EAE XX 10185 5 &
R 28 & 108 18 A

| EBEFR -
& | REFFERET LW | FEXER B) B B
AR

EERBEEERE - £EFERTENRER
( N En -l B )

DIWLITFIAYSLRUCTYV—ILEREEF EOF - 55D O
MEALOZEE ] WRETORMIZDLNT (kEa)

EZLOBEMA. ZEAEICODEFELTHEAELI L SRAVEEEH YA
&S5 CENET, -

2AFV=NETNTFYUH)DL (LT TILT7Y ) E005,) @
HEERICE D HMPMEEEGEREEOESE (PT-INR &) 1L TIE, 3
O+ —L (RO - GERFD OFRGXED MESEHRE ). (EELERETE
RU THHEEER] OHEICSOCHEALGHEEEROT =AY V5 5EHT 5 &
SEEMEEIT o CEREIATTA. T 26 FELM, SEAHDEERG
N4 PIEBLCHEYVET., ChoOEFMOTICHERAGIEREROE=S2 Y
VIEERLTHASEELHOAE CAEALESEN. BEASEERRBICL
ZYRYEBRIEHLEEZLNE NS, KB, BFEOELY., 3o+ Y—
L (BOF - EHFD SOVWTIILTFY o FRAZE I35 L5FFE
DEBOWTE S REELOIERFTEE IRV =LELR,

Ffz, 2aFV-NLESOT YV RRERE E&EOF - EEHFD) (Z20VT,
HEFEASERICHT IRERIRONZEDOD. ZLUVPT-INR O LEAAS
NTWBEBAHALZILEENS, TNT7) U EOHBIZET 2 EERESXE
T HERLOEEROWITE UREEROUERTESITIHTOLELE,

DEELTE. BEETOEREBI-HL. SEOEALOFEOHRITREIS
DNTREAMWEELC LS CHAEZBEN L LET,

BB, SERORITICHhE., ChoBEREEENAEERICET AEME

L. EREREICIEREFANT AL ELTEYET, BEFTIC,
FREEEARE, Yot D 7r—<HAsH., T/ FHBALSHRBRUI—
A HASHOBEERICET 3EMEZRTVELETOT, HETESTTO
EEEEIZRMEBBEOLELET,



GRS

3

EAZH 10183 &
TRk 284 10 B 18 B

AAREMEESS
REMERLEZRR B

BAFBEEE - AFEERTREXIHRER

MEREOEE] OWETiIzo>nT

EERORE., AOHRURSHICET 2 BRONE, #E. BHSEEEL. B
EanD MEHEOER DUFTHAHLELEZETOT, TROL B LELEELH
To L5 BREE IO LAMBES BRVH L BT E7,

A

%ﬁl#%%ﬁ9@&ﬁb\E@ﬁt%ﬁi%%&ﬂb\E%ﬁ%%%m@%ﬁ
RUEEDOLELEBELZHTDI L,

o, BEEL, EFREREOLE. FUERUREHORGSICET A EE (1
MG EFEEFE U B) EREO2F 1 BEICRET I EHAMNEREESLOEMNT
ERYETT A B AT OUV T, MAATEIE A B S E IR AT CRE DS
FEIZES< BHEITS Z &,



B 3

333 [EEELS
(EZis] UA77 Y on) vh |

[HEANE] UTo X5 R LoEE %D s o L,
[

b

2] 0Eiz

(X =2F 27— (FAH] - ERAD) EES5HRoHH]
B L.

EEMER] o [BHA%R] OEiC.

M2z —n (FAF - EEFD |
ZIBsET 5,




B 7 _
617 FEELLTHYIERTILD
629 FTOMDILEFEEER

[EELL] RY 23—
A4 ZaFS—n
T =
AT NaiS—u

HEEAR] TOL S R EOEERSDSE - b,
[fEERS] omE|ir

(ONT77 ) ek hoiE)

ZIBRC L. [i%t%ﬂ%ﬁi]@@n

(TR ONT 7D EOBFRCBWT, UAT 7 U Vv OERNEHRL .,

CELVINREFSZE UAEASARE SO S, AHBREEMBICHT>T |
i, P LBHINT 7 ) RROCEREER L, VA7 7 U LB
T5EEE, 7nhm/t/ﬁﬁME&UFu/TTthﬁﬁ%ﬁ%
TR lEBICESTAIE, |

ZIERLT D,

(F) mAT7aF S —NZBE LT, BEREERSYT A FEERTAERER
EET B,



BIR&E 9
629 FoMo{bFiREs

[EfRE] 335V —1
[HENE] LT LS icERALORESRDA L,
[(#5] OEZ

(ONZ7 V)T EREPOBEE)

ZERL. [EAEEA] o IfFA%tR) OEK

(O 7 U A oh)

ZBRT 5,

(E) BEMEERTA FEERTIEERICEET S,



SEG I N e R

BRICRDEBINMIRTS , BT S <
3 SRR S R i e TR TR

st 08 TErE28% 108

R - ﬁﬁﬁzzﬁrmﬁﬂ

jI:I'J FOILEON 2%

(Ea+VJ—I - 5D
FEEEREAERE

0 'J HF>E200mg

(2a+—Iib - KiETH®H)

A EDOEBUET R K OHEIEMEH O RN

WERER BENERta

N TR (BEHBAEER - £EAERESNERERMICL PRI <AALE>
E H T 7 R T N A

‘“F::u {#%mmﬁ !_17/’? Vv ” 77 I) W-Zﬁ‘ﬂﬁ‘l:ha/u._%
{L?]QEE%Q} %:” fﬂﬁ‘ %”‘

ERIETILIZ7ZI U EDOGHANZEREBRYELEOTROAIZEELTTSL,

| @FXRFIRSRBICHT- > Tl &b#b%Uk??U/%ﬁ
DEEZFZEALTLESL,

O@JIILTF)UEFRALTWAEEIFK. JILTF7Y) /0);‘.:*%‘5
ZzBEL. REZEELGWNT IS,

O@FE. AFNIETINT7) UEHRHALTWBREERIE. 7L
T7UCDEEZELEL. AFOLAFIZDOWTIXhFI~D
DYBZZHFELNLET,

> BEAOYYBRIZONTIHE. [ARIEW YR ABOTEA] (P.6) 28BLTIESL,

[z MERAEORENET oRRE., EELEESSEES (DSU) No.254 lIB# SN FETT, ]
- EELEFERASHEMESR - AU (hpdiwwwpmdagojp) (CEFOEM RGN DSU RiBEk Ik,
- BFOERMA XERE A — A— Y (httpvwwmochida.cojpft 2T 2B E T,

E, WEIBO EREOEE) £NIToX L TH., TR IES 2R FAVWET L) BER
VWH L BET,




B ETRE (BGETEMOA RS

<7ul—FFV@OoR2%. 72 Y—FF & 200mg 3#£3E >

S il

M BR (GRAgiA)

Wik (AR

2 (ROBFIERSLAENWIL)]
ONTZrVe AT b VDR, F=Ur N7V
I, VR REF L TR =T
V. 7uFrely, sASFIERERE, SR
T TR AR, VA—nd g TR
TALEARREROBE (TFREERR)OE(Q)
ZHR)

(22
2.

[BE (ROBEIZXBELENI L))

2. EEVR R=D0 NTYSA VURREFY,
TEA=DYY =IADY Y, TalurE)y,
NFEIABRBE., PR AT XIV AL L EE
B, U—adiRr TRFFLEARRE G
B2E(THEFRIOEHZR)

[FREDER]
1. EEHS (ROBAEICIHRECERET S &)
<LLFEHE >

[(ERLtO:EE]
1. BERS (ROBEICHERICRSETEIL)

=r

<ELUFERE >

<T7rYV—FKFLBEO0R2%>

B BRE (EAEE 5 BE. o HIER. B R (AEMED
e % I % U BRETE
2. EELQELANEE 2. BERGEAMETE
(1) <Hh> () <HEwE> .
(2) <TTND(3).> @RI AT 2 LD B BT D)
N 2 o . 20 A
- ; L : =l — - *
éé ; ’I ; 5 L; J;EJEGMW\“ 5 ~ >
SRR SR T b A R BRI T
(3) <HEWE>
3. HEER , 3. #HE{EHA
(1) $EREE (HRLAGWZ L) (1) BFRES (BFRLELNC &)
FERp L FRBRFEL - B H B | - Rl T BHAE FEARIER -FET ik B fElaR T
IAZ7 AN h U7 OERRISa -/ —A 50 | 1820k < W > < BHE >
T—Z7I L., EEfHmiL7rIDRE A=
HBAVEELL INRBEETHATFY
EREBHLDRAIEO—L P450 &
BHd, Fic. FRPIEETAILCL
L, P77 AREELLND,
DIERASEBIELEE
HREFELE:D
HEDHS, BENY
N7V DR
Bl aEeid, U
TV DR
L. AFEEa LA
&
EE IR <EBE> <Ers>
A=




