SPRAVA 0 NEZIADUCOM UCINKU
(ADVERSE EVENT REPORT)

LIEKU (SK)

CiSLO (caSE NO): Viyplni spolocnost
Celgene (For Celgene use only)

NOVA SPRAVA (:) | DALSIASPRAVA (rorcowue) [
VyplIni spolocnost (For company use only) — Prijal (Received by): Klinickd Stidia
Ddtum prijatia (Date of receipt) (For clinical trals enter)
| | | | (Meno a organizécia, napr. CRO alebo Protokol:
; : zamestnanec spolocnosti) (Protocol)
Den  Mesiac  Rok i , Stredisko:
(Day) ~ (Month) ~ (Year) (Name and organization — eg CRO, or company representative) tredisko:
) (Site number)
Source [] Spontaneous [] Comp. Use [ttt [ other, Cislo pacienta:
Specify (Patient number)

PODOZRIVY LIEK (SUSPECT DRUG)

Liek, forma, sila, Dévka a frekvencia (islo 3arze Zaciatok liecby
sposob podania (Dose & frequency) (Batch no.) (Therapy Start date
(Drug, Dosage-form, Strength, dd.mmm.yy)

Route) (eg. Tab 5mg, oral)

Koniec liecby Pricinny vztah lieku ku Indikdcia(e)pre uzivanie lieku
(Therapy Stop date neziaducemu Gcinku (Indication for use of drug)
dd.mmm.yy) 1= nesuvisi 2= suvisi

(Causal relationship
1= Not related 2 = Related)

PODNIKNUTE KROKY VOCI PODOZRIVEMU LIEKU (ACTION TAKEN. SUSPECT DRUG)

Jiadne Nie si znéme Nehodi sa
D (None) D (Unknown) D (Not applicable)
/nizenie davky, Specifikujte Ukoncenie liech
|:| (Dose decrease ,5p¢£)clfj/) : |:| (Permanently d/'S(%tlnued)
Zvysenie davky, Specifikujte Docasné prerusenie liech
|:| (Dgse increased, gpe?hj/) ) |:| ( femporar/%/ interrupted) 4
UDAJE 0 PACIENTOVI (PATIENT DATA)
Inicidly: Déatum narodenia: Vek: Hmotnost (kg): Vyska (cm): Pohlavie
(Initials) (Date of Birth) (Age) (Weight) (Height) Gender:
| | | | Muz vale): [ |
Defi  Mesiac  Rok Lena (Female):
(Day) ~ (Month) ~ (Year) (Femae) D
NEZIADUCI UCINOK (ADVERSE EVENT)
Popis neziaduceho tcinku (prosim uvedte diagnézu, ak je dostupnd) Ddtum vzniku | | | |
- priznaky a liecba (Description of Adverse Event (provide diagnosis if available) neziaduceho Gcinku: Def Mesi Rok
- symptoms and treatment) (Fvent onset date) (Dg}f)) (Meosnlfhc) (Vgar)
Datum ukoncenia | | | |
neZiaduceho Gcinku: Deri Mesiac  Rok
(Fvent stop date) (Day)  (Month) ~ (Year)

Dosledok neziaduceho tcinku (Ouicome with sequelae)

[] Zotavenie (Recovered)
[ ] Zotavenie s ndsledkami (Recovered with sequelae)
[] Bezzotavenia (Not recovered)
(] Nezndmy (Unknown)
1 Umrtie (Death)
Ddtum Umrtia (Date of death)

Pricina(y) umrtia
(Gause(s) of Death)

Ded Mesiac  Rok
(Day) ~ (Month)  (Year)

Ak bola vykonana pitva, prosim, pripojte spravu
(If autopsy is performed please forward report)
Prilozte, prosim, relevantné klinické alebo laboratérne vysledky
na potvrdenie neziaduceho ticinku
(Please attach relevant clinical laboratory assessments to confirm the event)

Viedol neziaduci uicinok k hospitalizcii alebo k predizeniu
hospitalizacie? (Did the event result in hospitalization or prolonged hospitalization?)

| | Anoes [ | Nie o)

Odoslite na: (Send o)

Celgenes.r.o.

Prievozska 4B, 821 09 Bratislava, Slovakia

Fax: +421232784 000 Email: drugsafety-slovakia@celgene.com

SK/IMN/2019/4/3

Stihlas SUKL: Novernber 2019



CiSLO (cAsEno):

ANAMNEZA (MEDICAL HISTORY)

Relevantd sticastnd alebo minuld anamnéza (vratane stbeznych ochoreni, alergif, fajcenia, uzivania alkoholu)
Current or past relevant medical history (incl. concurrent illness, allergy, smoking, alcohol abuse)

|:| Ano (Yes)

Ak dno, prosim Specifikujte:
(If Yes, please specity)

|:| Jiadna (None)
|:| Nezndma (Unknown)

| NY' LIEK (0THER MEDICATION) LY UZIVANE POCAS POSLEDNYCH 3 MESIACOV PRED UDALOSTOU (MEDICATION TAKEN DURING THE PAST 3 MONTHS PRIORTO THE EVENT)

Liek, forma, sila, Dévka a frekvencia Zatiatok liecby Koniec liecby Indikécia(e)pre uZivanie lieku
sposob podania (Dose & frequency) (Therapy Start date (Therapy Stop date (Indication for use of drug)

(Drug, Dosage-form, Strength, dd.mmm.yy) dd.mmm.yy)

Route) (eg. Tab 5myg, oral)

Diskutoval pacient tento neZiaduci ti¢inok so zdravotnickym pracovnikom?
(Has the patient discussed this event with their health care professional?)

[ ] Ano (tes) [ ] Niemo) [ ] Niejezndme (Unknown)

Ak ano, mohli by ste prosim poskytnut kontakt na vaseho o3etrujticeho zdravotnickeho pracovnika?
(If yes, would you please provide their health care professional’s contact information?)

Meno: Krajina: Fax:
(Name) (Country) (Fax)

Adresa:
(Address)

Telefon: Email:
(Phone) (Email)

OZNAMOVATEL: | | L%ka'r || Zdravotnd sestra || Lekdmik || Pacient || Pribuzny [ | Iny, prosim

uvedte Physician Nurse Pharmacist Patient Relative Other, please
(Reporter)
specify

Meno: Krajina: Fax:
(Name) (Country) (Fax)

Adresa:
(Address)

Telefon: Email:
(Phone) (Email)

Meno lekarne: ke znima) Email:
(Pharmacy name) (if applicable) (Email)

Podpis

(Signature)

Datum, kedy ste sa dozvedeli o neziaducom ucinku
(Date of AE Awareness)

SK/IMN/2019/4/8 Sthlas SUKL: November 2019
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