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5-1Acetyl[(2RS)-2,3-dihydroxypropyllamino}- NV, N'-bis[(2 BS)-2,3-dihydroxypropyll-2,4,6-triiodobenzene-1,3-
dicarboxamide
5-{Acetyl[(2RS)-2,3-dihydroxypropyllamino}- N-[(2 RS )-2,3-dihydroxypropyl]- V' -[(2.SR )-2,3-dihydroxypropyl]-
2,4,6-triiodobenzene-1,3-dicarboxamide
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i A max (nm) ¢
K 245 2.97X 104
#EMER (pH3.0) 245 3.02X 104
FEEHE (pH9.0) 245 2.96 X 104
ALK ) —)b 244 3.05X 104

lmax*@k&”ﬂ(&% € %/I/Wﬁ'ﬁf%%{

) 245nm ORI KT B B O 200nm OWRINEOFREEE L IBAIRICEI 2D TH S,

2) ettt

KEEHE (1-20) 1FHEMEEZRERWN (TEIERTHLIZD) .



. A4 5 HH

2. BB DERBEHTICHEITAREN
(MBEEHUHETIZETSREN
AL D 24 5 HEMRAE, IR, BB, I 2 2 EMRBRIC B W CRAERE O D3 2 e Ls T +4y

BREENEE R LT,
1) REIREFSER
TRAESAE: 25°C  7T5%RH ERIER %
. R AR
HERTE H 34 H 65 H 9% H 12 % H 18 » A 24 % A
s # HEOE R (—) (—) (—) (=) (=) (=)
= & (%) 98.9 98.8 98.9 99.0 98.9 98.8 99.1
i E (%) 2.31 2.37 2.58 2.61 2.94 3.11 3.60
SEHMRIL AT L AL 245nm (=) (—) (—) (—) (—) (=)
Mg~ 7T A * (—) (—) (—) (=) (=) (=)
% AT —NAVLSND ARy N EFEDIR,
(=) :BHAARF L LB L Tl & A E B L ERD IR,
B RIS R THFEBNTH - 72,
2) TrBEEER
PRAFSRA: FRATH R PRIFFERE B
50°C 25 H WX R4S HEA
40°C/75%RH 6 » H SR A
30°C/92%RH 2 7 H KBRS JRFEWN
o o o B EO DT RNz -
25°C/50%RH 14 R A VIE o TR Th -
KRR R
ENHCE (5001x) 6 H
R A A R
v — LBk JRFEWN
H LT (2,5001x) 60 JJ Ix-hr -
WS o JRFEWN

(2)RHNNEICE TEELERD
AKEOK, pH8.5 b U AFRMEHE M O 0.1mol/L HiFRIAWE (2%4%) T Cid, 4 BFRIER L THOMmITEEo o
nipinoie, LavL, 0.1molVL KER LT~ U 7 AR (2¥4%) T, 4 BFIER T 5 & 100% 55 L. £
FEMNIA %Y — VB Th o7, Elo, ED 3-7 X /-1,2- 7 a0 UF— LR FEE LT,
KA DK (296%) ZBINEIET D L DT IO LTz, E0EMITH T TH W ALFHEE O FE XK
Tholem, v — K541 LHEES T,

CONHCH2(|3HCH20H
I I OH
CONHCH2(|3HCH20H
H
N CONHCHz(IJHCHzOH I OH
0 OH
CHsCOHN CONHCH2CHCH20H
CH20H I (I)H

1 AAZ Y=L 23— K541



0. ARk ic B4 5 HE

3. AV OERRRE. EEE
(1)FERREER A
ARy (A A ~FY—)1) I2LD
(Q)EEE
AR (A A ~FY—)1) I2LD



Iv. WANCEE4 5 H

V. 2H|(ZBHd 51EH

1. &l
(1) FIFzDER
RS
(2) HEIDHNER VMR

e e SR H B
- : (25°C) P (BB A MR )
37°C)
FAh=s8—7 140 1E 1.5 1.155~1.172 w1
Fh=s3—7 240 1E 3.3 1.268~1.296 2
. - AP DK 6.8~7.7
b =s3—2 300 £ 6.1 1.335~1.371 2
Fh=,%—7 350 & 10.6 1.392~1.433 3
Fh=s— ,
940 TS U v 3.3 1.268~1.296 2
Fh=s— § -
ﬂ]f ‘7—V‘<E By ~ ~ ;'\\
300 LY v AP O 6.1 1.335~1.371 6.8~17.7 2
Fh=s— ,
350 o U v 10.6 1.392~1.433 3
3)FEAa— K
Y LR
DEBI DY
pH8.5 LL N CTLIE,
(5)F D1t
Y L
2. BEIDHRL
MEDES GEERD) OE=RkUHMmA
. % gl
e 1314 7

Fh=/s3—7 140 1E 50mL

A F~FY—/L (AfF) 15.10g
[FU#EEAE : 72(140mg/mL)]

ko X% E—)L 60.5mg, TT b
el ht NY U LK
5mg, pH |

Fh=/3—7 140 1E 220mL

AF~FY—L (HJF) 66.44g

[3UFEEHE : 30.8g(140mg/mL)]

k@ A& E—/L 266.2mg. =5 b
[y AN ol SR VNY/ & i)
22mg, pH FAHiA

Fh=/s3—7 240 1E 20mL

A F~FY—/1 (HR) 10.35g
[FUFEEHE : 4.8g(240mg/mL)]

ko A% E—)L 24.2mg, T b
[y AN ol SR VINY/ & i)
2mg. pH A

F b =/3—7 240 {E 50mL

A A~FY =)L (HFE) 25.89g
[FUFEEAE : 12g(240mg/mL)]

ko A% E—/L 60.5mg, T b
[ AN S RN i L7
5mg. pH A

F b =s3—7 240 ¥F 100mL

A F~FY—v (H)F) 51.77g
[FUFEEAE : 242(240mg/mL)]

FE R &ZE—/L 121mg, =F
BT AT YT LK
10mg, pH FAHIA

Fh=s3—7 300 £ 20mL

A F~FY—v (A)F) 12.94g
[FU#EEAE : 62(300mg/mL)]

ke A& E—) 24.2mg, TF bk
S NN M R/ N 1K 7]
2mg ™ | pH A




IV. BFIZRE4 5 IEH

Z b =s3—7 300 7 50mL

A F~FY—/1 (HR) 32.36g
[3vFEEHAE  15g(300mg/mL)]

ko A% E—/L 60.5mg, T b
[ AN RN i L7
5mg ™ | pH FHEiFAl

F L =,3—7 300 ¥ 100mL

A F~FY—)v (HF) 64.71g
[3 v FEEHAE  30g(300mg/mL)]

ke A ZE—/L121mg, =5 g
HNANT T AT N T LK
10mg ' | pH Ffi

F L =,3—7 300 ¥ 150mL

A A ~FY— (BRF) 97.07g
[3 v FEEHE : 45g(300mg/mL)]

ko X ZE—/L 181.5mg, =7 K
[ AN S RN S L7
15mg ™ | pH |

F b =/s3—7 350 1 20mL

A F~FY—/L (AfF) 15.10g
[FU#EaAE : 72(350mg/mL)]

ke A& E—) 24.2mg, TF bk
SN M W/ N1k 7]
2mg ' | pH FHEA

Fh=s3—7 350 1 50mL

AF~FY—)v (HJF) 37.75g

[ UFEEHE : 17.5g(350mg/mL)]

ko A% E—/L 60.5mg, T b
v A b v LKW
5mg ™ | pH FAEHI

Fh=s3—7 350 1 100mL

A F~FY—/L (HR) 75.49g
[FUFEEHAE : 352(350mg/mL)]

ko A ZE—/L 121mg, =5 Mg
BN AT R T AKFY
10mg * . pH Al

) K

WR5E 4

R

| A

13U o

Fh=/3—7 240 E Y 2 100mL

AF~FY—/L (HRE) 51.77g
[FUFEEAE : 242(240mg/mL)]

koA ZE—/)L 121mg, =5 Mg
HNT T AT R T AKFY
10mg, pH FRHIA

Fh=/3—2 300 FT U Y 50mL

AF~FY—/ (AfF) 32.36g
[FUFEEHAE : 152(300mg/mL)]

km X% E—)L 60.5mg, TT bk
ey o L) hU D AKFIY
5mg. pH A

Fh=/3—7 300 FE> Y ¥ 80mL

A A~FY =)L () 51.77g
[3 v FEEHE : 24g(300mg/mL)]

ko A% E—)L 96.8mg, T b
[ AN RN i L7
S8mg., pH |

Fh=/3—2 300 #FEY ¥ 100mL

A F~FY— (A)F) 64.71g
[Fv#EEHAE : 302(300mg/mL)]

kA ZE—/L121mg, =5 g
Ty AT MU U AKY)
10mg. pH &I

Fh=/3—7 300 FE YU ¥ 110mL

A A~FY =)L (HF) 71.18g
[3 v FEEHAE : 33g(300mg/mL)]

k@ A ZE—/L133.1mg. =5 b
B> 5 ) o AKY
11mg, pH FRHIA

Fh=/3—7 300 FET Y ¥ 125mL

A F~F Y —v (HE) 80.89g

(3 UFEEHE : 37.5g(300mg/mL)]

k@ A ZE—/L151.3mg, =5 bk
ey o L) hU D AKFIY
12.5mg, pH #iAl

Fh=3—7 300 FE Y ¥ 150mL

A F~FY—L (HRF) 97.07g
[3 v FEEHE  45g(300mg/mL)]

ko A ZE—/L181.5mg. =5 b
BT 5 ) o AKY
15mg, pH FRHIA

Fh=/3—2 350 ET U ¥ 45mL

A F~F Y —/v (HRE) 33.97g

[FUFEEHAE: 15.752(350mg/mL)]

ko X% E—)L 54.5mg, =T b
e ht MU T LAKRY
4.5mg. pH R

Fh=/3—7 350 £V ¥ 70mL

AF~FY—/L (HJF) 52.84g

[3 v FEEHAE : 24.5g(350mg/mL)]

ko A% E—)L 84.7Tmg, =5 b
[ AN S RN i L7
Tmg, pH |

Fh=/3—7 350 FE Y ¥ 100mL

A F~FY— (H)F) 75.49¢
[FUFEEHAE : 352(350mg/mL)]

ko A ZE—/)L 121mg, =5 Mg
BN AT R T AKFY
10mg. pH &I

F == 240 1ET VU P 300 1ET Y Y - 350 TEV Y U UNE, A AT Y =V E H S U O SR I FRIE

L7-BHI<TH D,




Iv. WANCEE4 5 H

R)EMEFDRE

HHIZ, Hr (EE;) (Sﬁ)
F L =/3—7 140 & 50mL 50mL//NA T v 0.03 0.03
F b =s3—7 140 ¥ 220mL 220mL//NA T v 0.12 0.12
F L =/3—7 240 E 20mL 20mL//NA TV 0.01 0.01
F b =/3—7 240 {E 50mL 50mL// XA T v 0.03 0.03
Fh=/s3—7 240 1E 100mL 100mL// XA T )V 0.05 0.05
F 2 =,3—2 300 ¥ 20mL 20mL//NA T v 0.01 0.01
Fh=s3—7 300 £ 50mL 50mL//NA T v 0.03 0.03
Z L =,3—2 300 ¥ 100m 100mL//~A1 T v 0.05 0.05
Fh=s3—7 300 £ 150mL 150mL// A T v 0.08 0.08
A =,3—2 350 {F 20mL 20mL/ A T v 0.01 0.01
F b =s3—7 350 1 50mL 50mL//NA T v 0.03 0.03
Fh=/s3—7 350 1 100mL 100mL//xA TV 0.05 0.05
F == 240 Y ¥ 100mL | 100mL/> Y v 0.05 0.05
A =s3—2 300 {ET Y ¥ 50mL 50mL/> U > 0.03 0.03
Fh=,3—7 300 FE Y ¥ 80mL 80mL/> 'V > 0.04 0.04
A h=s3—27 300 7ET Y > 100mL | 100mL/> U > 0.05 0.05
Fh=3—27 300 FE Y ¥ 110mL | 110mL/> Y ¥ 0.06 0.06
A== 300 1ET Y ¥ 1256mL | 125mL/> U Y 0.07 0.07
Fh=3—27 300 FEV Y ¥ 150mL | 150mL/> Y v 0.08 0.08
A =s8—2 350 1ET Y Y 45mL 45mL/> ) 0.02 0.02
Fh=/3—7 350 FET Y ¥ 70mL 70mL/> U Y 0.04 0.04
A =s3—27 350 1ET Y > 100mL | 100mL/> U > 0.05 0.05

(QFRE

B L

3. ATBABRODEBARUVEE
BEALYAYA

4. h

i

A= RO




IV. BFIZRE4 5 IEH

5. \BAY SR D & 5 KM

[M.2.2& M RICH T HELERY &K
6. HEDREEFHETICEITHLEN
(N EHREHER
RIS PRATIAH] TEETRE ER
Fh=,3—2 240 ¥¥ 20mL 25°C/160%RH BB NAT IV - 5 Bk
7 A =s%—2 300 7 20mL LA TV - 58
#h=s%—2% 300 1 50mL 25°C/160%RH B
HEE STV
5 =,%—2% 300 ¥ 100mL 36 % A
A =s5—2 350 7 20mL LA TV - 58
FA=s3—2 350 ¥ 50mL 25°C/60%RH B
HEE STV
#h=s%—2% 350 ¥ 100mL
Fh=s—27 240 ET Y ¥ 100mL | 25°C/60%RH 361H | TULY M HirgN
FA=,%—7 3001V > 50mL
FA=,%—2 3007 U Y 80mL
FA=,%—2 3001 U > 100mL .
: 25°C/160%RH 365H | VULV 5 BRI
FAh=s%—27 3007V Y 110mL
Fh=s—27 300 FEY Y 125mL
Fh=s—27 300 FEY ¥ 150mL
== 350 1Y Y 45mL
A =s3—7 350 £ Y ¥ 70mL 25°C/160%RH 36 % A DN RS JHEEN
Fh=s—2 350 LY ¥ 100mL

AEREAE - AMEL. pH., &8 (%) . I UHE, I Uk, REtEEYSE
(2)FrBEERER (A A ~F Y —JL 140mgl/mL - 220mL %)
RAFSAE PRAF AR PRAFTETE B IRES
] g mmenn | 279 2372 pH DIRTF RO S LY O¥EIN &80 1273
soe 2| IOEREER | 5 o H AN T
W SA TV | BN
EWHOE (5001%) 6 # A -
Mt A 70 | pH ORT RS 7 OB Z580 7=,
WA T | BN
HRT (2,5001x) 60 75 Ix-hr
et A 70 | pH O T RS 2 OB 258072,

pH DK F RO F v OBNINT =Y TH DA A%V — LBk ( [I.2.2)&H N fRICHITHEHAE
B ) OERISES OTHY ., Z20 3 VIO &RITA F~F Y — /IR L 0.02%LL FTh o7z,
W TFICBIT D pH DK F RS v OBINTY 3 — R 541 EHEE SN D DM O LRI EE S DT
HDHMN, IR (B AAL TI) FTINSOBEERED Sieno T,

728, 140mgl/mL #H| & bl LT, o fHl (240, 300, 350mgl/mL) TiE pH O T LEOE v D
bz oz,

REOHENC L B EEMORFHCBN TS, 140mgl/mL 85 & g L <, o ®AICIk pH O F L oa v
L DEINE A T2 o T2,



V. RANCBIT DIHH

</NA T ILELEI>

A A ~F V—)L 140mgl/mL -+ 50mL, 220mL %/, 240mgl/mL + 50mL, 100mL #%/| &% O 300mgl/mL + 150mL
HRUFINZ B LA & S L 7=,

PRAFSME - 40°C, T5%RH, M A 7L - 6, 6 » H

R B A E L ToRAITHENTH - 72,

<) UOHEEI>

U VBB, N TVRB L R REORIRE T T ATy 7 ) VIR L RAITH B,

A A ~F Y —/b 240mgl/mL + 100mL #H|, A F~F Y —/L 300mgl/mL « 50mL, 100mL. 110mL H5#&|}&

350mgl/mL « 45mL $UFIZ B L TR 2 3206 L 7=,

RIFSME £ 40°C, T5%RH, 77 AF w7V 64 A

o R RBRAEFER L2 ToORATHOT N2 pH OIR T RO 7{b O Z 58 7 LISk, Blbas & Hg L
TIEE A EBLEBO IR o T,

7. ARERVARBEOREMN
BARRAA

8. ¥l &L DEEEIL WMEILEMEIL)

