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I 5t W 8 % A H (300 11V > 110mL) (20114 17 14 H) | (201146 A 24 H) | (201147 A 12 H)
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<2009 3 H U URKIO RS 2 LA B 5
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1. BR5E4
(& %

F 1 =r%—2 300 1% 20mL OMNIPAQUE" 300 INJECTION 20mL
1 =,%—2 300 1% 50mL OMNIPAQUE" 300 INJECTION 50mL
F 2 =,%—2"300 ¥ 100mL OMNIPAQUE" 300 INJECTION 100mL
% h=s5—2 350 ¥ 20mL OMNIPAQUE" 350 INJECTION 20mL
% h=s%—2 350 ¥ 50mL OMNIPAQUE" 350 INJECTION 50mL
i =s5—2"350 £ 100mL OMNIPAQUE" 350 INJECTION 100mL
Fh=r3—2"240 U 2+ 100mL OMNIPAQUE" 240 INJECTION SYRINGE 100mL
Fh=r3—2"300 U >+ 50mL OMNIPAQUE" 300 INJECTION SYRINGE 50mL
Fn=r5—2"300 2V > ¥ 80mL OMNIPAQUE" 300 INJECTION SYRINGE 80mL
F 1 =r5—2"300 2V > ¥ 100mL OMNIPAQUE" 300 INJECTION SYRINGE 100mL
Fn=r5—2"300 2V ¥ 110mL OMNIPAQUE" 300 INJECTION SYRINGE 110mL
Fn=r5—2"300 2V ¥ 125mL OMNIPAQUE" 300 INJECTION SYRINGE 125mL
F 2 =r5—2"300 2V > ¥ 150mL OMNIPAQUE" 300 INJECTION SYRINGE 150mL
Foa=r5—2"350 £V v ¥ 45mL OMNIPAQUE" 350 INJECTION SYRINGE 45mL
Fh=r3—2"350 U L T0mL OMNIPAQUE" 350 INJECTION SYRINGE 70mL

Fh=r8—2"350 2 U > 100mL OMNIPAQUE® 350 INJECTION SYRINGE 100mL
2)F 4
EFE TO A% 3R

)BHMDAEFE
BER72 (OMNIBUS) X #iE##l (RADIOPAQUE=X #R%Ei#) &9 EEA S OMNIPAQUE & 4
iz,
2. — 24

(f £ (Fg&%)
A F~F YV — (JAN)
(2% % (&%)
Iohexol (JAN)
(B)RT L (stem)

I — NEHEEA : io-
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O~ CHs
HO H Y I O
HOV‘Q/N
* N/\7(«Xm
H

H OH

I I
o} NH

*% OH METNIZZ D CHL K S CH*hLod

IfbH IV — i NI Bk

4. P FRARULDF=
4373 0 Ci9 HasIsN3Og
- 821.14

5 tZE%& (fig&iE) XIFXE
5-1Acetyl[(2RS)-2,3-dihydroxypropyllamino}- NV, N'-bis[(2 RS)-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
5-{Acetyl[(2RS)-2,3-dihydroxypropyllamino}- N, N'-bis[(2.SR )-2,3-dihydroxypropyll-2,4,6-triiodobenzene-1,3-

dicarboxamide

6. EF%. fl&a. BE. B5&5
DP-2155
Win39424 (JRBRE =)
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1. MEEZEHNEE
(158 - 1K

HEDHRTH D,
(2)iBfE
1) BIEBEICHT HEMHEME
‘ Afh 1g BVEDT OICHET 5 IR \
WOt HABER F I L DI 0RLL
(mL)
K 1 A RO TR0\
i 16 PR S R
T J—/L (99.5) 21 SR W

KERET RV 7 AESIR (1-20) W 5,
2) K& pH KBRICHT HIARE
RZEEE R L
(3)EE
FEHAHBIE 28 T5%LL ECIET ARAE R L, f IR &R T,
@GR (PR | BR. EER
) 170CHiRM L, 180~190°C CRlfRT 5 (AT IEEIED T
20
(5) BRI B AR A E
MR L
(B)P ERfRE
MR L
(7)Z DD E A REE
1) SRR ARY L

. AR TERYR & BT D AR ARl A R &

WO Amax (nm) ¢
K 245 2.97X104
FE1ER (pH3.0) 245 3.02 X 104
FE1ER (pH9.0) 245 2.96 X 104
AZ )= 244 3.05X 104

lmax*@k&”ﬂ(&% € %/I/Wﬁ'ﬁf%%{

#9 245nm OWLIAR K IZ~ P B D 200nm DWW OIEERBE L EAHFEIZ LD TH D,

2) et
K (1—-20) (Ihettbarms2n (T IRTHLHZD) |
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2. BB DERBEHTICHEITAREN
(MBEEHUHETIZETSREN
AL D 24 5 HEMRAE, IR, BB, I 2 2 EMRBRIC B W CRAERE O D3 2 i Ls T +4y

REEMNE R LT,
1) REREFSER
(A SN 25°C  75%RH R E
. EEprEline
AERE R 3% A 65 A 9% A 12 % A 181 H | 24 %A
P ) HEOE R (—) (—) (=) (=) (=) (=)
& & (%) 98.9 98.8 98.9 99.0 98.9 98.8 99.1
R E (%) 2.31 2.37 2.58 2.61 2.94 3.11 3.60
AR AT L ALY 245nm (=) (—) (—) (=) (=) (=)
WEs7u~ 77 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: PRI RIFERE SRR 5
50°C 2 % H SRR JRAEN
40°C/75%RH 6 » A SRR Bk
30°C/92%RH 2 % H [REBRI HEEWN
o o o R E OO R NER -
25 CI50%RH Lo STV g s comB e T .
RER JRAEN
ENHCE (5001x) 6 » H
W RBE AR KA
v — LBk HEEWN
H AT (2,5001x) 60 /5 Ix-hr
SRR N

(2)RHNNEICE TEELERD
KiK. pH8.5 U AR M U 0.1mol/L HiR¥a R (294%) T TIE, 4 BFIE L THafimidilo b
oty LinL, 0.1mol/LKERAET b U w7 K (294%) T, 4 BFIEGT 5 & 100% 50 L, E55fF
WA A~ —NVBRAETh oo, o, WMED 3-7 X /-1,2-7 /R VA — VIMFE LT,
KA DKEE (296%) ZBINEIET D L OT IO LTz, E0BEMITHT 1 TH W ALFEE O FE XK 8
Tholem, v — K541 LHEES T,

CONHCHZCHOH:OH
I I OH
CONHCHZCl)HCHQOH
H
~N CONHCH:CHOH-OH I OH
) OH
CH3COHN GONHCH2GHCH20H
CHzOH I o

T ANF V=R 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

W4, il S H BB
- : (25°C) P (= BB A MR )
37°C)
Fh=s3—7 300 & 6.1 1.335~1.371 2
. = (5 BB DR 6.8~17.7 i
Fh=,8—2 350 ik 10.6 1.8392~1.433 3
T A= —7 ,
940 TS ) v 3.3 1.268~1.296 2
F L= IR— . "
ﬁf Vil 3 ~ ~ (‘
300 ) v TS O 6.1 1.335~1.371 6.8~17.7 2
F A= —7 ,
350 WY v 10.6 1.392~1.433 3
3)FEAa— K
BARANA
4EF DY
pH8.5 LL N CTLIE,
(5)F D1t
YL
2. BEIDMRL
MADRS GEMERS) DEERUFHMA
. A5y AN
Eﬁ/u% 134 77/1/1:'3
A F~FY—/L (HF) 12.94g ko A ZE—/L24.2mg,. =5 hEE

