UDAIJE UVADENE NA VNEJSIM OBALU A VNITRNiM OBALU

KRABICKA

| 1. NAZEV LECIVEHO PRIPRAVKU

Gallium (Ga67) Citrate Injection 37 MBqg/ml

| 2. OBSAH LECIVE LATKY/LECIVYCH LATEK

Contains: ®’Ga as gallium citrate

| 3. SEZNAM POMOCNYCH LATEK

sodium citrate, benzylalcohol, sodium chloride and water for injection

| 4. LEKOVA FORMA A OBSAH BALENI

Solution for injection containing 37 MBq/ml Ga67 as gallium citrate.

82 MBq in 2.2 ml at ART
123 MBq in 3.3 ml at ART
205 MBq in 5.5 ml at ART

| 5. zPUSOB A CESTA/CESTY PODANI

Intravenous use.
Read the package leaflet before use.

6. ZVLASTNIi UPOZORNENI, ZE LECIVY PRIPRAVEK MUSi BYT UCHOVAVAN MIMO DOHLED A
DOSAH DETI

Keep out of the sight and reach of children.

| 7. DALSI ZVLASTNI UPOZORNENI, POKUD JE POTREBNE
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| 8. POUZITELNOST

EXP: DD MMM YYYY 18:00h CET
Store below 30 °C after removal of the first aliquot.

9. ZVLASTNi PODMINKY PRO UCHOVAVANI

Store below 25 °C. For multidose use.

10. ZVLASTNi OPATRENI{ PRO LIKVIDACI NEPOUZITYCH LECIVYCH PRiIPRAVKU NEBO ODPADU
Z NICH, POKUD JE TO VHODNE




Radioactive waste disposal should be in accordance with national regulations. After decay of
radioactivity there are no special precautions for waste disposal.

‘ 11. NAZEV A ADRESA DRZITELE ROZHODNUTI O REGISTRACI

Manufactured and released by: Curium Netherlands B.V., Westerduinweg 3, 1755 LE Petten, The
Netherlands.
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| 12.  REGISTRACNI CisLO/CISLA

88/210/93-C
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| 13.  CisLo SARZE, KOD DARCE A KOD LECIVEHO PRIPRAVKU

Lot:

[ 14.  KLASIFIKACE PRO VYDEJ

Medicinal product subject to medicinal prescription.

|15.  NAvVOD K POUZIT

| 16.  INFORMACE V BRAILLOVE PISMU

Not applicable, labelled product administered by healthcare professionals only.



MINIMALNI UDAJE UVADENE NA MALEM VNITRNiM OBALU

Injekcni lahvicka

| 1. NAZEV LECIVEHO PRIPRAVKU A CESTA/CESTY PODANI

Gallium (Ga67) Citrate Injection 37 MBqg/ml

Gab7 as gallium citrate.
Intravenous use.

2. ZPUSOB PODANI

Intravenous use.

3. POUZITELNOST

Exp DD MMM YY 18:00h CET

4. CiSLO SARZE <, KOD DARCE A KOD LECIVEHO PRIPRAVKU>
Lot:
5. OBSAH UDANY JAKO HMOTNOST, OBJEM NEBO POCET

82 MBq in 2.2 ml at ART
123 MBq in 3.3 ml at ART
205 MBq in 5.5 ml at ART

| 6. JINE

Curium
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