AENZEOMH B, BE L THERT S Z EI3FE L R0 A, BEEN PRI D ERA L OG22 5T
LHMT, AFE SHEEORATERAIZ 1451 (FEE) CTEALZEICSE, 4, pH, 3 VLW R OEE
WZOWTHEBR L7z, TORER, YV a2—F77 (Z7A4H¥—) LORAICEHIENITRD e olz, T
XA )Ty ry— (R 77— ) L OEA T pH K F LS Lo ERD Hiv, b
AZI TNy Aa—UE (B EORA TR, I UmRBICE T, B E D AL ROMEEY
BT D2 ERROOLN, MAEEMEEZI LTS Z ERahol,
B, TR (HRR=V o T—A TN L) EOREZELIZOWNT LRI L, BEAIC LA
LIFFE O HivZe otz (LA KOS 4 TR BRI 4 R DA )

¥ LAZIHATT A —TEFBIERTE I TR,

9. Btk
AP

10.84% - A%

(EENPRELGRSE - A&, SEIHEKREEEE - AEICET 51ER
% L7

(2a%
(AL =,3—7 140 7 50mL) (MEH) 5347
(A L =,3—7 140 7 220mL) (MEH) 5314 T L
(A h=,3—7 240 % 20mL) (R - MEH) 5147
(A =,%—7 240 7 50mL) (R - MWEMH) 5147
(A L =,3—7 240 7 100mL) UR¥E - EH) 54T v
(A =,%—7 300 7 20mL) (RE - MEMH) 5147



IV. BFIZRE4 5 IEH

(F b =,3—7 300 #F 50mL) (R - MEH) 51470

(AL =,3—7 300 £ 100mL) R¥E - MEH) 51471

(F 21 =,3—27 300 % 150mL) (M&H) 5 AT

(F L =,3—7 350 7 20mL) R¥E - MEH) 51471

(F L =,3—7 350 7 50mL) R¥E - MEH) 51471

(F 21 =,3—27 350 7% 100mL) (M&H) 5 AT

(A b=/3—7 240 £V > ¥ 100mL) (R - Mm% - CTH) 5K
(A b=,3—7 300 F U > ¥ 50mL) (R¥-CTH) B

(A L=s3—2 300 £V > 80mL) (JRE& - % - CTH) 5H5AK
(A L=s3—2 300 7LV > 100mL) PR - M - CTH) 14K 5K
(FL=,3—7 300>V > 110mL) CTH) 14K 5K

(A h=,"—2 300F Y ¥ 125mL) CTH) 1AK 5K

(A h=,"—2 300F Y ¥ 150mL) CTH) 11X 5BXK

(AL =,3—7 350 7V > 45mL) (& -CTH) 14X BRK
(AL =,3—7 350 7V > 70mL) (& -CTH) 14X BRK
(AL =,3—7 350 %Y > 100mL) (& - CTH) 14K 5BXK

7
PR

(
(
(
(

B)FlHEE=E
M L
4)BHEDHE
<INA T ILELE|I>
NAT I (240 £ 20mL) INA T IV (140 ¥ 50, 220mL)
(240 ¥ 50, 100mL)
(300 £ 150mL)
it AT A (Bta) it AT A ()
SN WHFETFLITL (B SN WHEILTF TN (BAK)
Xrvr/ PP, &R
Xx o7 PP, &) —
vall) T PS
PRA TV (300 ¥ 20, 50, 100mL)
(350 ¥ 20, 50, 100mL)
it AT A ()
= A4 VA=R=2 i %= N
Xrvr/ PP, &R
a7 I PET-G
<) U OHEEI>
SE PCO BRAV AL T 1)
H A b WELTF LA (BK)
by FERY S T F TN (BFR)
a9 PS

MARREB‘ SN DEME
RN



Iv. WANCEE4 5 H

12. 2 Dfth

F == -EDFH ([ F~FY =) REGOREICLDMAEZCOR LI, TEROLBY THD,

A L=Z/R—U DE (mPa-s)

3 A VL [ (w0,

- EIRIZC90) 30.00 50.00 64.71 75.00
20°C 2.2 4.7 10.6 19.1
25°C — — 8.9 —
30°C — — 7.4 —
37C — — 5.8 —
40°C 14 2.6 — 8.4
50°C 1.1 2.0 — 5.8

BB, FL=_X—I OFRANOTEK ([ F~FY—)L) GRIITEDLEBY THD,
Famssey | FLECATZ | AA=SATT | AbET
140 7 240 7. 300 7. 350 7E.
240 TV Y | 300V Y | 350 VY
IR (V%) 30.20 51.77 64.71 75.49




V. 1BRICEEd HEH

V. ‘aRICEI SIHE

1. EEXIFHE
(A L=,3—7 140 1)
T4 VHN XREGIEIC L DBIRMEME R, 2 Y a— Y —EREICR T D 1ER
(A L=,3—7 240 1)
MR, 28— — BB REICR T 5E%., IR IR R
(FL=,3—727 300 11)
MM R . BIRILE IR . WMERE. 7« ¥ 20 X BIREIEIC X D BRkT Jiﬂgi’asz?/\ TA4YHNLX
PARFAET X D BIRIE LA IR, a0 82— 2 —biTE E‘%ﬁé:k‘w‘éﬁ%ﬁ\ i RE VT
(FL=,3—27 350 11)
M DR (WERE 2 &1) . KREINRERE. | *Ra@m%sz% P E s, 7« ¥ 20 X Bsgis
R DEIREMERE, 2 Ea— 2 —WEREICRT 2ERE. BIRERERY .. NRME g ()
HWE? C e ie)
(A h=r3—7 240 Y > )
MR ERE . =2 82— — BB RE IR 2185, FIRIEIR SR
(A L=X—=27 300 E>Y )
R E R, RIRNIMEIRE, WELERE, 7 ¢ 20 X BB L 2BRELERE. 71 U # 1 X
PARSAEIT L D BIRIE LA IR, 20 © 2 — 2 —iE E‘%ﬁ&:iﬁw‘éﬁ%ﬁ\ IR R 45
<7u\:/\—7 350 U )

J]']l%:'ll‘ 2 (MEARIR . 2 & de) . KEWWRIRE ., @I ERE . PRI E . 7“\4 AL X ﬁ’ﬁ REC L
zEB ﬁ%ﬂ)ﬁ Jﬁl*@ﬁiw\ L a— X WIS HER., FRIMER IR . [iIRERTINT i 5= AN I
H)M’HT& S h )

. RERFHRICEET HEE
RIE SN TR



V. BRICEd 5

3. RARUVRE
(WRZERUVREOHEES

WHA 1B, FROBEEZENT S,
Imds, AR, REL EIR, HAYIC K D EEHEET 5.

((

) MIZ3 vREFRERT)

RE
B DFESE Fh=ri—7 | Fh=r— | Fh=r— | Fh=r—7 | Fh=r—7 | Fh=r—s | Fh=s—7
140 7% 240 300 ik 350 1% 2407 Y VY | 3007V ) LY | 8501 Y LY
5~15mL 5~15mL
v it =1 . _ _ — —
LA (1.5~4.50) (1.5~4.50)
20~40mL 20~40mL
| e O - - - -
- e N Bk R (7~14g) (7~14g)
i _ 3~8mlL 3~8mlL
g? L - =] E,Z _ _ _ — —
g | C % B R R (1.05~2.8¢) (1.05~2.8¢)
i3
_ 20~40mL 20~40mL
B T - _ _ _ _ _
30~50mL 30~50mL
=) Hy _ _ _ —
X B OK ® B (10.5~17.5¢) (10.5~17.5g)
5~50mL 5~50mL 5~50mL 5~50mL
o o [ pEL EZ — —
'R M 0E R (1.5~15g) | (1.75~17.5g) (1.5~15g) | (1.75~17.5g)
O T - 25~50mL | 10~50mL | 10~50mL | 25~50mL | 10~50mL | 10~50mL
o » (6~12¢g) (3~15g) (3.5~17.5g) (6~12¢g) (3~15g) (3.5~17.5g)
Fu VAL X BREHEIC | 5~50mL - 1.5~50mL - - 1.5~50mL -
X % B AR Mk B 0.7~72) (0.45~15g) (0.45~15g)

T4 THN X SRR B 20~50mL | 20~50mL B 20~50mL | 20~50mL
X % IR M R (6~15g) (7~17.5g) (6~15g) (7~17.5g)
40~100mL
(12~30g)

(50mL LI 4% 40~100mL,
55 & X | (12~309)
150~220mL | 40~100mL I 40~100mL T
. (21~30.8g) 9.6~24g) (14~35g) o — & — i
L — s — R : Ll = \ ~ o ~
2T R oL p ks somL 2L T o, kg 01O oo 000
- BV sl e e xmEEa AWl sy s p g V0T maroga &
A LB, ) [ 2, ) [ T OM sy 2, ) %, 150mL £T
EETOGE 5 AlRE &9
1%, 150mL ¥ C 7.
hRe & T
Do
60~100mL | 50~100mL
oo MR B BB (14.4~249) | (15~30g) 40mL 60~100mL | 50~100mL 40mL
§ i A (60mL L 535 & (14g) (14.4~249) | (15~30g) (14g)

W LT D, )




V. 1BRICEEd HEH

<MNRAZE>
ANRIME DR OSEAITIE, E@E 1R, FRRoR&zfHT 5,
b, AR, REL R, BRI X D EEHERET D,

H&E
B DR PNV FIh=s—
350 1 350 VU Y
R 0.5~2.0mL/kg K 0.5~2.0mL/kg K&
:JE B " | (75~700mglkg (k) | (175~700mg/kg ()
[T . - 2.0~4.0mL 2.0~4.0mL
o R B AR W E (700~1,400mg) (700~1,400mg)
L . 0.5~2.0mL/kg K& 0.5~2.0mL/kg /K
=] By
w | MOBROWR (175~700mg/kg 1A ) (175~700mg/kg 1A )
i
_ 0.5~2.0mL/kg IR & 0.5~2.0mL/kg {4 &
Hy Ve =N=PA
¥ EAXBREE (175~700mg/kg &) (175~700mg/kg &)

RBERUVHAEDHERLE - R
(V.5 3) A=ERICIERHER &R

. BERUAEICEET 5IE
RES TV

. ERPR AR
(MWERT—2/\vs5—
%ML
(2)ERPRZEIEEAER
5 1 fHER AR R D
BEERR N T3 10 Bl 2 5b 5212, LUT OS5 CRRIR R 4 Feh L 7=,
FHNPREE © A F~F Y —/L 350mgl/mL
Be 5. )57 - Stepl (4 45) : 250mgl/kg B[EIEE (FEAEE 20mL/min)
Step2 (6 #1) :500mgl/kg HLEIFHE (EAME 20mL/min)
G
BREEDIRIE 3 #i, IR O—tE A 208 5 IME AR 1 61, (OEREE (REEIMGHE) 2 #2338 0
ORI, ZOMITITERFITRD ST, REERD F FHLNITIRF~PEE S 47z,



V. BRICEd 5

QB)REREERFRAER

1)

HHEMESES 239

A AT — DI — FRE, EAR, EARETIEZIALIC LY B2 TOD A, 447 Bl 25 BTl e
O MmERY (MERY., ORLERY, SROLERE, NELERE) OEEhE, Zatk, A1
PESFICO S MRS LTc, TORMR. &R, Zatk, ARAEL bITmD TR o7z,

2) FHARMERERESS ©
108 B & %f5 & LT, 240mgl/mL. 300mgl/mL, 350mgl/mL 8% F 7= BE R FBRIC I\ T 40~70mL
DOENRNE G- T 722D ATRE Td 0 A MR D b,

3) T4 THILXBREBFEEICKZBIRELERE 10
T4 VN X R RECIEC X DEIRVEIM k% (Intraarterial digital subtraction angiography, IADSA)
VB LT HBE 80 Bl E L LTA A ~F Y —/L 300mgl/mL fH| 2 V- iR RER IV T, £k
AR THR G EIT R DNk E LT 1.5~50mL T+ 722’ rlRE CTH AN b7,

4) BELBAIVELI—Z—KERE D
JEES - B OmE O EA T Vo — X —WiERE A LEE T8 113 flaxtf e LT, £ 4~FY
— L 300mgl/mL ##| 100mL, 130mL, 150mL % Wz EEERERICEHB VT, S RoT SR E & D1
ERNRIT 150mL 5 HE & <. AEFLROBBRIL 3 HM CELRO RN -T2,

(4)FREERDERBR

1) BAMUREESR (EFFTZEE. WRAEZOYVELEZNMENRLG L. T, FHRERETHY. ¥

2)

TLFI—EOERILEFAETH 1=, )

O AE 1S 2 B LT 5 BE 180 fla MRITA ATV — Vb A F X T AFEA TV & O ER
EATOTAER, A AT = EIA T X T DB A TV AT, SRR, ek, FRkTh
bAEBEICENL TV 12,

O EEE 2 M ET5HEE 154 Bl RITA A ~F Y — L&A NYHF I REDOWERBR AT - -5
B, AFA~F Y —VOERHR, B, AHAEIZEDICA NI I ROZENL LRETH 7219,
ORI & 1ER &2 EE & 5B 54 Bl RICA A ~F Y — LA NYHFI R LD EZIT -7
FER, A~V =L OEREE, Bt AHEIZEBICA NI FI FOZERG LRI%ETH -T2,
Ll A FA~F Y — LT ERCIRIA O EEALRA 70 < | BHEALESCZEZ X HEBL L 2o 72 19,
OFARMEIR B EE 2 LT E T 5 BF 246 Bl 2 xR I2A 4 ~F Y — /b 300mgl/mL B % iz
240mgl/mL 45, 350mgl/mL K| D iR 217 - 72 /5 R, 240mgl/mL ##], 350mgl/mL f#AII%

300mgl/mL #Al & [Fkk, EEF., 2otk AHMEE bITE»ro7 19,

TR

AR L

<z E>

A FF Y — )V OEBRERIERICOWT, L FORENITHON TV,

OFRE - CT &1 1
A FF Y — L ORISR KO CT &M A% D ABLEE 6,764 il 2 X RITH EF L K ORIFE
M DOFEBUERE & Z DRI OV TR L7,

HAEFEG (AE) LRIEH (ADR) OXBNIEMOBEICESE, #HMEDO AE, ADR ITEEHRAE
% 1 REEILARE D D 5~T A E TIZHRB L= b D L Liz,



V. 1BRICEEd HEH

a) HEER (AE) RUEIER

(ADR) DHIFSEE

6764 _ AE _ FEILIE (51 4+ _ ADR _ FEBUE 51 22+
3 JE 5B (%) lam JE 5B (%)
wmo% 507 388 5.7 443 340 5.0
Bz tE 173 146 (140+6%) 2.2 172 145 (140+5%) 2.1
FEFENE 318 240 (234+6%) 3.5 256 192 (185+5%) 2.8
B3k + 3k 6* 5*
< 16 8 15 8
* AR K ONERENME O B 5 K ORIVEFH O3 EiL
R BUE I 2R = SRR BB A R R
b) EFRMBMEROKBRERETODEEE
e HiEE (ADR)
iR AR ADR B T T
¥*® B 39 39 22 17 0
% 9 FERS 36 34 25 9 0
M = 35 27 31 8 0
7 S 28 22 11 11 0
A 19 19 8 11 0
& ok 18 13 8 5 0
] Iig 17 17 15 2 0
Z O 126 85 54 19 0
~ 318 256 174 82 0
(100%) (68%) (32%) (0%)

* TZOfh] (Zi% 40 FiZEO ADR AEIR X 57 FiEE O AR JER % & T

c) 1 ANFY—ILIFAEKD AE

160

140

B U ADR HIRIKR

ESEE

EAAE B8 ADR

d) BXMEZTEROERER (AR T4 v I ERHTIZELE D)

TRy Xtk A XLk .
FEELER] (total) GRFEHE) pfE GEIEHE)
ZEHi 1.33 1.93 0.0001
7 LR 1.80 1.95 0.0019
1EE (n=111) 2.21 1.65 0.2025
7 b E—EER (n=21) 3.49 3.49 0.1853
TR R 1.29 1.29 0.1916
A% (n=1133) 2.97 3.42 0.0001
Fif L O Ot o = F0 A 1.71 1.93 0.0004
(n=681)
EEMRARE . (2,758 41) . (F:3,367H%1)  URKEWER :1,380%1) . (CT: 5,383 i)



