ADVERSE EVENT REPORT FORM
®OPMYNIAP 3A CbOBLLEHUE HA HEXXENTAHO CbBUTUE
If applicable/Ako e npunoxkumo:

sop-af-007439 V4.0
Ref./Ped. sop-009247

Study Site Patient |ID Page/CTp. 1 of 3
Mpoy4ysaHe: LleHTbp: MauneHT No:
ADVERSE EVENT REPORT

DPOPMYITISIP 3A CbOBLUABAHE HA HEXXEJIAHO CBbBUATUE
The purpose of this form is to collect Adverse Event, Adverse Reaction, pregnancy and/or breastfeeding exposure to a UCB product, medication errors,
overdose, abuse, misuse or occupational exposure, lack of efficacy, suspected transmission of an infectious agent via a UCB product, suspected adverse
reaction associated with a suspected or confirmed falsified medicinal product or quality defect (combined complaint) of a UCB product, off-label use of UCB
products and unexpected therapeutic effect.
Llenma Ha ma3u ¢popma e 9a cbbepe uHghopmMayus 3a HexxeslaHO cbbumue, HexxenlaHa peakyusi, usnazaHe Ha UCB npodykm no epeme Ha
6peMeHHOCM UNu KbPMeHe, MeOQUUUHCKa 2peulka, cepbxdo3upaHe, 3sioynompeba, HenpasunHa ynompe6ba, usnazaHe Ha delicmeuemo Ha
npodykma e pabomHa cpeda, urnca Ha egpekmueHocm, npednosiacaeMo npedasaHe Ha UHeKyuo3eH aceHm 4Ype3 UCB npodykm,
nodo3upaHa He)xeslaHa peakyusi cebp3aHa ¢ Modo3upaH unu nomebpoeH hanwuguyupaH MeOUUUHCKU nMpodykm unu deghekm 8
kayecmeomo Ha UCB npodykm, ynompeba He no npedHa3Ha4eHuUe U HeoYyakeaHa meparneemu4Ha eghekimogHocm.

Patient Initials Date of Birth or Age or Sex/ Mon If female/ AKO e Height Weight Ethnic Origin Reporter Country
Age Group' Male/ Mbx [ ] XeHa:
WHnumranu Ha (dd/MMM/yyyy) Female/ Xera [ ] | Pregnant/ Pwet Terno ETH14ecku Obpxasa Ha
nauueHTa BpemeHHoCT (cm) (kg) npousxon cbobulaBalmsa
[aTta Ha paxaaHe, ves/ Da[ P
Bb3pacT unu No/ He [ ]

Bb3pacToBa rpyna’
(ap/mmm/rrrr)

1Age group : Foetus: Unborn child ; Neonate : 0d — 27d ; Infant : 28d — 23mo ; Child : 24mo- 11yr ; Adolescent :12yr-17yr ; Adult : 18yr-64yr ; Elderly : > 64yr
1Bb3pacmosa epyna: ®emyc: HepodeHo deme; HoeopodeHo: 0 — 270; Kbpmaye: 280 — 23m; eme: 24m — 11e; OHowa: 12 — 172; Bb3pacmeH: 18-642;, Cmap4ecka
eb3pacm: >64e

2 If yes, complete the pregnancy form sop-af-004176 (spontaneous) or sop-af-004175 (study) and provide the Last Menstrual Period (dd/mmm/YYYY)

2 Ako da, donbRIHUMEITHO we ce cebpxem ¢ Bac upes npedocmassHe Ha ¢hopma 3a 6pemerHHocm (sop-af-004176/ sop-af-004175). Monsi ombenexeme nocredHusi
MeHcmpyarneH nepuod (00/mmm/ee22)

Seriousness indicator®

Relationship to

Outcome®*®

Adverse Event(s) (in order of clinical Stop Date? UCB product® Select one of the six
relevance) Ple(alée( give PRIMARY Of;ﬁz;gg%;;g’i ;ee‘{;'&er . (or (’)Jngoing) Related or Not pqssible outcomes
DIAGNOSIS when known e Onset date (dd/MMM/yyyy) Related listed hereunder
(dd/MMM/yyyy)
Hexenano(u) cb6umue(s) (o ped Hroukamop 33;,,, H R Kpau® Bpb3ka ¢ U3x00*°
Ha KuHU4YHama 3Ha4umocm) ; eg) uo3Hocr51ma ERELLS) (unu npodykm Ha U3bepeme edHa
Om6enexeme ocHogHama 306peme edra om (et eses) npodn/xaea) uce? om wecmme
duazHo3a, aKko e u3eecmHa cedengme ebamogyocmu (00/mmm/2222) | Cebp3aHo unu 8Bb3MOXHOCMU,
usopoeHu no-cony HecebpsaHo u3bpoeHu no-dosy

