201 9%F2 A (5 1hiR) BAREERDEES 872478

EELOA R EA—T 44— LA

BARPEERIENZD 1 FEEEZEsE 2013 [SHEHL L THERL

SITTARIEAE - TR
20V Y ) UBRRET X5 ) UEE
25mglY D]

CHLORMADINONE ACETATE TABLETS

Al

&
4
&

Al OB S R D arsERs EE-ESOLTECLVERTS L)

B O® g B 15 son~Y) LEERT AT L 25ng S
_ B g |47 R ) R AT (JAN)

£4, : Chlormadinone Acetate (JAN)
BEREEKIEE L H BOERTAGREA H Rk 25 42 H 15 H
E O OE U B | RN A k25 426 H 21 H
¥ x % A H FE5eHEH A PRk 25 46 H 21 H

B - BLEIRSE (BIA) - | Ssiis ot B i
RE - MESHEB| | 72 o AT 7 —~ S

Ju

EEFRELEDERST

HEIRE 77— Ett BEHRBEHRE

TEL 050-3383—-3846

D EgEmER I R—LR—

http://www. kyosomirai—p. co. jp/medical/top. html

[ W& b &

%

AIFIZ2018F10A%EK (FE1HR) ORMIXEDRHICEIETIER LT
RIORMIXEFERIE. EERERBFFERIRER—LR—
http://www. pnda. go. jp/ 2T CHERRT &L,

341A003-002




I FRIADF5IE0HE— BARREEFNS —

. BERA VA E1— T+ — LIEBDOERE

RIS O AR 22 B & U CERAHEE MM SCE (CUT, WM SCE L) 23
D, EFRBGCER - SAIRZE O ERIEFE 2 B 55 0B 3R o5 E 6 g W2 1S
AT 2BC1E, A SRR S E iR a2 AT 2 BICEEM RS RO ERGE R B D,

FEIRBI Tl Yak R3S TSR3 D PR SN R 2 2 2 1T OB NG RO B e %
LTIHESREMTE L TR L TETWD, ZOBRICKERERE MREIICAFT 720 OFH Y
ARELTAVHE2a—T 3 —L0NHELT,

BT 63 4212 B ARPE SRR (LA, BIREEERET) 2N 2 /hNERESN TEEGL A 2 B
a—74—2Ah] (LLF, 1F &) OMEMFIECC T FRidEz2RE Lz, 2ok, [EF
REEF T T NS BB T ERK R = — XD 2% TR 10 48 9 H1C B3 3
INEERIZEWT T F Rl HOWET B3 T,

B 10 25500 L, EIRAEHROAID FCh 2 RIRMZE T Th 5 EHFBIY; O IRAN,
BTN &> THE - ERBRBIIRNE S BL L7 2 & &30 T, ok 20 45 9 H1Z BB SRESRIFH
ZESIZRWT T FRLHZE5H 2008 23R E S HLiz,

[ FRC#ZEMHE 2008 TIE, 1 F 28R & LTt 2 5=, PD FEOERMNT
—Z L LTCIMETD 2L (e —1F) BFAIE 27, ZOETIZHOET, FAHLEICBWD
T 2R - R oiehny, Mg - 2« EEAREARNEROUGET ] 72 EOSGT R H - T25E1T,
BETORIT —F B LA D e — 1 FRREEN D Z & & o T,

BATRD e — 1 Fid, () BEIESEFIERSR AP O B3RS EFRELLR — A—
(http://www. pmda. go. jp/) H—FfE L CATREEL 72> T 5, HARPEEAEIS TIX, e
— I F 28#4 2 ERDIERIEIAR — 2=V DAY A b THDHZ LICERE LT, A ETE
WNHIZHE Te — I FOIHFREMRFTT D2MMARE LT, flx D1 FRNIRMECEELMTET D
HIEMHE® E U CHREINER - Rafd 52L& Lz,

PR 204E K VAEARIDA ¥ a—T x— LRt & Bl Lo TR L C & o EH & iRE
L., WAL -TH, Bl - FBHIEIEICE > TH, DROBVMERIEE T52L%2E%
T2 2 CTAM, 1 FRtfiEHO —MSGET 247 1 FRridi 48 2013 & L CTART HENE 2o
77