V. BRICEd 5

VLEDRER, AL OCBREOAEFS (AE) SUIEIEM (ADR) OFBUBEIZAIENETIL AE
2.2%. ADR : 2.1%. BHEMETIZAE : 3.5%. ADR : 2.8% Ch -7z, Eiz, BREIERIEM IZEHIES
AW (2~4 A) WA A LR, BREERIERICIEEER b OFR <, BHEIRI 6RN D
EBHDL NI ST,

QMg - & FELE 1
PR ORI ILE &R (o= a CoORE) | D - I8 O ABTEE 4,126 B2 R ICHE
HEROBWETICET D) A7 757 7 Z—IZOWTHE LT,
HEHS (AE) LFEIWER (ADR) OXBIIXEMO#HMAICIKSE, BRMEDO AE, ADR ITEEHKRE
% 1 REELABEDN D 5~T HETIZHBL L= b D & LT,

a) BEEZ (AE) RUEIYER (ADR) MOHIRMHEE
i) ERRUREMEES (1,867 )

AE FEHUE 1] ADR T HUE 1]
3 SiE 51 5 (%) 1%k JE B (%)
wmo% 424 281 15.1 256 168 9.0
P 363 255 13.7 206 143 7.7

* FEBUE G = IERFEBLEE L F AL

i) Dfig - MEES (2,259 )

AE FEHUE 1] ADR FEHUE 1]
3 SiE 51 5 (%) 1%k JE B (%)
wmo% 177 136 6.0 146 117 5.2
P 130 98 4.3 107 84 3.7

* FEBUE G = IERFEBLEE L F AL

b) BREMEFRDOREBEHRELZDEEE
) AR URHEME

JUTE HiEE (ADR)

JE IR AE ADR e T o
S il 129 65 19 45 1

M - 40 35 18 17 0

X 31 23 17 6 0

g & 33 19 8 11 0

& i JE 7 7 1 6 0

9 FEIRk 6 6 4 2 0

5% B 6 6 3 3 0

= O 111 45 29 16 0

sk 363 206 99 106 1

Rt (100%) (48%) (51%) (0.5%)

* T2 ofh) 121X 37 FliFED ADR SRR X% 59 FlifHD AE fEfk &5 ie



V. 1BRICEEd HEH

i) OV - MEES

) AR UREME

d) ERMBEETFRORRER (AR T4 v VEIRHSITIZED)

o H#HIEF (ADR)
JE IR AE ADR B T i
e ok 14 14 8 6 0
7 £ 12 11 7 4 0
F T 7 7 7 0 0
o X 7 7 4 3 0
E 6 6 2 4 0
3% B 6 6 6 0 0
K M & 9 6 0 6 0
F O 69 50 35 14 1
ek 130 107 69 37 1*
R (100%) (649%) (35%) (1%)
T LV —RRAER
“* T2 121X 34 FiFEO ADR SEIR X% 48 FEE D AR JER % & e
C) AANFY—ILEAZ®D AE BT ADR FIFIKR
i) BEREURELE
160 '
a0k HIETES D ERM
120
100
# !
80 |- '
5 :
60 ; I AE BB ADR
ol
20
o
PN
oL OO SO —— [ —
(min) (hr) day
i) 1D - MEES
100 !
sk BNt ! EHM 1 AE B8 ADR
# 60t E
B 40
20 ;
0 bz
PN

Risk factor ﬁﬁ%i‘ t:l)x e ﬁ)ﬁ%ﬁj%/r; e pfE GEFRSME)
i R h RV S 2.17 2.45 0.0001
I—-NEGH 2.21 2.31 0.0001
EEA] (fA~F Y —)L) OINE 1.99 1.88 0.0008
TAE (RB&FH 7 — 7 )V EhIRIERRTHT) 3.24 3.39 0.0001
iR ES 3.51 3.48 0.0001




V. BRICEd 5

i) DV - MEER

Risk factor ﬁﬁ%ﬁ; t:l)x e ﬁﬁ%ﬁg\é/r; e pfE GERSME)
GIERES S 2.17 1.60 0.1173
AFUT 4T 4.15 4.72 0.0094
A (A A~F Y —) OIE 0.38 0.39 0.0001
PF I 2.33 1.84 0.0042

PLEDORER, O « &R TIEA A~F Y — IS X DR O RSB U 7= RIVE A O3 Bl
WIREE - CT &I~ 2~3 5o Tz, O AR ORMMAE | Ol - MEEY TlTA o2 —
Va CESK LEDN O AERERNRD LNz, @A A~F Y — /L OBEFMERNEH OFBLUCEE L T
VR R ORI M A &R, Dl - ISR CENENRIER O, BIBEENED Z LB L0
o,

(5)EBE - IRAEAIFER
MR L
(6):A A9 F
1) FERARERE (—REARERE. BEEARERAE. EARBELERAET) | BERTET —2I~A—X
. WERTERERZRONS
iR A RIS - MAEH) & LT 14,417 BIZIEE L, 14,408 il % & VEMHTxI5451, 13,643 il %
W RNRMATRIRHI & U, BITERIT 348 f5 (2.4%) ICRRD b, £z, EEDHEOAMFE (L E)
13 97.8% Th -7z,
2) ABFHLLTERFENOANBRIEERL AL - BROME
Y LR
(7)% Dt
MR L

%.Il



VI RS ARBLIZ B3 5 H

VI. E3hEFEIE(IZEY 5I1E8H

1. EEZHICEEH SLEYMRITILEYME
AFTFY )= AFTNI R ATV =) AFATa— )b AFHTT A FTrIF AFF
W7V
HE  BEOH DILEWORREXIINRE L. BHORNLEFELSRT L L,

2. FEEEMA

(OWIEREML - 1ERKF
Fh="=71F, b I— NEERZERETRIC, LFEROICRERBAKREZEANLIZA AT Y — 2T
Gy &I DA A MHRIRBIEEZAI TH S,
AFNCEEND I — FITL Y XHRBIERRE EL, ZO/RR, ERARBEHEIND, ZOHA. I — iR
JEZHH LT XBURITEm < 22 0T, I — FREPEWVIE EEZHRITHEMSND,

(2)EME R 1T 5 HERAE
AFNFY = VER) 2 F Lo Fa—T 2 OTCHABRENEZR T IO RERIR LT L, S OIZHKHRET
A X OFMRPER B . TR AE R & Ol - FRIRE ICB VT, Wb REFRERIRNEF LN,
£, b MR D SIS O RO 2 S, PR LS LR RERDIRPFLN TN D,
1) MmMEHRS

BRIMERE BT DAL= R—=T ODANREBRFLIZE Z A, WTIUTBWTH 96% L E (++LLE)

Thol,
S SR GEARE) _ - ﬁ%fﬂ% _ —
() B o) | m e | Eow) | ) | B (%)
R g 125 9 215 850 (e | (wom | (T ’ ( 556)
MR o % O & 692 ( 58735%5) ( 1105?8) ( 0?7) ’ ( %%7.3)
M > 14 ( 8152.7) ( 142.3) ’ ’ (101(f0)
B 9 n 654 ( 5820%7) ( 11284%8) ( 0%5) ’ ( %592.5)
PR i .7 8 201 ( 17%96) ( 139?4) ( 12.0) ’ ( 1999?0)
ARLE 8 1 125 417 Ceon | (s | ( se ’ (C964)

<HEEE>

+H+ A R TR RRRL, BMIBES TH D,

A R TR MEIRRE DN, BENIERE S Th D,
+ IR TANIEDLD, BEBAEETH D,

— Ar R IFRAMREL, BHARARETH D,



VI S HERIC B9 5 IHH

2) T4 T3 XRIRS
RACAZIBNT, AAZRERME S L ITRFFIRMEICR G L, AR EmE LI L 25,

FAUHENL X

HHFEIL 89.3%LL E (++LLE) THHoTz,

DIADSA (T 14 D4 )L X S im&2 < & S BARE M E RS
e | pms | R ST
(%) ED ) w0 | B | B ) | ) | Bl (%)
— . 24 1 3 0 25
Ah=/S—7 M0EW | 10 28 (857 | (36 | (107 ( 89.3)
b =,8—2 300 {10 80 415 ( 39955.2) ( 2498) " " (1%105.0)
@IVDSA (T4 4L X S ime2IC & 5 Rk M EiRT
e | pms | . ST
(%) ED ) w0 | B | ) | ) | (%)
— 29 20 2 0 49
b= s8—2 300 JE 19 28 51 ( 56.9) (_39.2) (3.9 (96.1)
_ 31 13 1 0 44
A h=s8—2 350 1 19 24 45 ( 68.9) ( 28.9) (292 (97.8)

<HIEEE>

(IADSA (AL =,%—7 140 7F) KOIVDSA (A b=s%—7 3007, L =,3—7 350 7F) ]

et
T —=F 77T MIH DN, BEIHIEEO LS O,
T —F 777 3L BEHEHEICZ L b O,
2L BEIED 72N O,

++
+

T—=F7 727 bbialial | TEROMAEERIZIEET 5 b D,

(IADSA (A2 =,%—7% 3007) )

ot
++
+

Ay b7 ARNRRL, BEIRKRS TH D,

AV R T A RIS LD, BRNIHAES Th 5,
AV R T A NMIBLN, BEBARETH D,
A T A RBELS, BEAFETH D,

3) avEa—42—WEERF

OV — X — i ERE

7,

WCBWTC, KRNOENRERFI L& A, BRI 96%LLE (++LlE) TH

O\ 7 ILELH
G e e I B
Bl (%) Bl (%) Bl (%) Bl (%) Bl (%)
Ah= A 0 17 ( 52?9) ( 47?1) ’ ° (10107,0)
A 20 30 Cro0 | (26m | (s ’ (o)
A AT B00 48 ( 8%1.4) ( 147.6) ’ ’ (10?0)
Famsimy 0 13 (o2 | ( 19 ’ ° (1000)
& # 108 ( 7?9) ( 222%2) ( 01.9) " (19097.1)
<HIEEE>

+++

CIERRD TS THY

W ERWCHE TH o7,

+HEERITORATDIEN, BT ThH o T,

+

D IE
i

RN RITA 537225, HE CT (ke LT
EORITGEONT, B CT 1T L CTRIED o T,

W BN o7




VI RS ARBLIZ B3 5 H

@) v oHE|

- AR

E(g:fi +++ ++ + — ++Ll E

Bl (%) | B (%) | B (%) | #] (%) | B (%)
Ah = 87 240 B0 100mL = b2 ( 8%)28) ( 1793) ( 119) " ( 95811)
Ah =87 800 FY)ZY 100mL, 2 2 0 ( 96;163) ( 433) ( 114) " ( 9%96)
A L =s8—2 300 FEY) /Y 50ml 2329 27 ( 92663) ( 317) 0 0 (102070)

" = 185 20 2 0 205
il 207 (89.4)] ( 96| ( 10 ( 99.0)

<$IEEE>
D EERN RS HEIAS TH T,
+H D EERIORCS DN, BENIHERA S Th o T,
+  EEZRIE %575)\ ZENIAEETH -7,
—  EERNELS BBEIATRETH T,

4) BEARMEPR BB IR
ERIRME R IR BT DABOGR LR LIz 2 A, AL I8N (++LI L) THoT=,
D341 7 ILELH]
a) BEAR T PR BRIR T
R RN m?t%%’ﬁm; (IVP) ZWBEE LT 246 Bl QERZNRIZOWTIERIMES] 4 5114 = <)
FiE . AL =,%3—7 240 1T 60mL. A A =,%—7 300 1L 50mL. 4 A =,3—2% 350 T 40mL

EIEALT,
o | e e | mew | won | s e
Ah= A7 240 81 ( 8782.9) ( 11?1) ’ ’ (10%1,0)
Az 00 83 (o10) | ( 60) ’ ’ (1000)
Az 30 8 Coroy | (11 | ( i " (o8
<HEHAE>

+H+ A R TRARBRL, BB ES TH D,

AR TR NIRRNE D, BWNIHEIIA S Th 5,
+ AT ARMNIEDLN. BB FRETH D,

— AT AMRELS ZHAFRETH D,




VI S HERIC B9 5 IHH

bREEEEER (R®) &% : DIP
St HTEEIER S (R ey (DIP) (L5 Z2nELs L-EE 170 #i
g AL =3—7 240 R} 300 EE 4 4 100mL EA L7,
g TERNA
E(g:f& +++ ++ + — ++2L k
Bl (%) Bl (%) Bl (%) Bl (%) Bl (%)
e N 44 25 1 0 69
A h=s8—7 240 E ™ 70 (629 | (3.7 | ( 1.4 ( 98.6)
— e N 71 28 1 0 99
I =8— 2 300 I 20 100 ( 71.0) ( 28.0) ( 1.0 (100.0)
<HITEERE>
+++ B R TR ST AER L, B, BRAORE ORI TS BRI UCHCT DR
OO THIAT, BEEbL+oftshTnsd
++ HORZZEWET BT+ \7§f2~7m77AT&>575> — BB A TH Y . B,
B dn. IREO—En DT ORI %wf%ﬁﬁﬁf JEMEE FEi s b R5EETH D,
+  CAERRR TR ST A B, B RE. BRI ARZE LRI REEE X725,
- IR DEE N A4 T£<%ﬁTT%ﬁﬁéo
@) v oBH|
X o MR MR S B L ST R 105 1

ﬁ%:ﬁA:A—ﬁ2@ﬁiﬂ%mU

I RS

Fh=,3—72 300 ¥ (50 - 100mL)
AR & 20RFE T

PN 2 AN
BRI L Y FEUIEINEAS AW CTHEA LT,

[ ER R
E(gﬂ)%( +++ ++ + — ++L2 E
B (%) ] (%) 5 (%) 5 (%) 5 (%)
A b =s5=7 240 BV)7Y 100mL =" 40 (éin (ﬁ;n ( ;m ’ (5?@
S h=s8—2 300 FEY)Y 100mL 20 27 ( £2) (1f$ 0 0 ui%)
A h=s3=7 300 EV)77 50mL =) 38 ( ﬁin ( ;£3) ( ;6) ’ ( §;®
<H|FEHE>
4+ EEERPE L, HENIES Th o T,
++ BRI ;‘:'?3'?3%%575\ PWNIIRIE S TH -7,
+  EBESRITILE DL, ZRIIRRECTH o1,
—  EEHEIEL BENIARRRETH o T,

(I)EFAFIEERM - FFiEER
MM ER e L




VIL_ EYEhfelc B9 5 HH

VIl. EYEREICET 5EHE

1. MAREDHS
(1RELEMGILSRE
HMERR L
QEGFRABRTHRE IN-OPRE

1)

FIRNERKZS V

fERERE A 10 Bl A A~ Y — SR (350mgl/mL) 250 mgl/kg X% 500mgl/kg % 20mL/%) Di#HE T
FIRPA LA G L 7o o R LY, Z TN 54% 153 T 4,699, 7,232ug/mL TH Y | £ DOHREHR
PG L, 1% T, 1,276, 2,70Tug/mL & 720 | 24 £ ICIL 2, 6ug/mL & 3HHMEOHER 2R L
R BE LT,

/

250mgl/kg (n=4)
500mgl/kg (n=6)

-HH

0.5 1 2 4 6 1'2 (hr)
R &

FIRNERRSCE T 54 ATV —ILOMBEHRE (FHESE)

FIRAEERSICE T M AANTY —ILOEYFE/NST A -4

h& 1 H%OBRE | tira tiz B tuzy 2T LS A EH I VT TR
(mgl/kg) (mg/mL) (min) (min) (hr) (Vd)  (mL/kg) (Clt)  (mL/min)
250 4.7 6.8 54 3.1 111 113
500 7.2 5.1 48 2.6 144 102
()&=
CNEE R L

QBE-HREDOFE
VI.7ABE{ER ) &R

2. EYNEREIRBINS A—2
(NfEFT 5 &
3FaLNR—=hr A A —=T T



VIL_EYyihieIZ B4 5 I H

(2)RULEEFE
MR L
Q) HEREEH
MR L
@HIITIUR
MR L
(OFeRiE=S
¥eh& 250mglkg : 111mL/kg (LT EO55A )
$eH&  500mgl/kg : 144mL/kg (AL2NT Eooyfi 5FE)
<8E . NEAT—5>2
@R T T 4 7 20 BIZA A~F Y —)L 125~500mgl/kg % #5 L7256, BT LoogfmafE (Vd)
1% 0.27L/kg TH Y | HAASMISMNE S E TH D Z LRIz,
(6)Z Dth
MR L