<T7RY—FFVREH2%>

e

(2) #HEZE BFRIZEET S L) _ (2) #REE BERICEET A &)
EHAE BRERIER - B A | B EEREF ERa% BREEAE RN | BE-faRETF
EOMIEETH |<ERE> <HEE> DIl e LAz U e BRI ol Ty
<EMK> JEEn ik RS ARNE < AN B SO IRV
Sebst S o2 pasg &
Bttt ool ny e
s e H=
B (@
BOIEETA (<EHRE> <EBH>
< HEE>
<7z ) — RFE200mg >
BB (Rl S 8 BE. 8 HIR. B BE (BEGD
. . T # : T EL
2. BELEEFENEE 2. BELDEFANEE
(1Y <4ERE> (1) <&BE>
{2) <THTD(3)> S >
(CHINT DAzl D ARt
e | Fe L&D A= - Ly
Fi = B ) > 2R ~
} o i :¥;\-\ ﬂ#ﬁﬁ?ﬁl%& Q'} 7™ !v--—Z; E @5 ;
{3) <HmE>
3. HEHEH 3. #HEEAR
(1) fEAEE {HHALBWLC &) () #HEEZEE @HHLGWL ) :
EALE EEFEMEY - B F i - ERET ERLE ERpREE - HERE | BF-ERETF
TAZrU Ao A OAZ 7V OERA SV — ANl | ek < HBE> <EBE>
iy ) M waL., EEhHadhiohbnEFo F—FuT
HVEELV INR R B THD
BhbbhaltBdhiF oo — A
B, e oS —ap-450 BRAET
FAEAORETATFIBoETEBLEE
Yo RicBniohs,
T HERADIEEL. 7
NI DIER R
ELEELHmEREL
@ ELH5H. B
ERINTFY DR
FELELTHIES
W U7 T DR
PEEL, AFERS
LT,
EEUR <HEE>
F =97




)

< 7w Y — FFE200mg >

o : :.': aié‘]i;;wu :“ Lt 0T L i & _T ﬁ
(2) $FRFE (FRICEET A L) Q)ﬁ%&%(ﬁﬁL&ﬁ?é &)
HEH L5 HREREEIN-HEE - ABRET RS RS B | BF-ARETF
B mERETE <4 > <HhE> DAzl e Az el AR 2 oS 13D
<HW> ECIENECSERSEARYE & M P B8 IR A
WINR R bR B s R
E LB E Ffe Solo— 2 p4sp &
el R O R LR 2 b
DAZ s bR B (AL ez,
T SRRl
;\i_,‘ 7 —7?n\ mff}:lEg
ALEIEL g e e
OB ELB LD
{NR SR DZEg m it
ok (lEHEEL LA
EEOIEEE)
FOmMBEETA |<HE> <R >

<HHE>

M ETEMA

«70U—FSLEORA2%, 70— FFEX200mgitE >
FR28F10R 18E MEANBEEIE - £EEEREESREBEERMESE, vy

TV AV vAERETORE) * 2R BLO THRER) c@&EL., EERE) (E

ERIAMEE) BLO THEES] L9 (VAT U o OMEER] CEE L8

BIRRE L E L7z,

W RETOEFR

1993 D7 1 Y — FAVERM 2 %RALUE, Y77 ) W BHRERICE T, AR
RBR AR L 2> T, FLWINRER, HIFERERBET5EEFASMEMNICRES T
BY., £, FRAPLERLIUALT 7 U o OERMEE LM 43 LEFBHRE S TNS
e, ZOETUATF I H ) TARBRERORE] & THARE] 5 EREE)

WERHLE L,

BE—B2RES 2 eB/ T ABEEACH D 7 1 U — FRE200mgliz W T, FHEOHT %
TOET, ‘ |

¥7-. 20164F68 150, #EENF (Medicines and Healtheare products Regulatory
Agency) 1%, 32TV —ABIOTAT 7Y LHABFIZEOC, LA (Wb 3
2 — RO SNVIRBES) 2 EtEERBARRFANHEIRTHAE I EFT, VR
7 &/ MED T DI BB ROBN MR Lz, & OFHRI Drug Safety Update & LT3k
EOF—s—VCEHShELL (PSEH) ,

K= DCENCBTAEERTUAT 7 U ¥ & ORI E(EARERR., HEICEIT 55
ISDFEMEZRLET,



E%mijﬂbt®%%ﬁﬁkﬁﬁwwﬁﬁ<7ﬂk$€wﬁDﬁ2%»

2016 429 A 30 B & TIRIAULE LEENERS (70 ) — FAVROM2%) 1k, 1993 FEAADER

S 115 61TH D . BNERICB O COETHIRS D ERATLE,

> WEOLNFLE, INR 094 5, FFHM 42 51, MR 19 5, &1 14 H1. DEEPIH@m 12 b,

1 9 f, LE MM 8 T L7,

ERMHT, BHDBSESS (AL 161, BB T0E 16 RHhky e v EEES (I

RS MY 3 v 1O Bl s v 7 160 IE0E 151) 2R3 LIoEaRSE Sh g,

> INR % 10 £l Ed 5 VLRI RHE & 845 Sh o fEFIE, 115 BI 55 HIT Lix,

> RELLTEEHSVIVE (¥ I K) BEZELHEARBESLTOES,

> HEFARREIZOAT 7 U v OBWZRER~OH BRSNS L. AREEELEL L
RBESNTHES, | -

> GRS - TS, U7 U o OEASEHE LM %3 LSRR EE ShTn g,

A%

RE=HTHRIRR

FE MHRA 122016 24 B 13 HETIC, I3 7Y —L L UAT 7 Y vk OIMAE{ER O FTEEHE R
HD 146 FIORERBREZAFLCNET, I3 ~LOFBICEY Y —b, HE, " ¥—2EO
RUNBEHYETH, KEEOBE (128 £ : 88%) [HROEFSNVICETA5DTLE,

WEDZVERIT. INRSEM (1118, #E 214). mE Q74). BLUOBHEL (8 #) TL~-,
146 BIOFIHFEA INR B0 (>10) 285 L, Hilif <2 ) A7 OFERBMAED O E LA, H
kA~ ML BREN 3 FIRE S E L,

(B8 HP V>-2] (2016 4E 6 A 15 HEIE)
hrioswww.govuk/dme-safety-update/topical-miconazole inclu ding-oral-gel-reminder-of-potential-for-serious-iniera
ctions-with-warfarin




> AAERENHIDBEZZITOHE,. TLORERDE-EFBBICLTIEIN,

RERSE—E

Tul—=FrAREAM 2%BLCT R ) — FF % 200mg ORERDEZLFIZRLELE, —hbo
FERIOPIEL, TAI 7V L DOEPHEGREZ RS THEMEOHIEF LS ThTLET. BEIT Y~

2Tk, ERAOEMOBNLEELELT ISR E,

BAXEIZBITET7L
—HRE® fREMGHR $hik - IR (R FULEDBEER
BE D SOk
ArFaprs—n | voeTE BRI MEERS |, (EErE
[ AWEE], B (58
TASAENVAR, BrPFE 707 bay 2 AR | BBy 70 v
[BFsAE ] - DEE;
HEME, MREEEE, MR EEE. REEEE,
HEMES, OEmED - ¥ 5, Bah i P
TASFS KoAomy? [ A OFRRUT YT Fay #ARICL B TRERE
&l HEMIE, MPRREEE, ML EERE, FREEE,
BT E BEEMEs
FRTA S — | A HTHBEROI VT 3 v AR LD T RRIE
7 HEME, MRSEEE. S TEEE, REERE.
‘HEEHER
WY =F v —i FZA w7 | TROBEXIZHEERBZRE
Al CBEMT RAALELAE, BT Ao —w, 8
EEA PEHESEHERE 7 A~V ¥ 2 fE
- A UPEME, BENCUIE, SEX  BALY
HIE
g VT by s ABER, B VT b3y AR
FhLFEFIB | o TEl HEILEFIC B 0 P B HETE (AT 7D ) Ot
EEF) 2L
5T AR HEEE :
TRAANENAR, AVOF FUThawhmA, o
UFAL TR :
T RAE
IRERIK LB EEESE
AARTZ 7y | EEEERENA | AU BRXETAAXELRARBICL 3 TROEER
EEREEE e
- BEN Y FIE
- BEEE S U HRE
T ANAELAE (BEMET AL EALRE, B
BT R ENLAIE, B7 AR o—)
IHTTEVT | A T AR A BRUD  VHRIC L B TR
PR HEAME, WPRREEE. EEHEEE
A Y FiE | BREE

TUYF LAyl AR BUIE TRAAFALA
BRAE

HEME. SEEMES. HEHFESRE BR
HEE. HLEEFE

) BRASEO T3EE - 20R1 OECRNT,

(VP rayrR) TBrPF| [ FRARAEALZ], BV (220047 12
&5 (HEmEl,. (MEEE), NEEETEEE! [REEEE]. 55T (HEEEE) SAE#Sh O 2BAZERELE LA,




- EEROBEBRICRIEENMESTT, MFRBATI(, -
MEALOIRE SWTORHASE

EOMARA
g LVl W) 5_9
AHJU-JL A 1%
A FJY-IL 331% 200me

“——
LS
ey 7P —TRRSH janssen
::ARIIACEIJ\'IUL ::’:.P”M[ES

CORE, RECRE (U TFE) D o MEALOTR) SE—PETRLELEOT. SEOSERLE
TEY, SBOCERICIHELELTL. FROBEIHAICCBEDL, MEIRINEECSBRENE
THOBRENPLLITHT,

