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[8.1-8.5. 9.1.8. 9.1.9, 11.1.1, 11.1.2. 11.1. 11BH]
1.2 AXEIRE - MEAESEEZZTHY. FICEEEHA

(B70mgl/mL) ICDWTIEf - BHEANICERETIEEE
BEMERPRETH2H TN/ HHDT, bt - BFEEHIC
BERALEVWC E, [14.2.15888]
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2.1 3= FXida— FEZANCHBOEDO RO H 5 BE
[8.15K]

2.2 HELHTIRBRBOD 2 BH (I — FBEICNT L HE

Ll

HET X 71 = X LR TEF, ERAEALT 2 BN hD
%] [9.1.142H]

. RERE - MR
1 FHRY
30071 ¥ |300i Y~ 300k v
¥50mL ¥80mL 2100mL
M7t (mL) 50 80 100
YN A 483 F—
#rAE (mg/mL) 612.4
39— F&EA = (mg/mL) 300
1fsihoa— Fafa(g) 15 24 30
ha X% E—)(mg) 50 80 100
IFMBEAN YT LT
L L2 k0 Lokt (mg) > 8 10
pHF A GEEE. 7K i
BAbF b L) -
3707 > V) |3707E 2 |3707F > V) | 3701
> ¥50mL| > ¥65mL| > ¥80mL| > ¥100mL
PIZ R (mL) 50 65 80 100
RS A 483 F—
£ & (mg/mL) 755.2
3 — F&4 & (mg/mL) 370
1§t a3 — F&A R (g) 18.5 24.05 29.6 37
ha X% E—)V(mg) 50 65 80 100
. | T NEEAN YT NS
LR s Lkt g | ° 6-5 8 10
pHFAHA] (B, 7K i
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A A 783 F—=)V3007E Y ~ YTHK]
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pH 6.5~7.5
AR 2.2~2.8 2.8~3.5
iR £ (37°C) 4.2~5.5mPa"s 8.5~12.9mPa-s
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B, BRIRMEREBIRSS. WITHRIREE

(A AINI R —=37052> U > P THK])
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ERE. TV FIVXEBREEICK 6?11%’&[01“?55-«\
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6. AERUHAE
WE, RANIETRRZ M 2. 2B, Fle, AE IR,

T0TET ) VIR

HIWZ X 0 S EHIRT %,
I 4 F X3 F—V3003E | £ 4753 F— L3700
Koe - MR 2 ¥ YTHKJ 2 ¥ YTHKJ
v i 5 e 52 6~13mL -
0 B - B
BRI % & &) 20~50mL
KBRS 30~50mL 30~50mL
B NNIKES T8 5~40mL 5~40mL
U L S 20~50mL 20~50mL
7' FEVESIDC L3 N _
L Dy | 0omL 30~50mL
T 4 ﬂ/Xﬁﬁ'i?ﬁ . .
” L/ ;Ec; 25 gﬁj wr E*ﬁ 100mL 100mL
ns@mkrémmﬁﬁi 40~100mL 20~100mL
AT VEIR M s 5~200mL -

WM - A EESCAT VY 2 — 7 — W RIS IR T 2 a1,
P GO X D BRI S-S 2 AT %, 272, Hhmi
WP I % B < W - BB O 5413 100mL F T & 5 2% AT O
YE3150mL E THE-§5 2 AT E B,
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TR LR ERRCEHM SN HEERE, G LEnT
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1.9 EYEBEDBREEDH 5 EE
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A1 BMEEDESE

M EFEE FEIRASEALT 2 BT 3d %o

.12 BIfREE(ED & B BHE

L - PEBREERICHBZ T 2 L0 %,

9.1.13 HERKDEH

AMEEELREITBENDH S, (8.6, 11.1.35H]

9.1.14 BRIREBDSH 2 BE (ERCPFRRRBROH 5 8E%

k<)
9 — F#EFNIH T2 HOHH A A = XA TE T, R
MWEATE2BLWDDH 5. [2.28H]
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10.2 HFRAEE BHRICEET S L)
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AFIPEGIT LD IR A S ORI E T — FIZ X 218
TIHBEERIZTIEND D, LT I oM
RAN O GRINCERT 5 2 &0 RAKRGHZAMIC NSO
WA HEE RFT EOMEDN D 5,

14. EHEDZEE

14.1 EFIRE5FHOER

(ZheELLE)

14.1.1 ZL5arIcRRE Cld 5 Z &,

14.1.2 Fe5RNCI3AmIE 2 K5 HREZ Lawnw2 &,[(8.6.9.1. 155 ]

14.1.3 $5-BAMGENIC IS X 2R 21TV, AT IS K 2s
RO BN ERAEG RS O RO b5
HLZWZ L,

(eI R BRIR DS . WITHRIRIRSS

14.1.4 BERNIZHENT A 2R LORER TETHRET A2 &,

14.2 EFIBEFOIE

14.2.1 ikl - FRERICEHEH L 2w &, [1.28H]

14.2.2 fIRNIE 512 & 0 M. M sREs D Hbh b
ZEDBHEHEDT, FEARICTHEETL I L,

14.2.3 AR 2 HNTH T —F VEZFHT 2 M RE O£
CH7zoTE BT —TNVHZ2IL 79937235k, F
7oy AR T — T OVNTARA L LK & % BREFFICD -
THMIELZ 3T, BHIFENTLIE A+ %
IERA R A % & te) o M EEFEIVRIEIN A 4 > P Al
g Ui\ & D vitroiRBRDOFEDR D 5 o

