2020 4 1 AUGT (5 4 R, BGEMRIEITAA 22 ICHE D UET)

H AR YE RS dn S A 5

872639

EEO A A E 1 —T 4+ — L

H AR PrEAIAT 2 O TF Sl 268 2008 412 HEHL L CTERK

;& / OURARER

1':7I:Iau A%
T 7I:I|:| »ar1l%

NADIFLO CREAM - LOTION

U 0D B X4 =S

EE—EMEOLGEIZLVENT L Z &

Hitk - o & 1g W ImL F Y7 %43 10mg

FIE I R = o BV

—fix4h
~ 4 Nadifloxacin

7Y =25 n—3

fLERFEAEFEA B | 2006 -4 H 13 H 20063 H9H
SAMEEENGEAFA B | 20077 H 6 H 200547 H 8 H
% 5 4 H H | 200147 H 11 H 200547 H 8 H

LEIR PR H H
FEAM FEVEIEAFA B
% % £ H H

PR - WiEikoe (A) -

IR T 7 — B A
Sl - fA A SRR FE T v 77— Rt

Yo7y —<iiAEtt < TFoMHEEtsF—
SZATHER]  9WF 00 3 ~17 85 304y (2, H., fLH. ZOMYEOKRIER Z2FR<)

Wb EN

(TEL] 0120-22-6880

(7" —2~—] https'//jp.sunpharma.com/
FHY4 28 DG

A TIF 13 2020 4F 1 A SGTORM CEOFEHICE S WET L,
R DOUAT SCEREBIE, IS TBOE N B35 = R R R S A — A< — 2 httpt//www.pmda.go.jp/IZ
TIRER LS T30,



IF FIFOF5| = OME  — B AIREEEAN S —

1. BEERA V¥ Ea—T 4 —AEROBRE

G F R 3K D ORI 72 B & U CERAEIRAIRA SCE (BUF, IR SCELIET) 2Bb D, ER
Bis5 CEERT - JEAIARS O BT DS B ¥ EB L E 2R E IR O EERE®RATE R T 220X, /T
CEICFOR S I E R A AT D HICEE e RS L E RS E R S 5,

BEIEBLG Tl YRZEHEIT DUV TR o R SEAE A Y B F I IF R OBMGEROE R4 L Tz
MZEL THA L TETWD, ZORRICHLEREREMEENCAFTL72DOFEHRI A ML LT &Y
a—7 F— LA LT,

IEFN 63 12 HAIRPESRAIRT S (BLF, BIRIEEHET) HeE 2 /NEESN TERMLA VX Ba—T
—2A] (LLF, IF EBE3) OLESHFIFONT IF fldlidkNA K E Lz, 0%, EREFH IO
BETERER=— X0 A2 2T T, FRE 10 £ 9 HIZ BREEE 3 NERESIZBWTIF &
HEEOUGET M TN,

2 10 F03RGE L2 BUE, EEBIEROAD FTHLREEEYE VT TH 2 EFRIILO MK, W
HTl o THE, EEREIIRE BN LIZZ 2% T, Pk 20 £ 9 AIC AREEREHRERRIC
BWTH 272 IF Gl EHA R E Sz,

2.IF &ix

IF 13 T SCEEOBREMT L. AR EOEREFEE T L > THEEFICLE R ERELOME

BHOT-DOER, IO DOER, FHAIOT-DOER, EFELOMIEMHOZDOEHR, IHK¥E

W72 B 7 7 DT D OIEREPER SN TR AR R OBEIEGMHE & LT, HIREN GRS EZ R

E L. RIS O 72 DI YL HE 5 O UL TAER S DR B 2RI L TV D IR SALEAT T &

o,

o2 L, BSOS EICED S b o, BRI ORIAL ) 2 BN T 5 b O R OEAIRE 5

DSEEAM - HIWT - SR T REFHEEIIF OREFHE IR 620, S0 5 L, BERAEN SRS

NI IF 1, SKAIRTE S3FEM - FIWT - BREIST 2 & & b, RERMEEZT D H O &0 ) Bz Ff

DT EEEfEE LTINS,

[IF ok

OHMBITA 4R, BEEX L L, JFAIE LTIORA Y MU EOTR (MFITMHRL) Titd L, —@Rlv &
T, 7220, IISCETHRME - RFEZAWIEEEITE, ETEERTIIINICE b LT 5,

Q@IF FeHEFEICESEER L, FHALIT AT v 7K TRE#ET 2,

@FMOFLHILH — L, BHUCHT THWREER D [TF FIHOF5 & O] 0oL Ei#HT 5L 0
L, 2HICEED S,

[IF D1ERk]

