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(3) AT L A

3. BEARITRMER
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- x1

4 HDFARUDFE
4547 (CeHoNO)n + %1

5. k4 (A%
Poly [ (2-oxopyrrolidin-1-yl) ethylene] iodine (IUPAC)

6. ®AA, A, KBS EESES
#4 : Todinated povidone (BP, EP)
2-Pyrrolidinone, 1-ethenyl-, homopolymer, compound with iodine

W& : PVP—I

1. CAS B3 &S
25655-41-8
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(7 ot ELRMEHE
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100mL 1 HEARE RFra—R7g (B%ha 73 700mg) &6,

(2) #FHhnt
TH )= BTV BV 1A b=, o VT N LKW, VU FILEEA
F, 22—V HEEET D,
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1. BEEXIEHR

RORE « B ik - &
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G OEANE DT, OFENG | oK) IZFHR L. 1 BEEEHT 5,
HE

2. RERUVAE
V. 1. ZhEESUIRNROES M,

3. EREKREAE
(1) BRT—2R\vr—o
Y LR

(2) BERHFE
MMER L

(3) ERPREEIEEAER
MU ER L
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B LR L

(5) MAEMIRER
1) FEAILLEAT R KGR
LR L

2) LLEEER
LR L

3) REMEHER
AR L

4 BE - IR
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(6) AmHIERA
1) EARGEHAE - FAERARGEHAE (BAIRE) - RERTRERGAR (TREERKHER)
EEE R L

2) RBEHE L TREFEONER R L -RBROBE
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VI. EERIB(ZRHI HIEH

1. REFHICEES S EAMRIEESHEF
SURMK  I—RFFUF, {FI—FFUF, Eha—F- 77Uk, Kedh~v—a—F &

2. EE{EH
(1) {EREEGL - {EAMF
TERBET - ARp Ol S L I URENEAEZRRIE L, M2 5,

(2) EERMTHHBRME
1) REe RFra— R, KEMME (77 250E, 77 AR5%E), MR, B
U A IR E N R T R

#ﬁl‘gg)

BB
T

2) RERI—=RUT—=INET% [rrm—] © 20 FEHRIEOREDR (in vitroilR) 2

HERRBERR R
Staphylococcus aureus NBRC 12732 15 LI
Staphylococcus aureus MRSA-01) 15 FP LAY
Staphylococcus aureus MRSA-02) 15 FHLL
Staphylococcus epidermidis ATCC 12228 15 LN
Streptococcus mutans NBRC 13955 15 LN
Escherichia coli NBRC 3806 15 LI
Proteus vulgaris NBRC 3988 15 LI
Pseudomonas aeruginosa NBRC 13275 15 LI
Serratia marcescens NBRC 12648 15 LI
Burkholderia cepacia NBRC 15124 15 LN
Klebsiella pneumoniae ATCC 10031 15 LN
Candida albicans NBRC 1594 15 LI




3) FH/INFEEMLRE (MIC) ORIE (in vitro#kiR) ¥
A ER I8 WX 2R E N g — R =7 W 1% o m— ) e OAEHERIA (Twiv 9o
RE Rra— KK o MIC IZEETHY . WA OEYFRIR SRS S T,

MIC*!
AR RE R a— R FRYERGS|
W% rvo—] (Twiv%RE R 3 — i)

Enterococcus faecalis ATCC 29212 3500 3500
Staphylococcus aureus NBRC 12732 3500 3500
Staphylococcus aureus

B 3500 3500
(BRI BiERk MRSA-01)
Staphylococcus epidermidis ATCC 12228 1750 1750
Streptococcus mutans NBRC 13955 3500 3500
Streptococcus pyogenes ATCC 12351 875 875
Streptococcus salivarius NBRC 13956 3500 3500
Streptococcus sanguinis ATCC 10556 1750 1750
Streptococcus sobrinus ATCC 33478 3500 3500
Burkholderia cepacia NBRC 15124 1750 1750
Burkholderia cepacia

. B 1750 1750

(PR BlEkk BC-YU-01)
FEischerichia coli NBRC 3806 3500 3500
Proteus vulgaris NBRC 3988 3500 3500
Pseudomonas aeruginosa NBRC 13275 7000 7000
Pseudomonas aeruginosa

B 7000 7000
(PR BiERk PA-HU-01)
Serratia marcescens NBRC 12648 3500 3500
Serratia marcescens

