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WA VMRS - a2 7 v X —
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W MEFENE (955E) MEEENES (B AGE
Al-P Alkaline phosphatase TN TH AT 7 H—E
ALT(GPT) |Alanine aminotransferase TI7=YTR ) TV AT =T .
(Glutamic pyruvate transaminase) (INEIvBeLE Ui sT AT 2 —1)
AST(GOT) |Asparate aminotransferase TANTENMET I ) h T AT 27— .
(Glutamic oxaloacetic transaminase) (INE I A aligs7 A7 I —8)
CAS Chemical Abstracts Service TFINNTTANT 7 hY—E R
CkEbFE=D—EBM)
CECT Contrast-Enhanced Computed B o v o — B R
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CT Computed Tomography oo — X WiERE
CYyp Cytochrome P450 v 7 v A P450
DSA Digital Subtraction Angiography TYUENYT NT v a v ERE
HOT — EI G~ A Z — DA L 72 5 1307 DOE FLK
INN International Nonproprietary Name  |[&3 5 [E B —& 4
IUPAC International Union of Pure and EBSHIE - ISR LS
Applied Chemistry
iv. intravenous IR
JAN Japanese Accepted Names for AR [ 38 5 — i A 4 PR
Pharmaceuticals
LDH lactic acid dehydrogenase PN
Pa‘s Viscosity (pascal seconds) FEHE (ORAHNED) DB
pH Potential Hydrogen KFEA A RE
pKa The acid dissociation constant (Ka) of a |F&fif#fE &4k
solution
Pow Octanol Water Partition Coefficient F 7B ) =K SEARER
RH Relative humidity FE S
RMP Risk Management Plan EIAL ) A 7 S
YJ — fERIESRE S = — R
y-GTP y-Glutamyl TransPeptidase Ho=TNBEINKNTARTFH—F
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I. &¥FICEAT HEE

1. BR5E4
(1) Fn4
A #7112 F3007% 20mL [BYL)
A #7113 F3007% 50mL [BYL)
A 71 2 F3007% 100mL BYL)
A #7113 F3707% 20mL BYL)
A 471 2 F3707% 50mL [BYL)
£ 471 X R3707% 100mL BYL)
£ 47\ X F300%E> VU > Y 50mL [BYL]
£ 47\ I F3007%E> VU > 80mL [BYL]
A A7\ I F300ET U Y 100mL [BYL)
{471 I R3708E> Y > Y 50mL BYL]
{471 I R3708> V) > Y 80mL BYL|
A F 7\ F3701ET U ¥ 100mL [BYL)
(2) %4

Iopromide injection 300 20mL [BYL|
Iopromide injection 300 50mL [BYL|
Iopromide injection 300 100mL BYL]
Topromide injection 370 20mL BYL]
Topromide injection 370 50mL BYL]
Iopromide injection 370 100mL BYL]
Iopromide injection 300 syringe 50mL [BYL]
Iopromide injection 300 syringe 80OmL [BYL]
Topromide injection 300 syringe 100mL BYL|
Topromide injection 370 syringe 50mL BYL|
TIopromide injection 370 syringe 80mL BYL]
Topromide injection 370 syringe 100mL BYL ]

(3) BFFDHE
— L THD 447 mI N ICHEKL, BEEELORTEL M4V — (R 1THE9H 22 H
HAFAIE09220015 ) IS m4 L,

J

2. —4
Mz (k)
A A 7w F (JAN)

(2) 4 (%K)
Iopromide (JAN, INN)

) AT Ls
I — NEHAERA o



I. &¥FICEAT HEE

3. BEXXIFRER

CHs OH
|

CONCH2CHCH20H
| |

CH3OCH2COHN CONHCHe?HCHzOH

! OH

4. HFRARUNF=
2313 0 CisHa4IsN3Os
R 791.11

5. {tZ8 (figiX) XIEXKE
b4 : N,N’-bis(2,3-dihydroxypropyl)-2,4,6-triiodo-5-(2-methoxyacetamido) -N-
methylisophthalamide (IUPAC)

