202449 8T (4B3ML, WHRRAERY ) BAEEERSEES
* 0247 ET (B2i) FRAREIIE 1 4 > MRS A 87729
BRI # R 7 b a— Vg
HHR - 484 11 VIE 7 ST ARES BRFERA
S e ® 23000AMXO00189000 | 201848 H
7J I~ l:ZI“ §#:¥1.0mol/L 2mL

B Gadovist iv injection 1.0mol/L
BAEER
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1. &S

1.1 AFEHERICHRETZEEELRMERAEZRET
2B ThdH5DT. BWEAICIEBESLEVWI &
[14.1.15H]

1.2 EELRBEEDHDBETIE. ANV LESE
FICE 2 BHLEHBHEOREDOY RN LRT
BLEDPHMEINTVWENDT., BEEEDHHHBEN
FBHEIPETLTVWESZThOHEEETIE. +
PEBETDHE, [9.2.1-9.2.3, 11.1.35H]

g

=®

BI(ROBHEIEBSLAEVWI L)
ARHDRG AEA B Y =7 A AN U BOE D
WHREO D 5 B

2.

8.2 ¥a v 7. TH7 4%V —SOTMAMEN I

FTHIENHDLDT, AHOHELIZH72-TiE. FEM
BOMRMEIT) . T2, HEFBL Y IKH~%A
BICHERERIEN 8. 5. BOH, WEKT.
RS D HbNLI EBHLDT, HH5HHBE
OREE BRI HI L, BRI LT, LilDiE
WD SN ICIZERHTICEIRESITHERT S
IORET LR EEW NI E LD &, [11.1.151]

9. HENERZFIHEBEICEHETIEE
9.1 & - BEREZEDH 2 8H
9.1.1 —fIREDHBEICEVWEE

B LR 2w il s a2 kE, k5L
Twnwz k&,

9.1.2 REXMBDERE
T T LR 2w eI Sh 282 RE, &5 L
21?;’:-'; L2 Tnwlko Yavrs, TFI74 7%y —Dbbbhb
db. N SEHBB. Tl WEREEHERT 5 EXD S,
Wt % T FEA b ifii1.0mol/L 2mL [8.1. 11.1.12H)]
WA 2mL 9.1.3 PLILX¥—MRK. %F5. CARBEEZEILY
RS | ImLby B 7 b 0 —1604720mg & fi TOTLLX—BHERT 28K
T [8.15 1]
s 1209.44mg 9.1.4 M. RHBICTEXWR. 7L —HEX, 5.
CARBEEEI LTV LK —HEEHT 8%
ImLH _ [8. 18]
g | PEA S E=V 12limg 9.1.5 ZMBREDREEEDH 5 BE
ANVaTra—NF +J 7L 0513mg (8. 121]
pHFBA - il 9.1.6 BIXEZ2HT. B, TAPARVIDERED
3.2 WA DMK bBHBE
W5Esh #FE X M i##ELOmol/L 2mL RN H LMD ENDH D, [11.1.25H]
@ - PR e~ B3] D ERTIR 9.2 WRAEREMT
! AR 9.2.1 EREBREOS 58%E
_P = = T LR 2w eIl Sh 282 RE, &5 L
B 96 (EFREH RIS 5 ) W Lo AHOEEIEMEBTH Y, JREELE & T

4. FHEER IR

WAL 2 — 4 —EREIC B 5 TRER
Ofi - 38

OFEE - MIES
5. MEERIZMEICEHET B

7R = LA & BRI L BB T,

FERE R TR MR & b /NBEEIRAL, P BRAE I

Bz BALS L BZNDDH 5, [1.2, 11.1.38]

22 RBEMPITOATVEIRKEEREE. eGFR

(estimated glomerular filtration rate : #E RIXE 5B
&) A°30mL/min/1.73m*KiGDEBHUBEEE. faHEEE
DNEE (BEELBEZEDH 5BEZEKR)

AR OPE % MT. oA RETRET LI LPEE
Lo #FY = A3EEHNC X 5804 it o
RBDV A B LERATHIEFHMESN TS, [1.2,

fBo 23 i80 b7z & O R i O R & 7 F Y
=S AP SN EOWREVHLDT, AFV =Y 9.
LA O 7RO LB 2 HE I § 5 2 &
6. AERUVAE
W, AHFO0. ImL/kgZ BIRNE 59 %o