N 3500 3500
(ERPRS3HiERE SM-HU-01)
Candida albicans NBRC 1594 3500 3500

%1 : MICIZARE Fora—RELTORE (ug/mL) ZxR7,

10



4) T/ FREEE (MBC) ORIE (in vitroilkEr) 9
HERER ISHFEICH T AR E R a— R — TR T% 7 o= — ) B QR UERLA (Twiv %
AE R g—Rig) © MBCIXFEMETH Y . WA DAY FrR S R STz,

MBC*?2
AR RE R a— R FRYERGS|
W% rvo—] (Twiv%RE R 3 — i)

Enterococcus faecalis ATCC 29212 7000 7000
Staphylococcus aureus NBRC 12732 7000 7000
Staphylococcus aureus

B 7000 7000
(BRI BiERk MRSA-01)
Staphylococcus epidermidis ATCC 12228 3500 3500
Streptococcus mutans NBRC 13955 3500 3500
Streptococcus pyogenes ATCC 12351 3500 3500
Streptococcus salivarius NBRC 13956 3500 3500
Streptococcus sanguinis ATCC 10556 7000 7000
Streptococcus sobrinus ATCC 33478 7000 7000
Burkholderia cepacia NBRC 15124 3500 3500
Burkholderia cepacia

. B 3500 3500

(PR BlEkk BC-YU-01)
FEischerichia coli NBRC 3806 7000 7000
Proteus vulgaris NBRC 3988 3500 3500
Pseudomonas aeruginosa NBRC 13275 7000 7000
Pseudomonas aeruginosa

B 7000 7000
(PR BiERk PA-HU-01)
Serratia marcescens NBRC 12648 3500 3500
Serratia marcescens

N 3500 3500
(ERPRS3HiERE SM-HU-01)
Candida albicans NBRC 1594 7000 7000

%2 : MBC (AL R a— RE LCOMEE (pg/mL) %59,

11



5) Kelsey-Sykes {5\ & 2 AZWREHEE IR (in vitroFABR) ¥
RE R —=RT—=7 MR % [ om—) ROFEERA] (Twiv% R e K3 — RRF)
X & b2, Pseudomonas aeruginosa NBRC 13274 |2k} L C, {HERIRRE (AW I FE
L CUW/ARVIREE) O34 1T 400pg/mL BLEICI\ T, REBARIREE (HHMAFEIE LTS
REE) DHA1F 10000pg/mL L EIZB W T, HEHENE (B 5 K2 H bR ed 2K
(HIIES R O R TE)) (IS U, WA o R S el S vz,
DEBRRRETORE Ry g — RA—F WK 1% [ o— ] ORIERESR

M| WARE | SEEEE PETE ) IR AR R e
%¥| (ug/mL) | ({&, mL) 1[EH 2 [l H 3EH
.20 || () | EOEE)E)E) | HEEEE) | A
1| 400 | 7.2x108 | () | CHDEEEE) | D) | E
600 () | D)) | D)) | i
200 (D)) | EOEDEEE) | (D) | A
2| 400 | 8.8x108 | (—)()()()() | () | (D) | E
600 () | D)) | () | i
200 (D)) | EOEDEIEE) | (D) | A
3| 400 6.7x108 | ()N | () | (DEEEE) | E
600 () | D) | EEED () | i
B E R © Pseudomonas aeruginosa NBRC 13275
+  HORBFEEDD — HOEBFEBEDORN
OIFRIRRE T ORI (Twivs AR E Ry g — RiR) ORIERF
[ | BUAIRE | BRHEE & PR R B R e
¥ | (ug/mL) | (f,/mL) 1[5 H 2 [\ H 3mEA
200 () | EOEEIEE) | ) | A
1) 400 | 7.2x108 | ()()()()) | OEE)E) | (HEEEE) |
600 (=) | () | D)) |
.20 || (D)) | EEE)E)E) | HEIEEE) | A
2| 400 | 8.8x108 | (—)()()(2)() | () | (D) | E
600 () | D)) | D)) |
200 (D)) | EOEDEEE) | (D) | A
3| 400 6.7x108 | () | () | (D) | E
600 () | D)) | EDEE () |

