201745 H (%5 6 i)

|=RYAN

H AFEAEPH fh )

&=

872649

ERaT VA1 —TJx—A

H AR 3EAIR 2 o |F ZRE 36 2013 |

THEPL L THERL

SRERRHAR (WEME - GOZRHE)

077 7?Nall—es/aws 12 "HAESS

Diclofenac Na Lotion 1% “Nippon-zoki”

Al

o—< g UH|

AN OBIHIX 55

L

Aff Y7u7=xF27F ) 7A10mg &H

me . vrarg2FrF Y TN
1£4 : Diclofenac Sodium

BOEIRTEAGRFEA H
S AL YRR - FETEAE A A

A& A A H 20084 7 H 15 H
HAMINEAEHA B 20084E 11 H 7 A

¥ % AE H H 20094 1 H 19 H
BA%E - BEIRGE () - i 78 ¢ H ARfas SR a1t
et - IRFEt4 BLERRFEIC « MRS T MRS
2 KR S FH 24 5 DR A
Alggs e <30 oMHRAED
T541-0046 KPR SRXEEET2 THL &2 &
WA bEREND TEL (06) 6233-6085 + - H « #iHZFR< 9:00~17 : 00

FAX (06) 6233-6087
k—

L—3  http:/;www.nippon-zoki.co.jp/

AT FI1X2017 4E 3 HSGETOWRM CEOREHIZIE ST WET L,

FRHT DA SCEAS

http://www.pmda.go.jp/safety/info-services/drugs/0001.html |

BT S 1
2T ZHEREL<

PMDA & — A~—3 [[EIEIL
7230,




IFFIBADFSIZDHME
— BAREREHRIENS —

EERA VA E 11— T4 —LIEBRORE
P R 3R 5 D AR 72 B G & U CEREAEIRMIASCE (LU, WA SCE L)
N5, EIRBIGCEERD - 3EAIRNSE O EFRHEHE D B H 3BT zgﬁEim@ﬁEﬁmhﬁ
IEMAT DRI, A SCEIC RS S NI Fla BT 2 WISFEM ARG mS LB RSG5 03 &
%,
BT Tl YL EE IOV TRIBEZE DO BB IE A S F5 IS R OB NGRS RO 5
LCIEREMTE L TRHILL TE TS, 2O ,Z%fﬁfﬁ?&%ﬁﬂrfﬁﬂ’] A?'Tét&)@hzﬁf&’
UARELTA LV ZEa—T 3+ —A0EH34E LT,
BEFN 63 MR A AWRPESEAIATZ (LU, BIRIEENET) FINEE 2/ N BB S TERIEHNA ¥
Ea—74—2] (LR, I FEBET) OMEMIFITERNC 1 F RNz R E Lz, £ Dk,
PR E 2 ) T N R T T RS = — XD E b 252 1F TR 10 42 9 A I H3ET
e 3/ hNERAERIC kwTIFﬁﬁEE@&Jﬁﬁbnto
T2 10 AEARGE U, EEMTEFROAI Y T CTh 5 RIS VT CTh 2[RRI O AR,
W & - THEFE - ERREIIRE S B L2 & 23217 T, Rk 20 48 9 H I B 53R E 3%
WEESIZTBWT 1 F o5 2008 235K E S 7,
IF Fe# 2 6E 2008 Tl IF Z#REHADOH T & L TiMHtT 2 =6 PDF OB T — X
ELTRMET DL (e-IF) BFEAIE R oT2, TOEEICHDOE T, IMIEITBWNT %)
HE - IR OB, ML 2o« EEARIANEEONRRT) REDOUGETRH 725512, &
STORPLT — & 28I L2 BT D e-IF gt s Z & L 7eoT-,
HTRR D e-IF 1%, Oh) E3E G EREHRRSHEEOEENIGFREBMAR -2 =
(http:/iwvww.info.pmda.go.jp/) 7> & —F5 L CTAFRIHE L 72> T 5, H ARJRBLEAIRIZ Tl e-IF
%%ﬁf%[imhﬁﬁﬁf BR=U WA A S THDHZ LICEE LT, S FEENE
IZH BT e-IF OIF AR S ZRE L T, Hx 0 IF 2NRASCEE M5 5 E E
FTEH & L ClEbngE - matds2L & LT,
2008 fE L VAR A [BlDA o Z B a— T — LRI 2 BAfE Lo Cfafi L T & o F I £ it
fli L, BT L 5 ThH, ER - EAETEICE 5T, IROBVWERFE T2 L 2%
ZT0e T ZCTHMIF SEH EEO M ET 24TV IF SRR 2013 & L CAERTHEDR E 2o
7=,

