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R lopamiron injection 300 syringes/370 syringes

EER—RIEOLTEIC I VT2 L

D1

1. 8%

11 2av7EDEELREMERAr o Hhhd &N
»5, [8.1-8.5, 9.1.8. 9.1.9, 11.1.1, 11.1.2,
11.1.11 S E&]

1.2 FFNIREE - MERAEHEHTHY ., FICETBRE
SI% (370mgl/mL) IC DWW T I3 - BHRERERICHY
533 LEELRBMERPRETI S TP H S

T, B - BEHEZICEFERALEV &
[14.2.1 &EE]

BR(ROBEFICEBESLEWVI L)
215-%1@5—%%%% 2B BE DO VEAEE D B
% B# 81 K]
22 FHELFIRRIEBOD 2 BH (I — PRI
THHOHM A & = X A28 TEF, fERDS
BALT 2 BENDDH 5.]1[9.1.14 ]

3.1 #AR

Woe 44 A4 F83 T 300> Y

W7R | 80mL [ 100mL | 130mL [ 150mL

AR ImLHP HRA 4283 F—16124mg & A

g— Pl 300mg/mL
19y
13— 24g 30g 39g 45g
Nt &
ImLH
A P2 X%E—) :1lmg

pHAH A (2855) - s#H

IFMBANYY AT Y Y LKA 01mg

R 5E4 A F83 0 E370V ) VY

P 80mL \ 100mL
KRS ImLHHIGA +783 F—7552mg e A
9— NI 370mg/mL
13y ry
ho g — 29.6g 37g

AR
ImLH

. OX¥ZE—):1
wma | mg

pHAR A (21 55) « s#

7 MRA VY AF B T LKA :01mg

3.2 HAIDMHEIK

Vry VY

A A83a E300 | £ F233 1 V370

bHho JITE o THRAHMEMICAR D,

o |t ~ P I ORGSR T, B TR RS

pH 6.5~75

BT I #3 #4

CERESIICH 5 A 1) | CEILASGIICH § 5 1)

R B2 44mPa + s. 37C 9.1mPa *s. 37C

4. hEEX (33N R
CEPARY = P2: X I PP
RRiMERR. KBRES. EBRODER. OKOE
B, T1 2 2IXEIR wik.:ké*%ﬂﬁﬁﬁ[ﬁﬂmhi?w
TA4TALXEBREEICLIEBRMEMNEIRS. O
Eai—42—-WERFICH T HEH. %ml‘iﬁcﬁﬁ?ﬂiws
WITHE R IR
CENN u/,i370/U//>
mE CERE MEREBEZ2ET). KBRS, EIR
MWIMERS. ERNERE. T 1 2 ZIXERBZEIC
L HHMIRMEMBERBE. 712 FIUXRBEEICKLSE
RMMESRS,. O 11— 2—HEBRSICE T3 ES.
FRARME PR BS R 5

6. HERUVHAE
Lﬁ’?\ EEAIIE‘FHEE%1@H?%Q i‘:jb qiﬁb\ ﬁgi
FER, HEZ X D EEBRT %0

o AANITVE | AF /3T ViE
RUHE - AR 3003 ¥ Y 3703 vy
Hiifilﬂl*"i‘ﬁ 6~13mL -
KRN £ 8- A ]
BRI 2 &) 20~50mL
ISR 30~50mL 30~50mL
SR M e 5~40mL 5~40mL
U I B 20~50mL 20~50mL
745V X
WU kB HIRTE]  30~50mL 30~50mL
Mg
S PR
Wk BWRYE| 3~30mL 3~30mL
MAE R
AV a—F%—W
BB B 3G 100mL™ 100mL
»‘i’/
MR 40~100mL 20~100mL
SEATVE R 6 B 5~200mL -

