201745 A &3T (BE3hR)

HAKEAERG sh 0 B 5 87279

EELAAELA—T+—LAL

H A5 B KA BT 2> O TFRL i B AH20 1312 ERL U THERR

SeFRF 7 Vit mEERF
INA— e B —HEH 2 %

Fluor * Dental Jelly 2%

Al B | RERWEA] CREFRTEDS & 2 W Al)

/oA o BOoH X o #%ELen

FR S . & B|lgh 7ok RrU UL 20mg BF

4 7 vftF b Y v L (JAN)

o fix # PE4  Sodium Fluoride (JAN)

B AR 5 Kk R AE B B | BEBGEAREHB 200942 H 24 B (RGBAEFEIZL D)
O OE A N # - | FMEYENGEEFEHH 200949 A 25 H

¥ o 0 H B % 5 4 H 200449 H

BRI - BUENE (BA) - | BSEIGE T PR LR AL
e - IR R A4 R MASHE—T IR AT pa—FT UL

= AR i 2 2 o0 S

MRS —TF o R - AT a—F 2L
TEL: 06-6370-4182

FAX: 06-6370-4184

BR—AL~X— : https://www. bee. co. jp

Bl W & b

O

ARIFIX 20094F 9A &ET (BBAMR) DR CEDORLEICE S E/ERR L7,
B O SCEF I, B EREIS GRS — 22— http://www. pmda. go. jp/
T IHERR LS T2 &,




IF R O F 5] & O — B AR B A = —

1. BEERA VEE1—TJ4—LIERDOES

2= FH 22 36 5 0 EE AR 70 BRI i & U CEEE M EIESLIRAT SCE (LUT, i 3GE L E) 28
% EEBIG CIER - KA O ERAEF A B RS S0 B 70 [ 38 5 o0 3 1F i B 205 A
BRI, A SCEICRE S N B A BT 2 BICEM AR E RS L ERGAER S 5.

RS CIL, HZIESE S IC DWW CRESER O RS 2 S I E WO BMGE RSOE 2 L
THEREZMTE L THL L TE TV, ZOBICKLERIEREZMEOICATTL200EHY A b
LLTAVF Ea—T+— LR AE LT

BEAD 63 421 B AR PESEAIRT S (LT, BN 3E L BE30) AR 2 NEB SN ERL A VX B a—
74— (BLF, IF L W89) DM@ ONT IF SRR e e L. Z 0%, EEEEE T
O B AT R EH = — X DOBb &2 %21 C, AL 10459 Al BREEFZINE 3/ EERICE
W IF R EEOWRT BN ThiLT-.

FZ 10 258800 L, EIREROAI Y FTH 5 RSEEFE 0 FTH 5 EFEBLY O LA, W
T > THREERBEIIRE LS B LI Z L 2% 00T, Rk 20 42 9 HIC ARRERERER
STBWT IF FLEH 2008 23R E I iz,

IF FR#EAH 2008 T, IF ZMREAROM1 & LTt 2 5D, POFESEOEMNT — 4 &
LCRMETHZ & (e-IF)BFAIE ooz, ZTOERIZHOE T, IR CEIZB T I2hEE - R
By, s BELEARNERONET 72 EOUETR S - 5510, BGETORLT — ¥
BN LT BT D e-1F DRk D Z & Lo e,

BRI D e~ TF 13, () [ 350 5 R i 5 B A O [ 38 S 1 SR it AR — A — 7 (http: //www. i
nfo. pmda. go. jp/) 7756 —FE L CAFFRE L 72 o> T 5. A AIFFEERAIMI S TIL, e-1F Z2##4 5
R IERIR AR — 2=V DN AV A FTH D Z LICEE LT, AR I H D T el
FOE®REZRET 282555 LT, fflx O IF NI SCEEMlise T 28 EFERE R E LTt n
T -BRETHEE L.

