2021 4 3 HLET (GF 5 ki) H A M e % =

878219

EEOA A ELI—T 44— LA

H AP 3 Al T2 O TF Foil 266 2013 (ZHEHL L CTERL

£ B HERERFA
B, BE, LHEEES

=719 )baim2mg E—=#
L=E719bestmbmg E—=#,

REMIFENTANIL FOR INTRAVENOUS INJECTION “DAIICHI SANKYO”
LIYHL S 7 o X o VR

#l TR LIRS A

&

'

B2 OH o B OH R 4| BB R LGEERR EE-EMFEOLLSEICIVERTLI L)

LI 7= X = VEEM 2mg T5H—=3%) -
13 THHIZ LR 7 = ¥ = VIEREE 2.2mg
(LI 7z H=ELT2mg) 264
V7= H=VEERM bmg [5— =36 .
1A T AL R 7 = ¥ = VR 5.5mg
(LI 7=z HZ=LEtLThomg) 28A

P I

o
belo

I A VN A Y /1.7 3: )
4 : Remifentanil Hydrochloride (JAN)

|
=5
Iy

MG R GEAREH H 20164 2 H 15 H
A B | ® & IiKE KR %IE. i g L _

# - | o wokamg g 2021 1A 200 (e - 2 RABINC L D)
B | AL FEAH: 20060412 9H

» % % A H:2016412H 9H

ok N R

R - "ERSE (@A) - | BERIEL RS AAAE
R¥E - REs# 8| R % o B RSt

EXRFHREIFTOERSE

R ST

TEL : 0120-014-561 FAX : 06-6965-0900
BB E A A — L —

& bt E O https://www.maruishi-pharm.co.jp/medicalstaffs

oAt R E X —
TEL : 0120-065-132 (75% RS ) FAX @ 03-6225-1922
B )T A — L—  httpsi//www.medicallibrary-dsc.info

ATF 132021 4F 3 HSGT (55 50 O LEDORLHEIZE ST SET L,
BT DU SCEEHITAISTA T E N S SRR R S AR — L —
http://www.pmda.go.jp/safety/info-services/drugs/0001.html |2 T ZHER < 720,


tel:0120-189-132

IFFIRDF5IEDOHE
— B R HIE R —

. BEERAVIEL—T+—LIEROERE

P29 FH R 3R 0 B AR 22 BRI & U CEER RS INAT SCE (BUF, IR SCELIET) b 5, ERBIY CER -
SEANAT % O EEFIEFE DS A F ERI LB e RIS O B AERZTEAT 2B, IR SCEICRE SR
EAT 2 HICFEIZRIE R LB R GG H 5,

EREIS Tl HRLERMIC OV TSR R 0 E R Y F S M OBINGE KRB 2 L O Ao L Tt
WL TETND, ZOBRICKLEREREMENICAFTLEODERY AL LTA UV F Ea—Tr—L0FEL
77

WEF 63 12 HARPREAIAT < (DL, HWEELIET) I 2 NEES) [EHELA VP a—T4+—5] (B
T, IF &W59) OAET T NC IF Flfidk XA R E Lz, Z0%, EFEEEF AT I N B T T 3RS =
—AOEACEZ T T, FRL 10 4 9 A BRSNS 3 /hEERIZBWT IF #EHO UG A Thi T,

BT 10 gt L, EEMEROAD FTh HRIERZE, HWFTH L ERBIGOHEAR, BI7IZL > THE -
EREFIIRE KB LICZ L 2% T, PRk 20 4 9 AIZ BRIEEEFRZ B STV T IF R ZEH 2008 733
E I,

IF FOdZfH 2008 TiL, IF Z##EEO M7 & LU CiRitT 5506, PDF HOEMNT —% & L TRt Z &
(e'IF) BNFHIE 7oz, ZOEERIZHDE T, BSCEEICBWT T8 - o) | HEE - 25g - EEe AL
REEBEOBGET ) 72 EDOBGET 3 b - oA, BETORILT — % 238 LI HThR O e IF pMefli s 2 & Ligo
77

BRHTHRD e IF X, () EIEMLEFESE SISO EEME IR A — 25— (http!//www.info.pmda.go.jp/)
PH—fE L TAFAREL 25 T D, HAJRBEIEAIRES T, e IF Z##7 5 EHEMERZUR — 2= DR
YA b THDHZ EICEE LT, RGEAENEIZH DY T e IF OFEHREZ M 223 E LT, #x 0 IF 2355
LEEZMETHMIEMEHERE L CEYNEE - T 528 & LT,

2008 FEL VA 4 MDA U H B a—T+— LRt L CTHRM L CE 2 HA BRI L, BRI L 5
Th. [EAf - FAIEIZEIZL > Th, EROBVERIRE T5Z L 2B 2T, £ THK, IF L#EHEO %G %
TV IF R B6H 2013 & L CTARTHERE 2o T2,

2. IF &l

IF X A SCESE OB REMTE L, EARSEOEREFHIC L > TRFEBICLE R, EELOMEEHOZDD

fH, WHEFOIZDOER, A0 OOER, EFRLOEEEROTZDOMER, KFAHNREE T T OIZD O

WENEN S NIR AR OB AFEHE S LT, BRENTDHEELZRE L, AR O 7 D12 S 5% = 3K

D RIIRAS (T VERR S ORI 2 (R L TV B2 E R S BN B 5,

7L, L - RURGEEEEICED L b0, RESEORFIE T 2 BT D b O KOS E S A3FHE -

Wr - SR N EFEHEITIF OFEFH LT R LR, SNz 5 & BUEMEN ORI TF I, FEARE &

PIREATG « HIT - BRIREIST D & L bIT, BERMEEAT LD LV IRIMAERF O LAAHEL LTWD,

[IF o]

OFMIT A4 ), gEEELE L, FRIE LTI RS v MU EOTFER (KFKITERS) TRE L, —Mb 55, =72
L. IRASCETHRNY: - REZHAWERAICE., EFEETIIZ Y b LT 5,



QIF Fedi I SRR L, FHEALILT Yy 7 IR TRt T 5,

QOFMOFLHITHE — L. RHIHT CHFEERO TTFFHOFE EOME )] oL2XEL#HETob0E L, 2HIZ
FLDD,

[IF O 1ERL]

OIF (30 & U TRAIO R G851 (WAL EHAL SARAD BRSNS,

QIF (CFtdk ¥ 2 B KOS INE AR SRR E L7z IF RLdl i eI~ %

RN STEONEZMTET 5 LD IF DEGITH » TRERERATHEN S,

ORI EOMEEICET 2 b0, BEEMEEDORAIES ) &2 BN 2 b O L OFEAE A 13 U O EREFEH B 5235

fili « Il - FREETNEFEHEICOW IR RE SR,

® MEFENA ¥ Ea—7 4 — L5082 HE 2013 (LAT, [IF GRsE5E 2013) L I87) 12X D ER S 47z IF 13,

BAERCORMEZIEAL U, MNEIDIG U CHEARMAEEA (PDF) OB L TEAT 5, B TORRIINL

ZATIIZ2 W,

[IF DO %17]

@ T1F FC#EEGH 2013) 1%, Pk 25 4F 10 A DARRIC KGR ST FTEEIR G B & 72 B,

@ _ERRUSOER IOV T, [IF Fe#i 2 2013 1 X A 1ERL « SR MH S s b o Tidewn,

O OB OWET, FFEAMFE UIHHORER BRFEM) A3AFR SN TR QNS IE DL 23 72 &

., FRHT RENBDRE LS LD EAITIEIF RUETEN D,

3. IFDFAIZH=>T

MMF FLdZE6H 2013 2B\ Tk, PDF 7 7 A M K DB AR CTORMZ LR L LD, 1l 534
FilE, BB SHEIR L CRIAT 5 Z EnRAICH 5,

BAEARD IF [ZOWTIE, EI E RS G R 0O 380 E R E IR R — 2 X — DIl T s i e &
hTns,

RS TEHEA X Ea— T 3 — 2MMERDOFG & ) 1TH > TERL - #2352, IF ORAZEE 2| EREL
IR LTSRS IF TERIFICFR#E LRSI oW TSR 20D MR Z~DO A V& B a—(2 L 0 3EH)
%R ODRNELRFEZSE, IF OFHEL RO LLERNH D, £, HERFUET SN DHH EoEEEICET 5 FH
R LTI, IF GET S5 £ TOMIE, UEERLORIERENRUEST DI/ LESLBMOELEE, HDHWVIX
= 38 R RS AR T AL S Y — BRI L D A E R 0T 2 & & bz, IF OfHICH - T, &B O
CEZ EIE AL ERE ISR E MR R — A — U TR 2,

eB, WEMAHLZEEOMRO G LRE STV D TERIRAGRE ] X TE2RANECoRTERI) I2BET2HA %
AR FHICEDLZ Z 03 H Y, ZOEHNTITHIEETRETH D,

4. FAIZBLTOEER
IF % A% O HEEBICBOTRNT Z ENTERWVERGERFE L UEA L THEE 2, Ll HHEES
ERAEEL et — g ra— FECLAHGNC LY BESEAENERMERE LRIt T 28ICIZA T &
FRAR S 5, IF 1L AR ORI EEZ 21 T, Y EHR G OREENEMER - 1Rt 2 b0 THDH Z Lnn, Fodl -
FHUITHRZZ T S 25002 L 2R L TR T IER 520,
FRIERET, IFAH EFTHIRMIEZMZET DHEREM THY . A Z—%y FTOABRELENE 2, 3KF
HEEOIRERANCHEM L2 NI BB LIEREIN TWA Z 2B L CEREZIGEHTILERD B,

(2013 4 4 A %ET)



I BEEICEAT BIEE oo 1
1o BAFE DR oo 1
2. WS ORI BHIFRIRENE 1

[I. BFRICEAT BIEE oo, 2
Lo IBAD oottt enaens 2

(1) TN Bl e 2
() FE B 2
(8) BFRDHEH oo 2
2 A e 2
D) 1 & (BB e, 2
Q) TE & (BB e, 2
() AT Ln e 2
3. B SUIMER e 2
4. RO T B e 2
5. ALZED (BIBTE) oo 2
6. [HMA., L. BER . BB e 2
7. CAS B ERTE T oo 2

L B BT AEE e 3

1. WERAE RO oo 3
(1) AMBL < PEIR e 3
(D) TRIBHE oo 3
(8) WEIBHE o 3
(@) s R o WA, BERELS 3
(5) PR FEABRBETELL oo 3
(B) ZFBCABEL oo 3
(7) F DD TRV oo, 3

2. BRIy DEFESMETICRIT DLEME o 3

3. AR DREFBFRBRIE oo 3

4. HRIERIT DTEBTE (oo 3

IV, BANZEE T DIEE oo, 4

Lo B T e 4
(D) FEORBI], SN OPER o, 4
(2) UK ORRE D pH, 2B, REEE,

PEFE, 2272 PH IS oo, 4
(3) TEIFN D ERH D REER A KR DA I J O ... 4

9 BUBN DL cooeeeeeeeeeeeeee e 4
(1D B2 (EHER) OEE e, 4
(2) T .o 4
(8) TBRFE DBRIE oo 4
(@) RAEIRTIE DML OB B, 4
(B) DM 4

3. TEHFIDTIEIE oo 4

4. BREA A BIEIC T D IER e 5

5. WHIOBFESAT FITRITF DLEEME oo 5

6. VAMRIE DZZTEME oo, 5

7. fthF & OEAZEL (WELEAIZEL) e 5

8. AW EAIERBRIE oo 5

b/

9. AR OHELNAGT DOREFTBFRERIE oo 6
10. BHIFOHFNET DTEBRIE oo 6
110 FT A e 6
12. IBAT DATHEMED & D KHEW) oo, 6
13. HEENLIERER - SRR e AR
BT DA e 6
14 DML oo 6
V. BEICET BIEE ..o 7
1o ZHEESUTZNTE: oo 7
2. FAIEFLOT R oo 7
3. BEIRARAE e 8
(1) BIRT =780 7= oo, 8
(2) BEIRZNE oo 8
(3) BEPREEFHZRBR oo 8
(4) FRFRITFRBR oo 8
(5) ARFEATFRBR . ..ovoveveeeeeeeeeeeeee s 8
1) MEAEZACIEA T BRUEFER e, 8
2) FEBERBR oo 8
3) BAMERRER oo 8
4) HBE - TERERIERBR oo 8
(B) TEIRAIE v 8
1) o FHRUERA - REE A A A (R -
R ARFEAER R RER (IR RS ... 8
2) LML L TEETEDHE
LN L 72 3BROBEE e 8
VI, EMFEEICEAT BIEE .o, 9
1HFENICBLE S DAL AW XA o 9
QIEFRVEFT oo 9
(1) TERIEBAL  TEFIBEFE oo 9
(2) HEhZ BT DRBEE oo 9
(3) VEFZEBIRFR - FREEIFMT o 9
VI ZEENAEICRE T DI .o 10
1. MAFREOHERE « FUELE (o 10
(1) BB MRS o 10
(2) B AR EEBIFERER oo 10
(3) FEAERBR CHERSNIZMAPIERE e 10
(4) FFTEIR e 10
(5B) BHE - PHAEOEE 10
6) BEH (Kol —vay) @Bhicky
HIBY U 72 3 R N B B S BH B2 e, 10
2. FIPEPEEGRII /ST A —H e 10
(D) FBHTITIE oo 10
(2) WL FE TEE ot 10
B) NAFTRATEYT o e 11
(4) THIETPETEE oo 11
(B) ZZ U T T2 2 oo 11