W - e mES AT VY 2 — 7 —WiBRY R
T BT BRI & U HIRPIP G- 9% % R
Wid 5o 22750, HeGRBITFERZ L - B0

AF100mL F TE T 525, JFIEEBOYA13150mL
FCTHRETHIENTX S,

8. ERLEFNIR

81 v = v 7 HORBUMA, THEMBETI 2 Lo
(11, 21, 918, 919, 1LLI, 1112, 11111 B]

8.2 $&55- 5t L PG N IR DU A2 5§ B % 7R~
TIEDD b AHNTED Y 3 v 7 FORERELEIE
Jid, F— FBESUSICE 2 0L RRLT, Zh
ZHEEICPHMTE 2 BRZVOT, HHITELT
FLFRAREOHREMEZIT) 2 L. [L1. 1111,
1112, 1LL11 2]



83 HLITH7zoTiE, BNV BZFOIREBEZHLEL
BAS. BB ORBICERL, MRk T S
2k, T BENPEDOONLLGAICIE. EHITH
gk L, @Y 20EEZT9 2 &, [1.1. 1111,
1112, 11.1.11 K]

8.4 MELERUEEN (T a vy 7 2at)%E0xbbbh
5T ENBHBOT, EPRTEREHD, BB O
B2 HoBigyss e, [1.1, 11.1.1, 11.1.2,
11.1.11 1]

85 M REHITHAT 2 A I, ARG HBE LD
e~ B H 212 S B RIEH o B o etk A3
HILEBHECHW L LET, BB, K. LA
P, D, RN, MET. ERSORIER & B D
N BIERDFEBL L 22356121%, Hie A IC HREICHE
WTHEICHRRT 2@ ANIEEE LI L,
[11. 1111, 11.1.2, 11111 ZH]

8.6 3 — FiEHEHOHELHIZL VERENMMK T2 DI
LBENEDLOT, WY LKSMKEIT) Lo
[9.15. 9.1.10. 9.1.13. 9.1.15. 9.2.1. 9.2.2, 11.1.3.
14.1.2, 1431 ]

9. ENERZEIHBEEICET I IR

9.1 AHHE - REEZEDH 58E

9.1.1 —flRIREDHBEICEVEE
T LR M rwE S h 262 RE. &
BELZwz k.

912 MEXWBDESE
T LR E I Sh 62 RE. &
HLlZwz b, FIEH ORERENRE W & s
Vb,

QI3 EELIDEEDHDEBE
T LR B e e Sh 262 RE. &
BLBwZ b, MEMRTF. AR, SRS OHE
DB Y HEROREREIIBE W TERIEA
TEBENDED 5,

914 ¥yOyO7Y > MENEE
T LR B e e Sh 262 RE. &
ELwZ b, BREPO 9 EEFCMEOE S
F OB E 2 LT LD b,

9.1.5 SRMBHEDEE
B LR 2B e E N Sh 2G5 2KRE. £
BLzwZ b, BICBHAKERDD 554, B14
(RS 2RI TBENN D 5. [86. 11.1.3 BHH]

916 F4=-—NHdEE
B LR 2R e e Sh 2552 KRE. £
HLwZ b, MHANVYSAMETIZED ., fER
PBEALT HBENDD 5,

91.7 BEHMEEI/NSH FIF—vDEERVZ
DEVDH DEE
W LR 2BV EHShILAEZHRE. &
HLlZwZ b, U2 2T EERELET 28
HIZEEREROE, 72 M5 I VA YV
O q BB LT TS ) u— VBRSO B
BRSO TR EEHET AR E, INDHDO%ME
LT E B &5 Tl E2 v, HEICERYS
352 &, MELS. HR. SEREOFHED
CHBENED B,

