2024F2 A1ERL (5B3hR)

HARERRDEES

872619

EELAAELI—T4H—L
A ARIEZERIETSDIFSEEESE 2018 (20195 FIER) (CHERL THER

NRAZEHESH

AT HYHALL%FRIEL2

Hexizac AL 1% Cotton Stick 12

AXHYHALL%FEIELG

Hexizac AL 1% Cotton Stick 16

AT HYYeALL%fEIEL2

ANEHYYALL1%HEIELG

#l fiz

HERSRME

WHDIHES

BALLL

AEKLOOMLE HBEIZALAZTIOUT)L
aAVEEREML(ZAIAXTI TS )LaV s

AE®KLOOMLE BHEIALAZIIOVY
JLAVEBIERSML(VOIAFI DU LT

B RE B
B1gE AT, ) FMMELT, T4/~ pH |VERELGESE,) FMFIELT, T4/—
RBAESHT S, L. DL-75=  pHIREFIEZEET 5.
_ m = & IRAFIOUT LAV EEIE (JAN)
. # 4 : Chlorhexidine Gluconate (JAN)
Bl IR AAE R H RERFTAEEA B :2009510A98 | RERFTAEEFAH 201652710H
NS A B B EMBLWHFR B EMBEERNY | FEELWNHFA B FEELERIEK
BREERa 4 B B FTHAH 201062/ 15R8 HTHAH:201656A13R
BLEMRSE (A -
iSRG THEERKA S
R AR 4 e o
ERFERIBLEDERSE
STHREKRAIH Fird
TEL:03-3381-2004 FAX:03-3381-7728
BMLaheREO

SATHEE OFF~178F (. B.fiB. TDMBHEDAREXBZR
EEBFREMITHR—LR— https://www.yoshida-pharm.co.jp/product/

AIFIZ2023F 12 AXET DR XEDREHICEIS/ER L=,
RIDERIE. MILTEEN EERERBSBLEBBOEREERFRRER—DTHERLTEAL,




EERAVFEL—T+r—LFIADFEIE — BERRFEZEHFIENE —

1. EERAEE 11—+ —LIER DERE

EEAEEROERNLGENRRELC,. ERAEERRMMIXELUT. HIXE)1H L. ERRIGT
EE - ZREFOERRFENAEXRBITLEGCERMOBEEFRFERZERAT ARICIE, R XEIZE
BHEIN-FHREEMTIRICHEBLERSVELGHENHY, HELZEDODEREFRIELE (LIT. MR EA~
DIERODEMFBEROCESEICKYEREFTLTETLND, CORICHELFEREBEMICAFTSHDIE
BURRLTERRAVAELA—T+—L (LT, IFERRT) A FELT =,

1988F C A AEREFEIS (LT, BRE) EME2ZNEESNIFOMEM T, IFRREEK. IFLEE%E
ZEREL. TOHRI998FICHRELZMEINEE XA, 20084, 2013F I HREERIEREESMNIFLEH
BHEDOWETEIT>TET =,

IFECEEH2008LLR% . IFIXPDFEDBFHIT—HEL TR T HIEMNRAI LG0T, ChITKY, HAX
EDXELHETAH o5 EICHETDIRILT — 25 BMLIZIFAEPHIRBEEIN S LG ST, RITRD
IFIX. EEREREFLEHE (LT, PMDA) O EEAEERIFHRIRE D RX— (http://www.pmda.go.jp/
PmdaSearch/iyakuSearch/) [CTAREN TS, BIRETIX. 2009F LY HERERDIFOFRERETIT S
HBELTIAVEE 1 —T4—LREIRI1FHREL. AL OIFARMAXEEHTT S IEEAEREL TEL)
NEE-RFFLTLS,

019 DRNXELHEEDERICEDE. IFEEEHERE2018AAKEIN . SHRIEERAEEMOIRTEE
HWIRMEECRETAA AR SAUICEET HIFHMERDT= . TOEFMIREERELT=,

2. IF&EMF

IFIXMANXEFOFEHREMTL . EM-RFMFOERUFECL-THEERHICLER. EEMD R
BEEEOODER. AR D-HDFER. AFD-HDFEHR. ERLDBEEFRAD-HDER. EF
MR EET T DI=ODERENEHNSNHRENCENOERRBHRELLT. BRENEHERERTE
L. RFEFZFD=OICHEZEEROEERFTXILRFTIHELIERITERRMRBREERELTOSENE
#ILMHEMITONS,

IFICREE T AR BEIIXBRENKELIFEERMEICELL, —MOHINEFRERZDEFERNDIFR
MEEESND, 1220, HELEOREZFICEAH L0 RUFIAE B oAl - $IM - IR I NEBEHFIXIF
DEHEFBEEEGLEN, EVMEZHE, HEREMSRBESNIFE., FIRE B O FTME - $I b7 - FR R E A
THEELIC WELGHTEIT LD EVIBHERF OILZANIREL TS,

IFORMIEEFT—HZEREL. HEDRXRTORKBBHETIIEL,

3. IFOFAIZHT=>T

BEFIEADIFIL. PMDAOEEAEERFEHRRREOR—JICEBEBEFANEEIATNS, BELEETE
BRAVAE1—TA—LERDFSIZ TR TIFEER - 2T 20 IFORAZBEZ . ERRIGICAE
LTUWBIEHRAOIFE R CSEE LS OVERZFIC OV TIIEELEDMREADA UV AEA—IZIYFRAEEL
DPABERESE. IFOFRARESOIBLELNHD, Tz, BERITSNSAFERALOEEF(ICETHEIAEIC
BLTIE. IFABETSNDETOR L. HESENRBITIBETANREHASMNICLI-XESE. HEHWVIEEED
EERBERIREY —ERFICLYEFIMEGONEHFT HEELIT. IFOFERIZH->TIE, ZFTDRTX
E4#PMDANCEXE HEEBBERREDR—CTHRTIVELNH D, BH. BEFRALCRLEHEOERD
ROLEREINTLAIV.G. BRERAEI®CIXI. SEEHL. X #FZCETHEEFEERBEZIT TG



WEBRAEENDEAHY, EDIMYKEWVIZE T+ BETNETH D,

4. FRAICKRLTOEER

IFEREXEBICBVTRMNY ENTERVERGFERRELTERLTWVZE LV IFILBREDESE
ERT. AZEEROBERTXIRFTITEDDIEENMER -RIET 5. ERMBIERAD=H DM
BMTHOHIEDMEDITEN., BFH-REICIEERL. ERHSFSFORE. AWERVREEOEREICH
I HEEDOLERAORTERIRETFIATAR S BERFI—F-FT-TSIOT(RZEDHINE—FREE
RIFEDER/EV REFRIREFDH RS/ TR REBREOERZNOREFICEHT HBEHMRMEICD
WT RELEAERRFENSDORDICIELTITICERFELI AN ESNTEY . MREADIUEE L
—PHLOXBBAELGECEY. FIREBONIFORARERERSEINELDTH A LERHLTEIRIT
NIFELLEN, WEGEMFONDEROMPHRNEHIEL. TOEFHUEERKE. EREABICHETS
BIEFERAZERERTHEERFIEMOARBFTHY., IFEFIRALTEERBEREICMIEHSHDICL TV ZEE
LY,