IR &IE

[ FIX T SCEEOERZMiw L, BARSOEBEREFE I E > CTHFEBICKNER, B
WO EEEO O OER, WITFIO =0 OFH, FRAIO =D OFH, FEHKT O EE
OO DER, FE R BE T T O DOIEHRE ﬂ%ﬁént, B 72 51 0D 12 3 5
FL LT, HREDNFREREARE U, FKAANE O 72 DI SR O B3 TR L OY
PR 2 L TV D rE R EALEMT B 5,

7277 L, dREE - BRSO B b 00, BRSSO BIRIS S A T H b DK
OFEAIET B O 35 - fIWr - SR REFHEEI ] FORLHFHE L T2 50, S0HRZD
b, BERAEENGIRM SN T Fid, ZEFM A S 2550 - 1w - BREST 5L &b
BRHEETHHDENIBMER SO L ZAfEE LTV 5D,

[ 1 FO#=R]

OHIITA 4K, BEXL L, FAIE LTIRA v MU EOTE (KFITERL) TRE# L.
— @Rl L5, L, WSCETHRME - REEHWEEAICE, BT TIIIR
WD b ET D,

@1 FrdiEHEICESEER L, FEBAIXT Y vy 7 IR TRRET 5,

Q@FMOFH T — L, FHITHT THIWEERD [T FRIHOFS & OME] 0%
AT bDEL, 2HICE LD D,



3.

[ I F®DOER]

D1 FidFERI & U ClAI & G881 (WAAL EHF, SHHAD BRI s,

@1 FICR#ET2HE R OESNT HIREEARE Lz 1 F Rl B I 5,

O TEONREMTET HED T FOEEICH » CTRERBERNTH I NS,

ORIERFEOREFITET 2 b0, BERMEDORFINLS ) 2 0T 5 b O K OFEAIRT 2 1
U OEFHEREE A O 255 - B - #2 T X &E FHIZ OV TIEREHE S v7e v,

® TEILA X 2—7 +—LFdEE 2013 (LAF. 1 FRo#k®E6E 2013) &84 (12
KB ENIZ T Fid, B ASARTORMZ AL L, MBI U CRAIR AN E 1SR
(PDF) 226HIBIL THERT 2, B TORKRIMETIER,

[ FOX1T]

O [T FRo#ZAE 2013) 1&, Ak 25 4F 10 A LIRRICARE SN FiESRM D & 72 5.

@ RSN DEIEFIZOWTIEL, [T FELEEE 2013 (2 X5 1FER - fRfiHdfl S s &
DT,

O EDOEEOKET, HHEAM R SUIFIHEAEER (BREEMN) 2AAFR S RO
(G SIE DIERE N 72 S, ST REABDRKEL B ZGAITIEL T FA%ET S
Do

IF OFAIZH=>T

[T FRo#f e 2013) [ZBWTIE, PDF 7 7 A M X B E TR TORMAE AR L LT
W5, TEREFIAT 23EAIRNL, EEANSEIR L CRIHT 5 Z EnFAITH 5,
BAEARD T FIZOWTIEL, EIERMERER S B O = 3K 50 R E Mgt A — A
RV EG T RHRESN TN D,

R TERGA VX Ea—T 4+ — DMEROTH &) 1T TERR « 1213223, 1
FORSEEE 2, EFERIGICAE L TOSEHRSC T FAEMFRZREHE LW EREICONT
TR EDOMRE~DA F B a—IC L0 IEAMER G OXNFEFRESE, 1 FOFAM
ERmOLMEND D, £z, BRFSGET SN EoFEESICET 2 FHICEL T, 1TF
NUWET SN D ETORIL, YiEEGHOREESENRMT DR CESCBM LT LES, b
BN E S RS AR T A E P — B R I K AR B DN EE T D & & bic, T Foff
FIZ BTz - TIE, B OIRA SCGE % RS RS IR LR — A — U T3 5.
7B, WIEM SR EMEOMEREDO S DREEH SN TV D TR < [EedME TR
PRI TR AHEASIIARFHIIEDDL Z En3H Y, TOREWICITHFoERETRETH
Do