3

2For each Adverse Event
23a ecsIKO HexxenlaHo cbbumue

If you want to insert a new line, select the row above, select “insert”, “row below”
Ako xenaeme da dobasume Hog ped, Mapkupame 2opHus ped, usbepeme ,,8MbKHU", “ped omdony*

bSeriousness Indicators
PUndukamop 3a cepuosHocmma

1. Not serious/ Hecepno3Ho 2. Death/ CMbpT 3. Life threatening/ Y)KuBoTo3acTtpawaawo 4. Resulted in hospitalization/prolonged hospitalization/
XocnuTtanusauus Unu yabrkaBaHe Ha Xocnutanusaums
5. Resulted in severe or permanent disability/incapacity/ TEXKO Unu TpaniHo yBpexaaHe/ HeTpyAoCcnocoGHOCT

7. Other medically important condition/ Jpyro cbCcTosiHMe ¢ MeaMUMHCKa 3HaYMMOCT

6. Congenital anomaly/ BpogeHa aHomanus

In case of death, please provide: Date of Death (dd/MMM/yyyy):
Mpu cnyvan Ha cmbpT, Mona nocoveTe: [lata Ha cMbpTTa (44/MMM/ITTT):
If Yes, autopsy reported cause of death/ Ako [la, npuunHa 3a cMbpTTa cnopej aytoncusita:

Autopsy Done: Yes/No:
AyTtoncus: Oa/He

°Possible Adverse Event Outcomes
¢ Bb3MOXXHU U3xo0u om HexeslaHomo cbbumue

3. Not resolved/ HeBb3cTaHOBEH
5. Fatal/ CMbpT

4. Resolved with sequelae (describe sequelae in
6. Unknow/ HenasecTteH

1. Resolved/ Bb3cTaHoBeH 2. Resolving/ Bb3cTaHoBsIBaLL,
narrative section)/ Bb3cTaHOBEH C nocrneacTBusl (NOsSICHETE B YacT onucaHune)

Suspected Drug(s) Lot # or Batch # / Dose Unit N° of doses Frequency Route Therapy dates Indication(s) for use
in order of suspicion Expiration per received (dd/MMM/yyyy)

(If unknown, write | intake MepHu | (for biologics) | YecTtota | HauuH Moka3saHue(s) 3a
3anopo3psiHo UNK) eau- Ha Mepuopa Ha neueHune ynoTtpe6a
nekapcTBo(a) o Hosa HULM Bpoii npuno (3d/mmm/2222)
ped Ha MaptuaeH Ne Ha npuetu XeHue
rnodosupare I TopeH po npvem nosu/aeH Start Date Stop Date

(or ongoing)

This form collects personal data about you and your patient. These data will be used by UCB to comply with Pharmacovigilance obligations and will be processed in compliance with applicable
data protection laws. These data may be shared worldwide with competent regulatory authorities, other UCB entities, contract partners used by UCB for data processing, and other entities
subject to related pharmacovigilance obligations. You and your patient have the right to access and rectify your personal information. Please inform your patient about this.

Tasu dopma cbbupa MYHM AaHHM 33 Bac 1 Bawwuma naumeHT. Tesu AaHHM we 6baat usnonssaHu oT UCB 3a M3NbAHEHME HA 3a4b/IXKEHUATA CBbP3aHU C IEKapCcTBEeHaTa
6€e30MacHOCT U e 6baaT pasrnexsaHn B CbOTBETCTBUE C AeMCTBALLMTE 3aKOHM 3@ 3aLLMTa Ha IMYHUTE AaHHK. Te3n AaHHM moraT 4a 6baaTt npesocTaBeHn Ha
KOMMETEHTHU perynaTopHu opraHu B Yy»KbuHa, Apyru cTpykTypu Ha UCB, 4OroBOPHM NAapTHbOPM, KAKTO U ApYr OPraHU3aLmMm UMaLLM 3a4b/XKEHUA, Kacaellum
NeKkapcTBeHaTta 6e3onacHocT. Bue 1 BawuTe nauyeHTH nmaTte NpaBoTo HA AOCTbN M KOpeKuuMs Ha BawaTta myHa nHbopmauma. Mons uHdopmupaite Bawmsa naumeHt
3a ToBa.