Fh=s3—7 300 £ 20mL

[FUFafE

: 6g(300mg/mL)]

BN AT R T AKFY
2mg ™ | pH FHHI

Fh=/s3—7 300 £ 50mL

A Fo~F Y —)b
ERVE =R P

(HJ®) 32.36g
: 15g(300mg/mL)]

k@ A ZE—/L60.5mg. =5 hEE
BN AT R T AKFY
5mg *® | pH A

F L =,3—7 300 ¥ 100mL

A Fo~F Y —)b
IER/E = ch

(HR) 64.71g
: 30g(300mg/mL)]

ko A ZE—/)L121mg, =5 Mg
AN T AFRY T AKFY
10mg * | pH FH&

F L =,3—7 350 ¥ 20mL

A AT =
IERVES=ECE s

(HJE) 15.10¢g
: 72(350mg/mL)]

FE R ZE—/L24.2mg, =F g
TN AT R T AKFY
2mg ™ | pH A

F b =/s3—7 350 1 50mL

A F~F Y —)u
IERZE =R CE s

(HR) 37.75¢g
: 17.5g(350mg/mL)]

k& A ZE—/L60.5mg, =5 g
BT BT B G B
5mg ™ . pH FRHiH

Fh=s3—7 350 1 100mL

A Fo~F Y —)b
ERVE =R P

(HJ®) 75.49g
: 35g(350mg/mL)]

ko A ZE—/L 121mg, =5 Mg
T AT N U AKFY
10mg " . pH FHEIHI

E) BiAKHE




IV. BFIZRE4 5 IEH

[ engs

ARy | A
120 »oh

Fh=/3—7 240 FY ¥ 100mL

A F~FY—/v (HF) 51.77g ko A ZE—/)L 121mg, =5 Mg
[FUFEEHAHE : 242(240mg/mL)] BT AT FY T AKIY
10mg. pH &)

Fh=/3—7 300 E> Y ¥ 50mL

S A~FV— (Hf) 32.36¢ k& A ZE—/L60.5mg, =5 g
[2 U#EEAE  15g(300mg/mL)] TN AT R T AKFY
5mg. pH FHEi#

Fh=/3—7 300 FE> Y ¥ 80mL

A F~FY—/v (HF) 51.77g k& A& E—/)L96.8mg. =5 hEE
[aUv#EEGAE : 24g(300mg/mL)] N T ANFT YT AKFY
8mg. pH A

Fh=/3—7 300 #F Y ¥ 100mL

AA~FY— (HF) 64.71g b A ZE—/1 121mg, =5 LR
[FUFEEHAE : 302(300mg/mL)] BT AT FY T AKIMY
10mg, pH FAHiA|

Fh=/3—7 300 FE YU ¥ 110mL

A F~FY—1 (HF) 71.18g o A &ZE—/1 133.1mg, =7 k
[3 v FEEHAE  33g(300mg/mL)] feh s L) kY7 AKIY
11mg. pH HEH

Fh=/3—7 300 FET Y ¥ 125mL

A F~F Y — (HJE) 80.89g k@A ZE—/L151.3mg, =5 bk
[avFEEHAR: 37.5g(800mg/mL)] | /LT U A MU T AKY
12.5mg. pH FAHiH

Fh=s3—7 300 FE Y ¥ 150mL

A F~FY— (HF) 97.07g ko A& E—) 181.bmg, =7 k
[3 v FEEHE  45g(300mg/mL)] Wl L) b 7 AKIY
15mg. pH &I

Fh=/3—2 350 £ U Y 45mL

A F~FY—v (H)F) 33.97g ko A ZE—/54.5mg, =7
[avFEEAR:15.75g(850mg/mL)] | Z /v v A hU o LKW
4.5mg, pH FHiAl

Fh=/3—27 350 £V ¥ 70mL

A F %Y —) (BJF) 52.84¢g k@ A& E—/)L84.Tmg. =5 Mk
[FUHFEEHE : 24.5g(350mg/mL)] | WL v hF N U T AKFY
Tmg. pH A

Fh=/3—7 350 F Y ¥ 100mL

A A ~FY— (H)FE) 75.49g b A ZE—/ 121mg, =5 LR
[Fv#EEHAE : 352(350mg/mL)] BT AT FY T AKIMY
10mg, pH 7

B = R—=7 240 1ET Y Y 300 7ET Y Y - 350 VY U UNE, A AT Y —LIEREE H S ) O iR I T

L7=fHITH D,

R)EMEFDRE
o o by | (oo
Fh=,3—7 300 {E 20mL 20mL/ A T v 0.01 0.01
A =,3—2 300 ¥ 50mL 50mL/ 31 7 v 0.03 0.03
Fh=,3—72 300 {E 100m 100mL// XA T v 0.05 0.05
A =s3—2 350 £ 20mL 20mL//xA T v 0.01 0.01
Fh=,3—7 350 {E 50mL 50mL//SA T v 0.03 0.03
AL =s3—2 350 £ 100mL 100mL/ 31 77 v 0.05 0.05
Fh=/3—7 240 FE Y ¥ 100mL | 100mL/> Y > 0.05 0.05
Fh=s,3—2 300V ¥ 50mL 50mL/> U ¥ 0.03 0.03
Fh=/3—7 300 7ET Y ¥ 80mL 80ml/> Y ¥ 0.04 0.04
FLh=/3—27 3007V > 100mL | 100mL/> U > 0.05 0.05




Iv. WANCEE4 5 H

e RV Nat Ca2t
SER 25
HHIA, B (mEq) (mEq)
FAh=3—27 300 Y 2 110mL | 110mL/> Y v 0.06 0.06
FAh=—27 300>V ¥ 125mL | 125mL/s ) v 0.07 0.07
FAh=s3—27 300 Y P 150mL | 150mL/> Y v 0.08 0.08
Fh=—2 350 Y ¥ 45mL | 45mL/T Y v 0.02 0.02
Fh=s3—27 350V Y 70mL | 7T0mL/> U Y 0.04 0.04
Fh=s3—2 350 1TV 2 100mL | 100mL/> V) o 0.05 0.05
(3)#=E
B R L
3. AT BBENHBEEUVRE
%Y L7an
4. 7
PR
5 iBAT HEEEMD H DKW
[M.2.2)BHNNERICH THELERY S
6. WEIDEEFHTIZHTHLEN
(N REBRESER
RIS TRA7 IR AEEERE S
F L =,%—2 300 1% 20mL WA T IV - 5
F b =s3—7 300 & 50mL 25°C/60%RH 36 % A Bk

MG ST 5
F I =,3—7 300 {E 100mL

4 h=,%—2% 350 1 20mL ATV - H

Fh=,3—7 350 1t 50mL 25°C/160%RH 36 # A RN
HEE STV

F I =s3—7 350 ¥ 100mL

Fh=s3—27 240 E Y ¥ 100mL | 25°C/60%RH 36 % A DN RE 1 JREEN

Fh=,3—7 300 FE Y ¥ 50mL

Fh=,3—7 300 FET Y ¥ 80mL

Fh=/3—2 300 #FE Y ¥ 100mL

- 25°C/60%RH |36 nH | V-4 HFEN
Fh=s3—2 300 £ Y > 110mL

Fh=/3—7 300 FET Y ¥ 125mL

Fh=/3—2 300 F Y ¥ 150mL

Fh=s3—27 350 1LY Y 45mL
Fh=s/8—27 350 {2V ¥ 70mL 25°C/60%RH 36 % A DRIV 1 Bk
Fh=/3—7 350 {FE Y ¥ 100mL