(202054 B 4ET)



L. BRI T BIEHE ..o ceeeiiiieeeeeeeeeese e e e e e sessennnnaneees 1
1. BABBODERIE ..ottt a bbbt bbbt e b en b et ersentenseneens 1
2. B B DD R P RIIEIE ..ot et e ers b enes 1
B, B R DD B B I I .ot e b bbb e e ae e ae e ae e raeebaeernenn 1
4. BIEG AR T AT RERE oot 1
5. AREURUFE - FERALEDHIBBEIE ..ottt ee et 1

(T ) TR R G ettt ettt ettt en 1
(2) B A EDBIBRZEIE ..ottt 2
B. RMPDAEE.........coeivieeiereerietecteetiete ettt et et e te st et et e st s be st e s anbe b estessensesbensessantensessensensensensenes 2

I, BFRICBIT DI ..eeuueeeeeeeieeiiieiiieiieieieieeeeieeeeeeeeeeieeeeeeeeeeteeeeeeeeieseeenaees 3

LI TSR 3
(G D 1 2T 3
G2 ==X OO 3
(BYBFRIIEITE ..ottt s eee e 3

2, B et e e b e e te et e e b b e e b e e b e e b e et e et e e b e e b ae b ae b e e aeeheerseeeraeebaeeraenn 3
(1) BB (BEBIE) oottt 3
(2) FE BB (BEBIE) oottt 3
(B) AT L ettt 3

O - 5= A = &7 3 5= T U SO SOURSORUSURT 3

4. BFRIBRU TR .ottt b e e bt e e ba e bs e sateeaabeen 3

5. (BB (BHBIE) NUTZRE ...ttt ettt ettt eb et besb b esens s enes 3

B. BB, BB BB . BB D et 4

M. HESITBITBAIEE cceeeeeiieiiiieieceeeeeeeee e eeenneeeeen 5

1 B B B E R oo e e e be e re e ar e eraeer s e e s e b e e b e e beenteenneenns 5
CIDFMER IR ettt ettt 5
(G223 1 TR 5
(CCD L TR 5
(A) B (MR T BEEIET) oot 5
() B B BB T B oottt 5

(B) ZBRARE ..ot 5



(7)FDRED ETTTRIENE ..o 5

2. B S DB G T BT BRI oo ss e ern e e re e 5
S, BRI DR R R R . BB oottt e re e e e e ae e ae e raeebaenrnenn 5
() BRI DFETRERERIE oottt 5
(2) BRI D TEBIE oottt 6
V. SHNCEE T DIEE c.oeeeeeieeieieeeecee e eet e e 7
L - 12 S 7
CIDVFUTE DI BRI ..ot ses s 7
(2) BIFUD IMERTLTMEIR ..o 7
(B) BT ettt 7
CAYBUBUDMITE ..ottt 7
(B) FE M.ttt 7
2. BUEIDFAR ...oooveeereeereeereeceeceeee e eee e et e e rteeseeesaeetaeesesbe e beesbaesssesaessaeesaessesseerssesseenraeeraenn 7
(DBAED CEERD) DEERUTTIIF oo 7
() BB R B B MBI .ottt 8
(B BB oottt 8
3. BB IRDARE IR E ..ottt b ettt err e ene 8
A, FHE coeveeireeeeee ettt et e a et bbb b et eb et et e b e be b e b entenbenbentensensensenes 8
5. BAT BRI DD DI ...ocv ettt ettt ettt b bbb esens s enes 8
6. A D B R T B T DRI oottt e ere e s ssers e aeernere e 8
7. B R U B B R D IR T oottt ettt ettt et eb bbb easens e enes 8
8. DB A ZIL CHIERIEEIZEIE) oottt er et ess e ens 9
T3 5 | i TSR 9
10, BB et b bbbt eab et et eabentenseneens 9
() EABNDELGRR-TF. NN ER AR - QR TAER. oo 9
(2) LA ettt ettt ettt ettt ettt n et teaees 9
() P B B B oottt 9
(A)EBEDIE ..ottt 9
11, R R L B B ..ottt r e be e beeneenns 9
L 172 1 S 9
V. ABICEIT BIEHE ..cccccceeiiiieeeeecceeeciieiee e e e e e e e e se s nanneees 10
1 BB I T R ettt ettt e e e e e et e be e b e e s e e b e e ba e seebeesreenneenraens 10
2. R R R E T D T et b e be e aeenns 10
B, BRI E ...ttt et et et e e ae e ar e e st e e b b e e raeea e e b e e nbeenteenneenns 10

(1) R R U B DBRER ..ottt 10



()RERUVAZORERBIE - ARBL ..o 10

4. R R U IR E T B T oottt a e e e b e aeeneesaeenraens 10
117 N 5 - USSR 10
QD237 3o e WA Ly e OO 10
(2)BEERZEEIEERER ..ottt ettt ettt ettt 10
(B) B R R TR IR R ..ottt 10
(A)BREEBIEEER ..ottt ettt ettt ettt ettt 10
1) IR RREEERER ..ottt 10

2 ) R R R oottt et teaes 10

(B BB TR RE IR ER .ottt 10

1) FEAMERE (—RERRERE. REFEARRE. FAMRLEERAT) . RERTERT
—AR—RHAE ., AR R BE R BR D TS .o 11
2)ARBEHELTERFEDABTRIEERLIZAET -HBRDOBEE ..o, 11

(T Dottt ettt ettt ettt ae et et ne et et et te et et et ereeaetenean 11

V. TR B g ATE E ..ottt eeeeeeeeeeeeeeeeeuunennnnesssaaaseseeeasnneennnnns 12

1. BEPHICEEDDIEEYIIUTIEREIEE ..ottt sseeeraens 12
2. BRIBIE . .oociecereeeeeeeeee et b e et b e b e e b e e b e e ae e e aa e a b e er b e e b b e eraeern e e b eenreenteenneerns 12
IO ERERIL - VERBREES .o 12
(2) N TR T T D a R EAE ..o 12
(B R A IR R R - B ] oo 13

VI, B BT AT .oiiiiiiiieeeieeeeeeeeeeeeeteeeeeeeunnennnsesaaasseeeeeennneannnnns 14

1. HIEBEEDIERS ..ottt ettt e eae e teebe et e erseneess e s e beern e teensennens 14
(1) BB EBIEIIIREE oottt ettt 14
(2) B RS R TR R AL SR oot 14
€D === OO 14
(B) BB BB DB oottt 14

