT UL UBA TR LI LT & & OB ERY
JERIERIZLUTOEBY Tho7z 1919

L YU E FEAE =R

B R YIE D I S FaF =B | TART YUV UBRE | pfE®)
(n=281) (n=276)
REEVET 2L )L R E 5 (1.8%) 9 (3.3%) 0. 264
TRIEVEE BE (R E 22 W7 1 72
R + e 93 (33.1%) 106 (38.4%) 0.191
VRAEVEELEIE © FETE 2 W™ 8 (2.8%) 13 (4.7%) 0.248
AR E « Bzl 83 (29.5%) 80 (29.0%) 0. 886
FAT M LA E 2 (0.7%) 13 (4.7%) 0. 004
URTEPE B AE & RAEMEFLEIE & F0E L7256, REEEEE LR L,
1) x*HiE

T 2) BEEMET R AL XL REE ST,

ERFEEFELITITHA., Bo, BHTH-72 9,

) RAOENTERB SN HEROCHEIZ, TEE, RAIZIE 200l ( F 72y —1 & 1L T200mg) Z1H1
FIZEERFICRR O ET 5, 7ol &, J“W:i@i@ﬁi%?@ﬁéo 772U, 1EE\EO&HRKIE 20mL, 1 HED
RIF40nl 95,1 THD,

V. RRRICBT 5 IE A 14



VI. EPEEICEATSEHE

1. EEZMICHAESHSILEYMRITILEMRH
KU TS —LZbEY (Fraf ) —, RmRATZALaF S —b RY aF—L)
SIFS—AREW (RaFT—n) %
B B0 b DL AW OME ISR, RFOTTIRLEBRT 52 L,

2. EBEMR

(1) fERELL - (EREE
HEODOTF b7 a— A PAS0 IZRFRMICER LT, BEFEOMAEED ZEMERIFE ChH L LT AT
0= OEEKERET S, £ bT 37— I ILER RO F b7 1 — L PA50 (TIT BN D
IS LN

(2) EMHEEMITLHHBRBAE

PLEEEH

O P A BICH LT in vitro THROWHIEREEMEZ R LW 20

QFFE I PLEETEME (post—antifungal effect) A MRFTd 572 ®IT Candida albicans 123 HAl
Z—ERFEIRER LR R BB L2 2 A, 4 M7 2y — i3 dRAIRESR b IEH DS Rk
THZLEWNRENTE® (in vitro) ,

Q@FEBRPIRGEEARE~ T RZBIT AN DA FEWRIZ~ T A BTy b DERI 0%
REFWICB T DHEEE D P FIEICH L TE WA 2R Lz 2D 29 25

(3) {FFASTRBSRT - PR
AR L

VI. #Zh3EEICR3 5 H 15



VII. EMBREICEYT SHRE

1. MAREDHTR - BIEX

() BERELAMGMPRE
EER e L

(2) REMARERERRMN
A T7aFry—n CREMREK) :1.9+0.5 (hr)
ERexs A hoary— :2.9%£0.8 (hr)

Q) ERERREBRCTHESIA LT RE
1) HMEEL
RSN B Z G, A FFaF Yy — Vv NHERE A 7 2 ) — & LT 100 XU 200mg
EMERHICHERROREG Lo & & MR REMEL CEIEER#HE Fexs (A F T2
TN OEYBEAT A= ZFLUTFOLEY Tho7 ",

B A BV A ST 2T 7Y — VARKEZ BERE ARG Lo & & OFEYBE AT A —X
CPE 1 = R e i 72)

Cmax Tmax AUC tl’Z
HE POE3
(ng/mL) (hr) (ng « hr/mL) (hr)
100mg | RE(LIE 309.9+43.8 1.8+0.4 2,842.7+703.3 24.1+9.6
(n=6) | FEIEMENFHD 539.5+67.5 2.5+0.8 7,055. 1+1,718.2 7.7+1.8
200mg | ALK 688.3+163. 8 2.2+0.4 7,914.3+1,874.7 26.3+5.2
(n=6) | FIHMEEHD 1,002.3+203.1 | 3.0*1.1 19, 073. 7+3,732. 6 8.3+1.4

