Sponzorskd smlouva
(pro zdravotnické akce)

mezi

Biogen (Czech Republic) s.r.0.

Na Pankraci 1683/127

140 00 Praha 4

IC: 27566137

Zapsana v obchodnim rejstiiku vedeném Méstskym
soudem v Praze, oddil C, vlozka 114396

zastoupend: RNDr. Michaela MBA
a Ing. Pavel Bohuslav

Hrdlickova,

- dale jen sponzor -

a

Univerzita Palackého v Olomouci
Kiizkovského 8,

771 47 Olomouc

ICO: 61989592

jednajici: prof. Mgr. Jaroslav Miller, M.A., Ph.D.,
rektor UP

- dale jen organizitor -

§1

Piedmét smlouvy

Organizator ma v umyslu potaddat 6. - 7. 10. 2016
odborné  setkani  snazvem  12.  Olomoucké
Neuroimunologické symposium s mezinarodni ucasti.
Skoleni se ti¢astni zhruba 100 Iékat (dale jen ,,akce®).

Sponzor, jakozto vyrobce farmaceutickych produkti, by
pfi této prilezitosti rad prezentoval svou firmu a své
produkty. Za to akci podpori uhrazenim ¢asti nakladi.

§2

Sluzby organizatora

Organizator da na této akeci sponzorovi prilezitost
k vlastni propagaci timto zplisobem:

Sponsorship Agreement
(for medical events)

between

Biogen (Czech Republic) s.r.o.

Na Pankréci 1683/127

140 00 Prague 4

Id. No. 27566137

Registered with the Commercial Register administered
by the Municipal Court in Prague, Section C, File No.
114396

represented by RNDr. Michaela Hrdlickova, MBA
and Ing. Pavel Bohuslav

- hereinafter Sponsor -

and

Palacky University, Olomouc

Kiizkovského 8,

771 47 Olomouc

ID: 61989592

Acting through prof. Mgr. Jaroslav Miller, M.A.,
Ph.D., the rector

- hereinafter - Event Organiser -

§1
Object of the Agreement

The Event Organiser is planning to host on October 6
-7, 2016 an advanced training event called 7.
Neuromimunology symposium in Olomouc. Around
100 physicians will attend this event (the “Event™).

As a manufacturer of pharmaceutical products, the
Sponsor is interested in promoting itself and its
products at this Event. In return it shall support the
Event by assuming a portion of the costs.

§2

Services of the Event Organiser

The Event Organiser shall give the sponsor the
opportunity to promote itself at the Event in the
following way:

®Biogen
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Generalni partner: 200.000 K¢
- satelitni sympozium

- plocha pro stanek v misté konani na lukrativnim misté
(dle dohody)

- logo v hlavnim sale (dod4 sponzor)

- logo na webu (http://www.ms2016.upol.cz/) vletné
odkazu na www sponzora

- logo v tiskovych materialech

- barevna reklama ve sborniku/programu — 2 strany
(sponzor doda do 30.9.2016)

- Sponzorovi jako generalnimu partnerovi bude oficidlné
podékovano pii slavnostnim zahdjeni a zakon¢eni

Sponzor se zavazuje organizatorovi poskytnout
sou¢innost nezbytnou k naplnéni Géelu této smlouvy.

§3

Uhrada od sponzora

Za sluzby organizatora uvedené v§ 2 se sponzor
zavazuje k tomuto sponzorskému piispévku:

X Sponzor zaplati organizatorovi sponzorsky piispévek
ve vysi 200 000 CZK bez DPH. DPH bude piipoctena
v souladu s O¢innymi pravnimi predpisy. Po obdrZeni
faktury bude sponzorsky dar uhrazen na nize uvedeny
et organizatora, a to nejpozdéji do 30 dnl ode dne
doruceni faktury sponzorovi:

Majitel u¢tu: Univerzita Palackého Olomouc

Banka: [
Cislo actu: |G

IBAN:

SWIF

General partrer: CZK 200,000
- the Satellite symposium

- suitable lucrative place fora Stand in the Event (based
on agreement)

- Company Logo in the main meeting room (delivered
by Sponsor)

-Company Logo on the website
(http://www.ms2016.upol.cz/) including a link on a
partner’s website

- Company Logo on printed materials

- Color advertisement in the collection/ program — the
second pages (Sponsor will send it until 30 of
September 2016)

- to the Sponsor as the General Partner will be
officially thanked during the opening and ending
ceremonies

The Sponsor declares, that he will help the Event
Organiser to achieve the aim of this agreement.