Rk 20 FE R VAR A DA U F B a—T F— LREta 2 Bl Lo TR L CE o F A HRE
i L, MR L - ThH, [EHll - HFMFICL > TH, IRORWERFET L 2B 2T,
Z ZTAH%, IF SR EEE O —EBET 24T\ IF SR ZEFE 2013 & L TAETHERE 2o T

2. IF &1X

IF 13 TR SO o a 52 L, SIS OB GEFH 1T & - C B I L7, B
O R ED T D O, W O 1= D O R, THID 720 O, I35 O EH T 7250
L, S 2B T D72 DR SRR S U AR R BRI DS SRS & LT, B
SN FERBEE A E L, AT 7 b 10 24 B 3 00 B ST R AR R B 2 A L T
SR LA DD,

T 72 L, Sk B SR SR 1T B B b 00, BUIK G S O BUAIS ) % BT T B b 00 OSEA
I B ASEEA - BT « 4RHET X IR TF ORI & 272 B A, SV B & B
P DEREE S LT TF 3, SR & AR - BT - BEORIEIST 5 & & bIC, BEARREE TS b0
LV RERA D L AFRE LTINS,

[IF o]
OBFMIT AR AEEE S L, FANE LTIRA v FELEOFR (FRIZEEL) TREHE L, —@Rlby
ET D 72U IR SCE TR R TR AW GA I, ETEARTII I b LT 5.
OTF Sl EHICESES/ER L, FHAAIT T v 7R TRl T 5.
@FRMOFEHITH — L, FHUHET THHFENER D TTF FHOF5 & OME ] O LT D
HbOLEL,2HICELDD.




[IF o Rk]

OTIF FJFERI & U THRIFI O B G265 (N, AL WA ICER S 5.

@TF \CFE# 3 2 H B K OESIIE Elf?@ﬁ%i Lt IF Fok BRI 5.

O TEONEEZMETHEDIFOEFIZ > THLERIERNTHINS.

ORI EOWEEIZET b0, %iﬁ%@;ﬁxﬁl B2 M2 5 b O K OEAR 21X U R
POEFE A SR - HIlr - SRt T R EFHIC OV TIT RS S L.

® MEHEMA FEa—7+— L5 EHE 2013) (LN, [TF LfEE 2013) BT IC LV IE
F S A7z IF 1, SR ToRM A AR L L, MBI U CTIEAFIR Y E 7B (PDF) 2> 5 Flk
LCHEATD. i CTORAKITMAETIIR.

[IF O #17]
@ TIF FOHEESE 2013) 1%, Rk 25 4F 10 ADIRICARGR SN FHERL N OHEMA L 2 5.
@ ERELUADEIFICOWTIE, T1F FRHEME 2013) 12X 2 7Ek - #2fk3sRi S h 2 b o Tk
VAN
@@%)EHJ:@BEE’ @E&HT ﬁ%ﬁ#%l iﬁnjr:ﬁﬁ‘ft%(ﬁuu nq:{ﬂﬁ) #/\%éhtﬂ#ﬁi‘?)\ T”fh
DOYERED 2 EN, BH T REANENKEL Lo LHEIZIE IF BPUET SN 5.

3. IFORAICH=-T

[TF FR#ZAE 2013 IZHBWTIEL, PDF 7 7 A MIZ X DB EARTORMEZ AL LT 5.
15 2RI 2 AN, B AN OHRM U CRHAT2 Z E08FERITHS.

TR D TF 2OV T, B ERBESR O PR O 50 E RS SR H R R — A —

WG TR E STV D.