2) EHE

OBRERABMESSRIZ, A Ty —ANAREA N5+ —1E LT 100mg K
200mg ZZEMEREIZ 1 B 1A, 12 AFKEROEL L- L&, EFRGRICBT 5 RE(LEK
kKOt Faxi A hZary—riEndnb&EGHEPICEFREICELEZ, £, &
BB EHROREBIERZL O Faxs A bTaFy — D Culd, (ZIFH 5 EICHE LT
MUT=D, BB G HZORELEE N Raxs A hTaF >y — D t, T HEEEGR X
DHIER L=, 72, AUC (0—24) [THEEZ ERIZEMN (2.5 5ROV 2.3 f%) &L,
JFAGEH ORFICERNT 5 & B 2 5N 5 IEIEERRD bz @,

VII. HAEhhslZBd4 2 HH 16



A BRI A b T 2T = VN Z RER ARG Lo & & OEMERE T A =5 ()

i = B HER 72)
Cmax Tmax AUC (0_>24) t /:
AR e | B5H v
(ng/mL) (hr) (ng * hr/mL) (hr)
1 HH 296.5+67.8 1.7%£0.5 2,004. 9+456. 0 —
REACIE
100mg BHH | 1,028.0+98.8 1.9+0.7 12,248.3%£2,076.0 | 28.1%+10.4
(n=7) EiEMEMA | LHH 511.5+45.5 2.1%0.4 6,267.0t1,162.7 —
EiLY) A& A | 1,298.1+186.1 3.6+0.5 25,998.9+4,665.1 | 19.0+8.2
1HA 738.0+174. 4 1.7+0.8 4,932.0=*1, 069. 3 —
REAE
200mg BHH | 2,503. 71537, 1 2.1+1.1 31,169.1+7,527.8 | 39.0+5.6
(n=7) TEMEN | 1HB 914.8+102.0 2.6+1.0 13,359. 02, 358. 0 —
EiLY BHH | 2,851.7+692.6 3.0+1.0 59, 652.5+14,939.6 | 37.6+12. 1

Q@HARNBE (RIAEMEEFHIE R K OE RGN 5D D R EWE G P ERERE D ) %
SEBICA T aF Y= VNRKEA FTa) Y — Ll LT 200mgl H 1 [EFE L L X,
MAEFRREMRD -7 7RE HEEMEOFEHME) I TAKRANEECA T a2 =LA
WrA N7aFy—nE L T2bmg/kg 1 H2RFEE L& EHAREEZ R LN, £
Doy AR K & 221370 < . AVE N O FEE 4 BRIV IE 2 3 5 iR B R B R %
RRIZA b Tar ) —VNHEEA T a )Y — e LT 2. 6mg/kg 1 H 2 EFELEZE
ZOMBFEPRERD b7 7RE (CERME) &REEIREEZRTEEx6NE Y,

TE 1) EE RGN EE DI D FE ML LT T BRI E 13 N KGR

3) AW [R) E Ea R 20
ANT7aFYy—VHNHE 1% [VTRS) A NI Y—AHNHK 1%%, 7 a A4 —"—k
kv ENEFRN 20mL (f T3V — & LT 200mg) fHEAR A B -1 H0 A B [E]RR O &
LT A b2y —nRBEZREL, HoNTEYEIRE T A —% (AUC, C,,) I

DT 90% 15 FH XA A THE

by WA O YRR SRS S T,

FHENT 24T o T2 5. log (0.80) ~log (1.25) D#IPHANT

) AFIOERNTERB SN HEROCHEZ, M@, KA 20mL (F FZ7 =27y —1 & LT200mg) 1H1

EIZEMEREICR OB G35, 7f, i, ERICXVEEEBT 5, 72720,
mRIF 40nl 95,1 THD,

1 [EOR KL 20mL, 1 BED

VII. #¥pEhreizBa9 2IEH
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MAER A N5 aF Y — L DI ENEE T A — X

HIENT A —F

BENTA—H

&E‘% AUCO—72 Cmax Tmax TI/Z Kel
(ng+hr/mL) | (ng/mL) (hr) (hr) (/hr)
A NFaF— LNHE 1% 20m. 9537.082 | 1017.733 1.9 24. 20 0. 02967
[VTRS]| +2893. 354| +£395. 854 +0.5 +£4.97 | %£0.00540
. . 9109.997 | 1036. 956 1.7 25. 20 0. 02881
U — % 19 20mL
A Y PR 1% M | £3257.846| +344.569 |  *0.6 +£6.03 | £0.00592