2. BRI IRBU ST A oottt et e e re e ar e e rb e e b b e e ra e e a e e b e b e enteenreenns 14
QDL % i~ 14
(2) WU EETE B ..voveceeeeeeeeeeeeeeee ettt ettt ettt e ettt ne et te et et et et e et ene e ene e eaenes 14
(B T RIEBETE B oottt ettt ettt ettt 14
(A) DV T TR ettt ettt ettt e et e ettt ettt et et e et ettt enteeaea 14
oY LS - OO 14
(B) ZE L.ttt ettt ettt ettt neeae et et ne et et et neete et et ereeneteneas 14

3. BHEER (TR L =3 ) B oottt eae e bt erbesbe s s easesaeaes 14

() BT T3 oo ettt et e et et e ettt ettt e et e e ann 14



A TRUT oottt et et e e et e b e be et e e be e b e e e e b e e as e be e b e e be b e e as e b eeaserbeebeertebeeaseraeeasenaentes 15
B BB creeereeteer et ettt te e b b e b er e e b e e bt e b e be e b b e b e eR b e b e aeerseeaeerbe b e entenbeeaserseeaeeraentes 15
(1) R BB PT B IR ..ot 15
() I R B B T T IR ..oeeeeeeee et e e e e e e e e e et e e et e e et e s e e s eaneseaeas 15
CC DL s NV T = & o RO 15
(B) BB AN DFEITIE oottt ettt 15
(5) FDHEDARIE AN DFBITIE .o 15
(B) M B EIHE B TR oottt ettt ettt ettt 15
B. BB oot e a e e b b e b e eabe b e e aeera e aeerbe b e ertenbeeaserneeaseraentes 15
(1) R B BT B R B B oo 15
(2)RBICRE T AR (CYPE) DD FIE. B LI e 15
(B) I E B B R D T N F D B B e e e e e e eeeeeeaeas 15
(B)RBYDFEDEERUGEML . FTELLER e 15
T BB oot b e et e b e e s s teer b e b e enbebeeaserbeeaeeraentes 15
8. P U RTR—A— BT DI .ottt ettt e be bbb e esaeae 15
Q. BT EITRBBRIETE ...ttt et sre et e e re e ar e e st e e b s e e e e e a e b e e b e enteenreenns 16
10, B D B R T BB et ae e re e ereenbeens 16
1A DD oottt et r et et et beebe e b e ea b e b e beeba et e er s e b e erbenneeteebn e teeneensenns 16
VI. Rt (ERLEDEES)ICETAEE ..o 17
L3 S /oL ] TP 17
4= U b e () L == USRS 17
3. RIS BRI E T B AR E T DI ..ot e e ae e 17
4. RiERURAEICEE T DR E T DI ..ottt et erae s e sreeeraens 17
5. BELGERMEREETDIERR oottt ea e e bbb esbe s eneeareaeae 17
8. B D R E AT DB IR T D R e e 17
() BB E B E B D D R oot 17
() B R B BB T BB T oot e e e e e e e e e e e e e aa—as 17
() B B P B .ottt ettt ettt ettt 17
(B ) B T DT oottt ettt ettt ettt eneeaens 17
o)L =2 2RO 18
(B BBELIR oottt enes 18
(7 N R ettt ettt et ettt et e e te ettt teeteenea 18
DT =1 .S 18
7 BB R oottt e b e eabe b e era e beerb et e erbe b e easeraeeaseraentes 18
(BB REFDIRE . ....ooooeeeeeeeeeeeeeeeeeeeeeeeeeee e 18
) BB EFDIRE . ....oooeeeeeeeeeeeeeeeeeee e 18

B BER oo e 18



(D ERGEMERAEFIHAIIEIR oo 18

G 0 oY= L3 == OO 18
0. B R IR I R T B E T B oottt s e e e e b e b e e be e aeenns 18
1O, BB ..ottt et a bt e bbb e ert e b e eaben e teebn et e eneennens 19
L 1 I 2 3= — TS 19
L 1) (1) B oy G T 19

(1) BRI I TEE D IEER ..ottt 19

(2) JEBE IR IR ER I TEE D CIEER oo 19

IX. JEBEEREAERICBIT AIEE ..o eccenreecssneeeesnnas 20
1 BRI R R ..ot e e e e e e b e e teerbe e b e e s e e b e et e e seeseenseenneenreens 20

() BEINZEIBERER ettt ettt ettt ettt et e st eneeeeneeneaenes 20

() R R I BB oottt ettt ettt eaenes 20

() F DD EEIREER ..ottt ettt e ettt eaens 20
P -2 - ¥ USRS 20

(1) B AR S B IR B .ottt ettt ettt ettt aeeaeneeaens 20

() R T T ER oo 20

SR - L= o OO 20

(A)DVATRTESRER ..ottt ettt ettt ettt eanaes 20

(B A T A T T ER .o 21

(B) BT RIBIETRER ...ttt 21

(T)FDHEDEEFRIENE ..o 21

X, BB EEICETAEE oo csieeeseeeecssaeeeessneeas 22
1. BB Dottt r et ettt er b a bbb e bbb e er b e b e ea b e s e ebeebn e teeneennenns 22
2, A TIHAE. oo et e be et e b et e e e e s ra e s b e er b e e b aeeraeea e e b aenreenteenneerns 22
IR 37 7] 5 5~ RSOSSN 22
L) E Y o/ Dy 22
B BT EE R ccveoeeeeeeeeeceeeeeee et e re e e e st e e b b e e ra e e a e b e e ebeenteenneenns 22
B. BI— A FIFIEE ...cooereeeeceeeeeceeecer ettt esbe e re e e e e s te e areessessaeesa e e s e e s eenseenseenneenns 22
7. EBEFEETE AR oottt et et et e e e e e as e ab e e st e ebaeeraeea e e b aenbeenteenneenns 22
8. HERFABFAQARVERIAES ., XMBELIWNHFERA L, RFEFABEAD...c.cceeeee 23
9. ZHEEX IS REM., AERUVABREEEMEDFABRVEDHER ..o 23
10. BEERR . B R AR EAB RU T DRE .ottt ee e e ens 23
11 BB ..ot e b e e te e be e b e e b e s b e e be e se e aeesaeenneenraens 23
12, BRI FIBR B T BIEER ....cv oottt ere et et e creeae s eneeteere e reereenne e 23

1. BT R ettt r e s e e a e e s b e sneesrenas 23



R T . BB ..ttt iete et eeeteteesanesassassnsssaensenssnssenssnsnnssnssnssnssnnsnnsnsssssansenssns 24
1 B BT . c.eeeeeeeeeeeeee e eeeteeee e e et eeeuteeste s e eeanteantesaeeseraeeateesatasesteaenteentesenesanaeestesennanenes 24
2. FDHIDBESTER ..o eeeeee et e eeeeesatesesteeesesesaseseasesesesesassssaseeessesesssessseeesnesennees 24