OIF (3R & UCRF oL 5 (WRAL EHAL SAHAD ITERIh b,

OQIF (ZFiak T 2 B KON HIRFEDRE L7 IF Gl B LT 5,

QRN TEONEZHMTET D LD IF OEEITH > CHRERBERNTHEN D,




@EEEEZEORBREFICET 5 b 0, BEEAEEORIANLSS ) 2 BN T 2 b O R OHEARNZ 13 C D EREF
F A OAFHM - CHIE - BT R E ROV TIER R SR,

® [IF FCHZERE 2008) 12Xk W B Sz IF 1%, BHEHAToORMAZIEAR L L, MBI U THEAIM
WEFEAR (PDF) 226HIEI L TERT 5, ¥ TORKITVLATITZR,

[IF »%17]

O TEFEMA 2 B a—7 +—L5CHEE 2008) (BUF, [IF FL#iZE5E 2008) L WET) 1, FRk 21 4
4 AUBRIEGR SN HEEL N OHEMA & 72 5,

@ EFE LA DESRICOWTIE, TTF Fe#ZE6E 2008 (2 X A 1Emk - #2i3sssl Sh b & o Tk,

O EOTEEOWET, AR R SUIHRHmRE R (FRRFREN) A3 AR S U723 QNS @ IIE DO YL
RENIR S, BT REABRDRKRELL LD TEHAITXIF BEGT a5,

3.IF OFAITHT=»>T

MF FC#E4E 2008 (2B W TIE, RO EIZ MR 12 X A ToORMICE X, PDF 7 7 A /LiC &
LETEARTORME AR L LTS, [EREFHT 2EFIMIL, EFHEPSERM L CRATLZ L

DFHIC, EREHEETo IT 85I L > TUIHEITE U T MR ICHIRM CORMEEKEL TH w2 &
L7,

BARD TF 2OV TR, I E RS O R o 2 38 5 R R TG R iR — A X — DTS

FIERESNTND

RUEERET TEEMGA VF Ea—T 4 —2MEROFE1&E ) 10> TR - 12869225, IF O A B

F 2. EEBSICARE LTS EHS IF TERRF I GLd LB E R IOV TSR0 MR % ~0

A B 2 —IZ XD EAEER D PNF L RFEIE, IF OFHEEZ &S D 0E RN H 5,

Fio, HRFYGT SN A EOFRESFICET 2 FHICBE L L, IF ASGETIN D ETOMIE, Y#E

G DR N T DI SCERBH b E SGEY% . H 2 WITER N ERERRTE i E - — e R %I
i@%ﬂ%%ﬁ%ﬁ%%?ékk%mlF@@% ThTo o T, B OB SCE % E IR R A

AR — A R— U TR T

7k, IR T A $®%%®E# R STV D TERREGE ) < TEesMNE TR (2B

TOHHBAEIARFHEHICEADLZERHY, TORPEWNIFHEETETH L,

4. FIRICELTOEER
IF Z3EAEED B EEBICBWTRNT ZENTERVEERERFE L UFHLTHE 2, L
L, BEECEFRHERL Y oT—ra ra— RECIBHICEL Y, REAENERLERE L TR
T ELHMITITAT LMD D 5, IF 13 RO B Z 52T T, Sk BRSO R FE D ERL -
BT H2HLOTHLZ LD, flfl - RELUZITHINZZ T 525002 L 258 L TRz
YRR
FIRIERET IF RAH ETHIMNLELMET DHEREM THY . 4% A F—F > P TORHK
OB E 2 EHE EORERBNCHEA L 20K O BE LIERINTWD Z & 28 L CERETEHT
LVLENRD D,

(2008 49 H)




I. MEICETSRE

1. BEBEDIRHE - oo 1
2. BIDODABEEH - BIFIEPEEME 1
I. £WICBY 5IHE
‘]_ Iﬂjij._.'i% ........................................................................ 2
(1) FLBG - oo v v m e e e 2
() BEAZ o 2
(3) BHRODESE - - v v v v v e 2
y 2
(1) FOB (BERBIE) o v v v v mm e e ettt 2
(2) BER (BERBIE) v v v 2
(3) Xj_-_L\ ...................................................................... 2
3. R UEIRIETE - 2
B G F T UG T oo 2
5_ /”:$% (ﬁ%;‘f) .............................................................. 2
6. IBAZ. B, BBE. SEEB/E 2
7_ CAS %ﬁi%% .................................................................. 2
I. B I<EY5ERAE
IR b == L e R 3
(1) BV = PR -« oo 3
(2) BRI -« o 3
() B - v vt 3
(4) BhE (MR . AL MEEIE o 3
(5) BRI ELBRBETERL - - -« oo v v 3
(B) SNBRATRER - - - o v v 3
(7) FDHIDEATTRIEE - oo v e e 3
2. BB DEIBEBETICEIFARTEME oo 3
3. ATNEES DRETEERERIE - - v v 3
b, BRNEESY D TERIE oo 3
V. ®FIZETSEEB
‘]_ ﬁ“ﬁg .......................................................................... 4
(1) BB EERER - o v v 4
(2) BIFEDRER . FEARRBUPELR - oo 4
(B) BUFIDIIME - - - - - 4
(A) BRI DI K -« v v v e 4
(5) pH., 2EFLE. $EEE. LB, REAPHIEEZE - e 4
(B) FERODATEE - -« v oo r et 4
D BUBIDAEEL - - - - 4
(1) AL GEHERS) DEE v 4
(2) BRI -+ oo v e e 4
(3) AT AR DAL TINTEE - oo v v e 4

