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3.0 7.5X102
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pH 3.0 3.9%102 —1.40
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30°C», 92%RH, BfF | 05 H | RVZFLUETHE | BN

14 H FikEN
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V. 2H|(ZBHd 51EH

1. & B
(NFEIFR DR 3
TEHA
(2)HEFN D SR B UK
i -
L g , o REIE L
W PR (mPa-s) (20°C) PH ) ettt )
(37°C)
} 20mL
B R—7
N 50mL 5.8 1.288~1.318
270 1#
100mL | MEf~HEEaEHOMR 6.7~17.7 0.9~1.2
o= 50mL
11.4 1.342~1.378
320 & 100mL
R)FEANa—F
LR
DEBI DY
V. 1. Q) #FONERUMEIR] &R
(5)% M1t
A L
2. BEAIDOARK
MEMES GEERS) OE=RkUHmA
BRIy WRANF
R 7E4,
134 T )L
- _ h oA K E—L 24mg, T MEED
20mL gﬁ;ﬁ;gé e 1 | Y TET Y Yk amg,
w $o-%8 & BE{LFI, pH i
s e o kv A X E—/L 60mg. =7 Mg
B R—7 3 —
270 1 somL | L A | v b0 v sk sme, %
AR 1008 & BEALI. pH A
o _ ha A% E—/L 120mg, =7 MW
woomL, | L B | v o ad k0 Y kR ome,
AR ATE g seE(bAl. pH A
o _ hw A% E—/L 60mg, =7 MEEL
somL | (L e | v AT b0 v sk sme, %
LUy R 08 8 BEALFI. pH A
320 % o _ ha A% E—/L 120mg, =7 NEEW
womL, | L e | v v AT kY Y kR ome,
AR 0% g seE(bAl. pH A




IV. BFIZRE4 5 IEH

QEMREFORE
A4 Hifr Na* (mEq) Caz* (mEq) ClI' (mEq)

B /—7 270 1 20mL 20mL/ A TV 0.65 0.21 0.84
B R—7 270 % 50mL 50mL//NA T v 1.63 0.08 1.65
B —7 270 ## 100mL 100mL/ /XA T )V 3.25 0.15 3.30
B /—7 320 1 50mL 50mL//NA T v 0.98 0.06 0.98
B —7 320 # 100mL 100mL// XA TV 1.95 0.11 1.96

(Q)RE

Y EE R L

. RATBREODHERRUVERE
BPALYAYA

i
FE L

. BAT HETREMED H 5 R
N-Acetyl Cyclized Iodixanol
Cyclized Todixanol

SR A

Todixanol Amide

Deacetyl Iodixanol

[.2.3)&FDERICE T HERY) S

. BHOEBERETICETSRENR

(N EHBREAR
RAEAME | ARAER (R HE SR R
B 8—7 270 ¥ 20mL sM8i. pH. RN
LY 8—2 270 ¥ 50mL i (%) . B
: 25°C/60% | ST, | 5ok
B —7 270 1 100mL 36 # H RN
RH i ERZ (77N
v —7 320 7E 50mL RN
- m YR, i
28— 320 1 100mL JRFEN
(2)FTEE e ER
RTFL M (RAEHTH RIFTHE R
50C. T 611 |EEALTA | bPANC I S ORIINL O pH O T 25385 B
) BHOD, KN TH T,
Y Toc, s 300 |7 | bEANC S SEBORINE O pH O FAZED b
BHOD, DT HENTH -7,




Iv. WANCEE4 5 H

=R, 5001x? 12 » A AN, T L | BN
Erarasgl

=R, 5001x9 12 % A M S A TV | BN
LR

=R, 25001x® 20 H M S A TV | BN
Erarapsgl

=R, 25001x® 20 H M S A TV | BN
LR

b) | 40°C. 75%RH. B5FT 6 »H DS, T )L Bk

a) A AVFY ) —7E 150mgl/mL (50mL) (2 CHEh (f A V%Y — VBAIOREICHT 52 EMIL, BEICL->T
ZEMR7R L TR L TIIHREOIRWRAIRIHN Z BRI TV, )

b) A A TVFY ) — 7 150mgl/mL (50mL) . E¥,8—2 270 I 50mL, b P/8—2 320 1 50mL (2 T Eh

¢ HOEKT. 400~6001x (1 H 8 HrffEH)

d) FElC XDt

e) HOEAT. 2000~30001x (1 H 24 BeRIRRST)

7. ARERVBHERORENM
GAS RO

8. ¥l & DEEEIL (WELFEMEL)
AH & BE XITHADTFHRIN DA E ORAGEE, BRTONEL., pH., I Uk, GEEEZFIEEL LT
At L7 fE R, IROIRA & AK L OELAITEIT D& LB LT,
WA A I ) 77— —LOEE  pH DR T RO T 7L EDEINAZRD by,

BB Z L HERAHE

e | EETEMA | R | RAWMA B4 | RAWE | IRNE | SHIE | oRME | 24
s ] | AT (—) (=) (—) (=)

20mgl/mL _ H 7.32 7.35 7.35 7.37 7.29 7.33
FoomLy |77 77| s00mglam = 5.3 I— 39.0
& it (%) 100 99.1 99.8 97.4 98.6
S8 MEAVRET | VR (—) (=) (—) (=)

320mglmL |14 </ JomL pH 6.42 6.61 6.55 6.41 6.14 5.26

(20mL) |77 == = 7t (ppm) 115 L — 1152

& (%) 100 96.8 97.3 98.1 97.0
b ] | AT (—) (=) (=) (=)

320mgl/mL A N pH 4.20 7.26 7.27 7.29 7.26 7.19
(ZOIgnL) 7Aass | 20mellmL 3 7{k4 (ppm) 37.5 L — 26.8
& & (%) 100 99.4 101.4 103.0 101.0
S MR | VR (—) (=) (—) (=)

320mgl/mL |~/"U v~ 250 N7/ pH 6.68 7.22 7.28 7.28 7.22 7.27
(50mL) Byl 0.25mL = 7t (ppm) 24.8 L — 27.3
& (%) 100 100.7 104.2 99.6 1025
125mg AE | memm | meEmn | () ) ) )

270mglmL | . . |(125mL AE|  pH 6.80 6.72 6.72 6.74 6.73 6.74
(50mL) BRI T 3 (e (ppm) 24.8 L — 42.8
) & & (%) 100 99.3 96.4 99.4 99.2
625mg S TR | R AN (—) (=) (—) (=)

270mglmL, | o |(625mL A pH 6.80 7.10 7.03 6.86 6.69 6.50
(50mL) YAV emetgigcor| =3 7108 (ppm) 285 L — 28.2
) & (%) 100 101.0 99.6 99.5 97.9




IV. BFIZRE4 5 IEH

o8l HaEy | SaEs (=) (=) (=) (=)

270mgl/mL | > = pH 4.36 7.47 7.47 7.40 7.46 7.43
(45mL) A pml = 7{t# (ppm) 48.9 L — 56.2

& & (%) 100 102.5 100.7 96.7 101.6

(=) : BLAERE & L TR by, (R ITRRER YOO TH D)

0. B
L

10. &% - 2E
(1EENRELGERSR - O, NENFKLERSE - BRICHT SH1ER
Y LR
)a%E
(BY/8—7 270 £ 20mL) 5 /314 T )L
(BY/8—7 270 £ 50mL) 5 /314 T )L
(B 3—7 270 £ 100mL) 5 /31 7)1
(B 3—7 320 £ 50mL) 5 /314 T )L
(B /)—7 320 7% 100mL) 5 /314 7 /)b
B)FRBEE
Y L
4)BHEEOME
it T HT A
= N SN A a0 2= W
Xy R Ty, &R

1 BIRIREE S0 2 A B
KPR L

12. 2 Dtk
AR L



V. BRICEd 5

V.

ARICEAT SIER

1. DEERITHR

2.

(E2R—2 270 %)

M R . DU A iR . WATHEIR IR R . PNARBR RO TPEIRERAE e

(EPN\—% 320:%)

)TN 5322

MEXIIHMRICEES HFE

5 MRERITHRICEET HFE

(RRERE TR SRS
JRAIE LT, 2SR OZWICIIARZ AWV - ARSI TR e 2 1T L72an 2 &, SRR RIE
IS NARSE RO WA THERERR A SR 5 2 i AT L7238 . AR DN EL T2 BTN H 5,
7272, o FIETRW S fv, MBAE R O OF0 NS 88 5 O JBIE A3 BE o 2 MHA PERER 55 D N HHEERTRIE
AT L Lo NSRRI T IEIENRAE Be DS G, BT O BMEERZREIT A RT7A4 U EEZSBITHITT 52
£, [9.1.14 2]

[f#ER]

ERNDOHA BT A BT, WA TSR (LU, ERCP) (ZRMERROZEZ Db DI LT
FHAT LR E STV 5, £z, BPEIAMERER O 5 BALE 2 O& OFCIRE B IR E OBILEN DN D581

%, NHRBHER ZRIHE L L7z ERCP OMiAT M THOIL TS Z ENBRE LT,

BZERUVA=
(1) AZERUVEEDMREER
(ESIR—% 270 %)

WE. KA 1R, TRoOBEEZMHT S, 2B, EMEN~OFEANCE LTI, 4, (RE, Ek. Bmick
DIEERT 5, Fio. MENICEEGT 2560 REIX, 270mgl/mL #A)1X 180mL ¥ T& 3%,

(EZ/—% 320:%)

W, A 1E, FROBEZHEHT 5,

E N

MENICE G D856 0RES EIX, 320mgl/mL #A1X 150mL £ TE 95,

[ () NiFavEafaizerd]

FEARE L

M

i

B R—7 270 I

B R—7 320 1

Par
'R ®

4~15mL (1.08~4.05g)

i
mooke o E R O®

8~80mL (2.16~21.6g)

12~70mL (3.84~22.4g)

woAT MR OJR OB R R

20~200mL (5.4~54g)
(FR % A FR A K T 25 L
HAWbdZ Ebres 4%, )

PN AR B8 0 000 AT I R AL iR

3~40mL ™ (0.81~10.8g)