CPME AR HER 2, n=18)

MmigEf A ~ 7 2y — L OREHR

1400 [
~ 1200
E i35 —o— { M= VA1 % [VTRS]
g i
2 A =-0-- A MYV — VAT L %
w200 PIHfl + BEHE(RE, n=18
£ 600 Hl
8400
200

e (hr)

i e Faxif T aFy — LOERYEHFE T X —F
HENRT A —H BENT A —H
BB | AUCo 1o Crax Thax Ty Kel
(ng-hr/mL) | (ng/mL) (hr) (hr) (/hr)
A NTFaFr)— LNHK 1% 20mL 22860. 478 959. 659 2.9 13.09 0. 05735
[VTRS| +5957.408| £213. 255 +0.8 +4.00 +0.01588
. s 22034. 286 959, 437 2.8 13.59 0. 05779
AR =R 1% 20ml. +6797.471| £205. 136 +1.0 +5.79 +0.01827

CPEME AR AER A2, n=18)

MAEFE Ras o b5 ad Yy — Lok

1200
—a— A T FY—=VNAE 1% TVTRS |

1000
0= A FY Y —AWHIE 1% -

800 T+ B HE R 5, n=18 .
600
400 -4

200 fil

m¥FRERR¥SAR5aF ) —LIRE (ng/mL)

B (hr)

M BE P R DT AUC, G SO0 /35 A — 2 1%, BRBRE DR (R OIRIRIEIH - 5 3
BRI & o TR D AN B 5,

VII. $AEhhslcBdd 2 HHE 18



(4) g
BB L

(5) BE - ftAEOEE
1) ARFEORE
A FT7aFYy — NN ECERICHEEREOR G Lo &, AEERE X0 b REMEK
Ok FrXo A bT7aF Y=o, OFHME (K 0.54%) | Cp @ L5 (L7 FKO.6 %)
FOVAUC DB (1L 15ROV L2 1%) 3o b

2) PFHIEORE
. Zat (EHEOEES) ICET2HEA) © 7. fHAEH] OIEESR

(6) BEE CKEaL—vay) BifIcE YHH L ENENDELEHER
R L

2. EYMEERB/INT A—4

(1) fBFAE
MYER L

(2) RIREE
AR L

Q) "AFT7RLAFEY T«
R A B E X R, A4 N T a7 — VN (CIERE) XA b7 2ty — v 7 AAl
(BE%)ZA T aF > — e LT 100 KON 200mg & HEAIFE O # 5 U 72 38R 0 Rl 4 beilgs L
TR ARNTa T —VHNHBEONAFT XA TV T 4134 T aF Yy — a7 AL
@ fEZ R LR 102080 [TV, JRRICBET 2B © 14, AELCHEICEES S
HE 7.5 . TVIL Z4tE (A EoEES) 23T 5HHE) © 8. HERILARNIEE 8.5
KO 17, tHEAEH] oEE SR

VII. HAEhhslZBd4 2 HH 19



R A B A N T a2 — VN (ZEER) LA N T a2 — b 7' A (RE%)
ZHERR OGS L7z & & 0EYERE T X —% (CEHE + IR )