ABREE CSMEL pH, SR (%) . FUR. I UMY, NEERDE



IV. BFIZRE4 5 IEH

(2)=TBEEABR

<INA T ILEEI>

A F~F YV —)L 300mgl/mL - 150mL $#1* (2 B U ChmdakER 2 55t L7,
RAFSAME - 40°C, T5%RH, /A 7L - 5, 6 » H

R HBRAEER L2 ToORATHKEN TH - T,

(*A F~F Y —/L 300mgl/mL « 150mL %] (S 7URAD) (XERFEFIE)

<D U TEEI>

N o VBENT, S TR LA RE O E T T ATy 7 ) Y UICHRE LTEREAITH D,

A F~F Y —/L 240mgl/mL * 100mL $H|, A A4 ~F > —/L 300mgl/mL + 50mL. 100mL. 110mL #5]|K O¥

350mgl/mL + 45mL RFNZBY U ChdmR & S0 L7,

RAFRME - 40C, T5%RH, 77 AF vV 64 H

R B WA FE L7 2T oRAITHh T e pH O T RO E v O Z§RD 72 LIS, BIRARE & bk L
TIEE A EBLERD IR 2T,

7. ARERVBEREROREN
Y LR

8. fhFl& DEEEILL MEILFEMEIL)

AANTEOMR B BA L THERATS Z S0 E LS 20D, AN THEN D EHRAIE ORAZE(L 2R+ 5
HHT, AHlE 3 FEBEORAERAAZ 1551 (F&Eth) CERA L7oikicoE, 4L pH., = U R OVE &I
ODWTHER LTz, ZORER, YV -a—TF77 (TrA ¥ —) EOREICLL2EMITRD bR oTe, BITRA
R Ty ry— (R 77— UBER) EoOREG T pH O TR E v OBEMRED Hit, L AKX
AN Aa—=UE (BUR) T EORA TR, I U AmRBRIC T, AR LV EEA L R IWE A
THZERRBOOLN, BAZEMEZEZ L TWDL I ENRghoTe,
B, TR (HRR=V U T—A TN Ag L) EOREZELIZ OV T HRBRICHETF L, AL 2%
LIFFE O HivZe otz (LA KOS 4 ITERBR I 4 R DA )

k  LAXIVHNATD A —TETHAERE SN TORN,

9. AHM
A= ROV

10.84% - A%

(EENRELGRSE - . SEIHEKREEEE - AEICET 51ER
Y L7

(2a%
(A1 =,3—=7 300 1 20mL) R¥E - MEH) 51471
(A =,%—7 300 7 50mL) (R - MWEMH) 5147
(A1 =,3—=27 300 1 100mL) R¥E - MEH) 51471
(A =,%—7 350 7 20mL) (REE - MEMH) 5147
(A =,%—7 350 & 50mL) (REE - MEMH) 5147



Iv. WANCEE4 5 H

(AL =,3—7 350 7 100mL) (MEMH) 5147

(A L=r3—2 240 7E> V) > 100mL) (JR#& - % - CTH) 54K
(A L=s3—2 300 7L+ VU > 50mL) ( CTH) 5%

(A L=s3—2 300 7LV > 80mL) ( m&-CTH) 54K
(A L=s3—2 300 7LV > 100mL) (JR¥& - % - CTH) 14 5AK
(A L=s3—2 3007E> VY > 110mL) (CTH) 1K 5K

(A L=s3—2 3007E> V> 125mL) (CTH) 14K 5K
(Fb=,3—2 300 £V > 150mL) (CTH) 1AK 5K

(A L=s3—7 3501E+ U > ¥ 45mL) (% -CTH) 14K 55X
(FL=s3—2 350 E+ U > ¥ 70mL) (% -CTH) 14K 55X
(Fb=s3—7 350 £V > 100mL) (% -CTH) 14K 5XK

R -
R -

B FEBEE
Y LR
4)BHEDHME
<INA T ILELEI>
i N7 A ()
= Ak VA=R=0 4 iV %= N
*yvvrS PP, &J&
a2 Ir PET-G

<) U OBHEI>

SE PCO (BIRAV AL 7 1)
Ay = WELTF LA (BK)
by PRy S HELTF LN (BFK)
vallr s Tr PS

MARRE SN S EME
YL

12.Z01th
F L= =7 WBIOFI (A% —)L) BEGOREICLIMBAES(LOBZII. TEOLEEBY THD,

FLZ/IN—H D¥E (mPa-s)

L ERRECH%) 50.00 64.71 75.00
20°C 4.7 10.6 19.1
25°C — 8.9 _
30°C — 7.4 _
37°C — 5.8 -
40°C 2.6 — 8.4
50°C 2.0 — 5.8




IV. BFIZRE4 5 IEH

BB, AL=RN=7 OFERFOFIR (LA ~FY =) GRITTROLEY THD,

d b= Ah=Ams Ah=Ams
940 TES U 300 7E. 350 7E.
300U Y | 350 VY LY
IR EE (V%) 51.77 64.71 75.49




V. BRICEd 5

V. ‘aRICEI SIHE

1. EEXIFHE
(AL =,3—7 300 1)
R E R, RNME Y., WELERE, 7 ¢ 20 X BB L 2BRELERE. 7 %1 X
MABRIEIC LD BARMEMAE R . 2 v Yo — X —WiEREICB T 2, FIRERE SR
(FL=,3—7 350 1)
M DR (WERRR 2 &ate) . KEIRRE., 2 mmmﬁﬁw\m&mﬁﬁw\f4y&»xﬁ%%
L DFARMEMAE IR . 2 Ea— % —WiEREICH T 218, FIRMERESRE . /NI DR %%%ﬁ
EEEl)
(A b=/3—27 240 > D )
R MERE ., 22— —BERE ISR T D&%, FRIRIE IR IR
(A L=X—=27 300>V )
R E R, RIRME Y, WELERE, 7 ¢ 20 X BB L 2BRELERE. 71 %1 X
BRI LA BAREME R, 20 Vo — X —WEREICBIT 5, #IERBRY
(A== 350 E> Y )
M DR (MR 2 &) « RERRE . memﬁﬁ BRI AR . 7 1 ¥ 2V X IEIC
L O EIRIEMLE IR, 22 V2 — 2 —MiE RIS T D155, FIRIEIR ISR . /N ILE Dk (MR
WEET)

NEER T RICERET 5T 5
EXIN Ty

e o



V.

IBFRICBE 4 5 IHH

3. RARUVRE
(WRZERUVREOHEES

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

( () NixaviEeaizrd)

R=E
B TESE Fh=—7 I N=VAC/4 P N=VAT =V N=VAT
s : 300 & 350 V& 240 Y Y 300 Y Y 350 Y Y
N , 5~15mL 5~15mL
; == =R =74 _ _ —
CEEU o (15~459) (1.5~4.5¢)
N 20~40mL 20~40mL
| o e 7 — —~ —~
pos BN # R (7~14g) (7~14g)
D e g e g B 3~8mL o o 3~8mL
g | 2 K B R AP (1.05~2.89) (1.05~2.89)
i
20~40mL 20~40mL
By =R _ — —
s -~ 30~50mL _ B 30~50mL
X B R ® ® (10.5~17.5g) (10.5~17.5g)
. 5~50mL 5~50mL 5~50mL 5~50mL
F s JE Hy _
'R W E R (1.5~15g) (1.75~17.5g) (1.5~15g) (1.75~17.52)
M 4m By 10~50mL 10~50mL 25~50mL 10~50mL 10~50mL
moE o F R R (3~159) (3.5~17.59) (6~129) (3~15g) (3.5~17.59)
T UH VX BMRIEIC 1.5~50mL B B 1.5~50mL _
LD BARME MR | (0.45~15g) (0.45~159)
T DXV X BRI 20~50mL 20~50mL _ 20~50mL 20~50mL
X B AR I A B 5 (6~15g) (7~17.5g) (6~15g) (7~17.5g)
a ¥ a—F —WiE 40~100mL 40~100mL 40~100mL 40~100mL 40~100mL
2RI B (12~30g2) (14~359) (9.6~24g) (12~302) (14~359)
(50mL L1 -4 5- (50mL LA k-5 TR oY
THLEITEELR | THLIILEES =— X —
et s, ) eI 5, ) CIERORE 51T
S 2t I%EIE. 150mL
Gl =3 <L e
. e if&zumbaﬁ”
OB AAT %5 ‘
i%. 150mL ¥ CHS
LT 5,
FRIRMEIR B st 50~100mL 40mL 60~100mL 50~100mL 40mL
(15~30g) (14g) (14.4~24g) (15~30g) (14g)
(60mL LA F#5-9
2k & TR A
T2, )