6. ERA. A&, BS. BS8S
CASH & 5 : 73334-07-3
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(2) infEE
TUAFIVANLKRF T RFIKIZEETROT L, =& 7 —/b (95) XiEI7 & h ATk TEITIz<
., PFL—T)UIF E AU ERIT RN,

(3) Wit
R L

MR (L), HR. BRER
fhs : 227.1°C

—~
=N
~

(O) BRIE B AR RETE R
pKa=9.9

(6) P ECRER
logPo/w = -2.33

(1) Z DD E 7R EE
KIEIE (1-10) 1 IFEEMEZ R S 220,

2. AVBADEREMGTICE T SREN
25°C, HHXREL60%IZFU N T364 A M. 40°C. FHXHEELT5%IZFB\T6xn HRBHEANTH o7,

3. AMES DERHARE. =
TRk BRiE
(1) #Egre~hr77 44—
(2) FRINWRIL AT S AVRIERE (BAED Y o AEERITE)

Tk
Wik~ 777 4—
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(1) Flfiz DX 5l
FESAD O TR > D 2 DR

(2) HEFI DS ER B UTHEIR
. SfATFa IR SfATFa IR (A ATFaI R P A=INEN
- 3007 3007 Y v 3707E 3701V v
£h, o PR M0 ~EHE AT O T, ENTHER S 5

[ DALY )

< 194mm -
F 3
/ el "> Iy
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1 T \ j.-.. ¥
| . 2
) (RE: 31.9£0.2mm ) T
PC ¥+ v 7 (36x43mm) 23w
FyF %5 v F (15x10mm) IIYIRT AR YA
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F Y
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IV. Kz d HIEH

4) BEIDYE
. AFTaI R AFTaIF AFTaIF { ATk
- 3007 3007EL Y v 3707E 3707EL Y Y
pH 6.5~17.8
. %03 794
RIBIEL CEFR AR X 5 1) (A BB AL 5 5 1)
FETR 4.8mPa+s. 37°C 10mPa-s, 37°C
(5) Z Dt

TESIAI P ORFERI2 SR - 7L
VU CPAHE  RRERYROREE (F—272 L)

2. HF DMK
M A (EERS) OEERVFHMH

AFTrIR AFTEI R A ATk fATE IR
IRFE4 3007E 3007 EV Y v 3707E 3701 EV Y Y
20mL | 50mL [ 100mL | 50mL | 80mL [100mL| 20mL | 50mL | 100mL| 50mL | 80mL | 100mL
s ImLH A A7 I K ImLHA A7 m IR
75 AN
A 623.4mg & A 768.9mg & A
g9 — RRE 300mg/mL 370mg/mL
NE= 20mL | 50mL | 100mL| 50mL | 80mL | 100mL | 20mL | 50mL |100mL| 50mL | 80mL | 100mL
I—F 6g/ 15g/ 30g/ 15g/ 24¢g/ 30g/ 7.4g/ | 18.5g/ | 37gl/ | 18.5g/ | 29.6g/ 37g/
SHE iin 5 I DI B IV ) B B 5 i DRV D B DY
kx| 484 121 242 121 193.6 | 242 48.4 121 242 121 193.6 242
& E— | mgl mg/ mg/ mg/ mg/ mg/ mg/ mg/ mg/ mg/ mg/ mg/
] U i i o |pV vy ey eyl i i T D I PN P
NS
i 73 2mg/ | 5mg/ | 10mg/ | 5mg/ | 8mg/ | 10mg/ | 2mg/ | 5mg/ | 10mg/ | 5mg/ | Smg/ | 10mg/
Al | ca/Na | i N IV ATV RV I i T YIS IS AT
KFY
ZOMOTMAIE U CpHMEH (ERKOVKEEFT NI oL) 25635

(2) BERREFDRE

PARPAYA
Q) #=

RN

3. AABABMEDHEBARUVEE
AR
4. A

AR A
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47470 = K300/370;% TBYL] ODLREM