8. EELREAXRIEE 9.
8.1 AFDIEEIZH o Tk, REXMEAEDOT LIVF—
WSOV T TR MBZ21T) 2 L. [9.1.2-9.1.58 ]

11.1.32M]

23 BEEZEOHP2EEXNIIBEEEIFrETLTVWEEZ
hDOH58E (EELBEEDH 2BEZRC)
BEOEREZ T0ICFM Lz LeEEICRS T2
o HEEABESTEZBENDDH S [1.2. 11.1.3.
16.6.1&2 ]

5 11§

IR IR L C WA R0 H 5 ehiciz. 2k k
DA VEDERRYE % Ll 5 &KW S BB E 10 s
Egazt, 5y PR FION - BEREAER



MY 2RBICBVT, BEWCEEOE B L2 B
§ % JH & (10mmol/kg) % KB EIRMHE S L 23812,
F v PTIIBRICEELZGEROBNA, 7+ F T
VEPE Je ONHLPE DR EERI . W IR i A R o R
MREEE SN, BERATORE R (Cmax L TAUC) &
WL %4eiE. 99 b T5.3k0U2.6. vHFTT.1
RUOT7.5TH-72Y, T Vol - BEREAICHET
LRV 2B VT, 2.5mmol/kg Gl B H 1 0 254%)
PG LA R E o BB A g S e,

9.6 EILIF
ZWLOARERTBAXREFOAEMELZEZE L, B4
O FZPIEE R T A, BWER(S Y )T
AHPICBITT A EBHE IR TV S,

9.7 INRE
2~17T DO BH 2R L U BIRREBETIX, 138411841
(5.8%) ICEIWERAS3RD b Tz BB L2 EREIEH X,
BREESH 261 (1.4%) « 2261 (1.4%) TH - 729, T 72,
0~2i% AR O BF 215 & L2 KRR TIX, 4601
51 (2.3%) WM 253830 5 720 (EANF— %),

9.8 =knE
BEOREEZ TR LA OHEEIIHRST L L,
— AL T LT,

11. BMER
ROMERARHSbhBZEHRDHEHDOT, BLE +5
AT, BRESED LN SIEES2HILT 5 %
EHY) R E AT T &,

1.1 EXGEMEA

#1111 23y 9. 7F74 7% — (T HEARD)
vav s, TF749F —(EET, WPREEE, =
FRIH IS, W - WRERURE, BHIMVEANE. PPWRAEL. (OMERIRAE)
VBHobNDEZ N5, [8.2, 9.1.25H]

11.1.2 EEHMAE HEARN)

FRERIE (BRI R 2O BEarD2) Fro o L
BHEZDT, BHLELEAE T = ) SV E Y —VEN
NVEY — VIBFEA I Y T BN L EERGTH I E,
[9.1.62M7]

11.1.3 B4 2 & ™ 18 # /£ (Nephrogenic Systemic

Fibrosis. NSF) (BEEA W)
MENZBWT, BEELEREDD 2 BBANORFRYS
B, BHaesMRMGEE BB L EMSHRIE I N T
WBHDT, PE5HLBEETHIITV. KEOZ S,
JERE, M k. BAMiOME. HHEKTFEOREOFREIC
BHo¥ETLAZE, [1.2, 9.2.1-9.2.32]