X I . BB o eeeeeeeeesssssssssnssssssnnsnnsssnnnnsnnnnnesnnennsannnes 25
1 T B DD B T T R o eeeeeeeeeeeeeeete et e e eeeeueeesteeeeesesaeeateesesaseseeeeneeessesenesanesessesennanenes 25
B L) Nt b Y17 St - RSP P PR 25

R T . B ... ieiineeee et et eeesenesanassnssnssssssesnnsssnssnssnnsassssssssnsenssensssnssnssnnns 26
1. BAF- REIEICHEL CEE R ZE TSI ZH =2 TDBEEE ..o 26

() B ettt ettt ettt e ettt e et et et e et e e aas 26
(2) B E - R B M R IR I B F o —T D BB oo, 26

2. TDMDBIEBTR ..o 26



B% S

CYP Cytochrome P450
LDso HHHIE (Lethal Dose 50)
AFVYUMMERERTF VKR
MRSA
(Methicillin-resistant Staphylococcus aureus)
RH HxEE (Relative Humidity)
RMP EERURYVEEE (Risk Management Plan)




I. IECRTHEE

1. AROER
JAANFIDUIE1954F A F ) X LCLHAEFT DDaviss 12 &> THFKE SN f-bisdiguanide bt &¥ITH 5.
20w/voEEDKBRELTIEFEI0HIE (1981 F) AL AARERAICIE SN . BHOBKEETHES
FlIELTRASA TS,
AFHYTALI%EEE12(E, 70NV LAV BIEE AR S ELTIWNVNE R LEERER
BIZERIEEHAT ATV IALRIGTIREEREL T B RURBRAZEHEL. REMRER.
A YEHRIFEHARZITV. ERAERGRELTER2IFI0AICRRBZIFL- (ERFEF03310155
EERLSBRRBEMNCEMITEIAB) ICEDIERRHE) . F-ATHFVIALI%HREI6(E, AXH D
AL1%FRE12ZIREREL T, LERERAKRICERAERMELTEM28F2RAICARBENEL-(XEH
F03040045EXRMBRBHM (FR21E3A4R) ICEDERERE)

2. WEOARERPNIEE
D MEBBHT—TIVRIAEBGEMET VAT /N ZAEFIE LD K EHEISELTLNS,
@ FSLBUE EUE. EE. #ZERUHBV-HVEZEL -2 I ILRIZEZTH 5.
@ FAERIEIET. M OHEHELDH D,
@ 2OMANFIOUTNAVBBEOERGEMEREL T IV 7FH 74537 —DHESN TS,

3. S A0 HWAIFHREYE
@ REMETHD,
Q@ EFIZENTHD.
@ BAERAEFLABZIHEELTLS,
@ 7aAFIOUERBELIKWVEEZFERALTEY. 7ALAFT OOV DREERETIXADNELY,
® E&KEAEDEEKNILY,
® BEaZnfdH. AREOEREROETAINEL,
@ HAHEICHERTELDT FEDOE LTINS,
HEERICHELTLS,

4. BIEFEAICEALTAMTREHFMN
BIEERICEAT5EH.
EFEREETFS10%F
RMP i3
EBMOYRI&RIMEFEEELTERSN TN E# -

aE

EREEEMITEM (BIARIBTR)
REFEREETRS1 i
RIRER LDBEEEEM "

5. KREHRUTE-HALONHREHR
(1) REGH
AL



(2) - A L O HIREE
BB

6. RMPOHEE
ZLLAL



I. &9 51EH

1. RFER

(1)4
ANXHYIALL%HEME 12
AXHYIAL1%#EHE 16

(2) %4
Hexizac AL 1% Cotton Stick 12
Hexizac AL 1% Cotton Stick 16

(3)BAMDHEE
AXHFY HONAXI DT LAV BIEDT SRR — L
AL: 7 )La—)L(TH/—)L)
1% : JOIUANXI DU I aVEIEDRE
fRAE 128N 12mm DR
#2416 1N 16mm DR

2. —f4
(1) M4 (w4k)
20X DUG )Lar B (JAN)

(2) %4 (WA%)
Chlorhexidine Gluconate (JAN)

() AT L
TBH

3. BERX I TRHR

COOH

Il CHOH
NH NH NH NH ¢1-10H

CH20H

CHOH
(C1\>’*}NH%-NH<:°NH(CH:)6-NH(ﬁ-NH(}:-NHO ci| «2 §HOH

4. 3 FXRUDFE
4 F = : C 2oH30ClaN19* 2CsH1207
2F=:897.76

5. L4 (@RR) X EFE
1,1" -Hexamethylenebis [5-(4-chlorophenyl) biguanide],di-D-gluconate



6. [EHA. Jl4&.BE. . EEES
JOAFIOUT )Lar—k
CASZ£%&E S : 18472-51-0(Chlorhexidine Gluconate)



II. ARG I<EET HRE

1. MEEPHEER

(1) 548 - AR 12
BHE . KBRELTHEEL. ED20w/vH&IL. BE~HEBDEFEHGET. ITHENIFEL KRIEFHD,

KIZEHOTRRIZERT S,

(2) BTy
KX L EEEL (100) &BFIT 5.
20wiv%i&R 1mL [ETH/—)L(99.5)5mL LR XIE7 b2 3mL LIFERIT 508, AEDEFHE M
THEERET D,

(3)WimtE
ZHLan

(DOBR(PRR.BR. EER)
ZEEHGL

(5) BRI EFRHE E X
ZEEHGL

(6) S ECiRE
ZEEHGL

(7)Z DD X7 RIEEY
(BRZ7AIAFI DT IILOVEIR K (20wWiv9e) )
tb & d;:1.06~1.07
A 5.0mL &K 100mL [ZADLIZED pH:5.5~7.0 TH D,

2. YRS OBEEHTICEITARENY
(BRZ7AIATIOUT LAV EEIE &K (20wivee))
FIzk-oT4-oOOF7 Y oEERL,. RRIZERT S,

3. AMH S OHERHRE, EBE
(1) BRSO RERHBREY
(BR7AIAFIOUT LAV ROHERRERICLD, )

(1) RFH0.05mL [CAR/—)L5mLZMZ. BFRFAKR ImL XU 8 mol/L /KE&EF R LK
IMLZEMRASEE, RITEFBEET S,
(2) RFHO05mLIZK 10 mL RUBREASH () KR 05 mLZEMASEE. AEBDBREEL,. 2D

MBRITHET DFETMRT HLE. REBREET S,
5



(8) K& 10 mLIZK 5mLZEMZ ., KAL, hERELEMNSKERIEF R LEKR 5 mL &< 1200
ZHLE BBOIBEELD, COKREHBL. FEBYEKTHEL., EHT-T2/—)L(7-10) H
L. 105°CT 30 7 HEEE T HLEE. TDORIRIE 130~134°CTH 5,