(B) 3T 2T oottt 11



(7) MR RSB TR oot 11

B WE U et 11
Ao T A e 11
(1) 97 — B FTEEE o 11
(2) I — FRAE B FTAEEE oevee 11
(8) FLITA~DIEATHE v, 11
(NI R RNy = & S 11
(5) FDMDIEESDEATIE oo, 11
B R B e 11
(1) ARRTEBAL B ORI v 11
(2) RIS T 285 (CYP450 %)
DT FFE oo 12
3) WIENEERROFEE NEDEIE e 12
@) REPOTEEOHE L L e, 12
(5) TEMERBPOBEFHHINT A —H e, 12
6. HE T e 12
(1) HEMEEBAL L OFRIR o 12
(2) HEHER oo 12
(3) HEHEREE oo 13
7. R AR=F =BT D 13
8. BHTEEIZ L DBRER e 13
. &t ERLDFES) ICETHIEH ... 14
1 BENEREZOEE e 14
2. BEARLZOHE (FAESEZET) . 14
3. BRESIIZNRICEAE T 2 A LoEE
EZ DI oo 14
4. HEROHEICBEET M LoEE
LEZDBRH oo 14
5. MEBEGNAEEZOPEH e 14
6. EERFEANERE L ZOME K OUE T .. 14
T ABEAEF e 15
(1) BEAZESE Z DR e, 15
(2) BFREB L Z DR e, 15
8. BER <o 15
(1) BHEADBEE oo 15
(2) ERZREWER & WD oo, 16
3) FDMDENE oo, 16
(4) TH HRIEIE R BUFE & O
[HoY7 R R o U 17
(5) R, A0HE, EAEE
B OFAl5 0 F 7S ZR] O
BIVEFAZEBBEIE oo 17
6) FT LAX—ICHTHEE
B OGRERTE oo 17
9. TR ~DBEE oo, 17
10. 4EhE, PEh, BRHIREASOEG e 17
11, N REEADEE G e 17
12, BRI R RIT TR e 17

13, MBI e 17
14, T EOTEE oo 18
15, FEDMDTETE (oo 18
16, Z Do 18
IX. JEERPRERBRICAET DIEE oo 19
1o FREEEBR oo 19
(1) FZDIRIEZBR ooovveeeeeeeeeee s 19
(2) BIRAYFEEEERBR (oo 19
(3) ZZAMEIBHERBR (oo 19
(4) ZOMDIEBEFRER ..o 19
2 FEERRBR oo 19
(1) BEEIFGEFEMETRBR oo 19
(2) FAEBEGFEMERRBR oo, 19
(8) AFHFEATEMRRBR oo 19
(4) ZOMDEFFRTENE oo 19
X. EEMEBEICETAEE . 20
1o BIHIEEST oo 20
2. AR ST IR cooveeee e 20
3. HFE « RIS e 20
VNG AT YR e = o= OO 20
B FREBEAESE e 21
6. FL B s 21
WO 370Y = USROS 21
8. TRy « FIZIE e 22
9. FEBRTEALEH H oo 22
10. BLEMRFEAGREH H R OEGRE S oo 22
11, SEMEAEIGEAE A H oo 22
12. ZhEESFEN B, FvE K OV &4 B N%E o
R HEZ DRI i, 22
13. AR, B RARSEH A
B DPUTT oo, 22
14, PR oo, 22
15. IR HIBRE S IZBE T D IEH oo 22
16. BTE T R oo 23
17, ARBRAAIT FDTEE (oo 23
XI. X IR s 24
1 BIISCHER o 24
2. DD BZ IR oo, 24
KL BBEEE e 25
1. ERAE TOFETEIRDL oo 25
2. WM I D ERIRSTERIE ] e 33
ML & B s 37
Z DD BB .o 37






1. #EICET 5B

1.

BEICEY HIEH

FRFEORE

KENDERILI T D L I 7 = ¥ =VIREERIEIE, AFRIZIBV T, 2006 FIZHAITKT 2 TRH REROE A
e OHERFIZF U 5 8595 ) DZHRE - 2R Tl KRR S 4L, 2016 /NS 5 T2 E RO MERF 1T 2 849 |
DINREE » RN EBEM S T,

LR 7 = X = VIR, 1996 4E 5 HIC A VICBW TIRIOARZBUSG L CLIsk, KE, HEEZIZUD &
T5 80 »[EHLECTIKSEHEN TS, LI 7= ¥ = ViFiiH 2mg [H— =36 RO bmg [HH— =3k 1,
AAT R ASA R & UCRAR A L, PRk 1745 3 H 31 B JERRE 0331015 FI2 RS EHHE LW
R IEERE, IERBRZ 1TV, 2016 4F 2 HIZHRAICKTT 2 TR RREEOE AR OHERFIZ IS 1T 280/ ) D)
AE « R CRLERFEAGR A RS Lz, £0%, 2021 4F 1 HI/WNRIZxHT 2 T2HRErOMERRCB T 5285 O
@%-@%Kov?@%ﬁ%ﬂ%gﬁ—%ﬁﬁﬂﬁ%ﬁ%Lk

B, 13 71‘/57:/1/&0‘\%0)@’;”@&:01/\?35& FRO THREEIZEET 2 H—50) THRHRWOSHE 24, 1999
9 H, RFIZHBWTHEATEE L0 MEICH énfwéo

B R OAREREN - HEI2HEE
(1) AFNTHRAD [2EFREOEA R OHERHC I 28808 1 ROVINE (1Ll L) o [RH OB 5
PR ICHWD p A A A RRRREEETH D,
2) AFNIBTFIERA OB L HRNPHECH T, BHREBRGRMIT, FRE O ORBICEEL 5 2 720,
3)K%i@&ﬁ&Uﬁ%W®#%£%iX?ﬁ~t;i@ﬁ%#pﬁﬁéﬂ%&ﬁ#@wo
4) AANIEEFIS gm0 2y hr— L3R TE 5,
5) AKIHAM TIIEFHELTN 20, hORHHRIAOIHANLETH D,
(TViaRICEY 21BE ) 2R)
(6) AFNTHRMME LTV L2 EGATODHIZD, BIEA RO I T ~OFEGIIT 220,
(NVI.Z2tE EALOZEES) ICETHER] 21)
(7) ANV A AR 2 55 o @I F RS BB 3 AR & 7 2 FAE & 0 L T gLy,
BERRRWER & UTHERH CTH D03, AR, HmEE, rEkis bk PR, AR, mEIR T, HRIR,
SEAE, MEIR, Ya vy TFI7 4 T7F T — BHEERH LD ZERD D,
(VI.Z£tE EALOZEES) ICETHER] 2H1)

N



0. AFICBd 25 H

I. AWMICEAY S1EE

1. BRE4
(D fn 4
VI 7= = VEHEM 2mg T8 — =3k
L7 = Z =V bmg T8 — =1k
(2) ¥ 4
REMIFENTANIL FOR INTRAVENOUS INJECTION 2mg “DAIICHI SANKYO”
REMIFENTANIL FOR INTRAVENOUS INJECTION 5mg “DAIICHI SANKYO”
(3) Aok
B R D — s +FR + G ' +5t4 (BE) (i<
(R FAIEH 0922001 5. AL 174 9 A 22 HIZHERL)

2. —f4

(1) Fng (m4aiE)
A= % .73

(2) 4 (m4ais)
Remifentanil Hydrochloride (JAN)
remifentanil (r-INN)

(3) AT A
7z B =)V RIRFEME SR S © -fentanil

3. BEXRIETMER

0
CH,

N
N 0
Q « HCI
0

4. FRARUSFE
712 : C20H2sN205-HCl
T 412,91

tl\

5 {LZF4 (@8iK)
Methyl 4-(methoxycarbonyl)-4-[(1-oxopropyl)phenylaminolpiperidine-1-propanoate monohydrochloride

6. EA%. A4, KBS,
MM ER e L

LEES

7. CAS &&5S
182539-07-2 (L I 7 = v & = )LIERIR)
182875-61-7 (LI 7z HZ=))



. A2k s 9 5 HA

M. B2 S1EE

1. MELFEHSE
(1) 4h4R - R
FHEUTITZE A EABOREREOR R TH D,
(2) BfEMH
KIZETRT L, 7= RV AKRRAE ) =L ZRORETRT, =& 2 —b (96) KOV AF /AL
R RIZRREITIT VY,
(3) Rim

% H R L
(4) MR (DR, B, BER

Al 0 200~210C (43 fiR)
(5) ERIGEMBTEN

pKa=7.07 0
(6) DERFRH

17.9 (pH7.3, 1-4 7 % /7 — )VIRTEIK)
(7) ZDHhDELRMEE

BONER R L

2. BHRAHOEEEMTIH T 2REN
AR L

3. BEMRWS DIERHERE
IRAMPUL A~ b AVRIE

4. BYRDDEE;
Wihkrsa< 797 4 —



V. #ENCE AHEE

V. HE|IZRHT 5IEH

1. #If
(1) FRORR. SRR MR
AR LT S SRS R R ER A TH 5,

B =&
B pH LB ) I
LEJz o8 D LEER 2mglE—=361 | 25~3570 o129 F A~ H A OBR
1
LETJz B LEEMA SmglE—=#] | 25~357"2 i

1) AH LA T EK2ML ISR L - & &

H2) ARAI 1A T NVEK ML LT & &

1 3) APRARE L 5% 7 RUEMiKE LI 72 =/L e LT 100 ug/mL ICFAIR L7z & &
(2) BRROBMEEFD pH, BEELL. HE. LE. REL pH EHZE

L. TV (1) #HRORR. NEERUHEIK S8
(3) EHFIDBERPORFKLEIARDEERVER

EES

2. HE|DOHRK
(1) BSpS GEMRES) OEE
1 34 T AR ENETNIRDES &8 h

We7e44 BRNSy wineyy
LIz v4zZ)L LR 7 = X =)V 2.2mg
XA 2mg TE—=4# (LI 72 =4t LT 2mg) ) )
7'V > 15mg. pH Al
LIJIv4z)L LR 7 =X = VIR 5.5mg

(2) @&
ke, T2, (1) B (EERS) OEE) &1
(3) BRREDRE
LEJx U )LEEER 2mg TE—=# )
134 7L (2mg) : CI© 0.00533mEq
L2V )LETERA 5mg NE—=4 )
134 74 (5mg) : CI' 0.01332mEq
(4) NMIBRBOEAKRUVEE
Y L7
(5) Z0ith
M ER R L
3. ESFIDRARE
(WEfRE) VI 720 X =) VREN Img/mL 225 K512, VI 7o X = FRER AL TOVNICES K, 4
BRI E 5% 7 RUBESFREZEAL, L<IRE L TRalcEiid 5,
(FWRE) VI 7= Z =L LT 100ug/mL (20~250 ug/mL) (2725 K 912, AR IE5% 7 R obEE

i4i



V. ®AICBI4 2 H

FHECTHRINT D, Fo, FRBZIIEEMIMETFT5DT, 24 BFELUINICERAT 5 Z &,
(EH AT, BIENEEL 250D FH WK E LTHW WD &)

