20214E2 H YT (510)) BAREZEFAPEES
BRIRBIIE A # S MEMRIFSEEH] 87729
Bk ¢ SRR AR T ba— VRS
HXHAR : 364 11 LIy E A/ ST ARES BR5SBIA
RY RS ® M -
Q 22700AMX00651000 | 20154E6 H
7J I“ X I“ #51.0mol/L &Y< 5mL _omlL_
Speg ® “7';”;; 22700AMX00652000 | 201546
AFERF sziomonsvovsm 0 —
B S R P ® 10mL i
1J I~ t Z I~ #2E1.0mol/L V< 10mL
R Gadovist iv injection 1.0mol/L syringes
)R - KRS ORFEICX VT, & D8

i

==3
=

AEZHHERNICKRETIEEELFRERZRET

23BThIHBNDT, BEAICIIBSLEWI &
[14.1 1B 8]
1.2 EERBEEZENDHHEBETIE. ANUZITLEE
Bk 2BHLEMBHENREOY RV ERT
BIEPHEECNTVWAINDT, BEEDHDEEX
FBEEPETL VRIS ZThDHZE8ETIE. +
SEBETBHE, [9.2.1-9.2.3, 11.1.380]

1.
1.

6. RERVAE

WE. A0, ImL/kg% BIRNEES 3 %0

8. ERLEFNIEE
8.1 ARG ZHoTiE, KEIEFEDOT LIV F—

HRHEEFZOWTH Rl %179 2 8. [9.1.2-9.1.5511]

8.2 Y3 v 7. TH7 4% Y —KOTMAMENIFS

FTHIENHDLDT, AHOEGIZH72->TiE, FEM
BEOWMEIT) . T2, HEFBL Y IFHN~%N
BICO BRI 88 7895, b, MEKT.
RS S H5bNLI L BHBLDT, HH5HHBE

2. BR(ROBEICEBE LBV E) DREE BT 5 L BHISH LT, Lo
ARA DR X7 F Y =7 2 AN LB ioE o K23 SN HEITEIER P ERESFITEET S
BB D 5 2 BH EIOMET L LMY I E L5, [11.1.18H]

9. RENE=REETHREICHT IR
3. fARK - MR 9.1 AHHE - BEEEZDH 5 B
3.1 4% 9.1.1 —REBOBEICEVEE
HRC A MFE | 7 FE R MG | 7 FU 2 M T LR E R VE SN2 E2RE, 51
Wise4 | 10mol/L | 10mol/L | LOmol/L Bl
S Ysml | $) > YTsmL | YUY Y10mL 9'1'%15§"Z'i?%%;ﬂ%éhéiﬂj\ﬂ?g i L
oy iz L% X RN o k&, &
eI oml___| 7oml 10mL BNCl, Yavs. TFIA TRV~ Kb SbNL

AR | 1mLA R 7R 0 — V604.720me AT TENDLH, Tl WEBIEEHET 2L 2D 5.

1y o (8.1, 11.1.1Z#]

o | S020me | dkdmg [ C0T2me 9.1.3 PLILK— &%, %5, CARBEERILY

ImLif TOTLLE—GEEET 8%

fax%E—):121lmg
ANna7rua—iF b7 A 0513mg
pHF LA  sd2

I

3.2 REOMIK

HREAMEHE | #FE A MEHE | A FE X MEHE
Wioe 44 1.0mol/L 1.0mol/L 1.0mol/L
YU YomL | YU Y75mL | ¥V ¥ Y10mL
- PEIR 40 ~ P B {0 78 B O TG
pH 6.6~8.0
& It 6 (LRI 3 5 1)

4. FHEELITRIR
HBRABRICE1 -2 -—WMEBEICE T3 TRER
OB - HEER
OfFzrEl - MESR

5. REERIRIRICEHET FE
R = ASERA 2 BB LB ITB VT

ik 5E

fE7 A5ied b7z & ok Rk O FI B S A4 F 1)

=S APMM SN OWMEVHLDT, AFI =Y

LA O 7o RO LB 2 HE ISR 55 2 Lo

T15RFHMRE S L ADNRAEREE, REERE I

[8.1&1]

.4 @ RBICREXRR. TLILX—HaR, B5.
CARBEEREILPTVWI LI —FAE42HT3EE
[8.1&1]