BUIRARET TR A X Ea— 7 4 — LMMERDO T & | 126> TERK « 129223, IF O Ji
ﬁ%%iiﬂ@ﬁﬁ%mribfwéhﬁ%ﬂFWWﬁLﬁﬁbﬁwkﬁéLowfi§£¢%
DMRE~DA X Ea—IZ L FEAMEFERLPARZRESY, IFOFHMEEZ SO L LE RN H
L. E T, BERFSGT S A H EoiEESICET 2 FHEICEA L T, IF AUET S5 £ TOMIT
MBI S O USRS SR AT D UM SCESC IR D SCELE, & DU 1 R AR S WAL S
T— BRI LA E 50N D & & BIS, IFOFERICH T > UL, I ORMN CEE
[ 3K i R SRR AR I R I AR — A — U TR T 5.

72, WEM LR EMEOMAEDO S LRI TV D TR < [E24EToOREIR
P OCBT 2B SIIARFEICEADI ZERH Y, ZOBHEWICITHFEETRETHD.

4. FRAICKHELTOEBEER

IF Z3RAIE %0 B 2B BV TRNT ZENTERWVERGERE S L GEH L THEE -
VL L L, EEERERAERL Y nE— g v a— FEIZIAHBNC L v, SRR EIK
T e LTI TE AHMAICIIA T ERAND 5. IF 1T HWEORHEEZZ T T, YZEK
ORI NER - 2T 20D THD Z D, ol - BHICIHNEZ2Z TS5 25800n 2 b
s AN SV VA B (N = A ST AR

FREEAEIT IF RS ETHLRMLELMETIEREM THV A X —Fy N TOR
BRAE & I E 2, BEE Lo REHBNCEM L2V L S BE LIERENTWA Z L 2 PfiF L TIE®R
EIEHAT20LERNDD.

(2013 4 4 HE&LET)




L B I B T B IB B . oeeeeeeeeeeeeeeeeeeeee et —— 1
Lo BB AR oottt ettt ettt et 1
2. B ) BT B« B B B A L o oottt ettt ettt aaes 1

. BRI B T DI E oo e et e e e aeeaaaaa 2
Lo B RTE 2 oottt ettt ettt ettt ettt e ettt e et et 2
e o B e ———————eee et e e e —————————eeeeeee e e e e ———————————eeeeeeraaaaar————_ 2
B BB T I TR E T oottt ettt ettt et e et e et et e st eeeeerareeas 2
A T R T T B oot ettt ettt ettt ettt ettt ettt e aaen 2
B BB (BB oottt ettt ettt ettt ettt et et et e e et e e e e 2
B. B, T, BB, R BB B oo ettt ——— 2
T A S B EETE D oottt ettt et et e e et e e 2

. B BT BIEE oot ettt e e e et e e et e e e et e et e et e s e et e e aeeeeennes 3
Lo BB B T B oottt ettt ettt ettt et ettt ettt e ettt 3
R =K )0 R MO L - -3 Nl o b = SO ST SRR P OO PRPP 3
B R DD R BRI oottt ettt ettt ettt ettt e e s 3
A T D T B IE oottt ettt ettt ettt e aaen 3

IV . BB T B T BB E oo ieeeeeeeee et e e e e et e et e e et e et e e e e e et e e e e et e e e et e e eereeareaaas 4
Lo BT oottt ettt ettt ettt ettt ettt ettt e e e e ee e 4
2 BBl AE A oottt ettt ettt ettt et ettt et et e et e et e ee e e e ee s 4
3. FABE A L O B T B B D A B IE oottt et ettt ettt ettt eaen 4
VR 3 bR T T 5= G s i W B o NSRS 4
B, R D B B G T T B 1T D R T oo e oo e e e e e e e e e e s e e e e e s s e s e s e e e e e e e e ee e e eaen 4
B, B R B D B T T oottt ettt e et e et e et et e st eaeerareeas 5
T I DB B AL (R A B ZE L) oottt ettt et ettt ettt et et e e e e ee e 5
B BB <o ——————eee e e e e e e —————————eeeeeae e e e e ———————————eeeeeeraaaaar———— 5
O, A I BB oottt ettt ettt ettt et e et e e s 5
10, BB D B R B T R o BRI oottt ettt ettt ettt ettt ettt ettt ettt 5
1. B BT D B T B0 O B B i e e eeeee oottt ettt ettt et ettt e ettt et et ettt ettt e e ee e 5
L2 T ettt e et e et a et e et et e ae—t et e et et e et e e et e st eate st eaeereaeeaneas 5
18, B AT B AT R D) 30 B B M oottt ettt ettt ettt ettt ettt 5
14. FENDELGRS - SR GBI T AIEIR oo 5
18, B T oottt ettt et e n e et e—t et et et e et e et e st ea e rereeaaereaeeaneas 5
L8, D oottt e e et e e e e et ere e e aa e ea— e ea e e e e eaa e earaeenaaen 5