V. BRICEd 5

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

Jithos
T OFESH Fh=r—2 Fh=r—2
350 i 350 LU Y
bR B 0.5~2.0mL/kg K& 0.5~2.0mL/kg A&
(175~700mg/kg A H) (175~700mg/kg A H)
2.0~4.0mL 2.0~4.0mL

R B R RO

(700~1,400mg)

(700~1,400mg)

Moo# Ak R ®

0.5~2.0mL/kg &5

0.5~2.0mL/kg (&5

(175~700mg/kg K H) (175~700mg/kg K H)
. i m 0.5~2.0mL/kg A 0.5~2.0mL/kg A
AT K B AR % B (175~700mg/kg 1A ) (175~700mg/kg 1A T)

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

4. AERUVAEICHAET 2 EE
RES TV

5. ERPRRKIE
(MWERT—2/\vs5—
%ML
(2)ERPRZEIEEAER
5 1 fHER AR R D
BN+ 10 Bl A2 K512, LAT OS5 CRERFER 2 FEhii 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 . kda D —1dE B 20 5 M ARk 161, DEREE (LSRRI 2 F23380 5
D, ZEOMIZIZEFE TR O T, REMKD E FHELHITIRF A~ =7z,



V. 1BRICEEd HEH

QB)REREERFRAER

1)

HHEMESES 239

A AT = DI — FRE, EAR, EAREITER NI LD B> TWDA, 447 Bl & i R ITlm e
o MmERE (ME R, ORUIAE R, BRAO0E R, WS RY) OERR, Lartt, Ak
FCOSMR Lo, TORR, ERAR, ©atk, AL LIS TR 72,

2) FHARMERERIES O
108 B & %f5 & LT, 240mgl/mL. 300mgl/mL., 350mgl/mL 8% H 7= BE R FBRIC I\ T 40~70mL
DOFNRNE G- T 722D ATRE Td 0 A MRS i,

3) T4 THILXBRBREEICKZBIRELERE 10
T VI X R RECIEC X D EIRME I A k5 (Intraarterial digital subtraction angiography, IADSA)
VLT HBE 80 BlaxE L LTA A ~F Y — L 300mgl/mL 5#H| 2 VW 7- iR RBR IV T, £k
R THR G EIT R DN E LT 1.56~50mL T+ 722’ rlRE A AN b7z,

4) BELBAIVEL—Z—KERE D
JEES - B OmE O EA T Vo — X —WiERE A LEE T8 113 flaxtf e LT, £ 4~FY
—/b 300mgl/mL #4#|> 100mL, 130mL. 150mL % A\ 7z ERARFRERIZ IV T, = ROCHRERK R D& 5
ZHARIE 150mL B HHENE <. AEFROBBFEIT 3 HM CELZBO RN -T2,

(4)RREERDERBR

1) BAWMUREIAR ERFITREE. BREFOMELZHMENRL D, T, BHRERETHY. ¥7

2)

LA —EOERIEIEFAGETH o 1=, )

OMILE R 2 LI L 35 BE 180 FlAXIBRITA F~F Y — L&A 45 T AFEA TNV v L OHEGER
EATHOTERER, A A —UdA X T LA TV TR R, 22t ARtV
AEIZENL TV 12,

QMMM EEX 2 LE LT 5EBF 154 BlaXtRICA ATy — e X NUHF I R L DR 21T > 724
F. A~ Y —NVOERHER, Baetk, AAEIIEBICA NI I ROZRL LRETH o713,
QUM EEE 2 NE LT HHBE 54 FlatBICAF~F Y — e XA RYHF I REDLKERBREITo -
FER. A FAAAF Y =L OEEIFR, ek, AHMEXEBICA NI I ROZNL ERETHoT, L
MU, A FAF Y = VR ERCARIE O L& S0P 7 < L BERLEOSERRZ X BL L 2202 72 19,
OFARMEIR B G 2 LT L T HEBHF 246 Bl 23t R4 4 ~F Y — /b 300mgl/mL B % iz
240mgl/mL 5], 350mgl/mL K| D LR 217 - 72 /5 R, 240mgl/mL ], 350mgl/mL f#AI1%

300mgl/mL #Al & [Fkk, EEF., 2otk AHMEE bICE»o7 19,

TR

B L

<& E>

A T Y — L OBFFERITEFRIZONT, LLFORENTHhITW5,

DFKEE - CT $81 10
A FF Y — )L DO FRIRMEIR B &R O CT 1E A i O ABL B 6,764 # 2 5xt R IA HH L K OREIE
MOFHIE & 2 DBERIZ OV TIREF L7,

AEFSR (AE) LEHEHA (ADR) ORXBNIEMOHBEICESE, EHRMED AE, ADR ITEXHRAE
% 1 RFHILIEDND 5~T HE TR LD L LT,



V. 1BRICET HIEH

a) HEER (AE) RUEIEA (ADR) OFEREE

_ AE HERLE ] 5 ADR HEBUAE (1 2
n=6764 P B (%) B B (%)
wo 507 388 5.7 443 | 340 5.0
RIS 173 146 (140+6%) 2.2 172 145 (140+5% 2.1
PFEFEE 318 240 (234+6%) 3.5 256 192 (185+5%) 2.8
Bpss e + B3k 6* 5*
A # 16 8 15 8
* AN R OB FEME O A FF G K OFEIER O3B
R BUE I 2R = SRR BB A R R
b) EFRMBMEROKBRERETODEEE
= HEE (ADR)
JE R AE ADR B T =
w® B 39 39 22 17 0
9 FERK 36 34 25 9 0
X 35 27 31 8 0
i £ 28 22 11 11 0
AN 19 19 8 11 0
ek 18 13 8 5 0
5O 17 17 15 2 0
F 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) AAANFY—ILFAKRD AE R ADR FEBKR

160

140

S

B4 |

B AE BE ADR

d) BXMEETEROERER (AR T4 v I ERATIZEL D)

A Xt A X .
FEAEN (total) GRFE) prfi GEEHE)
Z=lfi 1.33 1.93 0.0001
7 L X—E 1.80 1.95 0.0019
EE (n=111) 2.21 1.65 0.2025
7 hE—MERE (n=21) 3.49 3.49 0.1853
A 1.29 1.29 0.1916
DA% (n=1133) 2.97 3.42 0.0001
Fiff e Z OO EZRIRAE 1.71 1.93 0.0004
(n=681)
RERMRAR . (2,758 41) . (F:38,367H1) / (RKEX :1,880%)) . (CT: 5,383 fi)