918 AARIITEE. REICHKS. CAKSZDT7LIL
X—&RBILPTVEEELETHEE
[1.1. 81. 11.1.1. 1112, 11.1.11 K]

9.1.9 YW RBIEDEITED & 5 BE
[1.1. 81. 11.1.1. 1112, 11.1.11 K]

9.1.10 BRKIERD &H 5 BE
ANEEEERIITBENED D, [86, 1113 &
]

9.1.11 SIMEEDEZE
MF _EHE, JERPEAT 2 BENDH 5,

9.1.12 BIiREE(L D H 5 BE
L PERBFRIEEE RIT T LD S,

9.1.13 HER™DEE
AUEEELREITBENED S, (86, 1113 =
]

Q114 HRIFEBDH 2 BE (EELHRBREKBEDSH 5
BEEKR])
g— FHEEICHT 2 HEHE X A = XA HEET
&3, JERPEBEALT 2 BENDH S, [22 BE]

9.1.15 2MEXDEE
AABZ GBI TA FI94 V525 E LTt
SRR EIT) L. IRPEATE2BENND
5o [86. 141.2, 1431 K]

9.2 BREEREERE

921 EELEBREE (BRE)DHDEE
LR 2B S h b G e k&, &5
LianwZ b, RAlOF 72 5 PEE B TH D .
EREREAC T B T PRIRE D & 2V B R %
JERDPEALT 2B EN2DH 5, [86. 11.1.3 BH]

9.22 BRENFMEKTLTVIEE
B NEALTABENDH S, [86. 1113 &
8]

9.3 FF¥REEERE

931 EELITEEDH5EBE
T LR OB EAShAEEZRE. &
BLlZhwZ e, ERDVPEATEBZENND S,
[11.1.8 ]

9.3.2 FFEEIrET L TV 3 EE
PR REASEAL T 2 BZh D 5. [11.1.8 BIE]

9.5 111%

I SOIITIR LT ARtk O B 5 kI, 2
roftrfatE LR EHBE 555120
AP 555 L, ARG OBHITIEXHRIBE 2 19 .

9.6 IRILIF
T LOFREROCBAREOFREEZEZR L. ¥
Lo k2R T2 &, B (T v M
MR G:) THITHRNOBIT TG ST b,

9.7 \NR¥E
BEOREZ THICBE L oEEIIREGTHC
Lo MREERNGE LA R OB R E
L 72 BRFRBRIT FEHE L TV 2,

9.8 EiE
BHEOREZ THICBE L oEEICRETAC
Lo —HECAFIBREMRT LTV 5,

10. HHE1ERA

10.2 HiRAEE (BFRICEE TS 2 &)

HH 45 HRAEAR - HE TR | B - e

774 FRIABT Y F—y AR T T7FH 4 FR
B bR I 7 5 bdBENH R H O
ANEFNI UV DHEOT, AF %M PEM KA L.
W . 7 MT28A1E. C7 | igE»LER
VI VBT A FRERBEH TA2EEZON
£ Flo¥e 5 % —REIZ | Tw b,
kg 5 4 LY
MEEITH) Z L,