AREDILI P UV OHABICRETD MEALEDTE] DOWET

FREDTND 7 VOHBICED, DIV 7 ) VOEBMEST BT EHHBEn. MFICEBLTTE
BERRNLET,

- . A
¢ FHEIRSEBICIRUTHE. INTORSE2Y. BT T7 U VBEOEEER
I:::lﬁ<7-£all\o "

¢ HASMECSNDIBEE. DILD 7 U YOERBBRICOIR S,

v JOROYVEVEBAE. FOVRTI FEORBENEEOT R, BNEE
BOEBICTERIESL, |

v BEZTOICHRRL. BIEECRFR (B, BB, STHM, Fing)
OBEREICTEREE.

v BIESEDEHFBARONESRS. EEBICEEEICERT DL SESICRERE
BEBRANLET,

L - )

© Janssen Pharmaceutical K.X.2016




[BETARE]

OBEHEEER « EEFLERRSIFRREMN (K 28F 108 18 Bi) ICETI<HET

A RUV=INHBTZIL 50

B0 - BIRREER a0 - B5eE

5) DI 7)Y ERSDOEE (SEEEANT
Bl _MEE{ER) OESR)
56) aE (BHENOES) OESR)

5T & O
(R EDER] (5B EDEE]
1. WERS (ROBECIINBICRSTICL) 1. MBRS ROBSCRIMBICRSTICL)
1) ~4) <B8> 1) ~4) <#8>

5) B&E [[EHEN\ORS] OESR]

BEREXNTE

1) ~3) <8> ,

4) FRIEONT P IV EDHBEBWT, DILT
?UVOERDEEL. EUWINR EFEEL
IEERINRHRSSN TN D. FAERSEISICHIZ
27Tld, HELCHONT P UVEROEREE
BEL. ONDr UV EHBEIESE. O
SOV EVERFAERT RO RS R OE#
EFROIREESICRSISCE (BEFA]
DIBZRD.

45) MADIFE, AVIFEMBEMRICT LT,
R (6 nAER) CHE>TERSUTEER
DHRELRDENZNESICE. FRORSE
PiLYS.

56) MIREEELCHSNT, 1 331V —ILiEsHE
DERHF 400me/ BRIBBRERSAINDER
EIR6. alnTBESTRT 20T, #5H
BhiCld. MRS, FEiERs. MPERE
BREEETHNCTOCENES UL,

EETEXRNTE

12 ~3) <iE>

4) MAVISTE, AUIFEMEBMHKITT LT,
&R (6 n AEE) COHIZ>TERSUTEER
DUEHROONZNESICE. FHORSE
PIET B,

5) MBEBECHSNT, 1 337V LiTsH
DESFA 400mg/ BREBBRRSADDER
TRE. BNNTEBENRHRI 20T, R5H
AiC(d. migka. FigiEssE. IPERE
BREFEEPNCIT S CENEIH LI,

- RUV—ILAERK 1%

BF - HIBRER 80 - BEERT

5) DLz vERSHOES (SEZEANE
B). [851EM) oEzsiR)
56) aHE (ER3 \0EBR5) nESR

X ] #® W 8] B
(R EDFR] (B LDiER]
1. MERS (ROBECHMBCRSIDICL) 1. ERS (ROBECIWEICRSIBTE)
1) ~4) <88> 1) ~4) <88>

5 w#dE [[BHEADERS) OESR]

EREEAER

1) ~3) <B8>

4) FRIEON D P UV EOHBIEBINTG, 22D
7UVOIERMMEEL, EULINR FEERL
IERERIASRS TN LS. FRIRSERIGIC I
2T, BHEDHUHONT 2 ) VIRAOEESE
ERL, NI P UV EHATSESE. 0
OV EVSERIERU O VIRNT Z O
EROTREESCRSTdc e (HEFA]

DIEZRD.

FhmThd e FOFyTJOEN-5-2 207
F2HUVICRRATSBRES (TR, RES
5N dELHBINT, BEETDLT
. EEVEOHOSNEESICEENENEES
SC&,

86) HmMMTHDE FOXYTJOLIIL-8-Y 00T

. EEGEFNIR

1) ~3) <B> :

4) FTHBE RFOFIT7OEI-8-Y 00T
FRAMIVICERTSEBES (TR, §ES)
DHSONBTENHDDT, BEEFHDICT
i, ERIROONEERSICIIENENEEST
ST,

A THSE FOFYTOEN-8-v 2057
FARUVERERMEEESISRCY O8E

DHDCENNENTNDED. BHEBNER
HICOEZSEMORECR. MEI2LPFY
BEAEIDRERB =TTV, BSHEEE
ENHOSNEBSICEBORERINODDE
ACERIBDCE, [ZOROER OBESER]
68) AR THRDTBOONENESE. BREERS

EfmLENCE.

5)

2



-

®§]  ab

FRARUVEEEEEBEESISRCT O
BB EHAMENTNSED, SEERIEE
HIChiz2FEADBRSCE. MBI PFy
BEATRTDEEHRRETDICHL. Sils
ELVHONEESICIIONEERADYNOE
AEBRIBCE, ((ZoftoEE) OBEHiE)

87) FRTIRIBOHSNENESE., BREBS
BRGLENTE,

8) BRICHNT, WARELTIE 400me/BER
ADAETCOEYHRUZSEIIDICEES
NTWEWCED S, 400me/BEBZTHER
LRNC e,

80 RENVIYIEERSHBSIL. NRBEREER
MY SECHEEZHEICARERSTBRCE,

7) BRCHNT. WARE LCIR 400me/0%8
2 3METOEMERVREHE+ DI
NTHWENCENB, 400me/BEBR TER
UIBNC &,

8) BBNY VS EERSBAR. WRBREERE
T BB R RRIC ARSI,

1 IV =IE 1%

——B0 : BIFRESAR

=R - BETE
[4 5] 1B [ir'd ) Bl
(R EDIFR) (ERE EDOER)
1, MERS (ROBECIEBICRSTICS) 1. MERS (ROESICIIWSICRSTICE)
1) ~4) <EE> 1) ~4) <B> :

5) DALI 2 VERSDOES (SEEEANT
B E5{FA) OESR)
66) Bt (BEHd \ORS) 0ESR)

5) BHE [[BHE ORS] OESRE]

2. ETEEXRNTR

1) ~5B) <#8g>

8) ABIEON I 7 UV EDRBICSNT., JIL2

' 7 VOIERHIMEE L, EUWINR FEEFEL
CRERINSREENTND., ARIESERICHE
2 Tid. BEDPUHTILT 7 U VERBOSES
EEL, QLD r UV BTSSR, O
Oy E/EBRAERU D VRF R SO
ZiEBwd S iBsCRSgSC s (MERIEA]
DESR).

87) BEREBEIFONDEMMFIRSMEOES
s ARG SERBHIC, BERR - BRSO IERT
MOERBTHDCENERSNEIESICE, &
YIRS ERIET BT, '
« ARG S EESEFAFEDNRETML., DR
DROSNITNBSIE. AFDdt, fthosEH
CEFTHEOBUEMBETSC L,

2, EEZEXRNTR

1) ~5) <81;>

6) BERRNSSEONSRMEFPRAMEDRS
- FRIRSHARIC. BER - BRRESOIERSE
EORBTHSC COERBENLBEICE, &
VMRS EMET B L,
- ARIRSREBREEEAFEDRETML. DR
DROSNBNESE, FROBLE, B
ICEBIIESBIENBETS &,




O THET

1 ROVI=LATEN B0, 1 FUV=ILRRE 1%, 1 FUV—-ILE 1% :
—6 : BIERE =B : IB5eEM

N 5 #® . E]  BEO
3. BE{ER 3. BE#ER
<HE> <BB>
2) HEER (HEICEETDCE) 2) HEIK (HACIRTICE)
BHeE | GRER - B5EBEES HY - EREP FRLE | EBRER-EEAE W - BRAT
<B§> FRIDCYPIALIC|| [<8E> FEIDCYP3IAAIC
DI PUY2NONDP ) OERE [T DEEERIC DI FU2 ), r ) vniERE |39 3EEERIC
pEREsL. Buly &0, cheosm HWEIDC DD, |[LD. ThoDEHE
INR EREHSIND T | DIRHABESSEN <IR> OftEsESEan
ERBD_(EEREE 3. B.
MEE OIESR,

<BE>

(EETEER)

2016 F 6 A, HEICT, NI P UYEIDFYI—ICLBEEEACEE L MESEDEIERC
U CEREEMIONE UL . BRICHSNTE. MHICL3EERHMEEORIERIEELECE
D5 SEL DVTrYUYEIDFYI-IL GEOTIVEL SEHED OHBRZERERVZELE, BUP
V-LRREEAITHIFRICHEN UL CTNETOND 7U Y EORBEEREHBISECDELTS
DFEUEDL BUSINRDLRTDH, DT 7Y YOEBESORO SNIEEHNREINTNST
EDS, BICTERWEELZD, BERS. EECEANIE. HEIEOBEENIL. 53R
BEZTOCEELEUE.