B ERE © Pseudomonas aeruginosa NBRC 13275
— CHOREFELRDRN

+  HWORBEERDD

12



@R ZREE (AEMAET) TORE R 3 — RU—7 MK T% T oo—] ORIERR

B | SFRE | MR E PETR 1 B R TR [ 4 et
% (pg/mL) | (&, mL) 1[EH 2 A H 3[EH
5000 || (HEIEEHE) | EOEDEIEE) | (D) | A
10000 | 5.9%10% | ()()()()() | (D)EDEE) | CHEEEHE) | 8|
15000 () ()(()) | (D)) (=) | (D)) |
5000 || (DI | D) | D) | Al
10000 | 9.1X10% | ()()()()() | (DI | HEEE) | 5|
15000 () | (D)) (=) | (D)) |
8000 || (D) | EOEEEE) | (EEEEE) | A
10000 | 8.1x10% | ()()())() | (D)) | CHEEEH)E) | |
15000 (=) () (=) | (D)) (=) | (B E)(H) |

R © Pseudomonas aeruginosa NBRC 13275
— CHORBEERDILN

+  EHORBEERDD

OARBRRRE (AHMAAET) TOREERA (Twiv% AR E Fra— ) ORERR

M| WARE | SEEEE P ] P R PR [m1 e
%¥| (ug/mL) | ({&, mL) 1[EH 2 [l H 3EH
8000 | | () | EOEDEE)E) | () | A |
10000 | 5.9%10% | ()()()()() | () | (HEDEEE) | |
15000 () | (D)) | D)) |
o || (OO | OO | OO | ]
10000 | 91610 | (OO | ) | D) | i
15000 () | D) | D)) | i
8000 | | (D) | ) | () | A
10000 | 8.1x10% | ()()()C)() | () | (HCHIEEHE) | |
15000 () | (D)) (=) | (D)) |

B E R © Pseudomonas aeruginosa NBRC 13275
—  WHOREFEREDLN

+  EWHORBEZRDD

(3)

LR L

ERSEBRRE - Friif

13



VI. EMENIREICET 2IHE

1. MAREOHER - BEE
() aREAEDGOPRE
Y LR

(2) ZEmPRERZERR
LR

(3) EREREABRCTRER I h-MPEE
AR

(4) B
R L

5) BE - ftRXOEE
LR

(6) BEM (REaL—>ay) BFICEKYVHBALE-EMERNSEESER
AR

2. EMERERO/NTA—4
(1) fEAx
AR

(2) WRUERFETE
AR

Q) NAAFRALSFEY T«
BARWAR

(4) HEREEEH
LR

®) YUFI2RA
Y L7g

14



(6) AR
ML

() MPEFEOAKEER
RN

3. RN
A% L7

4. 2
(1) I i#—ipBEFY @B
L7

(2) mi&k—raAERAFT @B
LA

(3) BiAh~nBTHE
R L7

4) HER~DBITH
R L7

(5) ZnthnEH~DBITHE
LN

5.
(1) REEGLE U BER
LA

(2) K#MICEEET HEFR (CYPAS0 &) D7y FiE
R LR

() MEEEMNROERRUVEDEE
M LAg0

15



4) REMOFEDRRERULLE
Y L7g0

(9) EMHRHYOEERYK/ S A —4
AR

6. HEith
(1) HEAEREL R U#RER
BA=ROANA

(2) it
L7

(3) HEittEE
LA

1. FSURER—E—IZBET H1EHR
AR

8. BRFIZXZKBER
BEARRAR

16



I Z£tt (EHLOFEF)

1.

(ZR89 4HIEH

w

EERNBRETDER

ﬂH

L7gw

ERRAREZDOER (RAFERZED)

(KDBFIZ ifﬁ)ﬂ Lnz &)
AFNI X% a vRIZ

WEHBUE OB RE D 8 5

MEXIHRICEEST SERLOIE L ETDER
A L7

RZERUVAEICEET SEALDOERE L ZOHEH
A L7

RERSHR L ETDOEH

(ﬁ@$%’iﬁﬁ’ﬁ%¢é’k)
IR R BE

WOHHEE D [t 3 7RO 2 TE T HURERA VE » BEEmE I
%516%%%#%6J

B9

=

BEEGEANIELZTOERARVLES X
BEARRAR
1. ¥HEAER

(1) tHRER L ZFDER
R L7

(2) BtREE L EDER

R L7

8. EI{EH
(1) BEMEADOHE

AR PR A A

DOREIVEHIZESBEE D IAME & 72 DA 2 Rl L Th7euy,

17




10.

11.

12.

