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Research Code No. : 502

KeyWords : Contrast medium, Angiocardiography, Topamidol

Iopamidol (IP) was used for angiocardiography in 100 patients and its visualization, safety and
usefulness were evaluated in a comparative clinical study at 5 hospitals jointly by double blind test using

diatrizoate (UG) as reference drug.

In terms of visualization, there was no difference between IP and UG. However, IP demonstrated
less effects on ECG and circulatory dynamics, milder heat sensation upon injection and lower incidence
of side effects than with UG. Therefore, IP seems to be a contrast medium very useful for angiocardio-

graphy.
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14+ HnEERF T Chicav 52+ %
Fo, DA bHAIRTERR, FELL
BRBEOEERTIRELEHBI T 5,
FLBRINIEA A+ vEEERFIIEA LS
RRES D70, BRBBICE 2 5 BENEY
THBIEBREXI NI, EE SIS A
v ¥ I % 3 8 F o — 2 ¢ % B Iopamiron 370
(iopamidol) -1 » v FERERZ T\, BEAE, 2
WiiE, ZeMo b T hicBLYRL, FHT
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OMETDEEERNSREL, —BICEFRENT
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EHOFERICHIc - TE, FOBEFIFE
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2) REBEH L5 HE

(1) RBRFEA & EHlo g1
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diatrizoate(LI F UG £ & LT, #hFh= —
F¥EE370mgl/ml D 100ml »3 4 7 & T,

) RH DY BALERPEE % Table 1 R L,
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ZEH 5 fEMIZE) & 14 & LT,
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Table 1 Physico-chemical properties of the tested drugs

Name of preparation

Iopamiron 370

Urografin 76%

Generic name

iopamidol

meglumine Na diatrizoate

Composition (per ml)

iopamidol 755.2 mg

megl. Na diatrizoate 760 mg

Presentation 100 ml bottle 100 ml bottle
CONHCHCH,OH COO™ .megl".Na*
I 1
CH,OH ! !
Structural formula
H;O?HCOHN CONH?HCH;OH CH3COHN \ NHCOCH ;3
OH 1 CH,OH I
Iodine content (per ml) 370 mg 370 mg
Viscosity (CP, 37°C) 9.4 8.7~92
Ratio of osmotic ure .
(to p(ilysiofogicai sp ??lsé solution) 2.1 9
pH 6.5~175 6.0~17.0

WEER AN 02RO FHHEBE KR OEY
BWHRHEEECH - T, TRTCOBEHMOER
RAVEE L, ok, FHRCEVTHERE
23[R EHE W HE > CTREMM L7z,

H BMnEOoXRBEE T2V I AL X EY
ShTkH, BPHMBOMECHFECEH D (2 v
FF7AMBEL, BMIBESRLD)

Ha2v b IR MIRRE DY, HMEORK
W THEFShTkY, 2HNMEXSESET
550D (2vV F 7 A MEIRRE B, DWHITLE
HES L D),

+ KRR HE T2 P F AL RS
A0, BHBRHEZE TS50 (v b FA MK
HoH0, BDEHBTREL L D),

—aviIAFNEL, BMITATERD O,

(2) LERFTR

MmELEREECRS 5 BHi» b 5300HR
TLER (BIFE L HFE V) 2R L, &
SHORKERCE TS TILHEB oW THRE
L7,

(i) RERCLEME, LEHS, OEHEER
fiE, BSHIUE, AV 7 ey 2 %) OFE

(ii) STHEDH IO TEOLR, &, ETk

WUMERORER & 55 & DE (mm)

(iii) #SFAOPBERSERO 5 LHOFH R
—R @D LA | §iE), H#5ROBKELRD
DI (RAZLRED 1030 R—R BB H#
B ERXE BIUTHELHEE ERELRO 1
OinE &l 5. 00Ty R—R M HRE |
HfE)

(3) EUEHE, peak dp/dt

EOEREBRELT, EO0BREAERM, EA
®10~158, 30®, 14, 3 A wHIREE,
LB IFE 4 X O peak dp/dt % tip transducer
#E F Jo 1% water-filled transducer ¥ i X b I E
L7,

(4) MmIFRFE, ~=7/ 7 vE (HbE). ~
<bt2 0y MME (Het{E)

ELEREA S SHRCKRBIROLZHFM L, @
WEEE, Hb{E, HctfEXRGEL -,

%) ElfeH

ERmoRMR - 8%, BEFOFL L Y EIER%
AEL, TOEEEYROYITELIECHE - CFHE
L, EIfEARBESICSWTEEB, WUE S X OER
FEALT.