(4) (3)DAi%%E S5 mol/lL IWEERBE AL THILIz&. CDi&K 5 mL [CEFEL (100) 0.65 mL RUHT
FZICZRBLIZ7z=)LERS DY I mLEMA . KA LT 30 HFEMEAL. Hi&. ASRXETHEZE
CTHLE RRENET D ERETAML. 2% 10 mL ITAML, FHERDVEFMATAET

Bo MR ASABTREZIIY MHLERESML. 12T HEE. TORMAITH 195°C
(57f%) TH B,

() BB SDEERY
(BARERAIOIAFIOUT I AVBIEBRDEEXIZELD)

@ K& 2mL ZIEREICEY, KB ETRREEL., REYEIEKEE AEEEE 60mL ITEH L.
0.1mol/L BIEXEFMTRET D (BRERTEE) . AHRDAEZTEHEREFITLN. HIET S,

0.1mol/L ;815 F&EE 1mL=22.44 mg CzHz0Cl:N10* 2 CsH1.07



V. #&|IZE83 51EE

1. &l
(M FIRDORA
HERS RS

(2) HE DR B UK
ANEHYIAL1%IRHEL2
SR
HEESRWETHY . MEBELRH-Y2mLOERNERL TS,

E2 7N

ARIZERELTWWSEIE, EEEHADKT. BELZIZELWAH S,
AT HYIALL%HEIELE

A%}

HEESEWRETHY., MBELIRH Y3 SMLOERNEZZL TS,

20N
A@mITERLTWSEIL, BEFZHDETHD,

(3)#AIa—F
ZHLan

(4) &F DYt

AFXHFVTALLWIRE 12, AF YU TeALL% R 16
pH:5.5~7.0
Ltk & d3,:0.866~0.872

(5) Dk
AFXHYIALL%HRE 12, AXH Y IALL%ERE 16
AEIIEAERAERRBREZICEALE-ERTHD,

2. HHIDOHRL
N FEDES GBHERS) DEERUVFHNH
ANFXHFYDeALL%HRIEL2
BHRS =LY Al K=
ARBRLOOMLAF HEVOIAFS DU IILIVEE | 8 | T2/—)L, RE1ARHY
FEML(VOUAXI DU L aVERB1gE ST, ) pH FAEEH ARiBE®&R2mL




ANFHUTeALL%FRIELG

B Ei=L7.N AInE| EHE
AiF®wI00mLE BEIZAIAFIOUG ILOVEEE | 8 | T4/—)L.DL- | #BE1EHT-Y
BEML(OAFI DU LAV EsE1gE ST, ) To=2.pH Ff | KiF#&3.5mL
E
Q) EREFORE
ZyLAaL
3)&#E
ZyLAaL
3. R BREROHERRUETE
ZyLAL
4. hifm
ZyLAL
5. BEATHUREMDHS5EHED
4-HoOyF=yv
6. BHDBREEHTICHITIREM
AT HYyHALL%HREE 12
HERDIESE REFEEHE R7FHARE RERRE R
TRTHEEIESL.
HRFHER 25°C 24 4 H SIR—rIqIL LB
= e 7 ¥ = | 24 7 ARIBIEATH ST I,
40°C FTARTHREISHESL.
e 3 SIR—hIqIL LA
MR /75%RH 75 ) ¥ 2k 3y AMREARTH -9,

AIEEE IR, B . pH . I8/ —LVRE. EE

ANFHYIAL1%IEIE 16
HERDIESE REEHE RTEHAR RERRE TR
FTARTHEEISESL.
-1 B 25°C 24 SIR—hIq)L LB
RRRFER A2 = | 24 AREAENTH T 9,
40°C FTARTHREITESL.
SRR E 6 SIR—,I L LA
2R /75%RH 75 7 ¥ == 6 7w BEIRERNTH-1- 9,
BIEIER IR, RRR. pH (LE. IS4/ —ILEE.EE

7. ARERUVBRROREML
ZELEn




8. i L DESEIL (MBILFHEIL)Y
TIWAVBIBLUNDIEAF Y ROBE, REE., REEKER, VTR E DR, Ca?t Mg? " B LLITHE S

BEDEERATY. BTV FLI—IVE 7y REBREFT M) LBR REFVI—FFICKYIRER
EHTHENDH D, Ff=. pH8 L ETIKBRZEITH T 5,

9. BHHY
EE BN

10. BFE-8%
MEABISDELRER B, BB LEAR- - EICHETER

ZHLan

(2)a%
AXHYIALL1%#EHE 12:1 KA x50, 2 AA x50

AFHYYALL%HRE 16:1 KA x50

() FHER
HHLLL

4)BBOHME
ANXHYIALL%RIEL2 : SIR—FI(ILLE (PE, 7ILE)

ANXHYDALL%RIELE : SIS R—FI(ILLE (PE, 7ILE)

11. RSN IEME
ZEEL

12. Z0ith
ZUEHEL



V. BaRICEI 5EE

1. DEEX TR
FiR-EEDHES

2. DHREX I RICEEET HEE
BRESNTULVEL

3. AERUVHAE
(M AZRUVHAEOREDSR
FH-REDHEEZICE. EEE I BREEEFEFRT 5,

(2) RERUVAEDHRERER- R
ZEEMGL

4. BERUVAEICEETSEE
BRESNTULVEL

5. BRERAEE
(1 ERETF—81\vr—
E4=]9AA

(2) ERPREEH R
ZEEMGL

(3) B RICIRFRHER
ZEEMGL

(4) HREERIEER
1) ARG ER
ZEEMGL

2) REURBR
ZEEMGL

(5) BE - REBAFER
ZEEMGL

10



(6)aMmAIER
1) ERARREE (— R ERARRAE. REERARERE. £ARRLEERAE).
MERFTRT SR —RARE. WERFRERSBRONE
ZELEL

2) RREHELTEBTF RONERSRBLLHE- HROBE
BELGL

(7) 204
BB

11



VI. EHEEICEIT HHEE

1. RBEZHICEESHSLAMX KL EYE
ANUHILazZD LIGEY

2. REER
(1) {ERELL- tE AP
O AR v
ERECEHEOMREICEEZSX. MIBERS OFATEMRH CERBEEECL. WEEA
(REERETY . SRECEMEBADIV /N VEORBEDILEERECS EISKY EERET
ER

QBHEERY

LEEEOMEMIERTEN. BT SLABHRICIHERETLENTH D, VS LBRMERICHLE
MERECREERZRIN. VS LBERAICLRTREAICESDH S, VS LIEEREDSS
Alcaligenes., Pseudomonas. Achromobacter, Flavobacterium B EIZIEENICEBINEKLH D, 3F
R EOFMIZITENTHD, BREICHLKFRTERHREER,. 7L I3—ILBARTIARGRE
ERDH D, EREDEIHLMENETT BMHEEIYBE ., VMLRITHTEDEHEELTL

