Formular pro hlaseni tehotenstvi

(Pregnancy report form)

Zprévy o téhotensti musi byt zaslané
spole¢nosti OKAMZITE *
(Pregnancy reports must be sent
IMMEDIATELY)

Datum oznameni: |

(Date of Awareness): den'(dd)

mésic (mon) rok (yyyy)

Pohlavi pacienta: (Sex of Patient):

O Zena (Female) O Muz (Male)

Téhotenstvi pacientky: (Pregnancy of Patient):

O

Uplné informace nize
(Complete information below)

Téhotenstvi partnerky pacienta anebo
(OR)

Expozice téhotné Zzeny
(Exposure of a Pregnant Female)

O

(Pregnancy of Patient’s Partner)

Inicialy téhotné Zzeny (M, S, P): Datum narozeni: (Date of Birth): Vék pacientky:

Pregnant Woman'’s . . . . . . (Patient’s Age):

et I N I ] ]
denl(dd) Imésicl(mon)l rcl)k(yyyly)

Inicialy pacienta (M, S, P): Datum narozeni: (Date of Birth): Vék pacienta:

(kterému byl podany I1ék) . . . . . . (Patient’s Age):

Patient Initials (F, M, L): |:::| | | | | |:::|

(Who received drug) den'(dd) Imés[cl(mon)l r(l)k(yyyly)

Nazev léku: (Drug Name): Datum prvnl' da’vky: (Date of First Dose):

Datum posledni davky: (Date of Last Dose):

den (dd) mésic (mon) rok (yyyy) den (dd) mésic (mon) rok (yyyy)
& ipG & Téhotenského testu
TtehOtenSt,Vl pUVOd,ne O Domaciho téhotenského testu O ambulanci lékate O Sérového testu
: v u i
stanovene pomoct: (Home Urine Test) . . (Serum Test)
(Pregnancy Initially Diagnosed By): (Office Urine Test)

Posledni menstruace: (Last Menstrual Period):

den (dd) mésic (mon) rok (yyyy)

Datum téhotenského testu: (Date of Pregnancy Test):

den (dd) mésic (mon) rok (yyyy)

Pacientka je v soucastnosti v tydnu téhotenstvi anebo (OR

) O Neni téhotna (No longer Pregnant) O Nevime (Unknown)

]

(Female is Currently): (weeks pregnant)

Pacientka se Donoseni ditéte (ocekavany termin porodu): | | | |

Carry Pregnancy to Term (Expected Date of Delivery):

den (dd) mésic (mon) rok (yyyy)

rozhodla pro:

(Female has O Ukonceni téhotenstvi (Datum provedeni anebo jesté neukoncené): | ' | ' ' ' | ' ' |

Elected to): ’ N , . . . . .
Terminate Pregnancy (Date Performed or Pending): den (dd) eI ok Oyyy)

Jméno oznamovatele: (Reporter’s Name):

Podpis oznamovatele: Datum: | ' | o | S |

(Reporter’s Signature): (Date): denl(dd) 'mésic'(mon)' ok (yyy;,)

Kontaktni informace/Adresa:
(Contact Information/Address):

Emailova adresa oznamovatele:
(Reporter’s E-mail Address):

Faxové cislo oznamovatele:
(Reporter’s Fax Number):

Telefonni ¢islo oznamovatele:
(Reporter’s Phone Number):

Jméno predepisujiciho |ékafe pacienta:
(Patient’s Prescribing Physician’s Name):

Kontaktni informace/Adresa:
(Contact Information/Address):

Emailova adresa lékare:
(Physician’s E-mail Address):

Telefonni ¢islo [ékare:
(Physician’s Phone Number):

Telefonni ¢islo predepisujiciho Iékafe pacienta:
(Patient’s Prescribing Physician’s Phone Number):
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Ochrana osobnich udaji:

Vase osobni udaje budou zpracovany spolecnosti jejiz 1éCivy pfipravek uzivate v rozsahu a na tak dlouho, jak je
to nezbytné pro ucely zdkonnych povinnosti tykajicich se hlaseni podezieni na nezadouci ucinky a pro ucely
uchovavani.