Vo B R I B T DT E e a e e e e e 6
Lo B BE I I R oottt ettt ettt ettt ettt et 6
2 B R T B ettt ettt e et a e et e e et ereteeaeeraaeeas 6
B B R A oottt ettt ettt ettt ettt et e et e et eeee s 6

V. B B g D IE E oooeiieeeeee ettt et ettt e e et e et e e e et e nee e 7
1. BRI TR 3D DAL B A B B o oo ettt 7
D I E B Lottt e et e e e e e e et ear e et e e e e raaeeaaaeennes 7

VL. BB R I B T B IE R ooooeeeeeeeeeee ettt ettt e e ettt e ettt et e et et enee e 8

1. HAGRBEDMERE - BITEIE e 8



2. BEMIEBEIRII/INT A oottt ettt n e 8
T OO 9
L (U SUTURTRR 9
ST u - SRR TP 9
CCTE = 3 SOOI 9
T R T R IR A BT B B ER vttt 10
B, BT T R B R TR oottt 10
VI. B2t (FERAEDZEESE) [T T BB oo ettt 11
Lo AR E FDIBE oottt enn 11
2. BERABREZTDIER (R ZE R E L) oottt eete et e e et e e e et e e eeaaeeeereeens 11
3. MRERIEIN IR E T A A LD EE L T DI ..o 11
4, RERUVAEICEET A LD EE L T DI oo 11
5. IR S E T DEEH oottt ettt ettt ettt eae e 11
6. BEELHEARMTEELE FTDIEERBR LB AL oottt 11
O = = =3 = OO 11
LT =3 = IO OO ORI 11
T E = RN % = OO 12
10, BE0R, BB, BBl B A DR T o 12
1L, I R A D IR G oottt ettt ettt e ere s 12
1, B R R I R T IR T B oottt 12
LT = < 2= OSSOSO 12
L ) == ) B 2= RO RRTORR 12
LT /DL (10 B 2= SRS 12
LT /2 L SRR 12
) Q=Y g bl e 5 o 1= = SRR 13
L. BT I R ettt ettt ettt et e ettt e ateere et e ete et e ereere et e ereenes 13
D 2 -V OO OO 13
X, BEAIEIE BT BIEE oottt ettt ettt ettt 14
L 31 1= SRR 14
2. AR ST B AR ..ottt ettt ettt ettt e e ete e erea 14
B B R R TE I oottt ettt ettt 14
VO3 ):y TN /) B 5= SO OO PORRPRRRRP 14
=+ =R 14
B, B ettt ettt ettt ettt ettt ettt ettt ettt ettt n e 14
= -/ T > = OO OO 14
T i el 2 =1 OO 14
9. E BRI E A B oottt ettt ettt et et et e e e erea 14
10, B AR TE TR T A B R U IR D o oottt ettt 15
11, BB BEURERIAE A B oottt ettt ettt ettt ere s 15
12. EEXIEHREM, BZERUVRAEEE EBMEDEAB R L Z DR et 15
13. BEERE, BiMAERELARFEABRUZDRET ettt 15
14, BB I . oottt ettt et ettt ettt et et e et et re et e ereenns 15
15, PR AR I R B (B T D B R oottt ettt 15
1B, BB T B oottt ettt ettt ettt ettt ettt et ettt et eeneans 15
B - O () D 2 NSO 15
DG N~ TP 16
=1 == A SRR 16