3. BEE (KEal—vay) @i
()BT A5
s Rk L
(2085 A— 5 EHER
AR L

4. % W
AR L

5 9% f

(1)1 % — R BE P @ @ 1
MU ERR L

(2)Mni% — B BEBA P @@ 1
M ERR L

QR)ET~DBITH
M ERR L
<B%EF NEAT—2>2
PERLIR 4 BIlC A F~F Y — L (350mgl/mL) % 1mL/kg (0.755g/kg) Z ARG LTI BE DR RN S, &
5% 24 R ALZ N L CHLRICBITT 2 &1E, 1 ARILE% 0.15L/kg (AE X {ET D & 3.7mglkg
(1.7mgl/kg) Tho7c, ZAUTRHRIZE G L72&D 0.5%2F Y LTz,

@) BEHRA~DBITHE
CNEE R L

(5)Z Dt DRI~ DFITHE
MM ERR L

(6)MREAFESE
A F~F Y —)L 250mgl/kg (535.4mglkg) FARMN HLEI# 512 O ML E B EGRIL, 5% 2 FFFET 1.3%.
24 FFH T 1.5% TH Y, 1ZLAEEAMAITRD DL o7 D,



VIL_ EYEhfelc B9 5 HH

6. Xt

()R BIER L R L SRR
fERERR A 10 B2 A A~V —)L 250mgl/kg iE 500mgl/kg AR EER G- U754, g R OYR iz
It ST REMIKDOA TH -7V,

QRHICBEE5T S8R (CYPE) ONFE. F5XE
Y LR

RWEEBHROEERUVZDEE
P04

@GRBEMOEEDOERERVEMNL., FHELE
M L (REMW S S hvTunzzn)

7.8
(1)BEM ER AL R UM
ELLTERE (RT)
(2)BEM R R U R D
A A — L ERIR BRI 58 O R RN IOE AT H D | 250, 500mgl/kg #5150 BEEIR kiR 2
NENELH% 30 53 TG ED 36.8, 29.1%. 1 W T 52.9, 40.5%. 24 Kffi] T 98.8, 92.9% Th -7,

(%)
100

S—o
S—.
BR
th
;’? —o— 250mgl/kg
ft (n=4)
= —e— 500mgl/kg
(n=6)
ol ——
051 2 4 6 12 24 (hr)

B A
FIRAEEIRSCETEMAAFTY —ILORPREHME

8. b3 URAK—G—IZET B1E%E
AR L



VIL_EYyihieIZ B4 5 I H

9. BREFICKDBREE
(WREREZEN
ZUERR L
<5E: NEAT—F >0
RERELEAT 13 BT & A A% Y — L DORREIZAEH TH -T2,
(2)Mi&EH
Cuprophan & W72 MR BETICEBWT, A F~AF Y —LD7 VT T A LBRERIINRDE
(AM-2000H) T 103mIL/min & 82%. high-flux type @i (AM-Neo-2001UP) TiZ 138mL/min & 89%
Toh o730, AFNIMIRENTIZ LV ZRE S FRESNT,
<8E: . NEAT—E>2
AF~F Y= VD &K THDHA A TUFY /) —/LTlE, cellulose triacetate membranes (=gt /L7 — 2
i) <2 high-flux polysulfone membranes (FEER Y ZA/NKfE) THESHICEBRESIND LORELRH D,
() E#EM&ER
BRI L

0HEOEREET 2BE
B L

1.2 D1tk
AR L



VIll. &

VIL.

atE (EH EoEES)

BREETDEH
(FRE& - M%&)
1.

i

==}
=

=

11 YavIENEER

et (EALDIEF) ICHYSHEE

(B9 HIEHA

SR

1.2 AHNXRES - &7

E[L"’“‘Fﬁ)_?/
ERICIRETHEERER
[14.2.1 8]

BIERAHOONEZ ERH D,

[8.1-8.5. 9.1.8. 9.1.9

¥THY . HICEEERF (350mgl/mL : 350 EEF]) ([CDNTIE, Ik - F5
EEANRIRT 528 ETNLAH DD T,

<1111

1112, 11112

fxifE - FEEEEZICIXFERLGZ LI &,
RS - 1.1 —Rlc 3 — RYERHNL. BIRE, BRMO Y a v 7 NI L2 L RmLnTn
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Hi# L~V OKT 1 (0.01) 0 (0.00) 1 (0.01)
FEIED E 1 (0.01) 1 (0.02) 2 (0.01)
GERIN IR 1 (0.01) 0 (0.00) 1 (0.01)
SEYR 1 (0.01) 2 (0.05) 3 (0.02)
T OE 1 (0.01) 0 (0.00) 1 (0.01)
* DREEE 0 (0.00) 1 (0.02) 1 (0.01)
AR & == 4 (0.03) 1 (0.02) 5 (0.03)
ARG AT EE 0 (0.00) 1 (0.02) 1 (0.01)
R B v 2 (0.01) 0 (0.00) 2 (0.01)
* JEARIE 1 (0.01) 0 (0.00) 1 (0.01)
* JRERPRE 1 (0.01) 0 (0.00) 1 (0.01)
i figk & = 11 (0.08) 2 (0.05) 13 (0.07)
FHENR 1 (0.01) 0 (0.00) 1 (0.01)
Bk 2 (0.01) 0 (0.00) 2 (0.01)
EUfES 2 (0.01) 2 (0.05) 4 (0.02)
BER 5 (0.03) 0 (0.00) 5 (0.03)
L MEHIAMIHE 2 (0.01) 0 (0.00) 2 (0.01)
iii} & & = 13 (0.09) 1 (0.02) 14 (0.08)
AL 5 (0.03) 0 (0.00) 5 (0.03)
HH 2 (0.01) 0 (0.00) 2 (0.01)
vavy 2 (0.01) 0 (0.00) 2 (0.01)
I 2 (0.01) 1 (0.02) 3 (0.02)
IETH 3 (0.02) 0 (0.00) 3 (0.02)
ks, MBRUHMRBES 22 (0.15) 8 (0.19) 30 (0.16)
DA 8 (0.06) 2 (0.05) 10 (0.05)
- R 2 (0.01) 1 (0.02) 0.02)
W 7 1 (0.01) 1 (0.02) 2 (0.01)
Sl 1 (0.01) 1 (0.02) 2 (0.01)
WA EE A PR 5 (0.03) 1 (0.02) (0.03)
< Lk 7 (0.05) 3 (0.07) 10 (0.05)
Wk SE AN R Jak 2 (0.01) 0 (0.00) 2 (0.01)
HLW 0 (0.00) 1 (0.02) 0.01)




VI 2zttt (B EokEgss) (CBd5HA

_ 1987 £ 6 A30 H~|2001 &4 B4 A~ 4

BIfFAFOEE" 1993 2 6 E 29 H |2005 i 4 g 3H T.ﬁﬁﬁzfi
B8 B & = 90 (0.62) 22 (0.52) 112 (0.60)
HEEB AN R 1 (0.01) 0 (0.00) 1 (0.01)
R 1 (0.01) 0 (0.00) 1 (0.01)
g 1 (0.01) 0 (0.00) 1 (0.01)
B 69 (0.48) 21 (0.49) 90 (0.48)
M- 31 (0.22) 3 (0.07) 34 (0.18)
FF B & % BE = (0.01) 10 (0.24) 11 (0.06)
iR v 0 (0.00) 4 (0.09) 4 (0.02)
RS 0 (0.00) 6 (0.14) 6 (0.03)
* AR 1 (0.01) 0 (0.00) 1 (0.01)
EERUVURE THREES 93 (0.65) 11 (0.26) 104 (0.56)
miF 1 (0.01) 0 (0.00) 1 (0.01)
T UL R 1 (0.01) 0 (0.00) 1 (0.01)
IR i 4% 2 (0.01) 0 (0.00) 2 (0.01)
HiTeZ 1 (0.01) 0 (0.00) 1 (0.01)
FLBE 16 (0.11) 0 (0.00) 16 (0.09)
AR A 2 (0.01) 0 (0.00) 2 (0.01)
Z 9 FEIE 25 (0.17) 4 (0.09) 29 (0.16)
EHVEE D PR 0 (0.00) 1 (0.02) 1 (0.01)
K95 55 (0.38) 5 (0.12) 60 (0.32)
iR 1 (0.01) 1 (0.02) 2 (0.01)
P i FE i 1 (0.01) 1 (0.02) 2 (0.01)
EAliR 31 (0.22) 1 (0.02) 32 (0.17)
EHTHE 1 (0.01) 0 (0.00) 1 (0.01)
2 & R 1 (0.01) 0 (0.00) 1 (0.01)
PERRRUEEHBES 1 (0.01) 0 (0.00) 1 (0.01)
* DU 1 (0.01) 0 (0.00) 1 (0.01)
E R U R B EBE F 2 (0.01) 2 (0.05) 4 (0.02)
R4 2 (0.01) 1 (0.02) 3 (0.02)
R RE R 0 (0.00) 1 (0.02) 1 (0.01)
LHEBEERVEEREKRE 133 (0.92) 11 (0.26) 144 (0.77)
&) RE 0 (0.00) 1 (0.02) 1 (0.01)
b B A PR 1 (0.01) 3 (0.07) 4 (0.02)
oy 3 (0.02) 0 (0.00) 3 (0.02)
BIES 1 (0.01) 0 (0.00) 1 (0.01)
* LK 1 (0.01) 1 (0.02) 2 (0.01)
Elak 116 (0.81) 2 (0.05) 118 (0.63)
I 2 (0.01) 2 (0.05) 4 (0.02)
T E 1 (0.01) 0 (0.00) 1 (0.01)
PSR 6 (0.04) 0 (0.00) 6 (0.03)
FE 5 (0.03) 1 (0.02) 6 (0.03)
JERSIED 1 (0.01) 0 (0.00) 1 (0.01)
(mP7=) 1 (0.01) 2 (0.05) 3 (0.02)




VI Zzs4efh (B EoiEEss) (CBId 5HA

_ e 1987 £ 6 A30 H~|2001 &4 B4 A~ %

BlfEAZOER" 1093 z 6 E 29 E 2005 i 4 g 3\ gﬁﬁgﬁ:
i 73 B &= 33 (0.23) 10 (0.24) 43 (0.23)
ALT #4510 0 (0.00) 4 (0.09) 4 (0.02)
AST #4n 0 (0.00) 3 (0.07) 3 (0.02)
mH ey e 8 1 (0.01) 1 (0.02) 2 (0.01)
* Ifi.f CPK #40 0 (0.00) 1 (0.02) 1 (0.01)
M7 L7 = 40 2 (0.01) 2 (0.05) 4 (0.02)
T 24 (0.17) 1 (0.02) 25 (0.13)
1 E b5 1 (0.01) 1 (0.02) 2 (0.01)
1. AR S 0 1 (0.01) 1 (0.02) 2 (0.01)
ISCEE el e 4 (0.03) 0 (0.00) 4 (0.02)
DABHEE M 2 (0.01) 0 (0.00) 2 (0.01)
iR 1 (0.01) 0 (0.00) 1 (0.01)
* H L ERBEE N 1 (0.01) 0 (0.00) 1 (0.01)
s i 1 HE SRRV B 5 00 1 (0.01) 0 (0.00) 1 (0.01)
* T — LIRSS N 1 (0.01) 0 (0.00) 1 (0.01)
ifn.H ALP #5/0 0 (0.00) 1 (0.02) 1 (0.01)
PR B 0 (0.00) 1 (0.02) 1 (0.01)
SE. PERUVLESHE 1 (0.01) 0 (0.00) 1 (0.01)
TaIE R 1 (0.01) 0 (0.00) 1 (0.01)

* o MER EOEE] 220 FRITE RVEIEM
T & B BRSO CIRRIE I 58 BUIE Bl 5k 2 Rl



VI 724t (EH EoEES:) ([CBd 5HEE
2) BRARBREREER
FEHLR - B HERIEC (2001 FERFhEEBINLLRT)
H E] FEHBUFEL | FEBLE(%)
R Bk #| o/ 906 0.0
B B % | 8 904 0.9
MmN B | 1/ 880 0.1
~NE Z wm B | 0o 905 0.0
~~ k27 U v ~| 0 902 0.0
AST (GOT) 10/1,254 0.8
L ALT (GPT) 12/1,250 1.0
i3 AP 8/1,201 0.7
fE LDH 7/1,222 0.6
2 BE U v e »| 1/1,190 0.1
R BUN 8/1,254 0.6
B, L5 = 2/1,254 0.2
Na 2/1,236 0.2
K 5/1,235 0.4
Cl 1/1,133 0.1
CK (CPK) 0/ 137 0.0
Ts 3/ 234 1.3
T4 1/ 234 0.4
b:g IR | 1/ 938 0.1
HIR Z v X | 3 947 0.3
FRREEEELZES—E
(2001 AL =,3—7 300 O [EHET L a v Ea——WiEHk ?5}15*51’56,?/ EITOHE D
MEIRK (150mL £C) . KO [F ¢ &L X #iRE L oté%hﬂﬁi étm”s?m-/ REIBINOD 728 D

)
H E] FEHUFEL | FEBLE(%)
B 2R B B F | 1 185 0.5
LA Bk % T K| 1 185 0.5
#% | AST (GOT) L& | 1/ 186 0.5
ELALT (GPD) BR[| 1/ 184 0.5
2‘5 LDH k& 1/ 184 0.5
i Al-P k& 1/ 177 0.6
i wryvarvery ke 17 181 0.6
K fE L5 1/ 185 0.5
Wlw 5% » < 27| 1 170 0.6
g IR | 1/ 170 0.6




VIL.

ettt N EOEES) (S 5IHA

(HERKRB. GHE. EEERVFNOARFERMNOBERRTRE (A i A)

&l e gl F B B B/ =E(%)
T 2 E A SEGIE & B ’ 5 3 4 5
EFIH | | | | |
M 5 8612 189 219
bl % 5,779 158 1273
107 A il 510 8
& 10—~ 195% 439 10
20~ 2954k 653 27
30305k 1,076 36
40~ 495 1.974 49 EEE
50—595% 3,276 80
g5 60~ 69 i 3,470 76
70~ T95E 2,378 5
A 591 i
Wi — 300 683 11
JlIRERIR S — 350 1,045 15
g | NER — 350 50 0
. 30[} 1?’0 9 o R R e xx*} 5.29
7 AR AL { 350 603 27 1448
240 60
s | PRI { 300 246
350 106
| 1ADSA — 140 428
300 177
= IVDSA { 350 382
140 218
& 240 274 71.82
CT 300 | 4,537 12,60
E“ 35[} 348- 9 R B @2.59
240 302 4 1.32
— | ERERE { 300 | 3088 ;
350 296
ABIAECE — 350 393
= 140 667
240 B8
300 90212 2 M
i 4 350 3,709 101 @ 272
% S0mLA i 2,781
.;“i SD_"‘"].DOITIL 2,499 B0 b s 344
100~ 150mL 7.490
A 150~ 200mL 812
2 200mLLEL 791
% 25g A< 5,064
EI' 25-~50g 7,630
K 50~75g 1,342
B 75l I 181
Ef L 13,158
JI’.E & n 533 45 08 e 8 Bt SBCH B0 e BO0e e B0 e B0 i R i e II{@BIM
% L 7,418
E ﬁ I’J 6,150 180 S B A B A R R xaz.g:a
E %l 10,194 222 7 2,18
3 ol 4,043 | 122 EEETETITEEEITIIE 3,00




VI 2zttt (B EokEgss) (CBd5HA

9. RRBRERRICRITTEE
12.BRERERRICRIFTTEE
RIS RER A O U TE S — FIZ K DREICHBA RITTZenb D, LR -T, b OREIIAR
BB GANCFERMT D2 L, Flo, ARG % 1 PAMIIIAL ORELE L2 &,
fEER © I — NIZHFRIRICR T 2R SN 2DIs, EEANEAZROFREO 3 — FEARITEL< 8D, L
Mo T, HURISEER A S Ottt 3 — RIC X 2B IIAAI O GATNICEK T 5 2 &,

10.B8EHS
BEIN TN
<£%F . KERIXBLYRE>
FREE - MEA : B=EIC X D2EWERIZAEMIZO DD | BT R OVDIRILE RICEEL KIZT, 77/ —8, &
R, 7 K= A filitifn, &8, Sk, OMfEEAERE L TR S, BEORFEIX, £2To
ARHREZ R T 5 2 &L RONRERZRRHERIE AT O 2 & Th b,