§3

Compensation of the Sponsor

For the granting of the services specified in § 2 the
Sponsor shall guarantee the following sponsorship
amount:

X The Sponsor shall pay the Event Organiser a

sponsorship amount of 200 000 CZK without VAT.
VAT will be added to this amount in accordance with
relevant Czech tax legislation. Upon receipt of invoice
the sponsorship amount is transferred as payment to
the event organiser's account below, no later than 30
days after the invoice will be delivered to Sponsor:

Account holder: Univerzita Palackého Olomouc
Bank: [

Account number: _
Sortcode: I
swirT : [

& -
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3)

4)

3)

§4
Odpovédnost
Organizator nese vyhradni odpovédnost za

organizaci a pofadani akce a za poskytovani sluzeb
ve prospéch ucastnikii akce. Organizator tyto
¢innosti provadi svym jménem a na svij ucet. Bude
dodrzovat veskera pozadovana ustanoveni a ziska
licence potiebné k potadani akce.

Organizator bude dbat na to, aby naklady vyplyvajici
ztéto smlouvy nebyly pfeneseny na pacienty,
donatory nebo tieti strany, zejména zdkonnou
zdravotni pojistovnu ¢i  soukromou zdravotni
pojistovnu.

Organizator zajisti, aby byl pfistup na akci omezen
na osoby, které jsou opravnény obdrZet informace
prezentované na akci, jak je definovano prislusnymi
pravnimi predpisy.

Organizator timto prohlaSuje, Ze:

a. disponuje vybavenim a personalem k zajisténi
poskytovani sluZeb podle této Smlouvy a plnéni
této Smlouvy s pé&i fadného hospodare,

b. akce je védecké povahy a v ramci hlavni akce se
nekonaji zadné jiné akce odlisné povahy,
zejména takové, které lze povazovat za zabavu
¢i odpocinek, a ubytovani a stravovani b&hem
akce nebude nad ramec hlavnich cili dané akce,

c. je opravnén uzavirat smlouvy tykajici se
organizace a poiadani akce.

Organizator nepiebira Zidnou odpovédnost za
uspésnost propagace. Odpovédnost organizatora za
ztratu ¢i jakékoli poskozeni propagacnich materiala
dodanych na akci je vyloucena, pokud nebyly
zpuisobeny hrubou nedbalosti ¢i imyslem ze strany
personalu organizatora.

§5

Vyuziti sponzorského prispévku

Organizator zajisti, ze ¢astka uvedena v bodé 3 nebude
za zadnych okolnosti pouzita na zdbavné programy ¢i na

)

2)

3)

4)

5)

§4
Responsibility
Organiser is solely responsible for
and hosting the Event and for
performing of the services to the benefit of
participants of the Event. The Event Organiser
carries out these activities in its own name and on
its own account. It shall observe all required
provisions and obtain licenses to host the Event.

The Event
organising

The Event Organizer will ensure that costs arising
out of this Agreement shall not pass on to patients,
donors or third parties, in particular, to a statutory
health insurance company or private health
insurance company.

The Event Organizer shall ensure that access to the
Event is limited to individuals authorized to receive
information presented at the Event as defined in
applicable statutory provisions.

The Event Organiser hereby declares that:

a. it has equipment and personnel necessary in
order to perform the services under this
Agreement and to perform this Agreement
with due diligence,

b. the Event has a scientific nature and there are
no other events of a different nature organised
within the main Event, in particular considered
as entertainment or recreation, and the
hospitality in the course of the event shall not
exceed beyond the main objectives of the
Event,

c. itis entitled to conclude agreements relating to
organisation and hosting of the Event.

The Event Organiser assumes no liability for
advertising success. The liability of the Event
Organiser for loss or damage of any kind for
advertising material made available, unless this is
due to gross negligence or is intentional on the part
of the Event Organiser's staff, is excluded.

§5

Appropriation of the sponsorship amount

The Event Organiser shall ensure that the amount
specified under Item 3 is not under any circumstances

3
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pozvani a financovani hosta.

Organizator dale bude dbat na dodrZeni veSkerych
ustanoveni tykajicich se tohoto smluvniho vztahu.

§6

Princip oddélenosti

Smluvni strany pfipadné potvrzuji, Ze po uzavieni

smlouvy nebude organizator Zzadnym zpisobem
ovliviiovat obchodni transakce, zejména zadadvéni

zakazek/stanoveni ceny, a ani se to od ného neocekava.