. FAIELTOBER

I FZEHFED HEEBICBWTRNTZENTERWERLERIE S L GEALCE
20, LavL, HEESERAERL Y oe—rara— MR HIc Ly, RERe
ENEIMTERE U CRIETE 2HICIZA T ERAR S S, 1 FIXHWEOLEHEE %
I, YUEERLOMBEENMER - BT HLOTHD Z LD, FL#E - BHICITHINE
ZFEDEFRN T EEEH L TR RITUE e B,
FREEET, [ FALL ETHIRMNCELMET DEREM THY, /X —F > FT
DN BB E 2. KEE LORERBNCHEAR L X 2 BE LIER SN T\ D Z & & Fifig
LCHEREIEHTOLERD D,

(2013 4 4 H&7T)



H
I. #EICEATAER ..o, 1
1o BHTE DRI oo 1
2. S OIEFTFR - WAIFRORRE 1
O. BRRICETAEB ..o, 2
Lo HRTBAA oo 2
2 IR e 2
3. WEERSUITRMER e, 2
4, BTG TE e, 2
5. AL (BAATE) oo 2
6. MEHA., WA, BT, LEES . 2
7. CAS BRI 5 oot 2
M. BRAESICETHEE ..o 3
1. WA SPEIVEED oo 3
2. ARG OFFESMTICBT D REM ... 3
3. HINRS DOWeRBAABRIE oo, 3
4, AN DTEBTE oo, 3
IV. SFIZEATAER ..o, 4
Lo BT oottt 4
2. BUENDFEAFL oo 4
3. FHWRREME U CHE 3 2 BAIOFRNE ... 4
4, EREA, LA OSEEICKTT HEE 4
5. BUHIORFEEIETFICBT DLEEY ... 4
6. VAL DZETEME oo, 5
7. fF L OEEZEN WL EL) .5
8. TR oo 5
9. AEMFEAIERERTE oo 5
10. BHIF DA RIS OHERFABRYE oo 5
11, AT OF IR DOEEE o, 5
120 T oottt 5
13. JBAT D ATREMED & 5 MWD oo 5
14, FEEDLEIRRG « SN RER IR ERIC
BT 2 TE R oo 5
15, BT oottt 5
V. BEICEATAER ..o, 7
1= =5 771 L SR 7
2. FHVER OB oo, 7
3o BEIRFRAE oo 7
VI. EHEBICEITHHEB ..o 8
1. BREEZMCBED DAY L& R 8
2. FRIEVEF e 8
VI. EPHRBICEETHEB ..o 9
1. MHIREOHER « IETE e 9
2. EWPEEFRI/SNT A —H e, 9
3o U oo 9
B, I3EM oo 9
LT R - TSR 10
B, I e 10
7. FIUAR—Z =TT AER 10
8.

BHTEIZ LDBRER e 10

el (ERLOIES) ICEYTSERAN

1. ZENKLEZOHEMB e 11
2. R ZoHEE (FAEZZET) 11
3. ZhEE - WRICEHE T AEH EoEE &£
DIRE oo 11
4. Ak HECEETAIHERA EOTERE EZE
DBEH oo 11
5. [HEHRGHNEREZTOFH e, 11
6. EELIARMEE & OB K OWLE S
e 11
R I =3 = O 11
8. BB oo, 12
9. @mE DG () 13
10. fEhw. pERRE. FILESE~o®&K5 (EH).. 13
11, /NRFEADOEL () 13
12, FRRRRAERE R RIET R 13
13, I G e, 13
14, T F DT T oot 13
15, FDMDTEE oo 13
16, F DML oo 13
X. JFERERHERICEIT HIEE ... 14
1o FEFFERER oo 14
2 B e, 14
X, HEEWMEEICEYTSEBE..... 15
I <= 5= TR 15
2. ARSI AR o 15
3. BFEE  RIESME e 15
4, FFNEFNN EOTEBE A e, 15
B, IRKERGEEE et 16
B. AL s 16
T 10 7 = OO 16
8. [FI—HKS * FIEIEE o, 16
9. EFSFEAEEA H oo, 16
10. BOERGEAGREA B R OEGREE ... 16
11, FEAREEAENGERAE A H oo 16
12. ZhHE - hALEH. AL - HRE BN
DEHA H R OZE DL oo 16
13. FFEAMAR. FiHmESRAAREA B LY
DI PIZS et 16
14, FFBERHARET oo 16
15, BERHEHIBRE SIS BT 2 1EH ... 16
16, BFETT— R oo 17
17, BRERAGET LR e, 17
XL STHR oo 18
G 1122 5| N 18
2. FOMDBEIHR oo, 18
XI. BEBEE e, 19
1. ERAETOIIERD oo 19
2. WM T DERIRSARIE R oo 19



