¢ FujiPharma

20244F10HERET (582hR)

20244 2 AT EAEEERIEES
877219
FEA F U HERA|
B BRI HA#ERS A FAFV — LIESER 300720mL 300850mL
B : 3F . SES| 30200AMX00645 | 30200AMX00646
‘{JTI\:F‘J-JL3OOEE 20erFJ BSR| 2001489H 20014£9H
N (R - MEF) 3001%100mL 3501%:20mL
-{7|'I\:|:‘J -,L 300 x 50 mLI[Fl ARES| 30200AMX00647 | 30200AMX00648
(FRE& - M) BRFGRAME 200149H 200149H
AANEY-)L300::100mLIF!
(REs - M=) ERES| 30200AMX00649 | 30200AMX00650
R BRERAME 200149H 2001494
AIHANFEY-)L350::20mLIFI
(FRES - TEF)
AHANTFY-)L350:x50mLIF]
(FRES - tEF)
A IHANEY-)L350:;3100mLIF]
(f& )
IOHEXOL injections
puysEr s S
) BE—EASOMAEI KV ERT A L
1. &8& . BRI IR
1.1 Y3y IZOEEREERNH5hNB T ENBB. [8.1- B7ess A 7
8.5, 9.1.8, 9.1.9, 11.1.1. 11.1.2. 11.1.12 8&] = .
= V=L L
12FMERE - NEAERATHY . BCRREEE| | o | B CTTY LTI T
(350mgl/mL : 350 XA ISOVTIE. Hil - HEARPICE 100mL [F] | (3% 4##E :35g | 0A5E—L12Im;
593 BRBAERNRET 3B ZNAHZDT, Kl - GsomermLy) | o B
BEEHCRERALEVNTE, [14.2.1 BE] & P
3.2 SEIDMIR
2. 22 (ROBBCIFBSLBVIE) fr7e s 53 pH BB
2.1 I—FXII— FEZAICBBREOREROH 5 EE [8.1 AL FNFV—)L 2.1~2.6%
] 300% [F] 4 (h VB H (AT 5 H)
22 ERAFRIKEOS 2 HBE [3— FARRBICHEEL. s | om |08 L 5w
SERDPEAT H2BENDDH 5.] [9.1.14 ZE] 350i [FJ (AT B H)
3. 485 - M E) AFNIEBRBEETH S0, HEOBETREFRICEDOE3
L ERMLUTHE L. HIRERTHE L Tk 72,
3.1 #m%
— HABSY GGl 4. MRER ST
INA 7L (A F~FY—)L300iE [F])
HE A AAFY—)L | TFMEAL Y LF T Rz, BRWMERY. OROBERE. 7« VI ILXiRER

50mL [F]

(IVREHR 15g
(300mg/mL))

AFAFV—)L3001E | 12.942 g U7 LKAI#I2mg., b

20mL [F] (I HEHER 6g | UAYE—L242mg,
(300mg/mL)) pHzREA

HE A ATV =) | TF MBI LF b

A FAFV—)L300iE | 32.355 g U LKAI#5mg, b

OX%E—L60.5mg.
pHAREA

HRE AF~AFV—)L

ITMNBANT I LT

S FANFV— L3008 | 64.71 g U LKAHI0mg,
100mL [F] | (3v#&HE:30g |0A%E—L12Img.
(300mg/mL)) pHEREH]
HE A FANFY =)L | TF MRV YT LT b
S ANFV—L350i | 15.098 g U LKRI2mg, O
20mL [F] (IvEEHR Tg | A¥E—124.2mg.
(350mg/mL)) pHERETH
HRE A A~NFV =)L | ZF MBI T LT
S FHAFV—IL350% | 37.745 g % LKAIHI5SmE.
50mL [F] (FVHEER 1758 | uA¥E-L60.5mg.
(350mg/mL)) pHEREH]

AKX BHIREMEIRE. T« 5 IUXERRREIC & S EFIRIED

iR,

JVE1—-9—HERZICHIIS

(A A~FY—IL350;E [F])

MELERY MERREZEST). KEIRRR.