*hitps!wwwy.soviuk/drus-safety-update/ topical-miconazole-including—oral —gel-reminder-of-pot

- enfial-for-serious-interactions-with—~warfarin

MTRICSBEHEREELET,
=& 2 '
e | mmEm | o "
BSHERRY FRRUNS
F | (S BARVIE
7 - 50 (K| g sram | PRER. MF2. RSN L J0OYEYRED. BEN
ZARILEI 400me Ie5R8Ee EMERIEHENS 7 2 AU I EICT AR E SR
25 RZ| (2 BRD ) AOCme/BiZSEHS,
\ B50 g% KFDTEIE 200me/ BARE,
IUSNEl ST T
(e 5 200mg B8 IMREOEILFRE.
BRI | OB® | peipx  SRESROSLES. BHLY Y CMREOSE
i, BES] ATEL fEotE SNz, MIRSIESIC THR,
e, 200mg HBOWELS, BENRIRHSNEEED. AHIC
KB REERGEE L,
MR | (52 BRD
ra’) 244 - ~ —

o nFz | poeL |BSTHE ARBESED SAFA T 2ILE 200me/ BAPSEZ,
EBE. | 100meg |B51788 NESDERE NEEBEIIMEET0. AU
1N ) BShE, .

, RS188#E DI PUYAUDA 2me/ DRSS, INEEEE
S bt




EREH
(GEBHE)

B Bk,
UEE. &0
. R
2

168E58
BRSAE

ElfER
ERNUNE
®B520B8% ARNUVESRT.,
B’S2808#%  INR1.77. PT: 480,
2532B% MAFRZORL. PRBEBOE IS,
RS568% B, EREELEN. JOROYVEVEEORER
(RIERED INRB6.22, PT7.0,
AFFT U/ VEER. DWIPUYAIDIARSS
.ltﬂ
RS56B%R  EREEELIEN. JOROvEYEEEEE,
NR1.49, PT480.
BS578% BBmSrOE.
®=S598%®  FHNTRILA 100mes/BAREER,
B5638%& OILTPUVAUDA 1meg/BIESEEA,

BRE: DI 7UYAYDA, FIRFUAR. UILVYRVEEREKIN,. JDEI E. ALARYIT 1 .
PUTOFY—EBBRIE, TAT 1 U2, AXTSI=Ib, LIIER, JFUDER, OF Y2091V, —
FOTURUY, AONRRLKTON. 2B V7R, B VT IVER (T RS, 2E0/50 Y. RS
INZIVREHE. 2 /U DUVIRESE. AU YT RUDA. JULINI PO AR VEET R U A, X

ErN P
=
i 'ﬁfﬁﬁﬁﬁm 1 BESE S
. h \
o | EOEE | EBRUNE
T 70K | sEsme| EHH ERIREELEZEE)
o 400mg
ANIFLN o ey [ORRE DL 7UYHUSA bme/ BOESEE (BREET
RAE SESTH B8). '
200me INR : =88, _
(11 BRS) | RSEIAE WPV UARBESR 400me/ BIZ5ES
.
E5281% FFHE200me/BAEE.
B512B#% FHOBRSERT.
B51508% ERSEEE, 80 265 /ILENBOSHE.
FEEE)  INR:3084.
EHIY K2 BEERSE, INR 33 IS8,
R534 0% FRSLEHZE 80 25— UENDTE,

Bl Mg DILI7UVAUDA 4me/BTIY
=M :

HRZE DD PUYRIDA TOEIR, XEVLFVIREE, AFNITFVY. L—PRISEVED
DL IVENS Y LUIRDZOFTYD RN, PYT7D+Y USRS, ALRYZFry, EFyo0+
TUVERE. 74 ~0DEDARBIMKINM,. TONTO—/ASBMERID. T AFO—ILEFiNERIg - 7
WWFAYVY, OFVTOTT T UK. LINSER, EEX ) VISRIEKDTE




] SIER
% - {EREBE | 18esE
R (&P | BSHE | BERUNS
fE)
Z-80R|0mAYy| BER | mmstEd. EEmRELen
5 (Th ég%”,l%) Bivres TNIPIYAUDL 2DF/BR5EE (ZREGH
- B 8.
Do, B
ff’ Bl BES7508 BREEDRERDNSMRRE,
&) B53088  INR: 1.91. FIIRE : 366 x 10%/mme,
B52268  DBAY ISR Ly TDFY—IL L 400me 2588
5,
BS168E TR © 362 x 10%/mm?,
®B5885  IDFV-ITILORBERENESD. (FEACIRE
LIELVES, RSE,
BSEBE OERAYISICHE L. FRRAEE 200me/ DR S,
BS110%  EREEIE, DR,
R8> INR 1 973, FRMBREL : 215 x 10%/ mm=.
B5138% DI PUVAUTIARSHIE, O
XFF L/ Y 30me/E. il (-RCC-LR) 3 &
s,
#5148 AFF L/ 30me/B. I (r-RCC-LR) 3 84
%5,
#5158#% & (r-RCC-LR) 2 2fiigs,
TRAERE © 352 x 104 mmB.
BS180%  EEISEShn, RMREIHLER,
BE0OO%  ARIRSPIL,

HRZE - SOV -JVEBRRIR, DD P UVAUD A, EFTUSV UISERE, Y TFY
Z/LIRBR. RFEL /ULTOBET RUDA

NEASTAY

7

(SO0 HERLOEEIDUETNSICOEE LTI, E%%E@iﬂ%‘%%ﬁ (Drug Safety Update)
No.254 (201651 1 BT [CIBEch3FETY, ) i




ZORBOMET

[OI=E )

1 BUV=IATRIL SO RU BUYV—ILRRE 1%

&0 : SBECER

w5 # w5 &
Bz CROBBICIHF/SUEINTE)) (BT CROBBICIERSURINCE))]
1) EEIR, FTUY, KTFUIN, FUPISA, 1) EEIR, FTUY, RTUII, FUPIS A,
DUNARF, PRIV ZUNLIE . VUNRASTF, PERILVZIE, ZIIILIEY.,
THIIP=E IERQINTIZY, THTA- INTIFIY, IeEROTALTIIZY, INTA R
U AFIIILTA I, KLFF I <00, T U2 AFILTINIA I ISIWTF 2000 T
Tl TJOFueUy, IIIFFI 100 (L Ty F0F oIV, UWTFFI1N (L
INFH) FEIST A (PRI, P2TIL INFZ), BFST 2N (PRI, PRFTTIL
Eln IRZTUEIL, AR R~ ATV FZ B, NZTFL B ZRLFYY - PUZFL
Z . PURFLY, FEASRS Y, UN—OFHN > FEARS Y, W0/, UADT P
V. UAVIPERSDOERES ((BEERL © - FERSDOEE [[TEEER) OESE)
B 2) ~5) <Bg>
2) ~5) <B>
3. #E8*A 3. HEFH ’
<HE> <B&>
1) AR GHRVENCE) 1) #BEER GHELENCE)

FHSE | BEER-BB5E | B BRAT EHEE | BRER-BESE | A5 -RRRT
<> #ED CYP3AZ| | |<iB> EID CYPSAL
ZRLAYY - P<EE> [Cxd SEEE ARLFHV R [<B> ICxtd BEEE

NIV LS Blc&0. Thb R DS RICED, ThE
DRI DEFOHBHLT
7 A P T Y T3 A . e BEENS.
(LTED  |EDER U BHERNE P%§t§J <t
BENBHENI BB ZES
PUZFLYD  |<B>
SYL2
<BE> )
2) HRER (MBICEEI DTS - 2) BREER (HAICIEIRCE)

FHEE ' ERERAEIR - IEBT5E: | M - BBRT RS | EReRiEiR - BB | @S- BBRET
<B> ' FEIDCYP3AL | | [ <> ARID CYP3AL
TIUINT 1Y [CNEORROnT |[CHTBEERE || [TIU Loy [CReoEmons |icud 2E=Em

| ZLAY 22 BEEZFRSEIC |ICED. Cheo ELFY 2 BEELIFEEBC |ELD, Thom
ASuHEY EDBB. ERIOMHOEE HIVE=EY ELBD, EROHBELRE
<8B> ENnB, <#g> sNB.
AU :




1 RUV=ILE A%

Bf : BEEE

™ 5 % e 5T E§
Bz (ROBECIIBRSLENCE)] (R CROBEICIEES UEINCE))

1) PEYR, FIUY, RTIUIN. RUPIS AL 1) PEYR, FZUY, RTUII, FUPIS /L
IVNZARF Y. PENZIEY., ZULSE. YVRAIFU, PRI, ZINIEY.
TLTFITY, I ROINIIZY, THTIX - TAIFZTY, I ROTAIRZY, TIIX R
UM AFIVTIIRA S, IIVTFF T 1000 T U2 AFIIITIA I, BIVFF T T
Ful /. TJaFutrUy. SLFFI 0 (L L. IaFvEYY. YLTFF I (L
INFF)N BFST 1L (PRI PRTTIL INFZ). 9FST 4 N (PRUILA). PRI T
Bl NZTL I, ZRUFYY - 1 DIF= B, NZTUEIL, ZRUFS Y~ PUZEL
Z. PURXLY, US—O%H/NY, UAITP L UN—0FH/, U VTP R ERSHOS
FERSHORE (HEEB) OESR) & [MEE{FE) DESE]