BRRUARICDELGRES

o e GHICLER | BRICLER | e
o S5 (154 7 1) e I B
N &= R == oS @==A
LST1 o8 LESTA 2m
T /= 2% = VEHER 2mg omL 18mL 20mL
B—=X]
100 e L s = L 5
= 3= 7 m
T i " 9 5mL 45mL 50mL
;E-'_:/\J

[F] — B TR 2 — W\ O TR Ol TR DS TG A T RIS 2 FTED TR IS L2 2S» THEHET D
(l:o

(v

- BEE HFOSBMEICHT HER
Y LR

. HEAOEBEETICET2REN

(1) FefadERih 2 AV B GERE (25CE2C 60%RH=5%RH, 24 » A) OfER, LI 7= ¥ =1
B 2mg T8 — =t [ X@E OHSE FICB W T 2EMEETHH 2 L MR SN 2,

(2) FofmiERl A2 AV ndEER (40°C+2°C T5%RH=5%RH, 6 » H) OFiE, LI 7 =r X =Lk
A bmg 85— =3t (Z@HE OHHTE IRV T SEMLETHD Z LN HEH Sz 9,

. BREBEORTEMNE Y

Wik 0 5% 7 N U BRI, AZBR AR IR

FiE VI 7 2 X = VBN 20 KON 250 ug/mL IZ72 D KO ICHR L, TO@WEE VY vy (FT A8 I2A
A, 30°CT 24 RIS B WBEZ MG LT,

FER . WTNOBEICBWTHLEETH -7,

CFEDEEEE (MELEENEIL) Y

FARH =L F N LT ROERAF 7 I 7= FU v AHZEBW TR, BEAE%E LY AN AT,
KB 7 VIR ROVREEKFE T Y U AERIR L, BA 1 BRBRICERDEOHEME, LI T2 H =L
DEFE (%) OERTFARO LN ((XKIREELRBRERE-ER 2H),

T FARZ =V EIRET D LB EAEL DT, Blax ORI THETT 20, IR —&ERIE 2N 2 56 130%K
W% AR RIEIR S O PRI 2 IO THER T 572 8, IBE L2 L (WI4BRALOEE] 2R),

I ARG ANC T 0 R 7 =V EMOIER EREG LI &, £, (V2AZRRUVAE< THE - AE2ICEET 5EEA
LOFE > OHTHE LTLEMRR K OERIROHE Ay, 34552 (RAIZEMRLE pH (pH >6) IK72o7:
BAIIE, GROKT., 2WOBENAHED b Tns) (ML14BALDEE] 2R),

. EMFRARE
A% LR



V. B®AICBI4 2 H

9. HHPDHEMMS DHEEHERE
kv~ 777 4—

10. HEIPOEMASDEE:
kv~ v7774—

11. A ff
Y LR

12. RAY HFIREIE D & 533 Y
FimE

13. FEADEGRSE - NEVERCERICET S1FR
A% LR

14. Z 0t
%Y L7gn



V. eI 5THE

V. ARICEHY S1RE

1. BEERTHE

RN SRR OHERFIZ 35 1 2 $8U
NI SRR ORERFIC 1T D H

. AERUVHAE

mAfimmiﬁ M2 LSRR L, FRalEE2 WD

FREFEA 8%, LI 7 X =Lt LTO0.5ugkg/s @@éf%ﬁf%%lﬁ&“—’iﬁ‘é RB., BT NI— R
Fa—7 O, FERES, JERERICROEEA TRIND2HGEI1TIE, 1.0ugkegn e T52
Lo Fio, BEIDS U T, R RN 5B AARTIC V‘71/ﬁ:kaT10Mﬁg%3W%mb
DT CHBIFARNE G952 LN TE S, 2L, [UERE 2 AR OFK GGG 10 5Ll LfkE L
TeRIZAT O G I AR N & B DL BT 7220,

PRERHERF - 0, L 7 = ¥ =1 & LTO0.25 uglkglsy DR S THREFHIRN R G-T 5, 72k, BGHEEIZHONT
X, BEOEHRELZBIE LN 6, 2~5 73R T 256~100% O HiFH THNE X% 25~50% O #iH T
BOETE D0, HARTH 2.0ugkg/DEBR RN &, EKEERZIZ, L3720 %=1 LT 05
~1.0 nglkg % 2~5 43 [HIR CEIHEEFFIRNE T2 2 LR TE 5,

1ﬁuL®m OO 2 A 2 LT OFH L, TR HEEZHWS

FREGHESF - B, LI 7= X =)L L LT 0.25u glkg/sy @LéTﬁﬁﬁ%ﬂﬁm%ﬁ’%ﬁ‘é ek, BEHEEIZON

BEOEEREZBE LN, 2~5 7ME T 25~100% O #iFH THEH X 1% 25~50% O#iH

TW TEDLD, ;KTH 1.3ugkg/nEBZRNT &, BRI, LI 72X =1L 1L T1.0
1 glkg % 2~5 Sy [HlR CIBMNHEREIFIRNI G35 2 LR TE 5,

<Rt - AEICEET AFERALDIE>

1. ARAIZ B CRH MBI Lian 2 &y [RANIEED RN THN 2 0 | BRkiE R E 15 5 72D IZiTh o 25
2 gl i S R

2. ARAEIZHEIFFIRNEE ST 5561%, 30 PLLENT TITH 2 &,

3. MEMEFE O EREIIFEBREONRE LY LEERE O ITERSWTTI ZEREE LV, (BEEHE - BRATIE
BMI25 LA |)

4. FEFHERO TR
(BE) VI 7 = o Z =)VIRED 1mg/mL IZ72 5 K 912, VI 7 = & = VEERASA 7 VIS K,
ABRRIEIR T 5% 7 RUBHENKAZTEA L, K<RE L CTRERICERT 5,
(FHRE) VI 72X =Lt LT 100pug/mL (20~250 ug/mL) (2725 K 92, AHARRER T 5%7 R
PSR CART 5, Flo, ARBITLEENMETT 20T, 24 RFUWICER T2 2 &, GEFAKI
WIRDER L IR BRNTEDHPIKE L THW RN &)

BRERUARICDELGRES

B0k e . VERRIC LB 7 R NNA A TR i1
. A (154 7 BRCLRE | BRICLE e
R &= "R == oK =
ST AT LEER 2
LEoz>3 JVRHER 2mg omlL 18mlL 20mL
rgE—=4
10 S S s =R 5
= 3= i m
it " g 5mL 45mL 50mL
rE—=4#|




V. BERICBE 5 A

3. EREKALE
(1) BRT—2/\v45—2
MER R L
(2) ERERHHFE
MMER R L
(3) ERPRZEIRFER
MMER R L
(4) BREHHER
U ERR L
(5) HREERIEER
1) EEALILITRERGHR
U ERR L
2) HEEER
MMER R L
3) TLMHER
MMER R L
4) BE - REMNKR
MMER R L
(6) AEMER
1) FARERE - BEEAAERAE AT - HERFTERERER (TRERERKEER

M ER e L
2) EABEFHELELTERETEOHNBXIIEREL-REBEOME
MG ER L



VI RAHHERICPES S I H

VI. ZEFI(ZEHd HIEH

1. REZPHCEEH S LEMRITLEMEH
FETNTaA FREWRIED T = 2 5 =)L 7 T PRl
TR BED D DB OREE « ZIRFIL, KFORMLEZSZRT L L,

2. EB{EA

(1) YEREML - 1EFREF
o TG S - FIECRICBA G- 2 FREAAR . RAERUAZ . TP IMKE JE FRIK VB R ORI RfET D -4
FA RZREWITGERITIET 6 & RSO, TR R 52 OB TR TANHIR O¥R 2/ L T8
IERZRET 5,

(2) FEEER T ZHBRAE
HMEE e L

(3) {EFRIREFR - Friuish
MMEE e L
<BE>
VERZEBLRER] - F9 150 7
VEFFHGE R : 5~10 43 7



VIL_ W Ehe I c B4 5 H H

VI.

1.

2.

EMHEICET SRR

mAREDHTR - AIEX
(1) AEEEMGTOPRE
MR L
(2) EEMHREEERE
MR L
<sE>
- BRI A AT D FNEE (20~645%) ©
HEFIRINE S - G TR Res PR I U (BRI PR (IR .
Frgii RN G- 558808 10~20 0 #IIZFTERIRREIZE L. (BRI FRZ(LIARIRED
(3) BB CTHESIN-MPRE
ZUER R L
<&E>
- BHRREA R TT D FINEE (20~645%) 9
HRIFFIRNE S © BIRILIE P ARZEACRIR IR G4 TR IS R m MR I Lo, IR
REED M tiea : 0.9 5. tieB @ ¥ 8.4 4
Pt RN G- - BIRILIE PRZALIRIREE 1, 5B 10~20 % ICIZITEFIRBISE Lok, 54
T 60 732 ICIEE & FEAN (<0.1ng/mL)
REED A tiea @ 1.6 453, tieB @ I 14.7 53
- Context-Sensitive Half-Time (CSHT) (it I =l —v a7 —XIiZkd) 9
CSHT (FifckRAE G- T % Ol P REMIREE DS 50% 1K T3 % £ TORFH) -
) 3 4r (Rt RN G-I DS 2 52 1T 720
- BB ERE (ST —x) 10
LIT7 =0 CREE) ORYERE :
fEHE L EEEREFE T VT T A CL, A Vd, ER te ([23F LVaEWN IR - 72
- HEREIEERE (ST —2) W
LI 7z F =0 (RE(GIR) oFEYERE
EE L MEERETIZ VT T A CL, SAMA Vd, - te ([2F LVEN IR0 -7
(4)
PAE) LD
(5) RE - HtARDEE
VI.7BE/ER] OHESR
(6) BFEH (REaL—2ay) BITICKYHEALE-ENENEEESHER
M ER R L

EWEERS A— 5

(1) B3
BB L

(2) RIGEEELR
PR L



VIL_ e c B4 5 I H

B) NAFTRAFE) T+«
Y L7
(4) HEREETEH
BN ER R L
5) VU753 RA
BNER R L
<sE>
30~40mL/min/kg 7
(6) D FMBIR
U ERR L
<BE>12
Bl X— kA hEE V1 5.0L
RGN FIEBURFIC B 5 BT EO AR & Vape : 17L
(7) MBEEHEEE
BONER R L
<BE>D
0% (REDIE a1 BRYERE 2 7 LR

. IR

ARV

K]

(1) %k — RKBEFT B
ZHER R L

(2) IMi%k—RaBEREFT @@
HEERR L

(3) Eit~0BITH
HEERR L

(4) BEE~DFEAT
mEERZ2L (B )
<BEZ . @gHT—42>1
7 v MK ET L
EFIREETOLI 72 =L CRE(IK) OMEBER i PiRER : 26+55%

(5) ZDhDIEH~DBITH
M ER R L

e

(1) FEEMLR OB
AR L



VIL_ W Ehe I c B4 5 H H

<BE.gYPT—5>9

REHEAL - EIZ i

BRI « AN LM T R ORI T 2R RN 2T 7 —BIC LY | BIZT AT IVREE OIK Gk
(XD NN RAEHEY (LI T = F=VR) BEKRSILD,

R 1
LITJ =) LT H =V
EHRERE
>
i
0 CH
N - 3
Il . HC -~ 7 C\ v
e oMy O A 4 " 0
I 0 \ fea 2 0
0
N0 N9
Il CH. Lee
L/C /CH.; 0 C ol

(2) RBIBAE5T 58% (CYP450%) D7 FiE
ZUER R L
<zEZ: @8hHT—42>9
R IMAET AT T — ¥ 8 L ORI AT 7 —F
(3) YIEEEHNROAERVZDEE
YL
(4) KEMOFHEOHER SR
RZMEE R L
<% @gYT—42>9
FERFHD THILI 72 F VBRI, LI 722 =)b® 1/300~1/1,000 DIEFHELNE S0 E &R
TWnb,
(5) FHERHHMDERERI/NT A —4
A RBANA