AN

(2) EhE RN T 5 EBRE
ANEXHF9DeALLWIRIEL2 R U AF YU IALL%MEHEL6 DR S BREEOHME - B ICxT 55
BREFRFBFRRERICTRELEZER. TRXTOREERICKH L TIONHEDOIERATRENRE
Lz T  RHIOMBEMRZ R/ REFHELLRE (MIC) BIEZTHML-ER. EREIZENTE
REMNENZEDHLNT,

ORBFRMBIEEDRER

ANEHFYeALL%FRIEL2T
A E* FERE (7))

Staphylococcus aureus ATCC 6538 30

4'5L. | Staphylococcus aureus (MRSA) B PR 73 BERR 30

Pt Staphylococcus epidermidis JCM 2414 30

- Enterococcus faecalis JCM 5803 30
Pseudomonas aeruginosa ATCC 15442 30

AN Pseudomonas aeruginosa TR BERE 30

BZ£E | Escherichia coli ATCC 10536 30

Serratia marcescens JCM 1239 30

X 2353 Candida albicans ATCC 10231 30

12



AT HvYeALL% faiE168

A E% FRERE (7))
Staphylococcus aureus ATCC 6538 30
4'5L. | Staphylococcus aureus (MRSA) B PR 73 BERR 30
Bt Staphylococcus epidermidis JCM 2414 30
p— Enterococcus faecalis JCM 5803 30
Pseudomonas aeruginosa ATCC 15442 30
AN Pseudomonas aeruginosa TR BERE 30
BZ£E | Escherichia coli ATCC 10536 30
Serratia marcescens JCM 1239 30
R 2353 Candida albicans ATCC 10231 30
QMICRIEEDHER
AEHF9IeALL% FFIEL2T
HEAE % MIC (ug/mL)
Staphylococcus aureus ATCC 6538 3.1
4'5L. | Staphylococcus aureus (MRSA) B PR 73 BERR 31
Bt Staphylococcus epidermidis JCM 2414 1.6
p— Enterococcus faecalis JCM 5803 6.3
Pseudomonas aeruginosa ATCC 15442 50
AN Pseudomonas aeruginosa TR BERE 25
BZ£E | Escherichia coli ATCC 10536 3.1
Serratia marcescens JCM 1239 50
EE 2353 Candida albicans ATCC 10231 12.5
ANFHuTeAL1%HRELES
HEAE % MIC (ug/mL)
Staphylococcus aureus ATCC 6538 3.1
4'5L. | Staphylococcus aureus (MRSA) B PR 73 BERR 31
Bt Staphylococcus epidermidis JCM 2414 1.6
p— Enterococcus faecalis JCM 5803 6.3
Pseudomonas aeruginosa ATCC 15442 50
AN Pseudomonas aeruginosa TR BERE 25
BZ£E | Escherichia coli ATCC 10536 3.1
Serratia marcescens JCM 1239 50
EE 2353 Candida albicans ATCC 10231 12.5

(3) 1F P S B BRe ] - AR RE ]

ZEEHGL

13




VI. RMENEICEIT SHIHE

1. M BEOHS
(1) LA o
BALAL

(2) R BREABR TR S N fo bR EE
BB

(3)hEi
ZUBEHEL

(A RE-HRROEE
ZEEMGL

2. BYREERI/FA—5
(D RITAHE
ZEEMGL

(2) B AR FE E 21
ZEEMGL

(3) HEREEEH
ZEEMGL

(A)OUT732A
ZEEMGL

(5) A HEH
ZEEMGL

(6) F D4t
ZEEMGL

3. B (KE2L—s a0 R
(1) FRHT A%
HUEBLL

() NFA—SEBER
ZEEMGL



4. IR
ZUBERLL

5. 9%
(1) Ifn % - A S P & B 1
ZLERLGL

(2) I #&-Fa B BAFY @B 1%
ZEEMGL

()AL~ DBITHE
ZEEMGL

(4)FEEA~DBITHE
FZUBEHTL

(5) Z DI DB~ DFBITIE
ZEEMGL

(6)MIRFEAHKSE
ZEEMGL

6. i
(1) R BER AL B UM R B
ZLERLZL

(2)RBICEAE T HBER (CYPHE) DS FE. HFEE
ZEEMGL

Q) NEEBHROARREVEZDEE
ZEEMGL

(A)RKEYMOFEDRREUEMLL, FHELE
ZEEMGL

7. B
FZEEMGL

8. MoV RAR—E—ICEE I H1FH
ZEBEMGL

15



9. BNFICIDBREE
ZUBEMGL

10. REDEREHRTIRE
ZUBEMGL

11. ZD4h
ZUEHEL

16



VI Z2M4 (ERALOEEF) ICEET SRR

1. BEARETDER
BRESNTLVEL

2. FRAREETDER

2. ER(ROBHICITBRELELCE)

21 7ALAFIOURE T UBBEDBREREDHLHE

22 . B E(NE.pE A B ICIXEALGNIE [BEHEBRUPRERFICHLTEEE
FALGEE. #EE, #iEEEERT LN H D, ]

2.3 BE. BB, OEZOMERICEFERLEVNCE [(YO0UAFOSUREDESTIBEL~DER
[Z&kY. 2avy. 7FH 7455 —DERDFEENHESINTIVS, ]

24 BERBERUHECIEERLEVIE [(RIREREET 5. ]

25 RIZIEALGVNE [ARESEDOREZTZRTSTNAH S, ]

3. HREX (I RICEET HEE LT DEE
BRESNTULVEL

4. BiERUVAEICEETHEELZTDEE
BRESNTLVL

5. ERGERIERELTDEE

8. EELGEFRMIE
AV T F 45XV —FDREEFANT S0 FAICELTIEI/AAAF OO URAFIZHT S
BEEDRERE. EYBBAEDHEIC OV THILGMZEITICE.

6. RENEREFRIHBEICEHISIIE
(N AHE-BIEEFEDOHLEE

9.1 AHE-REEFOHLIBE
9.1.1 EMBBEDREEDNHSHE (VOIAFIOUBAIZH UBBEDBREEDHLHEZRS

912 MREDTFLUILX—EKBOREE. REEDHIE

(2)BHReEERSE
REINTULVEL

() FFREfE =R E
REINTULVEL

() ETEREER I BE
BESNTULRLY

17



(5) 4%
RESNTULVEL

(6)1R3L1%
REINTULVEL

(7)IMNR%E
RESNTULVEL

€1 ik
BRESNTULVEL

7. HEEH
(RS ETDHEE

BESNTULRLY

Q)BFREELEDEA
BESNTLRLY

8. BlfEMA

11. 8l4EA

TRREBUGREZITICE,

ROEMERADSHOONDENH AN T, BEZT7ITTN BENROONBEIZIEREHLE

(1) EXGEIER EMBER

11.1 EX%LEIER
11.1.1 23y (0.1%XKi#E) . FFH245X%>—(BEERH)
mMEET. CARE. FIREEZEAHOHONI-IEES . BELIZFEARAZTIEL., BYILTLEE

p—~

122¢&,

(2) T D DEIEA
11.2 =D EIEA
0.1% K SEE A
BBYE | . CAKRS
KRE RIBEIK

O. BEREHRICRIZFTEE
REINTULVELY

18




10. BE®RS
LA

11. BERLEDIE

14. BMALEDZEE
141 RAERMOER
14.1.1 ME-RAZEOFEENE IRBEERTRBIELIOT, ThohMfFELTLSEE
(E+RTHRVNEELTHLFERTHIE,
14.1.2 ABFEIIAFOREEREZBOIDOT, A ERVELELTHLERTHIL,