I F&lE

[ FiE NI SCEFEOHEREME L, EAMEOEREFETICLE > CTHEERICLE R, &
WO MEEHDOT-DDOIER, WUHEFOZOOFER., FF O OFH, EIRS 0@ IEMF
DIZDDIEWR, FEFHRBE T T DT OIFERENER ST B 7 B3] o =3 5 g &
LC. BYREAGEHEEE AT L, SAIEE D 72 6012 2 5% 3K 5, 0 R A 38 | Rk K O it %
KL TODFAITER LB T B,

fefe L, SEERE - R EREEICED S b 0, REEEEORAIZ S A BN T 5L O KDY
AT E D 2SFEA - Il - SR _REFESIL ] FORHFEL TR 600, S0k 5L,
RISEIED DRI 72 T FIL, SEAIATE O 235500 - Il - BRGNS T2 & & bio, BB
FETDHLDOLENIBMERFOZ L EFiITEE LTS,

_1_


http://www.info.pmda.go.jp/

[ I FO#H]

O HFITA4H, MEEXL L, FAIE LTINS MU EOTRE (KFITHRL) T,
—@RY &T 5, L IMISETHEYE - ReEEHOWESEEIZIE, EFEAETIRI NI
EobnLTs,

@ 1 FRl#ZEEICESEER L, FHEBAITT Y v 7R TRHET 5,

@ FEOFHIIH— L. FIHNT THFEERD [T FRIAOFL & O] o2 %7T
WTHbDEL, 2HIZELD D,

[ 1 F®DER]

O I Fi3salE LTRF oG (NARL EHAL AR ITERES S,

@ 1 FICR#ET2HE L OESNE RIS R E L7z 1 F sl E LT 5,

@ I CEONREZMHTZTHED L FOESITH» CHERFRNIEH EIND,

@ BUEPZEOEEFICEAT 2 b0, WEREEOWFNE ) 2 82T 2 b O R OEAE 212 T
DEFEFE H ORI - FIl - SRS E FREICOW IR S R,

® TEFELA X Ea—7 4 — LG EME 2013) (LLF, [T F il ®aE 2013) SBE3) 1Tk
DYERL ST 1 Fid, BB EACoORMEZ AL L, HEIZS U CHRARAE -8R (P
DF) 225U TERT 2, B3 TORKRITVLETIEIR,

[ 1 FOEIT]

O 1 FFOEEGE 2013 1%, FAk 25 45 10 A DIBRICRGE SN2 BTESA D D & 72 5,

@ ERLPSOEESIZOWTIEL, [T FRofEE 2013 12 X DR - fRAH3sRfl s n s o T
(ESAAN

@ A EOWEOUGET, FHHFEAR R SUIFFHmAE R (BRFRHm) A3 AR S 7k il NS
WISIE DJERZEN e S, SRl TRENBBREL Lo 25X T FAKET S5,

I FOFRRAIZH=-T
[T FE0diEE6E 2013) 1I2BWTIE. PDFE 7 7 A LT L A B FIEAR TORMLZ AR L LTV 5,
2R3 2 AL, BrEALSHIR L CRIAT 2 Z E8FRICH 5,

BAEARD T FIZOWTI, [EIR G ERE IR O HAE O B 38 5 R A G AR iR — A —
DNHGHIGT DR E S LTV D,

BRI TR A ¥ B a—7 4 — MERDOFEI & | \Z0E> TERR - #2869 5723, 1T F
DFRERE 2 EESEGICAE L T D E#RRC T FERRICFEHE LR EREIC Oyl
HEEDOMRE~DA U ZE2—Z LV EFIMER OVRNELEZRESE, I FOFMAMEZGED
HWVEND D,

F/o, BERFSGT SN MM EOEESEICEAT 2 FHEICEAL TX, [ FAKET L5 £ TOM
(X, SRZEEIRG OREEEENRALT DI SCECB I O RS, H 5V ER M ERERRTE
WEEY — ALKV ERIMER G2 L bz, [ FOERICHIZ->TL, KFHO
INAE SO A [ S O [ AR I R LR — AR — U TR T %,
7B, WIEF AR EMEOMRO RN DRE STV D THEREE ] < TEedMNETOREIR
P BT AHEASIKRFIEICED L Z LDV . TORFNIT FORBETNETH S,