6. HEitt
(1) BEMERGL B UNHERE
REERR L
<BE>V
FAIBA FAEREY (LI 722 =0g) & LTRBPICHRES S,
(2) it
BREERR L



VIL_ e c B4 5 I H

<EE>9
BRI AT D FIREE (20~64 5%)
HEFFIRNI S « &5 2 B £ TG EOK 30% 2N ENGEHY (LIT7 = Z=Llk) L LT, &R5E
D 1% A B ARZALER & L TR Hriftt
(3) HEMLERE
ERE, VL6, (2) HEftER) 22,

bS5 URR—2—IZET H1EH
EEER L

. BHEI & BREE

AR L

<sE>

MEES (7 —4) 9

TR (L2720 5 =) K 35% (9 3~5 WO LIGENT)



VI Z4atE (i EorEs) (1 5HEA

. £ (EFRALOEESF) ICBEJISHEE

[

ERNBEZDOER

& & )

AT E LTT Y v aadleiow, MEA N SETF~ORGIIITHRN I &,

2. EERBEZ0EH (RAEERZET)

(22) ROBHICIFHRELEWVWI L)

L AFNIOMK ITT = o Z = RAEEWIT RS LIRBEUE OBEERE D & 25 B
2. TNRAT = IR & G- O BE ST G R R 1 LN OBE (HEEER] OEBMR)

3. MEERFHRICEET SFERLDIE L TOEHE
M LR

4. RERUVREICEES SEALOZEE L ZOHER
[VIERICEYT SRBIZZRT 52 L,

5. EERENBEZDEA

1. BEHRES (ROBEFICIEEICHRETSHIL)

ASAIN, VWOHEE [MEIEERSIE SN D BZNNH D720, BAAER G322 80E L, < O% R
THZ L]

FEEE, BERILIRERD OH 2 B8 LOERICEEZ KZTTBThR D5, ]

g [OMERICEEERIETBINARD D, ((RE~OHKE] OHESBR)]

FIEORMEE, DFBIEEDLMERICE LWEEOH 5 EE LI ER TORROB3EZ <
EARS

RENRO D HEE RIREEZTZERH 5, ]

BV B O REIRE O & 5 B [FFRINGIZ BT 582003 d 5, ]

FWRIF OO & 2 BE KEEE A LTV, ]
KAPRNEOBEERE DO & 5 B EPNEZ 523D D, ]

KB SN B D BE [RESNMENEZ D2 L03d 5, ]

6. EELEARWIBEZOEHRVLERE

2. EELEKXMEE
(1) AFEEICHTZ>TiE, FAIE LTHOLD L OB SE TR Z &,
(2) AENOFEAICEE L TiE, —ROETMEE & FEE, REEEHG LD BEEPNZER2ICRET 5 £ T, R

P I Bk LT B S R IR O R ERIE S T BT 5 2 &, F e, AAIERA LA A KT Y
R RBR OB BB TR SN 7, BT SGHRER . WS OSBRI O S S N HFTT, D
BRI L DB, MEOWES, LiEEE=s—T 57 L,

(8) AANIMEMIHAENRIHTH Y FH5H1E 5~10 DRITIIEA R HET 5, £ D7D, AFOFE-H1 L HI,

LU ITERICEIRAIZ 85T 5 72 Ll g mE Bl atT ) Z &,

(4) BREROREN ERITHAT 2 £ TIE, BEHEOEESLERZ M 5 RO BEEICEE L2V LS. &




VIl Zzaett (A EoyEES) (ZBd 25

FITERTHZ &,

(5) BEORYREEZBIE LN S, AFKOOEHT 2 2 HIAORG-BICER L. BRERORE LT,
BREICLERROESIZE EDDH L,

(6) TN a v 7 HDLVITHFIERZEZTZENH DT, AFOFELGICEEL TiE, +o7kfz2ic L
DEFEOEHREZTET LI L ELIC, BEPROONEEAICITELICKRELED END XS, &
pvEfi L T < 2 &,

7. HHEER
(1) BRZER L ZTOEH
3. tHHEEA
(1) BtREZES WHALLGWLI L)
B3P GREER - FEAE B - BRAF
FILA D UIEEE PURIERI NS T 2B ZN0H | p A EFA RZEIR~OHAE I
vV rn b, TNAT = EBEEERS | FICXLD,

oo B R B G- IR 1% 1
PINOBEFEICEES LenD
L, BRAOFIRFIZL VS0 %
BTOFHT 25AICI3EE T L
\CARHN O B B2 Wi U, FE i
145 O H AR PR BN 2 3
ELBETHZ L, FIEICE
WCARKIZ G55 Z & 23R
(A SYIRVSE > o el o N A R 2 |
BB T A 7 = ERRE D
BhHEZRWTD L, (TR

DIARR)
(2) H#REELZFDER
3. tHE{EA
(2) BtREE (BFRICEET S L)
EH|LE ERERIEK - B AL W - BREF

hR R IEIERE R S SRHES | BB - SIS ORI S | AR 2 450 & i B e R
BHERA R UTEE R | ZEBHLOT, AT LHE |IRELRLIBTIADRH 5,
HI, Sy —VERREERIE 123, BREEREZEET LR L

FI)Ia—)L HEICRETDH L,
T EAA FHE|
DIHEERZEHE 3 5EHl© AR, IR T EOER TR | B WA, v w AERANTIE

BT, Ly MEHHIE | TH5ZENHDO T, JFHT L [ICRIR. MEETERZ A 57
Baicid, REREZRBIET D |0 OHER L OBz LY 1E
mEHEICRGET L L, MRS DB NN DD,

8. ElIfEA
(1) BMEROME
4. ElIfER
AT A BB A A 55 D BV P JE BB L 23 D e & 722 D AR 2 S0 L Tu/en,




VIL.

et

W EoyEES) (B HIHH

(2) EXGEIER & HAEIR

4. Bk

A

(1) EXZEMER BEZAH)

1)

2)

3)

4)

5)

6)

7)

8)

FREE : EEN DB DOND ZENH D, HEEOFEIUIARF ORG 8L OG- HEEIZBE T 5 72
O AR OHEIFHARNEE1E 30 UL LT TITHY 2 & (T - HEICEET 2688 LokE] o
HEM) . £7o, MBEEARHIRE IS 2RI HRTE IS LT, ~7 v =0 LRSS O i iEAl
DEMFEFIC L DIREEITH Z L, 7eds. MBI U CTARAIO 53 E OJE I3 G- 1k 25,
WU ALE AT 2 L

MRS - MR, MERERAEIC 0 IR 2RISR D FTREME D B D, BE MR b G AT
(. AR A O S B R LB 2 AT D T &, Apds, MEERERE N T U VT v A AHICHBLL
BRIREE L e o TR RE SN TWD D, HEETLZ L,

FPOR{ELE . FEORIME : PEURAS I, PERENHIN D oD Z ENRH D DT, A OFGIZEE LTI
BRI 24TV BRI U TR A & 2 WITRSEEE LA (e Y IR, L Ne v T 7 A
FRMESE) ZAERT 57 LR E R AT Z L,

e, MEET ARME, ER TR bbb 2 ERd DT, REIOLGEEOHE, &L
VXD T 2 4 5 BRER A1 O 5 53R B O ST G- B O A B b | Bk FE A O A ) 72 40
EEITO L,

IR IR S S d 2 ENHHDOT, AFIOEEGEEORE, £ L X0 2 LG REH O
Bl ORI G BOWE L GO, Wik, FEF. 7 b1 E R 0O R A AR R T A D
RSO LB AT 2 L,

ARAUUHE, DFIE - RARICE ] E RNV TR, MFIERH Db D Zendd (KAl Lo
IRERAI A OF ] STV 256, BEERRIR, A2IE, EIERROND ZEND LD T, +4o7 8
FEHOTEHRETHERTLZ L),

vavr, TF7 4 7% — KA MO RS RO S TH D EBEIZEBNTT LLF—,
TF74 7% —RbbbNDILRHLOT, BEL AT, WURLELZIT Z &,

BHES . REENH LDOND I ERHDHDOT, BIBEHSITITV, WYIRLEEZITO Z L,

(3) ZfdEIER

4. BIEA
(2) ZnthoEIER

RN

BaEE LI, Pk

HRRES IRER, BT

DEEE ﬁ%ﬁfﬁxﬁﬂﬂﬁ\ﬁiﬁﬁ\ﬁﬁfmy7\b%ﬁﬂﬁ\ﬁﬁ
7y

meEEE BAL, I

BEBEE G LN LN R AT

FFREERES JITHERE L

RERVETHEES KLEE, 395, KER

BRURRES Z IR

2EBEERVESEAERE | B Mk

BERBRE UL EN, AST (GOT) #4n. LDH #8in, ALT (GPT) 40,
M 5 AR

BE. PERVCRESHE | ikt L5, AlAOHE




VII. %4t (B EogEss) (4 2IEH

(4) HEMNEHERARREERUVBERREERE —K

B L
(5) BEE. AHE. BEERUFHOARES R ORERRTUIE
LB L
6) FMT LAX—Ioxd 2 EERURBA

[—R:m\] ’k@*%' ‘1?25 thkl/\ t)
1. AENDORSY X7 = > 7 =)V R BTk UidBUE OBEERE D & 2 B

4. ElIYER
(1) EX%GEIER
T 2avy. THI243F— KAl o2k Wﬂ#ﬁ%éﬂfwé%% ZBWTT LLF—,
T 74 T7F—=DNHObNDEZENHDHOT, BEET2ITITV, WYIRLELZITH Z &
(2) ZDHoEIER

ST

RERUVR THBES FLBE, 585, BUER

9. BfmE~DIRE

5. mfnE~DKRE
i E CILEE TEORIEM R & bbb d Wied, AFRIOBIGHEZBET L. BEHEORLIRE
EBISR LR OHEICERLG LU TRETT 2 2 &, [ARAIOKBEZAERICH T 2 B VEDHRT 5 & oWl
R %17, ]

10. #E4R. Eim. RILBFAORS

6. Eiw. Eim. BILBEE~DES
(1) HEPEST SUTATEHR L T W D RTREME O & D NI iE, 1R EO ARSNGBt Z EEl 2 Lol & 556
WZDHFEET D &, UHRPORGICET 5 LRI L TR0, ]
(2) ARANIMEEZ BB T 5720, SO 512 X0 FARICRERME R H bbivd Z End b,
(3) BHIMBA~OEEITHET 2 Z ENEE LWD, RSB TRE TG IR ZET T2 L, [
WEER (7> F) THIBITARD LN TWND, ]

", IMREAOERE

7. NEE~ADEE
IRHARER, #HrER, LIRISHT 2 ZeEIMSI STV (BEHREERD 20,

12. BRRBRERRICREIZE
U L

13. BEKRE

8. BEHRS
(1) i, SER
WL, OPSRAI, MUEIE T, RIS DB B bID 2 LA D,



VI Z2atE (B Eoiiss) (B4 55

(2) A&

ARFNOF GIEE OWIE TG HIEZE D, LIS U CHEHYZRLEEZITO &,
[TERZREIEN] DEZM]

1) FEEICR LT, N7 r=7 AR EOTH MR OR G217 Z &

2) PRSI R LTk, g mur%%%mﬁ(TD#//ﬁMﬁ\Vﬂmw77V@E@ﬁ%)
DO¥EAETOZ L

3) MLEARTIZx LTIk, @ik, FEAOEMEEYRLELZIT Z &,

4) RARICE LTI, Bk, SRR 7 b e R ER R S O R A AR I A o0 SR B 70 AL A1 T
9k,

14, BRLOIE

9. EALDIEE
(1) HE5ER

1) AANIFIRNIC OB T 52 &,

2) BlEZAL
FANRH =V ERETDEWEEE DD T, Hle ORGSR CHEAT 20, SUXFE—# 575
2T 256 1IN L AR E O T IEREZ AT T 5728, BELARNWT &,

(2) #&E5H

AENIFEGANS T 0 R 7 + — VEMOFEAN LIREG LisnwZ &, £z, THE - ARICBEET A48 Eo

E%J@@Tﬂmbkm%W&Uﬁﬁm@&%%w i 5 Z L (KA %R Ls pH (pH>6) |

ol AT, GEROIET. DY OEMAED b TND),

(3) &5

1) AHOBF L, EICHEREEFLTITI 2 L,

2) EHANC, XA TAOITLMeETY ) — VS THER L TERT 2 Z &,

3) WHEMTZA VTEHDOT A 2R L. §RIRZERIE L <IZZOic#k 2 2 &, k. AH
T RHGRRIRNE G BRI, TV ) U OR T EEHNTITY 2 &,

4) IMiR/IE/ S W CRHER T A4 v~ Rl G LisnwZ &, [RESROIERFRA = AT 7 —F T
KO ARRNDBIKRZREINDBENRH D, ]

(4) &E5#%&

1) BAIOEGHE TR, KGR LT A 2G5, RAOREPSERTEESNLBEN
WHDHDT, +3EETDHZ &, AFEHRGTDEICHWEFEN T A o THOIEAZEE L2
Zé&,

2) [Al—BHE KT 2 —BIOFHEEOM A CTHRIEN CTHHEA I, FIRICET 2ITED TR X I L2
STHERTHZ &,

15. ZDtDEE

10. ZDHMDEFE
RIRIRIC L 20— A 2D/, BENDZ VT T 208K 20% KT L2 & OWENSH 5 19,

16. Z it
A% LR



IX. JERRAREABRICEE D HH

X. JERGIREAERICRAY S 1EE

1.