(2) EXLEIEA & MER

2aAvh . TFI745F—vav s T T 4 Tx%— (FERINEE, RPuEE, FRE,
L. ZRZE) BEEARR) 2ZH0LbNDZ ENHDHDT, BEE T5I2ITV., BENED
ONT=HEAIE, ESLICHEAZFIEL, @Y 0EE2ITH) 2L,

(3) £DDEIERA

BEEE AN
BBEEY REE
i FE, WHEHORIIHEK, AR OS A, AR D HE
Hiess TN
T Dfth AR

) JERDRH S bnmalid, EHEhIETo 2L,

(4) HERRERARBHEERUVERREBERE B
Y LR

(5) £MES, AHHE BEERVFHOSREERIOEASTSAE
B L

(6) M7 LILF—ITnT 5EBRURRE
1) A FETIELIERFIC L 27 LT —ER (BIZIERS - IR, hdHr hEhE) &
BILEZERHLHNE I T2 EIT> Th oMY 5,
2) I— FEHEOBRBUERVBBND Z ENHLDOT, ZOL I RGEITIIMEM LT IET 2,
AR GE MBS LTy F T A MEAT D,

BERE~DOERE
Briz7e L

iR, Elw RILGBEAOKRE
Hrizp L

INREADERE
BrlzZa L

MARREERICRIZTIEE
Briz7e L

18




13. BERSE®
< HRESER >
RE Ry a— RICEDIER (BEMEREWIZD, 85 OFREFEE CITRED 2 D,
WER:, B, TR, R, HIEEICT U h D L H AR BT 5, BRINEE TIX
S—REEAELD, Flo, =¥ )=V EEGHET L0, BROERPEND Z LB H D,
TH )= K DRER - BEALE, FEIT. O, e, SRR R R, OETTIE, M

JE TS,

LB >
RE Ry g— FREITT DA0E
OBV 1% A2 a7 T ARTIT O (RTRROIRDIE HITHE ] T & WSS
BTHA),
@3% /3 A > a T 7 U 500mL AN EI L TR ET 5,
OFEHLA - 1% F A i) b U 7 A% 100mL AR S5,
@i
GOXHEF L

T X ) — VRIS D ALE

OB @ ERFHIUNTHIUIAT I, 72720, EIRFIHIRM L T 2D5EI3 2 LT H A%
Qg (KEIZATD) : 5% 7 R UHESUIEBIN Y > 7 Vi

@ H I Al %I B (50—100mg). Bs (20—30mg) D5,

O ER (RUERE, TR, AN LPELSE)

O} gl

©7ZHr. TR

DxHE R IE

19



14 ERHEDZEE

15.

16.

(1) FERASE: SWHZTICERSES 2 L,
(2) (ERAEF:
1) AR CTHERESES Z L,
2) k%O OEREDOSE . MEFOFRAIRE S LD & Bbh a R, 13 L
WERZRET SE D 2L,
3) IRICADRWVWESIZHEHETSHZ L,
IRICA S 725 A I3 TR SRV T 2 &
4) BEEGHT DB ENEAT I ENDD*,

¥ L IVROISICE Db DO TH D, BIEHOLEITRND, B lFSABT D & F A
e R ULETEMEAT LI ENTERNWEZD, EENLETH D,

ZTOMDEE
ez L

TNt
FrloZa L

20




IX. JRERREERICREI ©IHE

1. EEHER
(1) EHXREHER (V. FHEXBICETSEE] BH)

(2) BIRMEBHR
AR L

(3) REMEEES
AR L

(4) ZOHOEBRBR
AR L

2. EHHER
(1) HEESEHHER
AE R =—F:LDso, TDLo™ (mg/kg) 7

HiE BB LDso TDLo
=i ] 3400mg/kg/24 FfH]
______ wR | 480
TUA | (R 8100
BF 4100
______ LS I - .
7o 1T >8000 |
BF 3450
E)LE v b R g 8

1) LDso : 50%%4tE:, TDLo : KT HE
(2) REZRE=EEHERV

1) AE R a—Fod 10, 25, 50, 100mg/kg % F Ri5HE A EIC 35 H &AL 728k Tli,
TR LD H 5 ZBMITFRO e hoTle, —J7, HEK FIZ 5, 10, 25, 50mg/kg %
35 MG L7ziBRCid, —MolRRE, BAFEHER , PR EHERS 121X 25me/kg DL F O #
HETIHEYER B X bhbEETR <, MIRFHIRE, MLk OROAEFERE T
1T 25mg/kg 5 8E T BUN (JR#EZEHK) Wit Na OEE 25807278, WK O 5 1R
EOMBEBIR S 22 < REEERFRIMRE T 2N OB A EMT D X ) R kTl o
oo FTRELAAR AR IR SN O ML, 2, BRSO FEE 2 BRI IS B 5 R