2) ~6) <B> 2) ~6) <>

3. B¥E#A 3. {BEER

<85> <>

1) BEER HBLUENCE) , 1) HAER HBRUENCE)

FHEE | Bonk-Bans | 45 BRET XHZE | Gk BanE | BT BRET
<BE> FHID CYP3A4 <BE> AHEID CYP3A4
ZRLFTYE  |<B> ICxI T DEASE TRLUEFGY R <> [Cxd BESE

RIS HiCED., Cns NI LS ABICED, Th5

OEROREH DERORBED
HEEND, BEEND,
TINF=T  |AINF—TonTE PURFLY I | <BE>
TATNER  [EOESL. BIfERNE FILR
BENBRENNHD. <#E>

PURELYD <8BS

SULR

<HE>

2) AR (HRICIMTDCE) 2) BEIE (HAICIMITSCE) . ]
=Hes | GErRk . BEE | 85 - RBET BHeE | mEnR-B2ESE | 85 - AnET

< BE> FEO CYP3A4 <BE> FHO CYP3A4

TIL/NI1Y [CNEORAGNP (NS BESEA | | [ TTUILT+Y [ChEnRAOmD |C08 SESER

BLEYY2 | BERFREERC {ICLD. CnE0 ||| BLEuy® | (BEELSIEEC L0, ChEd

HSzY ENEBB. SRORMOEE | | | AS5vezy ENBB, EHRORBADTEE

<BE> . ENB. <BE> and,

Ry Ry ‘

Q@ERBFERER
- RV AT, B0
: : a0 : BURRESPT
5] &l
(B2

(1) BACHBNT, MAYVISTERUD YIS
MBEMECE LT/ AEEDERE SN TN
DCEEWHREZ T, ARBICHNTE, EHoH
ICMD Y DFEERUFT > DS HEMETHKIC 5
IV AEEORE - BEOEREITSC
&

(2) MBRBICHTD/VLAEECONTER., &2
HEPMNE UIETHREREEREL,. 208
RICDNTEHNICHASBEARSETRC
[l




GEpE::)
® BSEoE
MRy RU 13, HEER) O 1) H#EE=) OB
1 INFITORUNEICHBRERE UTFRDRESIN TSN, 1 TILF T CYP3AL TR
SN, FRAICOHAICKD - YINFTOMNPREN LR UEHERNRRT 3TN H B2
0. &=l RU 3. BEERLI O M) HHRER] ICRELFELE.

(3. B/l @ I2) #RTE 0’|

FIUNRY RYORMANEBCHAESE UTFESRESINTE D, RYARY RV CYP3A4 TH
#HEN, AR EDHBICKD RO RYOMPREN F8 UBHERDRIRT UMD G120,
(3. BEMAERL O 2) #HEER] CERELFELE,

Q@ EBFRIEHR
- BN =WHTEIL 50
TAYIFTERGHY ITHEMBMRICHT D/ UL AEACEY 2ENMRRRRE S LR B2,
REMCONTIHROBEERO SNED 2 EEDD. A ITERTI YIS HEMEMSIC
XY B/ UL ABEOBALRER TSI HATUE, BLENRTER RIS EC K BRI RS
NECENS, BERFH TG U THRSNE SO S HEN. BikahE e,
FE. MBEICAT D/ W ABAICDNWTIE, ERREREICHRITREMICEHT 3REOESZ
BOONBD>ZCENS, BEREEQ OIUTIAMESNZCOEHRTEIN. BlfSNELE,

BT CE BRIERRERMSSSRERIENR— AR~ (hto/wwwpmdagoin/) ZI8#E
NTWETOT, BHETTHML S,




10



—EXROEEERICRAEEMERTT. BTBHAEEL, — " No.’ 16-60

ERLOFERETOSMSE

2016 4F 10 A
771 —HA Rt

FEMERE AR
BEERHEF JharJ—-nhH7TwI I WER50me
INN 2 TN 50mg VTN BiEE100me
T INNY nTEN 100mg I INITY LR 200ms

Difiucan® Intravenous Solution S6mg-100mg-200mg

Diflucan® Capsules ZNaFV— R

T IWI Y F519097350mg
" INIIVES5490971400mg
Diflucan® Dry Syrup
YRy FRINAFT-1

BABEES BE - ERNSOLFECLVEAT L) |

R FRIEGRA

O a0,
70 3)7 B3 200
T samaw

Prodif’ Intravenous Solukion
FRRZNAFT=-NBEE

RAEZEESR (55 - EMEORFEC LY EATE L) |

R EEGRAR _
77T /K sas0mg T4 7R
" . 200mg#iiEH
7 47:?/" $2200mg - VFENDfor Intravenous Use
VFEND Tablets ESRAYIS e

FYaFi-age

7171 /K E549097 2800mg
VFEND DrySyrup2800ms
FAFT-NES1097

. RAEEER (G -ENSORTBICIVERT =) |

ZOE. BERFBHEER - AEFLRRENERRENCL Y ERREORMIED F
ALEDOEE] #UETHLETOTIERNH L ETFES,

Fiz, BHETHILETRLET,
SHOTHMIBELELTE., TEAEE 2B FSVET X5 BECE L s,

MED27G070




[BETHRAE]

<TINA AT 50ng/100mg, 2 LA LEE R 50mg/100mg/200mg.
97»ﬁ>?549ﬂv7%%yM%m\jD??%EﬁNﬁQ%M@>

AT (FaandaiTER) o ETHT
(EFRLEDZE] (FRLEOEE]

1. IRERS (ROBHFICIIEECRSSTIoE)

(D~(4) 485

B IAZ7 ) RERORE] [BEEREANE
E) BU THREEH 0BESE]

6y &k

(#2 [P 7AH 2 FF 42 n v 350me/1400mg] D)

. RERE (ROESCREEI-RETZoL)
(D~ &rg

1 (P70 FFA 20 v 7 350mg/1400mg) 11 (5))

2. BEELGERMNEE

(1) 585

QFRELETAT 7Y v EDRBIZBNT, TAT 7
VroEABEEL, FLVINRERSELEE
BIBGE SN TV D, FHFSHEBICSEST
B, L7 7Y Y BRAOE B LESR
L. 977 V2 RTHEE8E, Fatay
FUMBEERN o oRKT X FORESES
ThAYEECESTS -, [ [MEER oE
28]

(3r~d) HmE

2. BERGEFNEE
W~(3) s

3. H#HEER 3. #HE/ER
B B9
() SFBES HRLIELC L) ) $rRZER HALLGLC L)
HE HE:
(2) RS (BFRISEES B &) () SHRZEE (BRISFETA L)
E 3 BRERaEk B A | #F - BRAT RHEE BERER - g5 % | #F - fRET
Ty ) o btoer Vgl | FRNICheoR UAzy TebtorErBlo | AR I noo®
DIEE, FELWVWINRE | HIoFBIZRT 3 MEERUHMER (& | HOFRCBTS
AERvHnEEm (3 | 30888 %, BHm, WEEH | 2-smmesc
£, Aiim, HEEW | b3Frro—a i, MR, T4 © | #3F b7 o—n
M, mek, Fied) @ | P460 209 ZRET HENSH 5, P450 2C9 %Y
HEFEHD, [[EFh | 307, FHicky Fo=hA E 5OT, ALY
| BERdEEIomEsE] | theoERom AT b nEA OO
PE T s HeE FREXEATS ZARE A PBRERALIRTS
A77e T ZLRha, Fx ZEHEBD,
TaAY T Ty R
i HEE
L=FT Heg

H

(el 772 7 JEiE 100/200/400) Gl (7 A2 —n0))

Cexl 713 37 7 FHEERE 100/200/400) Tk F 7 b= 3/ 1)




<74 7z F§E50mg/200mg, T4 7 x> F 200mg BEM.