I. BiZICEEI SIEA

1. FAFOZEE
vr/u7x=F7 Nar—ar 1% (AR (LT, A4 13, 58O GiREER & U8R
VERZHT 57 = = VERRDOIEAT u A RIEHRETRIRCH D V7 a7 =77 % JRFTE A
T5HZLICLY, WEEREESEEES O MERIVER ORI L2 X - 7o 1% K #RE IE & 41T
5,
AENX, vru7 2 OoBMEEN ESELOIC, r—Ta UAlE LTHRBINE, £
Dk, & MIBIT 2 AW F R RS R T S, 2008 4F 7 HIZH&GE Z41, 2009 4= 1 HIZ
Fre STz,

2. HEOBEREN - WFIFMRFE

S 7R SR BEEIC B © 0970 g2.5em OJA DA HERA L, HREHZHO 100g TH 5,

R DD I WEEETH 5,

R DENDIRNHEEGNETH D,

RIE « FEIREALICE Y ) LIERETH 5,

RO TR ETIERS L LIZ <, BTV I a BRI CTET 2 & Of BRI

ATENE A~ DOBAIZE LTV D,

6. xR vV EIHKMTH D,

7. BRZEWERE L CYa vy T 740 7% —, SEEER, ZOMOREIWER & LT3
WREND D, BHEA) (TVIl - 8.@IME ) DIHZ)

ok~ w0 D e



. BIICEET H1ER

. BR3TA

(1) ¥
vrurzzF s Nan—a 1% A Al
(2) *4
Diclofenac Na Lotion 1%*“Nippon-zoki”
(3) AFDER
BRSor D—A A+ G &+ R

afo

. — &

(1) #1&& (&4i%k)
vrowu7ZxzF27F M)A (JAN)
(2) #& (@Ri%)
Diclofenac Sodium (JAN)
Diclofenac (INN)
(3) RT L
-ac: A 77 =) RPIRIES

. BEAXIETRER
@i\coma
NH
Cl- i _ClI
AFRRUHTE
452 : C14H10CI2NNaO2

451 : 318.13

. AEZEE (8BiE)
Monosodium 2-(2,6-dichlorophenylamino) phenylacetate

. BR%A. &, BE, E5&S
TE-06-001 (155 & 5)

. CAS &8%&ES
15307-79-6

(IUPAC)



II. BRESIZEY B

1. ¥EEZENLE
(1) 5V81 - tEIK

H A~Ho A B ORI IEOM R TH %,

(2) B

R

AH =)L RIS

T X ) —/)L (95) W3 v

FEF%E (100) RRFETFIT W
CxFLT—F )L X & A ETET

7K LREFIT < W
(3) RIEME

WIRMETH 5,

CRH %9 52% (25°C)
(4) Fhm (DR - B - BER

Al K 280°C (4fiR)
() BhiEZAREHTE R

pKa=4.0
(6) 7 BCIREK
LB L
(7) Z Dt E R RENE
RZMER R L

2. AP DEREEUHTIZHITAREN
BA)- L A

3. BMHS OHRRBA
o BRI X B RERIS (RR)
o« MHEOROTIE (i)
o BIR—RERERE TR A2 VIR
o 71U Y AEOERRE

4. BT DEE
H R —fakliRis RO E L)



V. &HICEHI HEE

1. HIR
(1) HE528
5953
(2) FIFDORA., RERUMHEIRK
XA : m— 3 UH
HE g : ARYZ7a7=F27F ) 7 10mg &
MR EE~MEAOER 2 — g VAT, BRRICBWERT D,
(3) BFID¥E
pH : 6.9~7.9
(4) #AIO—F
My 704
(5) pH. ZBELE, #hE. LLE. REL pH =HF
%Y L7
6 BEDHE
%Y L7