(2) FBERUVRAEDHRERE - B

V.5 Q) RERICIERRAR M




V. 1BRICEEd HEH

BZERUVUBEICEET 5FE
RE STV

. BRER A&
(1) BBERT—2 /Ny r—3
Y LR
(2) BRPREEIREER 2
BERERR N 551 19 B 2 5f S B a5k (4 2%/ —/L 300mgl/mL ; {KHE 1kg %72V 0.3gl, 0.6gl %
FRNE G-, 3 A7 v ) HEM L=, ZRMEICBE L TIX, IR, FEMRBEDOERIS 3 3, %%1% it 4
BIOBEIWERRRD SRR, WTFRLERE TH o7z, ZOM, BRARE, BRRE CIXREIRLIT
nWignoiz,
AFTXY = L OIEYEIREIZE L CIX, BEFOIEA A U MEERA] & [AEE. 24 REZIZIE 95% LA B3R
X0 REMED F FHEM 472,
(3) AERIGIFRAER
1) H&ESHER
AENIA A~F Y =L ORMROELAE UCHBAFB LIZ/od, A 4~F Y —LOREEZSEICL
RN, M RO H &8 % S 71EZ LTk,
—RIC, EEAOREROCHELOCHRERIZEN E T2REBMICEIVHELENTND, A FTFH 7 —L
270mgl/mL, A A%/ —/b 320mgl/mL (23 2B OFE R 2 L FIZRT,

il ES
X % A F TR )~ [RRAEHE HHD ESTTIE U AR RIE
CH B AEA RIS
e 100% N BRI
[ 97ome T/mL | 50 R (148/148) | AL e gy
AR me s R @ 100% o tomL [PERENE:10.9% (5/46 f) | B 1.9%
T (219/219) ML | (7367 HEA)
AR 89.5% (17/19)| 8~80mL |MBEHUESIC>X,
© 210mg Timk) 32177 by @) [97.9% (95/97)| 6~dbmL |HIFYE ; 6.3% (4/63 ) |
PR 100% (39/39) | 12~70mL |5t ; 1.6% (1/63 4) . B4R 7.3%
s P RS 4) »
PR ERIE S @ 320me L) 28 1705 g G [97.1% (3485)| 4~b0mL, | (L4191 1EA) | 723 1.0% (2191
\ TRAA A VXY ) —LRED B EA)
O OUM | 5 | A
BB THEALTETE
% ~ 7
% (ERCP) 9 270mg I/mL | 21 100% (21/21) 3~40mL |72 L,

) EROAHRIT, ERRHELLED T++] DL EOFHI 2 DL ARBTHR L L,

(%) BRIEHKRER 9

WHPRER S DA A V%Y 7 —)b 270mgl/mL Z AV TR E SR . PR MAE IR, &% CT. FRMEIR

A & RPRIIE R, Bt Et L,

ﬂﬁﬁ%mﬁi69m(mm£ﬁw\E%@%ﬁ%;%5% iE5 CT ; 39 fil, FRARMER BB ; 20 #) T
RAEBEEZDRIT. WThLOBERETLEE ++] @I +oHTho7) UEThoT,
BITER OFE BB 1L, RIRFMETIX 4.3% (3/69 B) | BERMETIZ 2.9% (2/69 #) TH Y . BEAFDIEA A 1%
A & FRREORAEME CH o7, BURORBEBEIX 2.7% (3111 FEAN) Thotz, TOfh, Zaithici
L TR T N E RFEFTRITRD b RinoTz,



V.

IBFRICBEd 5 IHH

(4) HREEAIGHER

1) A DERREE R

@ fish i Hge 52 ©
R A B & B &9 % R 297 Bl A A2 % — )L 270mgl/mL A A ~F ¥ — /L 300mgl/mL % # 5-
Lo DR B R L SR IR O AR 2 ZHERIEEERIC L0 aHh L7z, REERMROAZ=IT
A A UFY —/LRE99.3% (148/149 i) | A A~F Y —/LEE 100% (144/144 ) TH Y . ARIECIHNT
MBI OFSESHEES 7z, Rz, RMEINR, NIHBIR, SMBEIIR, HEHBMRIC IS 2 R0 RIS A
L L HFVFNOMALIZEB N TS 0% ETh -7, BUWEMFEIBELIL, A A% Y/ —LRECTRIFEME
2.0% (3/151 ) | BEIMEA 6.0% (9151 41) Thole, EARBUERIZES, HRSN% 2.0% (3/151 )

ThHoT,

@ DUfg i s 0

PRSI R 2 LB L+ 5 303 BIiCA 4%/ —/b 320mgl/mL XidA A~ Y —/L 350mgl/mL % #
B L7 RO EEE R M OEE DR OGN HEL —HEMILEERBRIC L VM L, BEEEIROFEZEIX
A AT 7 — VB 98.0% (148/151 f5il) | A A~F Y —/LEE 98.0% (145/148 f5l) TH v, APEIZER Tl
FEMOREESREES Lz, Fio, A BB IEE - B, W P 7 FRICRT 2 & RITR FRICkBW T
A FTXY ) —ARERFRICE N> To, BWERARBUEE L, A AT %% /7 — A RECRIRHED 3.3% (5/152 i) |
BEFENEDS 8.9% (6/152 ) Th o7-, FREWERITIEZ. € 2 HEEN% 2.0% (3/152 #) Th o7z,

@ NBEAYATHE NS S T 9

PARSER WA THEIRAE A S & B & 5 8 137 BllcA AT F 7 —/L 270mgl/mL I A 45 7 LA 7
Xy 282mgl/mL %5 LT DR A IER IR L SN RICHB T 2 AFE 42 “HE MR J 0 3 L
720 MOIERNROANRIZA A VXY 7 —LBE 100% (TUTLHI) | A A2 T AFRA 7V U RE 95.4% (62/65
Bl) THY ., AHRICBWTHBEMOREESRIES N, £z, BEICBT 2EENRIIA AV —
WA FHTANBEAT VI KL, AEHEAZ L > TR, A VXY —ABHZB W CRIER LR
LRI T,

ml fE i B - R
; - TR |G | AR | WERE | GEBU B 545450 GEBEBIEA D
PR S JEardits HEhHE
1[8(mL)| (mlJsec)| (mL) | (i) 5 0 Bk Vi
AFVFY ) —v 160 99.3% 2.0% 6.0% 2.5% 0.3%
270mgl/mL #f . (148/149) | (3/151) (9/151) | (27/1083) | (3/1083)
A FnF Y —)L 5~15 | 1~10 | 200 By 158 100% 2.1% 1.4% 10.5% 2.6%
300mgl/mL £f (144/144) | (3/146) (2/146) | (112/1062) | (28/1062)
AFVFY ) —v 156 98.0% 3.3% 3.9% 11.0% 2.9%
320mgl/mL Bf . (148/151) | (5/152) (6/152) (60/547) (16/547)
YA~y —y | 12750 | 225 1300 s 154 98.0% 2.0% 4.6% 37.2% 23.1%
350mgl/mL # (145/148) | (3/151) (7/151) (188/505) | (117/505)
v | A AT | _ 100% 0% 0% 1.4% _
gﬁﬁfﬁﬂgﬁ 270mglmL Bt | 2~4 o L | o | o | ww)
‘EROp) [P [ o | 954% 0% 3.1% 1.5% B
282mgl/mL 7 5~15 (62/65) (0/65) (2/65) (1/65)

i e ©

VUi B e

) EROADRIT, REECNRHEELED T++] DL EOFHEE O TIERIE TR Lo, Bk - JBEI1T 4 B

P

TR L, T+ (PR DIEZEUE - ERbbo & LT,



V. 1BRICEEd HEH

<BE> XBEERORAIINEEREZHIET S5 HiEL LT, 1R LW HNTE 72 X ik A o T3
THD XBHEUC LD a2 " T A MERIEE 20 v T A MERIZ L D2 22HiRe 2l Aot T- 5 BP E HhvE
AN QAT

A E I E <M E TR, DU A R >
[+ a3 TR IRRL, BEIRELS TH D,
[++] 3 P TRMIRORE L0, BWHIENES CTh D,
M4 A N TARNIEDN, BERFRETH D,
(=] ar FTAPELS, BEARETHD,

IX] o HEAHE
M I 2 B B R E < NSRRI TN A 1 5 >
AV hF AR 7 W
+++ E W ®r 5
++ E W "] HE
+ mon I
- on RHATHE
X HIEARRE (RBRIELISAORIRIZ L2 b D)

AR AR OER DR AR LT, IBBREOKREER IR LR OEEITIEHIET D

5

2) ReMRER
B R L

(5) BE - FRABRIGER 1010
DBHEEICRIFTEEDRE (A APFH/ —)L270mglimL - 4 42 %4/ —)L 320mgl/mL) 10
A FTRY ) =V OIEFBMERE BT 2 ER IR OB KT T B G e, A
WTC, BEEIC L D T (270, 320mgl/mL) Fﬁ@ttixﬁftﬁﬁ%ﬁotﬁ% ROREIE, BrMG
(B2 mru7 Yy dnfRHE CORRILEREOFEE OFRIE) | MKELFRRED T IZIBN
THELITRD N o Tz,



V. BRICEd 5

RE/7 y-GTP/ VLT F=>
Fi9fE + SD T
L/4 i1 + SD
(m 63}) 270mgl ImLEt Dunnett p;’f(t)tsﬂ 270mg1 /mLE Dunnett gfétsif
o | ee 32omglimiB # % % : p<0.001 149 ee 320mgl /mLEE w% 1p<0ol
1.24 * %k k1 p<0.001
4 1
3 0.8
o 0.6
0.4
14
0.2
0 04
-1 T T T T T ‘0.2 T T T T T T
MEGEA STA 3097 60HT%HR  120H5%# MEEA RITA 309H% 60401 12041 24REMETE
=K1 B (=X [EXES
NAG/Z L7 F=> B-MG/ 7L T7F=>
T + SD FIfE + SD
0.6 o 270mgI /mLE¥ 754 o 270mgI /mL&¥
05 e 320mgl /mLEE o 320mgl /mLE¥
0.4 604
0.3- -L T T 45
0.2 T _____ T
0.1+ ﬁ """" ﬂ ---------------------- %07 T
04 15 |
-0.14 Ay —
0
0.2 H H JJ.
-03 T T T T T T -1 5 T T T _I_ T T
MEGEA RIEEA  300%  6007%% 1200%  245[E#% MELEA &=EEA  309% 602 % 120H# 2485
Bl E# (=] BE#
R # &

QEEMEIZE T HANEIRE (4 A+ XY/ —)L 270mgl/mL) 1D
65 Ll Lo EE 12 B (ABEHEE) ICAH] 450mel/kg % H#EAZE % ) 20mL/min OEAHE T
FRANEES L, SEENRE, 2ot 2 Rt LR, @ c 1) 2 @ i LR T Fh A~ T4k
DNEIET D 3B BT b O DOE G 24 FEFITIZERN D HIFIF 2 PR S iz,
Fo. BEMEEWEMN 8.3% (112 ) 8D b=y, ZOMITITFR 2 Z(bITBlE S o Tz,

(6);a R A9fE A
1) ERARERE (—REAREAE. FECARERE. FRARBLERRAE) . #ERTERT -2 X—XH

E. HERGEREBRABRONE

ARO[ ERE FICBIT 2 RMOBER FHCERZRERH) ORI, AFFROFARROHEIE,

e, ANEICEEZ B2 DB NS BROEELZITO Z 2 B E U THEARGERAZ 55 L.