47703 F300/370;% TBYL] (20mL/100mL/NA 7 L) DREMHERICH T 2R EEMLSE
AOBR [EX e PrAFHTH] TRAFA 2 il R
RWIRAFER | 30°C /65%RH 487 H (a5 A F_RCOBEEE T
IEERE | 40°C / 75%RH 64 A AT JL P
HEER - MR, pH, FHEBEFH -7 I, I UH, I vEA A BRI RKL, ERE
44783 F300/370;x2 1) ¥ TBYL] OREM
474703 R300/370;E> 1) > ¥ TBYL) (50mL/100mLY Y > ¥) DREMHERIZE T REEES
ROB PRI PrAFHTH TRAFA 2 il R
BRI | 30°C/ 65%RH 361 H s H 5 = F_RCOBEEE T
IERE | 40°C/ 75%RH 65 A i e
BEER MRk, pH, FEBRE—T I, I vk, W vR A 40, Bk, EE%

- RARERVEEROREN

Y L

. feF e DEREELE (MEIEFHEIL)

W ARFNIMA L BLE L THWD Z I3 E L7220,
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AF 7
A A7
A A7
A
A X7
A X7 u
A
AF 7
A A7 nm
A A7
AF 7
A F 7

TR R S R VTR VTR VYR VY R VR VR Y R V)

141

Q) FREE

F300{F20mL BYL]
F300{F50mL BYL]
F3007#100mL BYL]
~3707#20mL BYL]
N8707E50mL BYL]
RN3870£100mL BYL]

20mL [5jff]
50mL [5f]
100mL [5)k]
20mL [5)f]
50mL [5)ff]
100mL [5if]

3007V > ¥50mL [BYL) 50mL [5f%]
K3007% >V > ’80mL BYL) 80mL [5f4]
F3007ET VU > ¥100mL BYL] 100mL [5f4]
K3701 >V > ¥50mL BYL) 50mL [5f%]
F370{E> VU > ¥’80mL BYL) 80mL [5f]
370733V »2°100mL BYL] 100mL [5f]

BARSAYA

4) BHmDOME
AT LA
XA T IV H T A
SN TF TN
Xy v/ RYForLy, 7ILI= A
DAINAYS: |
DRIV H T A
AZAVE S = EAN R = il P
7TV — A kY N— TFN A
FoTxr 7 7T L
PC¥ ¥ v 7 Y 5 —RF— h
75 R H—HRpr— b

A7 YVa—Fx o7
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A F 703 R3T07E
Y~ 100mL TBYL) 7219418G6047 | 7219418G6047 | 1192919030101 621929103

14, RIgHEMFEDFEE

AANTZHHIM EOBRIEEKMTH D,
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FHESNETORTIKR

198541 KA Y THRIE X, T E THR100» ELLETER I TV D (202346 A FFS)
AN BT 2 XUTER, MELROCHEIZLLTO LB Y TH Y | SE ORI & 1TRR D,
FEIN OATBNE ORI CAF 2 HT 5 2 L,

I EESIE D))
A AT a3

WRMEMAE R . T « /5’/1/X1‘7%Tm-/

K3007F)
JiERINER 3= A E I 3= Hﬁ*ﬁfﬁl”ﬁfﬂi‘w\ WA AE IR .. T 1 ¥ X VX s
X A2ERMEMERE. o0 o —X —WEiRI

A AT a3

T OIER . ERIRIER R

A AT a3
fiIRERIN =%

EREIIRES 75 N

B HiEZ .

(RZRUVRAE]

W LRI FREAMHNT 5, el i, (KE, ER. HANICLY

R3707%)

. M i B
F 4 DB NX R
FRIRME PR R 4R 52

<47J‘713

K3007E> Y )

R3701ET Y )

M54 556 O 5-E13260mLE TLE T 5,

E‘Bml”ﬁfﬁiw\ PURG MAE RS . T « ¥ X VX iR 1E
CEDERMEMERY., 2 Ea—H— UTETH@?/

SN APAY/AN

’iéﬁ%

)