I ER

(1) EMEEFHER ((VILENEEICETIEE &)

(2) BIRMEERR
LR L
(3) RLMEERBR
ML EERL R L
4) ZOMOEERR
A FRHE L

SR

(1) HEES5EMHRAR
ZUER R L

(2) RIEHESEMHRR
MR L

(3) HFEFEZMAR
MR L

(4) ZTOtOEHKEME
MR L



X. EHOFEEICET AEE

X. EEMEIEICEY 51EH

1. REIX 5
BH: VI 72 X = VR 2mg T — =38, LI 7 = X =V bmg [55— =4k
BISE, JBRIE, GRS (EE-EMSEOMLFZEICLVERTLZ L)
RS « VX 7 v X o VR IR K

2. AMEARXIEERLAR
LEJxz oA )LEgERA 2mg TEE—=4)
AWM - 24 (ZEMERBRR RICES)
L2z oA )LERERAS5Mg TEE—=4)
AWM - 34 (EMRBRR RIS <)

3. BiE - RESHE
HIR AT
EHR T CORFNORAFTRET D28 (25CULF TORENREE L),

(1) ERTORYFVEDBERIZDOT
AANTHBIFE, BHE, LWHEEERLTH D,
A — BE T 2 —BlOFTRE O I CRIRDS T8 ITIX MEEICET 2TED Bt & I Lo > THIE
THZ L,
ARANIIRIE T do D728, BRIEL QRS BES AR BN L2 BN E2 35 2 &,
(2) EFTMABFOIZWNIZDONT (BEFICEBEITRESNLNEAFES)
VL6 BEELERMIELZTOEBARVLESE 4)) 21
BEMEERLTA R AV, <FVLOLEY : HY
(3) FAFIFNBERIZTDONT
LEJxUZ)LEER 2mg TE—
LEJxo = )LEER 5mg E—
V14 BRAEDIE (3) B
2% <Hi&E- AECEES SERLDIE>
TSR ORI 15
(fRE) U 7= v =VREN Img/mL (2725 £ 912, VI 7 = v ¥ =)V ERANA TOVNICHE
SRR, AR IL 5% 7 RUPHESIRAZTEA L, X<IRE L CRAICEMT 5,
(FRiE) LI 72X =Lt LT 100 ug/mL (20~250 ug/mL) (2725 X 912, AFAHKE XX 5%
7 RUBRERR CHART 5, Fio. HRBRIILEEME T T 50T, 24 FERLINIZER 352 &,
EFHKIE, WERNEEL R0V DMK E LTHW RN &)

59~ (), XA TAFy v (k)
H1: T~ (BR), MT ¥y v (RE)



X. EEHEEICETLEE

BRRUVERICVDELGHREE

o \\ BB | BRICKER |
R AT (13T L) %mLégﬁ ﬁﬁ%égﬁ ﬁ%;
rl/: 7_1;9 —ILEER 2mg oml 18mL 20mL
EEJ_:/\J
100 pg/mL . o N
rl/'*: 7_Ij:9 —I)LE$EH 5mg 5ml 45ml, 50mL
EEJ_:/\J

5 RBEHFH

GBI - EHR AL Y A 7 PG 2 RE D b WUNIER TS 2 &,

EEm RV EEFEE (RMP) OHIE

1.1, REMHEHEE
[EELGREINZURY]

F R TEL

5]

[ S S R

AR

BRIk, 51k

vav ., TFI74 7% —

A By

{RAFHE

(EELTRIEHR]
HIEEEOEVVNLBEICBIT LM
1.2. BOMHEICET SRHEE
ERERETIZBIT a0 (IR)

| ERZEE S BB O 7= O OIEE)
2. EERREMERITEOME

(EZELEBAEMYRY]
YL

| BRI Y 27 /MED 72 DL E)
4. YR BRIMEETEIDOHE

T D EEE A M R AR T B

WH O Y R 7 /MU

BMOERATEMERETE

BID Y R &RAMEEE

ANVRNZ 69~ 2 R AE o D o i A

%ML

3. AT HIAE - RO EOME
ANVRNZ 69~ 2 R AE o D Rl o A
KEHT O HIT, ISATBOEN R R O O I IR SR~ — Y THERR L T 72 &0,

https://www.pmda.go.jp/safety/info-services/drugs/items-information/rmp/0001.html

6. BE
LIz ZETRA2mg ME—=4&1: 5 "4 7V
LIz ZUETRA5Mg E—=4&1: 5 347 v

7. RBOME
AT N (BT AR), e (TFNLITL), Ry (R)7abLy), v v 7BIGHEDOE (L=
7 2)



X. EHOFEEICET AEE

8. E—H% - EEhE
R4y : T AFAEEN 2me. 7 A F A me
RIZhEE . 7o X =7 = Rtk

9. EFfREFAH
1996 £ 5 H 17 H

10. RERFTRBEABRVERES
RIEREAGEEH H - 2016 422 A 15 H
AREE LT I7x oA ZI)LESER 2mg TE—=4] : 22800AMX00090
LET7z U2 )LERER 5mg ME—=4 ] : 22800AMX00091

1. EMEZEWNSHEERB
2016 4 12 A 9 H

12. DREX(EHREM. RERVAEZEENECEABRUVZORNE
FEHH 202141 A 20 H
WNE /NRICE T D088 - 2R, HEE - HEOBEN
BIME7zzhie - A CRRELEN)
RN - BERREEDE A K OHERFIZ 351 2 840
AN A BRI O HERFIC 351 D $HE
BBk - g
1Ll EO/NR T o8 BEA 2 L3R L. TrofEa v b,
FREMESS - B, LI 72X =Lk LT 0.25u ghkglsy O & TRHGERNE G35, 7ok, #EHEICS
W, BEOEIREEZBZE LN 5. 2~5 2[HIE T 256~100% DOHiFH THLE X1 25~50% D
HFPH CROE CTEX D, A TH 1.3ugkg/ a7 &, WKEEECIZ, LI 72 XLk
LT 1.0u glkg % 2~5 S3[EIfE CHEMBEIFARNE 5T 5 2 LR TE 5,

13. BEEHKR. BiEHRARFABRVZORE
AR BrANA

14. BEEHM
A L0

15. REHFEFIRERRICET 51FH
R LR



X. EEHEEICETLEE

16. &£#Ea1—F
. JEL AR T A A 2 e I .
T HOT (13 2 \ AN SR
W 7E44 (13 41) &7 IR R o — R R R
rl’%t_jzltj #=RER 2mg 1248685010101 8219401D1030 622486801
L =7 x L5 =N RER mg 1248692010101 8219401D2036 622486901

17. RIFfEHLDERE

AANTZHARN L OB FEIRLTH D



XI. 3Cik

XI . Xk
1. 5|FX#R
1) ®HEHR = B, FREE—1E0 BRI 7 —FEESE 2007:p320, AT A AV s AU A« f 2 H—F 7
F v

2) tENEER  EMIRERICET 28R (L 7= ¥ = VEREM 2mg 55— =38 )

3) NER BEMICETIER (LI 7= X = VEEH bmg [5H— =4 )

4) HNEE  FREOREME (VI 7 =¥ = FHER T5H—=18) )

5) thNEE: AL (LI 7z ¥ = fER T5E—=0k) )

6) Abernethy DR and Greenblatt DJ : Clin Pharmacokinet 1982;7(2):108-124

7 BRI MR, BRRREEER S ) — X 1 3 RISV I T = Z =0 (TAF ) ORI :
FaHS— [ 7% DRLEAHICB T AL I 72 = L] 2007:p73-82, T4 7 AT 4 A

8) MRHEN., BT Hi: BB AR 2005:41(4):105-115

9) Egan TD, et al. : Anesthesiology 1993;79(5):881-892

10) Hoke JF, et al. : Anesthesiology 1997;87(3):533-541

11) Dershwitz M, et al. : Anesthesiology 1996;84(4):812-820

12) RHEM = e, FMHE—IEOER © I 7 —MEEY: 2007:p349-381, AT A HL « A TR o f U H—
Faf

13) Cox EH, et al. : Anesthesiology 1999;90(2):535-544

14) fEM —HEE > i« BRRIMEE A 2E (13%) 2002;p500-527, Hrllacs (KR) EFE HRE

15) Lang E, et al. : Anesthesiology 1996;85(4):721-728

16) Reid JE and Mirakhur RK : Br J Anaesth 2000;84(3):422-423

17) Minto CF, et al. : Anesthesiology 1997;86(1):10-23

18) Russell D, et al. : Br J Anaesth 1997;79(4):456-459

2. ZOMOSEXH
AR L



XI. ZEEF

Xi. 3E&H

1.

FHENETORTRR

KEL EE, TALLFr A=A LTV T A=A NI T SAX— TION, FU, RE, Fea, T
VI TAVTUR TIUAL RAY FY v EE TALTY R ARTIA AFYT T L—Y
TOAFRYI, ATUH, A m— ma—U—F U R KeT Y K B ML, By T BT T U, v
VHBE—, AL A = —F o AL A, A, RERATT

(Martindale 40th ed. 2020)

KETOREE « 0K, Wik HEEIUTOLEY TH D,

(ULTIVA- remifentanil
hydrochloride injection,
powder, lyophilized, for
solution:

Mylan Institutional
LLC, 2019 4 10 H)

il -
FEi M
KE O WRAF 3G 1 INDICATIONS AND USAGE

ULTIVA is indicated for intravenous (IV) administration:

+ As an analgesic agent for use during the induction and maintenance of
general anesthesia for inpatient and outpatient procedures.

For continuation as an analgesic into the immediate postoperative period
in adult patients under the direct supervision of an anesthesia practitioner
in a postoperative anesthesia care unit or intensive care setting.

+ As an analgesic component of monitored anesthesia care in adult patients.

2 DOSAGE AND ADMINISTRATION

2.1 Important Dosage and Administration Instructions

Monitor patients closely for respiratory depression when initiating therapy
and following dosage increases with ULTIVA and adjust the dosage
accordingly [see Warnings and Precautions (5.2)].

ULTIVA is for IV use only. Continuous infusions of ULTIVA should be
administered only by an infusion device. The injection site should be close to

the venous cannula and all IV tubing should be cleared at the time of

discontinuation of infusion.

ULTIVA should not be administered without dilution.

Consider an alternative to ULTIVA for patients taking mixed
agonist/antagonist and partial agonist opioid analgesics due to reduced
analgesic effect or potential withdrawal symptoms. If concomitant use is
warranted, carefully observe the patient, particularly during treatment
initiation and dose adjustment.

Discontinue ULTIVA if patient is not responding appropriately to treatment.

Discard unused portion.

2.2 General Anesthesia

ULTIVA is not recommended as the sole agent in general anesthesia because
loss of consciousness cannot be assured and because of a high incidence of
apnea, muscle rigidity, and tachycardia. ULTIVA is synergistic with other

anesthetics; therefore, clinicians may need to reduce doses of thiopental,
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propofol, isoflurane, and midazolam by up to 75% with the coadministration of
ULTIVA. The administration of ULTIVA must be individualized based on the
patient's response.

Induction of Anesthesia

ULTIVA should be administered at an infusion rate of 0.5 to 1 mcg/kg/min
with a hypnotic or volatile agent for the induction of anesthesia. If
endotracheal intubation is to occur less than 8 minutes after the start of the
infusion of ULTIVA, then an initial dose of 1 mcg/kg may be administered over
30 to 60 seconds.