3. FESRAE L CREET BB TIRE - oot 4



5. BIEI DRI TICEIF AR - e 5
B, BRI ERTE M - - - e 5
7. HFIEDERETIE IBIEZEEGZEE) - oo v v e 5
I~ o I 5
0. AEMEEEERER IR - - e 5
10, BFIR DAL DFEIIRERIE -« - - v o v 5
11, B DA INELSI DT - v oo v e 5
12, U - oo e 5
13, BAT BTTREMED D DIREEM - - - o e 6
14, BEEIENADELERE(CETAIEIR - o 6
15, BRI - - - v 6
16, DL - - v 6
V. B\ICEY 5EE
T BE IR - 7
) BE RN R - 7
3. BEERERAE: - - v 7
(1) BEEERT—2 /895 — (2009 FE 4 BUFEFKEEEE) - v ovvrrvrrae e 7
(2) BEERZNER - - - - v v et 7
(3) BERRZRIBERER - HAMESRER - - - - oo 7
(4) BEHHRER - FERIGIEERIRER - - oo 7
(5) RREEBISRER - - -« - oo v v 7
(B) SAERBAMERR - - -« oo et 7
VI. EHFEEICET SHHAE
1. BRI IR E R ALY NITAE R MIEE - oo 8
D EEIBERR- e 8
(1) FERRERGRL « MERRHEE - - e 8
(2) BN EEATIFAIRERFREG - oo 8
(3) VEFRFEIRBERS - BRIEBERE - - - - -t 10
VI. RMBEICET SRE
1. MRS « BITE R - - 11
(1) AR LA ER RS - - v o v e ot 11
(2) B M GEREBIERERS - - - oot 11
(3) BERR A ER CRER S M -MARERE - - v e e o 11
(B) HRZBIE] - - oo e e 11
(5) BEE - BHRIZEMESED - 11
6) BEE (RE2L—3>) BATISEYHBE L EMENBEEHER - 11
D BRI/ T A B - 11
= A T S N L 11
(2) RULTEREETEBI - - -« - - oo v v e s e ot e 11
B INAH A T ARA S ) T e 11
(4) SEEETRRETERI - -« - v o v o 11

(5) 7'J73>Z ............................................................... 11



(6) ﬁ\#ﬁ?&*ﬁ ................................................................... 11

(7) MIEE B EREEAER - - o v v ettt 1
KT R 1
B G e 1

(1) M — BXBEFIEIBE - -« - c v v e e 1

(2) MR —BRBEEAPTITBME -« - - oo 12

(B) BLiFADEBITHE -« - - v e 12

(B) BRTRADEBITHE -« - - e e 12

(5) ZFDMDIRBEANDFEITIE - - - oo e e e 12
T A v C 12

(1) BRI R GRS -« - oo v e e e e e 12

(2) BB E T BEEE (CYPASO ZE) (DAY TFRE - - v v rvrr e 12

(3) VE BB EDHER U FDED - v ore e 12

(4) REIDEHEDEER LI - oo 12

(5) SEME B EREIRBI/ NS A B - oo v e 12
B BB 12

(1) BEBEME R UMERE oo oo 12

(20 BEER oo 12

(3) HEMERE « -+ vve oo 12
1 BRI BRRETR - o 12

. &£ (EFALOIFESH) ICETSER
1, BEREEFOEE - oo 13
2. BEHNREZFOEE (BHIEREST) - 13
3. RN RIS ET AEE LD EEE FOMEE - o 13
4, BERUVEEIZEET AEELEOEEE FOEE - oo 13
5. EEIRERAE BT IR - - - v o vt 13
6. EEAERMIEL FOEABRUIB AR oo 13
A = = 3 < 13

(1) BEEIEER L FMIEE - - oo v e v et 13

Q) BB EB L FMIEEY - - oo v e 13
8. BIMERR - - e 13

(1) BIVEBBDAEEE - - - - o e et ot e 13

(2) EREMER ETRAREIR - - oo v e 14

(3) FDHIDEBIMERD - - - v v e 14

4) BEMEEAREEER VR EEEE = 14

(5) EHKE. AHE. EEEXRVFHOAEEFERIOBERERBE - 14

(6) TEMT LILE—IH T BIEBRUBERE oo 14
0. B ADEES e 14
10. BENR, FENR. BRELIREEADIES oo 14
11, N AR 14
12. ﬁﬁ*ﬁﬁﬁ%(:&@#%ﬁ%& .................................................... 14
13, B - 14