VI Zzs4efh (B EoiEEss) (CBId 5HA

1M.BALDEE
14. BRLDOIEE
141 EFBREHMOEE
(EhEEE)
1411 BEANTREE TRO D Z &,
14.1.2 FHFNZaE 72 AKoHIBRIZ LenZ &, [8.6, 9.1.15 & ]
(ERARIE PR B IR 22
14.1.3 BREFNICIHENT A Z PR L, MEK TETHRET S 2 L,
142 EFIIZEROIE
(EhEESE)
14.2.1 JREE. CT XU H oA 2 il & 2 WIFHFBERE I L Zan 2 &0 ARFNTRANC 1V 2hig -
NF. FEleogofBEIC X L - HERERLO0THEETSZ L, [1.2 2]
14.2.2 FRNR G X0 M, MAREFIRESH HbNd 2 eRnd D,
1423 Hib 2% I VIETRIBREFRNVE CHIEIRET D EEAEEZEZTHERH L0 T, JFHT
DAL IERAT 52 &
14.2.4 FNEE OVEHFDRF03 723551208, AR T 25 FIRICH KT D81 A IR IS
KoT, BFEWMEELDBZENNH LD T, HNETUNDOHEEEZ WD GEITIINE OE I
CHEE L. W, BEE 21179 2 L&,
14.2.5 #i-> T, MEMIEERNZIH S TLE o 2HAICETRKR, BB, A, ERERS b
HTENRDHDHDOT, AR HIEETDHZ &,
(MEHRF
1426 AANZMNTH T =T VEEZHERT 2 MEHRY 2 ERT DIV T =TV AE L7 T v
2 &H, BT =T NANTARA LMK E ZREWICOl> CHfitsE 2l THoZ L, A
MAEE A (KA ZETe) OMmEEEEINHIER XA 4 o HEEEANCER LCinw e oRENRH D (in
vitro) .
14.3 EFIEE5HDIE
Be bt K DAR ATV, ERAIOECO 2P AR 2 &, [8.6, 9.1.15 ]
fRER : 14.1 FEAIE HaioEE
(GheEiE)
14.1.1 FEBRAYICHGR £ TR TG L2 BRIER DI b T D, FRITIEFZ AN O S
HlE Ry, KEREINDTZO, O LI3FATHS ( IVA4.ZD4M &2R) |
14.1.2 IEE R OBH LIS TSR THRBEHIZ L o T, BKERICRZR D ST W AL T
W5,
<s£E>
R ANTEE 99% L, EX3B Gt S D, ERANTE ORIRIKTAHIBE LD, RMED S
IR S, RNICKROEZRWE (BORRETESICAB S, RAE THRILES
R, TS <, EHICOIEBER 2 RS 72\0) 2 REICHET 5 & ARNTIE,
PRI BE A HERFT D 72D O KD EZRBI L LD & T5, S HICTARFNIIRME NG
BRI SN Wiz, JRIEFROIROBHENEGE D . OO KOBBY T Hd, &
DOfER, NaA A, KAy, ClA AL 7 & OBEMETILIFAE S v, BRE 0P 2 k- 72
FIRMBEZ D, Z ORI ZZBEMRIEMRE L VWS, BFBEMREL LTI~y ==
RO TV D, ERANT, BEEFRFELEG LIGa LR CHERBIG 2> 0 7291EM




VI 24tk (B Fokss) (355

WD, EWEA G IV BEIHAREBZ OB H D, Licdi-> T, FKMER
DEBECHEEGTLHAIIE, TOREENLE LD, @ OEE ., KHIRZ L id
AIRIEIXEDRET X 5,

(ERARME PRER R 52
14.1.3 JENICH AT 2 LIERREDMK T T5 2 LR RNICEbN TN D Z L EE2BE LTI
B LTV 5
14.2 EFIREFOIE
(FheEiE)

14.2.1 AANIRRE ORI L0 AE - HEL O T2/-WANER D720, HiBIZEG - f{FIZEL
SHEHLTHL Y KHTFELHELTVD
F == 240 FEITIREE - METRE khﬁ Tt OISR H 5,
Fh=s8—27 300 FEITIREE - M8 HRR & B OIS H 5 53, Al & L CiE 20,50, 100mL
PN TIVHIREE « MAEFEEA (150mL A 7R MAEFEREH) T 10mL /A 7 V033
S CTH S, IZ 20, 50, 100, 150mL /3o 7 /L% Rl - FHREICHER L5 E, 7
EPETREA~OE B GO N DA REMERE, F2, 1 A 77/1/“6‘@%(@‘%% Jﬁﬁﬁﬁ“é:

EIXIBYDJRIK & 72 D O TRHREG 7217 172 720,

INOORBICE Y, R - UM O RE 2 Rk S 5 IE BRI L Cide

5720,
14.2.2 3 — RIEFAIOEADRE, YEfOEEN4E U CRMIME 2N K MICHEET 5720, mEF -
BUENE Z D,

HiA A MEHN TIEA A MEZ AN AR - UK 0 B S D, AFI TS
(TR0 PERD I — FIEZA TIARMEFFIRR A HE SN TV LD TERT L Z &,

14.2.3 AFNTZ OMERE B BlE L THERT 2 2 LidsrE L< 2w, SEHT 2581203, RIEE T~
W95 (TIV.8thfl & DEEREE (MEBEFHMELR) | )

14.2.4 B (A A/ F—v) OEHTIZ, EAEEO - FHICHFREDECDIED DT & OWEN
bV, ZOECWEIL. EAEBOHH D WVITEKRMDO Y 5 14 > MIE LTZHURRA & 72
D\%4jv%WMﬁbfﬁ%ﬂkiﬁi@%N—MHM LIZbDTHDH I ERHLEMNISNT
WD, DT, FEALBEOVE DA EEITE, EEAERICEZD 9 2MBETHL &
LT, ETOEZANLHIND Z LiThhoTe,

<& &>

O A A > DIBAIZDNT

WA ~EJEH B D U Eﬁ#%%%ﬁ/#@mﬁéi W E DS TIIHR D THET
HbH, LnrL, i)éﬁﬁ*ﬁﬂi L7612, i’ﬁ&f£OTfﬂ4ﬂ‘/75>{§ﬁLT<é & fiy D i (K]

WAL i, %@ﬁ i W BT D0 LBEZOND, @ROEMEL O A 4
DIRAZBGIET 272 0121%, HEAZEENBORFRLE OVEIUCER L, TR OWE (7F)
w+4r _ﬁﬁlkﬂﬁgf%é
(1) Peid K ORE 751X IZE - TR D DT, HEALERE A — I — OB EIHE

2T &,
OFZENYTINGE-Z- il
I b EEFREEMIE. EOESBEOMBMEMICL VB vFRbsns Z Lixi<mbin
T D, HEAZEENIICIERE Lo EEANI R L ClEfEs v RE2RETHREMERH Y . &
a v 7 ORRIZH DO THSER LRTIUER S0, o, HENOHENKL SR O



VIL.

el (I EoEEs) (BT 5EA

fik BARDN B R Zp il 2 il Z JATREME D B D
@R A >k
ENEEOWEH DA77 GG, EENORRBIECENNIRRE 720 | SR E L
THA A EREET D,
CHA A TERAI LS L TCE~ERRICE AT DAIREER & 5.,
CAEENITERE T O EEANI R LT,
AEENOGA RPN ER T E R,
AENETLSN DR E AT D BRI - WEE 012470 2 L,
14.2.5 o TIMEMImN T L E o 72, [ERE 2 EERBIZE L, BEORTIFEOHF 2% X
<HEHWTREZIT S,
JRPTE 22 & A O IE S ~OIR L, D EOIRHE TIXIEREOMLER RN B D WIXRFTER
ICRET 28 L L CRHE 2 E=— L TL BATFEARLZ AL TiRD 5,
ZBEORH TIIWEIEZITV., EEEWBIENSLETH D, IR « BRI - 56 13mEE
Z BRI TR T 2 £ CRIZE T 5, E7o. B, KERERAONZEEIE, LEIDST
T, BRIE, PIRIEE, AT A REOHAEIT I,
PU R O BRI EA MK T LTV 25 BE H D WIZME MR 55 < 72 - T2 BE I & MR
SETLESTGEIEL, HHERONE R EOBEERDREL/ICBZIHZ L b H D,
JRFLPA DN & > TR ZDIREE & 72 o T R O ILEIZ SV TR, B8R & D A TEARHEIZ F ]
WZFIRR T 2, IO T v =4 —BEANTHBROBEEZ KEL T2 8HHDOT,
ALnz &,
(MEHRFE
14.2.6 A A L HEIER AT MK O ERE A M3 2B & 235 2 M3IEA A U MEEA TIXZ OEAR 5 < 4
HEEROERZE, 207D, YV IHWEA T —T VR TEH L= A—7 L BEDIML
EONREGE T RFFMEEA LT D & MigEEE 2 Z D ATRetE R & 5, @ OFEABRIEICIB W T
XA E 72 D708 2 U o DI IR DS R L 72 B i, T AR R Z AT 5 2 &
RRZH 7T — T v O B R ICB O CURMIEEE 21k T 5720177 v v a (o LiE
EAIZHLET) $2Z2LBMETHLOTEEMIZFEEL TWD,
F7. in vitro R TEOHIRE L1256, BEPEZD LW O ME 6308 H 5,
14.3 ZFIBREROIEE
VIL14.1.ZEFIRERDFE] OB TRATARISEZAIR G X0 ARIHRAEmZ R L TEY, &
SICIER AN Z R DTt S B 5 -0 5% b RO 2175 2 &,

(S %--3-1))

14 BRLDEE
142 RFIFERHOIE
(hHEFtIE)
14.2.6 110mL >V >, 125mL > U Y KON 150mL >V 2% BEREAZHI T3 BRI, EAES
1L 20kg/em? (280PSI) LA ETHZ &,
14.2.7 240 {122 100mL, 300 {3V 80mL. 100mL & T 350 £V Y 45mL, 70mL. 100mL

ZE B BEIEAZHS TEA T 2 BRI, HEAETE 56kg/em? (800PSI) LLF&35Z &,
RS MHEVEO D b AICBANE L 2 BZNARH 5,




VI 2zttt (B EokEgss) (CBd5HA

12.ZDHOEE
(DESERERICE D ¥R
BE STV e
(2)FEBGFREAERICE D < 1E$R
BE STV e



IX. FEERREER (ZBE4 5 IE H

IX. JEERPREERICRI I S 1HA

1. FREHER

(1)ZE N EIEHER
VI.EEEICEY S1EE | &
Q&R e MREHAR

1) PRERRICKRETEE (YR B, Ty b0, JHF 8304 x40 1) ZH)L)

A T Y = VR DA A MR A A AEER AN LA~ PRI 2 IdER 1388 < . E 7o, g

FRAANILMDIEA A AEEHH L 0 B o7,
2) FREBBERCRETHE (AR w040, SgFan Sy p )

IEH RO ML OIS L, A A% Y — LD MEBUTIE & A EREE B2 0o 723, /25 dpldt OV
M EZ NS E 57 8, DERETTHEREM 2RO S vz, NEIRFE N K OO ERIC G 2 %8I3 A+

YHEERANL D DTN b DD TEROIEA A MEEA & FRREOER RO b TN D
3) BHEEICRIFIHE (XD, Ty kO, 74F)

A AT — VERIRER G- TREEREITIT & A LB L L h o T N B EIRE 5 TIRE B O EF- 238

HRTN D,
4) BF - BRICRIEIEE (T52 )

A AT =BG ORIV 2R T RALITE D b o Tz,
5) ZFDfth 38 48 49

BRI R, A, BRI RIETTRBILIZE A ERO NI o7z, FRILEKIZRT 2 1EH. fifkRD

EEEIE RO e 2 & X il R AR DA A MRS AN L TRE TH o 72,

(3)Z DthD FEIEEAER
MR L
2. HMHEER
(MEEEESHRER
LDso fiE(gI/kg)
B ~ 7 A 50 Z v b 50 A X 50 P
Be 5 A i it i it e I i
wooMk A 15.62 | 18.19 | 15.85 | 14.87 >20 >20 - —
7 E R TREN * - >1.0 >1.0 - - >0.118 | >0.180
% A >20 >20 >20 >20 — — — —

* M~ 7 A CTHE & OFE DR 2 IV TR L72fE A, LDso i3 140mgl/mL T 0.98gl/kg LA |, 180 J
N 210mgl/mL T 1.26gl/kg VL E, 240mgl/mL C 1.58gl/kg LAk, 300 %O 350mgl/mL T 2.00gl/kg
LEThHoT,



IX. FEERREER (ZBE4 5 IH H

QRERSEEHER

1)

2)

BARAxRE 5

7> MZ 0.25, 1.00 &1 4.00gl/kg %, 4 BEFARNE G L7286, 1.00gl/kg #C, & - A0 RME L
FARB D Z2fa b 23 A B 4. 4.00gl/kg B TIE Z AU Z TERE DR ERINIH . R pH KT, RIPAE
AERRPE OB, ROV EEOBIN,  FHIE O ZE ot & Ol v AR HBLEE O B TRD i
oo 2B, INOLOETORLIT 4 HEOKRIEIZE Y [EIE LT,

VEERTENES

~ 7 A2 0.20, 0.50, 1.00gl/kg % 3 HIZ 1 [], £7=H /i 0.45gl/8E% 18I 18], T Eh 4 L5
[[] 7 B FIENE L L725A. ~ 7 A28V T 0.20gl/kg TiE 1 B 55 OME 1 51 D I EENIFH A I 5
H. 0.50gl/kg BETIE Z AT 2 CHEREC B FEB OB A3, 1.00gl/kg B TIE S O (THE R IR & OF
JREMEIE RF OIER DS 780 bivTe, B W TIL, 4 [BIEEEE 1 FlORIZNEMSFRO Sz NI E
BIFFE O ATV,

(3) EfnEMHER

S.typhimurium K% O E.coli % I TARIRAS BB, 70 5 NS T ¥ A =— A LA K — Jifi f Rt Sl ek
Z Tz in vitro Yt R BETRIRIC W T, BRFMEILRD b7z 52,

(8D AR ER
MY ER e L
(B)ETEHRE SRR
1) EIRATR VT IRAHAR 5

7 v MIZ 4.00glkg £ TOMBZFHFARNEKSE LIS E, MREOATEES ., RIELOHAER~DZEITR
LIRS,

2) HBREREHAKRS
7w MZ 4.00gl/kg £ TOHBEEZFIRNES LcSEE, EBaBERTEEO AT, FEROERTKE.
BERE. 1T8h, AEFERE N O Fu AT S B B3R S e o T, 7, U Xk E (&) 2.50gl/kg
EFTCOHELZFIRNE LG LTEGAE THOAFICE D LB BT ol
3) AEHRUIRISRS
7w MZ 4.00gl/kg £ TOHEZFIRNE G L7256, REWORTE, KE, HEROFTRIZREITR
oo, HAERTIE, @sHERE (4.00gl/kg) OFRH 1~4 HOWRDAELFRNAZITIET L7225,
3l 4~14 B L 14~21 HOWROAELFIRITH L & FRRE CTh o 7o, 25 1 B OFIEREO W o R I3t
PRREL A% T, 25 4. 14 O 21 H OFEERED RO R E 3o IREE & ol U CH & & AR L il 4 4 i
MRH BTN, FRHFHNREREZETRO bR h o7z,
(6)/3 A Il 1 B BR
7RO B FRIR & OBIIR, SMALE A5 B OMIRAR B8R T 2 T ARH O JR s 0 & st U 72 # 3.
B IR 5 BEAL R OB A0 R AR & EARAY, BAR CIXERIED ERAS—BEICA SR, L, MR
3B - EBRIR & B AFNCEE LB IERD bR o T2, £o. BN KR O FHE5 L TH M0
AANOFGAZBHE L7 Z BTN T b b o7z,
(7)Z D OYFHEMH
1) EMERR

ARENIOREEN LT ¥ 23 MFAIC L B THRGICE VIEEEZ G L 7-E/LE Y MZOWT, 25T )
74 7F =i, PCA G, %5 MEREEE PG K OPUIRAE 2 FH_ 7o 5, A A% — R E R
KOT VAR —FHEZ RS 2hoTz, SHIZ, A4~ Y —LOMEENEGXIXT Y a > hEFH L
THEWENB SIS L W BIE LT~ 7 2D MIFIZ DN T, T v b &AWz PCA UG Z R~ 72 28, AAN 3
% IgE PUiRIIMH Sz nso 7z 59),
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X. EEMEERICEY SEE