14.2.4 fo3EH (Bt 2 ¥ I VH), BIBRE AV E CHI%) %2
PRI AR LIS TH 2 L,

14.2.5 EAZEEOPEH VAT 5 R, AN
T OERAMICHRT B804 4 ViEHEIc L o T B Gata s
WA ZHELLBENDRHLDOT, VETCUOZREZH
W AEEIIENEROTEIUIEE L P R % 0219 2 &

14.2.6 o TN E A 2 i 2720/ 18R, B
ME. K, MAERERDSHLNLI EDHLDT, FEARIC
THEET LI L,

1427 BHESEAI VY a— 7 —WiEEE cohmigdT 25,
AmL/ B % B2 D5 HREOREWIIML SN TW» v,
[17.1.5&8]

14.3 EH/EHDEE

14.3.1 £ 5-%IIKRGHH 2T, WA O 5 2 JEiE % 2
FZ &, [8.6. 9.1.15M]

14.3.2 1HOBFICOARET L. KRB OBERITIERT LI &,

16. ZAmEHEE

16.1 MAPiEE
RERER AR T (4%) 124 478 3 F— v 370mgl/mLEH40mL % ¥ 5
Zr, MUEH o 3 B %55 TR1.9mgl/mL, 305 T
Imgl/mL%Z /R L. 4B 812120, 2mgl/mLEL T 1234 L7200

2.0

1.5

1.0

I4Erp = F#E (mgl/mL)

0

Ne.
0 1 2 3 4 24
PG ER (hrs)

16.5 Bttt
TEHEB S T (440) 124 4783 F— v 370mgl/mLEA|40mL % i i1 3
5L 2l ﬁs;‘?!?'i E TG DORI60%AHY, 24K F I IE AR DRI
e S 7z

17. ERPRRXAR
171 HMEROREMICET 255
(ACYE1—4—WBEREZICHT2ER. BIREREESY. SRS
17.1.1 HEERRAER
A F 733 F—=300mgl/mL#H| J N4 4 7% 3 K —)L370mgl/mLE 5
2l U2 IR R SRR 22 B BB O EITRO L B Y
Tho72,

A A3 F—)u A A3 F—)1
e - W 300mgl/mL#FH 370mgl/mL 5
SEBIE | R | ERIE | SRR
w e g : 100% _ _
IRERIN %58 _ - 501 96%
(BRI % &) (141/147)
J— o B B 98%




17.1.2 ENEERRER
A 483 F=300mgl/mL > U ¥ ¥ 50 % ] L 72 B B R kB0
WC, 5B DN RO HRFIE100% (45/45) T - 72V,
(FITHRIRIRS
17.1.3 HBERRHER
A4 F 783 F—)300mgl/mL#H] % i U 7z EBCRR R 3B 2 B 1) % 3
HRAIROANFIIUTOEBY THolz0

T3 e m
A - A 4 4783 F— 1 300mgl/mL#LH]

HE BB TEL IR
AT VEIR B 2011 98% (39/40)

- ERERRELAEERS AT E 21— 4 —HEBR)

17.1.4 EXEE I EER ARG
A &% 3 F—)v300mgl/mLE A % il L 72 P 45 T AH B R B0 ©
&, K - BEEE A& % 512 100mL & 6560 1S FEIR 4 G- U 722e [HRATE
W DRI OTIEAS ) B0 1 % A 5HI L 724 %)2£1390.3%
(56/62) TdH > 720

17.1.5 EINE IR R HER ‘
A K783 F—300mgl/mLELFH] & AT L 72 15 P4 55 T AH LR R SRR
TIE, I 2 % 412 100mL & %\ 1d2. 5mL/kgAs %6241 12 3~4mL/FY
DOFGHE TG SNz PUROIIIZOWT, ML L 7234 O Rl
B X 2 ARHIF100mL % 5 S N7z #5993, 3~98.3% (56~59/60)
2.5mL/ kg% %5 & N7 14796.8~98.4% (60~61/62) Tdh - 72,
%8B, KREOkg% 2 7 BB TOMROHHIZOWT, 100mLTiEA
R 25608H -7, [14.2. 78]
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18.1 BIE %
AHOFH D (4 A 733 F =) ORRILHE TdH 5 3 7 FKI3 X
Wig % b oo ZNITHED &, KA OLFAETRL & Ao A AHLIk & o i
Xt o> b5 2 bpEL LY,

19. B CEET 2E{EZEVER
—HRE9FR © £ 453 F—)L (Topamidol)
b3 4% : NV, N-Bis[2-hydroxy-1-(hydroxymethyl)ethyl]-5-[(25)-2-
hydroxypropanoylamino]-2,4, 6-triiodoisophthalamide

SFR ¢ CrrH2IN30s

SDFE 777.09
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AREEKITHED THEIFR T A Y 7 =T ReEFic <.
TH )= (99.5) 1D THITIZ Vo
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OH
HO H I (0]
N H
N N OH
H:C o
0 I I
(0] NH
OH OH

20. BBV EDEE
HMHBIE I L TRAF T 5 2 &0

22. ‘@3
(£ F#/83 K=JL300ix Y > T THK])
50mL[5¥ Y ¥ V]
80mL[5> Y ¥ V]
100mL[53 ) ¥ ¥]
({83 K—JL3705F Y > T THK])
50mL[53 ) ¥ V]
65mL[5¥ Y ¥ V]
80mL[53 ) ¥ V]
100mL[53 ) ¥ V]
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