11. BIYEA
ROFEWEH 2% bbb 2355 DT, BIgEE T4
AT, BRENREO SN IEH%ESZ2HIET 5%
Y MEEITY 2 &,

11.1 EXAEMEA

(GhEELE)
11.1.1 a3 v 7 GHERY)
Vavry (BREMEEEL)ERIL. M. EikE
gy WRURIREE, WRWRAE L, OME IR OREIRDS D &
bNLIENDH L, T2, BEOBBOEIRD HE
ARSI S 26055 5, [1.1. 8185, 9.1.8.
9.1.9 ]
MA2T7F7147%>—GERH)
VR R, W - WREEGREIE. BRSO 7 F 7 4
FTEV—(BRUEZEL)VHODNEI LN D5,
[1.1. 81-85. 9.1.8. 9.19. 11.1.11 K]
11.1.3 BAR2 (FHEAH)
ANBREEND LD ENDH D, [86. 915,
9.1.10. 9.1.13. 92.1. 9.2.2 Z:H]
11.1.4 SMIFIREBEREE. FAKE(OTNR L BEAY)
BEIZHELT 3 2 IPWE PR . AER R ke TPk O
F AV T 5 O W XA S A0 b7z
WA, BB Ul 2R s 2479 2 &,
11.1.5 BFEEE. K (T HEARH)
VavrERMEbhwEREE, Brdbobh s
CEDVHLDT, MERTHDERLANVEOH
8% ATV, BB DS R LUE 2479 2 &,
11.1.6 M/IMRiES GHEEA)
11.1.7 EEHME GHEARH)
HBLEBAICIEZ T 2 AV E Y — LS LY
Y — VIEHEARLEZ YT BN LSRRG T L,
11.1.8 FFEREREE. J|E (W3 HEARH)
AST. ALT. y-GTP® b5-5: % E 5 ek,
HWHAHODLNBZ WD B, [931. 932 K]
11.1.9 OEHEN. BEIIRERE (31 b HEEA)
[11.1.11 ZH]
11.1.10 BEREE GHEARH)
R ) R S HRE 55 8 (Stevens-JohnsondiE R ) . 2k
NRMBBEBERIELRD SbNE I LN H B DT,
B2 T v, FBE RLBE. N, F 99
&, IRFEM. TR REDOFEIRIFED S22
EEY) B AT 2 &,
T UIVE — RIS D S AE &S CHEAH)
[11. 81-85. 9.1.8. 919. 11.1.2, 11.1.9 &)
I E e

11112 AR, $BEl. BE. FRE(WThHEEAN)
(ImERE. NEOREE HaREZEZ2STD).
KENARIRSS)

11.1.13 EEZHFIBAE BHEE A )
AFDWIMEINCHR U, Eakbid, B, 5.
FEESOMBRMBEERYED S5bh b Lid b
OTHRGREIZLER/NRE L., REFFEDOLNT
W E I 2 E 2179 2 Lo

11.2 ZOMOEIER

11.1.11

1% I 19% A% i S
B B 44 Z 9, TRl
AIRIE
PSR & M k5. ¥F7 /7 —¥, B
Bk o . AR, R
L B E B FRIR

1%L 1
0% & 78

1% A3 B
LA NP, T
A, BN, ME
VHASH R, W
B B
V. ©F(HO ARRE, kK
W, K, . EEESoR
LU () | REE, Bk~
DT, $EKE (¥
DRSNS
FEH
I A AR, 1T
JEPIAS LI, W7
Bom. T, BT
TR K
FUIR BB BE A T
Rl = 2
T, Wik, BR
& RER. R
L. WL K
i, IR, U
. B
W) B2 — 7 =W BT 2358, SIRTER
B - MRS S OWETH 5,

12. R BRERBRICRIFTE
AHBLGIZ LD HURBRBRBEBR AR F OB T — F I
LOMEITHEBERIZTIEND D, Lz o T, &
o ORA KA OGN ERT 5 Lo AARE
%2EM I 2N S OMAITEEZ KT L OWEDD %o

14. BRAEDEE

141 EFREFIDER

(hBEE)

1411 5 E o L,

14.1.2 B 53 2 K5 HRZ Lawz & [8.6,
9.1.15 BiE]

14.1.3 B 5-BAMARNC B IS X AR 24TV, AR
AR LN SR AR IS O RE2ED
LN ACIFEH LR &,

(BeIR MR B IRSS . WITHREIRS

14.1.4 RAEMIZGEAT Z 2P L. RAERK T F Ciliad

LTk,
*14.2 ZRIREHOEE

14.2.1 Al - FROERICIEH L 2w &, [1.2 B3]

14.2.2 HIRNFL G & D MR, MAREGIRE?D &b
NHZENHLDT, EARICHIMEET LI &,

1423 AH 2 VT H T —F VEZHEHT 5 METRE O
EflZHoTiE. T —FVHNZEEIL 75
Yaghbllk, T HEABRAT—TIVHNTAE
M E 2 BRI hl s THMEEL 2
Wy, EHICHEHTAEIE, A F U PEERH
(KA % Erie) O MG EPIHIER XA & v R
FNZHEE L THW & Din vitroi RO HEH3d 5 o