21



(AR DHESE, #RME(L, MAIRIE, 77V Y SR OMRE, B2 D 5 oL,
PRABE DOYLE, B TIBORHL O o WFELRDIZ, THOAF, BICKITTREITMmD T
BERE T, M OFBERILRIIERD b e o T,

2) AE R a—RoD 2, 20, 200mg/kg #MEHE SD %27~ & (MEREE S 10 T ) (228 H
MR O &G L THRET LRGSR, SECPEER0 T, REHES, S, BKRICH P
X720 Tz, WA ED 200mg/kg B CTHEEORB L O 2 L AT 72— /LOHMATED Hi
e, ZOENIARE Rra— NELICL D EEX DN DEBITRD b hoTz,

3) Wistar 27 v MIAE Rra—F (Fzha vk 10%) % 182 HE. 5~500mg/kg #% M
Beh LTofE R, —IRRBICE A e <, BRTHI S o7z, KEHER, BEEHE. A7
HMRAE TH ., Fral T _NEFTAITRE D bl o7z,

(3) &EhERLESMEER

1) GEHRAT N OSEARPIH B T # GABR
RE RFra—Fo2, 10, 50mgkg/ HZMLET ~ b OELHT & 2T R OMET >~ b
SRR BT e G- L7zl R B3 O — ik EIC B L TR E R 3 — MR-G5S
Mg s vRELVERR S I VHE (PBD) EOHNZ BRI IXEZZEE T 2me/ke,”
HEHEE SHLlc, F7o, BEMOAFERE K ORE - JRfFI2 k7 2 &I 50mg/kg,”
HLHEE Sz, BB - BRI 9 2 BOEEM . ZEEMHIER L OMEFEER TV b
WD bR o T,

2) MRATER B TEROH B T # G-tk
OZ7v b ; RER3I—RD 4, 40, 400mg/kg/ H%Z 7 v MEFOIERARMIIE T#
B LR, BAO—FEHICE L CARE R 3 — RELGICESL midh o
PBI fEOBEIN % bR IT MR B EIT 4mg/kg /B LHEE SN2, 720 FBEED
HPEAF IS %9 5 M2 81T 40mg/kg, H | RHAD AFEREI 3 2 HERBE BT,
400mg/kg,/ H LHEE S dviz, M - BRIFICkT 9 2 BOEEM . EEHTER KO
MR TEAEI ., HPEF OBEFL R DI E . HEE, 178, FEEEXR OAFEREIC T 2
ATV TNLRED DN ST,
@UuH¥X¥,; K RFra—Ko5, 20, 80mgkg H% 7YX OMRFORETEHRINCE 5
LR, fHRO—FHECB L TR E K a— REEICES migh ok a v
FEKX O PBHEOHINABRTIE, M8 T 20mg/kg /B LHEE Sz, E7z,
IR « BRAPITkEd 2 MR BT 80mg/kg, /B EHEE STz, I - JR(FIoxd 2 8E
TER. FEEMHEIER LK MEFEAERITO T 58D b zhoTz,
3) JEFEM R O LM R T 4 5-7XR

22



(4)

RAE Rra— KD 6.25 50, 400mgkg, H% 7 v ~OREEY L ORASIC L THEE L
7oo FHRIZOWTIL, 6.26mglkg BLUL EOEGRT, 3 vEM, PBIED LS. K
Ua— R A u= (Ts) EOIKT, REHALOEE R T i ONEE 23580 & 4172 LA
ST IZR D bR o T, HEEIFIZOWTIE, 6.25mglkg,” HLL O 5#T, 3
B OMEEO R E Ko a3 — RG-S Mok a U H#ZE & O PBI A0 L5 %k
Hﬁ\ﬁ%%§@62&@kg/ﬁbﬁiéﬂkoik 400mg/kg,” HEHRETIE, H
EROILT, FEE M OPEINE ORD 378D SN T=08, FEEE~DFEITED b
ot 5Omg/kg/E|T§ZEfﬁ$’C %, HEFOAREIZREITFR D il ro Tz,