*11.1.4 SMFIRESRAEREEE. FAKE (3 HELRH)
ST 2 IR, KERR L. W% FE A

il T 5 55 O R XM B S5 A58 & U231,
VB U 2 2179 2 &,

1.2 ZOMOEER

1% A3 BEAH

B 9. WKL, CARE | RIE,. K3, =
I Ik

R R | B DEN

R g, BRERE.
SRR, WRESER

HALSR M. WRr:. CINEZRR

WEBRE T 5 Bk EH., F7/—%,
B

0% 2 SR-S 24 NS
L%, W HE

BAA R % e

Z DAt B, TEEHRAROUS e, BRI B

14. A EDEE

14.1 EXIREEOXE

14.1.1 BERNHREGIITbRvwC &, [1.151]

14.1.2 #RABESIC X D LS. BIRERD b b
b b

14.1.3 o TMAAIMIHE A 2 RN S 25 E103. %
R JERR. AE. BRENRDLDNALEZENH LD T,
EARCTER TSI &,

14.2 EHREHDEE
TEOBRFICOAHEH L. REOWERIIREET L2 &,

16. ZE4pENE
16.1 Mg
B AP T ICARFO0. 1, 0.2 % 0°0. 3 mmol/kg %
R G L= 2 A, MMETH FY = A 08EZ2
DM I 7R U St i %91 . 8 T - 7275
6

--0.Ilmmol/kg
51
-0-0.2mmol/kg
I 4 --0.3mmol/kg
%
5 37 (B3 = B, N=8)

0 05 1 15 2
%512 [h]

16.3 9%

TR AN F12AR#0.1, 0.2% K 0°0.3% mmol/kg % Hi
HEHRNBES L7z 2A, F T ba—ogHikE
BT B0 MERMIIAREDORH20%TH ). Mlastiz s
BBth—HLTwaZehn, 7 hao—nigE
R MR O T s b D #E 2 S5Nh72", In vitro
ZBWT, A7 ha—obe Mgy 87 Lol
SPERERBED SN Do (F U7 FEaEDFEH
fiti133~5%)%
16.4 43

A ET ba—VidHZ 2T RvY,
16.5 et

TR AN F12AR#0.1, 0.2 K 0°0.3% mmol/kg % Hi
BIERNEG- L2 A, H K7 ba—uvolpdhdEk
EP G5B 120F 1 T T T L. HE5E2D90%DL E
BEPCHEE SN ART IR — VD&Y TS
¥ A131.63~1.78mL/min/kgTH Y. Er7UT IV R
(1.49~1.79mL/min/kg) R Z V7 F=v 2 )T7 5~
ALRABETH oD, FFTbu—ro3H
MR IR TIEECTH . FISHRRIEABICL Y RE
btk LCRPCHEE S NS b0 EZ 5hi7,
16.6 HENEREFT2H8E
16.6.1 BEEZHEE

BRE A 5 BEITAAO. Immol/kg % HiH EHIR %
HLlklZn, BEEORENEVIIEMER»SD
ART P E—VOHRIGEIE L 720 T3R80
. BENPSHEE(ZLTF=VI2UT I VR 30~
80mL/min/1.73m?) B[ B E CTIE5. SHFH. HEEE (2
L7F=v27Y7 5 A 30mL/min/l.73m* ki, &
WAL OFEEBETILT.60HThHotze Y
T T VAR BEH SRR O RE B HZ TIE0.49mL/
min/kg. HEOFRERE TIX0.16mL/min/kglZ KT
L7zo BEDNOHEEOFRERE T, H5HT2R
METICAHARFT bu—VoRPEENIET L, HE
OFEEERE T, KE5#50 T TORPYERIRS R
DHIB0%TdH > 720 BHEFZ T, SHOEHICIIR



98% D K7 b a— Vsl & 9 Bk & h 70 (SHE
AT—%). [9.2.351H]

16.6.2 $T&ER. LR RO/NERE
0~17DF A W, 2L B O/NEEHF ITAA0. Immol/
kg% WEIEHIRNIR S Lz 2 A, BB A T- L Ak
DOEYHEEZR LYY 2~1THOBEHEICBVT, K
AP 51461 [ F TITH G- R DA% L, LRI H KT
Per—n e LCHElE S R (BHEA 7 — %),

16.6.3 SE
6578 DL 1 o> fe 3 i i V2 ARA 0. Immol/kg % HL EHf IR Y
BGL72E2h, BEERERE TP R
WX BEETIE33%. K TIIRSBIER L7z, &
7079y AG. BETIER2%. ot T1ER35%ME
TFL7e HFT ba— VR P 5 5240 ) %
TR T LY HHEAT— %),

) AR OARBHREIZ. 0.1mL/kg(0. lmmol/kg) TH 5,

17. BREREXIE

17.1 BIMERCLLMICET 5558

(B - BEEER)