14. ﬁﬁﬁ_ta)jj_:%": ................................................................ 14



15. %0)1&0)35-%? ................................................................ 14

16. %0)1@ ...................................................................... 14
X. JEEREREABRICEEY 51AR
T, BEIBERER - - - - o 15
(1) EHEERR (VL EHERBIETREE B oo 15
(2) E'J;XE"];?EIEEﬁiﬁﬁ ............................................................. 15
(3) RRMESIHERER - - - - - - oo 15
(4) ZFDMDIBIBIRER - - - - - - oo v e 15
2. %1;;3:5% ..................................................................... 15
(‘I) ﬁlﬁl?ﬁ'a‘-%’liéi\lgﬁ ........................................................... 15
(2) &@*&5%1&%‘:5& ........................................................... 15
(3) EFE%E%’EEE\ZE% ........................................................... 15
(4) %0)1&0)##&*%:[& ........................................................... 15
X. BEMERICET SHE
L < I 1 5= 16
2. E§j]’ﬁ‘ﬂﬁ52(i1§ﬁﬁ;ﬁﬂﬁﬂ ......................................................... 16
3. BRSE - RTEGEE e 16
A, BEFIERFRUN EODFETR I - - - - oo v oo e o 16
(1) ZFERTOEY HRUN T D UN T - - s m e e e 16
(2) BHIZABEOEE (BESCBETREQAEEE) o 16
5. ﬁgﬁ%#l;%" ................................................................... 16
6. @% ......................................................................... 16
7. ?éi'_%ga)*jg ................................................................... 16
8. Iﬁl_ﬁkéj\ . Iﬁlgt:j];f?é ............................................................. 16
9. E%Eﬁiﬂgﬁ = IR 16
10. %ﬁ,ﬁﬁ%ﬁgﬂﬂiﬁ E&U%Eﬁg% .............................................. 17
11. ;ﬁ{ﬁ%ﬁ”lﬁﬂgﬁ B - e 17
12. HEERIEHREM, BERUAELEEEMEDOEARUEDNE oo 17
13. BEERR. BIEEHREARFEABRUZONE oo 17
14, BEEHIR - 17
15, BIHRABIREEIERICRIT IR - 17
16, FFEO— ] - - v 17
17 1%'}@%317J-J:0)51% ............................................................ 17
XI. Xk
1. glﬁﬁxﬁﬁ ..................................................................... 18
2. %0)1@0)%&%&% ............................................................. 18
XI. 35&H8
1. If;%@—cm%ﬁqk;ﬂ ......................................................... 19
0 AN AT BBEER B ESR - - 19
XI. &%

%0)1@0)55@:5*4 .............................................................. 20



I. SiEICEHd 51HA

1. BAROZEE
Frva sV —L1%- - v— a3y 1%k, BREEMNE L THEL, v— 3 UHliE 2005 4
TH., 7U—2FNL20074ET7H X VERIEL TW5,

2. HEROREFH - HAIZHEE
FYTaXh VAL, CREORV Y X VU U EKRERT AHY /) n U RBIEAIT, T
RUBKER, 727 3EIx LT, mWHiEEEZ R~ 7,
AHNX. Propionibacterium acnes K (N Staphylococcus epidermidis ~ 7 A FJGRGE (BAME
AlESY) E7 VT L, BITIRRIRZ R LIz, (n vivoikBR)



I. &2MICEE9 51EE

1. HR5E4
(1) #4
FTr7a sV —2L1%--Fv7ee—ar1%
(2) #*4%
Nadiflo Cream + Nadiflo Lotion
(3) BMODHBE%
—fxA KLY

2. —H&
(1) f& (&%)
FrT7axtr (JAN)
(2) #& (&%)
Nadifloxacin (JAN)
(3) RTL
F VT AR OPIE K © —oxacin

W

- BERX(ERMER

F COOH

/O |
HO CH;

4. RFRARUODFE
2FK : CioH21FN204
HF= : 360.38

5. L2248 (@f8i%)
(£)-9-fluoro-6,7-dihydro-8-(4-hydroxy-1-piperidyl)-5-methyl-1-oxo-1H,5 H-benzol ]
quinolizine-2-carboxylic acid  (IUPAC)

6. BRAA. Ma. BS. 58S
NDFX (H A L5 L= 6 E)

7. CAS BRES
124858-35-1



I. FMASICET HEB

1. YEEREHEE
(1) S&ER - K
Ha~EE B O XIS REOM K TH D,
(2) BfEE
NN-DPAFIFNLLT I RITRRETOTL, 7 =M b, XAZ )=V T X ) —)b
(95) IZEITFIZ <, KIZIFE A ETET 20,
KERAET B U o AR IS TR0,
(3) WiEME
MERR L
(4) Bhe (SfER). A, BER
s 0 246~250°C (43fi%)
(5) EAIEEMBER
MERR L
(6) HELiRE
MR L
(1) Z0HthoE L REE
FESEE () 5 —2~+2°