T4z FESH 20w 7 2800mg>

ET 1% (TR TS ETHET
(EFARLDIEE] [FREDEE]

1. HERS (ROBFZIEEICEETE L)

(D~ &

@G2onzy 2B epoas TEELAT
E BRU HHERR oEEE]

#*3

(22 [/ 7 x> ¥ 200mg 5L 12 (5))
FIFA T RFSA e w7 2800ng) 17 (5) “HBEH

1. HEHRE (ROBEFICIEIICE/ETIoN
O~ &

(74 7 B 200me M. (P4 72 FEI S
2w 2800mg| i (4))

2. BELGEAMNES
(L~(5) 45
Gy FHEvAZ7 Y DHFRIIBNT, VLT
Vo OERPEHL, FUVINR FERELLAE
EEgE TS, FRFERZICHE-T
. e lLevArr Y RECEFETRRE
L, PAZ77 0 2 EAT288E,. 7o hay
FPUBEBRAERD FrYyRT A ORI ER
FThALEECESETSZY, [ BEERE] oE
ZH]
(Tys 585

(%5 [7A 7 x> F 200mg $ERTL 13(7) ~(8))

2. EETEFNIR
~E" HrE

(#d [7A 7 =2 ¥ 200mg BEEA) 12(7))

3. HEHER
=13
) FARE (HRLALI L)
B
(2) BFRERE BIRICERTHS &)

3. HE#%ER
£y
(O HRAES (BFALGWLI L)
HrE
(2) HFEEE (HBRICEETIIL)

EL-EFNESES

RTH5, [(EERE

AAYEE) OIEHE]
B

ERES | B mETE | B ARET EHEE | B - BB | BT AEET
A HBE
v YRR | AFLoffBicie. | FRETA T 7 Y y= U rRiE | ZALOFRICEY. | &AL 7Y
s TelorerER | v ot BB X ok FabhkarEEES | v O R 8B %
TaAzy )| HRLeEERLE, £ (CYP2COY RMHE 9AT7 7Y | L9HEELE, ' (CYP2CO} #MZE
M RN A ELCNINRERE | +5, L b EN T4,

!5% r




[eETE @]
| BEEFBEER - £EAMERTENEERBENIC L HHET
MAEHE), TEELERNEE) OF

2. BEW®ET
THFREREN O .

2016 42 6 . #E MHRA (Medicines and Healthcare products Regulatory Agency) 1%.. I =
~W(7/—w%ﬁ§%£)kUW?T)/&@ﬁﬂ@ﬁ#%bﬂéﬁ%ﬁ&ﬂ%ﬁ
WTERBMRE~DOEEBREZ{TVE L=,

GOV.UK :
https://www.gov.uk/drug—safety—update/ topical—miconazole—incIuding~0ral~gel—reminderoﬁpote

ntial-for—serious—interactions—with—warfarin

ZDEHREEAORIEHOERRREICESE  ARICBW TR a3 Y —1 @M FAF -
EHNA) LOAT7 ) oofRIIEREZY E L,

B 7 S ARBBERECHL IS~ RRTADF YA BIUEY 2F
DEMLFEBVTIAZ 7 Y EOMAEERL, THBEE] OE CEICESREEToC
WEA, EE MHRA OFEERE, BLITEE 3HICBTHLIALT 7 U EofiEIc L
5 INR EFRUNAT 7 ) o OEARER L Z I L3RR DH B EFABESh T
B &b, f&i&"_ﬁj BL® IBELREANEE OBEICTIUAT 7 ) > b OfHEIZE$
DHEMFEEITS Z B LELRE,

£, [PFREE] CDI,E:%&JL INR ERERHObAFEERLD - L2 BEELE L,

RANCHRRAZEFDERE T A I XA MIEEDRNELETOTIRRITE SN,
Hle, 8HIC IHFLTOEERBHG] #BHLELELOTIBEIEE N,



(ZAVVRAF U777 L EDHEEER]

- TNH Y

# | BRER AEn R S e R AA 5 ];;R =
55 . e
Moo | (B BE) oEm | PERARE | Do | ER (?ﬁuﬂ;} act A I
- i ) it il #
1| &%| % 2 : 100mg 2 EHEEE | &k | HOtER 48 B | RAZATFY—A, EF - - 1.38
=14 (H#7ER) | U: RIiEE Uik | EMEEEH | 48 B | RRFFAALTL, T
488 (BB T YEIFR, TEFVSFIR,
7 2mg € JE kS ] AFTF Fazy ) —n, Bk
#HIKER | W ks UA—n, AAFEEFY
(EFHRHEEE viEs Sy, BlkHI TN, T
(REBEFRAT) AVYY, FYTAL /1
{BIgMIE) YFEF=R, 27U
(B mE) v, BT+ FS e,
BUFHNEF L F
W, FhaFS—, 47
T —),
oG ET AT OAEYS
>, o~ LAREE, 7
427G, nBeFy
8 (REFHKZ), v/
>+ F
F AR, TIiDALTFULHTISL
- P200612-1109
- TaYz
R . INR
o . R _
i I Wi e vas | memmm | ET | er | orany IO BETE e
= | w | @
1[ B} 60 A% : 1009mg | A ERMEPE | &k | SHEEREA [ 68 | B | 2L 3.0 1484 [ 127
BX | 288/, U EPRERS | Ut | EOREEHE | 6B | @R
504.5mg ho—a mn
19 Bf¥ (Y 1 i) E¥3 farkiidc 3w 60 | B
7 : 4-5mg (egfrpAgir | »K&
15 5EmM AE) E-3
2| x| & A :2523mg | F: HEERY - &l | RARHm 18 EHE [ RwFsr—n, AbZuF 170 | W | 286
B/t ) 188 7 R | U ook | ENMEER A | B [ 3P A=y, 2 E
7 : 3mg fE NHAF L, ZrF A
12 A (< LETHm) | MaP, TE, BEEY Tre—n,
(HiEm FFF O ERBTaF vy, A=
=T} RSN iV
PifgE
B
TEB
AE
FFR v UATrIh Y oA
. P200603-0068
P200608-168%
s TA T F
b2 ) . INR
< GRE#A
t PSR diked mAE | = | ET . R -
I I s v il T L e Ry 7o FlEg
¥ B | &
] B 70 | &:400mg I ZEEAT | Aok | ERFEERE | 38 | @E | 2L - - -
B RLRAAFE | Ttk |
3AME 7 LB R 38 | D&
7:lg 6A= g for oy EYHEE(ER | 38 1))
594 £ FaNE) FiHm 3B i
FEEbEw | 28 Elfi-)
i, 38 =7
nEnt 3H EE
HIRAE 2R B




" = BT TR
Mool e | LIERE | REED L RER | emme | 5T | e | vasr yorom | BT T
% gl e | #
2 B} 70 | # :800mg EHEEARE | A-oduk | AN 138 | @ | ZagFy—N, RRATA | 435 | 967 | 184
& @ g3 Dol | #iHE 138 | @& | 3/ —n, FLFHas
1 A, U : EETEH EHHEER | 138 | @E | rrridEF, Eieed
600mg {8F) | (AR gk FLwh, KERE, T
14 BF (E@tEABR) | @ F-twiE FTLES
7 Img (B FIRE) AF7 N, FHT—N - XAT
332 B (RENGHE) [ B AFGAHYTA,
GREEEHT) s VET LY, BB
(i) RH L, T P,
(BEHERTIIRREE A 27V YrF RO A,
iE) B I, B
Yo
3 B 50 7% ¢ 400mg F: HEEAK | Rk | HEM+TF | 9B E ZEEI R - - -
B2 6 i 3. vodhlk | R i il
5 85 U ARETF JEAR 98 | #xE
7 FRER 7 s
Z7Y
Merz
EoR
5
41 Bl W | K:600mg A REXRT | &Pk | FisHm 360 | EME | BEEET L K=oy, ©X | 366 | 681 121
=i | ASARNRE | TPk | BHREER | 6B | BE | For, FaTraLy
1R, T BRELLR F—n, Tl Fa e
300mg (55) #E AT kU & Lokfnd, AL
35 HR (T=—nE L Fr, TaFY -, T
7 :2mg B) IRE Y, FrEFUL,
TR (LR LRI, SRS
#) P
(A 2 O
EHEBFA)
(Hik)
(FEBEE)
(R EERS:
B)
(& R MR 5E)
(& aE)
51 B8] 80 | =k :400mg FoRFEEE | APk | GERMEE |58 | BE | AR VAT (EE | 20 | 46 -
it | (@ 5= voduk | BHOREER | 158 | @E | THED), vowIF, U
15 B T mASHETFE ¥h¥sw, RERISY
7 :2mg (%E) b, A3ty bEB=F
A (-EHAEh) o, HEEA MRAT Y, I
Z % lmg (BELTF2) Fedm iy
15 A (HERRHT) .
(WS AR)
GEEMT v
¥—) . .
6F | 40 | K :400mg A EEtEAy | AR | EFEEERE | 5B gk | xRZATIFS—A, L | 197 [ 313 | 2.8¢
L3R B E )] 2 T i Faoxi vt b oh, F
18 B T - BEELE EofgEER | 5 F B | vev—a, Fsdo—
7 :0.5-25mg | AEE AT A, EERRTAIN, AE
42 B (A Frim) [ OSFE kv, AT R
(EERprIREE) RE FEFS— - FIA RS
EFAT VA V4, EHEI—F-Z0%
X—) P
7| Bl 70 } & :400mg = REXMT | Ak | EBHHEERA | 1A ElfE | &L - s | 14
;i | @ AAERZE | TR | Fobkory | 7R Efe)
17 B 7 Biire BFHEE
7 :2mg (i) EXI
110 £/ vKi
5
A :FA. T AT YA Y A
P2003508-1063
P200603-0456
P200807-3706
P200809-2392
P200504-2016

P201006-1775
P201409-0902




CWATNFICH>EE LTIIEESTEMNER (DSU) No.254 (2016 4F 11 A) WEHBEHATFETT, »