H RHELELELIbO
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FRETIREAERB YR sTcDw, FREK
TUXERE L 7o hs - 7o,

H . BEEEIUSD, BENCEGEL D)

H I REE (BEVFLHD, NEALTESD
D)

+  EBE MBRIIWDThhrofcbn)

—. &l

(6) M¥ 3 X MM iEEALSARE

MEOBREA0B LA, #7+3 B TaLK
Ex{T-1e,

RIMERET, AmMBRE, M/MEE, ~E7 ey,
~=<t27 Vv b+, GOT, GPT. Al-p. LDH, mi#
#eyvrey, BUN, 7v75=v, Na. K, Cl

(T Bk

ERETALOBEHDHE, BIfFAOBEE L BIEE,
OERFR, EOZBE, MBEEFEHNBES XD
BEOHBILED LBENCRBREF 0L AL
WD &5 IR HERE R - TR L 7,

H# BHTHEH GRESEIFEFEFR L)

H I BFR GREISHEHE L)

+ I oCFH REECER LV EEEDL
&)

— 4R QRENIEEHE L tuy)

X I HE CELFEHLEL kW

&) Brotol, BiT&Eml

BrohFEUE, A SRBASE MEELHE 12 2 3o B R REHE G,
EEFEATBEED 5\ ILEY - B@L0RER
DERTROFE, EXATTEEEARD B\ X
BT =T ABRETRBOLERR, LEEAE
FoFHMEEE oW, BEERlic2 v b r— 5 —,
RREAELRSVEBMGERO 4 v -1k 504
BIEPIRF X B S HEICKRE L, B, BiEE
HOBREL b DRG], ZFHEHEE OBR%EH &
WE LT,

(9) BFAER X U@Irag « HiE

AERDOERABOHR L b VERERE, I

HAEFHHRESME F448 HE

Bl » FFIE B OFE R L O R - Hkomn
BTk, avie—35— SMEHRD 2 v .-
MEVWD YL T Key cord #BIE L7z,
BEHRCOVCCRRERMINCES L, 1
B CEBEOR—BREIM 1D 52 HEHE, Fhoo
HFCRBOEEHRLEAL, LIS L L
o, LDERFTREOWCIERBESM &R,
LEERITEB DR —HREHA TOFHE D 5 I3 E
AMEH B BHBE I, WEOSDEREEAL -, i
¥, MPEBEIZ2NTIHE, FTOERED X5 v
FRRKECDT, FRFCOEFHBLSE L
C260~310mOsmol/! O#EH 0 b O & HHH L7,

oL, MEHHEAROBROFHMILEEED
Wb ORERA L, SEEFARERE L A6
NT 5 x*R7E, Fisher B 7L 53 B,
Mann-Whitey @ U #7E, paired t test, F #&E ¥
LU Wilcoxon BE® fiv 7o, fods, xHRSETH
BEOZLWELERFIRO MR \NT, W
hoH 72V —oSAREERRE Lich 2 #3238
BYC Haberman DR FIREE Y A 1o,
BFRABEITTHEASY &, ERERI0%LL T
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¥, MEBRIKROBELFHEAL I,