2. HHIDHERL
(1) Esps GRS OEE
gHicHRYZ7a7xF27F N v s 10mg &4
(2) A
NTE®FNVL LB, =%/ —), k), bR o lkio—2, R 4F
VEFLURI AR T oL FILm—T b |-A 2 b=, =F Mg Na K
(3) RTARBEOHEBMRUVERE
Y LW

3. AFNAME L TERY SHADRAE
Y LR

4. BAEF. AR OSBEICHT HEE
Y LR

5. HEIDEELETICETIREN
AEEER GELES 40°C. FAXHEE 75%. 6 A OfEE. AKIL
T 3 ERRETHD Z LRS-, Y

S S

i

=
(&

TZBW

5=
e
S
=l
Y



10.

11.

12.

13.

14.

15.

AEBRX 5 REEH REFME REHM fER
s 40°C+1°C Ry Tme L - 5
IR ER 759%+5%RH 4585(100g) 6 f& H Zefbrn L

ABRIEH o MRIR, WERRRUBR. pH. FRE. MibME, &

BEREBEOREN
BEARRNA

th#F & DEAEL (MEILFHEL)
A% L7

B
BEARRNA

R BRI
A% L0

HE|h DA DHERDHARE
o WHERIC X D RALUL
o HEI/u~ NI T Tk
o SROM AT EERIE 1

HEN DAY DEE:
Wik~ N77 71k

payi
A% L0

BAT B THEILD 5 B3R
DR L

TESVERESR  MESBRLBRCET 5158
A E R L

RS
(1) B FE%IH e 2

fERERY N 53 44 (AME8 4. Lt 45 4) Zxtgl Liz/ Xy F 7 A FOFER, 3 BIIALEE)




RO BTN, DT IO L 705 K9 RIRETIE o7,

14. wEH ForE

QIMERAR] (13 EBMR) T,

K

HofETHERA LW &y )




. ARICET S1ER

. PIEERIFZR

TEREELCITERDERE - HX
KR EREEE. BEMERL. B-RMmx. BEARKX. EHELEX (T2ANF).
A (- BREREES) . /MEROERR-EE

. RZERURAE

ERIZE Y., BEZ 1 BREIERBICEHRT 5,

. ERER A
(R T — 4 o e MR L
QU LB L
(3)BBEREEIEABR « L HI2 L
(AYRREITER : 4R L
(5) BIERIHER
1) FiEALBTRERGRE : 4k L
2) HLBREAER : kR L
3) TLMEMER | U L
4) B - FAERISER | LR L

(6) s
1) SRR - BEERRERE BHHE) - WERSRERAR (TREMRRER)
LR L

2) RRBRFHELTERFENONBXIEEMR LI-HBROBE : $4&k e L



VI. E3FEE(CEY HIER

1. EEZFHICEESHSILEYMITILEYEE
FEAT v A RHEER B
Tz VT F UBERIbEY (nxY a7 o))
Tu b A UBRIeEY (U e T = %)

2. EIB{ER
(1) ¥ERBREL - 1ERF
YERBRML « RIEHAL, K ORR =A% TIERT %,
ERBE AR DIEAT oA MEEABERE COLY 7 n 7o F 271k, EELTT 7
X RUBRHICK T A7t — B EHAEMICILE TS 2 &
CE D R EFREICEET DT R AR ST OEEREET D LS
w53,