2. AN DEREHTICETS2REN
AR L

3. BB OWRKARE
(1) RT7—7 v RV 73R &5 BOMIE
(2) SRS TR B I E VA
(8) TRAMRIL A~ S ARERE (KBr SE411%)

4. YT DEE:
AL ETE



V. ®HI<EY¥ HEE

1. Flfiz
(1) &5
(2354
(2) FIRORA, RERUHER

FrI7u s ) —51%

FoT7umu— 92 1%

#l I 7 U —2f] (O/W )

a— g UF|

B g Y 7uF % 10mg

ImLH 727 m%H% 0 10mg

P bR HED 7 ) — AT, ITBWERV,

W IR OHR IR

(3) HWHIOMHE
MM ERR L

4) #Ala—F
(Adia—R) F2o7r 270 —51%: 721

Frvvov— 32 1% : KY-NDL

(5) pH., EEEL. HE. LE. RELG pHEFE
Fr7uene— 32 1% : pH8.5~9.5
(6) BEEDHE
HERE A TIE 720

2. RFE|I DR
(1) A¥ES (BERD) OEE

FYT7rZ Y= A 1%: 1gH FYTRFF T 10mg A
FY7aR—Y 22 1% ImLH FYT7add s 10mg 4

(2) &My

L-oax=r, 77Uy, 77UV, KBTI LA, AT
TINT A=, kX )= R)FFzTFL T —
TV, MEWNT T 4, UYL

FTYTn s —51%

A VTN =, KT MU A Wk M) U LK, BT

N} —_— N (6]
Fovuu—3 a2 1% b A e

Q) RTBABBADHERRUVEE

N

EARRAA

. RS L THEMAT S RAIDRERE
%M L7gn

. BEAl. AROSBEICHT HIEE

A% L7gW



5. HEDREEHETIZHEITSLEN
B mAERLE 2 - 72 B (40°C. AHXHZE 75%

ICBWTBERZETHL Z Ll s, v

.6 5 H) ORER. ARiniTE

e
2

Fooas)—L1%

ABRTEH IR BH LA R 27 A 4 7 H 6 7 H

7N ikey ikey A STREY

T AR BR Tikey Tikey A STRE
" 100.25% 100.36% 100.59% 100.36%

*3 1y NOFHE (%)
FoonO0—< 3 1%

ABRTEH IR BH LA R 27 H 4 7 H 6 7 H

PR ke ke A SRS
ERERY A A A A
e 98.16% 98.48% 97.48% 98.99%

*3 1y FOFHE (%)

6. BREORENM
L

fhF & DEEEL WEIEEHEL)
AR L

8. Ak
AR

9. HYErIEERE
BARAA

10. HFEIh DA DHEZHARE
SRON AT S BE T

1. HEDOAEMRS DEE:
Wik v~ 77 7k

12. NI
MR L




13.

14.

15.

16.

BAY 2 AR 52 IHM
LRk L

BREIENDEGERICET S1FH
Y L7gn

I
MR L

Z 0t



V. ARICEYT SR

1. FEEXITHE

FoTa sy —n 1% F7ur—a3r 1%

HISHTE | AANCEEO T RUKBER., 77 R

FALNEREBIE . TRIEVERFRGYIE, | S (BIRMERIEZ LS b D)
S (LIRMERIEZME S b D)

2. RERUVHAE
T899 )—L1%
RO EZ 1 H 2, BEICEMAT S, 2k, I3 L TIBeE%E., BBICBAT 5,
Foooo—>3ari1%
AehOEFEZ 1 A 2B, EEE., EBHICBAT 5,

CHIER OHEICREET A6 H EoEE)
ARENOFEHIZHT- > TiE, MPEEOBIEEZE 2D, JFHlE U TR A2 MR L. R DR
R E/NNROMBOBEMICE EH DL,

3. ERIRAUE
(1) BBERT—42/8v 47— (2009 £ 4 ALUEARRE)
M LW
(2) BRER®HER
M LW
(3) ERAREEIEER . AAMKR
M LW
(4) FHRHHAE . AERICERAR
M LW
(5) HREIRIELER
1) \EBLHTHERCHER
%Y L7
2) HEEER
%Y L7
3) ReMHER
%Y L7
4) BE - FREERIGER
PA=19N
(6) AEMIER
1) ERABERE - BEERABERET ERRE) - RERCTEREBRHAR (THREZERKRER)
%M L
2) ARBEHLHLELTERFENDHNEXITER L -HBROBE
%Y L



2

EUEEICEHI SHE

. EEFMICEEH HEEMRITLEYEE

e a L RLEY

EIBER

(1) EREML - ER%RF
MO DNA ¥ v A L—XIZ/EMA L. DNA R AHET L Z LI X ERENICERT 5,
(2) EMERMITHHERBAE
in vivo \Z BT B HIETEM 2
Fooas)—L1%