142 RAERFOIEE

14.2.1 FAHZITEONFERTEIIE,

14.2.2 ERARAGE-SIZEOHEEE) | BREBFRA BEB-SMEROEEE) ICIXERALE
W&,

14.2.3 RICABHEWKSITEETHIE BRICASIBEIELICKKETEIE,

14.2.4 TR/—LERIZKEIZRIFBYBELIOSNIIGE . HIE~DOFIH., SBREFEET
ZENHLHOT, CHEEXIIRABFERTIEEICE. ZERORAITEETHIL,

1425 R—8MIICREFERALIZEEICE RIEFICLIRERNEECTENH LD TE

B35,
14.2.6 BINMELHY., BEOBRELH DO, AR (BRARFEAZILESD)ZIE+HHEE
35,

14.2.7 BRARFEFERTIERICIIAFIEHZESE . 7L O—ILEAKOIBERERL T,
HERAYTHIE, BERARICKDERNEHARESNTIVD,

14.3 EXFEREDEE
AEIDHBEL-AMERBEREFN)VLEDERREZAFITEAT L. BEADUIN
TEBHIEL DD, EAICITBREFTN)VLEDBREREAFINELTHD,

12. TDHDZFTE
(1) EREREAICE I UEH?

15.1 BRERERICE &R
2OAFIOUG LAV BIERBIOFERIZKY avIEREFRILI-EFDSHHEHIIZ DT,
MFERICHIOMATODUITEHENL IgE AR E SN -EDBRELH D,

(2) FEERERFBRICE < IH
ZEEHGL

19



X. JEERARAERRICEEI HHE

1. XEHE
(1) EhRBHAER
TVI. ENFEIBICEHTSIER I DIESHE

(2) REMEBHER
ZEEHGL

(3) EDith ) FEEREAER
ZEEHGL

N

(1) HE#H 5 EERR
(ZOAFTL DT LAV EEEEL TDLDfE)
2 EMLDs (mg/kg) 1

E4PZS vk
H (n=10) | It (h=10) i (n=5) i (n=5)
#o 2515 2547 >3000 >3000
BT 637 632 >1000 >1000
FRARA 25 24 21 23
(2) REBREEHHR

(VAT DU L aVERIEELT)

(SYMIxL3y ARROREE T o= #2110
SwhkIZ50, 100, 200mg/kg/dayD I AILAFL o5 )L OV EiEE 3y AMIROKRE LR, B
VINEIDEXMREOEMARLN-M., ZDOMDEITRoNGE, T,

(SybzxtL25R (244 B) B OB EE{T o1 )0
w2125, 158mg/kg/dayD I EILAFI DT )LV BEE 25/ (244 B) B OKRES LR B

U N\EHOBEXRMROEMN RN, ZEDOMOEILIERonghof=,

(3)EBEFEHR
FZEEMGL

(4) R ARIEHER
ZEEHGL

20



(5) EREREEEHER
ZUEMEL

(6) BATHRI AL ER
ZEEMGL

(7) E Db D EFHEHE
ZEEMGL

21



X. EBMNFEHEICETSEE

1. BREX 5
S
ANEHUIALL% M 12 B LBV (LA ZEEESUNDEERTH D)
ANEHUIALL% M 16: R B LBV (LA ZEEESUNDEERTH D)

AR
AT HYTALL%EEHE 12: 1WN% I OIATI U5 )L OV S 32 LA

AT HYTALL%EHE 16: 1WNV% I OIATI U5 )LaV S 32 LA

2. EEM
2t

3. aERETORE
ERRF

4. BMFNLEOFEE

20. RFEWLEDIEE
KEERITTRETSHE,

AFNF100mLPICHBIR/—IL*%83mL(T A /—ILEEITH79v0l%) EB L-REITH S,
XEBIR/—ILOIZR/—IVEE $95%
ARENLENXL-R[RERFBICAN, KKERITTRET S, (REBERK)

5. BERITEM
BERERSRAAF L
FYDLEY:HY

6. F—m 5 - RIshE
Rl— 52 A F Y9 YALI%ORIREL2 (F AR EKH K 24)
NEHFuDeALL%ORMHELE (FHREHRA )
RN 10%RERVA—R HERTR/ =)L AUHF)La=r) LELEY

7. EFREEESFRAH
B3

22



8. BERFRRZEFABRUVEARES. RMELENSEEAB. RFEFMWLEAR

A& AR T AR EEELAEUNEL BREBALA
& FE ARABES
£8A8 ” £8A £8A
AN
FFTe 2009 £ 10 B 9H 22100AMX02247000 | ZEMMHEAERINE | 2010E2 B 158
AL1%#R4E 12
AN
FF7e 2016 &£ 2 A 10 H 22800AMX00040000 | ZEfHEAERINE | 2016 £6 A 13 B
AL1%#5# 16

9. MEERIIHREM, BERUVRAELEEMFOFABRUEORE

ZELan

10. BEEGER. BERERARFEABRUEORE

(FLavEgtsso)lL¥o o008l T0)

BEHMEFER 1992 F 6 A 3 BERIMEH 54 FEFARELURICETMICIEESNERIIZHTS

BRI BT A R ). (A% AR ISELCIRER

11. BEEHRK
E4= AR

12. BEHBHIRICEET 51EHK
AENE, BEFE(HAHNEEE) BBEIZET3FIRIEEH LN TULVEEL,

BICEACIEDEFEEZ (T TN,

13. &£@a—F
[EE5EE
BAMEELZI—F LT EEWNE
AR5 % A IR " HOT3 &S | . .
. . (YJa—F) S RF LHI—K
EFEma—Fk
1876499010101
AEHwH AL (1 xAY x50)
e EMELERINE | 261980CX4023 E(mEAERINE
1%%&a+E 12 1876499010201
(2 KAY x50)
ANEFHvTeAL . , . ,
EMEAERINE | 261970BX2028 1877540010101 E(MEAERINE
1%%7#% 16

