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J

(2) *4
GADOTERATE MEGLUMINE inj. 38% Syringe 10mL "GE”
GADOTERATE MEGLUMINE inj. 38% Syringe 11mL "GE”
GADOTERATE MEGLUMINE inj. 38% Syringe 13mL "GE”
GADOTERATE MEGLUMINE inj. 38% Syringe 15mL "GE”
GADOTERATE MEGLUMINE inj. 38% Syringe 20mL "GE”
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BENESTHDHH RTABATAI VKK, 8K IGE] 24 LT,

2. —f&#&

(1) & (ARE)
T RTNEBA TNV (JAN)

(2) #4& (fi%)
meglumine gadoterate (JAN)
gadoteric acid (INN)

(3) AT L
ZWH. T RY =7 NFEE : gado-
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NN OH OH H OH
I 1 I 1
o- G:d -~ OH *HOH:C —C —C —C —C —CH:NHCH:
N : N H H OHH

4, HFARURDF=E
4 F2 : Ci6H25GdN4Os + C7H17NOs
4y & 753.86

5. tZ& (ai%)
(-)-1-deoxy-1-(methylamino)-D-glucitol hydrogen[1,4,7,10 -tetraazacyclododecane-1,4,7,10-
tetraacetato(4-)]gadolinate(1-) (1:1) (IUPAC)

6. ER%. Jl&. BE, BEES
%5 : DOTA-Gd. Gd-Dota

7. CAS BHES
72573-82-1 (Gadoteric acid)
92943-93-6 (Gadoterate meglumine)
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Wetm M2 g (R AbE 8 A

4) @R (HER). B, BER
B RIESED LT ROHEHEOWIENRERD | @R E RS2 (BR)

(5) MEEME TN
AR E L

(6) HERfRE
log P=-2.72+0.02 (1-7' % /—/v /7/K) (FESEEA)

() ZDHDELRMEE
FEEE (20°C) : 88.94+0.2 mPa-s (&%)
BREE : 1.349 g/mL (IFIK)

. A4 5 HHE 4



2.

EMRSDEREEZFHTICEITA2RENE
HRTFIEERA TV I VIR DL ENE
B PRI SR RIT I RE R T HA R e
TIAFy rHl
25°C/40%RH o 18 4 A &
R & oo 7 I 3
%itm = Z N 1]
R 30°C/75%RH 77 j;n/ 7% 18 f& H [#] A
e
~ ° = Z N 1]
B | 40°C/20%RH 77 ;%/ 7R\ swmam e
%2 E M | MR 120 B2 A -RERILLE TIAF v s _ N
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RGBT K 4.7 (BRI RTT 5 )
¥EEE (37°C) : 2.1mPa-s

AHBFORBIOERGRLIAOEERVESE
Pl LA

2. HEIDMEK

(M

(2)

(3)

(4)

(5)

BHES (GBS OEE

1 Yooy E

10mL

11mL

13mL

15mL

20mL

RS | HRFABAZ LI v | 3.7695g

4.1465g

4.9004g

5.6543g

7.5390g

Ik
BARRAAA

EMREDREE
EARRAAA

RTABEOHEBRRUVUEE
BARWAAA

a2k
LR

IV. B

RS EH 6




SESTHI D R 8 5%
LN

BER. A0S EEICHT HEFE
ML

HEDOBZEEHTICHTELREN
R RAESRAE AT TE sl it e
TITAF v
25°C/140%RH*2 DT VL7 v K | 36 & H R Sk
& W IR AF YU
AR A A
30°C/75%RH DFVLT7 40K | 36 EH R ey
VAL
TITAF v Bl
40°C/20%RH*3 DTV 4R 6 & H [H] ey
VA INAL
TITAF v B
40°C/75%RH*2 3 DFVLT 4R 6 & H [H ey
YU

TITAF B
N f\fﬁﬁ\@\ﬂ‘ 1 Z . B b X .

R K OGITSRAN TR EE 200W » BE/m?2 DL |-*3 R,
P

HERIEH - MR, ARV =0 A, EBE (WRTVBAILVIVER), A7V, WEROAG, pH, &
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MEER TR
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B - HHEER

WER T - DG

[ZheE - B RACBIE 4 5 M Lo iEE]

ARV =0 LEEH 2B G LBFEICB VLT, G T1 5 MR B4 L /N id ke,
IR EICHFE TR b L OBESLHMOFRME NS H N =0 ADRKH Sz & O
HERHHDT, HE) =0 LELHE NN IR EDOLEEZHE AW 5 2 &,

AERUVAEE
BHE. B AZIEARA 0.2mLkg ZFIRNER T2, Bz x5 L9355 681%. 0.1mL/kg % 5HkA
EHRT A, HEIZSU T, 0.2ml/kg FTHET DI Z LR TE D,

B PR AR
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BAN-2. Y

(2) EEHRHR
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(3) ERPRIEEIEEER
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1. REZPHNICHESH S LEMRTLEHE
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HH LN A
KRN D TR SCE 4.6 Fertility, pregnancy and lactation

Pregnancy
There are no data from the use of gadoteric acid in pregnant women.

Animal studies do not indicate direct or indirect harmful effects with
respect to reproductive toxicity (see section 5.3). Clariscan should not
be used during pregnancy unless the clinical condition of the woman
requires use of gadoteric acid.

Breastfeeding
Gadolinium containing contrast agents are excreted into breast milk in

very small amounts (see section 5.3). At clinical doses, no effects on the
infant are anticipated due to the small amount excreted in milk and
poor absorption from the gut.
Continuing or discontinuing breast feeding for a period of 24 hours
after administration of Clariscan, should be at the discretion of the
doctor and lactating mother.

Fertility
There are no clinical data available with regard to effects on fertility.
(2017 4 1 A%ET)

INRZEICE T 550 E
KRBT HHEHLEOEE VNEE~O®KS ] OEHOFZHIZILLTOLEBY THY . BRI O ERF L
ELIIELRS,

[(EALDIE]

6. NEE~ADEZRE
AR EIE, AR, LR, S T/NBICx4 22 &M ML L T2y (F FRRBR
Drrun),

HH LN A
KRN D Tt SCE 4.2 Posology and method of administration

Special populations

Paediatric population (aged 0-18 years)

Encephalic and Spinal MRI, Whole body MRI:

The recommended and maximum dose of Clariscan is 0.1 mmol/kg body
weight. More than one dose should not be used during a scan.

Due to immature renal function in neonates up to 4 weeks of age and
infants up to 1 year of age, Clariscan should only be used in these
patients after careful consideration, at a dose not exceeding
0.1 mmol/kg body weight. More than one dose should not be used
during a scan. Because of the lack of information on repeated
administration, Clariscan injections should not be repeated unless the

interval between injections is at least 7 days.

XI. &&8 29




Use for whole body MRI is not recommended in children less than 6
months of age.

Angiography: Clariscan is not recommended for angiography in
children under 18 years of age due to insufficient data on its efficacy
and safety in this indication (see section 4.4).

Method of administration
Paediatric population (0-18 years). Depending on the amount of

Clariscan to be given to the child, it is preferable to use Clariscan vials
with a single use syringe of a volume adapted to this amount in order
to have a better precision of the injected volume.

In neonates and infants the required dose should be administered by
hand.

4.4 Special warnings and precautions for use

Paediatric population
Neonates and infants

Due to immature renal function in neonates up to 4 weeks of age and
infants up to 1 year of age, Clariscan should only be used in these
patients after careful consideration.

In neonates and infants the required dose should be administered by
hand.
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