18 gk 7~ & 3,032 B HMNEE S 417z, L RMERHIRT GER] 2,059 $i1 5 & | BIVEHIE M R iEE T 32 f (47
) . FEMmAEmEECT 2 1 (4 1) . FF 3461 (B1 1F) ICTRD B, EBFET 1.7% (34/2,059 ) (&
R 7.5% (32/428 f5) | FEIMAE RRE 0.1% (2/1,631 451) ) Th -7z, E2REIWEMIL. FLBE 0.49% (10
) . FIOHEIE 0.24% (B1F) | #350.19% (41F) | BHALEE0.156% (3 1F) FOKEIERTH -7,

I R IR O RIIREME | BFEME (B -1k 2 RERILARRIC R BL) BIERA OFRBLEIL, ZTh 2N 2.1% (9/428 i) |

5.4% (23/428 ff) T v . TABIMERIE, BIREE T, MRS 0.5% (2 1) | Ki/E 0.2% 1 #)



V. 1BRICEEd HEH

MRS, BV 0.7% (3 F) . ERMETIE, KB 2.3% (101 . ZHEE 1.2% G 1) . 2F4C
BEO0.7% (31F) | %2 0.7% @B ) HFEOREIERTHoT, Fio, MEREIICIS T D IR, B3
RIER ORBRIT, AR % CTORKRRBRICI T 2 MR & 35 & OIS fR5 ORIEAREE (IR
2.9% (12/412 #) . &

BIEME 5.1% (21412 ) ) LT TNTEFBREOEECH Y | FICRIEL /2%
EERP Y Ny

ﬁ% PEEEARG SoF S E B 1,982 Bi1C Héﬁ@$199%6ﬂ9&ﬂ%2W)f%D

MERS., U MERRE., DITHIREIRE . NREIWT TR E iR
iz,

WO aEER (X
BNTH o7 B2 ERR
2) RBEEZFHELLTEBRFEORNBEXIIEREL-HAE -

HEEDOHE
FA=RANA

(7120t
HBEHE L



VI S HERIC B9 5 IHH

VI. E3hEFEIE(IZEY 5I1E8H

1. REZHICEAESH S ILEYMXITIL S
FAFME ) w3 — REEA A F~F Y= AFRI = A FXNY =)V A F AT BV
HAF ML A == F— FEEH A A T
EE  BEO H DMLY ORRESUTNRF T, BT OB LS NIIRIXELZRT L2 L,

2. EEER
(MIEREBREL - /ERBRF
BV R—=71%, bY 3— REFRO ZEBERBEEZ AT 244 VXY ) —VE TS & T DIA A U EERSE
JEEEAICTH D, ARNCEEND I — NIZLY X BBERR L, ZOfE, SEIRNBEIND, 2
OEA, I — FEEIZHE LT XBRIRIZE L 725 DT, 3— FBENEWVIZEEEHRITERIN D,
(2)FEsh & BT+ HRERRAE

HERTE H i AR, B5E, BERK OB Ok
MM RE | 4 X | A3V —n KERENARIERR T /L 4 BEIC Y 12 A F— 3—
CRIRERIR) 320mgl/mL 5.0mL Bh7F BIZ & o TREBFEA 2 5 LI/ R, R
A F~FV—)L RN B EITRD SN TERNTH L b
350mgl/mL 5.0mL &)t FIERIZIRIE S 472,

(I)ERFRIRMEM - 1HiEER
B R L



VIL_ EYEhfelc B9 5 HH

VIl. EYEREICET 5EHE

1. MAREDOHR
(1RELEMGILSRE
ZEERR L
(QFEFRFHEBRTHE SN -IHPRE
1) BRERA 2
RN B 72 A AV 7 — A EFHE (300mgl/mL) % 0.3gl/kg O 4% 5-5C 20mL/5y DIEAEE (Step
1) . XiZ 0.6gl/kg D#FEHET 20mL/453 8 5 WL 50mL/4Ay DIEAEEE (Step 2. 3) THAEEARNIZ5- L
et OFEYERBITRO LB Th o7,
Step 1.2 X O 3 O IMBEFREEIZEG% 1 /0 TENE N 2.9mgl/mL, 5.3mgl/mL & T 5.3mgl/mL & 72 0 |
Z D% 3 ML R L TR Lic, B tiza, tief . tuzy IZZNZEI 0.1~0.5 Kffil, 1.2~1.4 K,

3.2~3.9 M TH -7,
(mgI /mL)
7
—o— step 1 (0.3gI /kg, n=6)
6 —e— step2 (0.6gl /kg, n=5)
—o— step 3 (0.6g1 kg, 2iKEFE, n=4)
5 F191E+SD
Im
5%
th
P
-3

0 I T T T I I Q
0 2 4 6 8 10 12
B & (hr)

BHEEHRARSRIZE T4 XY/ —ILomERRE



VI. EpEhfelc B4 25 H
BEBRANZETEIAMF XY/ —)LBIRRBSEOEYERE/NS A —4
5 A Step 1 (n=6) Step 2 (n=5) Step 3 (n\=4) -
(0.3g1/kg) (0.6g1/kg) (0.6gl/kg, SUEHE)
Kiz (hr') 2.692+0.726 3.6620.614 2.288+0.872
Ka1 (hrd) 3.135+0.573 4.425+0.493 2.712+0.767
Kis (hr) 0.105+0.036 0.085+0.015 0.098+0.059
Ks1 (hr?) 0.265+0.032 0.233*0.016 0.221+0.042
ke (hr?) 1.048+0.054 0.751%0.170 0.911+0.089
Ve (L) 6.4300.538 6.6860.377 7.185+0.847
Vdss (L/body) 13.860+1.002 14.146+0.594 14.726%+0.801
tiza (hr) 0.34+0.22 0.09+0.01 0.54%+0.39
tiz B (hr) 1.18+0.23 1.24+0.05 1.38+0.16
tizy (hr) 3.24+0.78 3.47+0.11 3.85+0.38
AUC (0-12) (mgI-hr/mL) 3.051+0.103 6.359+0.148 6.744+0.194
AUC (0-°) (mgI-hr/mL) 3.078+0.106 6.3660.149 6.752+0.195
Clr (mL/min) 104.17+17.63 96.70*£6.19 97.12+15.10
ClIr (mL/min) 102.27+18.32 96.68+6.76 90.70+8.87
FEJfE+SE

tuze @ o MG, tie B 0 BAHMNAREL. tuey ¢ v KRNI
Kiz2. Ko, Kis, Kai @ 04 E %k

ke  : VHRHEEE

Ve =y /8= kA2 hORDT EOSHERE

Vdss : EHFIREEICIRIT 2 AT LSRR

AUC : if i i — IRp ] e e A

Clv &5 VT IR

Ck B7UV7r7v%

Q)EE
AR L
GRE-HRAXOEE
VI 7. HEER S

2. EYRERI/NTA—4

(1R A

3FALIN—=R AV NE—=TET LD
(2) IR U338 JEE 3E K

RZEER R L
(B)HEEEEH

'VI.1.(2) ERPREABR CHEE SNF-MPREE ] 2
@Ho2IVF7IUR

VI.1.2) ERRRABR CHRESN-OPEE, SR
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[VI.1.2) ERFRABR CHERESN-OPEE, S
(6)Z Dfth
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VIL_ EYEhfelc B9 5 HH

3. BEE KEal—tay) @i
()8R 75 3%
LR L
(2085 A — 5 EHER
LR L

4. %R I
MM E R L

5 9% f

(1) 5% — i BE P9 @ a8 14
AR L
<sE . gYT—42>
i L7y (TVIL5.(5) E Dith DA DIATIE] 2D

(2)In % — R BEBAPT BB 1%
MR L
<BEZ . ;YT —2>
HERMTH LR 13 HH LRIBOMBAHIETE S 20 AED T v M 18- F V%W ) — )L
(0.3gl/kg) Z#FARNEE L. AAIOREREEEZ BE Lo, ik 13 HEO T v Tk, &5 30 5Dk
A K OB V2 R O R B X R AR MR R EE o 22 d, 0.39 KT 0.05 fi5 Th o7z, ER20 HED T v K
WZBWTHIZERBROBIE TH Y | AR RTEZ TR IR DR b T, & 5% 24 FEE OB~ 4>
TRIFEGED 0.01% LT ThoTz, BHA— T VX T T 7 4 —I X DT HMIBEDIRIEBATA D 72
WZ EDRER SN, EORGE LY, WA A TXH ) — DT v MIBT B EEEREITERNEEZD
iz,



VIL_ Y Ehielc B4 5 IH H

BIRS v MMZHE TS B4 F x4/ —)L (0.3glkg) FIRNEEZOHEBRIRE

FEARIRE (ugl/g X3 pgl/mL)
AR 4% 13 H B 4% 20 H H
0.5 4 24(hr) 0.5 4 24(hr)

B

M K 197 ND ND 342 ND ND
. 4 313 ND ND 507 ND ND
% 8.9 0.4 ND 12.1 0.5 ND
L ik 74.2 2.1 1.1 131 2.6 ND
Bl 560 116 114 991 182 183
iR 63.3 10.0 5.4 80.3 13.9 15.4
fiti 135 10.4 4.5 234 10.2 6.1
R 76.7 7.9 4.5 120 6.9 8.8
a1 187 13.1 6.3 344 28.6 18.4
oy B 92.5 ND ND 148 5.3 ND
ER 121 19.0 6.6 160 20.8 21.2
ESVIN 19.1 3.2 0.5 4.0 2.9 3.2
h 128 18.6 8.0 153 237 457
JiE VR A

. & - - - 15.5 5.8 ND
fibd — — ND 1.3 ND
D g — — ND ND ND
b — — 5.3 4.8 3.3
iR - - - 2.9 1.5 1.0
fif — — — 4.1 2.3 ND
£ g 16.5 8.1 2.0 6.9 3.7 1.8

ND : #HIRALLT

)FEFT~DBITHE
MAEER e L

<BE . @g}hT—4>
St T HHODZ v M 1281 A V%Y ) —)L (0.3gl/kg) EFURNER G LI25A . SLH RO RER B 13 %
Gtk 2 2 R L, BG4 4 RN REIRE 20.2ugl/mL 278 Uiz, Be5-1% 2 W LIRS C I gLyt ih g AL 13 5%
TR 0 EO IR THER L. R SR E O TN LD Bhvoond, Behth 24 BER CIEBR R LA T
EFTCHELE, UEOBENSA AU ) —VIFHHFICBITIZT 2 b 00ZOREIXKL . Ltz L
THBWROENIZIRV IAEN D BTV EEZ BT,

P (n=3)

D/ETBEBEDS Y MBS P-4 F XY/ —ILBEIRNZRSEOIETHRRVMERRE

HATRERE (ugl/mL)

HL Rk B H%ORH (hr)
1 2 4 8 12 24
1113 74.3%£8.7 7.8+2.1 ND ND ND ND
3L 17.9+1.8 18.8+3.7 20.2+2.3 4.4+0.3 5.3+1.6 ND

ND : B ERALUT

(4RERA DB
LR L

(5)% DDA~ DFATIE

AR L

FHEESD (n=3)