&7

Farmakovigilance a reklamace lé¢ivych pFipravki

Organizitor bude zaznamendvat a neprodlené hlasit
spoleénosti Biogen vSechny bezpecnostni piihody (napf.
nezadouci piihody, t¢hotenstvi, pfedavkovani, chybnou
medikaci atd.), pfipady padélanych lé€ivych piipravki
(nebo takové, u nichz existuje podezieni z padélani) a
reklamace lécivych piipravkd tykajici se vSech
registrovanych pfipravki spole¢nosti Biogen, o kterych
se Organizator dozvi pfi poskytovani sluzeb v souladu
s prislusnymi Skolenimi, SOP a pokyny poskytnutymi
spole¢nosti Biogen a vSemi platnymi pfedpisy a zakony
(dale jen ,Pozadavky pro podavani hlaseni®). Biogen
poskytne Organizatorovi “Pozadavky pro podavani
hlaSeni”, véetné zejména Easovych Ihit pro podavani
hlaSeni spole¢nosti Biogen, jeSt¢ pred zahdjenim
poskytovani sluzeb, véetné Givodniho Skoleni, které bude
provedeno ve vzajemné dohodnutém terminu. Poté bude
Organizator odpovédny za zaSkoleni vSech svych
pfislusnych  zaméstnanci  jeSt€ pred zahdjenim
poskytovani jakychkoli sluzeb na zdkladé této Smlouvy
(a pravidelné priibézné tak, aby bylo zajisténo, Ze takové
Skoleni bude aktudlni), s cilem zajistit soulad s
“Pozadavky pro podavani hlaseni”; avsak za
predpokladu, Ze spolecnost Biogen bude mit pravo
poskytovat nasledna Skoleni za ucelem seznamit
Organizatora s aktualizacemi a  zménami
v “Pozadavcich pro podavani hlaseni” nebo Skoleni,
ktera bude Biogen jinak pokladat za nezbytna.
Organizator bude zdrojovou dokumentaci vztahujici se k
hlaSenim o bezpec¢nosti, reklamacim a zdznamim o
skoleni uchovavat tak, aby byla okamzit¢ k dispozici na
vyzadani a vrati veSkerou tuto zdrojovou dokumentaci

used for entertainment programmes or for the
invitation or financing of guests.

Furthermore, the Event Organiser shall ensure that all
provisions applicable to the contractual relationship are
observed.

§6

Principle of separation

The contractual partners confirm (if applicable) that
upon conclusion of the contract the Event Organiser
shall not influence sales transactions, in particular
procurement  procedures/pricing in  any way
whatsoever, and neither is there any expectation of this
whatsoever.

§7

Pharmacovigilance and Product Complaints

Event Organiser shall record and promptly report to
Biogen all Safety Events (e.g., Adverse Events,
pregnancy, overdose, medication error, etc.), Falsified
medicinal products events (or as suspected of being
falsified) and Product Complaint events concerning all
approved Biogen products which come to the attention
of Event Organiser in the performance of the Services
in accordance with the relevant training, SOPs and
instructions provided by Biogen and all applicable
regulations and laws (the “Reporting Requirements™).
Biogen shall provide the Reporting Requirements,
including, but not limited to, timelines for reporting to
Biogen, to Event Organiser prior to the initiation of the
Services, including an initial training session which
shall be conducted at a mutually agreeable time.
Thereafter, Event Organiser shall be responsible for
training all relevant employees prior to providing any
Services under this Agreement (and periodically on an
ongoing basis to ensure such training is up to date) to
ensure compliance with the Reporting Requirements;
provided, however, that Biogen shall have the right to
provide follow up training session to address updates
or changes to the Reporting Requirements or as
otherwise deemed necessary by Biogen. Event
Organiser will retain safety and product complaint
event  source documentation and  training
documentation to be made available promptly upon
request and will return all source documents to Biogen
upon termination of this Agreement. Event Organiser
agrees to cooperate with internal and regulatory
authority  audits/inspections, reconciliations and
4
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spole¢nosti Biogen pfi ukonceni platnosti této Smlouvy.
Organizator se zavazuje spolupracovat s internimi
auditory a regulaénimi  organy  provadéjicimi
audity/inspekce, rekonciliace a pravidelné kontroly
kvality, podle potieby. Organizitor bude neprodlené
informovat spolecnost Biogen o veSkerych odchylkach
od pozadavki na kvalitu a compliance pii podavani
hlaseni o bezpecnosti a nahlaSovani reklamaci 1é€ivych
piipravki a zavazuje se spolupracovat se spolecnosti
Biogen v dobré vife za ucelem rychlého vyfeSeni
takovychto odchylek.