1424 DA (Bie X ¥ 3 VH), BIEERERVE CH
)BT AL G RNA IS T AT,

14.2.5 {EAZEE OS5 IEE & EALGNED
AT 2RISR T 280 4 & VBRI
XoT, AR RaScEt) 2L s BERY
HBOT, HVIETUNOBREEZ WA
HNEROFHIUIERE L. 2. WA 2 01t ) 2 &,

14.2.6 - TIME YN E R H 2 K S 27255 133k,
JENE. A, MEWSERDOLbNEZERHEHD
Ty EARICTMERTA L,

Rp R | PR

H R
HALE:

Flg, ol |Merk, i

MR
Z Dt

Bk FEE




1427 WS AT V¥ 2 —F — Wi o TR 5.

AmL/ B &8 2 %5 HEOLREM M ST
Wiy, [17.14. 17.15 ]

14.2.8 AAK| % HENEALSHI T3 B33, AL
S AL I DOYEIZIE13kef/cm? (185psi) BL
T, TI9AF v 78I VIV ORAEIZIE21kgf/cm?
(300ps) DL F&FHZ &,

14.3 EFIREHRDER

14.3.1 B 52K 247 A O3 0 PR
3L, [86. 9.1.15 ]

1432 1M OMBICOAFEH L. REOBERIIERT S
Zk,

16. EYENRE
16.1 MARE
R I I T+ (444) 12 A (370mgl/mL) 40mL % e
THE, MR Y FREIFHFFEZREISTH
19mgl/mL. 307 T 1mgl/mLZ /R L. 4K
02mgl/mLYL iz L7zY,
2.0

—
wl

M3 3 FiE (mgl/mL)
S s

0 b
0 1 2 3 4 24
P (hrs)

16.5 HEittt
FERER A T~ (444) WA A (370mgl/mL) 40mL % #E
T 5L, 2% T TR REOR60%DN. 24K
xS RPICHREES 7zl

17. EREREX 8
171 EIMROREMICEEY 255k
(ArEa—52—WMEBEREICE T 2E8. FBIRMERE
we. MEIR)
17.1.1 ERE I R VS I AHER KRR
A F83 1 S0 KL A F 283 u 370 % i
U 72 SRR BRS04 ol P £ T0AH B OV AR
BRARRBIC B 2 MR OARMRIZRDOLEEBD

T&) D f:o
e 4783 1 2300|4483 1 Y370
AUE = AR | SRR | U | AR
[k 2 99%
2408 | (688 /697)
LA O e 3 060
(WG By IR W 2| — - 13141 (177/1084)
&)
=N 0, 0,
SRR M 98% 98%
] ]
BB | (360/375) | 20V | (698/714)
I 1 99% 98%
]
T8H1 | a0g/211) | ™ | (88/00)
FA T IVXH
; 90% 91%
K, Eﬁ. : Y | |
gg@;&fégééé?ﬁi B azs150 | PP 6518
F 4Ty VX
e 99% 100%
A3 l
gg@;&féiﬁggf’ib 609 | (a59260) | O | (178/178)

A - A £ F83 1 2{E300] 4 283 1 2370
NEBIEL | AR | ERIE | SRR
IV 2—%F—
100% 100%
j 3 AN l l
gﬁgﬁ' BT G112y | S Goss0)
AR IR B B 91% 90%
] ]
784 (267/293) 846 (376/420)