VIL_ EYEhfelc B9 5 HH

<BE @hT—42>12

7 v MERNIC 1C-A AT %4 —/L (0.3gl/kg) %2 hH%, R F— T VF 7T NEERR LERED 43
i PEBEMICHRE LA R, RBO LB BB Uiz, B, MR, P2 bR <
kCIx, 5% 24 Rl CHUHBBIIM M S o 7o, Bl UC IREIXE 5% 1 HE B TR O b, Y
V0 REICEREICFEL TV,

S MZUC-A4 4 XY/ —)L (0.3gl/kg) BIRNIZEZOEBANRE

B ERIRE (ugl/g X% pgl/mL)

Ak BE#%OKER (hr)
0.083 0.5 2 24 168
m & 1480.4 381.3 17.7 ND ND
U 414.2 145.2 ND ND ND
a 314.5 47.8 ND ND ND
Jird 23.7 ND ND ND ND
i i 305.7 52.4 ND ND ND
BN (R D >1528.9  1122.1 301.5 377.2 191.9
ek (') >1528.9  1306.7 238.6 27.3 22.7
I i 264.2 92.2 15.1 11.7 ND
fii 1153.1 199.1 ND ND ND
fEE i 375.9 ND ND ND ND
B AT 138.1 31.7 ND ND ND
F R 36.7 ND ND ND ND
Al 177.3 69.0 48.8 9.1 ND
kOB 153.4 54.6 ND ND ND
g iR 250.7 37.9 ND ND ND
BRI 480.7 119.5 ND ND ND

ND : B RALUT

(6)MITEROMEEE
b MIUEEAKERIT 14% AT THY . AFOEAM AL~ 72 CPEIENTIE, in vitroR)

A
(DA HERLL R U BHREE 19
TR A BT A AV —L 1.2mgl/kg Z HEIFIRNE G L2 & & JRPISREGIRCIA O RE IR
HEnznosi-,
QRHICBES5T S8R (CYPE) ONFE. F5XE
Y L7
QRWEEENROEERUVZTDEE
2L (REAFE STV
GRHVOEEDEERVFEMSL., FELE
2L (REWHE ST

CHE O

(1)BEtH BR AL R UNHE R
g (R )
AFNOE I VT T ALE2E 7 VT T ADWITIFIE 1 IEWVEZR L, &5 L7EROIZIEEEIRERR
eI L DB XV IRP ARSI D,



VIL_EYyihieIZ B4 5 I H

<B%  SEAT—2>1415

g RT)  : REBIRE LT 97~98% CRERAIER 2 #EHh)

fEH (FEH) : 1.2%LLF

(2)HE 3= B UVHE R

1) BBERA 2
EFER AN B A AT 7 — AR (300mgl/mL) % 0.3gl/kg O 58T 20mL//y OEAEE, X
I% 0.6gl/kg DEH-FET 20mL/%) & %\ T 50mL/5y D FENEE CHBIFIRN&E S L- & &, BRER PP
Fix, B5 1% TG ED 37~45%. 6 FFl#% T 86~92%. 24 KFf#% T 96~100%TH Y . &5 &
DIFIFEEDHELCITRTICHRE S N,

(% of dose)

100 e
R
" T8
7S
th
B 50- —®—  Stepi (0.3gl /kg, n=6)
"’E —O>——  Step2 (0.6¢I /kg, n=5)
—O—— Step3 (0.6gI /kg, 2iKEFE, n=4)
o-e T T T 1
0 12 24 36 48

B A (hr)
A4 OFY/ —ILEIRNIRE RO RTERPHE# R

8. FTUARAR—E—IZEAT B1ER
BRI L

9. BINEFICKLHBRESE

(DEEREE
ZEERR L

(2)Mn&FEHT
ZUERR L
<5E:NEAT—F>110
A F VXY — X, cellulose triacetate membranes (=FEfEE /L 1 —X[K) X high-flux polysulfone
membranes (&R Y ALK UJE) THEOHICRESNLD L OREDH D,

(B)EEm&ER
ZEERR L



VIL_ EYEhfelc B9 5 HH

10 ENDERERTHEE
(1)=#E
1) meiRE "
A F VXY —)L 0.45¢gl/kg % Elna 701 (G 66~87 %, RH : 35.1~74.0kg) |2 20mL/min DE
N CERIRIN R G- L I8 PR EE K ORI S WD TR L7255, 59 10 2y O 1T 2.7mgl/mL T
BHY . LRI B HIEDWHE NS — U B LB GIEE LT, REE BT AN DA 4% ) —
VO IAEEINIE 4.46 R SRR ICHB L THEICELS . 2827 V7 7 v A 46.4mL/min & A E

ISR LT,
(mglI /mL)
10
F{ELESD
1 —A— SEE  (0.45g1 /kg)
; —{— f#ERRA (0.3gl/kg)
7 —@— fEKA (0.6gI/kg)
g R A (0.6g1 kg, SuREHE)
th 0.1 o
2 .
E ]
0.01
0.001 T T T T T T T 1
0 12 24 36 48

B (hr)

BEMEICE T4 OXY/ —ULBIRARSEOMEFRE (BEMRAEDOLEE)

BEEICA A OXY/ —ILEIRNIRERDEYEIE/ NS A —F (BERAEDLE)

IRT A=K Ik FERERLA P

tue (hr)? 4.46+0.45 2.70+0.05*

MRT (hr) 3.80+0.44 2.32+0.04*

Clr (mL/min) 46.7£3.9 91.6+2.3*

Clr (mL/min) 46.474.8 93.6+3.4"

Clc (mL/min) 58.9+7.3 113.9+6.5"

Vdss (L/body) 10.0+1.1 12.8+0.4"
EHE+SE
* 1 p<0.05

a) :n=7 (F&5&, 0.45gl/kg) . b) :n=9 (58, 0.6gl/kg, Step 2 & 3)

c) : 6~24hr

te o ENEEN MRT : RN RER

Clr :BZ7UVT TR, Clt &7 U7I702A

Cle :Z2V7F=2 70T TR, Vdss : EFIRBICE T D it oot



VIL_ Y Ehielc B4 5 IH H

EFIIREECONMAEFE (Vdss) 1% 10.0L/body TH Y, MIEN~OBITIHIZE A ERBO BNV LR
W S A7, FINT 446 R CThH Y | BEREMA LV AEICE o7, BIZ VT F 0 AERE7 VT T A
DHIFIZFE LI THY, AT ICBWTHBFIR CTH 2 Z LR ENTZ, ZNHD 7 VT 7 v AEILME
FERC NI L CHEICIR T LT,
2) Hett

RIS A AU X 2 —1(0.45gl/kg) Z FlRNEE 5- L7256 R PRI I G- 2 K% TR G- & D 48.7%.
24 W4T 99.3% ThH o7z, JRHFTOREULRIHERR A & OEITRD DILiehroTop, FH5EHYIM T
DOPEMH TR & i L CETRE L TV, RP~OHHEE I LT F=2 27 VT TR
(CLe) LAHBIL. CLe DX L7z @il CIIEsE IR T8O b,

SEEFICAA XY/ —)L (0.45gl/kg)
BIRNIE S RORPHHEE (BEKALEDLR)

B G ORI AR TP (% of dose)
(hr) Al @ e FE A D)
2 48.7+23.5 59.0t1.4
6 81.1+£9.9 90.1+2.7
24 99.3+11.3 99.5+2.0
48 101.911.7 99.8+2.1¢

SE¥IE £ SD

a) :n=7 (&5&. 0.45gl/kg)
b) : n=9 (¥&5#. 0.6gl/kg. Step 2. Step 3)
¢) :n=5 (58, 0.6gl/kg. Step 2)

M. Z D
KR L



VI 24tk (BEH Fokss) 355

VIIl. £ (ERLOZIESE) T3 HER

. BERB LT DER

. EBE

1.1 BB a3 vy, BRMEY a3 v I FOEELGREIERSAHoONHZEAHSH, [8.1-8.3, 8.5, 8.7,
8.8, 9.1.8, 9.1.9, 11.1.1, 11.1.2 BH&]

1.2 RHNERAE - BRELZDOIERXEIHDRZALTOELDOT, kiE - FREZICKXFEALGVNI &,
[14.2.1 SE&]

fRER - 1.1 —MxAIZ 3 — RIEZANL, BIReME, BRMEDO T a v 7 BRRET L2 LMo Tn5d, Kflba— R

WEAITH Y, ARETOREITIBNT 2 FIOKES 5 v 7 (KREB) BHESNTND I Enb,

g

EEME LT
BEVEN G- NFRO 5T WIE R 2 BEENE 532 2 S13FEFIfER7e O T, it 2B <o
EE LT\ 5,

. BERAR LT DER
2. 22 (ROBHIZIFZRE LW L)
21 I— FXEa— FEEANOBEUEORERE O H 2 BF (8.1 ]
22 EELZHFRBEEODHZLEFH [F— FPRFRBICER L ERIELT 2820085, ] [9.1.14 &

]
fRER: 2.1 I — FEEALBOEETH D,
ZZEWmeﬁAL DEBTH D, I— FRFUIRBRCER L, FURIERE I8 UER BT 2 6%
nnds,

MEERIIZRICEET HFB L ZDER
(V. 2. X THRICEET 5FE) 2|

. RZERUVRAEICEEY 2F8 & TDER
BE ST

BELEARMEE L ZTOEH
8. EELGERWEER

(FhEEiE)

81 YavrEoRIIMEL, o2 aetro 2 s, [1.1, 2.1, 9.1.8, 9.1.9, 11.1.1, 11.1.2 ZM#]

8.2 HEELFEEFEDUIIINDL LT IMBERISRH bONDE I EnH D, AACL DY a v 7 EOH
BREWERIZ, 39— FEBSISIZE Db DO LIFRL T, EREZHEICTIMTE D2 HETROVOT, &
BT L T alE 042175 2 &, [1.1, 11.1.1, 11.1.2 ]

8.3 HHITHT=-TiL, %%ﬁib%%mﬁ EABE L0, MESUSOFBICER L, EHRERICKRST
LTk, o, & BOOLNTGEIZIE, i2h _&ﬁ%ﬁmb\ﬁﬂﬁﬂ%%?ﬁzéo[LL
11.1.1, 11.1.2 ZSHEJ

84 I— FEEADOELGIZLVEEECK TR bbhdBENNH 5O Tl /KSMiEEITY Z &,




VI 224t (B EoikEss) (CB95HA

[9.1.5, 9.1.10, 9.1.13, 9.1.15, 9.2.1, 9.2.2, 9.8, 11.1.6, 14.1.2, 14.3 ]