U1 BDERBRCHEED D

*IORDERETHEEZDD

+ 0% OERECHEDOMEMDS D

NS: HFEEXL
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D BEER

FRBCH AN B R P& E00410 T,
Topamiron3708F (LLF IP # & #%) Urografin76%
FEUATUGHLEME) L bES0BITH o7, frste
BEEGIITERE L b4 < b hicd -7, SE{fiE
HCoBES, MIFEBEEDOREFLYIRT,
WHFEEDIBITH -7, BELI-0o3J/BLEHER
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Table 2 No. of cases for statistical analysis (1)
No. of No. of No. of No. of
. Examined Py cases cases cases for
Items of evaluation region Group ex:?lr??;ad dropped not statistical
out examined  analysis
i 49 4 | §
LV _ ! 49
UG 50 4 0 46
IP 50 0 0 50
oualizati "
Visualization LC UG 49 0 0 49
IP 48 0 0 48
RCA
UG 49 1 0 48
IP 49 2 2 45
Systoli LV
G UG 50 2 0 48
Ventricular o P 49 2 1 46
pressure Piastolic LV UG 50 2 0 48
1P 49 2 2 45
Ip/dt LV
dp/ UG 50 2 0 48
IP 49 6 1 42
ti 3 LV
QOsmotic pressure UG 50 6 3 4l
1P 49 0 2 47
H it LV
ematocrt UG 50 0 0 50
P 49 0 2 47
H lobi LV
EmogiohN UG 50 0 0 50
. P 49 0 0 49
Heat sensation LV UG 50 0 0 50
Systemic side effect 1P 50 0 0 50
ystemic sice erects UG 50 1 0 49
Usetul IP 50 0 0 50
u —_—
SeTness UG 50 1 0 50

LV : Left ventricle, LCA : Left coronary artery, RCA : Right coronary artery

BACOWTHRE Uie, BERMLETW, %, Fin
e E OSBRI ERA LRI Toh,
B EAROE, OHFESORMMECERELXET
5BHSASEE D, Finb40, S0EMNILE <
SR LT ie, VIEEFRY b OAERAEE T AR
15 ~14EIH % <, AEX10~14BFmL, F
Wi 583130~ 140ml TH - 7c.

Xbic, MR LT UEREOEEHR
CRET AERAOEAEE, EARSL L URY
FHEoWT L HHE T £#XRDT, FH1
EEABRELERE ©2ml, EREREY T
5~7ml, ZE0OEBATFEEAEEZ10m/BTH -
7o,

2) ERHR

FPUERC X HEYHREOFM I, FIRY
Wi & b WREER A LT, W E R
TRE TR b feds - 7o (Table 4), &k,
EWREI X 5 S AEORKRTH - fe. TRHE
IR 5 L RPHERO S A LA G D
hiz,

3 LERFR

(1) 7REENR

ERREARORERE LT, LEEERE,
WS, AV 7 ey 2 BELERE (LT LVG
L)L, AEREIREE (LT RCAG LB
B bhvichd, ERkBkER (LT LCAG &
B BRI bhish oo, TOFRERE L UG
Bc L@ AR S ol x e dd, FEFERIITR
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TMEMCEREYRD s ot (Table 5),

(2) ST#H%, TE

LVGTRMFHELST. Tzt A EER
{, MBEMICEEZ XL Shih - 7(Table 6),

LCAG TiX ST ~OFE (JE, BE) M
ER AT, BEAEFERLBREh ST, UG
Bo VT ATRE TS AR TETIHEL A
hic, T OB IP HTH20%1C A b it
L, UG BECT0% Rz bh, [ER] (1D, MG
#r] (V) 5%, UGHex LT IPEIERIC
EBh T\ (Table 7),

RCAG i\ C b igiERKRKI, ST(V,s), TUI,
Vs) TIPHVERECENL, IP Rl UG #Hic
k&) (Vo ST, Ml (lo T) 8L U TE
F) k] (Vo T) BERBIEL AR
(Table 8),

LCAG & RCAG Tlig T3 L, BLTHED
ST, T & H# 1% LCAG T L&, RCAG
1L C{E T, Vs © LCAG TiZE T, RCAG Tl LR
T a{EmE R Lic (Table 7, 8),

(3) L
LVG CHEHE b IZEAELHBEOTEYR
s} Tﬁ B -2 fC,

LCAG % X O'RCAG T, IP BT 5 4A/5 8
#woELThsroIR L, UG HTIXF10~203H/
SOERTE RS, IPERERICER TV,

LCAG L RCAGTH# T 5 &, UGH D
RCAG TX b\ 2R cd, IPHTRE
OEEIIE 2 fed T (Fig. 1.

4) FEOEE, peak dp/dt

IR ESEOT L, IPETIHIEEAERD
hivorsL, UGBTIRI0~158% % X U830
BT 2 BERIH L T2], llmmHg 0B ED
ET&x&, IPHSUGH N LTERECERLT Y
7= (Fig. 2).