1. RHEX5

BA RS EEEMFEOLTEICL VTS L

ARIASY 5% L7

2. AREAME
A5 ]

<R T VELE) >
F I =s3—7 140 ¥ 50mL
F L =s3—7 140 7 220mL
F I =s3—7 240 ¥ 50mL
F I =s3—7 240 7 100mL
F 2 =s3—7 300 1F 150mL

(1fi % F17)
(1fn & )
(B - g )
(R - & )
(& 1)
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<A TV >
F I =s3—7 240 1F 20mL
F I =,3—7 300 i 20mL
F 2 =s3—7 300 1F 50mL
2 =,3—7 300 i 100mL
F 2 =s3—7 350 1F 20mL
F L =s3—7 350 i 50mL
A =,"—7 350 {F 100mL

(RES - 18 H)
(R - M3 H)
(RES - 1 H)
3 IK=¢))
(RES - 1 H)
(R#& - M H)
(& 1)

3 4

<N LUK >

F b= —27 240 12U > Y 100mL
AL =/—27 300 FT Y Y 50mL
Fh=3—2 300 1T U Y 80mL
I =,8—2 300 7ES Y > ¥ 100mL
Fh=s8—2 3007ET Y ¥ 110mL (CT )
FL=,3—27 300 F> U ¥ 1256mL (CT H)
FH=s3—27 300>V ¥ 150mL (CT H)
F == 350 EL U Y 45mL (% -
Fh="—2 350 TV ¥ 70mL (L% -
Fh=,3—27 350 1) ¥ 100mL (if % -

PRI -
PRI -
PR -

(
(
(
(R -

i - CT )
CT i)

i - CT 1)
Mm% - CT M)

CT )
CT H)
CT M)
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4, BEEWLLEDEE
<INA T ILELFI>
BREINTWAN

<) U OEEI>
20. ML EDEE
20.1 BENFABADES
(CT @)
20.1.1 45mL >V > ¥, 70mL >V > ¥, 80mL >V > ¥, 100mL >V > ¥, 110mL ¥V > ¥, 125mL
PV VKO 150mL U VIR AE AR CT H B #EEAZRICEEG T 5,

(MEAMA)
20.1.2 45mL ¥V >, 70mL U >, 80mL U > YK 100mL ¥ U > PI3ARA A bR E S i 45
HENEASRICEAT D,
(PRE&FE)
20.1.3 50mL ¥V » VIIARARA IR B EEARICEE T D,

5 BEMITEM
BEMERLTA R EL
<FVvoLEBY  EL

6. R—ms5) - R
Fl—p%sy « AL =,3—7 180 1 10mL (B4l - FHEA) . A2 =,3—7 240 7 10mL (Is6fl - FHEH) |

F i =,3—7 300 1% 10mL CEHEH)
Rl % A AT ) —n AFRNI =, £ FNNVY =, A F AT - A FTaIR, 4%
JUR

7. EFRREEEFRE
198246 7 4
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8. BERFTADEABRVARES, RMEENKEAR. RETMAKBEAR

T IR 5 AR - SRAMG FEUE N IR 5B 4h
7er [FR :}\7\ =
Ll R A ARG EH A R A
[HR 7844 1987 4F 1987 4
=S 2 140 6 A 30 A (62AM)982 8 H 98 1988 £ 1 H
JRFE4 28T
F b =,3—7 140 1 50mL 2009 22100AMX01286 2009 7 2009 49 H
e 6 H26H 9H 25 H
(& H)
JRFE4 28T
F L =,3—7 140 1 220mL 2009 22100AMX01287 2009 7 2009 49 H
e 6 H26H 9H 25 H
(& H)
[H R 7844 1987 4E 1987 4
=S 2 940 6 A 30 A (62AM)984 8 H 98 1988 £ 1 H
IRFe4 T
F 2 =,3—7 240 {£ 20mL 62}2032% 22100AMX01020 92)2]03 fa 2009 4= 9 H
(R¥ - &)
IRFe4 AT
F 2 =,3—7 240 {£ 50mL 62}2032% 22100AMX01021 92)2]03 fa 2009 4= 9 H
(R¥ - &)
IRFe4 AT
I =,3—7 240 1F 100mL 62}2032% 22100AMX01022 92)2]03 fa 2009 4= 9 H
(R¥ - M%&)
IHBR 7844 1987 4 1987 4E
= 2 300 6 A 30 H (62AM)985 8 5 98 A 1987 4= 10 H
JRFE4 28T
A =,3—7 300 7F 20mL ;gogfa 22100AMX01024 92}202?5 2009 4 9 H
(R - M H)
WRFE4 28T
A =,3—7 300 7+ 50mL ;gogfa 22100AMX01025 92}203{% 2009 4 9 H
(R - A& H)
JRFE4 28T
A =,3—7 300 1 100mL ;gogfa 22100AMX01026 92}203{% 2009 4 9 H
(R - Mm% H)
IRFe4 AT
F 2 =,3—7 300 £ 150mL 2009 7 22100AMX01027 2009 2009 49 H
s 6 H22H 9H 25 H
(& H)
[H R 7844 1987 4E 1987 4
=S 2 350 6 A 30 A (62AM)986 8 H 28 1987 4 10 H
IRFe4 AT
F 2 =,3—7 350 1 20mL 62}2032% 22100AMX01028 92)2]03 fa 2009 4= 9 H
(R¥ - &)
IRFe4 AT
F 2 =,3—7 350 1 50mL 62}2032% 22100AMX01029 92)2]03 fa 2009 4= 9 H
(R¥ - &)
IRFe4 AT
I =,3—27 350 & 100mL 2009 7 22100AMX01030 2009 7 2009 4= 9 H
o 6 H22H 9H 25 H
(% )
IHBR 7844 1993 4 1993 4E
F ey 940 S LD 1H 22 H (05AM)0017 61 40 19934 7 A
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L5 I 5 AR S—_ A FEAEL L B 5E B 4G
R ERA A ARG EH A ER A
e 2 2009 4
A b =,3—7 240 i F U ¥ 100mL 122%081;?5 22000AMX02440 3 H 24 H 2009 &4 3 H
(R - Mm% - CT H)
[HR 7844 1993 4F 1993 4
AM)0018 1993 4 7 H
F A= 300 LY LY 15 220 (05AM)0 60 40
e 2 2009 4
A bh=3—27 300 FET U Y 50mL 122%081;?5 22000AMX02441 5 H 24 A 2009 &4 3 H
(R¥ - CT /)
IRFe4 T 2009 4
Fh=,3—2 300 ET U ¥ 80mL 122%081255 22000AMX02442 5 H 24 H 2009 4 3 H
(R - Mm% - CT H)
IRFe4 T 2009 4
Fh=,3—27 300 FE Y Y 100mL 122%081255 22000AMX02443 5 1 24 H 2009 4 3 H
(RE - Mm% - CT M)
Fh=,3—27 300 1FE Y Y 110mL 2011 4 2011 4F 2011 4F
060
(CT /1) 1H 14\ 22300AMX00 6240 7 A
IHER 744 1993 4 1993 4E
’ 0018 1993 4 7 H
FA=Ae s 300 Y 15 22 A (05AM) 65 40
IRFe4 AT 9009
Fh=,N—27 300 1Y Y 125mL 2008 7 22000AMX02444 i 2009 4 3 H
12 H 19 A 3H 24 H
(CT )
el 92009
Fh=,3—27 300 1FE Y Y 150mL 2008 7 22000AMX02445 - 2009 4 3 H
12 H 19 A 3H 24 H
(CT )
Fh=,3—27 350 £ U Y 45mL 2013 4 2013 4F 2013 4F
(I - CT f) 8H 15 H 22500AMX01527 12 H 13 A 12 H 13 A
IHBR 7844 1998 4 1998 4F
’ . AMZ00528 1998 4 7 H
F A=l 350 LU LU 313\ | 21000 74 10 A
el 92009
A== 350 TV ¥ 70mL 2008 # 22000AMX02446 - 2009 &4 3 H
e 12H19H 3H 24 H
(1% - CT f)
el 92009
Fh=s3—7 350 ET U > 100mL 2008 # 22000AMX02447 - 2009 &4 3 H
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(1)7J‘A:/\—’] 240 3%

EEEMEOFABRRVENAR

WEERA 1E, FiioRzHEHT 5,
ek, S, RE, EIR. BRI XV EE G
T 5,
RS ERY  :  25~50mL
TV B a— X —WERE
2B 5 G 40~100mL
(50mL LA B 52 & i Z@mE e 45, )

hEeBINaE A | 25 S %

199046 A 4 A (Zh8E - ZhiL) (ZhtE - )
WM ERE ., a2 Ya—2—WEREics T | WEnERE., 2o Ya—2—FEREicsT
LHIE BHIEE H%Hﬁ% %FE’%
(i - AE) (k- &)

BERA 1R, FRomEzEHT 5,
ek, S, RE, EIR. BHAYIC XV EE G
T 5,
WM AR  :  25~50mL
TV B a— X —WERE
2B 5 G 40~100mL
(50mL LA B 545 & & id@EH s & 95, )
AR DR B iR 60~100mL

(60mL UL 5T 5 & & [l i e 1 5, )

()4 Ls=/8—% 350 3

RNy

ZhEEIBMNAEA B 25 B i L%
199046 H 4 H [;‘jJHb hE) [;‘jJHb BHIES)
Mg Gty (MBRRE 2 &) « KRB | 0 OERE (WERRE 2 5T) | REIRER
. iﬁ?ﬁéﬁﬁur&?ﬁ%% [Eﬂiﬁll”&fﬁiﬁ/\ TATH | B iﬁ?ﬁéﬁﬁur&?ﬁ%% [Eﬂiﬁll”&fﬁii!f\ T UK
IV X B J: LEFRMEMAE RS, 2B | L X R JZ % ﬁ%ﬂ)ﬁ@ﬁﬂr&faﬁ%\ arvta
_5' Lﬁ)E B piEw., NRME LR | — % — U?JETHQ BT DiER. FIRYEIR B B
(Hmiﬁﬂ)ﬁﬁa é” &) . /NRMmE JL‘HJE‘ZT%%Z (B IRTR R 2 5 )
[Fﬁ % - H&) (L - Hi)

BEARA 1B, TioRsEHT 5,
7pB. AFEE, RE, SR, BRI XV EEEER
T 5,

& L g Bk
DN R ¥ 20~40mL
E%iﬁﬂiﬁﬁwﬁ 3~ 8mL
BB AR B 20~40mL
K& Ik & B 30~50mL
BE I ST = = =4 5~50mL
o R 10~50mL
F 4 DB X s
2 & 2 R i B 20~50mL
3/5’1_5 VEE
BT 40~100mL

[50mL DibG4 5L %‘s i@ﬁ‘ﬁiﬁk?éo )
<LLUFWg >

WA 1B, TioRsEHT5,
7pB. AFEE, RE, ER, BRI XV EEEE R
T 5,

& L g g
DN R ¥ 20~40mL
E%iﬁﬂ)ﬁﬁwﬁ 3~ 8mL
BB AR B 20~40mL
K B Bk & B 30~50mL
ORI E R e 5~50mL
o RO 10~50mL
F 4 DB X S
W2 & 2 R i & Hiie 20~50mL
3/51~& L=k
B 5ER 40~100mL

[50mL DibG4 5L % ‘i@ﬁ?ﬁ?ﬁ%k*féo )
w IR MR B R 40mL,

<LL g >

RNy
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(3)4 L=/8—% 300 3E, 3003F> v

heeBINeE A | 25 W %
2001 44 A 4 H (Zh8E - ZhiL) (e - )
M By . R MENRE . WKLERE ., | ML ERE ., SRULERE. WK LERE.
F 4 D H IV X BRIREIEC & D IR A R ?475wxﬁ%%%K;5%%%m%%%\
U Va—X—BBIREICBT 28R, B | T 0 VX0 XBIREEIC X D IR R
PR B I o —H— mﬁﬁ% B bR, #HRME
iSinea
(i - AE) (R - &)
ORI TE' 2o 5~50mL R M om TE' ¥ 5~50mL
R % ik # : 10~50mL Lo i % B : 10~50mL
?4&%vaﬁﬁ % ?4$%vaﬁﬁ
Kié%%ﬁmﬁ%% D= K;é%%@mﬁﬁ% . 1.5~50mL
F 4 VBN X KR F 4 DXL X R
[ %%H)R'rimﬁ%%%; : 20~50mL ks %%H)R‘fﬂuﬁ%%ﬁ : 20~50mL
:1/1:°;~& =L :1/1:°:L~§? Ky 2 i
BT DGR 40~100mL B 5 40~100mL
[meuﬁﬁﬁﬁék%i@%ﬁﬁkféﬁ %mmuﬁ&%#%k%iLmﬁﬁkfél
Bk MR B B 2 ¢ 50~100mL BETErarvEa— ¥ —WEEE cELO
(60mL DA B G72 & & T@FEmf e 42, ) | a2 T 5% a1E, 150mL £ TG AR L ¢
o
R ME R B BR % : 50~100mL
(60mL uﬂ%iﬁ% LXITET AR ET D, )
AR A

10.BEERRE. BIMEHRLAREABRUVUZORNE
HEAEERARFHH 1 199449 A 8 H
P WL 14 £ 2THOK ZONTRICH %Y LA
HEAEREAELRFHH 120094 6 H 19 A (FiE7 vy arva—¥ —WiEisy T ORE I AL,
150mL ¥ CTEAIREE T2, )
P RHEE 14 KF 2HOFZOWNTRITH Y LA

M. BEEHME
64 (198746 A 30 H~19934-6 H 29 H : #&7T)
44E (20014E4 H 4 H~200544 A 3 H (BT a3 v a—& —WERE CIEMORE 21T 2 HE513.
150mL £ CEEEE T D, #T) )

12 3 HRHRICE Y 5155
Y L
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13.%%1—F
= o A I ESpS T . ° St
e SEA LI 2k h Sl
EH G a— N (YJ =2—F)
A =s3—7 140 7 50mL 1118728030101
(A i) 7219415A1030 | 7219415A1030 (5547 1) 621187201
F b =/3—7 140 {E 220mL 1118735030101
(e i) 7219415A2037 | 7219415A2037 (547 1) 621187301
Fb=/—7 240 1 20mL 1118766030101
R - A ) 7219415A5036 | 7219415A5036 (547 1) 621187601
Fb=/—7 240 7 50mL 1118773030101
GRS - e ) 7219415A6032 | 7219415A6032 (547 1) 621187701
Fb=/3—7 240 £ 100mL 1118780030101
GRS - A1) 7219415A7039 | 7219415A7039 (547 1) 621187801
A =s3—7 300 £ 20mL 1118803030101
GRS - A ) 7219415A9066 | 7219415A9066 (547 1) 621188001
A =s3—7 300 £ 50mL 1118865030101
GRS - A ) 7219415H1071 | 7219415H1071 (547 1) 621188601
AL =s3—7 300 £ 100mL 1118872030101
GRS - 4 ) 7219415H2078 | 7219415H2078 (574 7 1) 621188701
F=,3—72 300 {E 150mL 1145359030101
(e i) 7219415H6030 | 7219415H6030 (547 1) 621453501
F b =,3—72 350 £ 20mL 1118889030101
R - ) 7219415H3066 | 7219415H3066 (547 1) 621188801
F b=, —72 350 £ 50mL 1118896030101
GRS - e ) 7219415H4062 | 7219415H4062 (5547 1) 621188901
D= /N— A
<) m/\ 7 850 ¥ 100mL 7219415H5069 | 7219415H5069 1112%902030101 621189001
(& 1) (5L T L)
F=R—0 240 Y 1118810030101
100mL (RE - L - CT Ji) 7219415G1050 | 7219415G1050 (5 4) 620009142
F == 300 Y 1118827030101
50mL (B - CT /) 7219415G2064 | 7219415G2064 (5 4) 620009143
F == 3001F Y Y 1118841030101
o 2 144
80ml, GREs - 4% - CT Fi) 7219415G4067 | 7219415G4067 (5 4) 620009
1118834030101
F == 3001F Y Y (1 A)
100ml, GREX - %% - CT f) 7219415G3117 | 7219415G3117 1118834030102 620009145
(5 &)
1206791020101
F L= X—27 3001E Y Y (1 A)
110mL (CT Ji) 7219415G9026 | 7219415G9026 1206791020102 622067901
(5 A)
1172843030101
F == 3001E Y Y (1 A)
195mL (CT i) 7219415G7031 | 7219415G7031 1172843030102 620009146
(5 4)
1145250030101
F == 3001F Y Y (1 A)
150ml, (CT f) 7219415G6035 | 7219415G6035 1145250030102 620009147
(5 &)
1226751020101
FIh=N—7 3501F Y Y (1 4)
A5ml, (%% - CT F) 7219415H8025 | 7219415H8025 1996751020102 622267501
(5 A)
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(5 )
1118858030101

