Dotaznik pre vysledok tehotenstva (Questionnaire for Pregnancy Outcome)
(Pacientka alebo partnerka pacienta) (Patient or Partner of Patient)

Email: medinfo.slovakia@swixxbiopharma.com

Informécie o oznamovatelovi (Reporter Information)

MENO OZNAMOVATELA (REPORTER NAME):

ADRESA (ADDRESS):

MESTO, PSC, KRAJINA (CITY, STATE, ZIP, COUNTRY):

TELEFONNE CiSLO (PHONE NO.):

FAXOVE CiSLO (FAX NO.):

Informacie o pacientke (Patient Information)

IDENTIFIKATORY PACIENTA
(PATIENT ID):

DATUM NARODENIA
(DATE OF BIRTH):

RASA (ETHNICITY): BIELA (WHITE) I:'

AFRO-AMERICKA (AFRICAN-AMERICAN) I:‘

INA, SPECIFIKUJTE (OTHER, SPECIFY): I:'

Informécie o partnerke pacienta (Partner of Patient Information)

Nehodi sa (Not applicable) I:‘

DATUM NARODENIA (DATE OF BIRTH):

RASA (ETHNICITY): BIELA (WHITE) I:'

AFRO-AMERICKA (AFRICAN-AMERICAN) |:|

INA, SPECIFIKUITE (OTHER, SPECIFY): I:'

Vysledok tehotenstva (Pregnancy Outcome)

DATUM PORODU (DATE OF DELIVERY):

GESTACNY VEK V CASE PORODU (GESTATION AGE AT DELIVERY):

Nie (No)

Ano(Yes)

Normdlny (Normal)

Cisérsky rez (C-section)

Vyvolany (Induced)

Mimomaternicové tehotenstvo
(Ectopic pregnancy)

Dobrovolné prerusenie tehotenstva
(Elective termination)

Détum (Date):

Spontanny potrat (<20 tyzdriov)
(Spontaneous abortion (<20 weeks))

Tyzdne od poslednej menstruacie (Weeks from LMP):

Umrtie plodu/mftvy plod (>20 tyzdfiov)

(Fetal death/stillbirth (>20 weeks))

Bol plod skiimany?

(Were the products of conception examined?)

OO O00odod

Ak nie, prosim opiste:

If no, describe:)

Ak no, bol plod normalny? Ano |:|

(If yes, was the fetus normal? Yes I:'

Nie |:| Nezname |:|
No I:' Unknown I:'

Informacie ohlfadom pérodu (Obstetrics Information)

Nie (No)

Komplikdcie pocas tehotenstva (Complications during

pregnancy)

Ak ano, prosim uvedte (If yes, please specify):

Komplikacie pocas pérodu (Complications during labor/

delivery)

Ak dno, prosim uvedte (If yes, please specify):

Poporodné komplikacie u matky (Post-

maternal complications)

partum

Ak ano, prosim uvedte (If yes, please specify):

Stav plodu (Fetal Outcome)

Nie (No)

Ano (Yes)

ZIVE NORMALNE DIETA
(LIVE NORMAL INFANT)

[l

[

TAZKOSTI PLODU (FETAL DISTRESS)

[l

[

INTRAUTERINNA RASTOVA RETARDACIA PLODU
(INTRA-UTERINE GROWTH RETARDATION)

[

[

NEONATALNE KOMPLIKACIE
(NEONATAL COMPLICATIONS)

[

[l

AK ANO, PROSIM UVEDTE:
IF YES, PLEASE SPECIFY:

ZAZNAMENANA VRODENA CHYBA?
(BIRTH DEFECT NOTED?)