1711 ERNEI/IMHESHRI O F — /N —HEk
BN IES: 2 A3 5 iZBEV O b 5 3 MRIBR A D
IS & 7 B BHISIFNCB VT, EEMRITOKBIKE
g (BBt & & D35 Dt R OFHE O TF-3) 12D
T A#F0. lmmol/kgd A" F 7Y F—)v0.2mmol/ kgl
59 BIEHMATRE NIz,

BHR 2 B TR IELS D HEE S . 2 OMBoRHEEH
TRARCER TS 2 LR ShiGHEAT— %),

BIE | FEER i V5
SERER R 0.93 2.86 1.94*
W] L 311 1.92 294 1.02*
PR 1.57 2.35 0.78
o Y9 22 M1 321 265 297 0.32*

(JE : *p<0.0001. **95%fFHX MO FRITFELE~—Y ¥ -035%
s 7z)

RUPEF 34360 14851 (4.1%) (238D b7z E4RREIEH
E L6 (1.7%) T WEr:, WA, B,
M 55535151 (0.3%) Tdh - 721

(EPERER - TURERS
17.1.4 EREHFESE O RLEEHER

FUBR, OB, BEER. B BRSO 0 MR A
%J“ifﬁﬁﬁ?:tc%ﬁ%@ﬁ%ﬁMRH:a‘o‘wf WRE DGR
B, UHEPIBRE, NS >wWTAa T kL7, &
DWER(BEE L DO3HOFEEERO M EFE L
WA a7 OFH), FEEEMRIL BEREMRIOM A E IS
BT, AAO0. Immol/kgDH FXR¥YF MNBEX VI ¥
0.1mmol/kglZ X3 2 HEHWATR E Nz,

ARETha—= | ARRYTFMEA TV I ¥ -
(01mmol/kg) (0.1mmol/kg) -
wAxay 9.39(164) 9.34(174) 0.05

A7 ha—v
(0.1lmmol/kg)

AT F—N
(0.2mmol/kg)

7

R A 2 2

6.28

6.87

-0.58

(E : Z2DBUEHX O TFRIZIESE~—Y v-1% LNl 5 72)

FE () IFFMi R E L. ZD95%E X Mo T ERIZIE
S~ —Y v-12% L5 72)

RIVEH (BRI 2 & ) 317881 751 (3.9%) (272
Doz, BEHIE, BUE2B1(1.1%). DINEEE, JE8
S 3895, IR s Y8 7 s % 191(0.6%) TH - 721,

BIVE X 16180 741 (4.3%) (122D Stz BIFEH .
THI. FEGHBA OGS, WG, 5. BB, CARB.
ALTHIN. ASTHIMAIE1H1(0.6%) TdH - 7212,
17.1.2 EAE N HIFSFREER

- BRIHLE AT B XLIZEED H B IEEMRIB A A
WIS & 72 B BEITBWT, AHF0. lmmol/kgZz %5 L 7=
MRIMZE T OEERNE, BBRHBE, A EICOW
Txa7{LL, ﬁm%%@ﬁ%ﬁﬁbto%wﬁ%@%
B# Z & O3% DMK OFEHME DY), G FEMRI
LB LT, JEEEMRIE EEMRIOMAGEIZB WY
Ty BMHWEMRB CIEIELEIBEES I, EOMOFE
fliHH CRAEZICENTVS I LIRS,

18. EZHEIF

18.1 Al
KAFDOH FY =% A4 F ¥ (GA¥) X HERLEZRT 7=
B, BREBHRICBWTOKERTE(TE b Y) O

Mz fet Uy MR 2 Bfi %0 CO720%I
FMREIE T3>+ 7 A Ak 51917,

19. HREDICEET HEEFFME

—hE&FE : A K7 b a—)b(Gadobutrol)
1EZ % : [10-[(1RS,25R)-2, 3-Dihydroxy-

1-(hydroxymethyl)propyl]-1,4,7,10-
tetraazacyclododecane-1,4,7-triacetato(3-)|gadolinium
SFI - CisH3GdAN1Oo
SFE 1 604.71
MR AT A RO MEOR KT 5,