(M ERS. MRLERE

8.5 IMEMNIZEG T 2HEAICIE, EELERERER a vy 2280 SRbLbNDLAREND DD
T, BEHRROELSZ S, BEOREZ BT 24, [1.1, 11.1.1, 11.1.2 ]

8.6 MENICHE LA IL. ABEBEICRGTHZ L, Eh%, 48 RITBEEOREZBIET L2 &,

8.7 MEWIZIKRE L7286, BEMMEY 1R~ A% O ERMERITENORBLO RN H D Z & 28
FIZHA L7z BT, BB, BEL L, OFV, WP EREEORNWER & B 25 R FBL L -5
B, RO EREICHAET D X R ae T 57 bl xtic g &5 2 L, ARFITTHE SV ER
PERITERIIFIS, HBRE, € 9 ek, Bl - kT, 5% 3 BLL R L CRBLT 20 b S Sh
Twb, [1.1, 11.1.1, 11.1.2 ]

8.8 MAEWIZHEEIEE L-HEORIERBBICE L TiX, Z0OBENRRDLZEBBRESND DT,
T LR =B, BEOEEREREOMBZ ATV, BIERORBLO MREMERS SV LIl L7z b X

WZIEHE&RS LenZ &, (1.1, 11.1.1, 11.1.2 ]

fREn - (Bhaedkim)

8.1 I — RERAILBEOEEFHE LTREL TV, BEDT LA, EERERS L2 L.
AHlD ) . REOERERT2EBEICHTLIEE) BCHEYTOI0ELERT LI ENER
Th s,

8.2 I— FNERABOREEFHE LTHREL TS, va vy 7EOEERFANERITERKA 2372 TH
V9 2DD0T, AFEGRIT, BELEOHEREITI) ZENEETH D,

8.3 I— NERALMOERFHE LTHELTWD, TFH7 47X —E0, 3 v 712 LT,
FERFEBS TE D2 BRI d 5 2 E N EELEPIC ) XA TEETH D,

8.4 I — RIEEA DMKV CIIBHEAZIK T SEI2BZNNH Y | LEIS U TKOMBEITI 2 &
NEHETH D, FHIAMERER T, IEHSIEE O A2 KR IT RS2 2T DI OfEFER A D 2~4
GROKSVDMLIEL SN, S OICHEER T, MEFZRBMETTECBEIRSETEOIK FIC X v fifashi
DIMESE PP MG T L. REOIER MAEN KON D720, T K> TH & Z S SEIEER
BEEN BRI ORREEZ B ST 2 ENMBN TV D, Ko T, AMERD ORIE WD O ik
EORSMAGNEETH D,

(SRS . DU L8 B

8.5 MENEH O I — FIEFABLBOFEFIH L L THRE L TWD, AFIOENBHTIRR CIXERMET 2
v 7 EOEERBEFRERERITRD LTy, L, BN, R4 YRR ATH, B

FEIRF D LLESEABR T 36 1T 2 IR MERIVE ) S OV F M B2 Rk DR BUBHEE 13, RO IEA A o' /) ~—
BE AN AE O, > T, AFOERMERER OB L R DEEB LD, #h5 kK&
UERGHIZBWTHBEEOWREL H3ICBIEZT 2 NEETH D,

AFNOEFRIERIEMFEBUE GiA A ME /)~ —HIERA & O i)
BEFEMERIVER EEFEVE B FEREIR

FAREER (K1) \% 3.8% ( 49/ 1290) 1.5% (19/ 1290)
M 1.4% ( 11/ 1766) 0.3% ( 2/ 1766)
FEARRAER (i) \Y 4.6% (116/ 2549) 1.4% (36/ 2549)
M 2.9% ( 55/ 1878) 0.1% ( 2/ 1878)
EEAREER (HA) Y 4.3% ( 31/ 1729) 4.0% (29/ 1729)
M 2.7% ( 19/ 1716) 1.3% ( 9/ 716)

V:EoR—7 M: A AT ~v—




VI 2zt (B o) (CBd5HA

8.6 FITH TR ~7kRIT, AHIZ M NI G-I BT ERMERIEH ORBBRE SN o7, 55454 %

EEOBRE TICH O ABEELTHZ LT, ZNOERERNEMN 2 RAICH R L, Rl 7240 E - 155
MTEHEOEEHRE LTV,

7o BAFIRBRE OLEGBRTIT, AANZ X BRI G4 48 BFf £ TIZZ D 95% A FEE L T
5, B, BEBEONE L LTUL, ABREBE THNTHEOEDZ TORBRZOHREEZ LD,

8.7 BEIZAKNOBERMBWER ORBEO RN SH D Z & 2 L, BERICETLOIERND bbb

BT, HONICEREIGHEE T L 2R L, #URLELZ LD ERLETHD,

8.8 AFNIIA AL M A ~—RIEZHTH Y | fiRRIERMERIERNRE L oleA A b T 2 LA

. DFBEDRBEIEOEA A T ) ~—HERAIOR 2 5 TH 5, HRERNESG TS & Ebh 2 EIfE
FORBUFENIEA A MEE )~ —TEEA L LR LD 2 EnEIh D,

AHIOBIFIEERIC BT, AFI 2 B0l G S EF TORIERBEEIL 12% (3/25) T, 2D )
B2 60%, 1 BEH&EERICIZEWER DB O Do iz b 63, 2 Bl H o5 TREEIRN?
HELLCTWD, Fio, BRIBRIFOIEA A T )~ —BIER AL A ~F Y —L & O HBEBRIZ B W
Th, &L (EIZIVET LV —) HURIB STV DERMEO RIBIEROBBIL, A F~% Y —
MZHAREBEIZE P T2 (BA 4.0% 29/729, A A~F Y —/L 1.3% 9/716, x2HE P :0.001) ,
£ o T, BHEIEHE GRS W TIIpIER G- L 0 BREk S O RIE- R B & < 72 5 ARt 2 & E T
R0,

6. RENERZEZHI HEBEEFICHI HERE
(WEHE - BMEEZFDHLHESE

9.1 AHHE - BEERFDOHHEE

(GheEta@)

911 —RREOBEIZEVESE
W LR 2GR s S oG aaRE, KELRWZ &,

912 [EXWMENHLHEE
P ERTe A G LM SN AL E R RE B LW b BITEHORBUEE N B & OWE D
H5,

913 EELLEEFDOHSIEE

W ERTe A GV LM S A AERE, £ LI &, MERT, AR, RIRE OS2
by IERNENT DEENNRD D,

o a7 VhEDEE

ZW BT 2 W EHB SN DA ERRE B LAV Z &, FERICE O CERIRMEIRSERE 5 C ik
DEITFUREEET-L, B L EORERD D,

SHRMUEBHENES

W ER A SR E I SN DG A A RE BE LD & FRICHAKIERO H 53546 B4 (I
RE) BdhbbhbdBENrd 5, [8.4, 11.1.6 ]

TRA=Z—DHBEE

W LR 2GRS S DG aaRE, ELRWZ &, LT T LD TFIZED, fER
NEETIBENYRH D,

BEMBEXIISHUITVA—YDOHIBERVZTORVDOHLEE

P ERTe A GV LM SN A LA ERE KL LN b, SUESTEERESY T 555




VIL.

el (I EoEEs) (BT 5EA

CIXERIRFESR D L, 7 =2 b T 2 AV VRIS O o BFEE R N 0 7T ) a— VIR % 0 B T
HotohEBEZHETHRE, ZNUOLORIEICHILTE 5 &) +o2 2TV, HEICKRET 52
o IMJE RS Bk, NEREORENEZ DBEN1H D,

9.1.8 RAXEHEH. RBITREXME. P, ERBTEDTLILX—ZEILOTIVEEZETL8E
[1.1, 8.1, 11.1.1, 11.1.2 ]

9.1.9 EWBBUEDREREDHDESE
[1.1, 8.1, 11.1.1, 11.1.2 ]

9.1.10 BR/KEEK D H 5 BEE
AMBEERL LN LIBENRH D, [84, 11.1.6 =]

9.1.11 BMEENEH
M B, ERNELT 2 B8ENRH D,

9.1.12 BRIEILD H D EE
O - PR AR E L RITTZ b D,

9.1.13 HRRDEE
AMEEEENO DN IBENRH D, [8.4, 11.1.6 ]

9.1.14 FRIPEBOHLEE (EELCRRBEEOHLIEEZR)
3— RPAHRARCER L, RSB T 2801 H 5, [2.2 B3]

9.1.15 AMEXDEE
AREABGRRINITA FTA LV EEZBZEBIZ L THRERETT) 28, £ IERNE LT 28620
NhHob, [8.4, 14.1.2, 14.3 BMH]

(RRFEHEITEEEE R

9.1.16 BEREEDHDHEE
JERD BT 2 BZENNH D,

fRgn - (Bhaedkim)

9.1.1 —MRESREOMEITEWEE TIT, ARG ABPEBEIZL > TAMERD, Lo TRELZ S
DITHEALSETEY | KAIOGERICE~OREEDT 2D ) 27 NTRIND,

9.1.2 M BRIEOKIUSFITEMETH Y | BWEANKETREICO VW THLIAIZS TV ing, (i
ARG LD RE S EZ IR L TV D HAMRRICEFENAE L, [ESMERFEET D] . &
DUVNE 7 U — RO AT L, W EFIENTEIR SN D) FOREREENRE 2 5T\ 5,

9.1.3 AFNIHRBILIEA A MEEEFITHY . OFHEENT . FERER~OFEN/ NS N LS
HERNCRE STV D, Eo, AAITIEFREA L LTHRILI LS T L% IV DBEREIS ST 2
HEOBBILER > TS, LLRRL, AFIORGIZEY MEKT, REIR, HRIREOHEER
wREERO®E M ET) b DI b, HERLREEDBRFITH L L2k Lot 215
RNEHII SN DEEERE, BE LRI LEINTVD,

9.1.4 AFITOWEIXRNA, FARMERFEEEA TR OE 7 F AL - ik E &= LEEC LIz D
WERD D,

9.1.5 ZRMEBEOBE ITEEERELEZ LT, EEANINEZBET 2 BIENRS 5729,
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PR | EHBRL ARFIPEEE (RiEAR) = e
e N ik BUfER - i
5. BelMiE 320mgl/mL (185mL) BIVEH : BFA, vav7s
52 % (v 27 B EEREK TR (REIEARL 45 ) (8RR
1 — L) 1A Lo i iR BHRBL, AFNLT L RF=Yrr 500mg #HELE, TD
e (RANEAL 2 FEE) BAmA A, IR\MsE»o >3 >
JARRE L 705, RXI UM 7 b a B Uk RS
R, FEBW A LT 10 %I ARafbzn vTae, Bk
TLA, ZRAEH (800mL BER) . Kﬂ&k4ﬁﬁ
%Iz 106/58mmHg, k¥ 54 Bl 43 & 720 | BIET
T RUF U A fkke i 5, L%mk %@W%
S5 < DT MEFIIFT R b B 137 < @w kP Lz,
A . 747 v 7 XA P 25mg
<JEH] 2>
PR | EHBRL ARFIPEEE (AR - P
P N R BIfER - il
5 P ZE 1 Bh Ik 67 | 320mgl/mL (40mL) BIEH :vavs
81wk | {LIE BB EERAEK TR CREIEAL 20 ) |
(72 L) WANRER -2 v 7 (MEERT 42mmHg. Bk X&) ﬁ)%ﬁfﬁ\ 7 b
0 v UREE 0.5mg, VS = RIS ClLE SRR,
¥, ABITIE, PTCART P ETH Y, EREFIT~S
U > 5000 AL, v u - —¥ 24 FEMLZHH L T\,
BIPEEE - 72 L
<JEH] 3>
PR | EHBRL ARFIPEEE (RiEAR) = e
i | (o) BBk BUfER - i
- + fEIBMEE | 320mgl/mL (110mL) BUVEH : RpWRIREE, G5, WM, AR R
73 5% (72 1) B 1RIEOARRIEANLSE LY, ISR, g, M
JIEET 1 45 B i %él;%ﬁ K OULEAL T (90/64mmHg) A LIL, &5
WIIARAFEAN 5 ozl —im e s (8 10 #0fH) 38
B L, M/E 50/34mmHg & 72 ~7=, FEH, A7vA1 K
b, WEEWA L, AFEAK 10 HEIC i@@bto
LorL, O&>5% 2[\H., 3[EBOAAN L DELH
BT, 20X RERIFEE L 2o 72,
BIPEEE - 72 L
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BRI SEBUEFIE (%)