BEWEHESR : D7 F—HEREH HSFHRELF— PHERSL A VI : 0120-664-467
T151-8589 FIEEREE Kb« Ak 3-22-7 sk A v FEA

EFEMFH CERTHRIE PMDA F— 52— TEEKICE$ 2154 (http://www.pmda. go.jp/ safety/info—
services/drugs/000L.html) ICEFHEMAXEFECCEERELMEEE (DSU) MESFEn 4,




EERBREDBEN

AEIL. TILD P U VOREERELES, BHAICED. DI PUVD
MhEEA LR L. 70 ROYE VEBREOESD, HilEn (e, S5
M, SEESHm. mR. FmZ) 3SR TsSiBnET,

ABEEEFRICNT T DRICIE U TFOXMERENUE

g9,

m MDD P VOIRBOEEZSIICERUTLE
=0,

m DD PUVEHBIBESRE. TJ0OROVEVER
@ﬂm@\hD/TTthﬁﬁéﬁmiﬁﬁﬁit
BSLTLEEV,

BHR. BEEDmOON. HAZDPILT RS LH AFEPIEL. DIV P
> ORSkREET L TIIZS0,

Tr1 Y —Baet

T151-8589 HHSBHIEL4AK3-22-7

_8_



—EEROBEFRICRMELMEHRTY., BTHR e?:k( F&EL, —

FERLOFERITOE M S

2016 4F 10— 11 H

BAEEXSR BB -EMEOLALECL BT 5o L

EOHERR
BERZEBRBEFINT 7 U H U™ LR BOnaEs

V=T 2/s: 0.5 g V=Tl w2024
V=T 1ng
V=DV /: B  msee @R) IoUTHASE

HEREIAEAIN4-6-10

ZDIT, FERERHD rﬁﬁﬂJ:GDEEJ FTROLBOWITHLE L, 5% TEA
CERLEL T, TRNEZZISREE FEZEEFEABRE LTIEALESNE
ﬂ‘ct SBEVELET,

WBE YLD 1 2 bEEESNSLALESETEL)
WETEE . SETHE
o B IaFV— (FLE - ESRED EREhOBELER
e ﬁbibf;o

HBEER (HRZER) W IOV (P ESED) FEREELELE,

B IaFV—b (FIUEl-ESHED & THEER B
B ICERLABRE, AEOREE (SaFV—ILiEE
8 O(EEE - 7Y —LHF) ] ITTEEHLEL, :

B ARRAIINAFV—ILEBRELELT,

B LTORBEEHERFBLEL,
- ThgEmERL > THUREER
- TEEMERGER | = THRREZER
- TEmMEERE ] = TMREEERE)

AUETHE R ERE L L 2REf ﬁ%& (Drug Safety Update) No. 254 (201651118 ERIFsss
TE) ICLEHREIh S TFETT,

BEER (fFREE)

FEELREKRER
HHEER
| REMERIZE - T

*RBICEATISEBVEDEE: T—FIHAESH hhe FybI12
D) —FAYVIL 0120-419-497 9~18B5 (L. B, HH 9~17 BF)
* B HBRRIE. B AR—LR— (http://www.eisaicojp) T B -FEIHET,

-1_



*ﬁua :ud- V—)b@*ﬁﬁf’ﬁﬁﬁl-ﬁﬁ?‘énﬂﬁk?lﬂf

(ﬁn]'"‘_{!ﬁ_a‘ffi%) ﬁf‘ﬁ DEWET B Lﬁﬁﬁ’f}%éﬂﬁ%ﬁ LELZ,
n s " AW
[ZR] CROBFICEHEE LA L) [(£R] (ROBHFICEBELAEWI L)

1. ~6. W

7. FHEBERRHACYI VK (A5 R
V7 y) BAERSTOBE
(MfBEfERH] DEZR)

8. £ V' 7FE FEREFTOESE
[((fHE/ER] DESHR)
RaFy—n (FAE - ERAD) B

ShphE

(AT (EA) OBESE)

1. ~6. &%

TEERERRACY I UK (A5 b
L Y) BEERETORE
((FREER] DESE]

8.1 77 FE ReREFDES
(THEIERI OESR)

3. HHE{EH 3. HE%EH
(D EEES (A u:m_a (D HFREE (BFRLAENLZ L)
IERIA BRERAER - @A | B - RRETF RS REREiE - A | BA - ARET
EHEBRERRA Y | 8 HEW FHBESFRY | &8 HE
¥ 3L Ko B ¥ 3 KA
AFTF ML AFTFrRL /W
(5 o5—) , (75 4r—)
L ZFTFER .| EEE HHE A YFFEER Py HEE
(#FS 4L, al (r7Fh, an
Ly ) . ~y )
Iary— AROERFHRET L | I =F Y/ —AHh
(- s (2 e, $4. A AR OFEDR R
(7o U— p#Fu|dibtg s Ao ER: | HmEE - mT+
Znf. 7o) |[BEL. HHPINRE! S,
— K F ) B E-L0BEL
b5,
BEREANC L SE
BNE T8 AR
LR ERL. I
o —a (Al E
HAD 25 LN
L
.3EMEA 3. HBE/EH
(2) BEREE ({#ﬁl_;ré?’é &) Q) BFREE (BERICEET S C é:)
AL BERREELL - ok (M - RBE T ErvabA BeERAEDk - BB | F - BRRT
FUEFTZAEY | B L FYVEF7AEY |4 Eh
T | A RFayea | A A @ % 1 8 | 0 =S AR A A+ F=FY | R F D ER & 15 | BT ER R A
VI ogaary—n |32 LME 50| OFFERILHE TV = |45 Dk RH D0 OIFEh RS
il | |&RZA=F | C HBATESC | E2AET 3, TR 2F = | T, AT BEA | EREETS,
Hivl—n I EER RO Y| iary—n% | RaiREEEoRr
BlRiF)=+v—r [Bc+5EEL A | Bin+aERELE
Al s arvy—nm [ HeBE+sos, H| ABEETEH I,
BBl (s - 3 S Smahaleen,
w7 U—ARD & Al 42 EAST:$:: B
# =3 L et
&3 EL R R
ﬁ] )9 o .
gl rps oLis
b= S S .




¢ 3. RUNBEER (fAXR) 12210 T
CHET MEEER (BHRER) ] OEICRHO (I 257y —1) ®BFohT, FAH -
ERFNC>E E LTI, AIRROFRI RO LB, I a5V (FH - EHED
% I.*EE'{/FFH (ﬁ{:ﬁﬁ‘—r{:u\)J L@@Jﬁ[/i L/TLO if;\ ﬁ:Hi"C r“r'il..lj @IE’. |—'* ot oy

BRELE L=,

= (T - BREAD RRETOEE 28

AFNOFREERICHE > BERREWER DT T3,

MEHEBINTBYEY, £, $EAFIEEZI
Hif< INR 10 DL LD EE

oy EOREERIC L3RS
WA OEREMMNEIEL, EE

fEH (BFREER) ) & L'CE‘:.’?%#.‘@“ZD LEpyELE,
LDWEREBELEL, IaTY -0 (FAH -

FENC L DWW e LB LT 556, AEIC

EHRAD 2HBELAEVTIEEND,

RECESTEAMLSHEINTWAEZ End 2R [HE

¢ FHEZIIFV-LEOBEER BIEFIZDNT
SEOUFNICE S RIWEFIOFEEZ —FE L LT, FTRIERLET, @EARIaF
S (A L OMEMREICE 5 EREFTLE, FHBREFII T —An
RHETTHAAEN, < OBERHFAKRTHE, £EL TV INR CEEESRD
TWEY (ERRER L), EFEO INR BB ERL. 26T INR 8 SLE, $E3 T INR
WHEZRLTWEY HFAETE 1 BRI EZ2E8 L-ERTH INR BESESTL
TRV, FRDEAPNBEL TWBREPRBH SN E T, T, BIEFLISMC G .
PP IEBICARD =Y b a—ABEETHET 1 » AU LR E L & OEPE RS
MEINTHET, (D)
No| &3 AmE *RE same  (e| (M 32DV sam e mnﬂﬁd ek Frrman
1|808E 4% (OREHL A 5E BRRLm (HEME 2AE (@ |LATEVRE [7EM 1.75 W AEE {BERBAYs 1488 (&)
ot (UITFHRE (BRET sBE) (BHRAKT 7HR) [2a+V—IL:8TH
FHAEE . |SHAME 2B @A E4=KiR 5 (3E)
(BERET SER) ‘
2(70@ft |[LHIE% hfERY (GtAE%eBE |8t 2ER hes [sBRELtE TER 845 (rABA SBE  [&F:FH
B (EEUYE Fa+V—)L: FH
3(7ok{t |BEARE AN |[HFAMMIEH (88 [LaTkVviEts [isAmM 2,6 AEAHE {EREAN 1788 Rt
Bt |HARHA (Bt T2EE) . (HA%T28R) |3aFV—nmit
F-Ainl=3 EAIUKIES GER--E0)
TR
BREFEY
BT
BRI
FILa—LEER
RASERE
DR EEER
4{somft FRBMARE |FRHM (ARG 125E (88 [1ELERE 4@ FEq 973 |SiFBItE 18BR (&M
i (WERE (BRET4EE) 4 (IEESGE) (FRETIRE) [SOFV—:8BTH
BEHLCHE AL SifMsE 18HE |t EszKs
(BFRET4ER)
5|708R LR i SHEMM 188 (B (EikviEs heRRMEE T<BE 1332 |BFAM 1688 AR TE
B EEICHE [ETHMm GiFBRL 168 B |1 (BREF[-ak o —NRE
. O—ii} mE e ’
Gl60E{E |EMBRLEE MR SHRERIS 1088 |83 [ELETEYEtEs |78 286 1128 (BEREEL 14B8  |+§: i
B (HEHUHE (ETIER) (HAKTIAE) |ZaFV—L-8BTH
EASUKIRE (R 20)
7|T0@ft [RBIRAAR |[BiniEEE |SENE 4B [FE 4L s [sOm 15-20i=%E | 134 |S:FIN%k (4B B |48 FH
B OfFEhLOXE (BFARTAR) 1.83 WHRETRE) |Zadky—I:8TH
BT
BSORETE LR OFEALA [$EME 1388 |BE [zBLlE#E 21am 2.1-24 98 |BEFRIE 20BR  [F{: Gk
Tt UYBRE A H:FAMG 218 (B4 (A% TsRH) |Ea-V—L:8TH
EiFR iM% 2188 |EE :