V. 1BRICEEd HEH

VLEDRER, AL OCBREOAEFS (AE) SUIEIEM (ADR) OFBUBEIZAIENETIL AE
2.2%. ADR : 2.1%. BHEMETIZAE : 3.5%. ADR : 2.8% Ch -7z, Eiz, BREIERIEM IZEHIES
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JESSIED 1 (0.01) 0 (0.00) 1 (0.01)
(] 1 (0.01) 2 (0.05) 3 (0.02)




et W EoiEES) (B35

_ 87 %£6 A30 H~|2001 %4 A48~ L&

BlfEREOER" 1293 2 6 E 29 E 2005 z 4 E 3 S %ﬁﬁgﬁ
B 173 % 33 (0.23) 10 (0.24) 43 (0.23)
ALT #4/10 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)
M T 24 (0.17) 1 (0.02) 25 (0.13)
1 E b5 1 (0.01) 1 (0.02) 2 (0.01)
1. BR SR 0 1 (0.01) 1 (0.02) 2 (0.01)
DS 4 (0.03) 0 (0.00) 4 (0.02)
DA 2 (0.01) 0 (0.00) 2 (0.01)
iR 1 (0.01) 0 (0.00) 1 (0.01)
* L ERBEE N 1 (0.01) 0 (0.00) 1 (0.01)
s« i 1 T SRRV B 5 00 1 (0.01) 0 (0.00) 1 (0.01)
* T — VIR S 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)
TapIE 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)
IH E| FEHBUFEL | FEBLE(%)
R Bk #| o/ 906 0.0
B B % | 8 904 0.9
/B | 1/ 880 0.1
~NE Z wm B | 0 905 0.0
~~ k27 U v ~| 0o 902 0.0
AST (GOT) 10/1,254 0.8
i ALT (GPT) 12/1,250 1.0
i3 AP 8/1,201 0.7
i LDH 7/1,222 0.6
2 BEe U oar e »| 1/1,190 0.1
s BUN 8/1,254 0.6
B, L7 5= 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
J;Zf 72 B | 1/ 938 0.1
HIR Z v X | 3 947 0.3
FRREEEELZES—E
(2001 AL =/X—=27 300 ® [EHEF L a s Ea—F—WiEk TZDH’E*BTH&‘E/ EITOHE D
MEIRK (150mL £C) . KO [F ¢ &L X #iRE L oté%hﬂﬁi étm”s%m-/ REIBINOD 728 D

)
I E| FEHUFEL | FEBLE(%)

B B B B F| 1 185 0.5

i L Bk % T K| 1/ 185 0.5
% | AST (GOT) k& | 1/ 186 0.5
ELALT (GPT) ER | 1/ 184 0.5
g LDH k& 1/ 184 0.5
i Al-P k& 1/ 177 0.6
& wryarvery k& | 17 181 0.6
K fE L5 1/ 185 0.5

’f{ﬁj B2 v o5 2| 1 170 0.6
= | R ¥ | 1/ 170 0.6




VIL.

ettt N EOEES) (S 5IHA

(HERKRB. GHE. EEERVFNOARFERMNOBERRTRE (A i A)

RlIfEM B
HF 2 E A EffS x B 1fl ﬂi2ﬁﬁ 5§ E-4$(%5)
RIS | | | | |
4 5 8612 189219
bl 'y 5779 158 & i
107 A 510 81
& 10~ 1954 439 10
20~295% 653 7 B P 413
30~395% 1,076 36 1335
40~495% 1974 49 R T .48
50~ 593k 3,276 80 | 2.44
g5 60~ 695k 3,470 ] 219
T0~793k 2,378 52 T 9
g0mE Ll 1 591 6 1.02
o 2 — 300 683 11
JIIRESIRS — 350 1,045 15
8 | KER — 350 50 0 0.
. 30[} 170 gxxxxxxxxxxxxxxxxxxxxxxxxxv:slzg
g | BROIE {0 | e 2 14.48
240 60
% | DU E { 300 246
350 106
| IADSA — 140 428
300 177
= IVDSA { 350 382
140 218
240 274
B lcr 300 | 4,537
| 350 348
240 302
— | EROR R { 300 | 3.088
350 296
AR CE — 350 393
- 140 667
240 H48
300 9212| 2 T 2M
; 4 350 3,709 101 =21
% SOmLA i 2,781 1.76
3 50~ 100mL 2,499 B [N 3 44
100~ 150mL 7.490
A 150~200mL 812
2 200mLLEL 791
% 25g Al 5,064
3 25-50g 7,630
. 50~75g 1,342
B 75l I 181
Ef L 13,158
W & 533 R s
= %L 7418
% &0 6,150
E 7L 10,194
% BHh 4,043
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BRRRERRICRIFTIHE

12.BERRERBRICRIFTEZE
RIS IER B E DO ENE I — NIC K 2B B L RETZenb b, LER-T, THLOBEITA
BB GRNCFEMT B &, Fhn, AFEGZ 1 AIZZINAL OBREZ ) L2V

fRER . I — NIXHWRRICH T 2 BFERE W=D, ERAEARORRIREO I — FEFEITEL b, L
2o T, FURIHSBER A S O FE I — FIZ X BB IIAKI OB 5RNcEfi+ 5 2 &

10.B8EHS
BEIN TN
<£%F . KERIXBLYRE>
PRES - MR - BRIC L BEIEMZAEMICAb Y | Bk ORI EE RIET, 77/ —F &Ik,
T R A B, R, BRE, OMEIESER E LTREZ 5, MEOIREIX, 2 TOAME
BEEXET L L. RO RHERIEAZITO 2 & Th b,



VIL.

el (I EoEEs) (BT 5EA

11

BEALEDEE

14. BRLDOIEE
14.1 EFIRE/OEE
(ZhRESIE)
1411 BEANTREE TRO D Z &,
14.1.2 FHFNcam /e AKomIBRIZ LenZ &, [8.6, 9.1.15 & ]
(FRAR 14 PR BR R 22
14.1.3 RAENICHENT AZHER L, MEK T ETHRETHZ &,
142 EFIHESHOEE
(EheEiE)
14.2.10 JR¥&. CT LML F 0> 5550 2 ikl & 2 W T BERGE ICE L 22n 2 & AANTRANC K0 2hiE -
R, EREORBEICE Y M HENRRZOTEETS 2, [1.23H]
14.2.2 FRNE G-I L0 R, MARMEFRIRE R & bbb 2 &03dh 5.,
1423 Hib 2% I VIETRIBREFRNLVE CHEIREGT D LEAEEZE TSGR L0 T, JFHT
DAL IERAT 52 &,
14.2.4 TENEEE OB DR+ 02551 00%, AN BT 2R FRICH KT D801 4 iE %I
KoT, BFEWMELELDBENNH LD T, HNETUNDOHEEEZ WD GEITIINEOE I
ICHERE L, B BEE AT 2k,
14.2.5 #i-> T, MEMEEFZIH S TLE o 2 HAICTRKR, BEIR, AE, OERERS b
HZENHHDOT, EAMICHIEET DL,
(&R
1426 KHNZHNTAT =T NVEELMENT 2 MERE 2 FEMT LRIV T =T ANE L 7T v
2 &H, BT =T NANTARA LMK E ZREWICObl> CHfitsE s L2l ToZ L, A
MAEE A (KA ZETe) OMmEEEEINHIER XA 4 o &AL Cinw e oRENRH D (in
vitro) .
14.3 EFI/E5HDER
B 516 & OKRHIRE AAT VO, A OB 2Pt 2242 L, [8.6, 9.1.15 B[]

fRER : 14.1 FEAIE HaioEE

(EhEEFti@)