P s BRE R | R ET A E S (CFU/skin)
(CFU/mL) &Y 5 Hi%
P e AL 3.8 X107
ATCC6919 HA| %108 7.5X 107
Fova s ) —A1% 1.1X103
4 s BfE R | R ET A E S (CFU/skin)
(CFU/mL) Y 3 Hi%
S epidermidi HEAILTE 3.4X107
N%’é 5{3;’9;5 A #7107 1.4%108
Fr7u s U —51% 1.5X 104
Foooo—v3ri1%
4 s PR | REETPOAEE (CFU/skin)
(CFU/mL) K 3 Hi%
P e AL TE 5.9X 107
.acnes
FA #7108 5.6 X107
ATCC6919 FoT7me— 3 1% 1.9X 103
4 s PR R | YRR oEE . (CFU/skin)
(CFU/mL) Y 3 Hi%
S epidermidi HEAILTE 1.6 X108
.epidermidis o %107 1.4X108
NBR(C12993 FUThn— 1% 15% 104




4 (log,CFU/skin)

4% (log,CFU/skin)

4 (log,CFU/skin)

AW FRRI%S M 2
Fooa91)—L1%

FUTr T Y =5 1% LARERGH & QAW IERRIFMEIC OV T, R~ U X BRRGYEE T
ISR D IRIENE (in vivo) Z 4815 & LTS LSRR, WAl O A AR EVED RS S 41

) BT T DR

RELL
FI7O2U—L1%EH|
& EEE|
—8— FIOO0IU—Ah1%

*%,P (0.0 1vs &5l
(Dunnett’s test)
(mean+S.D.)

ANEGY) T VAT D8R

_EFL
FT707U—L1%EH
& FREERE|
@ FTOOIU—AL1%

*%:P{0.01vs EF|
(Dunnett’ s test)
(mean+S.D.)

) BT MTHT DR

HEEILL
F00—31%EA
b RERE
—8— FIJ00—av1%

*%:P{0.01vs EF|
(Dunnett’ s test)
(mean+S.D.)

77
Propionibacterium acnes ~ 7 A FZJGRYLE  (BME AR
g
o |
71 %
sh=——%
5 + e I i
ar il = “""*J#fk—w_,_,_,f_‘ .
sl : —n
ok
i
o : : .
0 1 2 3 4 5
FRERE
Staphylococcus epidermidis < 7 A JZ [EEGE (BVE
9 ¢
8 -
7 j,_._—f-—*'*'_f_i_i_ii_i_ i = e
B I e
5 T T sk
4 t “‘+ sk
| il
s |
¢
0 ' ;
0 1 2 3
BMEEY
Foo7aA—L3r 1%
FUTE R 3 Y 1% L AEHEA L OISO T, B ¥ AR E
TINZ BT D HUETE M (n vivo) Z45EE & U TRt L7oAb R, A 0 AW R [R S D e S
iz,
Propionibacterium acnes ~ 7 A FZJEIEYYE  (BMEAIKYL
9 -
g L
7 I —-——
6¢ ——
il T
3t B o
5 |
1k
D 1 1 1
0 1 2 3 a4 5

RREOY




¥ (log, CFU/skin)

) BT MTHT DR

EEEL
F¥oo00—az1%EHE
—8— F¥o00—v3avi1%

*%:P (0.01vs EH|
(Dunnett’ s test)

O —- NN W pH oo N OO0

(3) {ERSTUT - R
R L

BREON

10

(mean%S.D.)