FIh=—7 3501F Y Y (1 4)
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(5 &)
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XIl. BE&EE

KENZ BT 5 40HE

R, HIEROHEIILTO LB TH 5,

H g FURNA
KE OBAT S 1 INDICATIONS AND USAGE
(OMNIPAQUE— 1.2 Intravascular Administration
iohexol injection, Adults
solution OMNIPAQUE 140
GE Healthcare Inc., - Intra-arterial digital subtraction angiography of the head, neck, abdominal, renal and
202242 H) peripheral vessels

OMNIPAQUE 240

- CT head imaging

- Peripheral venography (phlebography)

OMNIPAQUE 300

- Aortography including studies of the aortic arch, abdominal aorta and its branches

- CT head and body imaging

- Cerebral arteriography

- Peripheral venography (phlebography)

- Peripheral arteriography

- Excretory urography

OMNIPAQUE 350

- Angiocardiography (ventriculography, selective coronary arteriography)

- Aortography including studies of the aortic root, aortic arch, ascending aorta, abdominal
aorta and its branches

- CT head and body imaging

- Intravenous digital subtraction angiography of the head, neck, abdominal, renal and
peripheral vessels

- Peripheral arteriography

- Excretory urography

Pediatrics

OMNIPAQUE 240

- CT head and body imaging

OMNIPAQUE 300

- Angiocardiography (ventriculography)

- Excretory urography

- CT head and body imaging

OMNIPAQUE 350

- Angiocardiography (ventriculography, pulmonary arteriography, venography, and
studies of the collateral arteries)

- Aortography including the aortic root, aortic arch, ascending and descending aorta

1.3 Oral or Rectal Administration
Adults
OMNIPAQUE 350
- Oral radiographic examination of the gastrointestinal tract
Pediatrics
OMNIPAQUE 180, 240 and 300

- Oral and rectal radiographic examination of the gastrointestinal tract

1.4 Oral Administration in Conjunction with Intravenous Administration
Diluted OMNIPAQUE Injection
Adults
OMNIPAQUE 240, 300 and 350 diluted and administered orally in conjunction with
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OMNIPAQUE 300 administered intravenously

+ CT of the abdomen

Pediatrics

OMNIPAQUE 240, 300 and 350 diluted and administered orally in conjunction with
OMNIPAQUE 240 or OMNIPAQUE 300 administered intravenously

+ CT of the abdomen

OMNIPAQUE Oral Solution

Adults

OMNIPAQUE oral solution 9 and 12 administered orally in conjunction with
OMNIPAQUE 300 administered intravenously

+ CT of the abdomen

Pediatrics

OMNIPAQUE oral solution 9 and 12 administered orally in conjunction with
OMNIPAQUE 240 or OMNIPAQUE 300 administered intravenously

+ CT of the abdomen

1.5 Intraarticular Administration
Adults
OMNIPAQUE 240, 300, and 350
- Arthrography

1.6 Body Cavity Administration
Adults
OMNIPAQUE 240
- Endoscopic retrograde pancreatography (ERP) and cholangiopancreatography (ERCP)
- Herniography
- Hysterosalpingography
OMNIPAQUE 300
- Hysterosalpingography
Pediatrics
OMNIPAQUE 240, 300 and 350 diluted
- Voiding cystourethrography (VCU)

2 DOSAGE AND ADMINISTRATION
2.1 Important Dosage and Administration Instructions
- OMNIPAQUE 140, 180, 240, 300 and 350 are indicated for intravascular, oral, rectal,
intraarticular, and body cavity administration. OMNIPAQUE 180, 240, and 300 are
indicated for intrathecal administration [ see Boxed Warning, Contraindications (4), and
Warnings and Precautions (5.1)].
- Use sterile technique for all handling and administration of OMNIPAQUE for
intravascular, intrathecal, intraarticular, and body cavity administration.
- OMNIPAQUE oral solution 9 and 12 are indicated for oral use only /see
Contraindications (4) and Warnings and Precautions (5.2)].
+ Do not use if tamper-evident ring is broken or missing.
- OMNIPAQUE injection may be administered at either body (37°C, 98.6°F) or room
temperature (20° to 25°C, 68° to 77°F).
- Inspect OMNIPAQUE injection for particulate matter or discoloration before
administration, whenever solution and container permit. Do not administer if
OMNIPAQUE injection contains particulate matter or is discolored.

+ Do not mix OMNIPAQUE injection with, or inject in intravenous lines containing, other

drugs or total nutritional admixtures.
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- Use the lowest dose necessary to obtain adequate visualization.

- Individualize the volume, strength, and rate of administration of OMNIPAQUE
injection. Consider factors such as age, body weight, vessel size, blood flow rate within
the vessel, anticipated pathology, degree and extent of opacification required, structures

or area to be examined, disease processes affecting the patient, and equipment and

technique to be employed.

- Avoid extravasation when administering OMNIPAQUE injection intravascularly,

especially in patients with severe arterial or venous disease [ see Warnings and

Precautions (5.6) .

- Hydrate patients before and after intravascular administration of OMNIPAQUE
injection [ see Warnings and Precautions (5.4)] .
- Each bottle of OMNIPAQUE injection and oral solution is intended for one procedure

only. Discard any unused portion.

2.3 Intravascular Dosage and Administration

Intra-arterial Procedures

TABLE 3 ANGIOCARDIOGRAPHIC PROCEDURES

PATIENT CONCENTRATION
POPULATION | (mg iodine/mL) VOLUME (mL)
VENTRICULOGRAPHY
- The recommended single dose is 40 mL
(Range of 30 mL to 60 mL)
- May be combined with selective coronary
arteriography
Adults OMNIPAQUE 350 SELECTIVE CORONARY ARTE.RIOGRAPHY
- The recommended single dose is 5 mL
(Range of 3 mL to 14 mL)

Doses may be repeated as necessary.
Maximum volume with multiple injections
should not exceed 250 mL.
VENTRICULOGRAPHY
The recommended single dose is 1.75 mL/kg
(Range of 1.5 mL/kg to 2 mL/kg)

OMNIPAQUE 300 - May be repeated as necessary
Maximum dose with multiple injections should
not exceed 6 mL/kg up to a total volume of 291
mL.
VENTRICULOGRAPHY

Pediatrics Recommended single dose is 1.25 mL/kg

(Range of 1 mL/kg to 1.5 mL/kg).
- May be repeated as necessary
Maximum dose with multiple injections should

OMNIPAQUE 350 not exceed 5 mIL/kg up to a total volume of 250
mL.
PULMONARY ANGIOGRAPHY
(PULMONARY ARTERIOGRAPHY AND/OR
PULMONARY VENOGRAPHY)
The recommended single dose is 1 mL/kg.
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TABLE 4 AORTOGRAPHY

PATIENT
POPULATION

CONCENTRATION
(mg iodine/mL)

VOLUME (mL)

Adults

OMNIPAQUE 300
and 350

AORTOGRAPHY AND SELECTIVE VISCERA

L ARTERIOGRAPHY

The recommended single dose is:

- 50 mL to 80 mL for the aorta (aortic arch,
ascending aorta)

- 30 mL to 60 mL for abdominal aorta and its
branches (celiac, mesenteric, hepatic and
splenic arteries)

- 5 mL to 15 mL for renal arteries

Injections may be repeated if indicated, but the
total volume should not exceed:
- 290 mL of OMNIPAQUE 300
- 250 mL of OMNIPAQUE 350

OMNIPAQUE 350

AORTIC ROOT AND ARCH STUDY WHEN
USED ALONE

The recommended single dose is 50 mL
(Range of 20 mL to 75 mL)

Pediatrics

OMNIPAQUE 350

AORTOGRAPHY (AORTIC ROOT, AORTIC
ARCH, AND DESCENDING AORTA)

The recommended single dose is 1 mL/kg.

- May be repeated as necessary

Maximum dose should not exceed 5 mL/kg up
to a total volume of 250 mL.

TABLE 5 CEREBRAL ARTERIOGRAPHY

PATIENT
POPULATION

CONCENTRATION
(mg iodine/mL)

VOLUME(mL)

Adults

OMNIPAQUE 300

Single dose for cerebral arteriography is as
follows:

- Common carotid artery (6 mL to 12 mL)
- Internal carotid artery (8 mL to 10 mL)

- External carotid artery (6 mL to 9 mL)

- Vertebral artery (6 mL to 10 mL)

TABLE 6 INTRA-ARTERIAL DIGITAL SUBTRACTION ANGIOGRAPHY
HEAD, NECK, ABDOMINAL, RENAL AND PERIPHERAL VESSELS

PATIENT
POPULATION

CONCENTRATION
(mg iodine/mL)

VOLUME (mL)

Adults

OMNIPAQUE 140

VOLUME/ RATE OF
ARTERIES INJECTION | INJECTION
(mL) (mL/sec)

Aorta 20 to 45 8 to 20
Carotid 5to 10 3to6
Femoral 9 to 20 3to6
Vertebral 4to0 10 2t0 8
Renal 6to 12 3to6
Other
branches of
aorta (includes
subclavian, 8 to 25 3to 10
axillary,
innominate
and iliac)

Mechanical or hand injection can be used to administer one or more bolus intraarterial
injections of OMNIPAQUE 140.
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TABLE 7 PERIPHERAL ARTERIOGRAPHY

PATIENT CONCENTRATION
POPULATION (mg iodine/mL) VOLUME (mL)
The recommended dose for use in peripheral
angiography is as follows:
Aortofemoral runoffs:
- 30 mL to 90 mL of OMNIPAQUE 300
Adults OMN;E ?ggoE 300 1. 90 mL to 70 mL of OMNIPAQUE 350

Selective arteriograms:
- 10 mL to 60 mL of OMNIPAQUE 300
- 10 mL to 30 mL of OMNIPAQUE 350

TABLE 8 PERIPHERAL VENOGRAPHY (PHLEBOGRAPHY)

PATIENT CONCENTRATION
POPULATION (mg iodine/mL) VOLUME (mL)
The recommended dose (per leg) is:
Adults OMNIP??&E 240 | . 90 mL to 150 mL of OMNIPAQUE 240
an + 40 mL to 100 mL of OMNIPAQUE 300
TABLE 9 EXCRETORY UROGRAPHY
PATIENT CONCENTRATION
POPULATION | (mg iodine/mL) VOLUME (mL)
Adul OMNIPAQUE 300 | The recommended dose is:
ults and 350 - 0.6 mI/kg to 1.2 mIL/kg body weight
Dose ranging from 0.5 mL/kg to 3 mL/kg of
body weight:
Pediatrics OMNIPAQUE 300 - The usual dose for children is 1 mL/kg to 1.5

mlL/kg.
- The total administered dose should not
exceed 3 mL/kg.

TABLE 10 DIGITAL SUBTRACTION ANGIOGRAPHY HEAD, NECK,
ABDOMINAL, RENAL AND PERIPHERAL VESSELS

RATE OF
PATIENT CONCENTRATION
POPULATION (mg iodine/mL) VOLUME (mL) INJECTION
(mL/sec)
The usual dose for the
intravenous digital
technique is 30 mL to 50 7.5 mL/second to
mL. 30 mL/second
Adults OMNIPAQUE 350

using a pressure
injector

Frequently three or more
doses may be required, up
to a total volume not

to exceed 250 mL
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TABLE 11 CT SCANNING OF THE HEAD AND BODY

PATIENT CONCENTRATION VOLUME *
POPULATION (mg iodine/mL) (mL)

Head and body imaging by rapid injection
CT Imaging — Head:

- 70 mL to 150 mL of OMNIPAQUE 300
- 80 mL of OMNIPAQUE 350

CT Imaging — Body:

Adults OMNIPAQUE 240, | . 50 i, to 200 mL of OMNIPAQUE 300
300 and 350 - 60 mL to 100 mL of OMNIPAQUE 350

Head imaging by infusion
CT Imaging — Head:

- 120 mL to 250 mL of OMNIPAQUE 240

CT Imaging — Head and Body:

OMNIPAQUE 240 | © 1 mL/kg to 2 mL/kg (with maximum = 3
and 300 mL/kg)

- Maximum single dose = 116 mL

Pediatrics

*OMNIPAQUE may be used with an automated contrast injection system or contrast
management system cleared for use with OMNIPAQUE [see Dosage and Administration
(2.8)]. See device labeling for device indications, additional information, and instructions
for use.

2.4 Oral or Rectal Dosage and Administration

Oral and Rectal Administration — Undiluted OMNIPAQUE Injection for Radiographic

Examination of the Gastrointestinal (GI) Tract

TABLE 12 DOSING FOR RADIOGRAPHIC EXAMINATION OF THE GI TRACT

PATIENT CONCENTRATION ORAL VOLUME RECTAL VOLUME*

POPULATION (mg iodine/mL) (mL) (mL)
The recommended
Adults OMNIPAQUE 350 dose is 50 mL to
100 mL
The recommended
Pediatrics OMNIPAQUE 180, dose is 5 mL to 100 The recommended dose
240 and 300 L is 5 mL to 100 mL *
Less than 3 *
months old OMNIPAQUE 180 5 mL to 30 mL -
Three months | OMNIPAQUE 180, «
to 3 years 240 and 300 Up to 60 mL )
Four years to %
10 years OMNIPAQUE 180, | UP to80mL ’
Greater than 10 240 and 300 Up to 100 mL >*
years

*When given rectally, larger volumes may be used.

2.5 Oral Dosage and Administration in Conjunction with Intravenous Administration
See Table 16 for concurrent intravenous dosing.
Oral Administration of Diluted OMNIPAQUE Injection in Conjunction with Intravenous

Administration of OMNIPAQUE Injection for CT of the Abdomen
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TABLE 13 DOSING OF DILUTED OMNIPAQUE INJECTION
FOR ORAL ADMINISTRATION

PATIENT CON lel)l\l?'IA‘lg ATION ORAL VOLUME ADMINISTRATION
POPULATION (me iodi (mL) INSTRUCTIONS
mg iodine/mL)
Sma ler administered
volumes can be given if
the iodine concentration
OMNIPAQUE 240, in final diluted product is
300 and 350 Recommended oral | increased
Adults DILUTED to 6 to 12 | dose is: (See Table 14 below)
mg iodine/mL 500 mL to 1,000 The oral dosage may be
(See Table 14 mL given a | at once or over a
below) period of up to 45
minutes if there is
difficulty in consuming
the required volume.
Recommended oral
ﬁloig(l)sl.nL to 750 Smaller administered
L volumes can be given if
m the iodine concentration
OMNIPAQUE 240, D d in final diluted product is
300 and 350 0 not exceed an increased
L DILUTED to 9 to 21 | °"al dose of 5 (See Table 14 below)
Pediatrics . grams iodine for
mg iodine/mL . The oral dosage may be
(See Table 14 patients izss than given a | at once or over a
below) 3 years old. period of up to 45
Do not exceed an minutes if there is
oral dose of 10 difficulty ; .
o ifficulty in consuming
grams iodine for the required volume.
patients 3 to 18
years old.

*Dilutions of OMNIPAQUE should be prepared just prior to use and any unused portion
discarded after the procedure.

TABLE 14 PROCEDURE FOR PREPARATION OF DILUTED OMNIPAQUE

INJECTION FOR ORAL ADMINISTRATION
OMNIPAQUE to be mixed with liquid such as water, carbonated beverage, milk, infant
formula, or juice to achieve one liter of oral contrast agent.