[

[]

AK ANO, PROSIM UVEDTE:
IF YES, PLEASE SPECIFY:

Pohlavie (Sex): Muzské (Male) I:‘ Zenské (Female) I:' Pérodna hmotnost (Birth Weight): kg ‘ Dizka (Length): cm.
Nezndme 1 min: 5 min: 10 min:
Apgar skére (Apgar Score):
P (Ape ) (Unknown): |:|

MENO OSOBY VYPLNAJUCEJ TENTO FORMULAR (SIGNATURE OF PERSON COMPLETING THIS FORM):

DATUM (DATE):

SK/THA/2020/6/10

Suhlas SUKL: 30J0l2020




Ochrana osobnych tdajov

Va$e osobné udaje budu spracované spolo¢nostou Celgene Europe B.V., ktora je drzitefom rozhodnutia o registracii liekov a jej dcérskymi spoloénostami na celom svete
(spolo¢ne «my»,«nas»,«nase»), v rozsahu a na tak dlho, ako je to potrebné na Gcely zakonnych povinnosti tykajucich sa hlaseni tehotenstva a na ucely uchovavania.

Na vykonavanie aktivit programu riadenia rizik vyuzivame sluzby poskytujuce tretimi stranami, v tomto pripade spolo¢nost’ Swixx Biopharma s.r.o. (Swixx), ktora posobi

v naSom mene a po nasich predchadzajucich instrukciach bude priamo riesit akékolvek hlasenia suvisiace s tehotenstvom.

Ak to poZaduju prislusné zakony, Swixx moze zverejnit vase osobné Gdaje spolo¢nosti Celgene International Sarl, tretim stranam poskytujicim sluzby spolo¢nosti Celgene
na Cisto vysSie opisané Gcely a na ucely uchovavania. V pripade, Ze spolo¢nost Celgene, jej dcérske spolo¢nosti alebo akakolvek tretia strana poskytujuca sluzby
spolo¢nosti Celgene spracovavaju informacie v krajinach, ktoré neposkytuju rovnaku uroveri ochrany ako vo vasej krajine, spoloénost’ Celgene zavedie prislu§né
opatrenia. Celgene a jej dcérske spolo€nosti mézu zverejnit osobné Udaje, ak sa to vyZaduje na dodrzanie zakonnych a regulaénych poziadaviek.

Podla platnych pravnych predpisov mate pravo na pristup a overenie svojich osobnych Udajov v spolo¢nosti Celgene, na ziskanie ich kopii, opravu a vymazanie, ak su
nepresné a namietat’ proti uréitému spracovaniu. Ak si chcete uplatnit tieto prava, mézete sa obratit na naSu osobu zodpovednu za ochranu osobnych udajov:
privacyDPO@celgene.com. Mate taktiez pravo podat staznost dozornej inétitucii, ktora zabezpecuje ochranu udajov vo vasej krajine, zoznam kompetentnych institdcii na
ochranu osobnych Gdajov mdzete najst na stranke Eurdpskej komisie v tomto odkaze: https:/bit.ly/2KCpbbW.

Dalsie informéacie o tom, ako sa vase udaje spracuvaju a aké su vase prava, najdete na nasej webovej stranke: https://www.celgene.com/celgene-privacy-policy/

Privacy Notice

Your personal data will be processed by Celgene Europe B.V., as marketing authorization holder of pharmaceutical products and its worldwide Affiliates (together «we»,
«us»,«our»), to the extent and for as long as necessary, for the purposes of the compliance with drug safety legal obligations and for storage purposes.

To conduct risk management program activities, we use third party service providers, such as, in this case, Swixx Biopharma d.o.o. (Swixx) who will handle directly any
reporting relating to pregnancy, acting on our behalf, and upon our prior instructions.

Where required by applicable laws, Swixx may disclose your personal data to Celgene International Sarl, to third partie providing services to Celgene, for the sole purposes
described herein and for storage purposes. Where Celgene, its Affiliates or any third-party providing services to Celgene process information in countries that may not provide
the same level of protection as in your country, Celgene will implement appropriate safeguards. Celgene and its Affiliates may disclose the personal data if required for
compliance with the legal, regulatory and compliance requirements.

Under applicable law, you may have the right to access and verify your personal information held by Celgene, 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 can contact our data protection officer at: privacyDPO@celgene.com. You may also have
the right to lodge a complaint with the supervisory authority enforcing data protection in your country you can access the European Commission’s list of competent data protection
authorities under this link: https://bit.ly/2KCpbbW.

For further information on how Celgene processes your personal data and your rights, please refer to: https://www.celgene.com/celgene-privacy-policy/
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https://www.celgene.com/celgene-privacy-policy/
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