TEEREAC A TR & b 5 R L T@inTix
HAEVEBO AR LN, 3oBOLAORE
NUGHTARRKEWE L XKRVTHEFRII
EZixHbhish -t (Fig. 3).

peak dp/dt TREFHHICE ZXRDTLr -
7oy, UGHD 1 g TSI LTtEEOL

1489— (41)

Utest: NS NS NS NS *% * NS #*k
Beatfmin. —— —— — —_——— - —_— b,

100+

gl iy

504
p—=LVo—ri b— LCA-—t +—RCA-—y
o: IP group
e : UG group
YEE FEE §FG
! EE I FE IF B
EE E& £ 3
® g ® g e =
L] (1] w
Fig. 1 Change of heart rate
Utest: NS #*% = NS NS
mmHg; ~ 4+ ' i
1504 [
- l i
1004
) —o—: [P group
1 --e--: UG group
.j-s
T it -
Before 10~15 30 1 3
sec. sec. min. min.

Fig. 2 Left ventricular pressure-—Maximal
systolic pressure—

U test: ELS ._Nf NS NS NS

— —tm

mmHg

20 ‘ T
] 4
| """
o

154

% I |

51 —o— : [P group
—0—- : UG group

)L

" . y : 1
Before 10~15 30 1 3
sec. sec. min. min.
Fig. 3 Left ventricular pressure—End diastolic

pressure—
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AxZic (Fig. 4).

5 MFRBE, ~=7/ v vE (HbfE) ~=
F27 Yy ME (Hct f#)

WL bBRBED LH, HbfEik X O Het o
ETEHicd, TORBRERBRETHY, BERELE
TREREZRDI, -7 (Fig. 5).

6) EIYER

D #r&

LVG BT % EHAINE AR O BB, WREL b
BETRD 523K 0EFCH Sh, BERHLE
TR IPEHAENAEM XD (Table 9),

(2 EofboBifERB

IP#T UG BB LT, B, BH, 2
DFEBPREIMEL, KFREGXLEE L-BIfER

Utest: NS NS NS NS NS
dpfdt) T T
2000+
! ————-::_‘_"'__"“?-Jl
1500
1000+ —o— : IPgroup
L --0- : UG group
— £
Before 10~15 30 1 3
sec. Sec. min. min.

Fig. 4 Left ventricular pressure—Peak dp/dt—

Utest: NS NS NS NS NS NS
o, —— g;’(lﬁ —— —— —r, ——
Mpam- 151 501
3004 -+
EEELRELE:
Osmotic
pressure l 307
4 104 Hemoglobin
2504 o: 1P group 204 Hematocrit
A ®: UG group 1
Before 5 Before 5  Before 5
min, min. min.

Fig. 5 Osmotic pressure, hemoglobin and hemato-

crit

values

AAREZMSRFERMEE H4% B12E

Table 9 Heat sensation (Left ventriculography)

o o . *
No. of Degree of heat sensation

Group cases iy 1 - - U test
P 49 10 38 1
+
UG 50 18 32

*®
: No

: Mild (Found out only after the question
by the doctor)

++ : Moderate (Not to the degree that the
patient cries, clenches teeth or shows
appearance that the patient endures the
reaction)

: Severe (To the degree that the patient
cried or obviously moved)
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Table 10 Kind of side effects and their incidence
I[P group UG group
Kind of )
side effect Frequency Incidence Frequency Incidence X" test
of side effects (%) of side effects (%)

Nausea 1 2 5() 10 NS
Vomiting 3 6 NS
Cough 1 2 1 2 NS
Exanthema 1 2 5 @) 10 NS
Cold and shiver 1 2 NS
Cyanosis 1 2 NS
Blood pressure depression 1) 2 NS
No. of cases with 2 4 10 (4) 20 *

side effects

No. of cases examined 50

49 = -

Note: The figures in brackets indicate the number of concurrence of side effects for which drugs are

needed.
Table 11 Usefulness
¢ Very useful & useful
No. of Very Slightly (Cases of dropout
Group " ioc  useful Ulseful usefu] Useless Harmful Dropout are considered) U test
% X2 test
IP 50 33 15 2 96
£ ] 2l
UG 50 8 19 18 4 1 54
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