17.1.2 ENERPREER
A 831 E3007 Y vV EMA L2 EINEIR
ABRIZB VT, 45F D RGER R O AR 1E100%
(45/45) Td o 720

GEATIE IR B IR

17.1.3 EIA% M EERPR A ER
A A 2831 IE300% A U 72 RER IR R AR % &
o [ Y A8 A G R SRBR LS B VT 2 i8Rl R o ARl
BUTDEBY)THo 7

e . % A 4283 1 Y300
RIHE - AR e L
AT TR E D 561 98% (61,/62)
(- B eRELEEES AT E1—42—
W R

17.1.4 ENEE I HERRER
A A 830 33007% L 72 P 4 T AH R 3R
B cid, BISH - % R12100mL % 645112
BRI G Uiz Pe 5. IR TI32.5~
4.0mL/# (2161) . WA O JEHTix1.0~
3.0mL/# (1561) . M Tix1.0~2.0mL/# (21%1)
T O Z DA DFEBITI1X1.0~2.0mL/ B (761) TH -
7oo TAETERZWT ). TEMZBW IR OTIEASY B %
AR L 72 A &0 %1290.2% (55/61) Th - 720
[14.2.7 &1&]

17.1.5 EINEE I M LB ER R A BR
4 F 83 a Y{E300% M U7z [E Py 4 IAH e iR E IR
ARERYTlE, I E R 12100mL D % Wid2.5mL/
kgD B6261123~4mL/ B OFe 53 TH G- Sz,
PIROF T DOWT, MV L7223 OFIi# I X %
FHREIZ100mL 2 B 5 & N 725 A%93.3~98.3% (56~
59/60). 2.5mL/kg% %5 & M 7-#4%96.8~98.4%
(60~61/62) TH - 720
HB. HREIOkgZ B2 72 BHETOMROHIHIZD
W, 100mLTIRIARTELENH o720 [14.27
%R

18. SEshFIE
18.1 AlREA
KAIDERIF (44783 K= 1) DM IEHTH % 3
o FUEE O XBIIE R bo0 SRS S, A
OAAEIL & AL LA & O I X% 10> 3
YFIRAMHEL S,

19. FRIX 2 ICRE T 2 IB(LZRIFIR

—f%E9% %5 © 4 4783 F— (Iopamidol)

{E% 4% : NN-Bis[2-hydroxy-1-(hydroxymethyl)ethyl]-
5-[(2S)-2-hydroxypropanoylamino]-2,4,6-
triiodoisophthalamide

9F ¢ CirHzLN;Os

DFE 1 777.09

MR AREABORNEORETH S,

A AKICHD THEIFR T, A5 — i
RREITIZLL, =¥ 7 — 1 (995) Ik T
HIFIZ v,



b2 BER -

OH
HQ H I (0]
p } OH
o N
H.C H
0 I I
' HN;

OH OH

20. REWL EDEE
SUHIBH B R IEE L TRAE T 5 2 &

22. A%

(A #/x3823F3002 0 > Y)

*80mLI5Y V) Y V1 (FF AR, FF52AF v 7 #l)

*100mL[53 VU ¥ V1A FAB, 75 XF v 7 H)
130mL[53 Y ¥ VI(F 5 AF v 7 )
150mLI53 Y ¥ VI(F5AF v 7 )
AFx3a2FI702U D)
80mL[5> Y v V] (HTF AH)
100mL[5¥ Y ¥ V] (FF A )

23. EEX®
1) BEAIAt: O R, 1984; 3: 200-213
2) W75 Ath: WRES . 1984; 4: 576-583
3) MEERAF Jot: HAPR IRy ak. 1984; 44: 1481-1493
4) BEAHEA AL WIRARIVEE. 1990; 3: 797-802
5) PYHHBCAlL: 3B & HHR. 2000; 28: 885-896
6) IAHZAl: H AP, 2002; 47: 549-562

24, XERERUVBEVEHEL
SRS RS
WA T NVEGRKEH - AT AN, VT A= a v
T530-0001 KPR AL K AEH — T H47% 95
NA TR EESO BHWE LY
7 5%0120-106-398

26. RERTFREF
26.1 EARTETT
NA TV R S
KB AEXHE R =T H4% 9%

N
FE DOEEEL @ 18 FOHEICES]