14.1.1 FEBRAYICHGR £ TR TG L2 BRIER DI b T D, FRITIEFZ AN O S
FlEHpy, KRERGEENDZD, B2 L IIHFATHS ( [NA4FDM 1) |

14.1.2 IEE R OBH LIS TSR THRBEHIZ L o T, BKERICRZR D ST W AL T
W5,
<BE>
R ANTEE 99% L, EX3B Gt S D, ERANTE ORIRIKTAHIBE LD, RMED S
RIS 720, KNSR OB WE (BORERIK TR ICAHIB S, JRIE THRIN S
RO LI NI L S HICMOIEIER 2R &2\ 2 KEICHIET D & RN T,
FPMKEEE MRS 2 72 DI O KRS ZRGI L LD L35, & HITKANTRMENID
BRI S W e, RMEROROBBENEED . ZOTZOKORINI T D, £
DFER, Na A A KAFY, ClA AU 7 EOBEMERINAEF S, EREOPRZ -7
AR Z D, Z ORRRFEM 2R GERRIEMIEL VO, RBEFRFEEL LTI~ =F—n
FENMOBN TV D, EEANL, RBEEFREZKEG L6 LR CRRB G2 > < D Z91EM



VI 24tk (B Fokss) (355

W DT0 ARG LY BEICHREZ G T-0TBENrH 5, Lizdi> T, BKIER
DEREICKREGT 25EIE, TRREENLEL 2D, @E O5E . KoHREZ L2 iEhix
REBIZALEETE 5,

(EFARTE R R IR 2
14.1.3 BEWNICH AT T 5 E&EREMET T2 N —RIUIICEDNTWA Z EEA2EE LT T

EMaE LT\ b

14.2 EFIREEDEE
(hee L&)

14.2.1

14.2.2

14.2.3

14.2.4

AR ORI L Ak - HEROMERT /AN RL 5720, HERICHE > T/AEZIEL
SHEHALTHLE Y KHOEELME L TWD

FL=oR—7 240 FEIZIREE - MEHRE khﬁ TR OB B 5,

F =8 —7 300 IR - MUE R & TR OWIS S & 5 A3, %] & L TiX 20, 50, 100mL
PN T IOVHNRIE « A FEEE T 10mL A 7L TH 5, RIC 20, 50, 100mL
PNA TV Z il - R S L7256 7 B T IEAS O B 5207203 2 FIREMED H U,
ik\yﬁ47WT@ﬁ®$%’ﬁ%T6 ENTIBYDJRR & 72 D O THRET 72 1T 172 B 7200,
INHOBEMICE Y RE - R R0 oS & RS B 5 U I BERR I L Cide
SR AN

39— REEAIOEADES, IR O N4 U TR M 2SR HNCIEET 5729, & -
BURNE Z D,

FEA A U MERERATIIA A U MEER AN AR - BUBIE 72 D B S D, ARFI TS
F72WA, TERD I — RIEEAICTIARMRIRR D ME SN TWLIDOTHEET D Z L,
AFNEZEOMERE B BE L THEHT 2 Z L3 E LS 2w, T 258101, BEE TR~
T2 ( TIV.8.4hFl & DEEE XL (MEBLEEMELR) | Z8) .

YEHE (A A3 F—v) OIS, FEAEBEO - EHICHFRADOEANED STz & OREN
HY. ZOECWEIL. EAEEOHHD D VITEKRO Y g A > MIME LZENRERIF & 7
D\%4i/#mmbfﬁ%ﬂk§ﬁ(%Vwbim)Lt%@?%é_kﬁ%%#_éﬂf
W5, ZDID, EANEEOWH NG5 1003, ERAERITEZY 5 2METH L &
LT, 2 TCoOEEANCTHIND Z Lol

<& &>

O A A > DIBAIZDNT
WA ~EJEH D DU Eﬁ#%%%ﬁ/#wmﬁéi W E DS TIIHR D THET
b5, LnL, &EpnEiL 2, i’ﬁ&iﬁo’(%ﬂ%ﬁ/#{ﬁm LT %, EfitoRRE

IRIEALL MR, %@ﬁ ﬂ&%W BT D0 LBEZOND, @ROBML O A 4
DIRAZEBGIET 272 120%, IEAREENBOBFRE OVEUCER L, RO ()
THIZAT O TENFETH S,

(1) Yeif K OURE HIEIE, BEICL > TRZRZ DT, HEARE A —I— OB HAEICHE
5Tk,
Q@A LSO EEIZ DN T
I b EEFREEMIE. EOESBEOMB/EMICL VB vRbsns Z Lixi<mbn
TWD, EAIEENEICIRE L& ANk L CliRE s v R A2 RAET DREMERH Y . &
3y 7 OFRRICH RO THSER LRTIUER DR, o, EEANOHELLOEROE
filt B (AR R 2 Sl & e Z 9 R REME DY B D
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etk N EOEES) (S 5IEA

@R A >k
C EANZEEOWE P A0 G610, EENORBIRCIEANIRRE L 20 | SRR L
THA A EDRENT 5,
A A NTERA E A L TH~TRICE AT D ARERD D,
- BEE NI T D EEANT R LT,
CHEENOVGIVH RN ER R A 27,
c EWFE TLSN DR E AT 2 BRICITVES - WA+ 12T O 2 L,
14.2.5 > THAESMIRIN T L E o 72hpd, IR AEERBIE L, BEORIFEFOF % &
<HWTHREZIT .
JRPTH 723E A O A A~ ORI, D BEORE TIXRREOLEN WD & D WIERPTER
I DME E L CRHEEMLZ E=— /LT DATEARE L X AV THED 5,
ZEOTHE TIXWEIEEZITO, BEERVBSENLETH D, IR - BIRDE - 25513 EIE
ZIRERIIC R TR T 2 £ CRIZET 5, F7, B, REEENALNIZEEIL. LEIDST
T, BRI, PIRIERE, X T mA FEOHHEITI,
DU i D BIIRIALFEA BAME T LTV 5 B B 5 WIS R 2355 < 72 > T 5 B I & 4
SETLESTGEIE, HKHERONE R EOBEEDREL/ICBZIHZ LD,
JREEPH ORI K > TREBRZDIKREE & 72 > 7o O EIZ DWW CiE, BRERE DA TZAVERHE LI R4
AT 5, IO e 7 v = —BEANTHEORELZ RELSTLH2nHLDT,
ALz &,
(MEHRF
M&G4%V@ﬁ%ﬂi@ﬁ@%l%%ﬁTé@%ﬁ%éﬁ#%ﬁyﬁﬁ%ﬁ TIXZOEARTH < 4
MERROIERICTY, 207D, I UHdHN jijJT“‘T/l/‘:P"CZT‘JAVA/\*—ﬁ L BEOIm
ARG T RN EEAR LT 5 & iR EEE A 2 2 fRetER & 5, @ OEABEIZHB N T
EREE 2 D20 2 ) o DHIZ MR W L7255 8 X, T AR R ZEATDH 2 &,
R T — T N AW A B S B Tl ik l%%mfét W77y va (Fokik
HAIZMLIET) 22 PR ETHDOTEAEIIZTEHL TWD
F72. in vitro W BR CHEHFHE L7256, BENEZ DLW HHiE 36304 H 5,
14.3 ZFIBREROIEE
MVIL14.1.ZFIREGRIOTE] OHE TRATARIELHIR G2 X0 BARIHKERZ R L TBY . S5
(ZIEAN B AR 0 D30I Rt S 5 DI 5% bR MifE 2175 2 &,

(S %-3-1 )]