D T DD B ITRIR oottt ettt ettt e et e e et e et e et e e e et eraeaanean 16

XI. BEER s 16
L ERIME TDRETTIRI oo 16
2. AT E T BERERIBIEIR oo 16

DG 1| B - =SOSR USORRTSPRRRO 16

ZDMDBAIEZ R ..ot 16



I

. BIEICET HER

1.

N

FFED#ERE

U UBREBYED 2% 7 vAbF N U U ARFNL, D TR EBAAAE L TEH IR TV A ERHEELTH
b, ZolblEmB AL T VA T NE A4 NOLERR, fatEon B BAKIEOREIZ LY EE Ok
N EL, HEEZBILLCOBRO P2 B ET2HAITH D,

IR TR EALAl S LT, KA AT A RS AINH Y . WIRIZHE S TEAEMEEIER IV n
LD ThoTz, LML, MfrE% &> pH3. 5 F2EE O RANIA I TIIFTE L R h o Tz,

AANL, 7 v FEORMVALZER LSS LS TWD pH3. 5 FRED Y IREETED 2% 7 vk~ U w7 A (AP
F) WIRIZHAT, pH 220 F FI2, MEEAME L, EEMZESE T, 20 EERERICEN-8G OB %
HfgL. ®afbEshzboTh s,

SmDaERFEN - HEFHRHE
pHZ 3.6 12T 25Z LICXY 7 v ROEE~DOMRY iAARN I L,
AT 2 Z Ll X ERERm L L, oSN ~OFEAZ IS 5 L &bz, NRBFITKT DM L
DM L,
U Iy THRKZIMA, AP 2 B,
Fa—TREBICT D2 LI RV FEAIOTmY L EH,



0. &#ICEE9IS5IER

1. R4
(1) #4
TNF—n - BY—HEH 2%

(2) *4
Fluor * Dental Jelly 2%

(3) BIMDHEE
7y #EEWRT D Fluor ZHIEOE Y — LHAGDOE TARRE LT,
2. —fg4&

(1) % (B8R
7 vAtFT b Y L (JAN)

(2) ¥4 (64K
Sodium Fluoride (JAN)

(3) AT L
o

3. BEAXITRHER
NaF

5. =8 (&fi%)
Sodium fluoride (TUPAC)

6. BRA%G, H4a KBS,

=11}

CEES

Natrium Fluoride. Sodium Monofluoride

7. CAS%BRES
7681-49-4



M. AMRSIZEY HEB

1. YEPME
(1) 5488 - MK
HADFERRER R T, T8 W,

(2) ARt
AITRRHET TV,

Q) WiB
MM E R L

Ml (HfER) A, EES
MM E R L

(5) ERIE B AR B TE L
MM E R L

(6) P ECIHRH
MM E R L

(N FDHDE L REE
MM E R L

2. BRSO BEEUHTICETIRENH
MM E R L

3. AT DHERFERE

(1) F Y vLEOEMEKIS
(2) TNT vV BRI LB EMKN

4. APBSDE=EE
A A ERRE



V. ®HFICEHI HER

1. #R
() 5428
Wi v A

Q) FRORS, HNERUVHER

1) AEOXRB] - NEEREA] CREFITED & 2 i Al)