FARHTORA 6 JH iR A
149/2,156 51 (6.9) 34/2,059 i (1.7)

BB RN Bt B
61/2,156 fi] (2.8) 91/2,104 1 (4.3) 9/2,059 i (0.4) 25/2,059 B (1.2)
JilK=ES FEMMmE R K= PIHIK=EA

149/1,957 5l (7.6) 0/199 %1 (0) 32/428 # (7.5) 2/1,631 %1 (0.1)
LS FEFEEE B EEFEME BIEEPE FEFE M BIEEPE FEFE M
12/412 i 21/412 15 0/199 0/199 9/428 15 23/428 15 0/1,631 #i 2/1,631 fi|
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ABRORE ERBERE
(2,156 1) (2,059 1)
Juk=ES FEMmEZR 5 mE%R FEMmEZR -
(1,957 %) | (199 4) 5 (428 1) (1,631 1) -
BElEADTERE™ B (%) | B3 (%) | HE (%) | B3 (%) | B (%) | B3 (%)
HIRRES 8 (0.41) 8 (0.37)
fE 1 (0.05) 1 (0.05)
GIEE i} 6 (0.31) 6 (0.28)
K 1 (0.05) 1 (0.05)
IRfEE 1 (0.05) 1 (0.05)
WAET 1 (0.05) 1 (0.05)
DEEE 1 (0.23) 1 (0.05)
LS 1 (0.23) 1 (0.05)
mEES 4 (0.20) 4 (0.19) 3 (0.70) 3 (0.15)
WAL 2 (0.10) 2 (0.09)
R 1 (0.23) 1 (0.05)
Tavy 2 (0.10) 2 (0.09)
1fn A7y A 2 (0.47) 2 (0.10)
MR 1 (0.23) 1 (0.05)
FEREE. MIEB R UHtRRES 7 (0.36) 7 (0.32)
ok 2 (0.10) 2 (0.09)
I8 ] 1 (0.05) 1 (0.05)
& P 2 (0.10) 2 (0.09)
Lok 1 (0.05) 1 (0.05)
HLW 1 (0.05) 1 (0.05)
NHEEALEE 1 (0.05) 1 (0.05)
BEEE 23 (1.18) 23 (1.07) 2 (0.47) 2 (0.10)
s 1 (0.05) 1 (0.05)
g 1 (0.05) 1 (0.05)
M P 1 (0.05) 1 (0.05)
O 18 (0.92) 18 (0.83) 1 (0.23) 1 (0.05)
g 3 (0.15) 3 (0.14) 2 (0.47) 2 (0.10)
EERVETHBES 25 (1.28) 25 (1.16)
fTOBE 9 (0.46) 9 (0.42)
& D FEIE 5 (0.26) 5 (0.23)
W 9% 14 (0.72) 14 (0.65)
E-Ai7 5 (0.26) 5 (0.23)
LHME O FEIE 1 (0.05) 1 (0.05)
HERRRUEEHEBES 1 (0.05) 1 (0.05)
A 1 (0.05) 1 (0.05)
£ HEER VRS RHRE 7 (0.36) 7 (0.32) 3 (0.70) 3 (0.15)
J R AR e 2 (0.10) 2 (0.09)
B OE 2 (0.10) 2 (0.09)
S 1 (0.05) 1 (0.05)
mwo 1 (0.05) 1 (0.05)
B 3 (0.70) 3 (0.15)
wOE 1 (0.05) 1 (0.05)
K 1 (0.23) 1 (0.05)
B 1 (0.05) 1 (0.05)
BRERRE 1 (0.05) 1 (0.05)
MEET 1 (0.05) 1 (0.05)
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2) BFEMEMER (EABME. 2 R 2B 2 TRB LZRWEM 2451 CRGRATOMA TIREFE MM SE
BIEAZIBWTERD )

ABRORE fHEFARERE
(2,104 1) (2,059 51)
mE% FEMmEZR 5 mE%R FEMmEZR -
(1,905 %51) | (199 f31) 5 (428 41) (1,631 1) -
BElEADIERE™ B (%) | B3 (%) | HE (%) | B3 (%) | B (%) | B3 (%)
RRE R OB L R 1 (0.05) 1 (0.05)
H Tk 1 (0.05) 1 (0.05)
HRERES 1 (0.05) 1 (0.05)
95 1 (0.05) 1 (0.05)
ML St 1 (0.05) 1 (0.05)
IRfEE 1 (0.05) 1 (0.05)
T UL X — PR 1 (0.05) 1 (0.05)
ERUREES 1 (0.05) 1 (0.05)
%59 1 (0.05) 1 (0.05)
DEEE 1 (0.06) 1 (0.05)
IS 1 (0.06) 1 (0.05)
mEEE 1 (0.05) 1 (0.05)
WAL 1 (0.05) 1 (0.05)
IR RS . MOER R UHtRRES 2 (0.10) 2 (0.10)
ok 1 (0.05) 1 (0.05)
I P 1 (0.05) 1 (0.05)
BEEE 3 (0.16) 3 (0.14) 1 (0.06) 1 (0.05)
g 1 (0.05) 1 (0.05)
T 1 (0.06) 1 (0.05)
DN 2 (0.10) 2 (0.10)
g 1 (0.05) 1 (0.05)
FREEREE 1 (0.23) 1 (0.05)
ST RE S 1 (0.23) 1 (0.05)
EERVETHBES 85 (4.46) 85 (4.04) | 17 (3.97) 1 (0.06) | 18 (0.87)
T VLR — PR E A 1 (0.05) 1 (0.05)
HLOBE 15 (0.79) 15 (0.71) | 10 (2.34) 10 (0.49)
% D PEIE 20 (1.05) 20 (0.95) 5 (1.17) 5 (0.24)
¥* 5 50 (2.62) 50 (2.38) 3 (0.70) 1 (0.06) 4 (0.19)
2 T . 1 (0.05) 1 (0.05)
E R 14 (0.73) 14 (0.67)
EERLEE 5 (0.26) 5 (0.24) 3 (0.70) 3 (0.15)
A VSRS 5 (0.26) 5 (0.24)
SEMEZ D B 6 (0.31) 6 (0.29) 1 (0.23) 1 (0.05)
ERUREES 1 (0.05) 1 (0.05) 1 (0.23) 1 (0.05)
Z R 1 (0.05) 1 (0.05)
T R R 1 (0.23) 1 (0.05)
£ 5EER VRS RHRE 13 (0.68) 13 (0.62) 4 (0.93) 1 (0.06) 5 (0.24)
O 1 (0.05) 1 (0.05)
PaNiapea 1 (0.23) 1 (0.05)
LBy PEEIE 2 (0.10) 2 (0.10)
1B 1 (0.05) 1 (0.05)
e 9 (0.47) 9 (0.43) 1 (0.23) 1 (0.05)
B 1 (0.05) 1 (0.05) 2 (0.47) 1 (0.06) 3 (0.15)
ERERRE 4 (0.93) 4 (0.19)
sz L7 = H0 3 (0.70) 3 (0.15)
ME L& 1 (0.23) 1 (0.05)
1L GRS N 3 (0.70) 3 (0.15)
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TRIH TTAH K OV AR R PRARBRIE B D © 5

RS A BT L 722k

TR 2 K5 & UTED] & B L&,

BNEF 4 EI4E A ERMRIERT

mMERES | ELERES it MERES | ELERES &t
A AE 15 41241 1150 5271 A AE 15 41241 1150 5271
BIlVE A g8 B 5k 12451 0t 1241 BIl{E A 78 B 5k 2141 0t 214
RIVEH B 171F o 171 RIVEH B 32{F o 321
RIVE FA S B3 2.91% 0% 2.28% RIVE RS B3 5.10% 0% 3.98%

BIEREERIREAY | MERNKE | FNENRS it BIEREERIREAY | MERNKE | FOENRS &t
BElIEADIESE B (%) | B (%) | H#5 (%) BElIEADIESE B (%) | BE (%) | BH (%)
KE - BENEREE 4(0.97) 0(0) 4(0.76) K - BEENEREE| 20(4.85) 0(0) 20(3.80)
R 3(0.73) 0(0) 3(0.57) 5 13(3.16) 0(0) 13(2.47)
NP 1(0.24) 0(0) 1(0.19) B 3(0.73) 0(0) 3(0.57)
Hif - FEEBRREE 4(0.97) 0(0) 4(0.76) Z ) FERR 4(0.97) 0(0) 4(0.76)
7% 1(0.24) 0(0) 1(0.19) BEHEREE 2(0.49) 0(0) 2(0.38)
GIYE 2(0.49) 0(0) 2(0.38) FAR 2(0.49) 0(0) 2(0.38)
i 1(0.24) 0(0) 1(0.19) REEE 1(0.24) 0(0) 1(0.19)
BEARERES 3(0.73) 0(0) 3(0.57) TV —PERERR IS 1(0.24) 0(0) 1(0.19)
THIHL 2(0.49) 0(0) 2(0.38) HILERE 2(0.49) 0(0) 2(0.38)
BT 1(0.24) 0(0) 1(0.19) ) 1(0.24) 0(0) 1(0.19)
HIEEEE 4(0.97) 0(0) 4(0.76) JE 1(0.24) 0(0) 1(0.19)
Mas (L) 3(0.73) 0(0) 3(0.57) N5 bEE 1(0.24) 0(0) 1(0.19)
M 1(0.24) 0(0) 1(0.19) HE TRk 1(0.24) 0(0) 1(0.19)
iy - MEEE 1(0.24) 0(0) 1(0.19) EREERES 1(0.24) 0(0) 1(0.19)
va v (IREE) 1(0.24) 0(0) 1(0.19) 3 1(0.24) 0(0) 1(0.19)
IR EEREE 1(0.24) 0(0) 1(0.19) WREREE 1(0.24) 0(0) 1(0.19)
Lo m¥lE 1(0.24) 0(0) 1(0.19) 2R 1(0.24) 0(0) 1(0.19)
—BHELEESE 4(0.97) 0(0) 4(0.76)
A B B T 1(0.24) 0(0) 1(0.19)
TEIE 3(0.73) 0(0) 3(0.57)
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U0 35~49 392 9 (2.3) 15 24 0 (0 0 416 9 (2.2 15
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S P=1.000 P=1.000
TR Ho 297 22 7.4 1,105 2 0.2
RBA - RE0H 6 1 16.7 — 7 0 0 -
i L 265 19 7.2 807 1 0.1
it 2 P=0.847 P=1.000
P36) Ho 153 12 7.8 823 1 0.1
Nt RES AR - REAR 10 1 10.0 — 1 0 0 —