Bk

A F 71 I R3007E

A A 71 I K300+

A A4 7m I K370

A A7\ X R3707E

DAY VA%
Jibé . /& B 52 5~15mL 5~15mL — —
IKERIN] - %i3-7 — — 3~40mL 3~40mL
a0 1 A e 5~50mL 5~50mL 5~50mL 5~50mL
JIE 0 i A e 5~50mL 5~50mL 5~50mL 5~50mL
DU i 1 A e i 10~50mL 10~50mL 10~40mL 10~40mL
T A VH /vxﬁ
Eirs: AL 20~40mlL 20~40mlL 20~40mL 20~40mL
LR m#sﬁm/
T4 57 JL X f
73 v (R 3~30mL"*Y 3~30mL 3~30mL™*V 3~30mL
)R ém%m/
a2 — A —
WrE 2 1281 50~100mL*2 50~100mL 50~100mL*% 50~100mL
HIEE
FrARME R B RS2 | 50~100mL™* 2 50~100mL 50~100mL*? 50~100mL

1) IR UTRIR & A AR C2~4EHIR LAV 5,
72) 50mLLL B 545 & X, @A S T 5,
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244 Bayer HealthCare Pharmaceuticals Inc.
k54 ULTRAVIST

WStk (23— FEAE : 300mg/mL, 370mg/mL)
B 531 7L : 50mL. 100mL. 125mL. 150mL
T =< =)L Xy — 0 200mL. 500mL
A A= TNV T Ry — : 200mL, 500mL

AT - Hiks

KRB 19954

BiRAIRE

- IMENARIRSE X ORRY BIIRIR S (R

 WENRIRE . AR, WIS RS X ORERE (A)

e K ONBE I T 2 B AR O B AR RO RET (2rE LA oD/

ey | BIRAES ‘

< BEMEMER IR (R AR U2 LA ED/NR)

- SAER - e (e, BEREN R OB IERMER) o= o —4 —WiEikxiy coi
AT L D REGE K OGRS IR A O R (B A O 25 LA /N7

RS T T 44— RO UTHE SRR TR OMB E L CIHLEOEY~ EST
74— L DR ST TN D B HIRE DR (kN

TIORLCHEEREORICHE - T, &b, REXOCRGEEZEEHIZEDE TR
DH &, Fln, KE, LB A AROCMENMTHRE, S HITITHEE SINLHE
R ORLL, AT DALEOUI I, B O PR 2 O 9~ & 5l & Hly
MEDENEZET D L,

BRAH S (BAN)

EAMLE O ML s L EAZER CEAREZ WD 2 &,

ORAIZ 1T % Hilulffi Fi T OB RS O HELER 2 N OHESE I 7

e — e, | EEEDIRARRE B OF| Pl R
i EEa)Rive:2 ERElRi732 Je R OB
:‘/);%}_g * * * *
(mgl/mL) 300 300 370 370
SHEHAR 3-12mL
HEF B 4-12mL B B B
KRS (%
o 20-50mL
Fyk - e || #Hm)
SHE T EIIR X
KEBED R 5-40mL
KBRS I a - a
(distal runoff 25-50mL
DFEAML)
FrbREh R 3-14mL
1 KB IR — — 3-14mL —
FEiNEE 30-60mL
KENR N O BEEITEEIC
EERL EhE T,
— — — MR & 1FIE
A U AHE &
Ao, s
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7 1L A5 oD e e
OYp B2 R
EEETDHZ
Lo
B G& 150mL 250mL 225mlLL 225ml,
FHEERGEARAL T AL T 7=~ =NV I RN =R AT 52 &
BIRAEE (RA)
ORI IS D HELER FE K OHESE ] &
S P R 1 OV Vo — & —lfERE v UETTT
"~ it TOEY £ —TO®ER
R 300%* 300% 370% 300X 1%370%
(mgl/mL)
PR B | ImL/kgiR & — — —
R CT — 50-200mL 41-162mL —
IR ERCT
Single Phasei}
]\ — —
A—F ZEA 50-200mL 41-162mL
FSSLEEIN 100-200mL 81-162mL
WRERECT 50-200mL (& #|41-162mL (# #%
Multiple Phase H&) &)
HEA Phase 1: Phase 1:
100%EE TYEA | 100% I THEA
Phase 2 : Phase 2 :
B 20-60% i F£ T 1%| 20-60% i £ T IE _
A (EEA AN (& ®AH L
0.9% %A+ ~V0.9%HKE )+ ~V
T DVRR & R R 7 BRI e TR R
ANTEHLNRNT—A|ANTEBHENRT—A
VDR R o o AN A et ]
) A1)
1.5mL/kg{KE
VRS TT 4 B B B AZ;i;é
—COEY -
H
2-4ml./sec
BTN T aN 100mL 200mL 162mL 150mL