2) B 1g® 7ok T FU UL 20mg BF

3) MBI OWEIR - AANTAGAORTINEEZ AT 2T, BRIKE HIKRAH Y . DTNIHFERD D,

(3) WH DML
AR L

@) FEAa—F
2L

(B)pH, ZERELE, ¥E, LLE, RELpHESE
pH: 3.4~3.6
TbE K9 1,06

6 EEDEHE
MR ICRILE N TR,

2. HHEIDHEAK
(W AEBERSy GEPERRY) OF &
lgedd Z7ofbF vV oA 20mg EF

(2) T
HNAT—AF NI gL Hoh U N gAKIIY, EFAY Y o MK, U R, B
Ut FEL B{bF&

(3) VRV i DML B, OV B

EAAPSA

3. FMEEML CTHERAT S RANDRAIE
AL

4. BEHF AFOSEMEIZHT HEE
BARSANA

5. HEDEERUTICEITHREMR"

By s/ o 2 BN AR (40°C. T5%RH, 6 7 B) OfER. AR NS B2 1IHKEOHMENTH Y |
AFNT W FE OTHETEA FICBW T SERIEETH A Z EBNHEH S -,



6. BREOREM
A L

7. ol E ORA L MELENELL)
KRR L

8. B
A L

9. EMFMHBIL
AR L

10. AR OB IS DHEDFERE
TLB S

1. BEPOEIESDEE]
A A EARE

12. Hif
BARRANA

13. BAT B H BN
AR L

14, EEOSDELES - MESERLERICET 2R
KRR L

15, RgtE
AR L

16. Z it
Kplz7z L



V. JaEICEY 5IER

1. DHEEXITHER
EEEh DTS

2. AERUAE=E
W I LAER] 1~2 Bk D HEIC L 0 FEid 5,
<A TE>
L. — G
(1) i O
W77 VEIC L S TABENZ +IIER LTS, MEGHIRHIBAHOW A ZREL, KY vv
TTTVXNIRY v 7 hy FICHERZ S0 TlRE A b (%) 2R L9135,
(2) BhHE- Wl
B 2 WV CTBATT 5t 2 0 S8, MR CMER AR - 72%., EfZER TRt 5,
(3) IR DBEAG
ik mL BLF) (IR LG, V—EBHECHmE 25 X BES<EKRIIFESE 5, BA%K 30
SEITBEN S ER WV THER 2 2 RBREICE ED D,
2. hL—if
(1) i O
— B IE & RBRICAT O,
(2) FL—OBREOES
B (F) BICHEETARL—FRN, ZTORL—OKRXIICE o= LRROBAREEY N5,
(3) IR DIZH
BARRIC AR A S CTHEIR CmLLAT) ZiRAIAEED,
(4) bl —o¥E
FL—Z OPERNICHRA L, B EFNCIESE L TR 4 o ER 5,
(5) L —DkE
FL—Z3 L, BARERET D, BARK 30 DRI D S TRV TR 2t 5 REICE E
D,

3. ERERAUR
AR L



VI. EFEE(CEY HIER

1. EEPMICEEHIILEYMRITILEYEE
T/ NFA Y BTN A 7o —AX

2. FEBE{ER

() YEFRERLL - 1EFARE
AFNOERIX., 7 A v 738 4 oAk, fidmttom b, Ak b OIS X 0 s Otk m B L,
wENEIbESND, £o, MEICER L TBELEZMA., o6 PERZxRT,

(2) EhEET 1T HRERAIE
MM E R L

(3) VEFARIRBER - i aERs
MM E R L



VI. EMBEICET SEE

1

meREDHETE - BIEE

(AaREAEMGCMPIRE

A L

(2) & & I = B B2 i

BARSANA

Q@ ERERFEBR TR SN -MPIRE

BARSANA

(4) h 15

<aEE>

A R, B . TR & BRI A2\, 7 b DAt REBREIZHOWTOTEIC LD 720 OERHR SR
5, F£l-. B MIBET 00T — 2 BN &N DR %ﬂ&%hé_k#E\@ﬁ%ibé@@ﬁ
#HThb,

EP T ;2. 7~3. 6mgF/kg

Baldwin : 2mgF/kg

Whitford : 5mgF/kg (BIWFICIAREE 72 1T AR AS ML & 2 ik i 3 5 3 i)

