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Registra¢ny formular pre lekarne
pre Lenalidomid Sandoz- cast' |
Musi ho vyplnit odborny zastupca
alebo nahradny odborny zastupca

SANDOZ: ;"

Lenalidomide Pharmacy
Registration Form - Part|

To be completed by the
Chief Pharmacist or appointed deputy

Nazov zariadenia:
Institution name:

Chief Pharmacist (or appointed deputy):

Odborny zastupca (alebo ndhradny odborny zastupca):

Kontaktné telefénne ¢islo:
Contact telephone number:

E-mail:
Email:

Dorucovacia adresa:
Delivery Address:

Faktura¢néa adresa (ak sa lisi):
Invoice Address (if different):

Tel.: Tel.:
Fax: Fax:
E-mail: E-mail:
V mene [ndzov zariadenial, suhlasim so zavedenim nasledujucich postu-

pov na minimalizaciu rizika pri predpisovani lieku Lenalidomid Sandoz, ako ich $pecifikuje spolo¢nost Sandoz d.d. 0z v informac-
nom baliku pre zdravotnickych pracovnikov tykajucich sa Lenalidomidu Sandoz.

On behalf of

linstitution name], | agree to implement the following risk mini-

mization procedures when dealing with prescriptions for lenalidomide as specified by Sandoz d.d.o.z. in the lenalidomide Healthca-

re Professional’s Information Pack.




1. Lenalidomid Sandoz bude vydavany, kontrolovany a uchovavany v sulade s Programom preven-
cie tehotenstva.

Lenalidomide will be dispensed, checked and stored according to our standard documented
procedures for oral anti-cancer medicines.

2. Lenalidomid Sandoz bude vydany len v pripade, ak je k lekdrskemu predpisu prilozeny vyplneny
Formulér pre lekdra — opravnenie preskripcie Lenalidomidu Sandoz.

Prescriptions for lenalidomide will be dispensed only if accompanied by a completed lenalido-
mide Prescription Authorization Form.

3. Vsetci lekarnici, ktori budu vydavat Lenalidomid Sandoz, si budd musiet precitat a porozumiet
informacnému baliku pre zdravotnickych pracovnikov tykajuceho sa Lenalidomidu Sandoz.
All pharmacists who dispense lenalidomide will have read and understood the lenalidomide
Healthcare Professional’s information pack.

4. Lekarnik vydavajuci Lenalidomid Sandoz skontroluje kazdy predpis a Uplnost Formuldra
pre lekdra — opravnenie preskripcie Lenalidomidu Sandoz a tento formuldr pred vydanim lieku
podpise.

The pharmacist dispensing lenalidomide will check each prescription and Prescription Authori-
zation Form for completeness and countersign the authorization form prior to dispensing.

5. Vydaj lieku bude obmedzeny na menej ako 4-tyzdrovu zasobu u zien vo fertiinom veku

a 12-tyzdriovu zasobu u muzov a Zien, ktoré nie su vo fertiinom veku.

Dispensing will be limited to no more than a 4-week supply for women of childbearing poten-
tial, and 12 weeks for males and women of non child bearing potential.

6. Po vydani bude Formuldr pre lekdra — opravnenie preskripcie Lenalidomidu Sandoz uchovéavany
v lekdrni minimalne 2 roky. Képia kazdého vyplneného Formulara pre lekdra — oprdvnenie pre-
skripcie bude odoslana distributorovi.

After dispensing, lenalidomide Prescription Authorization Forms will be kept in pharmacy for

a minimum of 2 years. A copy of each completed Prescription Authorization Form will be sent to
distributor.

7. Informacie z Formuldra pre lekdra — opravnenie preskripcie budu pouZité na vypracovanie ano-
nymizovanych suhrnnych hldseni poskytnutych regula¢nym tradom za tcelom vyhodnotenia
zavedenia programu prevencie tehotenstva.

The information on Prescription Authorization Forms will be used to provide anonymized aggre-
gate reports to the regulatory agencies to assess implementation of the Pregnancy Prevention
Program.

8. Precital/-a a porozumel/-a som informa¢nému baliku pre zdravotnickych pracovnikov tykajuce-
ho sa Lenalidomidu Sandoz.
| have read and understood the lenalidomide Healthcare Professional’s Information Pack.

Rozumiem tomu, Ze registrécia za U¢elom objedndvania a vydavanie Lenalidomidu Sandoz mi bude vydana len v pripade, ak suhla-
sfim s vyssie uvedenymi bodmi 1 — 8. Registrécia je platna 2 roky, a potom budem musiet opat potvrdit, Ze aj nadalej dodrZiavame
postupy na minimalizovanie rizik vyplnenim tohto formulara a jeho odoslanim spolo¢nosti Sandoz d.d. oz.

| 'understand that registration to obtain and supply lenalidomide will only be granted if | agree to items 1-8 described above.
Registration is valid for 2 years at which point | will confirm that we are continuing to follow the risk minimization procedures by
completing this form and sending to the Sandoz.

Podpis:

Sign:

Meno tlacenym pismom:

Datum:

Print:

Date:
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Ak chcete zaregistrovat aj dalSie pracoviska lekarne
spadajuce pod vasu registraciu, prosim o poskytnutie
nizsie uvedenych informadcii.

Nazov zariadenia/Institution name:

Lenalidomide Pharmacy
Registration Form - Part Il

If you would like to register additional pharmacy
sites to be covered by your registration
please provide details below.

Dalsie pracoviska lekarne spadajice pod registraciu spoloénostou Sandoz d.d. o.z. na vydaj Lenalidomidu Sandoz
Additional pharmacy sites covered by registration with Sandoz to supply lenalidomide

Nazov nemocnice/lekarne:
Name of Hospital/Pharmacy:

Kontaktnd osoba lekdrne zodpovednd za objednévky:
Pharmacy purchasing contact:

E-mail:
Email:

Dorucovacia adresa:
Delivery Address:

Faktura¢néa adresa (ak sa lisi):
Invoice Address (if different):

Tel.: Tel.:
Fax: Fax:
E-mail: E-mail:

Nazov nemocnice/lekarne:
Name of Hospital/Pharmacy:

Kontaktnd osoba lekdrne zodpovedna za objednévky:
Pharmacy purchasing contact:

E-mail:
Email:

Dorucovacia adresa:
Delivery Address:

Faktura¢néa adresa (ak sa lisi):
Invoice Address (if different):

Tel.: Tel.:
Fax: Fax:
E-mail: E-mail:

Nazov nemocnice/lekarne:
Name of Hospital/Pharmacy:

Kontaktnd osoba lekdrne zodpovednd za objednavky:
Pharmacy purchasing contact:

E-mail:
Email:

Doruc¢ovacia adresa:
Delivery Address:

Faktura¢na adresa (ak sa [isi):
Invoice Address (if different):

Tel.: Tel.:
Fax: Fax:
E-mail: E-mail:

Vyplnené formulare odoslite do spolo¢nosti Sandoz d.d.o.z.
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