PRGN TAIET 7=~ = VI Ry F =D EERT A Z L
RGNS T IV, 77—~ =N IR lr =D XNIA A= TNV T 8y r— U B

F5- L,
/MR
O2i LA ED/NIZ 31T D HESERE R OHESEH & (lkgihkEH7 D)
RN F RN
R | DR O R
: DEROUBIE | o mmtg | wBRE
T BB oy
=5
BE 370%* 300* 300%
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(mgl/mL)
H& (mL/kg) 1-2 1-2 1-2
R &

(mL/kg) ! ’ ’

FHEHR GRS T AL T 77—~ — N AT RNy — VR EHT 52 8
RGN TN, T7 ==V I Ry =D XNIA A= TN Ry r— U Z i

T5HZ L,
(202441 H K¢ )
F—R LSV TIZEITERAXEOHME
v Bayer Australia Ltd
e 4 ULTRAVIST
Ultravist 150 injection : ImLH 4 471 I R%312mg&A (150mgl/mL)
S - B Ultravist 240 injection : ImLH 4 4772 I K%499mg& A (240mgl/mL)
77 Ultravist 300 injection : ImLH 4 4712 I K%623mgE A (300mgl/mL)
Ultravist 370 injection : ImLH 4 471 I R%&769mg& A (370mgl/mL)

R 19914

C ATOMEREROREIRE, o0 Ea— s —WBIREI BT 25K

CBEWRE LD XIkbR VTS T T 4 — O/ E LTAREOEE~ T

S - A 77 4 =LK DHER SN LB O B DA O () (Ultravist 30031
370)

L EEAERE () (Ultravist 240)

Om& Nt

FAEX, F, RE, BR EORBER O HIEIC L > CTHEEMBT 52 &,
UTEHS ETHREPETH D . R DOEEER 72 R IRE T0kglI R T 5 — ik 72 &
oy, WG EXIIKEIkghH 72V O EEZ T, —IIC1.5gl/kgREE TD
FAEITAREITENL TV S,

HPHRIEIR I 1R

SN

300mgl/kg (Ultravist 300 T 1mL. Ultravist 370 T 0.8mL } O Ultravist 240 T
1.3mL/kg)

R _ EORBEIZK L TRENOEEIRB+ o ThIHGAICITZoAEREHIND
D, KRR CHEMEN S 2G5 I E L AIEETH 5,

VL - A& NI

N OBRED AR R 7 v v TITAEBICRNET 288 00385\ 2 Heiiy & H &

ELEET D,
N Ultrav¥st 240 : 5.0mL/kg
(1 A i) 1.2gl/kg Ultravist 300 : 4.0mL/kg
Ultravist 370 : 3.2mL/kg
A Ultrav?st 240 : 4.2ml/kg
(15 A ~25%) 1.0gl/kg Ultravist 300 : 3.0mL/kg
" Ultravist 370 : 2.7mL/kg
N Ultravist 240 : 2.1mL/kg
2 *m':z~/1b1 ) 0.5gl/kg Ultravist 300 : 1.5mL/kg
" v Ultravist 370 : 1.4mL/kg
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2B — X E IR

ARERIR D R — T AFETHE LG L, RO LAY —A V= 2 —2filTHZ &,

zn~z%k+~@%@@ﬁ\%&5%@%¥5%$~51&A?&5L\%@®¥

il FRE A B2 720K 5 I22~65 PN TR 5 X —EDOHE TR E T 5,

;«/\4’ FNCTIZBIT AL VIV AT A ACT, BHIvILF AT A XCT’C X1 Eo Rk

DOMITHERRY 2 — L7 —F ORISR TH L, BOEEBIZKIT 5 R — 72*%

i{ (Ultravist 3007C80- 150mL) DR AR (=2 ZA 3 /7\ I [ 55
WS NR L) THDINNT— A V2 =KV —T R ]\?“/3?‘/7‘0)1%