VSechny nezadouci piihody, pfipady padélanych
lé¢ivych pripravki a reklamace tykaji se vSech

registrovanych piipravkli spole¢nosti Biogen musi byt
nahlaseny spole¢nosti Biogen Organizatorem do jednoho
pracovniho dne nasledujictho po dni, kdy se Organizator
o takové nezadouci piihode / vyskytu padélaného
lé¢ivého pripravku / reklamaci 1é€ivého piipravku dozvi.
Organizator je povinen poskytnout spole¢nosti Biogen
odpovidajici soucinnost pii ziskavani dalSich informaci
vztahujicich se k nezadoucim pfihodam / padélanym
Ié¢ivym piipravkim / reklamacim 1é€ivych pfipravki a
v reakci na né.

Veskera hlaSeni nezadoucich piithod spolecnosti Biogen
budou podle tohoto ustanoveni adresovana spolecnosti
Neox sr.o., tel. +

oStovni schranky oddéleni
Medical:
Veskera hlaseni reklamaci pfipravkii a padélanych

1é¢ivych piipravkd spole¢nosti Biogen budou podle
, tel.

Definice

Nezadouci prihoda: kazda nepfiznivd zména zdravotniho
stavu pacienta nebo subjektu klinického hodnoceni,
kterému byl podan léCivy piipravek, kdy nemusi jit

MY

nutné o pii¢innou souvislost s touto lé¢bou (ICH E2A).

Reklamace pripravku: Jakékoli sdéleni naznacujici
nedostatek tykajici se oznaceni, identity, sily, Cistoty,
stability, trvanlivosti, spolehlivosti, ucinnosti,
charakteristiky, nebo kvality 1é¢ivého piipravku Biogen;
nebo mozného nesplnéni nekteré ze specifikaci 1écivého
piipravku.

Bezpeénosti pfihoda: vztahuje se souhrnné na vSechna

periodic quality checks, as necessary. Event Organiser
will promptly notify Biogen of any deviations from
safety and product complaint event reporting quality or
compliance and agrees to work with Biogen in good
faith to promptly resolve such deviations.

All Adverse Events, Falsified Medicinal Product
Events and Product Complaints concerning all
approved Biogen products must be reported to Biogen
by the Event Organiser within one business day
following the day on which the Event Organiser
became aware of such Adverse Event/Falsified
Medicinal Product/ Product Complaint. The Event
Organiser is obligated to provide reasonable assistance
to Biogen in obtaining further information related to
the Adverse Events/Falsified Medicinal
Products/Product Complaints/ and responding thereto.

Any reporting of Adverse Events to Biogen pursuant to
this clause shall be addressed to company Neox at
I and
to the mailbox of the Medical department at

Any reporting of Product Complaints and Falsified

medicinal products to Biogen pursuant to this clause
shall be addressed to at
2 N ond

Definitions

Adverse Event (AE): Any untoward medical
occurrence in a patient or clinical investigation subject
administered a medicinal product and which does not
necessarily have to have a causal relationship with this
treatment (ICH E2A).

Product Complaint (PC): Any communication
suggesting a deficiency related to the labeling, identity,
strength, purity, stability, durability, reliability,

effectiveness, performance, or quality of a Biogen
Product; or a possible failure of the Product to meet
any of its specifications.

Safety Event:
collectively refers to all reports of:

B
Biogen.
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tato hlaseni:

e nezadouci piihody

e nezadouci pfihody souvisejici s reklamacemi
lé¢ivych piipravki

e nezadouci pfihody souvisejici s uzivanim
1é¢ivého pripravku v t€hotenstvi a v dobé kojent

e nezadouci pfihody souvisejici s padélanymi
leéivymi pripravky

e Tdaje 0 nezadoucich piihodach ze soudnich
procesii

e expozice béhem béhem téhotenstvi a kojeni
e zneuZiti / nespravné uZiti

e lékové interakce

e neudinnost

e chyba pfi medikaci

e profesionalni expozice

e pouziti nad ramec schvalenych indikaci

e piedavkovani

e podezieni na prenos infekéniho agens

Padélanym 1é¢ivym pfipravkem se rozumi jakykoli
huménni 1écivy pripravek:

a) na némz jsou uvedeny nepravdivé udaje o jeho
totoZnosti, véetné obalu a ozna¢eni na obalu, ndzvu nebo
slozeni z hlediska kterékoli jeho slozky vcetné
pomocnych latek a sily téchto slozek;

b) na némZ jsou uvedeny nepravdivé udaje o jeho
pivodu, véetné vyrobce, zemé vyroby, zemé puvodu
nebo drzitele rozhodnuti o registraci, nebo

¢) ktery je doprovazen dokumentaci obsahujici
nepravdivé udaje o jeho historii, véetné zdznamu a
dokumentt tykajicich se vyuzitych distribu¢nich kanali.