ZOMHOBHEN
LR L

23



X. EEMEECET 5EE

1. RS
B F Y L T AERLUAOERL TH D)
AZIESY © FEH L7

2. AR AR
IR - 34 (ZEMERERGE RIZHES <)

3. Brik - RESEH

Ik . [RUER

[ELE B O A ) CRIRARAT

4, EFIRFNLEDIEER
(1) ERTOMYFZE W ENEBEERIZCDOINT
Hrizp L

(2) BRZHFOBMBWNCONT (BEFICBEINELRABESF)
1) HRFAR L, AT R AR5 2 &,
2) BN WIEGEIIKTESGIHRWEE D, £lo, FAMEBRT MU U LARERTHETE 5,

(3) FAFIFOBERIZTDOWNT
Hrizp L

5. RBEHE
Hrizp L

6. @
30mL X 50

1. BROME
KNew: R x=FL v
i R =F L~
Fyv 7 AR TrE L

24



8. F—m4% - A%
[l —Rsy « [FIRNEE © A4 Y Lol — 7R 7% (HEp6H)
[Fl =R 3 R P — REEKR 10% [Foo—] RE R 3 —FNR7 I 7K 15% 17—
—], RER>I— KK 10% HER14+-20-30-40 [ >m—] AR a— KK
10% #E 12+ 16 - 27 [rom—) (feilgR) %

9. BFEAFAR
B

10. HAERFTRBEFABRUVEREBES
RYEARGEAARRAEHA H : 20184 1 F 29 H
xR F 5 : 23000AMX00138

1. REELRFFA B
2018 426 H 15 H

12. ZHEERIEHREM, RERUVAEZEEENFOFABRUVUEOAR
A% L7

13. BEEHR BIHEERARFABRVEOAE
FRHERS RARFEHH 198048 H 14 H
FFRRmmE RO
[k O &]
(T% &) R 15~30 % (2~4mL % 60mL ®/K) IZAHR L, 1 HEEIEHT 5,
[ (B SUIZhR) (2% 2 3 E]
WHEAE . Rk, AN, HRlAlE ST DERNG ORYL TR, AFENOIEE

14. BEERMN
A% L7

15. BEHMHIBEFERICEET 51HHR
AANL, B (B VIIEE) BIRICEET D HIRITED STV,

25



16. &#Ea—F

JEAE T B A AL
Gk HOT (9 41) %% L7 hERa—F
I e iy = —
30mL X 50 104157602 2260701F1417 620415701

17. RER#GHLDIE

AHNIIRBGE IR LOBRREEL TH D,

26




X 1. >k

1.

2.

51 A3

(1)

(2)

(3)

(4)

(5)

(6)
(7

WFEN  BASEAIRMHE % — ff: BASRS  EIRLER 2011, pl840—1845,
FRAECIE 5, 2011,

e MRS E HNEE c RE R a3 — RO —7 MK T% [ m—] OREZEN
IZoWNT

B RS HNER R R a— R —2 Wl 7% T =— | OFER I
DOUNT

fEgBURRR A HENER: RE R a3 — R =2l 7% [ v =— | OEYEIRE
EEPEIZ DN T

£25 EHF 3 — NEREWEREHFICE LU BRI E, BAREMSHRE 97 (7) :
1247—1250, 1987.

A OHE M R SMEPEERT 7 A0 4K, p249 - p507, RF)IIEIE, 2008.
REGISTRY of TOXIC EFFECTS of CHEMICAL SUBSTANCES, STN (2017.11 Biff).

£ D DB E STHR

(1)

FGlE BASKR T AERLE, RIS, 2016.

(2) The Pharmaceutical Press : MARTINDALE The Extra Pharmacopoeia, Twenty—ninth

Edition : 1989.

27



XIO. Z2&H

1. EGHETORFTIRR
BETADINE® T AV AFY A
BETADISODONA® : KoY A—X U7 {f

2. MWAMZHT BERERKEIEH
MR L

28



XII. {§&

ZothoEEEM

29



@ BAYIRUYOKRASH

RALTFXBEAOARA—TEOIE1TS



	表紙
	IF 利用の手引きの概要－日本病院薬剤師会－
	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．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
	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．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．効能又は効果に関連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
	2．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

	ⅩⅢ．備考
	その他の関連資料