- —1=14
P==AN

BRI PRIS IR
ERNMER

F. IRMERE. 7« JIILXRIBRREIC K 2BIRIEMER

#. AVE1—9I—MBREICHITS

RELMERY (MERRTZZ0)

6. HERUHE

WHBEALEL NEOBZHERT %.
mB. Fe. FE, ER. BROICKDBEEERT %,

SR,

EEiR I PRESIRES.

e PE RN DI P EON Iy
e - R 3008 [F] | 350%% [F)

I 5~15mL —

% DR - 20~40mL

& | ERB IR - 3~8mL

®

% | R - 20~40mL

KBRIRE - 30~50mL

EIRAYIME R 5~50mL 5~50mL




e e AFANFI—=N | FAFY—)L
e - TR 300 [F) | 350%% [F]
DU i R 10~50mL | 10~50mL
T4 VI NVXBREEICEKD
B M 1:5~50mL -
- Y
%%&EéggﬁWﬁkié 20~50mL | 20~50mL
40~100mL
(50mLLL %
54 5E %38
" ;5 M & 9| 40~100mL
P %q.,,ég ,,,,,,,,,,,,,,,,,,,, (50mL2 E#
;;;% 7RIS wET vy Iy | 5L E
Ca—b—WiE | % S & T
BETEEBOR| %)
EERITOGS
i, 150mLE T
B5AREET B,
50~100mL
(60mLLL
BRIRIE R S 4R 53538 40mL
HoEWME T
%)

NEMEDEREOBZEICIE, BHE1IE. FROBZEAT 2.
TB. E. AE R BMNICKDEEEET 5,

AFY — AFY —
RHE - R ! ;roogr_F /FFJ " ! ;rsog ?FJ ’
R - 0.5~2.0mL/kgfk®
N - 2.0~4.0mL
g%% T B IR — 0.5~2.0mL/kglA®
AR - 0.5~2.0mL/kgfk®

8. EEREARIEER

8.1 vav/I/ZEnRHAIHA. +oEMB2ITY>T &,
2.1, 9.1.8. 9.1.9, 11.1.1. 11.1.2, 11.1.12 =H&]

82 H/EBEBEHEIILPPOLLTREKIEADODONE I LN
HB. AENCE DY 3 v 7EOEELRBERIZ. I — NBBKR
BICEBBDERRET, Fh2HBEICTHTESHEET RV
DT, BEICBLTRILTHELBOREFG2TH> L. [1.1.
11.1.1. 11.1.2. 11.1.12 8]

83 KEIIHI--> Tk, FBKRIVBEOREZBR LY S,
BERSOFRICEEL., HEICHRESTEIE, /2. BED
BOLNBEITIE, EbICERESE2PIEL, B ROAE 2T
52 &, [1.1. 11.1.1. 11.1.2, 11.1.12 =f&]

8.4 HELEFRURMER (avrz&l) E¥bobhdl b
BHH5OTERETROESHE, BEOREZ+5ICBET S
Z&, [1.1. 11.1.1. 11.1.2, 11.1.12 =]

8.5 MREEICHERT 2BAICIE. AFIREHB LD 1ER~%H
BICHEREBEHORBOMEETH S &2 BEICHHAL
- BT, BB, EEL BLH, oF W, WNENMBREORIER &
BONBERD D S5 bNIZBEICIE. BRI ERESIEE
TH5EOICHERT 2R LHEYaRIEEESZ L, [1.1.
11.1.1. 11.1.2. 11.1.12 =H&]

8.6 I— FEEAOBEGICLXVEREDKTFAobNE2BEN
WHHOT, WY ZAKFHEHEEITH> L. [9.1.5. 9.1.10.
9.1.13. 9.1.15. 9.2.1. 9.2.2. 11.1.3. 14.1.2. 14.3 ]

[1.1.

9. HEDERZB T HEEICHT IR
9.1 GHHE - BHEEEDH D BE
9.1.1 —RINEDEE ICEVESE

Zi LR 2B oV SN 256 2RE, RELEVWI &,
9.1.2 REXREDH B EE

Zii bzl anitificshsHazhs, K5LEVT
Lo BEFHORBSEN GV EDREDNH S,

92.1.3 EELLEEZENHIEE
ZHERLEBLRVWEHENAEAZRE, BELEVT
Lo MEET. REAR. RIREOWMELDH 0. ERPE(T S
BENDDH 5,

9.1.4 v707'07VU VINEDEE
Zif EX 2B VwWE s 2BA2ZKRE, B5 LW
Lo HEICBOLWTEHIRMEEESEE CIIKOY 7 F VA LE &
72U, R L EDI|EDDH B,

9.1.5 THRMEESHEDES
ZHERTEBLRVWENEN2EAZRKRE, BELAEVT
Lo BICHAKERD H 5158, BAZ (BR%) Pbobhd
BENFH . [8.6. 11.1.3 ]

9.1.6 79 =—DHIDEHE
Zr ERGERE LW SN A5G 2KRE, BELEVWI &,
MAAHLT T LDETICED . FERPE(T 2BZNTDH 5,

9.1.7 BEHIREXIEINSHY TV A —IDHBBEERVZDE

VDG ZEE
Zif EX 2B nwWEHlish2BA2KRE, B5 LW
Lo RUEBITEXMELEMT 256 ICEHIRERD L.
TV I IVAYVIVEBIESD a LTSS ) a—)L
ERRIES O BEMEO+ S LHEZHART 25 E. INHDOFME
IR TE D K5+ aatEfETV., BEICRET S, M
ELES. SR, AEREORENPERZ2BZNFH 5.