VI. EWEREICRET SEE

1. IAPREDOHT - AEE

(1) BRLAEDGMPRE
AR L

(2) =& AiREEERTE
R ER R L

(3) ERRRAEBRCHR SN MPRE
EER e L

(4) HhEsE
EER e L

(%) BE - HRAROEZR
R L

6) BEH (REalL—Y3Y) @BFICEYHBALEMENBEEHER
REERRL

2. EMRERIA/ANTA—4
(1) aAVNR—FrAVRETIL
EERR L

(2) RUERFETE 3
MERR L

@) NAFATRAZE YT+«
MER R L

(4) HEREETEH
MM ER R L

5) VIVTFIUR
M EE R L

(6) PTMEHE

() mIFEOHFEER

MR L
4. HF

(1) hiE— BB
BB L

11



(2) k- RREEEAFI BB
B L

(3) Hit~OBITHE
AR L

(4) BE~OBE
B L

(5) TDOMOBRANOBTHE
LRz L

5. {K#

(1) RBERLL R U BHRER
M ER R L

(2) RBICBEES HEEHR (CYPAS0 %) D7 FiE
MEER L

(3) PEEEMREDEERVZDEE
M ER R L

4) REYMOFHEDOEFERUNLLE
M ER R L

(5) EHERBVORERI/NATA—42
M ER R L

6. Hitt

(1) HEM R 4R
PR L

(2) it
BB L

() ot
PR L

7. BIEIC L BREE
AR L

12



VI. 22 (FRALDEES) ICEHT51EE

1. BERNB LT DER
Y L0

2. ZERRBRELENER (RAEZZET)
M L

3. MAEXIEHMRICEHT AEALOEEL TOEA
A% L7gn

4. RERUVHAEICEAET AFEALOEE L ZDER
BRI

5 EEREARLETODER
Foo09)—4L1%
IRHARER, #rAElR, 2R, 22 (WMNREADEKRE ] OHSM)

6. EELERNIELZTOEBRARUVLESE
FTooa9)—L1%
AANOERNC Tz > TE, SIEIE 4 M, RIEVERERIIE K OVRTEME B S ROE T 1 B [
T“?jl%%@m&)%ﬂfib\% EEAETRIET D28, Fo, SEICBWTIRESREZBBELL
T B TAkRE A L 2
7'*/7I:I|:I—/5|/1%
AHNOERIZ DT> TIE, 4 HETHROBOH N2 WGEIIERZ R IT5Z &, F7z2,
FEPERZ SH R U Te S B fikfe il L 722 2

7. tHE%A

(1) BHHRERETDER
Y L7gn

(2) BHREE L TDER
YL

8. ElEH
(1) EMEHDOBE
Kﬂiﬁ%ﬁ%ﬁﬁ“@@%%%ﬁﬁﬁﬁ%%kﬁé%ﬁ%%ﬁbfwﬁwdﬁﬁﬁﬁ%ﬂ)

BT X 5 ZEWEFD & 5 bt 8 a o id, FERcE Ul @ a5 = &
L A
- BRPER, TR, AR WIT. EU5. B OBVER. iR E .
H e 1ETC 1 K

13



(2) EXGEMER & EIER
LR
(3) ZTDHDEIER
LR
(4) IHEREMFAXREERVEBREEBEE—&
UERR L
(5) EREE. GOHHE. EEERUVFNOAEEERFNORMEAKRERE
ZMEE R L
(6) EM7 LILFX—IIx9 BB RURERZE
MR L

9. BHE~ORS
B L

10. 1Fi%. ER. RIIBE~DKRE
HR T OB G922 LEMEIIMEST L TR (EFRRBR 23 72 0)

1. INEFE~ADEE
IRHIEREI, #rAal, LI,

S

Ik D22 PRI IR LTV ([ R BR S 72 0N)

12. BRRIRERRICRITTZE

13. BERS
BB L

4. BEREDIE
BER : JEORER L, IREH & LTAMR, RN LnZ &,
o TIRICA S 725 B TR TR STV T 2 &, (m—ta D)

15, Z0f0FE
1) % v R RGUEAIORE A A COEROBREUE N S S TVh 5,
2) AWML AEIRERRAER, F v A =— A NLAX—HRERMIIC L DB TERRBR L)
Yt (R BERBRITEIE Th o 7 B b R ARSI Y > SBRIC & B YR B BRI T hH - 72
B, U AERWD/NMERBUIREE Th o7, Fio, HERMEK S ()T YT e o
AR FERER, IMERBRICB W THE Th o7z, Z2ds, O ¥ 7 v U HIT 8 YR B ek
DROLND EDOWENRDH 5,

16. Z0ith
M L7gn

14



X. FFERPREAERICEIY 51RE

1. REHER
(1) EHEEHER (TVI. ERREICEYSEEI 2R)
VI HEhREUCBId DA | OHSM
(2) BIREIZEEHER
Y EE R L
(3) REMEEHER
EER e L
(4) DD FEEHER
EER e L

2. MR

(1) BEExREH4EHAR
EERR L

(2) REBREGHHHAR
M ERR L

(3) HEEHLEFMHAR
EERR L

4) ZTDMOEHEN
MERR L

15



X. BHENFERICEYSHEE

1. RHEX5
BOA - FUTRIY—A 1% B—a 1% WSS
s B AT S I Uy A% A ae
W) HEE-EREOWLTEICLVERTSZ L,

2. AR XITERIR
fiE IR 3 4F

3. & - REEH
FER PR

4. EFWFNLEDFES

(1) ERTORYIFEWNZDNT
PPN

(2) FEFIRFEDEE (BEICBEIANESNAESFIESE)
PPN

5. REEHF
A L

6. @
FTT7u s U —51% : 10gX10 A&

FYT7mu— 32 1% : 20mL X 10 A&

7. RHROME

Fyrv RS

o 17— 0
FYT7us ) —51% Fa—T BV FLL, bF

Fyrv RV
Fo7ur— 32 1% H AR FL
A MR FL

8. R—H7 - F%hE
W=y 777 F L7 U —0 1% (EREKEL), 777 FLn—ar 1% GEREREMD) .

T T F LB 1%

EIES I AV IV A G

9. ERHEFEAR
R

16



10.