14. REFEBAFLDEE
RBNIRIFFEFT DR LS (EMEEERINE) .

23




X 1. X#k

1. Bl

1) B+H/\HEBAXRERFHFRE C-1877 EJIIE[E (2021)
2) BAERH EERZIER 2021 IPDI (Bf) BAEZERTHE L 2—iR
3) THEEKARH HNEH

4) ZHEEKASH HtREH

5) GHEZEKARH HNEH

6) SHAEAZEKARH HtREH

7) SHEZEKASH HtREH

8) HZHHEKARH HNEH

9) KFIEST #h:7LIL¥—.33(9)707(1984)

10) Case,D.E.:J.Clin.Periodontol. 4,66,1977

2. FDnSETHE
ZUBEHGL

24



XI.8E&H

1. EESNETORFERR
FZEEMGL

2. BIZH T SRR IRER
FZEEMGL

25



X1II. {§&

1. %1 REIBICEEL CEKREIERETSICH->TDSERR
(MR
ZHLan

(2) Big- WA RUREREF1—T OB
HLLAL

2. FOHOBEEEH
ZUBEHGL

26



	Ⅰ．概要に関する項目
	１．開発の経緯
	２．製品の治療学的特性
	３．製品の製剤学的特性
	４．適正使用に関して周知すべき特性
	５．承認条件及び流通・使用上の制限事項
	（１）承認条件
	（２）流通・使用上の制限事項

	６．RMPの概要

	Ⅱ．名称に関する項目
	１．販売名
	（１）和名
	（２）洋名
	（３）名称の由来

	２．一般名
	（１）和名（命名法）
	（２）洋名（命名法）
	（３）ステム

	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）又は本質
	６．慣用名、別名、略号、記号番号

	Ⅲ．有効成分に関する項目
	１．物理化学的性質
	（１）外観・性状1)2)
	（２）溶解性1)
	（３）吸湿性
	（４）融点（分解点、沸点、凝固点）
	（５）酸塩基解離定数
	（６）分配係数
	（７）その他の主な示性値1）

	２．有効成分の各種条件下における安定性1)
	３．有効成分の確認試験法、定量法
	（１）有効成分の確認試験法1）
	（２）有効成分の定量法1）


	Ⅳ．製剤に関する項目
	１．剤形
	（１）剤形の区別
	（２）製剤の外観及び性状
	（３）識別コード
	（４）製剤の物性
	（５）その他

	２．製剤の組成
	（１）有効成分（活性成分）の含量及び添加剤
	（２）電解質等の濃度
	（３）熱量

	３．添付溶解液の組成及び容量
	４．力価
	５．混入する可能性のある夾雑物
	６．製剤の各種条件下における安定性
	７．調製法及び溶解後の安定性
	８．他剤との配合変化（物理化学的変化）1)
	９．溶出性
	１０．容器・包装
	（１）注意が必要な容器・包装、外観が特殊な容器・包装に関する情報
	（２）包装
	（３）予備容量
	（４）容器の材質

	１１．別途提供される資材類
	１２．その他

	Ⅴ．治療に関する項目
	１．効能又は効果
	２．効能又は効果に関連する注意
	３．用法及び用量
	（１）用法及び用量の解説
	（２）用法及び用量の設定経緯・根拠

	４．用法及び用量に関連する注意
	５．臨床成績
	（１）臨床データパッケージ
	（２）臨床薬理試験
	（３）用量反応探索試験
	（４）検証的試験
	１）有効性検証試験
	２）安全性試験

	（５）患者・病態別試験
	１）使用成績調査（一般使用成績調査、特定使用成績調査、使用成績比較調査）、 製造販売後データベース調査、製造販売後臨床試験の内容
	２）承認条件として実施予定の内容又は実施した調査・試験の概要

	（７）その他


	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
	（１）作用部位・作用機序
	（２）薬効を裏付ける試験成績
	（３）作用発現時間・持続時間


	Ⅶ．薬物動態に関する項目
	１．血中濃度の推移
	（１）治療上有効な血中濃度
	（２）臨床試験で確認された血中濃度
	（３）中毒域
	（４）食事・併用薬の影響

	２．薬物速度論的パラメータ
	（１）解析方法
	（２）吸収速度定数
	（３）消失速度定数
	（４）クリアランス
	（５）分布容積
	（６）その他

	３．母集団（ポピュレーション）解析
	（１）解析方法
	（２）パラメータ変動要因

	４．吸収
	５．分布
	（１）血液-脳関門通過性
	（２）血液-胎盤関門通過性
	（３）乳汁への移行性
	（４）髄液への移行性
	（５）その他の組織への移行性
	（６）血漿蛋白結合率

	６．代謝
	（１）代謝部位及び代謝経路
	（２）代謝に関与する酵素（ＣＹＰ等）の分子種、寄与率
	（３）初回通過効果の有無及びその割合
	（４）代謝物の活性の有無及び活性比、存在比率

	７．排泄
	８．トランスポーターに関する情報
	９．透析等による除去率
	１０．特定の背景を有する患者
	１１．その他

	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
	３．効能又は効果に関連する注意とその理由
	４．用法及び用量に関連する注意とその理由
	５．重要な基本的注意とその理由
	６．特定の背景を有する患者に関する注意
	（１）合併症・既往歴等のある患者
	（２）腎機能障害患者
	（３）肝機能障害患者
	（４）生殖能を有する者
	（５）妊婦
	（６）授乳婦
	（７）小児等
	（８）高齢者

	７．相互作用
	（１）併用禁忌とその理由
	（２）併用注意とその理由

	８．副作用
	（１）重大な副作用と初期症状
	（２）その他の副作用

	９．臨床検査結果に及ぼす影響
	１０．過量投与
	１１．適用上の注意
	１２．その他の注意
	（１）臨床使用に基づく情報9）
	（２）非臨床試験に基づく情報


	Ⅸ．非臨床試験に関する項目
	１．薬理試験
	（１）薬効薬理試験
	（２）安全性薬理試験
	（３）その他の薬理試験

	２．毒性試験
	（１）単回投与毒性試験
	（２）反復投与毒性試験
	（３）遺伝毒性試験
	（４）がん原性試験
	（５）生殖発生毒性試験
	（６）局所刺激性試験
	（７）その他の特殊毒性


	Ⅹ．管理的事項に関する項目
	１．規制区分
	２．有効期間
	３．包装状態での貯法
	４．取扱い上の注意
	５．患者向け資材
	６．同一成分・同効薬
	７．国際誕生年月日
	８．製造販売承認年月日及び承認番号、薬価基準収載年月日、販売開始年月日
	９．効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	１０．再審査結果、再評価結果公表年月日及びその内容
	１１．再審査期間
	１２．投薬期間制限に関する情報
	１３．各種コード
	１４．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
	１．調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	（１）粉砕
	（２）崩壊・懸濁性及び経管投与チューブの通過性

	２．その他の関連資料