. FACELTOBER

[ FZ3EKIRM%EO B HEBICBW TR T I ENTERWERLERIE L UEALTHESZ
WV, UL, EEESLERAERL Y oE— g ra— FMEIC L AHEIC L0, IR eENE
HiniFlE LRIt CE 2FMICIZA T ERARH 5, [ FITAREORREMEHEEZZIT T, 4
HEIE ORISR NER - /T2 L OTHH Z L, Ll - REUTHNEZZ TS5 %
BN LRI L TR TR B,

FAEEEART, I FALL T THIRMCEZMETIEREM THY ., 5% A VX —F >
N COABELEE 2, BHEE EORERENCHEM L2 Y BE LIERESN TS Z L 28
i L CIERATER T 2 LERH 5,

(2013 4 4 HGET)



BEE(ZR T AIEE - rrrrrrrrrrrr et 6

. FRAxOERE

2. HmOEREN - REIFHRE

P ON=

<

NOOP~WN =

©QooNOOaPWN =

BINCBI T AIEE r-rrrrrrrrrr et 7

HR5E4

—h% 4
EERX L RER
PFRARUDFE
tZE4 (f4i%)
BR%A. A4, KBS, §
CASEHRES

A CEE G BIHE v v vrrrrrrr e 8

IRt E
BIRDDEBEHTICE T HREN
BRRLT DHEEFERE

BT DEES

%ﬁ“:gﬁj—%lﬁa .................................... 9

Fl f2

B DR

BaEH. AFONEICHT HER
HANDEREHTICETOREN
ABERVBRRORENE

ftbF & DEEEEIL (WEILFEHEIL)
panyid

S WERIEABRIA

HED ORI DHERHERE
HER DB DEE

o

i
BH
Jn

=

L

BAY DATREIED 3 2 MY
TENRELGRSR - HNENRRLTRRICET 515K
Z it

D= e = 7~ 1 = [ 13

. MEEXRITHE
. RERUVAE
. BRERAAE

-y B Pl 13 - - = IR 15

. REPHICEESH HLEMRITLEYEE

2. A

VI.

NOOapLrwWN =

A EEE(CRE G BIEE v v v 16

MmHRED#ER - AEE
EYLRERI/ NS A —4

% 4

o

* @t

B

S U RR—S—IZET H1ER



8. BMFIZKBBRER
VII. 2t (EALOEESE) ICEATEEB v 19
1. BEERBFLZOER
2. EERABELZFOER (RAZERZESD)
3. MEEXIIHHRICEET HERALDEE L ZDER
4. RERUVAZICEET SERLDEE L ZDOER
5. BEERENBTLZTOEH
6. BEELEAMIE L ZTOEBEARVLESZE
7. ¥MEER
8. BI¥ER
9. BHE~DEE
10. 1343, EERR. IRIBZFADERSE
1. INEREADEZE
12. BERBREHFRICRIZTHE
13. BEXRS
14. ERLEDXE
15. ZDfDFE
16. ZDfh
I X. QFEﬁﬁEKEﬁIZEQT%ﬂEE .............................. 292
1. EEHER
2. SMHHER
X. EHPEIE(ICRIT AIEHE - - e 23
1. HHRXRD
2. BXHARXIEEFALAR
3. BE - RESEH
4. EFIEFWLEDFES
5. RPBEHSF
6. @ %
7. BBROME
8. E—R% - RxhEE
9. EEAEAR
10. RERFEABEABRUVERES
1. FEEELREFAR
12. #hEeXITEEM. RZRVASEEFENENFEABRUZOAR
13. BEEHR. BiMERRELARFEABRUVUZTORAE
14. BEEHM
15, BEHMHIRBRERESICET 51E5HK
16. &2 —F
17. RIEHRAFLDZE
X T, 3T ffrrerrrrreen ittt 25
1. BIAXHE
2. ZOthnSE Rk
XIO. BEEE 25
1. EHSNETORSTIRR

- BB T SERR IR

£ OithDEEE R



1. BEICEH9 S1HE

. FARORE
TN Y ) CEREAT ML, T T T R ARIC LD IER LRI IRE N S ' D
(I, MHOT A D AT v AREE T D 2 & CRINZARIEE IO 58 2 ) & 5 RN ARIER
JiE « FEIRHAITH D,

