UDAJE UVADENE NA VNEJSIM OBALU

KRABICKA

| 1. NAZEV LECIVEHO PRIPRAVKU

DIPHERELINE S.R. 11.25 mg

triptorelin

3 months sustained release form

Powder and solvent for suspension for injection (I.M. or S.C.)

| 2. OBSAH LECIVE LATKY/LECIVYCH LATEK

Composition

Active substance: Triptorelin (as triptorelin pamoate) 11.25 mg* for one dose unit

*Taking into account the characteristic of the pharmaceutical form, each vial contains a quantity of
triptorelin pamoate corresponding to 15 mg of triptorelin.

| 3. SEZNAM POMOCNYCH LATEK

Excipients:
Vial powder: D,L lactide coglycolide polymers, mannitol, carmellose sodium, polysorbate 80.
Ampoule solvent: Mannitol, water for injections.

4. LEKOVA FORMA A OBSAH BALENI

Powder and solvent for suspension for injection
This pack contains one unit dose for intramuscular injection

| 5.  ZPUSOB A CESTA/CESTY PODANI

Intramuscular and subcutaneous use for men
Intramuscular use only for women and children
Read carefully the package leaflet before injection

6. ZVLASTNI UPOZORNENI, ZE LECIVY PRIPRAVEK MUSI BYT UCHOVAVAN
MIMO DOHLED A DOSAH DETI

Keep out of the sight and reach of childen

| 7. DALSI ZVLASTNI UPOZORNENI, POKUD JE POTREBNE

| 8. POUZITELNOST

EXP:



| 9.  ZVLASTNi PODMINKY PRO UCHOVAVANI

Do not store above 25°C

10. ZVLASTNI OPATRENI PRO LIKVIDACI NEPOUZITYCH LECIVYCH PRIPRAVKU
NEBO ODPADU Z NICH, POKUD JE TO VHODNE

| 11. NAZEV A ADRESA DRZITELE ROZHODNUTI O REGISTRACI

Ipsen Pharma, Boulogne Billancourt, Francie

| 12. REGISTRACNI CiSLO/CISLA

Registration number: 56/009/03-C

| 13.  CISLO SARZE

Lot:

| 14. KLASIFIKACE PRO VYDEJ

| 15. NAVOD K POUZITI

Inject immediately after reconstitution of the suspension

| 16. INFORMACE V BRAILLOVE PISMU

Diphereline S.R. 11.25 mg

| 17.  JEDINECNY IDENTIFIKATOR - 2D CAROVY KOD

2D barcode carrying the unique identifier included.

| 18. JEDINECNY IDENTIFIKATOR — DATA CITELNA OKEM

PC:
SN:
NN:



MINIMALNI UDAJE UVADENE NA MALEM VNITRNIM OBALU

Vial powder

|1.  NAZEV LECIVEHO PRIPRAVKU A CESTA/CESTY PODANI

Diphereline S.R. 11.25 mg
triptorelin

Powder for suspension for injection
3 months sustained release form

| 2. ZPUSOB PODANI

Intramuscular injection (men, women, children) or subcutaneous route (men only)

| 3.  POUZITELNOST

EXP

| 4.  CISLO SARZE

Lot

[5. OBSAH UDANY JAKO HMOTNOST, OBJEM NEBO POCET

6. JINE

Ipsen Pharma, Boulogne Billancourt, France



MINIMALNI UDAJE UVADENE NA MALEM VNITRNIM OBALU

Ampoule solvent

|1.  NAZEV LECIVEHO PRIPRAVKU A CESTA/CESTY PODAN{

Solvent for DIPHERELINE S.R. 11.25 mg

| 2. ZPUSOB PODANI

Intramuscular (men, women, children) or subcutaneous route (men only).

| 3.  POUZITELNOST

EXP

| 4. CISLO SARZE

Lot

5.  OBSAH UDANY JAKO HMOTNOST, OBJEM NEBO POCET

2 ml

6. JINE

Ipsen Pharma