ULTIVA should not be used as a sole agent for induction of anesthesia because
loss of consciousness cannot be assured and because of a high incidence of
apnea, muscle rigidity, and tachycardia.

Maintenance of Anesthesia

After endotracheal intubation, the infusion rate of ULTIVA should be
decreased in accordance with the dosing guidelines in Tables 1 (adults,
predominately ASA physical status I, II, or III) and 2 (pediatric patients).

* Due to the fast onset and short duration of action of ULTIVA, the rate of
administration during anesthesia can be titrated upward in 25% to 100%
increments in adult patients or up to 50% increments in pediatric patients,
or downward in 25% to 50% decrements every 2 to 5 minutes to attain the
desired level of p-opioid effect.

+ In response to light anesthesia or transient episodes of intense surgical
stress, supplemental bolus doses of 1 meg/kg may be administered every 2 to
5 minutes.

+ At infusion rates > 1 mcg/kg/min, increases in the concomitant anesthetic
agents should be considered to increase the depth of anesthesia. /[See
Clinical Pharmacology- Specific Populations: Pediatric Population (12.3) and
Dosage and Administration, Table 2 (2.2).]

Table 1: Dosing Guidelines in Adults — General Anesthesia and Continuing as
an Analgesic into the Postoperative Care Unit or Intensive Care Setting*

Continuous IV Range of Infusion | Supplemental IV
Phase Infusion of Dose Bolus Dose of
ULTIVA ULTIVA ULTIVA
(mcg/kg/min) (mcg/kg/min) (mcg/kg)
Induction of Anesthesia 05— 1%
(through intubation) )
Maintenance of
anesthesia with:
Nitrous oxide (66%) 0.4 0.1—2 1
Isoflurane (0.4 to 1.5
MAC) 0.25 0.05—2 1
Propofol (}00 to 200 0.95 0.05—2 1
mcg/kg/min)
Continuation as an
gnalge§1c into the 0.1 0.025—0.2 not recommended
immediate
postoperative period

* An initial dose of 1 mcg/kg may be administered over 30 to 60 seconds.
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Table 2 summarizes the recommended doses in pediatric patients,
predominantly ASA physical status I, II, or ITI. In pediatric patients,
remifentanil was administered with nitrous oxide or nitrous oxide in
combination with halothane, sevoflurane, or isoflurane. The use of atropine
may blunt the potential for bradycardia that can occur upon administration of

ULTIVA.

Table 2: Dosing Guidelines in Pediatric Patients — Maintenance of Anesthesia

Continuous IV | Range of Infusion | Supplemental IV
Phase Infusion of Dose Bolus Dose of
ULTIVA ULTIVA ULTIVA
(mcg/kg/min) (mcg/kg/min) (mcg/kg)
Maintenance of anesthesia
in patients aged 1 to 12
years old with*:
Halothane (0.3 to 1.5 MAC) 0.25 0.05-1.3 1
Sevoflurane (0.3 to 1.5
MAC) 0.25 0.05-1.3 1
Isoflurane (0.4 to 1.5 MAC) 0.25 0.05-1.3 1
Maintenance of anesthesia
for patients from birth to 2
months of age with:
Nitrous oxide (70%) " 0.4 0.4-1.0 1t

* An initial dose of 1 mecg/kg may be administered over 30 to 60 seconds.

T The clearance rate in neonates is highly variable, on average two times higher than in the
young healthy adult population. Therefore, an increased infusion rate may be necessary to
maintain adequate surgical anesthesia, and additional bolus doses may be required. The use of
atropine may blunt the potential for bradycardia that can occur upon administration of
ULTIVA. [See Clinical Pharmacology: Specific Populations: Pediatric Population (12.3) and
Clinical Studies (14.4).]

' Boluses of 1 meg/kg were studied in ASA 1 and 2, full-term patients weighing at least 2500 gm,

undergoing pyloromyotomy who received pretreatment with atropine. Neonates receiving

supplementation with potent inhalation agents or neuraxial anesthesia, those with significant
co-morbidities or undergoing significant fluid shifts, or those who have not been pretreated with

atropine, may require smaller bolus doses to avoid hypotension and/or bradycardia.

2.3 Continuation as an Analgesic into the Immediate Postoperative Period Under the
Direct Supervision of an Anesthesia Practitioner

Infusions of ULTIVA may be continued into the immediate postoperative period for

select patients for whom later transition to longer acting analgesics may be desired.

+ ULTIVA has not been studied in pediatric patients for use in the immediate

postoperative period.

+ The use of bolus injections of ULTIVA to treat pain during the postoperative period is
not recommended.

* When used as an IV analgesic in the immediate postoperative period, ULTIVA should
be initially administered by continuous infusion at a rate of 0.1 mcg/kg/min.

* The infusion rate may be adjusted every 5 minutes in 0.025 mcg/kg/min increments to
balance the patient's level of analgesia and respiratory rate.

+ Infusion rates greater than 0.2 mecg/kg/min are associated with respiratory depression

(respiratory rate less than 8 breaths/min).

Due to the rapid offset of action of ULTIVA, no residual analgesic activity will
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be present within 5 to 10 minutes after discontinuation. For patients
undergoing surgical procedures where postoperative pain is generally
anticipated, alternative analgesics should be administered prior to
discontinuation of ULTIVA. The choice of analgesic should be appropriate for
the patient's surgical procedure and the level of follow-up care /see Clinical
Studies (14)].

2.4 Analgesic Component of Monitored Anesthesia Care

It is strongly recommended that supplemental oxygen be supplied to the
patient whenever ULTIVA is administered.

+ ULTIVA has not been studied for use in children in monitored anesthesia

care.

Single Dose

A single IV dose of 0.5 to 1 mecg/kg over 30 to 60 seconds of ULTIVA may be
given 90 seconds before the placement of the local or regional anesthetic block
[see Warnings and Precautions (5.6)].

Continuous Infusion

When used alone as an IV analgesic component of monitored anesthesia care,
ULTIVA should be initially administered by continuous infusion at a rate of
0.1 mcg/kg/min beginning 5 minutes before placement of the local or regional
anesthetic block.

+ Because of the risk for hypoventilation, the infusion rate of ULTIVA should
be decreased to 0.05 mcg/kg/min following placement of the block.

+ Thereafter, rate adjustments of 0.025 mcg/kg/min at 5 minute intervals may
be used to balance the patient's level of analgesia and respiratory rate.

* Rates greater than 0.2 mcg/kg/min are generally associated with respiratory
depression (respiratory rates less than 8 breaths/min).

* Bolus doses of ULTIVA administered simultaneously with a continuous
infusion of ULTIVA to spontaneously breathing patients are not
recommended.

Table 3 summarizes the recommended doses for monitored anesthesia care in
adult patients, predominately ASA physical status I, II, or III.

Table 3: Dosing Guidelines in Adults — Monitored Anesthesia Care

Method Timing ULTIVAAlone | ULIIVA+2mg
Midazolam

. Given 90 seconds before| 1 mcg/kg over 30 0.5 mcg/kg over

Single IV Dose local anesthetic to 60 seconds 30 to 60 seconds

Beginning 5 minutes

before local anesthetic 0.1 mcg/kg/min 0.05 mcg/kg/min

Continuous IV

Infusion 0.05 mcg/kg/min 0.025 mcg/kg/min

After local anesthetic (Range: 0.025 - (Range: 0.025 to
0.2 mcg/kg/min) 0.2 mcg/kg/min)

2.5 Discontinuation

Upon discontinuation of ULTIVA, the IV tubing should be cleared to prevent
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the inadvertent administration of ULTIVA at a later time.

For patients undergoing surgical procedures where postoperative pain is
generally anticipated, alternative analgesics should be administered prior to
discontinuation of ULTIVA. The choice of analgesic should be appropriate for
the patient's surgical procedure and the level of follow-up care /see Clinical
Studies (14)].

2.6 Dosage Modifications in Geriatric Patients

The starting doses of ULTIVA should be decreased by 50% in elderly patients
(> 65 years). ULTIVA should then be cautiously titrated to effect /see Use in
Specific Populations (8.5)].

2.7 Dosage Modifications in Pediatric Patients

See Table 2 for dosing recommendations for use of ULTIVA in pediatric
patients from birth to 12 years of age for maintenance of anesthesia. /See
Clinical Pharmacology- Specific Populations: Pediatric Population (12.3) and
Dosage and Administration, Table 2 and Maintenance of Anesthesia (2.2).]

ULTIVA has not been studied in pediatric patients for use in the immediate
postoperative period or for use as a component of monitored anesthesia care.

2.8 Dosage Modifications in Coronary Artery Bypass Surgery

Table 4 summarizes the recommended doses for induction, maintenance, and
continuation as an analgesic into the ICU in adult patients, predominantly
ASA physical status III or IV. To avoid hypotension during the induction

phase, it is important to consider the concomitant medication regimens. /See

Clinical Studies: Coronary Artery Bypass Surgery (14.5).]

Table 4: Dosing Recommendations *— Coronary Artery Bypass Surgery

Continuous IV Range of Supplemental
Phase Infusion of Infusion Dose |IV Bolus Dose of
ULTIVA ULTIVA ULTIVA

(mcg/kg/min) (mcg/kg/min) (mcg/kg)
Induction of Anesthesia 1
(through intubation)
Maintenance of Anesthesia 1 0.125 to 4 0.5t01
Continuation as an analgesic
into ICU 1 0.05to 1

* See Clinical Studies: Coronary Artery Bypass Surgery subsection (14 .5) for concomitant

medication regimens.

2.9 Dosage Modifications in Obese Patients

The starting doses of ULTIVA should be based on ideal body weight (IBW) in
obese patients (greater than 30% over their IBW) /see Use in Specific
Populations (8.6)].

2.10 Dosage Modifications in Preanesthetic Medication

The need for premedication and the choice of anesthetic agents must be
individualized. In clinical studies, patients who received ULTIVA frequently
received a benzodiazepine premedication.
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2.11 Preparation for Administration

To reconstitute solution, add 1 mL of diluent per mg of remifentanil. Shake
well to dissolve. When reconstituted as directed, the solution contains
approximately 1 mg of remifentanil activity per 1 mL.

+ ULTIVA should be diluted to a recommended final concentration of 20, 25, 50,

or 250 meg/mL prior to administration (see Table 5). ULTIVA should not be
administered without dilution.

Table 5: Reconstitution and Dilution of ULTIVA

Final Concentration Amount of ULTIVA in Each Fingl Vplume Aftfar .
Vial Reconstitution and Dilution
20 mcg/mL 1 mg 50 mL
2 mg 100 mL
5 mg 250 mL
25 meg/mL 1 mg 40 mL
2 mg 80 mL
5 mg 200 mL
50 mcg/mL 1 mg 20 mL
2 mg 40 mL
5 mg 100 mL
250 meg/mL 5 mg 20 mLL

Continuous IV infusions of ULTIVA should be administered only by an
infusion device. Infusion rates of ULTIVA can be individualized for each

patient using Table 6:

Table 6: IV Infusion Rates of ULTIVA (mL/kg/h)

Drug Delivery Rate Infusion Delivery Rate(mL/kg/h)

(mcg/kg/min) 20mcg/mL 25mceg/mL 50mcg/mL 250mcg/mL
0.0125 0.038 0.03 0.015 not recommended
0.025 0.075 0.06 0.03 not recommended
0.05 0.15 0.12 0.06 0.012
0.075 0.23 0.18 0.09 0.018
0.1 0.3 0.24 0.12 0.024
0.15 0.45 0.36 0.18 0.036
0.2 0.6 0.48 0.24 0.048
0.25 0.75 0.6 0.3 0.06
0.5 1.5 1.2 0.6 0.12
0.75 2.25 1.8 0.9 0.18
1.0 3.0 2.4 1.2 0.24
1.25 3.75 3.0 1.5 0.3
1.5 4.5 3.6 1.8 0.36
1.75 5.25 4.2 2.1 0.42
2.0 6.0 4.8 2.4 0.48

When ULTIVA is used as an analgesic component of monitored analgesia care,
a final concentration of 25 mcg/mL is recommended. When ULTIVA is used for
pediatric patients 1 year of age and older, a final concentration of 20 or 25
mcg/mL is recommended. Table 7 is a guideline for milliliter-per-hour delivery
for a solution of 20 mecg/mL with an infusion device.