VI 2zt (B o) (CBd5HA

<zE>
RIS A K OV AR R PRABRIE B D 5 6| 7KGB & IS L 7o RE SN R & 6 G & U Tl 2 Hoke L ER Gt

BNEF 4 EI4E A
mERNES FEMERNEZS it
X % Bl{EA BIERHRR Bl{EA BIERHRR Bl{EA EERFEER
SFAEFIER | 1% (%) i SFAEFIER | 15 (%) H SFAEFIER | 1%k (%) HE
o % 254 6 (2.4) 9 67 0 (0 0 321 6 (1.9 9
8 158 6 (3.8 8 48 0 (0) 0 206 6 (2.9) 8
~19 1 0o O 0 0 0 (0) 0 1 0o (O 0
20~34 59 4 (6.8 5 6 0 (0 0 65 4 (6.2) 5
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SR 0.32 TR R B HE AN
Sk R, RPEME, EAYEL) 1.00 SRR Nat, Cl™ HEs e
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1) WEURATR U iR #IE1 % 55 ER
BE5E n - T mENE
EiiE (glkg/day) BERK EEBHERE (R - ERE) (gl/kg/day)
vk | 0.3, 1.0, 2.0 FRARA -%@1%m@@wuifﬁmg BHEEOHEM, B -
BRI, ZEFfRE AL, 1) —iafk
- D 2.0gl/kg/day ifﬁiﬁ)&+ sAEL AR #E; 0.3, M 2.0
IZIFe 8 L, 2) A pikkRE
BRVRIZ kT LI TEAER ., SEERZZR L, HE; 2.0, H; 2.0
B 20
2) BREMRERESEER
BEE n - T EEME
EiiE (glkg/day) BERK EEBHERE (ER - ERE) (gl/kg/day)
vk | 0.3, 1.0, 2.0 RN | - REMIC R LR L, HE . 2.0
- BRIRICH LA AR R EIHIER 7 L, thﬁzo
- WARDOIE, AZMEEEICEER L, HZE R
7% ¥ | 0.3, 1.0, 2.0 RN | - REMICR LR L, BE . 2.0
- RIRICR LIS TEERSCIRIREIEER 72 L, B 20
3) BAEHR NZIL &SR
i | TR | e ERER (EF - BRE) RBILE
(gl/kg/day) ’ AT (gl/kg/day)
v bk | 03, 1.0, 2.0 | FHRN |- BEOSNE. WETENICITIEER L, BE - 2.0
- HAEROARBEICKER L HAN 2 2.0

(6) B AR B M ELER
YR OFIRA, BIIRA, BRI OIRIZ I T 2 JRBTRERIEIER O b ivie s~ 7z,
£l BE~O—KRFEE LR bgroTe,
() DD ¥EREM
1) R MEHER
OARANOHA K VFEHDENE Yy M a2 ET 77 4 7% —k (SA) ROZHZET F7 147
Fo—E (PCA) IZBWTREORKEZ R L, JURMEIERRD b7,
@~ U A% MWWz IgE JUFPEARICB W TRREORMAEZ R L, PURMEIEER® b o7z,
@FNE v & HW Tz BB EAEERBRIC B W T IED R 2~ L BERIEME 2 AT 0 b0 EE 2 b,
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3. BENRETORE
FERRATF

4. IR EDEE
BEEN TV
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8. BERFTADEABRVARES, RMEENKEAR. RETMAKBEAR

i WUTKREA R | KRES | RASEIREA B | SRR
. /IEf&_;:Ejlz,m 200047 A 3 H 21200AMZ00465 | 2000 4 8 A 25 H 2000 4 11 A
t//\%fﬁfi 20mL 2008 43 H 14 H | 22000AMX01217 | 2008 4F 6 A 20 H 2008 -6 A
t//\?{if%’%i 50mL 2008 £ 3 J 13 H | 22000AMX00828 | 2008 %6 H 20 H 2008 4= 6 A
l:‘*‘)/\"*ﬁiijzij)ﬁifloomL 2008 £ 3 J 13 H | 22000AMX00827 | 2008 %6 H 20 H 2008 4= 6 A
E\:}E}i&:%;%g)go 2000 £ 7 H 3 H 21200AMZ00466 | 2000 4= 8 J] 25 H 2000 4 11 A
E//\?th%é%i 50mL 2008 43 H 14 H | 22000AMX01216 | 2008 46 A 20 H 2008 -6 A
cas e AR, %E 2008 43 H 13 H | 22000AMX00829 | 2008 46 A 20 H 2008 -6 A
v /3—7 320 % 100mL

0. MEERFMEEM, FERUVABETENEOEHBRUTONE

FE L

10.B5EERR. AMEBERAREABRVEZOAR

HHRAEMBEAFEH D 200949 H 29 H
N KRB A LE2HEE 3 BEAMBAETONTRICHZY LR

M. BEEHME

64 (200047 H 3 A~20064E 7 H 2 A : #&7T)

12 5 RABEFIRICET S 1FH

M LA

13.&&a—F

o LAY | ERIES M = — | HOT (1347 | L&~ bk
~ Ik F it = — R (YJ 71— F) &5 VAT AR

B 8—7 270 {E 20mL 7219420A1031 7219420A1031 11(358/5§9/Z(£?:)()1 620007447

B 8—7 270 {E 50mL 7219420A2038 7219420A2038 11(358/6§O/?(£?:)()1 620007448

B /8—7 2707E100mL 7219420A3034 7219420A3034 11(358/6§1/?(£?:)()1 620007449

B 8—7 320 ¥ 50mL 7219420A4030 7219420A4030 11(358/6\2;(5%)0 ! 620007450

B /8—7 3207E100mL 7219420A5037 7219420A5037 11(?,)8/(13/?%“7)’?:)01 620007451

14 R BRIEH LDEE
2 LR
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1. ELSETOHFKTIRR
KE, EEH, TABrFr A—ANTIT A=A T X = BFE FU HE Fea, TUw
= TAVTYRTTARA RAY XUV T AN H) = TANVT R ARTZ A 2T <
=T ATUH, IV T2 ma—T =T R RV, gy T T 7Uh, AL AT = —T
V. AR, BA, hva, U T AT T4 Visipaque & L TIRFESI N TV 5,
(Martindale 39th ed. 2017)

AINZ BT DEESTNA. MIELAUOCHEIZLLTO LB TH Y | FMNETORFRN & I1TELR 5, ENOKR
BOFWHTARZERT D52 L,
4. BHEEXITHE
(EZI—% 270 %)
MM & B, B E R . WATHEIRIEIRES . PEIBTROA TIERENRE e
(E/—% 320 %)
VU B . e

6. RZERUVHE
(ETiR—% 270 ;%)
W, KA 1\, FRoBEEZEMRT S, k. EMEN~OEANEELTIE, Fin, AE, ER, B
2 &0 T B
7o, MAENICEST 255 08% 58T, 270mgl/mL A1 180mL £ T& ¥ 5,
(ETs8—% 320:%)
HE L OEALE, FROEEMENT 5,
£, MENICEGT 255 00F 58T, 320mgl/mLAAIT150mLE TE T 5,

[ () AiFavHEaAELRT]

A =
B 2 0 E H# — — —
o= e —2 270 1 B U8—2 320 1k
% il (=4 ¥ 4~15mL (1.08~4.05g)
mooRE o m E R 8~80mL (2.16~21.6g) 12~70mL (3.84~22.4g)

20~200mL (5.4~54g) ———
woAT MR OB RO (R & EFREKT 2 HHR
LHAWAZ EbAREE T 5, ) -

PN R 55 A 300 AT R R AR A 1R 3~40mL ™ (0.81~10.8g) —_—
) 1[EIOREIC T AR EHEEZRT,
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WESLCOAZRIRIL (2022 4F 6 A BN

H 4 P NES|

=t 4 GE Healthcare Inc.

iR 52 4 VISIPAQUE- iodixanol injection, solution
AT - KRS | A R LR

270 mgl/mL (1 mL 2o A V%Y /) —/L% 550 mg &4)
""" 50 mL, 100 mL. 150 mL. 200 mL

320 mgl/mL (1 mL HicA AV %Y/ —/L% 652 mg &4)
""" 50 mL, 100 mL. 150 mL, 200 mL

ZIHE X IFZ IR

1. hEEXRITHHE
VISIPAQUE 3L FIZHEIGTH 5,
1.1 BIRARE
12 & LL EORRA KOV B
(270 &% 320 mgl/mL) BRNT P X L7+ T 7 ¥ g &y
(320 mgl/mL) Ll EEY (AEEEEOERESIIREY) | KEBIREE . NIREIRER .,
K OVIiHEh IR
12 WA /N R B
(320 mgl/mL) DLEER, MERER . KONk
1.2 BERMNIEZS
12 LA E DR KOV B
(270 K 0O* 320 mgl/mL) SEERKR ORI = B o — & —Wigis (CT) IS DIk
(270 K T* 320 mgl/mL) BEME IR B8 5
(270 mgl/mL) RHFHREE
(320 mgl/mL) EEMRE RGN D BF OZBHA OB CT &Y (CCTA)
12 R /N BE
(270 mgl/mL) SHES &L ORET O CT 12361 D&
(270 mgl/mL) BEHtPE R B &

LR O &

2. BERUVHAE
21 EELAERVAZEDET
- VISIPAQUE 3B N D HThH D [BE, ZE@)RMEH LDOITE G DS,
« VISIPAQUE O Y e O 51 X BB #AETIT O .
* BABGERT U > 7 MBSO TR LT B 5A 1 L2,
+ VISIPAQUE %R, IR IIHIR THRET 2,
+ VISIPAQUE OISR+, FIEETHAUTEGRNCHAL 7 K OB AR 20 hvE BRET 5 2
&, VISIPAQUE I T- XUTE AN H 2 G EITHR G LN &,
MM OEFI IR G RBIRATRE G TEIRT A 212 VISIPAQUE ZRA UTEA LW &y
W E R RIEHEEH WD Z L,
+ VISIPAQUE O 58, BEROEGHETRFTICEDLE TR S Z L, i, KRR, &A1
X, MERNMFGEE, TH SN DWIR, EEORE L&, BT 28 0OTmEEK, B ORK
R B OV F & B & Bl COER A BET D 2 L
C RNCHT D 32— RORARHAERKZ G #1180 /7 L ThH D,
* VISIPAQUE % EAT HBICIERHERET 5 2 &, R, BEOBIRIIHIRERO S 5 BE
TIHET D 2 & [ZER O EOEEG.E)SHE]
- VISIPAQUE B 5-Ri#ICBREFICKD 2525 2 & [BER M LD EGISE]