<A@ MEFEEME >

1) o7 v HiE

WO (8 OEKALE) 12, @RIO 7 v 2k B L2 S8 ET 5 =T AVE OB A%
Thbd, FENHEL 2P EEU EOHEDO 7 v FBENROEND DI 2. Oppmﬁﬁ?ﬁﬁ 5THD,

2) BO7 v RIE

MFH D7 LB ERBICHE L, BEHEE, BHENOARILEZEZTH0THS, HEAKTOT v LA
Z L PEHE 10~20ppm T 10 ELLEDOBOKEDR B 5 & Wi & OFIRALIC & 0 EBIBEE R4 U5 WTREMED & 5,

O RE - HAZOEE

BARSANA

O)BEH (REaL—Yay) BFICEYHEAL-EMENSELHER

BARSANA

2. RUEERB/NZA—F
OF: 2/1psp:3

BARSANA

(2) TR IR FEE 7E 3

BARSANA

@NAFTFTRALAZE) T«

BARSANA

(4) HRREEH

BARSANA

®HIIVFIUR

BARSANA



6) » T RTE
AR

(N MmFEFEAKEEE
EAAPSA

3. IRIR
AR

4. D
(1) I %A BE P9 @ @ 14
EAAPYA

(2) M i%-RR AR P @B T
EAAPSA

Q) EA~DFRITHE
AR

@) BERA~DBITH
EAAPSA

5) Z DD BB~ DIEITHE
EAAPSA

5. B
(1) BRI R O R BHR IR
AR

Q) KBZBHIE5 4 5EF (CYP4S0%EH) DHFi&E
EAAPSA

@) MEEENRDEERVZNEA
EAAPSA

D) REYDOFEEDEERVLLER
EAAPSA

G)EHERHHYDEERN/NT A—4
EAAPSA

6. HEit
(1) B ER AL B DR R
EAAPSA

(2) Bt 2=
EAAPSA



(3) ittt R FE
EAAPSA

7. FSURR—E2—IZEET B1ER
BAERRAAA

8. BNZIZLBBRER
EAAPSA

10



I. &% (ERLOEESF) CEAYSHEB
1. &

ERABEETDER

BARSANA

2. *=* 2

BEANREZFTOER (RAZZZED)
BARSANA

3.

SEER IS RICEET HFEALDIE L ZTDER
BARSANA

4. RERVRAEICEHETIEMRLOIE L TDHEH
AL

5. EERSENBLTNER

BARSANA

6. EELEAMIBLZOEARVLES X

BRI 2nl LR & L, g R

=L —

CRBWTIHMER/NNREICE DL L

7. MEER

MHBEZEREZTNDER
AR

Q) HBEFEEZTDER
AR

8. EIfER
MW EIERADBE

AT VA A A A 5 O WA S BB S e & T %

(2) EX%GEIER & MBER
EAAPSA

=
It
RF
M

L TU R,

Q) FnthnEIER
SEOE SR
GREUERBENTZE OHRENRHDZDOT, DX o7

Rl = S i )

WHIEBAEERRBFEER VRKREMKR

[N e s o S SN
MY ER L

)