9.1.8 FAXIFEH. RBICREXZHE. HE. EMREEFDO7L

LE-FZRBIULPTVEEEE T IES
[1.1. &1, 11.1.1, 11.1.2, 11.1.12 %@&]

9.1.9 EMBHEDEHEEDH B EE
[1.1. 81. 11.1.1, 11.1.2, 11.1.12 ZME]

9.1.10 BRKIERDH B BE
anBEENSSDNLIBENALNH S, (8.6, 11.1.3 BE]

9.1.11 BIEEDEE
MEEFE, ERPE(LT 2BZNDDH 5,

9.1.12 EiRIE LD H B EE
D BERBRICHEEZRIITZEND S,

9.1.13 HERIRDEE
aNBERENSSDNLIBENANH S, (8.6, 11.1.3 BE]
9.1.14 FRIFKREDNH D EE (EERPRIFERENDHIEEE

FR<)

I— FARRBICER L. ERPE(LT 2BZNDH S, [2.2
]

9.1.15 REERDEE
AEIBEERZICIEITA RSA V%2 R3E2 1 LTHY R BKR 2T
HZ ko Ty ERVBILT 2BENDDH 5. (8.6, 14.1.2.
14.3 B8]

9.2 BikiEEEEE

9.2.1 EELEBEE (BRE) DH2EE
ZHERTEEBRVWEHIENA2EAZRKRE, BELAVT
Lo REIOEL2HHMHERIIBETH V. FHILEEDY 5 SIS
EES FERAE(T 2BENDH 5. [8.6. 11.1.3 2]

9.2.2 BiEEMETULTWVWSEE
BHENELT 2B TN DH D, [8.6. 11.1.3 2]

9.3 FfikEElEEEE

9.3.1 EELHEENHSEE
Zif EX 2B nwEHlish2BA2KRE, 5LV
Lo ERDELT BB ENNDH S, [11.1.6 BE]

9.3.2 FFEENMET L TWVWS EE
JHERENEIL T 2 BZ N H 5. [11.1.6 ]

9.5 1@

R ITEIR L T WA ATEM D & B etkicid. 2 EoBzEE:
DfakEtEZ B s EHEE N2 BEEICOABRET S &, KH
BEDOBIIIXEREZ 5725,

9.6 FAR
Zk EOBEREROBARBOAREZEZEB L. BALOMKK X
EHIEERET 52 &, BIMER (T v MRIRNEES) THIT
FICRIT L= E ORENH 5.

9.7 INR
BHHEDS KRBT H 5 - EBEICHRE5T ST &,



9.8 &

BEOREBEZBR LV SHEICRET ST &, —RICERRE

11.2 ZOHDEIER

1 0.1~5%:#¥ | 0.1%KiH SHRERH
fEAERL TS, TN WAL I
e 2. FETR
10. 48516 R
10.2 HEGERHRISERT BT L) T%%‘ HEET . B hE LA i
|4 % R - SEAE | B - ARET 5 om o= ‘ B. BE. 5 S 27 g
77 F A FRMERR | BT Y F—Y 2 | 3— FEEAOR EEE
PR3 BHEONGTE | Gk BREET -
N R R, N
X bR VR A BB, KAIRE | KB 5D AL N ;%%gu%gﬁmiéfg
W, THALIVIER AT RHEIE. [ ESTIAR ’ R I
Hhis BT F A NI RERRAEOE T
R ORSE % | Jhlt A Ly \ SR pEL, BHO\BIR, AR
EIcH T B | RS R T S Fe iR Y H %@ﬁﬁ[‘ﬁn;jﬂ
i WY B R | EELLNTLAS, R ER) RS
firz &, W oAe 8 [ ®mo. nEr MR, 8. TR
SRV ES FRLIR S R T
1. B{ER F#h NSRS | A, EBE, %
ROBHWERADBH5DONZBZENBHBDT, BEEFFITITV, z o fth F.OEER. %
EHHED 5 NI HEIIRG 2 kT 5 7 MY 08 %47 . %l
5:&0
11.1 EXZEER oo (3 g B
R 12, AR ERERICRIE TR

11.1.1 Yav o (GEEARH)
vavy (BRMERZED) I, B, BEEE. FRE
B, OPREL, MELESOERSHSDNEIENDH D, £
o, BEOBMERLEESERICEET 2HBA4PH 5.