®OPMYNAP 3A CbOBLLUEHUE HA HEXKE/IAHO CbBUTUE

ADVERSE EVENT REPORT FORM

sop-af-007439 V4.0

If applicable/Ako e npunoxkumo: Ref./Ped. sop-009247

Study Site Patient 1ID Page/CTp. 2 of 3
Mpoy4ysaHe: LleHTbp: MauneHT No:
(ako He e (3a HavanHa [aTta Ha
u3seecmeH, 6buornoauy- aarta cnupaHe
Hanuweme Hume (unu
HEW) 11eK.npooyK npodbrxa
mu 8a)
1.
2.
If you want to insert a new line, select the row above, select “insert”, “row below”
Ako xenaeme da dobasume Hos ped, MapKkupame 20pHusi ped, uzbepeme ,8MbKHU", ‘ped omdosny*”

Action taken regarding UCB | Did event abate after stop or | Did event reappear after | Previous exposure | UCB suspected drug
suspected drug? reduction of UCB suspected | reintroduction of UCB | to UCB suspected | previously tolerated?
drug? suspected drug? drug?
lMpednpuemu delicmaus crnpsiMo lMpeduwHa
3anodo3psiHO Jlekapcmeo Ha | Omcnabea nu cb6umuemo | losiesea nu ce cbbu- | [peduweHo noHocumocm KbM
ucCB cned cnupaHe unu | muemo omHoeo cried | npunazaHe Ha | 3anodo3psiHomo
HamansieaHe Ha 3anodo- | moemopHama yrnompe6a | 3anodo3psiHOmo | nekapcmeo Ha UCB
3pssHOMo J1eKkapcmeo? Ha 3anodo3spsiHomo | UCB nekapcmeo
nekapcmeo Ha UCB?
[ 1 Yes/a [ 1 Yes/a [ 1 Yes/[a [ ] Yes/[Oa
[ 1 No/ He [ 1 No/ He [ 1 No/He [ ] No/ He
[ 1None/ Hukakeu [ ] Unknown/ HeussecTHo [ ] Unknown/ HeussectHo | [ ] Unknown/ [ 1 Unknown/
[ 1Notapplicable/ Henpunoxumo | [ | Not applicable/ [ ] Not applicable/ HeussecTHO HeuaBecTHO
[ 1Permanently discontinued/ Henpunoxumo Henpunoxumo [ 1 Not applicable/
CnpsiHO 32 NOCTOSIHHO Henpunoxumo
[ ] Temporarily interrupted/

BpemeHHO npekbcHaTO
- If yes, date of interruption/ ako

Does this report concern: Note: If selected, please specify in the narrative section.
Hoknadbm omuacsi 1u ce 3a: AKo e n3bpaHa HsKosl OT ONUMMTE, MOMS MOSICHETE B YaCT ONUcaHue

[a, 4aTa Ha NpekbCBaHe::

- Restart date/ fara Ha
nogHoBsaABaHe:

- Dosage/ foauposka:
[ ]Dose reduced/ HamaneHa gosa

- If yes, date of dose reduction/
aKko [a, JaTa Ha HamarneHue Ha Josara:

- New dosage/ Hosa pnosuposka:
[ ]Dose increased/ YBenuyaBaHe
Ha pgosara

- If yes, date of dose increase/
ako Aa, AaTa Ha yBenu4yaBaHe Ha
nosara::

- New dosage/ Hosa gosuposka:

[ ]an off-label use/ ynotpeba He no npegHasHayeHne [ ] an overdose/ npeposupaHe [ ] an abuse/
3noynotpeba [ ] a misuse/ HenpaBunHa ynotpeba

[ 1a pregnancy and/or breastfeeding exposure/ nanaraHe no speme Ha 6peMeHHOCT W/unn KbpmMeHe

[ ]a paternal exposure (potential alteration of spermatozoa)/ nanarare ypes 6awara (noTeHUmManHo
n3MeHeHne Ha cnepmaTtosonauTe)

[ 1a medication error/ meguumHcka rpewka [ ] a drug interaction/ B3aumogencTaume ¢ Apyro nekapcTeo

[ ]a therapeutic ineffectiveness (partial or total)/ nunca Ha TepaneBTUYHa ePEKTMBHOCT (YacTUYHa UMK MbITHA)
[ ]an occupational exposure/ nanaraHe Ha AelNCTBUETO Ha NpoaykTa B paboTHa cpefa

[ 1an unexpected therapeutic effect/ HeouyakBaH TepaneBTU4eH edekT

[ ]a suspected transmission of an infectious agent via a UCB product/ npeanonaraem npeHoc Ha
nHdekumnoseH areHT Ype3 UCB npoaykt