1.5 EMRBIEOREROH 5 EE
[8.1&1]

1.6 EFEEZEHT. EE. TAPARVZORED
HBHEE
AN H HLDLNDLT WD D, [11.1.25H]

22 BiSReEERE

2.1 EELBEEODHEE
B ERLE BTV EHAN S LA2RE. 5L
TWnZl, AROFEPHIEE TH D, PRILELE &
e 2 BAL S €2 BENDH 5, (1.2, 11.1.351]

22 RBERFSITODATVAIRKEABTEE, eGFR
(estimated glomerular filtration rate : #E R Ek{F 58
{&) A 30mL/min/1.73m*KiGDEBHUBEEE. faHEEE
DNEE (BEELEBEZEDH 5BEZEKR)

AR OPE % MET, oA RETRBET LI LPEE
Lo H FY = A5EEANC X 2804 & Vi o
ROV A B EHT B EFHESN TS, [1.2,
11.1.320#]



923 BEENHIBERIBHEIETLTVDESZ
hDH28E (BEELBEEDH 2BEEKRC)
BEOBERZ HCHEME Lz LoHEEICHRS T 52
o HEMEARBILTE2BZEZNDDH S, [1.2, 11.1.3,
16.6. 18]

9.5 111
I IR LT W A W R0 & 5 ki, 2k
DA WVEDSERIEZ L5 &R S B PE 120 s
55528, 9y PRSI0 - JRIRFEAIC
M3 2RBICBVC, BEWCEEO S E B
§ % JH & (10mmol/kg) % KB EHIR PG L 23812,
F v PTIHBRICEEZGEZROBNDS, 73+ F Tk
VL PE Je OSHLPE DR EERG AN, W IR i A R o B
MREIEE SN, EHERATOREZ R (Cmax L FAUC) &
WL %aiE. 9 M T3k 02,60 v HFTT.I
RUOT5CTH-72Y, T Vot - BEFAICHT
ZRERY 2B VT, 2. 5mmol/kg Gl B H i 0 254%)
PG LA W o BB A S e,

9.6 ZILIF
P LOAREMLTBAREOFGEEEZZE L, BZA4
O IR R T A . BIWER(S Y ) T
A PICBITT A EHE STV S,

9.7 INRE
2~17T DO BH 2 /R L U BRI TIX, 138411841
(5.8%) ICEIWER 233D B Tzo L 72 E REIET X,
BREE S 261 (1.4%) « 2261 (1.4%) TH - 729, T 72,
0~2i% A O BF 2 1% & L2 R RBRTIX, 46011
51 (2.3%) WM 253830 5 729 (SHEANF— %) 6

9.8 =ksE
BEOREZ THICBR LA oEEIIHRS T L L,
— AR REAMET L TWw5b,

11. BMER
ROMEMRH Sbh b ERDHLHDOT, BLE +5
AT, BESED LN SIE RS 2Pkt 5 %
EWY) R E 24T T &,

1.1 EXGEMEA

N1 >avy, 7F77147F%2—(FhHHELRN)
Yav s, 774 9F v —(WEET, WU EEE, =
ARG, W - WREFURNE, BHIMVENE. PPWRAEL., OMERIRAE)
BHobhbZ Db, T MiAklEEE)EAD
H5bHo [8.2. 9.1.25]

11.1.2 EEHME FEAN)

FERERAE (BRI R 2 L) B EarH 2) Frkk 32 L
BHEDT, BHLLELAE T = 7 NV E Y — VEN
VE Y — VIBFEAN Y TR LR EE5TH2 L,
[9.1.62H]

11.1.3 B4 2 & 4 8 # /£ (Nephrogenic Systemic
Fibrosis. NSF) (B4 W)

MNENZBWT, BELFEREDD 2 BBANORFRYS
BT, B MRME 2 BB L ER MG ST
WBHDT, PE5H LB E TOIITV, REDOZ S,
WERR, A k. BEMiOMIE. K FEORE OFREIC
BHo¥ETAZ L, [1.2, 9.2.1-9.2.3%]

1.2 ZDMOEER

1%k FEAD]
HEGE |75, WAL, UAJKE S M. ALEE. 2
H AR B B3

A g, BRAL L,

SERRAE, WL

HALE: Wi sl MR, IR

19 A i BEEAY]
fSRas I E 5 BUR O, FT7 -,
i
P SV SORORE, K,
QU %Ay WP
FLHEA R ZiTE
Z DAt BU, TEGHERAROS M. R, ik

14, BAEDEE

141 ERIREEFOXE

14.1.1 #PENEG- 3 fTb ez & [1.1ZH]