THERB T XS 27— A0l RTCRET LRERm L Tn 4,




<SHEHI>

25 L LTHLICRETEOVEFORNS, BEED TR B CERZ LET, (@

BEESR

FHn - MR 60 R, Bt AF O AR T REBLE

HRZE

FACY Y, AbhSun—p, =2aFrIA, UAFTEA, TraFI.
TV Iy, BlEw SRV DA, FTUALTR ML ) —

EBRORE

V=77V 3mg/HERED, INRIZ 25 8% Thot, BREEE CHLMEE

BeZ2l, FELEEERBICHL, TAFF YL BBk LT oY

— RZ A2 O0H 200mg/B & OB LT,

R 9 B (ABEH) : INRER 9L EFR LD, BAARL Ao, ¥
FIKe20mg ZRHEL. U757 Vb oa ) —RFFAAROAETIEL
7o

A2 HE : INRMEIZ 1.50 T, V—77 U % 3mg CHEL-,

ABE3 BB :INR 3383 EBfEDD, V77U F Img KHEL,

ABt4 HE : INREIZ 565 L EBHICER L®H, 7Y —FFL0 CYP2C9
FHEMEH OB L ZEWT—7 7 U &k,

ABE12 HE : INREIZ 244 Lizoteioth, U—7 7 Y V% Img CTHE,

ABt14 BB (BB3HRB) : V77 % 2mg (0185,

APBE15 A E : INR# : 1.88,

ANBE17 BB : iEFx,

B 1#t:. INRBIZ3.76 ECHLAL, Y77 U % 15mg IKHE,

T 2.5 3 A%k, INREIR 118 ThHol=lcdh, U—77 U 2mg [T HIE

L7,

ZTD3HE, INREIZ 153 T, V—7 7V % 25mg iCE LT,

BRI 5 » A%, INRMEIZ 165 TV —77 V% 3meg IKIBE L7,

LIEE, INR 1% 2 At CEE L. [cCkES WF-1399)

@ pulE L5 BARIRE, 33, 13(2002) WEF-1399
@ ER sk FNmbasst, 18, 87(2012) WF-3805

¢ HEER (BERAER) (221 T ' .

L= (FAK - ERAD & TEEER (BHRER) ) BB L2 & icfEn,
EEMER (FRER) ] o EAAS) KRERLTWE TR 25— OonHs 13
SFY = VEHERE (BRAERN - 2 ) —AFD ) WER L, BREER BHEEE)) o &
IR « #HEFIE] IKEHS LW TR, S2FY— ATk, BEEDIEE S, &5
OERPEBEL, HMPINR ERCE- L ORELHADT, +HEETB - L,
DEHEHBRELE L,

Eiz, TR FTY =V ERRICARRIOFRHEEIC L AEAERRER bRLARA T
= R TV ) B RRELE LR, -



2. ERABROERMKICOLT (MREMEA). REEERE RV MK EEERE])

TR R WETE L E L,

CHETER )

B BT Hf

2 EEREXNIE

(1), (Em

(3) il & D RIWER D 7= D AF o FiEE ER
BRI T AMNER D S-SR
S&FiET3E b, BFI K B
DEREZETIHZ LNRHDH, B, MEM
FEOEERHMEZRR L-EEITI NE
Ve U BT AR O oS e A
WMELEETDZ L, ZHDEAI b
BERBICSLT2EETHZ L,

(4) ~ (T) 45 RE

IR

(1. )&%

(3) I ZEDRIHESR O 7r K| OBk i Ve
BRI T ENEN D AEAITITE
S5ERIETBE L BT, B I K B
OREFETAHZ L 3H 5, 721, MED
FOEERHBMm AR LSS, HE
VI U C, S A OB oxE s 2
MELEETHAI L, ZTNHOESICHM
BERC LHoEETS 2 L,

@)~ (&

. HEEH

fLDFER L OHEERIZ. FeERETO
AT SN THRFTIENRTWA b Tk
e, PUEEEERERITTIC, Fioin
HEFHLEY, RETIESE. I
REEREOEEICEETHZ L, BB,
AR GeZEMEDSHE) 1T, 2 LT
e EiEEsE CYP2CYO 12X » THE

J.M\EEA :
DAL OME/ERIL, FEERETO
MG OV TR SR TV STt
72V, BUEmEERIERIT I, oo
FEfFRALED  (RETHHACE. 0
REREROESCEET DI &, 2B,
FH CEZEEMED SHE) 13, LT
I BIEESE CYP2CO 1= L » TR
Shb, ([EHEE] OESE]

ENhd, (FEMERE] OEZR)

TR EHFTRLE L,

(TRET AR 5 HR38)

(2) EHEC L Z T, IWiEEERSRE (F
TYRTARE) ZSNTLTELYZ &,

(3), (&

GYWE., 7 v L I RBRUCTEHIAFIOR
BEERAZHBEIEI20THITAZ &
MEE LV,

2. BRE

3. BERFHAE (RARM . BEEEROR
BEEFAFIRZHAELTHIOT, HE
IR C, BEINEZRWAZENTE D,

W T #® % ET @1
[RFFEREIZY > T) [RAFERIZY 5> T]
1. BE~DEE 1. BE~DEE
(1) B (1) ERE

(2) EHIMIC R, EMeEeE (Fo
VIRTANE) ELTLTHEL ST L,

(3. (H)ERE

(5) ME. 7 2 L 7B EEUFHITESI DR
BEOERAZEHIE20THITAZ L
DIEEE L, '

2. BRE

3. BERATAE (RARM ., BFEEHOHR
HIEREFREZABRLTHIOT, SE
L, BEINERWSZ ERTE S,

ESEL]

(FlgEmFA] RO TgEmERE] v ) RHE HEEFERA] KO THREREE)

MR L E L, Fie, DRMERE LV O RRE ThREEERE R
L E L, DM, DM 205 AEA—ROICERE A TBY £ LAY, BET
i TIREERRRE) ° TBOREBERESA FF40) SoRECEBY, NEm) &
W AR —RICR DN ol e D, B#iEWDE L,

-5-



g B

[(GFRZER] FREZaF V- (FILA - E5FD
HE/ER : fERi8% K, INREFEZOEE

S, AR E S =Y A L OREERACET 5ER EORBEORRE RE L L,
EORBRE, 2TV (P ERED EOHRRICRERLE L,

FHE I 2T =N L OFR T, AT EBICLARIOERREIEIEL, INR 10
U EDORESECHMLBEMIZN L TEH I > KO EES 3 (FFP) £ CINR &4 2
ELTSH, FAUERIIHEINR ERARDONERELEZERD LN TEY £,

APV —ADOFNEITH, BEHRS 1~2 B L EHEBREIC L hb 6, BA
TR LHEEREZRAT I EBH Y £ 7, '

FEOIBBEPLBERBERICIT, FSHCL3BBEEEL., S35V — (FLE -
EHA) 2BRELRBVTIEE N,

£, HEEANL., AFOLFELBRRLSEMICLEZAFRENENIEELLD
FHARRHEN TRV BEACHESEN I BE LI I bR EERNETY,

FHDEAIZH=>TE. UTFOFEFICHH FEL &L,

| ZATERBOBERICEL. FHDABEEZERL. =1
TV CFIVAEL - ESHED ERELGDTRESL,

2. R TARPOBERICENT, OFH O OHE, BE
AVOTEFENMIELIZGER, 2aFY—LUs 0%
BEOERE CBRECESLY,

ﬁﬁi:t?)‘??c%ffD R REER (PFRER)] OHEZHRETLE LI-0T, 2,
- MERLEOEBURFTTORBMOE] AXETERLIZEN, '

FEOERFRAXEIRITREAEELRERRBLRSEBER—LR—
(http://www. pmda. go. jp/) BIELESL,

GODE DI-4-597
2016 &£ 10 A{ERE
(17048