Mg HERE I LD,

EHIEFITSCT

Ultravist 300C0.5-1.5mL/kg

RHIZBITHCT TR, NERLHEE EGHE i*ﬁﬁff%ﬂ”” ZWr EORE, FFiZ

ERT 2 A% ¥ F—%K 2 DA% v RFH K OV B ARER 12

BHECT

Ultravist 300 C1.0-2.0mL/kg

Ultravist 370 T1.0-1.5mL/kg

EH~EL T T 4 — (N

Ultravist 300/370 C1.56mL/kg

RN G- L, AIRER b RU—A vy =7 X —%2 T 5, EEAEAELN2 Tk

WA ET 5,

NEEECT (CECT, 8578/ OER )

FAEITIAEICHEGI L, RN S5 CTUltravist 300mgl/mL 1.0-2.0mL/kg % #2359 5,

BB GEI1TEHE3.0mL/kg 2B 2 TIXR b7,

WEF DIl E IR

AR, BFoFHm, FKE, OMHELXOEEIRE, BR oS, R LN

BT 5 MEEROME R OVRRICL D,

LV

= Ultravist
b4 it e
KEWIR= L& R 50-80mL 300
AT SEED R I B R 30-40mL 300
TR A I 6-15mL 300
RN Ul Rie-2 50-80mL 300
iR N il Rie: 40-60mL 300
U PR 1 A i
BT )[Rire: A 8-12mL 300
R ER IR 50-60mL 240
15-30mL 300
THEE R 20-30mL 300
T ERIR R 50-80mL 240
30-60mL 300
IR %537
TR O 5 40-60mL 370
HENIR 5-8mlL 370
AN i B RR

PR e O 3= BB IR O iR 22 A0 3 B2 A L2 38 W TEDARN M OV N 4% 5- C U Itravist
370mgl/mL2NE A S5, AEITAEEICHAI L, 1.0-:3.0mL/kgZRET 5, REx5




XO. &ZE&H

Bi@E5.0mL/keg a2 Clde b7,

BRI 5 7 h 7 2 g RS (DSA)

bR, SR, BEER. BhE & O OB RO K &5 12k L CldUltravist 300/370
30-60mL D A — 7 A FiE (FEANEE : IR ClE8-12mL/sec, K § Ik TI1L10-
20mL/sec) DHNPHELEXI N D, WERANEANERZ AR A K20-40mL%E R — T A%
ANTT7T7wvadbHI LT, EEANHIREE L BT 2 RMA BT L2 &N TE
%,
Bt 547 Z o g i E R (DSA)

FRIRMEDSA L W &0 7 WHE R MR I — REESHVWON S, MEHRE BRI
RHIFEMELZHETE 25, 1ECROMERE THWOLN DR —TF ZIEADRE K OH
BV LEETE S,

OFHEENMFER

FET, R EORE, HREFTELORAEBIIZE > THERE L TH L,
BENMRLEEZ TICETOLERRENARET, 2B/ F CEEAEAZ 2 K
12—/ TCEXLFEHPFHTE 2L EITHETEDL Z ENE0,

F bR

Ultravist 240C12.5mL (k& 52/ 1 FlOfMR#E)

I — FEIF3.0giCHY L, ZokmBEGEZB A I bun,

HE  BEHEFEDRIHNE DM LVEIE 21X 513 SR A2 BO R Tt
DEITORIE L RISV E>TLE D, MRE LT, @H IV EEAIOEENZ
HIZIEK T %,

(20244F1 H Wi 5)
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2. BHMIE T BERRXEER
(1) 4t (2 B % s
HARDE SR 19.5 e . 9.6 &ZH) OWHOLHITILUTO LB THY | KEAAS
XE A=A ST VTR EITRRD,