14.1.2 ERNECSC XD AR, #IREDH H5bh b
XD B

14.1.3 Bo TMAEIHIHE A 2 il S 725823, %
Ay R KA EIEYD HDbINAE T ENHLHDT,
EARFICHERT S 2 &,

14.2 HHHBRSHROEE
1M OBRAEZOAEH L. KREOBERIIHERET S Lo

16. ZEMENE
16.1 Mg
HEEE AP T I2AFO0. 1, 0.2 )% 0°0. 3 mmol/kg %
FFRAR G L7222 A, MR A Y =7 L2
HPEDOW I 78 U Bef A i3 #91 . 8 T - 7275
6

~-0.lmmol/kg
5 1
-0-0.2mmol/kg
1 4 -0.3mmol/kg
B 31 (B3 = B 3%, N=8)
JiE
[mmol/L] 9 1
1 b

0 (){,5 i 1?5 ‘Z
5.4 K5 [h]
16.3 2%
TR AN T 12AHO0.1. 0.2 £ 0°0. 3" mmol/kg % H
FERNES L2 2 A, A7 bu— Lo EFIRE
2B B0 ERIIAREOR20%TH O . MlashEE L
BBEh—HLTwaZEtrs, 7 hba—nigE
RN RO T b D2 57", In vitro
ZBWT, AT ra—ilob bMidEsy 827 & DB
S BRFEERRDON Lo/ (F v EEROFEH
fl1%3~5%)% .
16.4 X3
HET P a—VidH#E 2T mn,
16.5 HEittt
TR AN T 12AHO0.1. 0.2 2 080. 3" mmol/kg % H
HERAPELG- L2 2 A, K7 ba— v olEddE
BHELGBI2RER T TIIEIEE T L. &5 RD0%LLE
PRI X N ee A FT bu—VoER YT 5
v A131.63~1.78mL/min/kgTH VY, 7V T7I7 v A
(1.49~1.79mL/min/kg) K2 V7 F=v27)T 5~
ALMBRETH-722 B, AT re—LoEHkE
R R PR TS . BIRIRE A MIC X Y RE
etk LThict s b o 2 S5hi?,
16.6 HENEREFI2BE
16.6.1 BEEHRE
B2 A9 5 BEICAAO. Immol kg 2 B bl ERIR %
HlkbZn, BEEORENRE VI EMET»SD
HEZT PR —IVOHERITEIE L 7ze P35 A1 00
. BEPSHEE(ZLTFVIUT I VR 30~
80mL/min/1.73m?) O F B H ClE5. 8REf. I (7
L7F=r Y75 YA 30mL/min/l1.73m* ki, &




PIAE) OB ERE TIRI7.6M M Tho72e 827V
T 7 ¥ AR B O AR RE OB E A TI30.49mL/
min/kg. HE OB ERE TI20.16mL/min/kglfK T
L7z BE» SWWEEOFRERE T, &5 %720
METIZHAFT ba—voRhdRkZe T Lz, HEE
OEFRERE T, B5#%50 F TORPEEEZRS &
DFIB0%TdH > 720 ENEHTIE. SEOENICE K
98% DA K7 ha—usiniE & Y & s 210 (O E
ANTF—7%)o [9.2.381]

16.6.2 FAER. HMRERO/NEEE
0~175 o AR, FLLh W K OVNE BEIZAA]0. 1lmmol/
kgZ WHIERNTEG Lz 2 A, EHOR AT & Bk
DIFWEEZ R LYY, 2~1TROBHEITBVT, &
AP 514605 ] F TITH G5B DA% YL LRIz H KT
Pr—n & LCHRE SR JEAF— %),

16.6.3 SiE
6578 DL I o> f e i i L2 ARA 0. Immol/kg % i B HfIR Y
BhH L7722 A, I EE IR TRy R
BN, BHETIER33%. LTSRN IER Lz, &
20752, BETIER25%. ot TlaR35%ME
T L7 # KT ba—voRhdE k5 5248 1
TR T LY HHEAT— %),

) AR OARBM R, 0.1mL/kg (0. lmmol/kg) TH %,

17. BEERRIE

17.1 B3R ULRLMICEEY 555

(B - BEEER)

17.1.1 EREI/IHEEHR 7O -/ —HE&
TR E S 2 A 3 5 EEEV O B 5 35 MRIKR AR 25
WIS & 7 B BEIBIFICB VT, EIEMRITOKIHZ
g (BBt & & D35 D st R OFHE O TF-3) 12D
T A#0.1mmol/kg® # K71 F—10.2mmol/kgiZ
W3 B IEH DR S Nz,