100mg 200mg
_ A Fary—nr | A TFalrS—L | A TaFS— | LA TafF =L
NG A= PSES " .
P K 71 7' VAl W 7 7 VA
(n=6) (n=5) (n=6) (n=5)
Crax REAK 309.9+43.8 132.2+80.7 688.3+163. 8 215.6+58. 1
(ng/mL) EIEERHY 539.5+67.5 267.4+71.4 1,002.3%203. 1 678.6+£62.4
Thax KA 1.840.4 4.8+1.8 2.2+0.4 4.440.9
(hr) FIEERH D 2.5+0.8 6.01.4 3.0%1.1 5.2+1.8
AUC REAIR 2,842.7+703.3 2,221+1, 141 7,914.3%1,874.7 4,142+1, 272
(hg-hr/ml) | EIEPEMREY | 7,005, 121,718.2 6, 772+3, 221 19,073.7+3,732.6 | 15,028=+2, 524
tise REAMK 24.1+9.6 24.9+7.7 26.3+5.2 27.9+9.9
(hr) FIEERH Y 7.7+1.8 17.4+11.2 8.3+1.4 9.5+2.1
<BE>

V. I{BRICETHIHEA] @ T4, HELOCHBICEETST EE 1.5 OIEAZSR

(4) HEREEEH

A hTary—n CREARK)
E ¥ A T7afy—n

(5) U7F YR
R L

(6) HTAEE

MYER L

(1) MEBEHEE
AR L

<7/§%>31)

99.8% (in vitro . “VHiEHTIE)

3. RN

AR L

0. 02967+0. 00540 (/hr)
- 0.05735+0. 01588 (/hr)

VII. 3RMpEhreic 9 2IH B
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4. o

(1) 1% —REIFSEB 1
AR L

(2) M —RERIFIEB
G RH L
<HBE>
BYER (T v b~ 0 R) CRAAESEESL TS,

Q) Hitr~DBITH
E P TRAPA~BITT L2 2L MESN TN D, BFELEDOT —2 TiE, BAWIA BT =2T
Y=L 11 200mg Z 1 H 2 BIRA#REG L&, itfickREEI Rt Sz GHEAT —
&) 32) o

(4) BB~ DBITHE
G L

(5) ZEDHDMEE~ADEITHE
PR~ D oy Afi
A b T 3TV =1 200mg #% NG OM, B AT, BUEE ORI mAE T RE LD b
oz GMEAT—#) 9,

5. 3

(1) HBHERL R B
B OELR, FICHFRTR#IFESND Y,

(2) KBI-BA5T 5B% (CYP450 %) DHFiE
REEsE (F b7 @ — A P450) D4y 1-FE : CYP3A4Y

Q) MEEBMROEERVEDEE
ENEER - b )

VII. HAEhhslZBd4 2 HH 21



(4) RAMOEEOHRRULE
ERBRUA TSy = () 1, R & o L CIRIER S O R R b
&R,

(5) FHRHHVDEERN/ANATA—4
MM E R L

6. HEM

(1) HEAt SR AL R UHE R
MM ER e L
<HE>
(VI SEMEhpeicBI+2HE ] @ 6. HEE (2) | OHEEZSMH

(2) HEiths=
TR NBEC, 4 N T aF Y — VAR Z BB R OREROREG Lz & &, REMKE O E
Fefxia b7 atry —LoRPYEERIIZNRENEGEED 1% R THo720 2
<HE>
R FE R A PH-EE 3R 100mg ¥ 5- 7 HRILLNIZ 54% 5 A M2, 35% RN RPICHE S nS V,
WA CHL e Fedxv et r--v7arx A M) d, mERICEgHE I, 3 A
EREARE LTRIREN2N DT, 70, RE(CEROR FHEIRITR G EO 1% KM TH Y |
BHBEDOK) 50%IXREMD F FHAPITHEM S 7, 720 ITELERN CTIHNME#IZ L0 5
ENT-HBICEPYEE S D VTR E N D P,

(3) iR
G L

1. FSURAR=—2—ICEHT H1FEHK
AFNT, PHEE BRI L CHEEMEN 2R,

8. BNFEICLDBRER
VIl et (M EoEES) BT 2HA] © 110, #WEEG) OHEzZM

VII. HAEhhslZBd4 2 HH 22



VITI. 21 (FALDOIESF) ICEIHIEHE

1.

2.