AFNZFT D EOER

9.5 1%

IEhe AR LTV D RTREMED & B I MEI2IE, 22Wr EOF RN MR E EE b b Lol S
NOGEOREEST HZ L, KRG OBIZIIXHBHN 25,

9.6 =317

W EORRMER O RARBEOASELZZR L, =AM, XIIRILOFIEE B2 2
Lo B (7 v MEIRNES) THAHF~OBITRHEIN TS, AFlOe hTOTF—%
WT7en s, 33— FEEAFIHBITB LORORIITOT N TH L0, AIR~DEE D
RN EEZBND,

KEBASCEOFEH (20234551 )

8.1 Pregnancy

Risk Summary

There are no data on ULTRAVIST use in pregnant women to evaluate for a drug-associated risk
of major birth defects, miscarriage, or adverse maternal or fetal outcomes. Iopromide crosses the
placenta and reaches fetal tissues in small amounts (see Data). In animal reproduction studies,
intravenous administration of iopromide to pregnant rats and rabbits during organogenesis at
doses up to 0.35 and 0.7 times, respectively, the maximum recommended human dose based on
body surface area resulted in no relevant adverse developmental effects (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 defects, 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

Limited case reports demonstrate that intravenously administered iodinated contrast agents,
including iopromide, cross the placenta and are visualized in the digestive tract of exposed infants
after birth.

Animal Data

Reproduction studies were performed with intravenous iopromide in rats (day 6 to 15 of gestation)
and rabbits (day 6 to 18 of gestation) at dose levels of 0, 0.37, 1.11, and 3.7 g iodine per kg,
corresponding to doses up to 0.35 times (rats) and 0.7 times (rabbits) the maximum human
recommended dose based on body surface area. Iopromide was not teratogenic at any dose level in
rats and rabbits and embryolethality was observed in rabbits that received 3.7 g iodine per kg, but
this was considered to have been secondary to maternal toxicity.

8.2 Lactation

Risk Summary

There are no data on the presence of iopromide in human milk, the effects on the breastfed infant,
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or the effects on milk production. Iodinated contrast agents are poorly excreted into human milk
and are poorly absorbed by the gastrointestinal tract of a breastfed infant. The developmental and
health benefits of breastfeeding should be considered along with the mother’s clinical need for
ULTRAVIST and any potential adverse effects on the breastfed infant from ULTRAVIST or from
the underlying maternal condition (see Clinical Considerations).
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 12 to 24 hours
(approximately 5 elimination half-lives) after ULTRAVIST administration in order to minimize
drug exposure to a breast fed infant.

(20244F1 7 20 H R 57)

A —AZ +F VU 74%%E (An Australian categorisation of risk of drug use in pregnancy)
B2 (2023%12H18H)
Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or indirect
harmful effects on the human fetus having been observed.
Studies in animals are inadequate or may be lacking, but available data show no evidence of an
increased occurrence of fetal damage.

(20244£1 7 20 H I )
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8.4 Pediatric Use

The safety and efficacy of ULTRAVIST have been established in pediatric patients aged 2
years and older for radiographic evaluation of cardiac chambers and related arteries,
excretory urography, and contrast computed tomography of head and body. Use of
ULTRAVIST in these age groups for these indications is supported by evidence from adequate
and well-controlled studies in adults and additional safety data in pediatric patients aged 2
years and older, including data from published studies /see Adverse Reactions (6.1, 6.2) and
Clinical Studies (14.1, 14.2)].

Pediatric patients at higher risk of experiencing an adverse reaction during and after
administration of any contrast agent include those with asthma, sensitivity to medication
and/or allergens, cyanotic and acyanotic heart disease, congestive heart failure, or serum
creatinine greater than 1.5 mg/dL.

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. After exposure to iodinated contrast media, individualize
thyroid function monitoring in pediatric patients 0 to 3 years of age based on underlying risk
factors, especially in term and preterm neonates /see Warnings and Precautions (5.8) and
Adverse Reactions (6.2)].

Safety and effectiveness of ULTRAVIST have not been established in pediatric patients
younger than 2 years for radiographic evaluation of cardiac chambers and related arteries,
excretory urography, and contrast computed tomography of head and body.

Safety and effectiveness of ULTRAVIST for cerebral arteriography, peripheral arteriography,
coronary arteriography and left ventriculography, visceral angiography, aortography, and

contrast mammography have not been established in pediatric patients.
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