[1.1, 8.1-8.5. 9.1.8.

9.1.9 ]

MN27FT745FY— (BHETRH)
IFIREEE, 1H - REFESEOT T« 73— (BREEEZET)
BHLDLNBZENFH S, [1.1, 8.1-8.5, 9.1.8, 9.1.9,

11.1.12 ]

11.1.3 BFE (BHEAH)
ARBEEHOLODLDNLZENH D, [8.6. 9.1.5, 9.1.10.
9.1.13. 9.2.1. 9.2.2 ZA]

11.1.4 EERE GAEARH)
FKIRL-BAICIE. 72 0NV EY — LN )LE Y — L ERE
BRIV TENLE2BETH T &,

11.1.5 BlizKBE (BHFEANHA)

11.1.6 FFEREREE. BE (I b EERE)

AST. ALT. v-GTP® L7% %S FFikEERE. BHEN H S
OB ENDH B, [9.3.1, 9.3.2 2]
11.1.7 DEE). SEIRERE (VLT HHEEAH)

[11.1.12 ]

11.1.8 EERE (HEAH)
BEAGEARAE(REY (Stevens-JohnsonfiefERt) . SELSEMEFEE
MIREEPHS5DNB I ENHHD T, BIBEEZTIITV. F

BORIBE. /DR % D FERR,

SNHEICITEY) R MEEITH 2 L,
11.1.9 MUJViRIEA (BHEEARER)

11.1.10 BHEE. K# (WIS HERY)

RFEM. ORRFORENRD

VavrEELRWEREE, RMPHobNEIEFHHD
T, MERTROEHRLVAVEOBEZ T3ITV. BEITS

Utz LEiT> 2 &o
11111 B (BEEAR)

—BERRENH DN EDDH 5.

11.1.12 ZUIF—RINICH S SIEAEREE GHEZAR)

[1.1, 81-8.5, 9.1.8, 9.1.9, 11.1.2, 11.1.7 H&]
(hMmERS. OEOREER @BREZZS0). XBIRE
#. N\RmEMEESR @EREEZS0))

11.1.13 ERHIRE (BHEARH)
REAWIMESNCIRE U BlkE. . KFE. KEEEO
HIREREER D H 5 b2 2 WD 5D TRERIIDER/NR
L. BEPRD SNIBE B LB TS &

R ERES ORI — FICX2BMEICEE L KITT T
EDBBHB, LicH>T. TS OREIIREFSHNICERT S
Z&o Flo KEREG®RLIAMI NS OREZE/L LWV
&

14. BRALOZFEE

14.1 ZEURSRIDER

(GhRELhE)

14.1.1 HERNEFEE TR S Z &

14.1.2 B 5HN R 2K HRIE LanZ &, [8.6. 9.1.15 2]

(BRI FRES IR

14.1.3 MAERNBAT A ZHFR L, MERTETHRET 2 2 &
14.2 ZEURSEOER

GhEeHE)

14.2.1 Rig. CTXIZMEHOBH % Mg H 2 WIS BRI IC(E
RAlianwZ &, AFNIBANC X VRIEE - 2hR. T-\BEOME
ICE VA - AEPRZL2OTEET A &, [1.2 B3]

14.2.2 BIRNISIC X 0 INER. MgEERAPSSbhbZ &
NH5

1423 it 2% I VENFRIBRERLVE VAL RAT 5 SBA
ZEEEZITHENHHDT. AT HEEIEH % ICHEHT S
ZE,

14.2.4 ZARBOVEED A RBEICIE. BABNTICHNET
HEEWICHKT 21 4V IBHEIC k- T £ ZEEL S
BENDHAHDOT, FOBTUNDOEEEHVSGEICIEINE
DOFENITER L. Y. WEZ 7175 2 &,

14.2.5 #-> T, MBESHEFAZRESETLE - 2BEITIEH
IR BERE. K. MERENHOSDONLZIENDHLHDT, EA
B HEBET A &

(MEHE

14.2.6 AFZRAVWTHT —FVER2HERT 2 MEREZEMET 5
BICR AT =T VA2 EL 7S5y ya&88E, HTF—FILHTK
HlemikezRBHICh>TEMEELZE2BITSZ L, JE
A F EEEA (KEl2Et) o mikEEIMEER A 4 o0
BEEANCHE L THWEDOHRENH S (in vitro) .