FFETra—n | #EFY F—n -
(0.1mmol/kg) (0.2mmol/kg) ™

9 28 M 6.28 6.87 -0.58

(i : 2DBUEWX MO FRIZIESE~—Y v-1% LNl 72)

RIVENE 16151 R 741 (4.3%) (2380 Sz, BIFE I,
THIL RSB BOG. Wik, 5. BB, CARE.
ALTHIN. ASTHIMAIE1H1(0.6%) TH - 7212,
17.1.2 EAE M HIFSREER

- BFREHLE AT B LIZEED B B FEEMRIB A A
IS & 7 B BEICB VT, RA0. lmmol /kgF He5- L 72
MRIMA T ORI R, DHEABEE, NEHEEICIDO W
TAa7AbL. BIREMEZ L2 T ORsFE (B
B Z & O3%DOFHIEOFHMEONY) . G EMRI
L LT, JEEEMRIE EMMRIOMAGEIZB WY
Ty BHWEMRBE CIEIELEIBEES L, EOMMOFE
iEEH CREZIENRTVS Z EARENT,

BI% Bl LA G 7%
SERER A 0.95 2.87 1.91*
Wi WL 991 214 3.20 1.06*
A 1.15 228 1.13*
T 9 22 M 10.79 11.09 0.30**

(I : *p<0.0001. **95% XM D FRIZIFESE~—Y »-035%
L5 72)

B 13223017161 (2.7%) (238D Sz, BIFEH I,
IITH260(0.9%). LIPNRZHE, HEO, WERL. JEETEBA 2
&, KLBE. B AK161(0.4%) T - 729,

17.1.3 E4E MEIES KRR
i - HFREHE 2 AT 5 X0 D 5 MR A D
WIS & 7B BHITBWT, AAI0. Immol/kg % ¥ 5- L 7=
MRIMA T ORI R, BBRHBEE., WEHEEICD W
TAa7 bl. MIBEMREZ L L7z EOREE (B
Bt T L D3 DOFHEEDOTMEOTY) . IEEEMRIE
Wi L. FEEEMRIE EEMRIOM A GRIZB VT,
KR 25 T IESTEYBGE S . Z oo FHiH H
TIRARIIENRTVS ZLAVRENIZHEATF—5),

BIE | IR M At 7
SEREA R 0.93 2.86 1.94*
W] L 311 1.92 294 1.02*
PR 1.57 2.35 0.78
o 9 22 18 B 321 265 297 0.32*

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

FIEFT 34360 1451 (4.1%) 1278 H iz EREEH
. EL6H(1.7%) . TR MR, BIERAER, B,
ME EAERZ151(0.3%) TH - 721,

(HRERER - MEDERS

17.1.4 EREHEFES IHEESHER
FUBR. OB, BEEB. B B SUEZ U O 3 Y MRIM A
DG & 72 B BEOEMMRIZB VT, HEOEME)
B LB, IR OwWTRa T b L.
DR B E T L O3ZOGIE O E AR L2
WA 2T DY), FEEEMRIE EEMRIOMAGEIZ
BT, AAO0. Ilmmol/kgDH KXY F MNBEX 7V I ¥
0.1mmol/kglZx 3 2 HEHWATR SNz,

HET b a— | FERYF MEAT VIV -
(0.1mmol/kg) (0.1mmol/kg) 5
wAay 9.39(164) 9.34(174) 0.05

FE () IFFli R E LpE. 2 D95%E X M o F BRIk
S~ —Y v-12% L5 72)

RIVEH (BRRBRA A I 2 & ) 317881751 (3.9%) (272
Doz BIEHIE, BUE2B1(1.1%). DINEEE, JE8
S F695. IRy v 87 s 191(0.6%) TH - 721,

18. EZHhEIF

18.1 A
KAFDOHF T =% A4 F ¥ (GA¥) X H R %2 RT 7=
B, BERILBHRZIIBOTRERTE (T V) 0%
MAEfRAE L. RN Z2HHT 5. O DFFICTINH
FAMRW G ETa > b5 A bABEMR$ 51917,

19. A2 ICEET 2 IB({LFEFR

—hkE&FR : A K7 b 1 —)v(Gadobutrol)

