201743 H k3T (B55hR)
200348 H (BB1hR)

H AR Y P

IRE

=]
877219

EXERA A Ea—T+—L

BARREXIEIRO IF SLEEE 2013 [ZHEHL THER

FEA A 2 1ERAE -

'f‘/lﬁ‘ZHI 240

Tt - B

EAF U HEFEINE - BIEIE

EERZH

S E/
= '?/

*f‘/l:‘.‘ZI*E 300

Isovist’ Inj.
(AA OS5 2EFR)

LRSI

A YV EA ME 240 :
A Y B A MFE 300 :

LR (1omL) H, A4 hm 5> 5125.9mg &
L (1omL) o7, A4 ha T 6407. 5mg & H

Wb AF a7

£4 : Totrolan

B @AKREAR-
A A HE I -
¥ 7% 4 H H

HR FEARGRAEH B

MR 1

JE7EHH A

AV EA ME240

2006 41 H 30 H

2006 46 H 9 H

198748 H 28 H

A Y B A ME 300

2006 4F 2 A 16 H

2006 46 H 9 H

1991412 A9 H

*RIEA BRI D KR -

HAh FAELRAF A H

A - 5T - 128 -
R 7t &t 4

BOERRIE T (BA)

D A VER RS A

A 4 DR

WA bhEED

A VR R AR - <D AR

[®Xe] 0120-106-398
AP - 9 0 00~17 : 30

(-

H - #LH

EFRBRE T A — LR —
http://www. bayer—hv. jp

- BEAEIRE 2 BR <)

ARIFIF 2012453 AERETD 55 10 ik (4 Y B A M 240) .

WA SCEOTRIC RS R LT,

BT DU SCEERIL, PMDA A — 22— (http://www. pmda. go. jp/) 12

T ZIHkERd

2009 % 6 HEKGET O 9kl (f Y B A FiE 300)

AN



IFFIADFSIZOHME — AXRKEREEHEIS —

1. BEREALVFE 2—7 +—MMERORE

e FH = 36 D FEARBY 2 BRI o & U CIRR IR SE IR SGE (LU, IR SCE LT b 5,
PR ELY; CIERm « SEAIANSE O ERIEFEFE DS B 5 EB B 3G O B R IE w215 T 281
XL IR SCEICE R SN E R A AT D FICEEM R ERN L ERIGAEND 5,

EREELY; Tld, MYaZEIE T OV TR 3 00 R3S F AR I IH M OB INEE RSB % LT
BHMEMT L TRA L TETND, ZOBRICHERIEREZEENICATTLDOEHY A &L
TA VA 2a—T 3 —LNHA L,

WEAFD 63 F21C H AJRPERAIRT S (LT, BREERET) e 2 /hEERD [EHRLA VB a—
Zx—2n5] (LLF, IF EBT) OMEEFTEONC IF R A EE L, 0%, EEEEZ T
A N BF AT EEATER=— A DOE(b A 51 T, 10 42 9 A IS BRI 3 /NEERIZB W
T IF GLsEEOUET DM T,

FIZ10FEARE L, EIRLEROAID FTh LM, HWFTh D EEBGOIHF, W
IZE > THEF - FEFRREIIRES L LIZZ L2521 T, Ak 20 4F 9 AIC HIREERGFHREE S
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VIAG (Bl S TV R TRE) IR D BIR ST 2 AR OKEEEIE
A A MERRITH D, FFAAEEEAE LTANIFIR (TI5—7),
AFNI =L (A A1 4E) FIZOSELAIT, 1987 4, HRTIILD
TAFRTHGE TR ST, 51X HE0T 1991 45 Y B A M 240 OZREE LT
RIERE ANBIIARR Sz, [RIRFICA B R R E 300 A FEINE - BIELERA
L LTSN,

2. BBOAEEN - BEFMEE | A eI 1S THRICe oI vEEET 2 BIFUIES A LAY T,
2l 3 33— REFED 4 MORERBUKIETY A7 ENEEZHALTY
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(3) &FrDEX
isotonic (ZFIRD) [ZHKT 5,

2. —f# (N M & (@A)
AA buZ 2 (JAN)