14.3 EFIESHROER
B 5% KA REITL.
[8.6. 9.1.15 &:H]

BEAOEL P PR E RS Z &




16. ZEYENRE

16.1 MHEE

16.1.1 BEKRS
TR 2 BRAB L0 A A AF Y —)LiESHK (350mgl/mL)
250mgl/kgX13500mgl/kg % 20mL/ 43 D B T HARP H B4 5
L7z & &, MEEFREIRRG%]14 C4.7mg/mLYI%7.2mg/mL
iz o 7%, 48~5451 (tl/ZB ) KO2.6~3. 18 (t1/27 ) D
THRR cH P 2 ICBE L,
BIRNBEERSICB T 51 AANFY — L OEYHREIT X —5

LR lh S e 3= a7
Yaw?,
w55 1](;1):&;0) ti,a tsz tiny DHRE | TITVA
(mgl/kg) (m /;L) (min) | (min) | (hr) | & (Vd) | (Cl)
& (mL/kg) | (mL/min)
250 4.7 6.8 | 54 | 3.1 111 113
500 7.2 51 | 48 | 2.6 144 102
16.3 37

16.3.1 MIREBHES
A FANFY —)LESHE250mgl/kg % BR A BLEIR 5 L 72155 0

MIFEARHE AR, ?&2525“-*#31&'(1 3%. 24BE% T1.5%TH
D, IFEAEEBAESIIZD NG -T2,
16.4 ({5

FIRA BRI G LziGa. MR ORP & & REBFLSL D
R s e 77

16.5 HEittt
BRI B 5% O SERPIRERIE. BE5300 R TRERD
29~37%. 1WE#%T41~53%. 24KE#% TI3~99%TH
0. HEPpICHRES Y,

18. EhFIE

18.1 HIEE
RANCEENZS I — FICKDXBBINEAM EL, ZORR.
BEIRPHEEESNDY,

19. B ICAT 2IE(LEHNHR

—f&% 1 £ F~F v —) (Iohexol)

{b24 : 5-{Acetyl[(2RS)-2,3-dihydroxypropyllamino}-

N,N'-bis[(2RS)-2,3-dihydroxypropyl]-2,4,6-
trilodobenzene-1,3-dicarboxamide
5-{Acetyl[(2RS)-2,3-dihydroxypropyllamino}-N-
[(2RS)-2,3-dihydroxypropyl]-N'-[(25R)-2,3-
dihydroxypropyl]-2,4,6-triiodobenzene-1,3-
dicarboxamide
5-{Acetyl[(2RS)-2,3-dihydroxypropyllamino}-
N,N'-bis[(25R)-2,3-dihydroxypropyl]-2,4,6-
trilodobenzene-1,3-dicarboxamide
C19H2513NBO9
821.14
HEBDMRTH 2.
KICHD THEIFRT L. A¥ ) —
% J =)L (99.5) IZRREFITL
KEB{EF b U LER (1-20) KT %,
KYBHR (1-20) 3l ERS %20,

0 CH:
HO H Y
Ao

TR
STE:

R
ICETPIL.

HO

Witz ZzoC* 1\;&UC A))

OH  r—iinc s if

22. 9%

(A4 F~FY—JL300;F20mL [F])
54 7

(A F~FY—)L300;E50mL [F])
S5)NA 7V

(A F~FY—)IL300;F100mL [F])
53147

(A F~FV—=)L350;F20mL [F])
S5)NA 7

(A4 F~FY—)L350;F50mL [Fl)
534 7 )v

(A F~FY—)U350;F100mL [F])
53147

23. FEXHk

1) BR3¢ ERIR EBEFE 1986 5 63(8) 1 2715-2722

2) MFEEBEER (1 FAF Y —ILEHK © 200154 H4HA&GE.

HFEERMBEEE AL IL. 1. 2))

) EHNABEBAFER RS, EIFE 5 2021 : C-528-534
24, XEfFERERUHEWEDLEE

BERETERSSHE <9 OHEKE

T939-3515 EILNEELT/KIEL » #1515%

(TEL) 0120-956-792

(FAX) 076-478-0336

26. BEIRGERES
26.1 SHEERGETT (BA)

(= ErRETERAS

BEINMAXET,r 2151551