Table 7: IV Infusion Rates of ULTIVA (mL/h) for a 20 mcg/mL Solution

Infusion Rate Patient Weight(kg)
(mcg/kg/min) 5 10 20 30 40 50 60
0.0125 0.188 | 0.375 0.75 1.125 1.5 1.875 2.95
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0.025 0.375 0.75 1.5 2.25 3.0 3.75 4.5

0.05 0.75 1.5 3.0 4.5 6.0 7.5 9.0

0.075 1.125 2.25 4.5 6.75 9.0 11.25 13.5
0.1 1.5 3.0 6.0 9.0 12.0 15.0 18.0
0.15 2.25 4.5 9.0 13.5 18.0 22.5 27.0
0.2 3.0 6.0 12.0 18.0 24.0 30.0 36.0
0.25 3.75 7.5 15.0 22.5 30.0 37.5 45.0
0.3 4.5 9.0 18.0 27.0 36.0 45.0 54.0
0.35 5.25 10.5 21.0 31.5 42.0 52.5 63.0
0.4 6.0 12.0 24.0 36.0 48.0 60.0 72.0

Table 8 is a guideline for milliliter-per-hour delivery for a solution of 25

mcg/mL with an infusion device.

Table 8: IV Infusion Rates of ULTIVA (mL/h) for a 25 mcg/mL Solution

Infusion Rate Patient Weight(kg)

(mcg/kg/min) 10 20 30 40 50 60 70 80 90 100
0.0125 0.3 0.6 0.9 1.2 1.5 1.8 2.1 2.4 2.7 3.0
0.025 0.6 1.2 1.8 2.4 3.0 3.6 4.2 4.8 5.4 6.0
0.05 1.2 2.4 3.6 4.8 6.0 7.2 8.4 9.6 10.8 | 12.0
0.075 1.8 3.6 5.4 7.2 9.0 10.8 | 12.6 | 14.4 | 16.2 | 18.0
0.1 2.4 4.8 7.2 9.6 12.0 | 144 | 16.8 | 19.2 | 21.6 | 24.0
0.15 3.6 7.2 10.8 | 14.4 | 18.0 | 21.6 | 25.2 | 28.8 | 32.4 | 36.0
0.2 4.8 9.6 14.4 | 19.2 | 24.0 | 28.8 | 33.6 | 38.4 | 43.2 | 48.0

Table 9 is a guideline for milliliter-per-hour delivery for a solution of 50

mcg/mL with an infusion device.

Table 9: IV Infusion Rates of ULTIVA (mL/h) for a 50 mcg/mL Solution

Infusion Rate Patient Weight(kg

(mcg/kg/min) 30 40 50 60 70 80 90 100
0.025 2.1 2.4 2.7 3.0
0.05 2.4 3.0 3.6 4.2 4.8 5.4 6.0
0.075 2.7 3.6 4.5 5.4 6.3 7.2 8.1 9.0
0.1 3.6 4.8 6.0 7.2 8.4 9.6 10.8 12.0
0.15 5.4 7.2 9.0 10.8 12.6 14.4 16.2 18.0
0.2 7.2 9.6 12.0 14.4 16.8 19.2 21.6 24.0
0.25 9.0 12.0 15.0 18.0 21.0 24.0 27.0 30.0
0.5 18.0 24.0 30.0 36.0 42.0 48.0 54.0 60.0
0.75 27.0 36.0 45.0 54.0 63.0 72.0 81.0 90.0
1.0 36.0 48.0 60.0 72.0 84.0 96.0 108.0 | 120.0
1.25 45.0 60.0 75.0 90.0 | 105.0 | 120.0 | 135.0 | 150.0
1.5 54.0 72.0 90.0 | 108.0 | 126.0 | 144.0 | 162.0 | 180.0
1.75 63.0 84.0 | 105.0 | 126.0 | 147.0 | 168.0 | 189.0 | 210.0
2.0 72.0 96.0 120.0 | 144.0 | 168.0 | 192.0 | 216.0 | 240.0

Table 10 is a guideline for milliliter-per-hour delivery for a solution of 250

meg/mL with an infusion device.

Table 10: IV Infusion Rates of ULTIVA (mL/h) for a 250 mcg/mL Solution

Infusion Rate Patient Weight(kg)

(mcg/kg/min) 30 40 50 60 70 80 90 100
0.1 0.72 0.96 1.20 1.44 1.68 1.92 2.16 2.40
0.15 1.08 1.44 1.80 2.16 2.52 2.88 3.24 3.60
0.2 1.44 1.92 2.40 2.88 3.36 3.84 4.32 4.80
0.25 1.80 2.40 3.00 3.60 4.20 4.80 5.40 6.00
0.5 3.60 4.80 6.00 7.20 8.40 9.60 10.80 12.00
0.75 5.40 7.20 9.00 10.80 | 12.60 14.40 16.20 18.00
1.0 7.20 9.60 12.00 14.40 | 16.80 19.20 | 21.60 | 24.00
1.25 9.00 12.00 | 15.00 | 18.00 | 21.00 | 24.00 | 27.00 | 30.00
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1.5 10.80 | 14.40 | 18.00 | 21.60 | 25.20 | 28.80 | 32.40 | 36.00
1.75 12.60 | 16.80 | 21.00 | 25.20 | 29.40 | 33.60 | 37.80 | 42.00
2.0 14.40 | 19.20 | 24.00 | 28.80 | 33.60 | 38.40 | 43.20 | 48.00

2.12 Compatibility and Stability

Reconstitution and Dilution Prior to Administration

ULTIVA is stable for 24 hours at room temperature after reconstitution and
further dilution to concentrations of 20 to 250 mcg/mL with the IV fluids listed
below.

Sterile Water for Injection, USP

5% Dextrose Injection, USP

5% Dextrose and 0.9% Sodium Chloride Injection, USP
0.9% Sodium Chloride Injection, USP

0.45% Sodium Chloride Injection, USP

Lactated Ringer's and 5% Dextrose Injection, USP

ULTIVA is stable for 4 hours at room temperature after reconstitution and
further dilution to concentrations of 20 to 250 mecg/mL with Lactated Ringer's
Injection, USP.

ULTIVA has been shown to be compatible with these IV fluids when
coadministered into a running IV administration set.

Compatibility with Other Therapeutic Agents

ULTIVA has been shown to be compatible with Diprivan® (propofol) Injection
when coadministered into a running IV administration set. The compatibility
of ULTIVA with other therapeutic agents has not been evaluated.

Incompatibilities

Nonspecific esterases in blood products may lead to the hydrolysis of
remifentanil to its carboxylic acid metabolite. Therefore, administration of
ULTIVA into the same IV tubing with blood is not recommended.

Note: Parenteral drug products should be inspected visually for particulate
matter and discoloration prior to administration whenever solution and
container permit. Product should be a clear, colorless liquid after
reconstitution and free of visible particulate matter.

ULTIVA does not contain any antimicrobial preservative and thus care must
be taken to assure the sterility of prepared solutions.
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T TE 252, AKTH 1.3ugkg/mEBINT &, EBREMFIZIE, LI 7= H =1Lt LT
1.0 1 glkg % 2~5 Sy kG CEMBEEFIRNE G2 2 LR TE 5,

<A - AEICEEILSFEALDEFE>

1. AAIZHI TR MR Lan 2 &, [RANTEFDRDTW o | BERIE A Z 155 72 D3O 2 5 Fk
Az O35 2 L, ]

2. A BEIFIRNE ST 55613 30 UL ENT TITH 2 &,

3. EAREOHAERTCITEBREOKRE LY HEEARE NESHTTHI ZERZEE L, (IEMEBE - AT
BMI25 UL 1)

4. TEEHE O TR 15
(L) VX 7 = o Z =)VIREED 1mg/mL IZ72 5 K 912, VX 7 = & =V EH S A 7 VNS K,
APRRIEIR UL 5% 7 FUBESEEZEA L, L<IRE L CRE|ICEMT 5,
(FHRE) VI 72X =Lt LT 100pug/mL (20~250 ug/mL) (2725 K 92, AHEAHRER L 5%7 R
FEESR CART 2, £7o, ARBITLEEMET T 20T, 24 FEUNICHER T2 2 &0 (ESHKIE,
WRPFIRE R DRV ORHRIEE LTHW WD &)

BRERVARICDELGREE

VAR B 7 R VA
e Al (1547 0) WS LE | WRICDE | kR
W= (-=x4 o R B
LEJz VA )LERERA 2mg TE—=4#) 2mL 18mL 20mL
100 ug/mL
LEJz VA )LERERA Mg TE—=4#) 5mL 45mL 50mL
2. BICE T HEBRRXIRER
WERICEET HBAMEHR (A —X 3 UTHER)
S 2% PO
F—ArZ VT |C Drugs which, owing to their pharmacological effects,
BT [ULTIVA(remifentanil have caused or may be suspected of causing, harmful
hydrochloride) for Injection : | effects on the human fetus or neonate without causing
Aspen Pharmacare Pty Ltd, malformations. These effects may be reversible.
2020 4~ 8 H 25 H] Accompanying texts should be consulted for further
details.
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Risk Summary

Prolonged use of opioid analgesics during pregnancy may cause neonatal opioid
withdrawal syndrome. Available data with remifentanil hydrochloride in
pregnant women are insufficient to inform a drug-associated risk for major birth
defects and miscarriage. In animal reproduction studies, reduced fetal rat body
weight and pup weights were reported at 2.2 times a human intravenous
infusion of an induction dose of 1 meg/kg with a maintenance dose of 2
mcg/kg/min for a surgical procedure lasting 3 hours. There were no
malformations noted when remifentanil was administered via bolus injection to
pregnant rats or rabbits during organogenesis at doses approximately 5 times
and approximately equal, respectively, to a human intravenous infusion of an
induction dose of 1 mcg/kg with a maintenance dose of 2 mcg/kg/min for a
surgical procedure lasting 3 hours [see Datal. The estimated background risk of
major birth defects and miscarriage for the indicated population is unknown. All
pregnancies have a background risk of birth defect, loss, or other adverse
outcomes. In the U.S. general population, the estimated background risk of
major birth defects and miscarriage in clinically recognized pregnancies is 2-4%
and 15-20%, respectively.

Clinical Considerations

Labor or Delivery

Opioids cross the placenta and may produce respiratory depression and
psycho-physiologic effects in neonates. An opioid antagonist, such as naloxone,
must be available for reversal of opioid-induced respiratory depression in the
neonate. ULTIVA is not recommended for use in pregnant women during or
immediately prior to labor, when other analgesic techniques are more
appropriate. Opioid analgesics, including ULTIVA, can prolong labor through
actions which temporarily reduce the strength, duration, and frequency of
uterine contractions. However, this effect is not consistent and may be offset by
an increased rate of cervical dilation, which tends to shorten labor. Monitor
neonates exposed to opioid analgesics during labor for signs of excess sedation
and respiratory depression.

Data

Human Data

In a human clinical trial, the average maternal remifentanil concentrations
were approximately twice those seen in the fetus. In some cases, however, fetal
concentrations were similar to those in the mother. The umbilical arteriovenous
ratio of remifentanil concentrations was approximately 30% suggesting
metabolism of remifentanil in the neonate.

Animal Data




Pregnant rats were treated from Gestation Day 6 to 15 with intravenous
remifentanil doses of 0.5, 1.6, or 5 mg/kg/day (0.2, 0.7, or 2.2 times a human
intravenous infusion of an induction dose of 1 mecg/kg with a maintenance dose
of 2 meg/kg/min based on body surface area for a surgical procedure lasting 3
hours based on body surface area, respectively). Reduced fetal weights were
reported in the high dose group; however, no malformations were reported in
surviving fetuses despite a non-dose dependent increase in maternal mortality.
Pregnant rabbits were treated from Gestation Day 6 to 18 with intravenous
remifentanil doses of 0.1, 0.5, or 0.8 mg/kg/day (0.09, 0.4, or 0.7 times a human
intravenous infusion of an induction dose of 1 mecg/kg with a maintenance dose
of 2 mecg/kg/min based on body surface area for a surgical procedure lasting 3
hours based on body surface area, respectively). No malformations were
reported in surviving fetuses despite clear maternal toxicity (decreased food
consumption and body weights and increased mortality in all treatment groups).