14 BREDFEE
142 RFIFEERHOIE
(ZhEEE)
14.2.6 110mL >V >, 125mL >V YK 150mL >V > 2% BENEAZHI TR A BRIE, AL
1L 20kg/em? (280PSI) LAFETHZ &,
14.2.7 240 £V ¥ 100mL, 300 72U > 80mL, 100mL & O} 350 £V 45mL, 70mL. 100mL
Z I B EEAZHT T B2, AT 56kg/em? (800PSI) LLFE&ET5Z &,

fRER : MEMEORIEN O ARCBRBEL 28T H 5,
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BE STV e



IX. FEERREER (ZBE4 5 IE H

IX. JEERPREERICRI I S 1HA

1. EHE

AER

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

1)

¢*E*$ﬁ%l:&li_d—$;% (YRR, w40 rHH 383940 R340 1) XH)L)
A H e TR DI A A AT A A AN ISR 5 BRI < | 27, st
BIMERIIMOIEA A BRI LV 5903 - 77,

2) FREBBERCRETHE (AR w040, SgFan Sy p )

IEH R ORI L A AF Y — /WD IEITIE & A B 52 2o 72h, 2 dp/dt L O
M EZ NS E 57 8, DERETTHEREM 2RO b vz, NEIRFE N KOO EXIC G 2 2 8ITA F
CHEERANL D DTN b DD TEROIEA A o MEEA & FRREOER RO b T D

3) BHEICRIFIHE (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
LT\,

4) BF - BICRIZTEE (T4 )

A FF Y ARG TR AN 2 R T EITERD b o T,

5) Z ) 4th 38, 48, 49)
B R, SR, BRAIICKIETREITIZE A ERD NIRRT, REKICKT 21EH, iz o
TEMEABIE ROV e 2 & X BV 3AER DA A A PRIE AN L TR Th o 72,
(3)Z Dt D FEIZBHER
M EE R L
2. FHHR
(HEEE 5 SRR
LDso fE(gI/kg)
k2 ~ 7 % 50 Z v b A X 50 1
B R Mo [ ow [ ow [ owe | ow | o | w [
Ok W 1562 | 18.19 | 1585 | 14.87 >20 >20 - -
7 ERETHEN * — >1.0 | >1.0 — — >0.118 | >0.180
(23 i >20 >20 >20 >20 - - -
¥ M~ v A THE 2 O FEDOHER & AV TR L72#6 R, LDso fEIT 140mgl/mL T 0.98g/kg LA 1, 180 &

N 210mgl/mL T 1.26gl/kg LA E| 240mgl/mL C 1.58gl/kg LA k. 300 % OY 350mgl/mL T 2.00gl/kg LA
EThHotz,
¥ [140mgl/mL]) (FRFEHF LS TWAHIRETH D



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 EEOBN,  JFHIE O ZE o b & Ol v AR HBLEE O B A TRD b
oo 2B, INOLOETORLIT 4 HEOKRIEIZE Y [EIE LT,

JEERTENES

~ 7 A2 0.20, 0.50, 1.00gl/kg % 3 HIZ 1 [, £7=H /i 0.45gl/8E% 18I 110, T Eh 4 L5
[ 7 B FENE L L25A. ~ 7 A28V T 0.20gl/kg TiE 1 B 55 OME 1 51D I EEN IG5
H. 0.50gl/kg BETIE Z AN 2 CHEREC B F8EB OB A, 1.00gl/kg B TIE S O (THEW R IR & OF
JREMEIE RF OIER D780 HivTe, B W T, 4 [BIEEEE 1 FlORIZNEMSFRO Sz SN E
BIFRE 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 bl o7z 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 ERIR & OBIR, SMEE 55 B Ok A% 5B R T % VT ARH O JR I 0 & Mt L 72t 3
ERARJE PHAR AR O H % 70 R AR L EAR DS, BIR CIXH AR O RN —@tEicAa bz, L L, MEEFEMIcI
) - FkE O AFNCEEE L 2BITZRD e o7z, £, HARNEORE TH 5 L THMAMRFENIAA]
OEHAZEE L 72 ZEITW TN bR Lo T,
(7)Z D OYEHEMH
1) EMERR

ARBNDOIEEN LT ¥ 2 MERIC L 2 TREICEVEELZ L 7ZE/LE Y MZOWT, 257 7
7 4 7 F =i, PCA UG, 55 MEREEEE SO B OFUIRAT 2 T2 R A A~ Y — /RN
KOT VAKX —FHEZ RS2 hoTo, SHIT, A 4T — )VOMEIENEG TT V2> ML T
MERENE B LV IEE LT~ U ADMIFIZOWT, 7 v hZ AW PCA UG Z AT, AFNZxET 5
IgE Huikidmth S e o 72 59,



X. EERYHEIHICB Y D IH

X. EEMEERICEY SEE

1. BHXSH
B K AFEEERS  EEERIEOMFEICL VBT L
BG4 L

2. AREAME
A5 ]

<A T VHLA >
Fh=s3—7 300 1 20mL (R - % H)
AL =,3—7 300 7 50mL  (JR# - & H)
FLh=s3—7 300 7 100mL (JR¥ - Mm% H)
AL =,3—27 350 7 20mL  (JR# - % H)
Fh=s—7 350 {3 50mL (R - % H)
A H=s8—2 350 ¥ 100mL (ifn % )

<Y U HLK >

Fh=3—27 240 TV ¥ 100mL (REE - 14 - CT )
Fh=/—=27 3007EV Y ¥ 50mL (R - CT )
Fh=8—2 300 1EL Y Y 80mL (RE - % - CT )
Fh=/—7 300 7LV ¥ 100mL (JRE - M4 - CT M)
FL=,3—27 300>V ¥ 110mL (CT H)
Fh=s3—27 300>V ¥ 125mL (CT )

FL=,3—=27 300 F> U ¥ 150mL (CT H)

F == 3501V Y 45mL (%% - CT H)
Fh=,—27 3507E> ) ¥ 70mL (% - CT )
Fh=,3—2 350 1%V ¥ 100mL (% - CT H)

3. BENRETORE
FEIRRATF



X. EHRHEIHICEY HIEHA

4. W EDEE

<INA T ILELFI>
BES N TV

<D U TBEI>
20. MFELEDEE
20.1 BEENEAB~ADOEE
(CT &)
20.1.1 45mL >V > 70mL >V > 80mL >V > 100mL >V > 110mL > U > ¥, 125mL
DU VKO 150mL U o VIR AE AR CT H BEEAZRICEEG T 5,

(&M
20.1.2 45mL >V > 70mL VU > ¥, 80mL 3V > ¥ KON 100mL 3 VU o I3 ARAA AR L ifn 2
HENEAZIZE AT 5,
(PRE&FR)
20.1.3 50mL ¥V & DIIARARA AR A RPR K B BIEAZICH G T 5,

5 BEMITEM

7.