[ 1a suspected adverse reaction associated with a suspected or confirmed falsified medicinal product/
nogosvnpaHa peakuusi cBbp3aHa ¢ npegnonaraeM unv noTebpAeH danwmndvunpad MEAULIMHCKN NPOAYKT
[ 1a suspected adverse reaction associated with a suspected or confirmed quality defect (combined
complaint)/ nogosupaHa peakums CBbp3aHa ¢ npegnonaraemM unu NoTBbpAeH AedeKT B KAa4eCTBOTO

N° of doses
CONCOMITANT DRUG(S) Dose Unit received (for Frequency Route Therapy Dates Indication(s) for
per biologics) (dd/MMM/yyyy) use
CbITbTCTBALOM) intake MepHu . YecToTa HauuH llepuod Ha ne4eHue
JIEKAPCTBO(A) eaun- Bpown Ha (00/mMmMm/2222) MokasaHwe(s)
Hoza HULM npueTtn npuno- Stop Date 3a ynotpeba
Ha Ao3u/aeH XeHue Start Date (or ongoing)
npuem (3a
6buornoauy- HauanHa pata | [ama Ha criupaHe
HUmMe riex. (unu
npodykmu) npoob/xaea)
1.
2.

This form collects personal data about you and your patient. These data will be used by UCB to comply with Pharmacovigilance obligations and will be processed in compliance with applicable
data protection laws. These data may be shared worldwide with competent regulatory authorities, other UCB entities, contract partners used by UCB for data processing, and other entities
subject to related pharmacovigilance obligations. You and your patient have the right to access and rectify your personal information. Please inform your patient about this.

Tasu dopma cbbupa MYHM AaHHM 33 Bac 1 Bawwuma naumeHT. Tesu AaHHM we 6baat usnonssaHu oT UCB 3a M3NbAHEHME HA 3a4b/IXKEHUATA CBbP3aHU C IEKapCcTBEeHaTa
6€e30MacHOCT U e 6baaT pasrnexsaHn B CbOTBETCTBUE C AeMCTBALLMTE 3aKOHM 3@ 3aLLMTa Ha IMYHUTE AaHHK. Te3n AaHHM moraT 4a 6baaTt npesocTaBeHn Ha
KOMMETEHTHU perynaTopHu opraHu B Yy»KbuHa, Apyru cTpykTypu Ha UCB, 4OroBOPHM NAapTHbOPM, KAKTO U ApYr OPraHU3aLmMm UMaLLM 3a4b/XKEHUA, Kacaellum
NeKkapcTBeHaTta 6e3onacHocT. Bue 1 BawuTe nauyeHTH nmaTte NpaBoTo HA AOCTbN M KOpeKuuMs Ha BawaTta myHa nHbopmauma. Mons uHdopmupaite Bawmsa naumeHt
3a ToBa.



ADVERSE EVENT REPORT FORM
SOPMYNAP 3A CbOBLUEHMUE HA HEXXETAHO CbBUTUE sop-af-007439 V4.0
If applicable/Ako e npunoxumo: Ref./Ped. sop-009247
Study: Site: Patient | D: Page/CTp. 3 of 3
Mpoy4ysaHe: LleHTbp: MauneHT No:

If you want to insert a new line, select the row above, select “insert”, “row below”
Ako xenaeme 0a dobasume Ho8 ped, Mapkupame 20pHusi ped, uzbepeme ,8MbKHU", ‘ped omdony*”

RELEVANT MEDICAL HISTORY Note: If selected, please specify.
MEQULINHCKA UCTOPUSI OT 3HAYEHUE Mpu n36op, Mons nosicHeTe.
[ ] Alcohol/ Ankoxon: [ ] Smoking/ TyTioHONYyLIEHE: [ ] Drug abuse/ 3noynotpeba ¢ HapkOTUYHM BeLlecTBa:

[ ] Oral contraceptives/ MNepopanHn KOHTpaLEeNnTMBK: [ 1 Specific Diet/ CneundunyHa gueta:

[ ] Radiation therapy/ IlbyeBa Tepanus: [ ] Pacemaker/ MNMecmerikbp:

[ ] Implants/ UmnnaHTw: [ ] Metabolism Disorder/ MeTabonuTHU HapyLUEHUS:

[ 1Allergies/ Aneprum: [ ] Congenital/genetic disorder/ BpogeHu/reHeTu4Hn 3abonsiBaHus:

[ JHistorical Drug/ MpeguwHo nekapcTeo: [ ] Procedure/ Mpoueaypa:

[ ]Other Historical Condition/ Jpyro npeguwHo 3abonsisaHe: [ ] Historical Pregnancy/ MNpeguwHa 6pemMeHHoCT:

[ ] Current Condition/ TekyLuo 3abonsBaHe: [ 1 Previously under other biological drug? Specify (drug name/dosage)/
MpepuwHa ynotpeba Ha 6GUMONOrMYHO NekapcTBo? YTouHeTe (MMe Ha NekapcTBOTO/A03MPOBKA):

Start Date/ HayanHa pgaTa: Stop Date/ [JaTa Ha cnupaHe:

[ ] None of the above/ HUTO egHo oT n3bpoeHute

OTHER RELEVANT MEDICAL HISTORY
APYIrA MEOQWLNHCKA NCTOPUA OT 3HAYEHNE

NARRATIVE (description of the event(s) and corrective action/treatment) AND COMMENTS
OINNCAHUE (onucaHue Ha cb6umuemo(sima) u delicmeusi 3a nodobpeHue/ne4eHue) U KOMEHTAP

Please attach any hospitalization or visit report, additional test results or relevant comment that could be useful for the case evaluation.
Monsi npunoxeme eceku dokymeHm 3a npuemare 8 60nHUYa Uu u3umauusi, pedynmamu om O0OMb/IHUMEHU U3criedsaHus unu KOMeHmap, Koumo mMoxe 0a ca om
r1on13a 3a oyeHKa Ha criyyqas.

LABORATORY DATA
JIAGOPATOPHU U3CJIEABAHUSA

Norm Low Norm High Units
# | Date/ flaTa Test Name/ Hopma Hopma Assessment Results R
ate M3cnenBsaHe Hucka Bucoka OueHka Ha pesynTata Pesyntatu A MpHM 7
CTOMHOCT CTOMHOCT AVHAL
1.
2.
Other Relevant Tests
Apyau UscnedeaHusi Om 3HavyeHue
REPORTED TO NATIONAL AUTHORITY Yes|[ ] No|[ ] By: Date:
OOKNAOBAHO 1 E NMPEO AbPXABHUTE MHCTUTYUMW — Oa| ] He[ ] OoT: Harta:
Name of Reporter/Mme Ha Cbobuwasaujus: Address and phone number (Fax if applicable) of reporter/ Adpec u Signature of reporter and date/
mernegoHeH HoMep (¢hakc, ako uma) Ha cbobuwasaujus: lModnuc Ha cvobwasawus u
dama:
Occupation/ lNpoghecus:

UCB USE ONLY/ 3A NOIMTbJIBAHE EAUHCTBEHO OT UCB

INITIAL REPORT/MBbPBOHAYAJEH OKNAA:
FOLLOW-UP REPORT/ MOCJEABALL AOKNAA:
DATE OF FIRST RECEIPT BY UCB/ AATA HA MNbPBO MNMOJIYYABAHE OT UCB:

CORE NUMBER/ LEHTPAJIEH HOMEP:
LOCAL NUMBER/ JIOKANNEH HOMEP:

This form collects personal data about you and your patient. These data will be used by UCB to comply with Pharmacovigilance obligations and will be processed in compliance with applicable
data protection laws. These data may be shared worldwide with competent regulatory authorities, other UCB entities, contract partners used by UCB for data processing, and other entities
subject to related pharmacovigilance obligations. You and your patient have the right to access and rectify your personal information. Please inform your patient about this.

Tasu dopma cbbupa MYHM AaHHM 33 Bac 1 Bawwuma naumeHT. Tesu AaHHM we 6baat usnonssaHu oT UCB 3a M3NbAHEHME HA 3a4b/IXKEHUATA CBbP3aHU C IEKapCcTBEeHaTa
6€e30MacHOCT U e 6baaT pasrnexsaHn B CbOTBETCTBUE C AeMCTBALLMTE 3aKOHM 3@ 3aLLMTa Ha IMYHUTE AaHHK. Te3n AaHHM moraT 4a 6baaTt npesocTaBeHn Ha
KOMMETEHTHU perynaTopHu opraHu B Yy»KbuHa, Apyru cTpykTypu Ha UCB, 4OroBOPHM NAapTHbOPM, KAKTO U ApYr OPraHU3aLmMm UMaLLM 3a4b/XKEHUA, Kacaellum
NeKkapcTBeHaTta 6e3onacHocT. Bue 1 BawuTe nauyeHTH nmaTte NpaBoTo HA AOCTbN M KOpeKuuMs Ha BawaTta myHa nHbopmauma. Mons uHdopmupaite Bawmsa naumeHt
3a ToBa.