Uz 0 = RIS R AN I ESR L & U CBAR AR L, HKFREE 698 =5 (BEFN 55 4F 5
A 30 B) IS HREOWER FIEEZ T, IERER, A nRSrERER a2 5w L, Ak 2
3 HITAREZG T, FRk 24 7 AFTEIZE 5T,

AL 20 4E 9 HICERB SRS I O7- DDA AT, [V o =hE 25mg] OAEZEIG%. Tk
20 4 12 AR5EICE -7,

WK 25 4 2 HIC—ikia M a AR L LTciRGEA AT M [ 7 o~y ) UERT A7 )VEE 25mgl Y
D || OAGRESGFE. Ak 25 46 A DRFTEEBETHEICE-> TV D, 201942 A Lo AR
7 —vHEASHTHIIFES N TN D,

. Bl MAESE - SFISR0EE
MU ER e L



I. &I BIER

1. BR5%E4
(1) ¥ 4
<y ) UHEET AT UEE 25mg Y D |

(2) *® %
CHLORMADINONE ACETATE TABLETS 25mg

(3) /MDEXE
%534
2. —f&4&
(1) #0& (&%)
yuan~<y ) CEHRT AT L (JAN)

(2) ¥8 (@d%)
Chlormadinone Acetate (JAN)

(3) RT4L
LR L

3. BHEAXITRHER

4. NFRARUDFE
SHFR:CL,H,,C 10,
SfE 404, 93

5. {LFH (L)
6—Chloro—3, 20—dioxopregna—4, 6-dien—-17-y1 acetate (IUPAC)

6. HEE. B4, BE.
MR L

LEES

~

. CASEHiRES
302—22—7



. AMRDICET HIEHE

1. YEEEHTE
(1) 4488 - 1K
A E~PER ORI RIEOHMAR T, (ZRWITe0,

(2) EERH
7 B R DTETRT <, T = U USRRES RS =8 ) L (95) WA YT
=T JUTERFIZS <L KITIEE A ETT 720,

(3) WEH
BRI L

(4) Bhm (fEs). BBe. RESR
i 211~215C

(5) EAEEMEEMTER"
i R S AN T

(6) HERH
LR L

(7) ZFDMOFELREME
FEXE (ol 3 :-10.0~-14.0° (Rzlggf&, 0.2¢. 7 h=hK VU, 10mL, 100mm)

2. AW OEEENTIHIF2RER
KRR L

3. AU ORERHERE
(1)1,3— V= raRoPUIACE L BERIE (RER)
(2) ARG K 0 ARk 9™ B HERR = T /L DIZ IO D FfERR
(3) FRAMRIL AR v (BALH U o BEEAIE)
(4) ReaOGRER (2)

4. AMRSDEE:
RO PO EEIRE T



I V. RE|IZE§9 HIEH

(1) BMES GEUERS) OE=
18, 7o~y ) UHHBT AT )L 25mg EHT D,

(2) #FHmy

1. Fif
(1) FRORXH., NERUHERK
BR5c 4 ran<y ) UEHRT AT VEE25mg Y D |
10 Fhe
&ER R
= 120mg
e
[IERES
9 Tmm
wik | EE O
JEx
I — < 3
RERDREEETH D,
(2) WHIOWE
BRI L
(3) #AIO—F
YDO31 (PTP)
(4) pH. ®BEL. HE. LLE, EEOERUREL p HIEE
MU ER L
2. HAIDOHERK

e LT, JMKFY), erme—A B RrXdueiiilie—X L Aa—XA
Ca, A7T7 IV VMg ZaHT 5,

(3) £t
LR L

BA1OANA

<ERHREHER>

. AR, A OSBMEICHT SR

. HADZREEHTICE TSR ENR?