Pregnant rats were treated from Gestation Day 6 to Lactation Day 21 with
intravenous boluses of remifentanil 0.5, 1.6, or 5 mg/kg/day (0.2, 0.7, or 2.2 times
a human intravenous infusion of an induction dose of 1 mcg/kg with a
maintenance dose of 2 mcg/kg/min based on body surface area for a surgical
procedure lasting 3 hours based on body surface area, respectively). Reduced
birth weights were noted in the high-dose groups in the presence of maternal
toxicity (increased mortality in all groups).

8.2 Lactation

Risk Summary

It is not known whether remifentanil is excreted in human milk. After receiving
radioactive-labeled remifentanil, the radioactivity was present in the milk of
lactating rats. Because fentanyl analogs are excreted in human milk, caution
should be exercised when ULTIVA is administered to a nursing woman.

The developmental and health benefits of breastfeeding should be considered
along with the mother’s clinical need for ULTIVA and any potential adverse
effects on the breastfed infant from ULTIVA or from the underlying maternal
condition.

Clinical Considerations

Infants exposed to ULTIVA through breast milk should be monitored for excess
sedation and respiratory depression. Withdrawal symptoms can occur in
breastfed infants when maternal administration of an opioid analgesic is
stopped, or when breast-feeding is stopped.
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hydrochloride

The efficacy and safety of ULTIVA as an analgesic agent for use in the
maintenance of general anesthesia in outpatient and inpatient pediatric surgery
have been established in controlled clinical studies in pediatric patients from
birth to 12 years /[see Clinical Studies (14.4)].

The initial maintenance infusion regimen of ULTIVA evaluated in pediatric
patients from birth to 2 months of age was 0.4 mcg/kg/min, the approved adult
regimen for use with N20O. The clearance rate observed in neonates was highly
variable and on average was 2 times higher than in the young healthy adult
population. Therefore, while a starting infusion rate of 0.4 mcg/kg/min may be
appropriate for some neonates, an increased infusion rate may be necessary to
maintain adequate surgical anesthesia, and additional bolus doses may be
required. The individual dose for each patient should be carefully titrated. /See
Clinical Pharmacology- Specific Populations: Pediatric Population (12.3) and
Dosage and Administration, Table 2 and Maintenance of Anesthesia (2.2).]

ULTIVA has not been studied in pediatric patients for use as a postoperative
analgesic or as an analgesic component of monitored anesthesia care.

AIRZ BT 2AFNOER EoEE VNRE~OKRE ] OHEOFLHEITFUTOLEBY TH D,

(EARLDZEE] [

LEANDKRE ]

RHAREER, AR, LIRSS D LattiTg S Tunianyy (ERRBR 2V




XI. f§

el

XI. {§&
ZDMOEEEH

Pl A2 LR R — % D)

VR T 2 S =)VEHER 2 A BRI T Img/mL ISR L7l 2 SR A & 11 TREE L, SiRRAF T Ol

BEELO 1 RRRICE T DME, pH, MOBEFROMERERTRT,

k. WA IEADEERDOGEIL, SAEAORM CEITRIM S I HIEITHEN R L2 b D& vz,

[N 4 TR E S S D D]

. R4 WP 0 1T & =IR)
SR 4y HH " HH —
(—#x4) B ARl [ARENIERED 1 FRRfE
SR F4s) {0 VR B {0 VR B 00 V5
7ﬁ\
I P (&%’ﬁ;}() pH 6.79 3.26 3.26
AT (%) - 100.0 100.1
A48 2, P 1] 2, Y 1 I (2, V5 ]
RKEAETE
(e ﬁim pH 5.82 3.26 3.26
o FETFHR(%) — 100.0 100.4
oy ik A48 2, P 1 2, Y 1 I £,V ]
777 A
N pH 6.32 4.31 4.31
(AR Y > 7 R)
i A7 23 (%) — 100.0 100.1
50592 D Fas ) {0 R B {0 B et 75
(57 AR AR o 294 224 224
° n PAFER(%) — 100.0 99.8
Fas ) {0 R B {0 R B et 75
F7 R NI UFEALSHE 7 Y—)
(5% L & R L ANELEE U+ L) pH >-81 429 429
(o) N FLHER
A7 (%) - 100.0 100.0
s e, P 1 e, P 1 (0 7
TRV UFLVMBE 7Y —)
_ . pH 5.27 4.24 4.24
(5%~ /v h—ANNELEE VY v 7 R ) 00,0 1002
F2R(9 — . .
ML - (AT 3 - — i : \ \
BSTTEA T L 4% i) 485 (0 Y5 P 485 (0 Y5 P 4840 P T
KRS FTHRA T~ pH 5.41 4.27 4.27
INELER Y > 7 Vi) 173 (%) — 100.0 100.3
oy F i S8l {0 B {0 B (5 75 B
_ J\‘ - pH 6.74 5.13 5.10
(7T —F VY UFNIK)
A7 (%) - 100.0 99.8
o D Wil S8l {0 kB {0 B (5 75 B
o B : o pH 5.40 4.85 4.84
(' RoENT 27— VY U 7IVR) -
A7 3(%) — 100.0 100.2
4% i) 48 (0 V5 P 48 (0 V5 4840 P T
7 ¢ VA 140 Wik = 504 - = 09
(7 R OBMT £F— kY > H0) P ' : :
A7 (%) — 100.0 100.1
- 4% ) 48 (0 J5 P 48 (0 J5 P 4840 P T
N i}
. pH 7.22 6.54 6.73
(EREE Y > 7 Vi)
o A7 (%) — 100.0 96.5




X1I. fi =

SHE A% 3 4
Bl (%iﬁ) = FRWF AR (R 0 1T & =iR)
1% Bl ARl LA TE % 1 B
vy 5 T Sk 4% ) 90 £ 75 90 £ 75 4 (5, 75 B
(Wit TR ARE e (PRSI pH 551 415 413
FRATZHR(%) — 100.0 100.1
vy 5 TS S 4% ) 90 {0 75 90 {0 75 4 (5, 75 B
(BRI () pH 541 413 413
FRATZH(%) — 100.0 99.9
PR S, F4s ) {0 VR B {0 R B (0 V5
(BARE - 5 ) b— i (D)) Do 265 487 4.86
FA73(%) — 100.0 100.1
3G i F4s) 40 R B {0 R B 00 V5
) (1 BT 5 — b ) pH 5.40 4.71 4.7
03 - iR A7 (%) - 100.0 100.1
| S A48 2, P 1 2, Y 1 I (2, V5 ]
(7 1 BT 5 — b ) pH 5.02 4.60 4.60
A7 23 (%) — 100.0 99.8
NS B i A48 2, Y 1 2, P 1 I £,V ]
CROFI I - (OB pf 614 215 416
A7 23 (%) — 100.0 99.6
U v~ 6% Fas ) {0 R B {0 R B (0 75
CROFI L - (RO pf 619 827 327
A7 (%) - 100.0 98.6
L i 6% Fas ) {0 R B {0 R B (0 75
(B Frdv=F /L5 7 130000) pH 4.94 319 3.20
A7 (%) - 100.0 100.0
I B HEE 5% s e Y 1 e, P 1 (0 7
(7 R ) pH 5.12 3.25 3.25
A7 (%) — 100.0 100.3
R4 1 8.A% s e, Y 1 e Y 1 (0 7
S G by oAV R o —— .50 8.39
i \ FH(%) ‘ — 100.0 86.1
2 5 ¢ A 500mg S WEBAED | REBEEY | REBaED
(AH2F 7 AF b Y 7 ARG pH 749 6.98 6.98
A7 (%) - 100.0 98.1
. 0%~ > = 5 h—LEERE YD) S8l {0 B {0 B (5 75 B
(D o= h L VERR) pH 6.42 3.24 3.25
A7 (%) - 100.0 99.9
A% a L R dmg” 4% ) 48 (0 J5 P 48 (0 J5 P 4840 P T
(1= L) pH 4.04 3.83 3.83
A7 (%) — 100.0 98.5
R =25 3/ AEHE 50mgl5.0mL 4% i) 48 (0 JB P 48 (0 V5 4840 P T
(57 5= & 2B pH 4.05 3.98 3.97
A7 (%) — 100.0
_ - ) 98.3
a7 u=1v LBLYFER F4s ) (5, 78 (5, 7 (5, 75 B
50mg/5.0mL [~</LA | pH 3.10 3 Yy
) .14 3.14
=2/A=1=Ny NN ¥ (g7 7R (9
) FRATF(%) — 100.0 100.1




XI. f§

el

B4

RERFARAT (ol 0 AT & i)

SRRy FE " HH —
(—%44) Bt ARl [ARENIERE 1 BFH]
- 7 = H =V iERNR 0.25mg s A0 £ R A0 £ R #4075
e - M =4t pH 5.51 3.28 3.26
(7= X =Ly T Rl A7 (%) 100.0 99.7
e e e 4x ) B =Fed) =k}
1%F 4 7Y Nt
o pH 7.34 3.37 3.36
(TaRT7 4—)) .
A7 23(%) — 100.0 99.7
o e N S8 B =Fed) =)
1% 7 aR7 4 —NA3E = A) ?
o pH 7.41 3.34 3.34
(TaRT7 =) .
A3 (%) — 100.0 100.6
o e o _ 45z B =) =k
2% IR T F—NE =) *
N pH 7.40 3.34 3.34
(FaR74+—) -
FEA73(%) 100.0 101.4
HBOLEE | A6k
. . S8l R | AvREam | fonkrs
ARDe e EiE 5 RF— LS 0.5g°2 1 ” , N
L Lo DR
(FAREZ—LF R TD)
pH 10.81 — —
A7 23 (%) - - -
MBOLEE | AR O
. N S WEREEN | £Uian | cokkes
A VY =S 0.6 ¢ .
N _ L7 To E¥R L T2
BFEHHAFTIT7—NAFT FY L)
pH 10.96 — —
FEA73(%) — —
TLvT w7 AERER 200 ug S I 0 Ve I 0 Ve I 4 R B
[ lA ] pH 4.99 3.26 3.25
(T 7 AAF b IV UHEEE) 173 (%) 100.0 100.2

T VT 4 & U ERE 500mg. R UHEIR 6%1F 2017 4F 5 HBREREN, oMo AL 2014 4F 11 A ~2015 4 2 A Elii

B CRAL AR T LSRN SV THE, pH. BRAEECH) OBE RN LA o 12,
*1 o AR (FRES K 1mL i
%9 URMHERRIE (EFLAMIE) 100mL (VAR
*3 1 UNMTIEARIR 20mL (SRR

* FEEAKE, WERNSEESE RO NWEOAREE LTHW WS & (IV2EERVAEL THE - BEICEET 5#
ALoExE] > 2R,
T FARH =V ERET D EREEALDDOT, Blx ORGRECHERT 2, ULE—#5RE2HEHT 2551
TR & A BRSO PERIEE AV TS 570 L IBAE L2 & (L 14. @RALEOEE] 21),
I AFNIBGANC T 0 R 7 3 —VEMOEFR LIRS LW &, £, [V2EERRUVEE< A% - BEICEEY 56
RALDEE] > OHETHE LB N OFIRE O EZ AV, 3822 (RAZEMR LE pH (pH >6) (272
STEAITIE, BROET., S oBmARDd LN T\W5) (VL 14. BREDEE] 1),









[SCRREERSE - HAFERSHLEHEE]
AAEREHRASHE FTIFHRED
T538-0042 KPrm#ERRXSiEH 2-4-2
TEL : 0120-014-561

F—=#ndstt HaBEmtr2—
T 103-8426 FREARFREX BHATEAH 3-5-1
TEL:0120-065-132 (M A - ERAMEZR)

REMSIF0105)

2021 4= 3 HUGT


tel:0120-189-132

	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．注射剤の調製法
	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4)
	7．他剤との配合変化（物理化学的変化）5)
	8．生物学的試験法
	9．製剤中の有効成分の確認試験法
	10．製剤中の有効成分の定量法
	11．力価
	12．混入する可能性のある夾雑物
	13．注意が必要な容器・外観が特殊な容器に関する情報
	14．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