(2) 4
Totrolan (INN)

@) RATL
A L7

3. BEAXT TR

HO~CH-CH20H HO~CH-CH20H
CO-NH-CGH-CH20H CO-NH-CH-CH20H
| I | I
OH OH
Ho—on—CH—(I)H—NH—oo r?l—oo—on—oo—r}l CO*NH*CﬁH*CHfCHzOH
CH20H ' CHs CHs ! CH20H
4. ﬁ?iﬁ&Uﬁ%% %%iﬁ . C37H4g I 6N6018

Sy f R 1626. 23
5. {4 (@fiE) Adiastereomeric mixture of 5,5 - [malonylbis - (methylimino)] bis
[N, N -bis [2,3 - dihydroxy - 1 - (hydroxymethyl) propyl]

-2,4,6 - triiodoisophthalamide] (IUPAC)

6. ER%. &, KBS, LEES JEERTE - - SHL 437 BA (1 ¥ &2 K®: 240)
SHL 437 A (A Y ¥ A F®% 300)

7. CAS &ZixES 79770-24-4
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A - R

AEITEEOHAIUIBL T, 2B E72R < BRITH W,
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A A~ 8T OFFEEI T D R

AR lg ZENTIC

v it t 4 i’éiﬁ%ﬁf AlRICELD
WLy (EY) | EE
7K ImL i R T T4
N N-U AFAFRLALT IR ImL A Hi D CHE T 0T
AR ) =)L 30~33mL (31mL) RRETFIZ <
x % ) — (95) 565~ HFiz<w
615mL (590mL)
n—7%/—) 1030~ D TEEFIZ < W
1146mL (1094mL)
7 ko 10000mL L1 _E FEAEEET R
VZFNLT—F )L 10000mL LA L= FE A EET R
VA=2=5: 9N 10000mL LA L= FE A EET R
~FH 10000mL LA L= FE A EET R
%R
A FWEETH 5,

MR (DR, BR. BER
A A R OBIEIEICHE L THIE LT & 25, 260°CHEED Bk~ IC
BHORBIY, 214CHETI TR AZRAE LR, BTSN
T 2I6CAHETRAL RV RIL L., SR & 5T,

RIS B AR R TE 2K
pKa fE : %9 13.5

S EREK
AF P aFrOn—T% 7 — - KRBT H5E4%E (257C)
pH 1.3 3.0 5.3 7.0 8.8 11.2
SRS 0. 008 0. 007 0. 007 0. 009 0. 005 0. 009

Z DD E T REE

AL DKEEHE (1= 10) (THEEIE 2R S 720,
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o e an | HEMFRE | VTR | AT A VS Vi S
" F A
PA A& B & 5 P & il
x filgﬁ g 36 6 6 12 216 75 LX. hr
(& H)
st B oE H MR, SEHNRIL AT RV FRAMRIR A Y Ry pH, IR,

TN w AR, S v, 3 ve, K, EREE

@14 nT U AMARE N T A (k) ITAN, KREEETEIRIC 36

&5 H BRAT L7z ieHE, BRIFNZRZ(LEBOTEETH D 2 L DPHER S
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AR L OMYEAT (19 1,800 /L7 R) FC 216 J7 LX. hr OV o
RAFEHT THRFHEITED b oT,