T15

B | FEEY HLA A 72
SERER AR 0.95 2.87 191*
WML 991 214 3.20 1.06*
PR 1.15 228 1.13*
e 9 22 M1 10.79 11.09 0.30™*

(FE : *p<0.0001. **95%fEMHEX M D FRIZFELE~—Y »-035%
L5 72)

B 1322361161 (2.7%) 123D Sz, BIFEH I,
FTH260(0.9%) . CIPIRERR, Bl MR, JEGHRA 2,
& KLBE. FEHHU(0.4%) TH - 7219,
17.1.3 ESE N HIFSREER

- FRHRLEZ AT B LIZEEDH B 7EHMRIBA A
Wo & 725 BHEICBWT, AH0. Immol/kgZ He5- L 7=
MRIMZE T OEERNE, DHRHBE, PHMEEICo»
TAa7ibL. BHRERE LR L 7z TORRE
B8 2L O35 OFHIEOFHMONY) . FFEEEMRIE
LT, JEEEMRIE #EMRIOH AGEIZB VT,

AREKIZHD THEITR T L,
DTHITIT v,

57— (99.5) ITH

b2 EER

007 N/ o Cor
[ o j H OH
— o

OH
B OGRS

22. @k

2mL[3j]



23. EEXW

D& 5 ME - JERBEICHT 2R (Ve
A MEHEL.Omol/L Y ¥ 201543 H 26 H &2
CTD2.6.6.6.2.1)

DGR X - BRBAECHTARBROGI Y
A MEHEL.Omol/L Y ¥ 201543 H 26 H &2
CTD2.6.6.6.2.2)

)AL RL: AR g g A HE kSRR O Mk R L P e R
BOBENT A — 5 WK (7 FE X MEHEL. Omol/L
¥ v V201543026 H K. CTD2.6.6.6.4)

FNEER: Uk - BB EICET 2 RB (T MY
A MEHEL.Omol/L Y ¥ 201543 H 26 H A& G2
CTD2.6.6.6.2.3)

5) MG R 2~17ROBHOHE 1 /MAHRER(F FE
A MEHEL.Omol/L Y ¥ 201543 H 26 H A& G2
CTD2.7.6.8)

6) tENEEL: 2RO BB OE THRB (T FE X
M#EL.Omol/L ¥ Y ¥ V201543 H 26 H K2
CTD2.7.6.22)

VAP G R R A OSEY B RERER (H F ¥ R b
L. Omol/L ¥V ¥~ Y20154E3 H 26 H A& G2
CTD2.7.6.1)

)AL MAE S NI RHEERBR(FT FEX B
L. Omol/L ¥V ¥~ Y20154E3 H 26 H A& 2.
CTD2.6.4.4.3)

9) LN EL: AHEI AR A B2 R L L B s.
RER (" FE A MERHEL. Omol/LT YV ¥ Y20154E3 H 26
H#&#E. CTD2.7.2.2.2.5)

10) #EPE L BFREERE OSBRI (F FE X
M#EL.Omol/L ¥ Y ¥ V201543 H 26 H &2
CTD2.7.6.6)

1) AN R s O W BYRERER (7 FE X b
#EL.Omol/L ¥V ¥~ Y20154E3 H 26 H &K F2.
CTD2.7.6.7)

12)Katakami N, et al.: Invest Radiol. 2011; 46: 411-418

13) LR EPNEE TAHIEE BB (7 FE X b
#EL.Omol/L ¥V ¥~ Y20154E3 H 26 H &K F2.
CTD2.7.6.9)

14) Gutierrez JE, et al.: ] Magn Reson Imaging.
2015; 41: 788-796

15)Kuwatsuru R, et al.: ] Magn Reson Imaging.
2015; 41: 404-413

16) BT Al mifRa2 . 1988; 8: 450-453

17)Brasch RC: Radiology. 1983; 147: 781-788

24, XBFEKERUVBEWVWEDEE
SCHREG R e
WA ZNVEGHRAEH - AF4 AN, VT3 A=V a Y
T530-0001 KB i AL X Mg H =] H43F 95
NA ZVERHEEGRO BRI WEHLEE
E750120-106-398

26. HERTEREE

26.1 BHEERET
WA TV RS AL
RPiAe XA — ] H43% 9%