ZEERBEZTDEH

BE STV

ERRBEZDEH

2. B2 (ROBHICZIEEBSELAEWLNI L)

21 VR, =V RXRFVDN, NITYTA VUoRRETF, TEL=UEY, TEL
=SV e ANAPFNE L ARFYI, ZYADE S LT EI T AT
ELATUFEY Y, Ve RroIdZIy, mATARN) Y AFLT TR RNY . N LTS
TA4N, =T Ly, TaFre ), VATFF T4 (LRFF) AXT T 40 (T RV
H) ARLFV U b A TNF=T, FhTruar, aIZER ARXTITV0 XX T T
A (FFESUTEEYEOEME Y o EA IR CNY S oSERE U oNEA S Te) O &ElE) . v
VRUIERRIE, THELVY U, 7o 3L v, R RAKRY v AT at Y = AfiEE
B, TUVAXLY, XEH T, UN—ax P a&HGHoRBE [10.1 5]

2.2 g B RICEEDH H AT, arte Fora2&bEhoEs [9.2.1, 9.3.2, 10.2 BH]

2.3 KRFNDESITx L CRBUEOBE D & 2 B3 [8.1, 9.1.1 ]

2.4 EERLIREAOIUE, BEEROH HH8E [8.1, 9.3.1 ]

2.5 Tl XOFEENR L TV B ATREMED & B & [9. 5 2]

3. MBEXIIMRICEET HFE £ ZDER

(V. RIS A O T2, ZHREXIIZRICEE§ H57EE ] OHEZZM]

4 FAERUVHAEICEEY 2IB L TNEH

(V. JRRICET2HA] © T4, AEAUCHEICEES 2R OHZSMR

VIII. Z4tt (A LoEES) (B4 5EA 23



5. ERELEAMIE L X DER

8. EELEARNIE

8.1 AAN OG- L T, TREOBEREE, EYBaHEUE, 7 L —BAEREEIC OV T 7R
DEATO, T O OBUE IR O H 5 BEF IO T, HH5PIEXIEEEGIZOVWTERE
THZ L, [2.3, 2.4, 9.1.1, 9.3.1, 9.3.3 ]

8.2 AKloEMAEIIEMICOE 2MEHOBEAICIT, MKRE., BHEERES 2 EMICITY 2 &
DEE L,

8.3 T, AR D o, WENHLDONDZ ENH DD T, EMANCIFEEREZITY Z LY
F LW, [11.1.3 8]

8.4 KFELUNLT 7Y L EDBMICBNT, L7 7 U OERNEERL, HELWINR EFZ2kL
TREBIN G SN TS, AKFIEERRBICHT->TIE, HHUDULT 7 U AR OA 85 e
AL, U777 ) EOHAT AT, 7o ba U EURRIE RO b a AR T A R oR A
KT LEEICRSTHZ L, [10.2 B8]

8.5 KRANIA NV Y — BTN 50 EADFERNCRETIERL AN ETA TV T o BAEL
TWATeD, A R Y= 7RV 50 EARANZEIY F 2 HBRIE, A 87 2 Y — vl iR
FEE (AUC, Cpp) D EFICKDRMEHORBUCEE T HZ &, [16.2.1 5]

8.6 IRMAITHDIE FuFFrEN-3-v7uaTxA M) AZERT 5 EEEE (FF, iRE%)
NHOEONDZENHDHDT, BEELTHITITV, BEDIRD SN BAIITE Y 2 0L E 21T 5
ze,

8.7 MM THDIE kX rbEnN-3-v7aT XA M) UNHRGBIEEBIEZ 5| & 2 ek
WD ENMBNTNWAHTED, BHEXIIEIICOI2FHOEGAIZIX, MiE7 V7 F=1E
BHIET 572 EBSRE TITATV), BHREREE N SN B O EERI~OW 0 B2 4
EBETHZ L, [15.2.2 ]

8.8 AKITHRMNBD LN WAL, BIREEGE LG LN &,

8.9 [KH VY UAMIENRD LD Z ENRHLHOT, EMMICMPERERELZITI Z &, [11.1.6,
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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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