BEMERLTA R HEL
<FvolLlky  EL

B—H5 - BhEE
Fl—pksy « AL =,3—7 240 1 10mL (J4FE - FHEFH) . A2 =,3—2 300 7 10mL G5#EH)
M zh 3 AFTFY =N, AFI =N, AN =), A FATa—), A 4TI

EREFAR
198246 7 4



X. EERYHEIHICB Y D IH

8. BERFTADEABRVARES, RMEENKEAR. RETMAKBEAR

i L5 IR 5 AR . A 2 LA IR 7B 4h
Rl R A ARG EH A R A
[H AR 5E44 1987 4F 1987 4
2AM)985 1987 4£ 10 A
F 1 =,3—27 300 6 H30H ® ) 8 H 28 H
Wegidn 2 & 2009 4
A =,3—7 300 7F 20mL ;gogfa 22100AMX01024 9 A 25 H 2009 4 9 H
(R - Mm% H)
g A & 2009 4
b =,3—7 300 7F 50mL ;gogfa 22100AMX01025 9 A 25 H 2009 4 9 H
(R - A& H)
e 2% 2009 4
A =,3—7 300 1 100mL ;gogfa 22100AMX01026 9 A 25 H 2009 4 9 H
(R - A& H)
[H AR 5E44 1987 4F 1987 4
6 1987 4 10 H
F A= 350 6 1 30 H (62AM)98 8 A 28 A
IRFe4 AT 92009 4
Fh=,8—7 350 1 20mL 6220§2$EI 22100AMX01028 | "7 2009 49 H
RE - mEH)
IRFe4 2009 4
Fh=,8—7 350 1 50mL 6220§2$EI 22100AMX01029 | "7 2009 49 H
RE - mEH)
IRFe4 T 2009
A2 =s8—2 350 % 100mL 62}%032% 22100AMX01030 | " 25$EI 2009 4% 9 /1
(& H)
[HIRFE44 1993 4 1993 4E
’ 0017 19934 7 A
FA= Al 940 Y L 15 22 A (05AM) 61 4 H
Wigidn 2B 2009 4
A =,3—7 240 U ¥ 100mL 122%081;?5 22000AMX02440 3 H 24 H 2009 &4 3 H
(RE - % - CT M)
IRMR A 1993 4 (05AM)0018 1993 47 19934 7 A
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KENZR T 2REUTRIAR. HIEAOHEIZLUTO LB TH D,

M RN
P NES[OYShpe 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
20222 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

SELECTIVE CORONARY ARTERIOGRAPHY

- The recommended single dose is 5 mL

(Range of 3 mL to 14 mL)

Adults OMNIPAQUE 350

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)

- May be repeated as necessary

OMNIPAQUE 300

Maximum dose with multiple injections
should not exceed 6 mL/kg up to a total
volume of 291 mL.
VENTRICULOGRAPHY

Recommended single dose is 1.25 mL/kg
(Range of 1 mL/kg to 1.5 mL/kg).

- May be repeated as necessary

Pediatrics

Maximum dose with multiple injections
OMNIPAQUE 350 should not exceed 5 mL/kg up to a total
volume of 250 mL.
PULMONARY ANGIOGRAPHY
(PULMONARY ARTERIOGRAPHY AND/OR
PULMONARY VENOGRAPHY)
The recommended single dose is 1 mI/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 CEREB

RAL ARTERIOGRAPHY

PATIENT
POPULATION

CONCENTRATION
(mg iodine/mL)

VOLUME(mL)

Adults

OMNIPAQUE 300

follows:

Single dose for cerebral arteriography is as

- 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 CONCENTRATION
POPULATION | (mg iodine/mL) VOLUME (mL)
VOLUME/ RATE OF
ARTERIES INJECTION | INJECTION
(mL) (mL/sec)
Aorta 20 to 45 8 to 20
Carotid 5to0 10 3to 6
Femoral 9 to 20 3to 6
Adults OMNIPAQUE 140 Vertebral 4to 10 2to0 8
Renal 6to 12 3to6
Other
branches of
aorta (includes
subclavian, 8 to 25 3 to 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‘(?‘;EOE 300 | . 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 OMNIPQ%%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)

OMNIPAQUE 300 | The recommended dose is:

Adults and 350 + 0.6 mL/kg to 1.2 mI/kg body weight
Dose ranging from 0.5 mL/kg to 3 mL/kg of
body weight:

Pediatrics OMNIPAQUE 300 . glijktgsual dose for children is 1 mL/kg to 1.5

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

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

RATE OF
PATIENT CONCENTRATION
POPULATION (mg iodine/mL) VOLUME (mL) IN(;IIFSS’I‘:C())N

The usual dose for the
intravenous digital
technique is 30 mL to 50 7.5 mL/second to
mL. 30 mL/second
Frequently three or more using a pressure
doses may be required, up injector

to a total volume not
to exceed 250 mLL

Adults OMNIPAQUE 350
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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 1, t0 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

*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.

Pediatrics

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

OMNIPAQUE 180, The recommended dose

Pediatrics 940 and 300 dose is ELIIEL to 100 s 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 to 80 mL :
Greater than 240 and 300 Up t0 100 mL. P
10 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




TABLE 13 DOSING OF DILUTED OMNIPAQUE INJECTION
FOR ORAL ADMINISTRATION

PATIENT C ONCSI??I% 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 |l at once or over a
below) period of up to 45
minutes if there is
difficulty in consuming
the required volume.
Recommended oral
floiggsl-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 A grams iodine for
mg iodine/mL . The oral dosage may be
(See Table 14 patients }ZSS than given a |l at once or over a
below) 3 years old. period of up to 45
Do not exceed an minutes if there is
oral dqse (?f 10 difficulty 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 Or
Agent (m Agent (mL) Agent (mL) Agent Liquid
EENY I8 & & (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 9 and 12

grams iodine for
patients less than
3 years old. Do not
exceed an oral
dose of 10 grams
iodine for patients
3 to 18 years old.

SOLUTION
PATIENT C ONC}FZ)IEI{?II{J ATION ORAL VOLUME ADMINISTRATION
POPULATION (me iodi (mL) INSTRUCTIONS
mg iodine/mL)
The oral dosage may be
The recommended | given a1 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
Pediatri OMNIPAQUE oral | oral dose of 5 a period of up to 45
ediatrics

minutes if there is
difficulty in consuming
the required volume.

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

and 300

to 2 mL/kg
(maximum 3
mL/kg)

ORAL SOLUTION
paripnr | INTRAVENOUS T INTRAVENOUS [y isrpation
POPULATION .o 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

- 2 mL/kg with a .

Pediatrics OMNIPAQUE 240 range of 1 mL/kg minutes AFTER

consumption of the
oral dose

* 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.
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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 5to 15 Lower volumes
Adults Knee * OMNIPAQUE 300 5to 15 recommended
OMNIPAQUE 350 5to0 10 for double-
. | OMNIPAQUE 240 3 contrast
Adults Shoulder OMNIP ASUE 300 10 examinations;
higher volumes
recommended
Adults ng;gﬁf;’rm*a OMNIPAQUE 300 | 0.5t01 | for 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 VOLUME (mL)

POPULATION (mg jodine/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
Adults OMNIPAQUE 240 depending on individual
anatomy and/or disease state.
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Body Cavity Administration - Diluted OMNIPAQUE Injection

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

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
age and with the a concentration of 50 mg iodine/mL
technique and to 100 mg iodine/mL for voiding
equipment used. cystourethrography.

Pediatrics OMNIPAQUE injection | Range:
may be diluted with - 50 mL to 300 mL of DILUTED
Sterile Water for OMNIPAQUE at a concentration
Injection. of 100 mg iodine/mL
(See Table 22 below). - 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 Iodn}e Volume | Volume Volume
Concentration Volume of | Volume . of
of Diluted | vorume of | “qp iile of | ofSterile | of g e
OMNIPA Water OMNIP
Contrast Water for | OMNIPA Water
QUE 240 .. for AQUE
Agent Injection | QUE 300 .o for
(mL) Injection 350 S
(mg (mL) (mL) (L) (L) 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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(OMNIPAQUE —iohexol
injection, solution
GE Healthcare Inc.,
2022 42 1)

i RLAHN A
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.
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(OMNIPAQUE —iohexol | 5.9 Thyroid Dysfunction in Pediatric Patients O 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
F2H) to 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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