B EER L 2 W RIIRFRBROFE R, AL OV E BT HUEOHEANTH Y, 7 e~
V) UHEBET AT VEE 26mg Y D 1B E O THIGIE FIZB W T SEMEZETH D Z & DD

iz,



RAFTERE : P T P/adt
SR ST 5
PERR o v
&8 & o
TERBSER ) o7 7
e & &
TEERER (%) (93~107) 99. 8 97.2

. RAEERVBRROREN

M L7

HEHIE ORAT (MEENEAL)
AR L

Y

BHEFCH T DL
[ FH = 300 OO W L 2R 2 TRl O SEE I 2 DWW C (FEFEFRE R 634 B, Rk 10427 H 15 H) |

AR5
AE1E
AR
TR
[EIf 2
BRI

| EFEE

PR A

s AR T — AR R TATS AR 2 75 O M UWiE)

900mL

- 3740.5°C
: 50 [A]di
: p HIL. 2= H AR H R HEREREE 1 181+0. 4% 7 7 U ViR R U o A

p H4. 0=¢f% - {EfE - b U 7 DREMRK (0. 05mol/L) +0. 4% 7 7 U AEiEET kU v A
p H6. 8= 7= McI1vaine OFEMEE+0. 4% 5 7 U UK R U 7 A

K =HAAREETHERK+0.4% 7 7 U LEEET R U 7 A
[pHI1.2, pH4.0, pH6.8, /K]
BEVERUAIR 30 3~ S AU IS T 85% L LWSHNT 5 5, BRI E
VRS 40% J X 85% I T4 72 2 AT IS\ C L BRBREUAIOD W L S e
BIK| DR R 15% OFEPHICH B D>, T 2 BIEOEN 42 UL ETh 5,

(pH1.2) —— v ) LR AT VEE
25mgl Y D |
—— FEAERIA] (BEA], 25mg)

;\g 100
— 75
5

= 50
K

i 25

0 ™
0 30 60 90 120



—— vV S UHRR AT VEE
(pH4.0) 25mal YD |

—n— FEYERLA (FE4), 25mg)

_ 100

<

~ 75

% 50

Y

0 8
0 30 60 90 120
FEf (43)
(pH6.8) —— IV S URERR T AT LG
25mel YD |
—— PEEHERLA) (FE5, 25mg)

— 100

X

~ 75

¥

% 50

%

£ ogs

0 4
0 15 30 45 60
Kef (49)
(7K) —— L~ U AT VEE

25mgl YD |
—— fEHERLA (FEF, 25mg)

0 15 30 45
R (90)

DHBHRE~DOE S
Ja<wy ) UHEET AT VEE 26mgl Y D J1E, HASER FAMEI IS 3EICED bty
o)L~y ) VR AT IVEEDIRHBMIZE S L TWD Z E DN ER I TWS,

VA RS
RN AR B[ ) E R R
= eyt N
25mg & 77””@%2$;WA%W 50 Al 90 43 5% |-
. EYEERIERERE

AL LR



10

11

12.

13.

14.

. BEID OB S OERRERE
(1) m—Y=hraXo Ptk b 20K RER)