2) EMEEN T HHBAEA
BB L

(3) YEFAFIZRFRA - FfuhFra
SRR L



. EYENREICEET HIEE

M REDHER - BIEE
BELEEMGMAPRE 9 EBR L
=M RERERR YRR L
REBRTHRABIN-MBREE : 4 ER2 L

2) &%
&
hEE M ER L
B
53

3

[

5
6

E-HRAEOEE . VI- 7. MAEH OESHE

)
)
)
)
)
) BEE (RE2L—33>) ISk YHE L ENENBIEERER : 7087 L

(1
(
(
(
(
(

. BRYEERI/NS A —4

(1) BT - LA ERR L
2) UNEETER - %GR L

(2)
(mA4T7A47tU74—:§%§ﬂ@L
(4) SHEEETER : 4B R2 L

(5) DVTFT ISR 4 ER L

6) NEHE  ZUEERL

(7) MIBEAFEESER L 9ER 2L

. RIR

MR L

VoKl

1) ii-RREAFTEBYE | BN R L
i —BARRBEPTEBYE « [VI—10. #fi, Ehh, RILWE~ORL] OEBH
B RADBATH LR L

4) BERADBATH : KSR L



(5) ZDHhDIBHA~DIITHE
<EWFRRSEERER >
AH L AEHERIF] (7 AAREKE, 1%) 12OV T, BERFERRA B 7085 (B 2cm DM,
3.14cm2) ICBAi Lzt &y /a7 =t 7 F N U LADORE~OBITEL, filENT 7 0
ZxF 7 F NI UARIREEREES LTRIELE, BFonzmiflflory e )75 K
U IR A O A U T D 22D 90%(E X [ 1 96.5~109.0% T V) | AWl %
PEOYIEILAE (70.0~143.0%) Zi7= LT\ =2 Ennh ., WA D LS [R ST A e
S,

B o
N5
v
g o AHE| 0.2 mg/site
7 A *%g’—%@ﬁ“ 0.2 mg/site
I (987xF%YNa bl 0
+ R EAAE R A (n =6)
9
[al ,
”El 0 T T T T T 1
==h
(ug/emz) 0 Thr 2hr 3 hr 4 hr 5 hr 6 hr
Ef&FEE (FhE)
R

(1) BB R CREHRER - B 8GR e L

(2) REFICBIET HEEFR (CYP4S0 F) DHFIE : st 4& ke L
(3) MELEEHNRDEREVEZDEE LU EER L

(4) KEMOFEDHEBRR VLR Y ERR L

(6) EMERHYDEERI/NZ A —F LU ER L

N 31

(1) BEMERGL K UHRES « %9 E R L
(2) MR BNk L

(3) HEMEEE : LAER AL

S U RIR—E—IZEH9 B1E#H

DR L
| BIEIC L BBREE
DR L

10



Vil. 224 (EFRALOIEF) (CEI SHEB

ERNBEFDER
YIEHZ L

H
¥ omg

2. ERRBELTNER (RAEZRZEL)

(22 ROEFICIXFEALEWLI &)

1. AFN DR A3ZxF LisBUE O BEERE D & 5 [BE

2. 7 AE Y U R GERAT v A RYEERERAIZEIC L VFER I NDMEIRIE) Iz D
BRI O & 5 BE [EIEM BRIELZHRTIBENLH D, ]

3. ek - MRICEET HFERALDFE L ZTOEA
MMIEESRL

4, i - AEICHETSEALDFE L ZTDOER
MIEERL

5. BEERERNBR L ZTNDEH

S SR D & D B
[GE X EBEOTITITT ALY VIHEEFELEZENTEY, £ 6 DOBE TITEE
i BRI T D BTN D D, ]

6. EELEARMIE L ZTDEARVLESE

(1R BTRANC L D IEEITIRIRERE TR MHERIE TH D Z LICHET D 2 &,
H&%@ﬁ%r%ﬁﬁﬁm¢éﬁ%nﬁ%5®f YA E D RIEICK L CTHW A 5E
X 2 BUE A O IIEE A2 O L, Bl e HofT W EEREICER TS 2 &,
(SRR H (I BIEIAESE) (2 6F LAKI 2 AV D551, SEWIRIELIAA OFRIE L B8

THZ L, £lo, BEOREBELHHBIZEL, BEFHORBUIEET HZ &,

7. HEAEA
(1) StRZZ L ZF0ER
FMIEE R L

11



2 tRFE L TDER
HFREE BHRICEET S L)

=TT ERPRAEIR - B A B ERET

= a2 —F /v U RTEHFID NN O]
PARARENE T D GABA DI
IKFEA 2 RS E L, HoHTE

RO % = 32 AL
b5, KRR L

Sa—F/RVRIMER o s s e

R S BB 0 de x5 o REEBUEA] D17 T
g%%;t/A@#ﬂzfﬁ%wm%ﬁﬁﬁ%%éhézkﬁ
° B CEE STV B,
. EER