11.

12.

13.

14.

15.

16.

17.

REWTAREABRUVARES

He 4, BERE AR A B TKGBE
FYTus Y —51% 2006 £ 4 7 13 H 21800AMZ10359
TYT7mrr—a1% | 2005431 9 H 21700AMZ00423
EMELNHEFEAB

Fr7u sz U—5A1% 200747 H 6 H
F7on—31% : 20067 H 8 A
MEXEIHMEEM., RERVAELILENEOEABRVUZTOAR
BEARR/NA

BEERRE. BFERRAREABRUVZORNE
ML

BEEHM
L

REAFGIRERRICET SF®R
AANL, BRI BE 4 D HIRITED STV euy,

£EI—F
- JELA= 5 B Al A A, ‘
e 5 e . Lt = — R
W 7E4 HOT (9 #1) ¥ L P 3 =1 — R 7 hERa—F
FTrIn s —51% 118162301 2639700N1040 620005759
Frven—Tar 1% 116652101 2639700Q1039 620003047
RIEHGT LDER

AANIRRZIFE EOBRREELLTH D,

17




XI. Xk

1. 51AXH
1) B 7y —~HEREH SR (ZEMHRER)
2) Y77 —~AEtt HNER (BRI ESEERER)

2. Z0DSEH

18



XI. 2&£&H

1. EHSNETORTRR
R

2. HIHH T BERLIBESE
LR 2 L

19



XIM. &

ZDDEEER

20






	表紙
	IF 利用の手引きの概要
	目 次
	Ⅰ．概要に関する項目
	１．開発の経緯
	２．製品の治療学的・製剤学的特性

	Ⅱ．名称に関する項目
	１．販売名
	２．一般名
	３．構造式又は示性式
	４．分子式及び分子量
	５．化学名（命名法）
	６．慣用名、別名、略号、記号番号
	７．CAS登録番号

	Ⅲ．有効成分に関する項目
	１．物理化学的性質
	２．有効成分の各種条件下における安定性
	３．有効成分の確認試験法
	４．有効成分の定量法

	Ⅳ．製剤に関する項目
	１．剤形
	２．製剤の組成
	３．用時溶解して使用する製剤の調製法
	４．懸濁剤、乳剤の分散性に対する注意
	５．製剤の各種条件下における安定性
	６．溶解後の安定性
	７．他剤との配合変化（物理化学的変化）
	８．溶出性
	９．生物学的試験法
	10．製剤中の有効成分の確認試験法
	11．製剤中の有効成分の定量法
	12．力価
	13．混入する可能性のある夾雑物
	14．治療上注意が必要な容器に関する情報
	15．刺激性
	16．その他

	Ⅴ．治療に関する項目
	１．効能又は効果
	２．用法及び用量
	３．臨床成績

	Ⅵ．薬効薬理に関する項目
	１．薬理学的に関連ある化合物又は化合物群
	２．薬理作用

	Ⅶ．薬物動態に関する項目
	１．血中濃度の推移・測定法
	２．薬物速度論的パラメータ
	３．吸収
	４．分布
	５．代謝
	６．排泄
	７．透析等による除去率

	Ⅷ．安全性（使用上の注意等）に関する項目
	１．警告内容とその理由
	２．禁忌内容とその理由（原則禁忌を含む）
	３．効能又は効果に関する使用上の注意とその理由
	４．用法及び用量に関連する使用上の注意とその理由
	５．慎重投与内容とその理由
	６．重要な基本的注意とその理由及び処置方法
	７．相互作用
	８．副作用
	９．高齢者への投与
	10．妊婦、産婦、授乳婦等への投与
	11．小児等への投与
	12．臨床検査結果に及ぼす影響
	13．過量投与
	14．適用上の注意
	15．その他の注意
	16．その他

	Ⅸ．非臨床試験に関する項目
	１．薬理試験
	２．毒性試験

	Ⅹ．管理的事項に関する項目
	１．規制区分
	２．有効期間又は使用期限
	３．貯法・保存条件
	４．薬剤取扱い上の注意点
	５．承認条件等
	６．包装
	７．容器の材質
	８．同一成分・同効薬
	９．国際誕生年月日
	10．製造販売承認年月日及び承認番号
	11．薬価基準収載年月日
	12．効能又は効果追加、用法及び用量変化追加等の年月日及びその内容
	13．再審査結果、再評価結果公表年月日及びその内容
	14．再審査期間
	15．投薬期間制限医薬品に関する情報
	16．各種コード
	17．保険給付上の注意

	ⅩⅠ．文献
	１．引用文献
	２．その他の参考文献

	ⅩⅡ．参考資料
	１．主な外国での発売状況
	２．海外における臨床支援情報

	ⅩⅢ．備考
	その他の関連資料