(2) S5 AT R T

AP DENRD DEE:
O AT RS E TR

palii
Y L7

BAT BalREED 3 5 W
Ta-T v Tarzxra

ERNDELGRS - SMENRRGRRICET H1EH

%Y L7

Z Dt



V. JaRICEI SIAH

. BREX IR
A IRIEAE
HTSL A

BL. #8055 ANLIFEIER IR L TiE, MlREIC X DIRROREERGEITH A 5,

XHRER SRR B EALOER
L L

. RERUAE
RISZARAEIIE

ruan<y ) U AT VE LT,

IRAL S

ran~<y ) U AT E LT,

¥, JERIC X0 EEIERT S,

XAERVAZICEET SERLOFE
M EE e L

3. ERERAAE
(1) BRERT—2/\vr—2
%Y L7

(2) BEEEZNE
M EEe L

(3) BaPRZEIEERER . AAMKER
BA=E S

(4) FFRHER - AERIGERRER
M EEe L

(5) HREEAVELER
1) BEEAtHITRERIGHER
B NS

2) LEEGAER
B 2N

3) e
B AN

4) BE - FREEAIHER
e L

1[0 25mg (1 88) 2 1 H 2[EBICEO#RET 5,

1[8] 50mg (2 88) 2 1 A 2 [BIE&BICEORET 5,



(6) AR
1) EARMEIE - HEEARERE (BIHE) - WERTRMRER (TREHRER)
L L

2) ABEMHL L TEEFENDNEXITEMR L -RBOME
L



V1. EHEEICREHT HIEEB

1. FEPHICEES B AN AT
TUFT YRRy

2. FEEEH
(1) YERERLL - VeI
yan~y ) UEET AT IR BRI LT THY | HIKRLEL L L COEREZHT,

(2) FHEE T BHBRBE
LR L

(3) YEFARIARRE - Frihs
LR L



VI. E¥ENREICEE9 I8 H

1. MAPREDOHRS. MEX
(1) AREFWGOHRE
AR L

(2) EEMAEEDERR
mMERe L

(3) ERREBRCTHRE IN-OFRE
<HE . ERICET D A >
@/ /OILT/ VBRI R T)LEE 25mg TYD
I'5 38 fh O B 3l A OAGRHIGEIZ B LIRA TR E &R O BRSO\ T« BEfn 55 45 5 A 30
H SR 718 75
yuan~ ) UHET AT VEE 25mg [Y D LAEVERAIZ 7 0 A A — —JEIC LD 2 e 4 88
(Z7ul~2 ) VR AT L LT 100mg) EEEZARSE IR (FEME, n=20) [ HERR OG- L, i
7 an<y ) UERT AT VIR OW TR L7z, 15 b AV 3 e N7 A — 4 (AU C,
Cma x) [ZOWTHEHIIT 21T o 7ofER. A O FRIRISEMED MR S LT,

(4) Bl
MR L

(5) BE - fARODEE
R L

(6) BHER (KEL—a>) @ITICE Y LR ERBEEHER
LR L

2. BUEERISS A— 45
(1) RBHTH%
LR L

(2) RAREREEL
LR L

(8) NAATRASEYT 1
M L

(4) HEEETH
MR L

(5) YUTTUR
MR L

(6) HMBIR
HERR L



(7) MFEARAE
R L

R
MR L

B
(1) mik—RAEFEBE
MR L

(2) Imi%&—RaiERar @Rt
R ERR L

(3) Eir~DBITH
A ER R L

(4) BEBADBITHE
LR L

(5) ZOMOMBHADRITHE
L EERL R L

R
(1) REEPLLR VHREHERR
TR RHTL 3LOKE N Th D,

(2) RBIE5T 2BF (OYP450 %) DHTFE
LR L

(3) NEBEHROERRUZOHE
LR L

(4) REMOFEOERRULE
LR L

(5) FEMERBMOEERI S A—5
MR L

- BEM
(1) HEHERAIR CHERR
e Im NI M CIERRIR (2mg) #5112, 72 REEILANIC 5. 5% 3 fRAICHEME S 7 2,

(2) Bt
VI HEpEhireicBd 25HE 6. Pet (1) JEIERALLOMERS) 22

(3) HEthHERE
VI HEhREIcREd A 6. Pht (1) PR L OWEE ) 22



7.

bS5 U RR—2—ICEHT 215
MG R R L

. BEICKDBRER

MR L



VII. &£ (FERALOFESE) IR HI1EE

AR EZTNDER
WEnHEIe L

L& Of

&g

4

2. FRABRLENEHR (RAFEERZED)

BR] ROBEIIRKG LN L)
BT - FRBOH 5 BE
RBIEEAMETT L TR Y A~ DO EHMEINT 5720, JERDHEEST L2 L0385, ]

3. MEERITHBIELET HHEMALOER L TOEe
LR L

4. BERUVAZICEET SFERALDFE L ZTNDER
BAE S

5. EERENBLZTNDER

BEBEHRES ROBFIIERICEG T2 L)
(1) DER, BIREBXIZOMERO S 5 BE

[F R U T ARMKIEOITFEIZL YD . TN OERPEEST L ERH D5, ]
(2) BRI

(HEREDIN TR H bbb Z R 5, ]

6. EELGERMIE L ZDEARMLESE

EELGERMEER
(1) BUERTFRE DO EE R IFEREREEIC L 2 TEHINME SN TWA 0T, 5IBE3IHAE
TIEVGEL<CEH 1 A AIZ1 A, ENLES EMICIESREREZITS 2 &,
( 2 ) BNEARIEIEICE T 258 13RORICEET 5 2 &,
D) ARANT X D RZBAERIE IS D1EF 1T, IRIGRIETITRWZ LICHE L, ARG
LT 22BN E N WIEEITIE, FIRRESEMOBEY e LiE L2 BEST 5 2 &,
2) B H IR 16 A HEHEL U, Wi T 200G L2 WIGEITIE, DIRER 5%
e L7 2 &y
NRT UK FEND HoNIZEE, IRRLEOARWEEZEZBRBO L, VEITS AR 3
DFE~DERZITH Z &