A A b a7 DM T OREN

it fiz M oo TV UM
| MAHTAT TN | MAHTAT TNV | W T RAT T
B g N Gusaons | 31 R E | S| 3R E | SRIMNE| 31 A
R a) a) a) a) a) a)
ERUVAE S b) b) b) b) b) b)
37°C ERZ(<7] 0.015%LAF [ 0.015%LLTF | 0.015%LLF | 0.015%LAF | 0.015%LLF | 0.015%LL F
WEIu~ 877 4—E) c) c) c) c) c) c)
EEE (%) 100. 0 102. 2 100. 0 99.4 100. 0 98. 1
s H e SRERBRAGRF | 14 A E | REBRBAMARE | 31 AR | WBRBRLGRF | 14 A A
{3 R a) a) a) a) a) a)
soC ERUAE S b) b) b) b) b) b)
ERVZ (7] 0.015%LATF | 0.015%LAF | 0.015%2AF | 0.015%BATF | 0.015%LAT | 0.015%LAF
B u~ )77 4—1F) c) c) c) c) c) c)
TERAE (%) 100. 0 100. 8 100. 0 100. 0 100. 0 100. 4
R s ABRBHAAE | 14 B H | SERBGRE | 31 BH | RBBHAE | 8 HE
R a) a) a) a) a) a)
5 ERUVAE S b) b) b) b) b) b)
soc ERZ(<7] 0.015%LAF | 0.015%LLF | 0.015%LLF | 0.015%LAT | 0.015%LLF | 0.191%
BB/ < )77 4—1) o) d) c) ) ) d)
EEE (%) 100. 0 99.0 100. 0 99.4 100. 0 94.5

1) 3 RPN L 2 Mg s m< b7 T Tk

a)EABHTHo b) 7R ABITEGTHo
) EMD AR > N EBDIRN d) RO AR > N EPTHICERD T

@A T MR, THREOT AV VIRICEN L 37C, 50CKkR W

80 CIZIRAF L7434, pH6. 9 O FPEE TIiX 80°C T 31 HRH. pHI. 2 O
W OVpH10. 1 O 7 /L U PR R Cid, 37°C ¢ 31 H M & TN50°C T 14 Hf#.
SR SN oz, A4 b T 034 pl TOEMRIE L EM b
EMTHD EHESNZ, LrL, 80CTIEFMHER THETH -T2 b D
@, pHl.2 TIX 8 HH CHMAERY %, pH10.1 TIiX 4 HFRIZENEN 1
8, RARD RO T, KIBEEPOA A ba T TP MR b 28
PED Do T2,
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FROMRIR A7 S AR TE ¥
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1. & (1) FRORXA. HERUTHERK
XA SRR OKEEIR)
B . A Y B R N 240 : 10mL1 R
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PEIR © A Y B A R 240, 300 : MEO~BEEGEHO DT IO

& D IEHE,

(2) BRRUVAREBEOpH, BBEL. #E. LE, KRG pHEE
o4 4VEXFEMO‘ A Y E A RE 300
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RiZIE L @
(AR KT 5 1)
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) E&ffi. IvRMEZEF
YL

@) EFFNOBRBPIOFKRLGEIADEERVER
L

2. BEIOHEK (1) AL CEERSD) OaE
ot AV EANE240 | A Y ERFES300
WA R (mL) 10
A4 raTr (ng/ik) 5125.9 6407. 5
3 — FIRE (mg/mL) 240 300
LfiFoa—FEaE (g 2.4 3.0
TF NBEANLT T LT R Y Lo
& [DARFY (mg/HE)
o |RERAKFET R U T A (mg/HR) 4.0
W B A (ng/iR) 6.0
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B R R MBI 7u~ ST T 40— EEE
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ZALZROTLRETH T,

AV E R ME 300 DLEENME

BNyl moE R B
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{% T—A 23 8o @é@ﬁ?x/\/( % ?ﬁﬁéﬁ?zlw’ TV
A g AT g [TE

7 WM 6 & A 6 &5 A

S B E H PR, AR A 7 hv, pH, FwE, T o),

A BV, B/ n~ 5T 40—, ER

(Y B A ME 300 1, A Y EA ME 240 BB SN TWDH 720, K
BhDZETEMEIZ D & | AEAER & FEhE L 7)

@ VLA NE30 (AT T ANA TR OLEE) 13, IEEER CTRE

B EROTLE ThH T,
@1 VLA ME 300 |5 H
ThsdEHEINT,

LN

DFERF L DIRIEIT L7V &,

3% L7

SEANRTRIOEEERE VA
HErso<x S5 7 40—

BALARE L

ML

izl L

IR 2 2 &ick v, BB TRYIMZE
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V. JREICEHY 51EH

1. BBEXEHE A Y E A ME 240
Fitts
OV —F—WIERICIBT DN, N, RS
PR
A Y B A FE 300
T E PG R
AR

2. BERUHA=E A VB A 240
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