O BE#fKRE, GHE EEERUVFHOAEFERAIORIERAERERE
U EER L

11




B)EYMT LILF—I21d HFERVHEBRE
VIl - ZZetE (M EoER) (B4 2HE 8. EIEM B) TOMORIEM] &M

9. BEE~OHS
AR L

10. $ER, ER, BIBE~ORS
AR L

M. IMNEFE~ADES
VIl : ZZett (EH EOER) (BT 2HE 6. HEAQEANER & COMHB M OET R 22

12. RRERRICRIETHE
AR L

13. BERS
KRR L

14. BRLEDEE

1) EEERO TR (BRBAN) (CORERT L&,

2)  JEERENH D DT, TE DT APEKIRICHEE A N 2 WL 9 ERT D2 &,

3)  BAMKRK 30 pITERN SEARWI L L, REOBE T AR S HEE, SRAAERNELD
WZHRT 52 L,

4)  BoTHMUL, Wk, &R, TRFOSMEPHEERZEZ LGSR, B, Z7va @iy s
KIFED LoD AR ZISERICIR S8, EMORRZZITSEL 2 L,

5 HRMERMISUIE OFFE T Tl A E LR O Z &,

15. ZDMDEES ¥

In vitro EBRIZIEWT, KAlE DEEflic LY, F2 FE U8 (Ti-6A1-4V) XI7 A FEHME (H
PFRTZ I ATA X ) ~—tA b, WA= ATy b LY FEEME) BSEE L) REMEIRISEEZ &
ETEORENRDH D,

16. Dtk
BARSANA

12



X. JFERPRERERICEEI HIHE

1. EBEHER

() BHEEHAER ( TV EHREICEHTHEE) SR)

(2) BIR B E IR
MR L

(3) RL MBI
MR L

() T DO EEER
R L

2. =R
() BRI 5 EHHER

Tk RV AE LT

LD50 . (=7 R)

wn
JiE fe PN

152mg (82~274mg)
68mg (42~109mg)

(2) RERS BB
AR L

OETEEE Lt
B L

) T DO BHEE
AR L

13



X EEMNEHEICEYTSER

1. REIRS

A - U Ly (G EELUSADOERL TH D)
ARGy - 7 oAET P U UL B

2. HMHMX(IERALR
IR - 3 4F (SMHICERIR)

3. FE-REEHE
B« T T ATy 7 BRI RIS

4, EFERFWEDETES
MERHTORYIKRWEDBESRIZDWNT
oL

2) EFIRFBFORMYFWNIZDODNT (BEFICEEITARNSHEFIES)
BARSANA

Q) FAFFNBEARIZDONT
AR

5. RRBEMEH
A L

6. TE
100g

7. BROME

B ARV F L
Fyrv AR TarL

8. E—m5-EE

6 —Rk o7

TN — VKB R 2 %
A (A NWRVN S S
FIZh3E : 7o L

9. EHEAEEFERHE
R

14



10. HWERFTEAZFABRVEARES

R4 LR EAKFERAE A H K& =
TNAg—n e B —HEH 2 % 200942 H 24 H 22100AMX00448

E ARSI Ad— e B Y —

1. EMEENHFABE

TINhFA— v B —HEH 2 % (GHikie4)

(] 74— - Y — (IHIRE

AFEAEA B 19684E12H25H

: 2009 -9 A 25 H

4) 200447 H9H RBEEHEKT 201046 H 30 H

12. HEERIHREMN, RERVAEZEEEMEFEOFABRVEZNANE

U LR L

13. BEERR BiIEBERLRFR

BRUZDAR

HEMmAE R ALEHN P 198547 H 30 A

EHIERE & LA (EEgho

14. BEETHM
A L

15. HEMYIMFIREERICET 21FH

T RO LT,

AANE, B (HDWIEHRE) HIRICET LHRITED ST,

16. £#Ea—F
it e JE A Tl o1 i s
TN =B —HmEHH 2 % 183100901 2790822Q 2020 -

17. RIESBAH LEDIEE
Kplz7z L

15




XTI. XHER

1. SR

1) HEPERISE(bRRR S HERER ot — - B Y —EHE 2 %R ENER R

2) —RMEIEA DR S ARSI REESR 7 v ES R OB 45~53(20
10)

3)  NERTIHAM - AR, 96 (4) : 293, 1996

4) R . BHfREE, 33 (3) @690, 1990

5)  JILE—fth . TAUMER, 260, 1958

2. ZOMOBEIH
B L

XI. &

1. EBAETORRRR
B L

2. BINC BT B X EHE
MR L

XI. &%

Z Dt D BEEE R
oL

16



	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
	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