7. tHE{EH
(1) tREREZDEH
DT A

(2) tRFE L ZDEH
BA=E S

8. EEA
(1) BWERDHE

ARFEAE S A 5 O BIVE SRS D3I & 72 DA &2 52k L TRy,




(2) EXGEMER & HER

(3)

EXFEIEA

D 3 2 M OARE BEEARR) 5 SO ERH LN ZLNRHLDT, ZDLIH7%
a3k b2k d 57 LU E AT O 2 L,

2) IMARHE HEEA) - MAREE O, O, B, TUESE) 2" B b s 2L RH LD T, FER
D BT S a3 Gz ik LY U 2175 2 &,

3) BIERT2¢. FFHEEEREE. BE (WL LHEAT) « AFIRE 1~ 2 5 ARICBEIETXR,
JTHERERETE | BN D & DI, ETICE S TEFINERE SN TWD DT, KEMMTE 3
# AEDR< LS 1 H A 1EL TS EANCITHERERA 21TV, El - IR,
BARIR, 2 BRSO RO bATGEIITE IR G- 2 F ik LT e uE
192 &,

4) HEFRIR. FEFRFBEDBAL, SIME (T BSEARI) - HERIE, FERISOE( LD 5V
MAED D HOND ZENHY ., FHE, 7 T2 R—v A %) \HERER b HE ST
WL DT, MBEECRIEICIER T 5 72 EBISEZ 04TV, BEDRO bhIZ5E12E

G2k 4 57 LEHRMEETT O T L,

Z Db DEIER

ZOHtDEIER

SEE A
£ B B A RT A VIR NS
I G WL, T EE
FF = R RE %
23 g BUN, 7 L7 F=v0 LFH%
ERERBH TP, REH NS
" ® &/ i, OBTTE, WNER, BOIhE
iii} " 2.
B b FF BECNREL, O, (R, TR, BACRIR, Ave, WEM, IR
BaMER SR, ARASE
W R OER BEPR . PRIEASPURG, FIEER S
g & K & HPERER O -
N4 MERIFLEE, I FSH, LH, 7 A AT 0 fEDIK T, Yu o7
F D 5
34 | &
z O i UG, BN T, IR

EDRELESEAICTREGE T2 b,

T 2) SRR ISR T 2 72 EBIE 2 01TV, BEDRO b EIciik 5%
k357 S e B AT Z L,

) RBLIZEAIIIR G2 hIEd 272 S E 2175 Z &,

EDBEZ TV, BE LSS I3RS 2L 22 Sl E 2175 2 &,

(4) HEREFRAREBAERVRRREERE -8

AR L

(5) EWHKRE. AHHE. EEERUVFHNOARFERIDRMERARTEE

HEER L



10.

11.

12.

13.

14.

15.

16.

(6) EYT LILF—ITxT B FBRUVHERE

ZDtDEIER

SEREREA

B B OEY | BB LS
DB LGS G a5 2 b,

. EENDERES

SEE~DES
B ~DOFG- ORI ET NGRS EE T 572 SEEICRETH 2 L,
[— XIS S CIIAFRSREME T LTV A 2 ENRZ W=, I EEN T 2 BF N0 H
% ]

WEim. EiR. RILBE~DOERE
B AN

INBEADRE
BAL S

R RRICRIZTTHE
BAE S

BEXRE

BAL S

BREDIE

HEALEDFE

R B

PTPEEDCHEANIP TP — MRV LTRATS L 2EST22L, (PTPY—F
DFRRIC LD | BOSAENEERIEA~TIA L, S F 2B 2 L CHERIAR S0 EE R
AOHEZOFET S Z ERHE STV D)

ZOMDEE

ZOMOEE

7w b, UHFEROA XIZBWTHETIEREFERRBO LN LW HIHRERH S,

T, BIBREIZT vy MO XTIEEMmET D EVIHRERH DN, ELEy D TIEEM LR
WEWHIHRENRH D,

Z it



I X. JEERIREAERICRE9 I8 H

1. EIEHER
(1) ZFEEHBR(V 1. EHRECEHTHERISH)

(2) BlXpoZEIRER
B AN

(3) REMEEAE
B AN

(4) ZDMDEEHAER
M EIE R L

2. =MHHER
(1) HEEE5EHHAER
B AN

(2) RIEFRESMHHER
B AN

(3) HFEHFEEMHHER
M EIEe L

(4) Z0Htho¥EHSM
M EEe L



X. EEMNERICHT 2IRH

1.