Final Iodine OMNIPAQUE 240 OMNIPAQUE 300 OMNIPAQUE 350
Concentration | Volume Volume Volume of | Volume
of Diluted of Volume of of Volume of Contrast £
Contrast Contrast Liquid Contrast Liquid ontras o
Agent (m Agent (mL) Agent (mL) Agent Liquid
(BNt 8 & & (mL) (mL)
iodine/mL) (mL) (mL) m
6 25 975 20 980 17 983
9 38 962 30 970 26 974
12 50 950 40 960 35 965
15 63 937 50 950 43 957
18 75 925 60 940 52 948
21 88 912 70 930 60 940

Oral Administration of OMNIPAQUE Oral Solution in Conjunction with Intravenous
Administration of OMNIPAQUE Injection for CT of the Abdomen
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TABLE 15 DOSING AND ADMINISTRATION OF OMNIPAQUE ORAL

SOLUTION
ORAL
PATIENT CONCENTRATION ORAL VOLUME ADMINISTRATION
POPULATION (me iodi (mL) INSTRUCTIONS
mg iodine/mL)
The oral dosage may be
The recommended | given a I at once or over
Adults OMNIPAQUE oral | oral dose is: a period of up to 45
solution 9 and 12 + 500 mL to 1,000 | minutes if there is
mL difficulty in consuming
the required volume.
The recommended
oral dose is:
- 180 mL to 750
mL
The oral dosage may be
Do not exceed an given a |l at once or over
Pediatrics OMNIPAQUE oral | oral dose of 5 a period of up to 45
solution 9 and 12 grams iodine for minutes if there is
patients less than | difficulty in consuming
3 years old. Do not | the required volume.
exceed an oral
dose of 10 grams
iodine for patients
3 to 18 years old.

TABLE 16 INTRAVENOUS ADMINISTRATION OF OMNIPAQUE INJECTION
FOR CT OF THE ABDOMEN IN CONJUNCTION WITH ORALLY
ADMINISTERED DILUTED OMNIPAQUE INJECTION OR OMNIPAQUE
ORAL SOLUTION

partmnr | INDAVENOUS T INTRAVENOUS |y rmaion
POPULATION .. INSTRUCTIONS
(mg iodine/mL) (mL)
The recommended | Administer up to 40
dose is: minutes AFTER
Adults OMNIPAQUE 300 - 100 mL to 150 consumption of the
mL oral dose
The recommended
dose is:
. . Administer up to 60
. OMNIPAQUE 240 2mlkgwitha | L o AFTER
Pediatrics range of 1 mL/kg .
and 300 consumption of the
to 2 mL/kg
. oral dose
(maximum 3
mL/kg)

*OMNIPAQUE may be used with an automated contrast injection system or contrast
management system cleared for use with OMNIPAQUE [see Dosage and Administration
(2.8)]. See device Iabeling for device indications, additional information, and instructions
for use.
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2.6 Intraarticular Dosage and Administration

TABLE 17 ARTHROGRAPHY

DOUBLE
PATIENT LOCATION CONCENTRATION | VOLUME CONTRAST/
POPULATION (mg iodine/mL) (mL) SINGLE
CONTRAST
OMNIPAQUE 240 5to0 15 Lower volumes
Adults Knee * OMNIPAQUE 300 5to 15 recommended
OMNIPAQUE 350 5to0 10 for
. | OMNIPAQUE 240 3 double-contrast
Adults Shoulder OMNIP AgUE 300 10 examinations:
higher volumes
recommended
Adults Temporoma | \INTPAQUE 300 | 05t01 | for
ndibular single-contrast
examinations.

*Passive or active manipulation is used to disperse the medium throughout the joint

space.

2.7 Body Cavity Dosage and Administration
Body Cavity Administration - Undiluted OMNIPAQUE Injection

TABLE 18 ENDOSCOPIC RETROGRADE PANCREATOGRAPHY (ERP)
ENDOSCOPIC RETROGRADE CHOLANGIOPANCREATOGRAPHY (ECRP)

PATIENT CONCENTRATION
POPULATION (mg iodine/mL) VOLUME (mL)
10 mL to 50 mL but may vary
Adults OMNIPAQUE 240 depending on individual
anatomy and/or disease state.
TABLE 19 HYSTEROSALPINGOGRAPHY
PATIENT CONCENTRATION
POPULATION (mg iodine/mL) VOLUME (mL)
15 mL to 20 mL but may vary
Adults OMNIPAQUE 240 and 300 | depending on individual
anatomy and/or disease state.
TABLE 20 HERNIOGRAPHY
PATIENT CONCENTRATION
POPULATION (mg iodine/mL) VOLUME (mL)
50 mL but may vary depending
Adults OMNIPAQUE 240 on individual anatomy and/or
disease state.




Body Cavity Administration - Diluted OMNIPAQUE Injection

TABLE 21 VOIDING CYSTOURETHROGRAPHY (VCU) (CAN BE
PERFORMED IN CONJUNCTION WITH EXCRETORY UROGRAPHY)

may be diluted with
Sterile Water for

Injection.
(See Table 22 below).

PATIENT CONCENTRATION
POPULATION (mg iodine/mL) VOLUME (mL)

The concentration may | OMNIPAQUE injection may be
vary depending upon diluted, utilizing aseptic technique,
the patient's size and with Sterile Water for Injection to a
age and with the concentration of 50 mg iodine/mL
technique and to 100 mg iodine/mL for voiding
equipment used. cystourethrography.

Pediatrics OMNIPAQUE injection

Range:

+ 50 mL to 300 mL of DILUTED
OMNIPAQUE at a concentration
of 100 mg iodine/mL

+ 50 mL to 600 mL of DILUTED

OMNIPAQUE at a concentration
of 50 mg iodine/mL.

TABLE 22 PROCEDURE FOR PREPARATION OF DILUTED * OMNIPAQUE

INJECTION FOR VCU
Final Iodine Vol Volume
Concentration Volume of Volume of | Volume Volume o;}me of
of Diluted OMNIPA Sterile of of Sterile OMNIP Sterile
Contrast Water for | OMNIPA | Water for Water
QUE 240 .. N AQUE
Agent Injection | QUE 300 | Injection for
(mL) 350 o
(mg (mL) (mL) (mL) (mL) Injectio
iodine/mL) n (mL)
100 140 200 250
90 167 233 289
80 200 275 338
70 100 243 100 330 100 400
60 300 400 483
50 380 500 600

*Dilutions of OMNIPAQUE should be prepared just prior to use and any unused portion
discarded after the procedure.

2.8 Instructions for Use with an Automated Contrast Injection System or Contrast

Management System for CT of the Head and Body

- OMNIPAQUE may be used with an automated contrast injection system cleared for use
with contrast media.

- See above Important Dosage and Administration Instructions for OMNIPAQUE (2.1).

- See device labeling for information on device indications, instructions for use, and
techniques to help assure safe use.

- OMNIPAQUE 300 mg iodine/mL and 350 mg iodine/mL in 150 mL bottles may be used
with a contrast media management system cleared for use with OMNIPAQUE 300 mg
iodine/mL and 350 mg iodine/mL in 150 mL bottles.

- See device labeling for information on device indications, instructions for use, and
techniques to help assure safe use.

- Use sterile technique for penetrating the container closure of OMNIPAQUE 300 and
350 and transferring OMNIPAQUE solution. The container closure may be penetrated
only one time with a suitable sterile component of the contrast media management
system cleared for use with OMNIPAQUE 300 and 350 in 150 mL bottles.

- Once the OMNIPAQUE 300 and 350 Injection is punctured, do not remove the bottle
from the work area during the entire period of use.

- Maximum use time is 4 hours after initial puncture.

- Each bottle is for one procedure only. Discard unused portion.
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KE O SCE 8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy
Risk Summary
Hysterosalpingography is contraindicated in pregnant women due to the potential risk
to the fetus from an intrauterine procedure [see Contraindications (4)|. There are no
data with iohexol use in pregnant women to inform any drug-associated risks. Iohexol
crosses the placenta and reaches fetal tissues in small amounts (see Data). In animal
reproduction studies, no developmental toxicity occurred with intravenous iohexol
administration to rats and rabbits at doses up to 0.4 (rat) and 0.5 (rabbit) times the
maximum recommended human intravenous dose (see Data).
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 to 4%
and 15 to 20%, respectively.
Data
Human Data
Literature reports show that intravenously administered iohexol crosses the placenta
and is visualized in the digestive tract of exposed infants after birth.
Animal Data
Iohexol was neither embryotoxic nor teratogenic in either rats or rabbits at the
following dose levels tested: 1.0, 2.0, 4.0 g iodine/kg in rats, administered intravenously
to 3 groups of 25 dams once daily during days 6 through 15 of pregnancy; 0.3, 1.0, 2.5 g
iodine/kg in rabbits, administered intravenously to 3 groups of 18 rabbits dosed once a

day during days 6 through 18 of pregnancy.

8.2 Lactation
Risk Summary
Published literature reports that breast feeding after intravenous iohexol
administration to the mother would result in the infant receiving an oral dose of
approximately 0.7% of the maternal intravenous dose; however, lactation studies have
not been conducted with oral, intrathecal, or intracavity administration of iohexol.
There is no information on the effects of the drug on the breastfed infant or on milk
production. Iodinated contrast agents are excreted unchanged in human milk in very
low amounts with poor absorption from the gastrointestinal tract of a breastfed infant.
Exposure to iohexol to a breastfed infant can be minimized by temporary
discontinuation of breastfeeding (see Clinical Considerations). The developmental and
health benefits of breastfeeding should be considered along with the mother's clinical
need for OMNIPAQUE and any potential adverse effects on the breastfed infant from
OMNIPAQUE or from the underlying maternal condition.

Clinical Considerations

Interruption of breastfeeding after exposure to iodinated contrast agents is not
necessary because the potential exposure of the breastfed infant to iodine is small.
However, a lactating woman may consider interrupting breastfeeding and pumping

and discarding breast milk for 10 hours (approximately 5 elimination half-lives) after

OMNIPAQUE administration to minimize drug exposure to a breastfed infant.




XII. ZEEE

AFRCBT DA L= =7 W (R - % - CT M) ORFEDOERZATLBEIHET IR ez A+
) . M) . TRIUE]) OEHORHEIFUTO LB TH D,

HENDEREZETHEEBEICETLEE
HIEREE AT A E

BE STV e
BT 55

9.5 4E4m
PRI SUTHENR LT D ATREMED & 2 ZotEi2id, W oA ettt 2 BRI &l SN 55818 D7
53252 L, KRRGOBRIIZXBMBEZ &9,

RELIR

9.6 R
W EOF MR ORI RBOF RN EZ BB L, RAOMTSUIPILZHBET2 2 &, BER (T v M
IR ) THITPICBAT LI L OREDRH D,

INERFEADEREIZET H1EHR
KECBT 2/NEFEA~ORGICHET LRI TO LB TH D,

H g FUANA
KE DR SGE 5 WARNINGS AND PRECAUTIONS
(OMNIPAQUE —iohexol | 5.9 Thyroid Dysfunction in Pediatric Patients 0 to 3 Years of Age
injection, solution Thyroid dysfunction characterized by hypothyroidism or transient thyroid
GE Healthcare Inc., 2022 suppression has been reported after both single exposure and multiple exposures to
F2H) iodinated contrast media. Among patients O to 3 years of age exposed to iodinated

contrast media, thyroid dysfunction has been reported in 1% to 15% depending on
the age of the patient and the dose of the iodinated contrast agent.

Younger age, very low birth weight, prematurity, and the presence of other
conditions, such as, admission to neonatal or pediatric intensive care units, and
cardiac conditions are associated with an increased risk. Pediatric patients with
cardiac conditions may be at the greatest risk given that they often require high
doses of contrast during invasive cardiac procedures, such as catheterization and
computed tomography (CT).

Pediatric patients 0 to 3 years of age warrant closer monitoring because an
underactive thyroid during early life may be harmful for motor, hearing, and
cognitive development and may require transient T4 replacement therapy.
Evaluate thyroid function in all pediatric patients O to 3 years of age within 3 weeks
following exposure to iodinated contrast media, especially in term and preterm
neonates. If thyroid dysfunction is detected, treat and monitor thyroid function as

clinically needed.

8.4 Pediatric Use

Intravascular Use

Angiocardiography (Ventriculography, Pulmonary Arteriography, Venography, and
Studies of the Collateral Arteries) and Aortography

The safety and effectiveness of OMNIPAQUE 300 have been established in
pediatric patients from birth to 17 years of age for angiocardiography
(ventriculography) and of OMNIPAQUE 350 in pediatric patients from birth to 17

years of age for angiocardiography (ventriculography, pulmonary arteriography,
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venography, and studies of the collateral arteries) and aortography. Use of
OMNIPAQUE 300 and 350 is supported by controlled clinical studies in adults for
angiocardiography and aortography, in addition to controlled clinical studies in
pediatric patients undergoing angiocardiography, including aortography. The
safety and effectiveness of OMNIPAQUE 300 have not been established in pediatric
patients for aortography.

Intra-arterial Digital Subtraction Angiography, Intravenous Digital Subtraction
Angiography, Cerebral Arteriography, or Peripheral Arteriography and
Venography

The safety and effectiveness of OMNIPAQUE have not been established in
pediatric patients for intra-arterial digital subtraction angiography, intravenous
digital subtraction angiography, cerebral arteriography, or peripheral
arteriography and venography.

CT of the Head and Body

The safety and effectiveness of OMNIPAQUE 240 and 300 have been established in
pediatric patients from birth to 17 years of age for CT imaging of the head and body.
Use of OMNIPAQUE 240 and 300 is supported by controlled clinical studies in
adults for head and body CT, in addition to clinical studies in pediatric patients
undergoing head CT and in 69 pediatric patients undergoing CT of the abdomen
after oral administration of diluted OMNIPAQUE plus intravenous administration
of OMNIPAQUE. The safety and effectiveness of OMNIPAQUE 350 have not been
established in pediatric patients for CT imaging of the head and body.

Urography

The safety and effectiveness of OMNIPQUE 300 have been established in pediatric
patients from birth to 17 years of age for urography. Use of OMNIPAQUE 300 is
supported by controlled clinical studies in adults for urography, in addition to
controlled clinical studies in pediatric patients undergoing urography and clinical
safety data in pediatric patients down to birth.

Oral or Rectal Use

Undiluted OMNIPAQUE Injection

The safety and effectiveness of OMNIPAQUE 180, 240, and 300 administered orally
and rectally have been established in pediatric patients, from birth to 17 years of
age for examination of the GI tract. Use of OMNIPAQUE 180, 240, and 300
administered orally and rectally is supported by controlled studies in adults for

examination of the GI tract, in addition to clinical studies in pediatric patients
undergoing examination of the GI tract.

Oral Use in Conjunction with Intravenous Use

Diluted OMNIPAQUE Injection

The safety and effectiveness of OMNIPAQUE injection diluted to concentrations
from 9 to 21 mg iodine/mL administered orally in conjunction with OMNIPAQUE

injection administered intravenously for CT of the abdomen have been established

in pediatric patients from birth to 17 years of age. Use is supported by clinical trials
in adults, in addition to clinical studies in 69 pediatric patients undergoing CT of
the abdomen after oral administration of diluted OMNIPAQUE plus intravenous
administration of OMNIPAQUE.

OMNIPAQUE Oral Solution

The safety and effectiveness of OMNIPAQUE oral solution 9 and 12 administered
orally in conjunction with OMNIPAQUE injection administered intravenously for
CT of the abdomen in pediatric patients have been established in pediatric patients
from birth to 17 years of age. Use is supported by the data establishing safety and
effectiveness for OMNIPAQUE injection diluted and administered orally in
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conjunction with OMNIPAQUE injection administered intravenously for CT of the
abdomen in pediatric patients.

Intraarticular Use

The safety and effectiveness of OMNIPAQUE have not been established in
pediatric patients for arthrography.

Body Cavity Use

OMNIPAQUE 240, 300, 350 diluted to concentrations from 50 mg iodine/mL to 100

mg iodine/mL is indicated for use in pediatric patients from birth to 17 years of age

for voiding cystourethrography (VCU). The use for voiding cystourethrography is
supported by clinical studies in 51 pediatric patients undergoing VCU. The safety
and effectiveness of OMNIPAQUE have not been established in pediatric patients
for ERCP, herniography, or hysterosalpingography.

In general, the frequency of adverse reactions in pediatric patients was similar to
that seen in adults [ see Adverse Reactions (6.1)]. Pediatric patients at higher risk
of experiencing adverse events during contrast-medium administration may
include those having asthma, a sensitivity to medication and/or allergens,
congestive heart failure, a serum creatinine greater than 1.5 mg/dL or those less
than 12 months of age.

Thyroid function tests indicative of thyroid dysfunction, characterized by
hypothyroidism or transient thyroid suppression have been reported following
iodinated contrast media administration in pediatric patients, including term and
preterm neonates. Some patients were treated for hypothyroidism. Monitor
pediatric patients 0 to 3 years of age closely, particularly those with one or more
potential risk factors, for thyroid dysfunction /see Warnings and Precautions (5.9)
and Adverse Reactions (6.2)].
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