Vase osobni udaje mohou byt poskytnuty dcefinym spolecnostem a tfeti strané poskytujici sluzby na vyse
popsané ucely.V pfipadé, ze budou zpracovavany informace v zemich, které neposkytuji stejnou troveri ochra-
ny jako ve Vasi zemi, spole¢nost jejiz pfipravek uzivate zavede pfislusna opatteni. Spole¢nost jejiz pfipravek
uzivate a jeji dcefiné spole¢nosti mohou zverejnit osobni Udaje, pokud se to vyZzaduje na dodrzeni zakonnych
a regulac¢nich pozadavkd.

Podle platnych pravnich predpist mate pravo na pfistup a ovéreni svych osobnich tdajli ve spole¢nosti je-
jiz 1écivy pfipravek uzivate, k ziskani jejich kopii, opravu a vymazani, pokud jsou nepfesné a namitat proti
urcitému zpracovani. Pokud chcete uplatnit tato prava, musite se obratit na spole¢nost jejiz 1éCivy pripravek
uzivate. Kontaktni udaje jednotlivych drzitell rozhodnuti o registraci 1éCivych pfipravkd obsahujicich lena-
lidomid Ize nalézt na webovych strankach Statniho Ustavu pro kontrolu [é¢iv v sekci Databaze 1€kl na adrese
http://www.sukl.cz/modules/medication/search.php, a to v ¢asti Kontakty, ktera se objevi po kliknuti na nazev
|écivého pripravku.

Mate také pravo podat stiznost dozorci instituci, kterd zabezpecuje ochranu udaju ve Vasi zemi.

Jménem spolecnosti jejiz 1éCivy pfipravek uzivate Vam dékujeme za poskytnuti informaci, které ndm pomo-
hou ve snaze o bezpec¢nost pacientd.

Data Privacy Notice

Your personal data will be processed by the company whose medicinal product containing lenalidomide you
are taking to the extent and for as long as necessary, for the purposes of the compliance with drug safety legal
obligations and for storage purposes.

Your personal data may disclose to Affiliates and third-party providing services for the purposes described
herein and for storage purposes. In the case that information is processed in countries that may not provide
the same level of protection as in your country, the company whose product you are taking will implement ap-
propriate safeguards. The company whose product you are taking and its Affiliates may disclose the personal
data if required for compliance with the legal, regulatory compliance requirements.

Under applicable law, you may have the right to access and verify your personal information held by The com-
pany whose product you are taking, receive a copy of it, obtain its correction and deletion if it is inaccurate
and object to certain processing. If you wish to exercise those rights, you must contact the company whose
product you are taking. Contact details of individual marketing authorization holders of medicines containing
lenalidomide can be found on the website of the State Institute for Drug Control in the section Medicines Da-
tabase at: http://www.sukl.cz/zmodules/medication/search.php, in the Contacts section, which appears when
you click on the name of the medicine. You may also have the right to lodge a complaint with the supervisory
authority enforcing data protection in your country.

On behalf of the company whose medicinal product containing lenalidomide you are taking, thank you for
providing information that will assist us in our commitment to patient safety.

* Kontaktni udaje jednotlivych drzitell rozhodnuti o registraci lé¢ivych pripravkd obsahujicich lenalidomid Ize nalézt na we-
bovych strankach Statniho Ustavu pro kontrolu Iéciv v sekci Databéze 1€kl na adrese http://www.sukl.cz/modules/medication/
search.php, a to v ¢asti Kontakty, kterd se objevi po kliknuti na nazev Ié¢ivého pfipravku

Contact details of individual marketing authorisation holders for medicines containing lenalidomide can be found on the web-
site of the State Institute for Drug Control in the section Medicines Database at http://www.sukl.czZmodules/medication/search.
php, in the Contacts section, which appears after clicking on the name of the medicinal product.
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