UDAIJE UVADENE NA VNEJSIM OBALU A VNITRNiM OBALU

STITEK NA PLECHOVKU

| 1. NAZEV LECIVEHO PRIPRAVKU

SODIUM IODIDE (1123) INJECTION
37 MBg/ml, Solution for injection

sodium iodide (%)

DRN 5375 (Code of the product)

2. OBSAH LECIVE LATKY/LECIVYCH LATEK

Contains: 37 MBg/ml 1123 as sodium iodide,

| 3. SEZNAM POMOCNYCH LATEK

sodium chloride, sodium hydrogen carbonate and water for injection.

| 4. LEKOVA FORMA A OBSAH BALENI

Solution for injection.

37 MBg DD MMM YYYY hh:mm h CET
74 MBg DD MMM YYYY hh:mm h CET
185 MBg DD MMM YYYY hh:mm h CET
370 MBgq DD MMM YYYY hh:mm h CET

| 5. ZPUSOB A CESTA/CESTY PODANI

Intravenous use.
Read the package leaflet before use.

6. ZVLASTNi UPOZORNENI, ZE LECIVY PRIPRAVEK MUSIi BYT UCHOVAVAN MIMO DOHLED A
DOSAH DETi

Keep out of the sight and reach of children.

| 7. DALSI ZVLASTNI UPOZORNENI, POKUD JE POTREBNE
WY

a
| 8. POUZITELNOST

EXP: DD MMM YYYY hh:mm CET

9. ZVLASTNi PODMINKY PRO UCHOVAVANI




Do not store above 25 °C. In case of multidose use, store the vial at 2 - 8 °C for no longer than 24
hours after removal of the first aliquot.
No preservatives added.

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

Curium Netherlands B.V., Westerduinweg 3, 1755 LE Petten, The Netherlands
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| 12.  REGISTRACNI CiSLO

88/456/94-C

| 13.  CisLo SARZE

Lot:

[14.  KLASIFIKACE PRO VYDEJ

Medicinal product subject to medicinal prescription.

| 15.  NAVOD K POUZITi

| 16.  INFORMACE V BRAILLOVE PiSMU

NevyZaduje se, odlvodnéni pfijato.



MINIMALNi UDAJE UVADENE NA MALEM VNITRNiM OBALU

Stitek na olovény kontejner a injekéni lahvicku

| 1. NAZEV LECIVEHO PRIPRAVKU A CESTA/CESTY PODANI

SODIUM IODIDE (1123) INJECTION
5375 (Code of the product)

Intravenous use.

2. zPUSOB PODANI

Intravenous use.

3. POUZITELNOST

EXP: YYYY-MM-DD hh:mm
Time zone: h CET

4. CisLo SARZE
Lot:
| 5. OBSAH UDANY JAKO HMOTNOST, OBJEM NEBO POCET

37 MBqg /1 ml YYYY-MM-DD hh:mm
74 MBq/ 2 ml YYYY-MM-DD hh:mm
185 MBq/ 5 ml YYYY-MM-DD hh:mm
370 MBg/ 10 ml YYYY-MM-DD hh:mm

| 6. JINE

Curium Netherlands B.V., Petten, NL

Y
a



