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HE 2%
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BRHR, FERUCHBEUATOEEY TH S,

ESE PR
2444 GE Healthcare AS
HR7E4 Clariscan

AT - Biks

Clariscan 0.5 mmol/ mL 7 5%&
Clariscan 0.5 mmol/ mL FH%& L7 4 v R U

B H

201742 A

PGB EESIIES

4.1 Zh8E - ZhR
AENIZWHEDOHR TH %,

Clariscan 1%, ZWEBRNMLERA R THHIZHEDL 5T, FEEEELKILE (MRI) ®{E T
FEONRWEEIZRVEERAT S Z &,

Clariscan 1Z. BE 7o/ HEE2EA27-9I1C MRI 02y N5 &2 N m#E+ 32 EZHT
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RN R OVINRAEN] (0~18 %) -

- M. FRE. AR OR A

- 28 MRI (4.2 THZMH)

6 # AR O/NETIEEH ~OM A ITEID S,
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42 R - AE
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BB O RE D MRI

HELEH #13 0.1mmol/kg BW (Body Weight : #£8), 37245 0.2mL/kg BW TH 5, MMEE
BETIE. 512 0.2mmol/kg BW ZE L T 0.4mL/kg BW &% & JEEOE#EOHE
NLEL, HBREOERIEOIT LD,

25 MRI (FFig. B, BEg. 58, i, g LB HEBROBREL L)
P Et+07rar F I A eSS D OHESERAEIX, 0.1mmol/kg BW, § 725 0.2mL/kg
BW TH 5,
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BW, 47/ 0.2mL/kg BW Th %,

BIAME 7R PL T (B A0, IRHE 7R 8 I O RE R BB 2 BAG TE o 5 6H) |
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18 &5 2 B4R 2 AT Clariscan Oufifs 2 MO G THEN D56, i nTReLmif
BT 528, 40 0.05mmol/kg BW (0.1mL/kg BW) OFH-THB R ATREMEN S 5,
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BHREMRE D H D HBHE
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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 regarding the effects on fertility.
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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.

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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