1t : [10-[(1RS,25R)-2, 3-Dihydroxy-
1-(hydroxymethyl)propyl]-1,4,7,10-
tetraazacyclododecane-1,4,7-triacetato(3-)|gadolinium

SFI - CisH3GdAN1O9

SFE 1 604.71

MR - AT Ao MEOR KT .
AFIEARITHBD THEITRT L, =5 2 — )1 (99.5) ITHE
DTHITFIT v,
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21. AEREM
PREESL Y A 7 S HET 2 R e o b SEYICERT 5 2 L,

22. G
5mL[53¥V ¥ ¥]
7.5mL[5¥Y ¥ V]
10mL[5¥) ¥ V]

23. EE

DAEWNER: 5 v ME - BIRFEACEE T % 3% (2015483
H26H 7458, CTD2.6.6.6.2.1)

2)FENE R T - BRIEHE AR % R (20154E3
H26H7&F%. CTD2.6.6.6.2.2)

)AL RL: A A SRR o M A & PR R
HZOBRE/ YT 2 — & g (201543 H 26 H K2,
CTD2.6.6.6.4)

D FPE R VR - BRI AR % iR (2015453 H
26 H7&#. CTD2.6.6.6.2.3)

5)FLPIE R 2~1TR o BHE O T/ MAHRER (201543 H
26 H7&#. CTD2.7.6.8)

6) FL &L 2 im0 BEH O T HRER (201543 H 26
H#&#&. CTD2.7.6.22)

T)FEPERL: R o S B R ERER (201543 1 26 H 7K
#. CTD2.7.6.1)

&) AL AL MHE & > % 7 FE A AR (201543 H 26 H K
#. CTD2.6.4.4.3)

) +L N RL: AREI AR R A & G & LA S
AR (20154E3H 26 H &2, CTD2.7.2.2.2.5)

10) #E N RE: BRI o S Bh B SRR (201543 H 26 H
7K. CTD2.7.6.6)

1) R Wil o S Bh & Bk (2015423 1 26 H 7k
2. CTD2.7.6.7)

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

13) ¥R EIN A IAHIE & ik (2015423 1 26 H 7k
2. CTD2.7.6.9)

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

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

16) BT A Wi{REEHr. 1988; & 450-453

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

24, XHEKERUVBEWVEDEE
SCHRER R %6
WA ZNWVEFHAEH - AFA AN, T A= a v
T530-0001 K i AL X Mg — T H 4% 9%
N TV ERHEERO BRI WEDE%
#Hi50120-106-398

26. RERTFEF

26.1 BL&EBRSTIT
A VIR RR A a AL
KBl X g =T H 4% 9%



HFEX Mz 1.0moiL V) IV OEUIRWLEE

4 N N
0 BHEmEY S —ILERAL, YUY IEkE g Fvy TERNOBAICEES ETRY A LT REE L.
R LTS TN
F oy FHRYALISESIE, vy TERBITEST
Bt 8T T
CHHIERIIRNOEE, 75 VIv—HLonMWESETH o X vy TENMYNTIE, ERHRUHBAEMEHLGHVEITDT TEE
TWBHhETHESREE L. LfEEL.
o EENZEHOSNIBEAICIEERLEVTIEEL. CEAOMENEND EIL7—Oy T IEFISOREIRETEDEEZEHEEY
e BEFLVIBLER BKFTOIEIELENTLREE &9,
L. ¥Fvv/iE, BRESAREETI2EME TRYNSHEVTIEL.
L J
4 N
9 S, SHEREEEPIICEELTCE
X0,
o)L7—Ov IIERIEDBRBRHZFERT S5, BETLD
M EREEZELTLIEEL.
o )L7—OvIRBEEFERTSHE, PLEREKRLC
Ba CROAIEIEDTLIEEV. fDAFBEILILT—
Ov I OBIBIC DGO BHEZTNHHYEITDT, EFER
TN
N J
/ N N Y ~ \ / -~ N »
Q BEOHRKICHEZRL, HRER M @ SEAEADDBIERICE, YUY IREE LoD YIRE
1L.OMOl/LY )Y IDT S5 Vv —%BH LB LTT Sy Iv—EMLT T,
T, MEOMRIC &Y A MERICEL
CBBENTWATEERIELTIEEL
o IEFICHESH LS
I7HREELTLIEELN
N 2N %
- . : L ) N
B ZIIDZFR Fyvv T (FvT—Ib) JLt (TSI v—RyiN—)
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J 11— { S
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