(1) BMERDBME

ARF A SR AL A5 O BIE T JE SIS D3 IR & 70 2 AT 22 52 L T2 BB
FTHTH D,

(2) EXGEIER & MHEIR

1) 2avi. 7F745F0— WEARH) : vav s, 7T 74 7% — (EHZ, M
EVRIE, FPREEEE) RNHHDOND ZLRH LD T, BIEETITATV, BERRD
O HEIIIE 2 ik U, R LEZTT O 2 &y

2) MBS R (B « AFEREALICIEAR, KLBE, F2. € O R, IR D BWIE
Wrd boi, IR, WE, K- O AFITE(L L, S HICaHITIiR LEELT
LTENBLHOT, BRENROOSNIZGEITITESITMEN A2 IE L, WU 2R 0LE 21T
22 &,

k=03

(3) ZD D&V

SARE A

JCHEBOE, TEIE, HEIR, BEY. € ORI, AR, BED
biv, R, A, BRILAE, BFHB

CE)ZD &S WERD H HDNIZHEITIT, BHZ RIS 57 YR 0EZ1TH Z L,

KRE ¢

4) HRANEMFAXREERUVERREBREE %
REERRL

5 BHEE. AfHE. BEERUTHOAREERIOREARIEE
AR L

12



10.

11.

12.

13.

14.

15.

16.

()ﬁ%?b»ﬁ—ﬁﬁ?éE%&Uﬁ%E

MBSO (11 F)IC TARIO 5 LIBBUEOBHEREO &H 5 #F | OIEERH 5.

BE~DEE (EH)
ZYIEER L

EM ]ul_

bEim. EMR. RILBFAOKRE (EM)

(1) Bt SUTIEIR L T2 IREVED & D 2o M6 L TIRIR IR Lo A3 ME A faktt 2 Enl
D LW ENDHEICOBMERT D 2 & URImIIxTd 2 Z ML LT,

Q) MLDIEAT v A FYEHR BRI DI B HA 2 IR OISR L, i R ERE 1Y

Mansk & 7 & DHENH D,

INRFEADERE (ER)

INRE TR A2 A IHESE L TR Uy (i FHRRER 23 22 0N)

RERRERRICRIITEE
MIEESRL

BEKRS
MTEH R L

BALEDEE

(1)458 FH &R 1sL
Dw&w%ﬁzﬁﬁbﬁw:&

QRENKELTND AT &~ LAD, B B VEZREZ T2 &0

&)%)@T'fiﬁﬁ ‘~—|3/§F L{E%Té — &o
(2EAAE

BEEAHE (ODT) TOMAIC L0 . 2S5 Ol

D AMREMEDS B D DT, BHEOUMETHEMA L2 L,

A7) & RIRR D EIVEH 2358819

FOMDIE
MIEE R L

ZDfth
Brlo7p L

13




IX. SFERIRERBRICBEI HIHE

1 FIBEER

1) EpFERE (V. EHEEETIEE) 38
Rk L

2) BIRA IR
k2 L

3 REMEIBHER
R L

4 ZDROEEHER
R L

2. Hit

1) EEBSHIERR
s gk L

2) REBSHIEHR
s gk L

3 ERREBURR
LBk L

4 ZOROEHEE
s Bk L

14



X. EEMEIEICEY 5I1EH

1. RERX5
O S L
ks Bl YrZurzx=F 7> MY oA —EIEE

2. A ILERALR
FEAIIR 347 (SME - HERITER)
ERBIRAIC D > TH, BER TR~ EeNITERT 5 2 L,

3. BriE - REEH
ERARAE (1~30°C),

4, FEXFIBRZONLEDEE SR
(1) ZBETOWMYHFWVWEDEBESRIZDONT

Hrlz7p L
(2) EFIZMABHORFEWIZONT (BEFICBEITARNESTNERIES)
iR EDEFE

(W) KK & TIRIET D 2 &
@QEAZIIF Y v T2 LNV O TRIET S Z L,
Q)VARBHEZH L L=V BB 2N T Z ENH IO THEETHZ &,

VII—14. #H EOEE] OHESM

HBERERGLTA R 2L, <TVDOLBY &Y
(BFAFIBFDBERICDINT

Y L7

BEAGREE
EEHETAN 1 @& b ERE
T FNET BEZORDIC 2 ~ 3 EEABD LET.
o7 7Nall—a/3 s O—
L 1H3~4[E
CBHEDAK Y IIE, AEDHHALTT, o

*[CHBLMEABEMEEDO— 3 /AITY.