2.

3.

4.

10.

MR
Al 7 S
) FEE—EMEFEONGZEICIVERT LI L

BRNHAR XL fE REARR
AR © 34 (LEtERBR RIC IS <)

frik - RESH

HRRG, [ER

FHREHR N EDEER
(1) EETORYHFEVDEDBERIZDONT

Heze L

(2) ZEFIZI{TEFORYFHNMNZDONT (BEFICEEIREWEFES)
<FTVDLEBY : HEh
(VI Zz4th: (BEA EooiEESE) BT 5HE 14, #HEOEE] 220

(3) FFIBOBEAICDOLNT

Heze L
. REBEHSE
A% L7
. A%
PTP:100%E
. BHROME
PTP : AV E= LT 4 VA, TILI =L
. B—S - REhE
Bl—R% : 7rAZ— (bIHmniEK=5H)
B %h Z2: GEZBIERE) A%k Koy, FRAN a7 a oo A7), 7Y JLxE X R
v /—)
(RISZARSE) I LU UFRE, Va—T7 L) UFRE, BV E IR, 7L
VAN
. EfstEERH
A% L7
WERFARDEABRUVERREES

HAGREAH - Rk 2542 H 15 H

HKFEE S+ 22500AMX0050800

(IRfR7E4) vVxu=nhgE ARFEHB  Frk243H9H
(IRfR7E4) Vv =J8E25mg AGRFEH B : Frk 20429 A 10 A



11.

12.

13.

14.

15.

16.

17.

EmELENHEERR
ik 25 4E 6 H 21 A

(HiRFE4) T o =0
(IRfR7E4) 7= v =7 §E 25mg

PREHTEIIE PRk 21 428 A 31 H
PG E I © PRk 26 423 A 31 H

MEERIHREM,. AERVAEEEENFNFABRVEDAR

Y L7

BEERE. BiMHERAREABRVZORAE

BN BN

BEEYME
A% L7

BREHMHIRERRICET 515HR
AFN IR G HARNZ BT 2 HIFRIZE D HIL TR,

£fEa—FK

Wi HOT (9) w5 | DL BHRIER |\ o o i
Iﬁ:?;ﬁ;gm;ﬁsﬁéj 105365444 2478001F2012 620536526
BRI LD

AANTZHHIN DR FEEHL TH D,




XI1. X @k

1. S|
1) ERAERLSEFERE  No. 30
2) WREEERE  AEPNERL - 2 E TR
3) ERERERE  AEPNERE - IR ERBR
4) FHHEEAARIE R R E  EIEE

2. ZDHDSERE

XI. SEEH

1. EGHNETORTIKR

2. BIMZEIT HERRZIEFR
LR

XI. &

ZDMOBEER
U ERR L



(MEMO]



EARFETT

Y4 st P

SRZMBEPRIE3697E&185

.JL..TC

L)
oféﬂé‘llﬂ':ﬂi??—?ﬁit‘%‘#i
R alam] | XILE] 1-4-4



	表紙
	IF利用の手引きの概要
	目次
	Ⅰ. 概要に関する項目
	Ⅱ. 名称に関する項目
	Ⅲ. 有効成分に関する項目
	Ⅳ. 製剤に関する項目
	Ⅴ. 治療に関する項目
	Ⅵ. 薬効薬理に関する項目
	Ⅶ. 薬物動態に関する項目
	Ⅷ. 安全性（使用上の注意等）に関する項目
	Ⅸ. 非臨床試験に関する項目
	Ⅹ. 管理的事項に関する項目
	ⅩⅠ. 文献
	ⅩⅡ. 参考資料
	ⅩⅢ. 備考