2.2 BIARMN
BT ORI T RS 3 vEEE TA-DSA) (270 KT 320 mgl/mL)
-DMEEE (EEEERUEBRNESRKES) . REBIRER . NESIRES R URERES (320




mgl/mL)

M O mfEE & 1F

#£1 12mUEORARK VN

FIEF CEAEEEHND Z &,
720 O OB G & IR SR (mLkg) 2% 1177,

12 WU EDOR AR OHEICBIT 2 BEH

ROXER~D VISIPAQUE 1 EHERE 5 7

mEEFE IA-DSA*
. RRBEE=E
ENAR P E 5 BB 4L 320 mgl/mL | 270 mgl/mL | 320 mgl/mL
SHENR 10~14 mL 5~8 mL WE L 175 mL A0
HEE Bk 10~12 mL 5~8 mL
H bR R 3~8 mL HWE L 200 mL A4
FE IR B R 3~10 mL
T 20~45 mL
EER 8~18 mL 10~25 mL W 1T 250 mL FiH
RihRiER 30~70 mL 20~50 mL 10~50 mL
RN R = 10~70 mL 5~30 mL 2~10 mL
FEDAIR- R FIRE S 20~90 mL 6~15 mL
RAEEIR 15~30 mL 3~15 mL

cTA-DSA = BIRNT VO Z AT T R T 7 3 a VI EE

2.3 #RMN
- BEERRILHRERERD CT IZH T 5:ER (270 KT 320 mgl/mL)
- BEMHMERERIESS (270 X O 320 mgl/mL)
- RHEEEIRESR (270 mgl/mL)
- BERIVEa—42—WBIEESF (CCTA) (320 mgl/mL)
VISIPAQUE ORI, £ 21 0-T L9 ICHEHE, BEOFRERVC CT HEICL D, EEO
IENBINR T & — 7 R & —Bd 5 & O ICEARINTEAGEEE 2385635 2 &, VISIPAQUE O # 57
DEIIRN B — 7 IR F CORFRITEEFEM TR 5, 12 L EORRA K OVNREE TO R 2 i iE
WX D BRI R A & 2 1R T,

#*2 12 EORA K OVNEEE OFIRN LT O VISIPAQUE #5251k

BEE AUk 270 mgl/mL 320mgl/mL BARkEE
SRR S . 75~150 mL 75~150 mL
"—F AFEN 150 ml
YRR o> CT* 100~150 mL | 100~150 mL
HEIM IR B & 5 I R R RE 1 mL/kg 1 mL/kg 100 mL
FRlRiE TR 50~150 mL 250 mL
CCTA*t F A FAR—F R IR
_ _ R 50~150 mL*
—F AT vFR I 150 mL
o = s (4~7 mL/sec)
LDHR—F AFEA

ko BEES M OMREREA D CT Tik, VISIPAQUE & O HR3FFr Sz AENERANEAN U AT A XTIERAE
VAT LATHERTE D,

T 12~17T %O/ NRERFE TOHLEH EiX 1~2 mLikg TH 5,

I : VISIPAQUE 20 mL ®7 A FAR—F A%, E£7=5 VISIPAQUE FRIZLITSHD, TOEKIZ 20 mL O
AFREAKTT7 7y val, WINb 4~7T mL/AORETHEAT S,
§ : EPREIEKIZ L D VISIPAQUE AL, ZAHME (a2 L) I (HEEHY) ondinT

b5, HHWE, 1 mL/kg OHAEEZMEM LT VISIPAQUE OfAE (W57 2 MR—F ZA6H<) %
BHTHZLHTE S, 120 kVp K T iz CCTA Tid, VISIPAQUE @ &I E 85 kg Kiili T
BMI 73 30 kg/m2 K{ifi O B Tl K 15% F T3 2 AlREEN & 5,64 5L, ED X% ¥ F % v 7= CCTA
Tl%, VISIPAQUE O HBIZAF v U HIR & Bl L CTRS T2 LN TE 5,

24 12 ®ERMOPREEODHE

BRI D 15 O B
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DMEEE., NOEEZXIERNEHRES (320 mgl/mL)

HER R 1~2 mlvkg ThH D, RAMEIT 4 ml/kg #BA20 2
ERARM O H B R OV T

CT XIFHEMt 4RI ES (270 mgl/mL)

HEREIX 1~2 mL/kg TH D, mAMEIT 2 ml/kg 2B RN L,

25 AR UEHEHOBEHEZFEIA VAT LARTEEZFEE L AT LOFER
+ VISIPAQUE [$& Al & OFEREZF SN BEEEAEA T AT A2 HANWDHZ LN TE S,
- L7 VISIPAQUE OBEEZHELOHEOFEREZSHOZ L (2.1) .
- HgER O, GBI R O 2 ARREC A H 72 TR BT 2 s Bk O B E 2 2 R
5Tk,
100 mL &% 18150 mL & %8 ® VISIPAQUE 320 mgl/mL 1%, 100 mL % 1* 150 mL & 23 VISIPAQUE
320 & DFEHNTF A SN2 EHAIE R AT LA THNWA Z LN TE S,
- IR ORI AR M ARGECE A2 FECET S, BUROVEAEESRT S
&,
* VISIPAQUE 320 X O #EH @ VISIPAQUE ¥ DRI T 5 712 DICHEHEEE 1T 5 Z
Lo BT HEIRIZE LTz Xy FTREBR LIZZIC, 7ra— i@ Lie Sy RTERL, 20
BITRICRE DT 5, HeilE, 100 mL & 150 mL &#50 VISIPAQUE 320 & O 23 FF 7]
SNTEFAVEE Y AT A LR s © 1 ER T EBRARETH 5,
+ VISIPAQUE 320 VEHANCZH L7za 1k, 2EAMMTIMEE=Y 7o 2 0RGEBEH Lk
W2k,
- e REFARERNE 1[I ol 4 B TH 5,
C BREL 1 BOREDOHRTH D, REFATSIIFELT DL &,

(VISIPAQUE KEFMIXE (2022 £ 6 BRR) )
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2. BB T HERRIRER
PEIREADZSICEAT H1ER
AHICBIT D E0N— "ENOREON A G T 2BEICET 2ER EMeEEs 6T 5% . Hm . TR
i) OHEOFLHEITILLTFDO LB TH S,
HENDEREZETHEEBEICETLEE
(4)ENEREE R T HE
BE STV e
(5)4E 4%

9.5 4E4E
TEfm SUTHENR LT D ATREMED & 2 Zoti2id, W oA a2 BRI &l SN 55818 Dk
53252 L, KRRGOBRIITXBMBRZ &9,

(6)iE 51

9.6 #3ILim
P2 EOFEEER ORISR EOAREZEE L., BALOME X IITIE2 BT 5 2L, BWER (v M
IRNFEE) CTHHTIIBIT LI ORERH B,

YA (B9 D HESME

gl 2 PEOME
F—A N7 VT D4HE B1 Drugs which have been taken by only a limited number of pregnant
[2022 &6 A ] 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 have not shown evidence of an increased

occurrence of fetal damage.

( Prescribing medicines in pregnancy database (Australian Government) (http://www.tga.gov.au/hp/medicines-
pregnancy.htm) 202246 H 3 H7 7t X)

KIERAS S D RLk
H L R A
VISIPAQUE- iodixanol | 8 USE IN SPECIFIC POPULATIONS
injection, solution 8.1 Pregnancy
(GE Healthcare Inc. Risk Summary
2022 42 H) There are no data with iodixanol use in pregnant women to inform any drug-associated

risks. In animal reproduction studies, no developmental toxicity occurred with
intravenous iodixanol administration to rats and rabbits at doses up to 0.24 (rat) or 0.48
(rabbit) times the maximum recommended human intravenous dose (see Data).

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

Animal Data

Reproduction studies were performed in rats and rabbits with intravenous administration

of iodixanol at doses up to 2 g Iodine/kg, daily, from implantation of the embryo (gestation
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day 7 in rat; 6 in rabbit) through closure of the hard palate (gestation day 17 in rats; 18 in
rabbits). No maternal toxicity occurred, and no adverse effects occurred on fetal survival,
embryo-fetal development, or the ability of dams to rear a litter.

8.2 Lactation

Risk Summary

There are no data on the presence of iodixanol in human milk, the effects on the breastfed
infant 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 VISIPAQUE and any potential

adverse effects on the breastfed infant from VISIPAQUE 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

VISIPAQUE administration in order to minimize drug exposure to a breast fed infant.

(VISIPAQUE K[EiRff 30

INEFEADEREICET B

(2022 4£ 6 A WA )

#

KBTI 2REDEREAT BB AT LERE VhNEE) OHEORLEIFLLTO LB TH D,
BRENDEREHISBEHICEHTIIE

9.7 INR%E

INREE ARG & LT BRIRERBR IS L T 7y,

KA SCE O RS

gt

R

VISIPAQUE- iodixanol
injection, solution
(GE Healthcare Inc.
2022 4E 2 1)

8 USE IN SPECIFIC POPULATIONS

8.4 Pediatric Use

The safety and efficacy of VISIPAQUE have been established in pediatric patients
down to birth for angiocardiography, cerebral arteriography, visceral arteriography,
CT imaging of the head and body, and excretory urography. The safety and efficacy of
VISIPAQUE have also been established in pediatric patients 12 years and older for
intraarterial digital subtraction angiography, peripheral arteriography, peripheral
venography and CCTA. Use of VISIPAQUE is supported by evidence from adequate
and well controlled studies of VISTPAQUE in adults and additional safety data
obtained in 459 pediatric patients. In general, the types of adverse reactions reported
are similar to those of adults. A higher number of adverse events in patients less
than 1 year of age compared to older patients were observed in a study of
VISIPAQUE /see Adverse Events (6.3)]. The elimination of VISIPAQUE is slower in
this age group /see Clinical Pharmacology (12.3)].

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
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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 (5.8) and Adverse
Reactions (6.2)].

Pediatric patients at higher risk of experiencing an adverse reaction during and after
administration of any contrast agent may include those with asthma,
hypersensitivity to other medication and/or allergens, cyanotic and acyanotic heart
disease, congestive heart failure, or a serum creatinine greater than 1.5 mg/dL.
Pediatric patients with immature renal function or dehydration may be at increased
risk for adverse events due to slower elimination of iodinated contrast agents /see
Clinical Pharmacology (12.3)].

(VISIPAQUE KEFMIXE (2022 £ 6 BRR) )
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