EBoHLS

AR IEETAE |
[CHLYTT. BF
POREBREANR >
BCLBZFETH
SHEVNCEELY.
ARV IEHELE
5. BRRORRE |
ARV YECLBHT
FE2FIRERDE
LTLEEL,

%DERU
SEVECDHETDEAICHTIEE L,
UEPUUDRBHCIE. EDEBEEEFICHSTL

rstal A

*HES EHDICERTHEMRNTT .,

15

RPOSEORER. FFOICFERLEVNTLIEEL.
CHEICHMNIEFET. WM. EFABLICHNS L.
L#eh, EUEUELERIREDNRELEZTO
T. CERZESEODVEFEEE>TLEEL,
HEERODRH. MINTEDERDBSDN
rEESRCERERIEL. EMEISIERLD
[CHBLTLEEL.
BREFSRELEHSS v IHETEBLHEL
FIICLTLIEELY,
oBEICLD., BERPRELLOBELBDT
feb. FSAFuoETbERIT LB
9. BEOATWVIBSHEICIEMEETT.
THEHAEIFF v IELD, EHENXESIT.
FLVECAICHEELTLEE L.
cFHOFOBHENETBICHEBELTLLEELY,
oI H /—LEREELTVETOTARITED
[FEVNT L IZEL,

Sk NGRS TE



5. RPBEHFH
M LN

6. Q%
100gx5 A%

7. BHROME
AN NV i N R = B <l PV
e Ry = F L
R G A DR = 3 = P

—R5 - RS
—FH AL Z L E—Y 3 1%
FE . xxTyvr/mn—rar3n Br7¥—a— a3 3%, oL ra— 3 3%,
A TN IR 1%5%

o
ZIEIEI
*F

9. EFFREFAR
A% L7

10. ERFGEAREABRUKDRES
AEEHABA 200847 A 15 A
& 2 &S . 22000AMX01681000

11 EfEZEINEFEA R
2008411 H 7 H

12. $hée - shREM., % - AEXEFENEFOFERABRUVZTOAR
BEARRNA

13. BEERKE. BiEEELAREABRUVZOAR
ML

14 BEEHAM
A% L7

15 REAEFIRERRICET 1FH

AHNTIEA A 5 RE 97 5 (CEAL 20 42 3 H 19 A& | BEWIR O LR G T
DN TWAEIEMITITZEY LW, BRI TR T2 LEHMIZHES =

16



16. &1 —F

B2 HoTgs | ROERRE | gwo g
EEHa—F
vruZx)F 7 Namg— 3
16T B AR 1189261010101 | 2649734Q2030 620008547
17. RIRBF LEDEE
RENIZIEBRIN BT 5B BEKLTH 5,

17




XI. 3@k

1. 5IFAX#
1) r7u7xF7 Nar—=3 a2 1%0 B RN O EM: #HNEE 2012, DSL-S-03
v /mu7xF7 Na m—3 g 1% AARNES O 48 FEE/ Xy F7 A b #ENEEL, 2006.
DSL-S-01
3)Goodman & Gilman’s the pharmacological basis of therapeutics. 11th ed. p673, McGraw-Hill, 2006
4 vr7m7=F 27 Na m— g 1% ARG O R EEYEREFAIRRER: &K, 2007.
DSL-S-02

2. ZDithnSEHK
Briz7a L

18



. IS ETORTRKR
RN

MBI B R X IEE
DR L

19



	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. 注意が必要な容器・外観が特殊な容器に関する情報
	15. 刺激性

	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. トランスポーターに関する情報
	8. 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・効果に関連する使用上の注意とその理由
	4. 用法・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 (使用)
	10. 妊婦、産婦、授乳婦等への投与 (使用)
	11. 小児等への投与 (使用)
	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

	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・効果追加、用法・用量変更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