LéCivy pripravek s nezamy$lenymi zdvadami v jakosti se
za padélany 1é¢ivy piipravek nepovazuje.

e Adverse Events (AEs)

e AEs associated with Product Complaints
(PC/AEs)

e AFEs associated with pregnancies or lactation
exposure

e AEs associated with counterfeit products
e AEF data from class action lawsuits

e Exposure during pregnancy and lactation
e Abuse/Misuse

e Drug interactions

e Lack of effect

e Medication error

e  (Occupational exposure

e Off-label use

e (Overdose

o Suspected transmission of an infectious agent

Falsified medicinal product shall mean any human
medicinal product which:

a) Contains false data regarding its identity, including
packaging and labelling, name or composition with
regards to any of its components including excipients
and strength of these components;

b) Contains false data regarding its origin, including
manufacturer, country of manufacture, country of
origin or marketing authorization holder; or

¢) Is accompanied by documents containing false data
about its history, including records and documents
regarding distribution channels used.

Medicinal product with unintended quality defects
shall not be regarded counterfeit medicinal product.

ol
\ ‘)‘
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§8

Transparentnost

Jako €len Evropské federace farmaceutického primyslu a
spolec¢nosti (dale jen ,,EFPIA®) bude sponzor dodrzovat
kodexy schvalené ze strany EFPIA, véetné Kodexu EFPIA
upravujictho  zvefejiiovani plateb a jinych plnéni
farmaceutickych spole¢nosti zdravotnickym odbornikiim a
zdravotnickym  zafizenim  (ddle jen  ,JKodex
zverejiiovani), prijatého dne 24. dervna 2013, a
odpovidajici platné narodni kodexy zvefejiiovani (dile jen
Platné kodexy zverejiiovani EFPTA®). Sponzor tedy
bude shromazd’ovat, zaznamendvat a zvefejiovat
Informace (jak jsou definovany nize) ohledné Prevodi
hodnot (jak jsou definovany nize) provedenych od 1. ledna
2015.

Pro tcely tohoto ustanoveni znamena pojem ,Prevod
hodnot™ jakykoliv pfimy ¢i nepiimy pievod hodnot, at’ jiz
v penézité nebo nepenézité podobe ¢i jinak, ktery se tyka
nasledujicich kategorii, jak je definovano podle Platnych
kodext zvefejiiovani EFPIA: dary a granty, poskytovani
finan¢nich prostfedki na vyzkum a vyvoj, zejména studie,
klinickd hodnoceni a neintervenéni studie, nepenézité
vyhody v souvislosti s (i¢asti na 1ékarskych konferencich
v ramci dalsiho vzdélavani, véetné
konferen¢nich/registrac¢nich poplatku, sponzorské
smlouvy, jakoZ i cestovni vylohy a nidklady na ubytovani,
poplatky za sluzby a konzultace a jiné nepenézité vyhody.

Pro Glely tohoto &lanku zahrnuje pojem ,JInformace™
zejména  Castky  predstavujici  Pfevody  hodnot,
jméno/nazev a obchodni adresu zdravotnického odbornika
a/nebo  zdravotnického zafizeni, typ obdrzenych
nepenézitych vyhod, piislusné oznamovaci obdobi pro
dany Pievod hodnoty a jeho ucel, jak je dale podrobné
uvedeno v Platnych kodexech zvefejiovani EFPIA.

Organizitor bere na védomi a souhlasi s tim, Ze sponzor
muZe mit urcité povinnosti zvefejnit a oznamit Informace
podle Platnych kodexti zvefejiovani EFPIA, zejména
zverejnit/oznamit poplatky a ¢astky splatné na zakladé
této smlouvy. Soucasné, organizator oznami sponzorovi
jakékoliv Informace tykajici se Prevodi hodnot
provedenych pocinaje 1. lednem 2015. Tato hlaSeni budou
ve formé poskytnuté nebo predem schvalené sponzorem a
budou podavana v terminech stanovenych v prislusném
rozsahu prace. Sponzor bude mit pravo piezkoumat GCetni
doklady a dalsi dokumentaci organizitora tykajici se
takovych Ptevod{i hodnot.

§8

Transparency

As a member of the European Federation of
Pharmaceutical Industries and Associations ("EFPIA"),
the Sponsor shall comply with the codes enacted by the
EFPIA, including the EFPIA Code on Disclosure of
Transfers of Value adopted on 24 June 2013 and the
corresponding applicable national disclosure codes (the
"Applicable EFPIA Disclosure Codes"). Accordingly
the Sponsor shall collect, record and publish Information
(as defined below) regarding any Transfer of Value (as
defined below) made as from 1* January 2015.

For the purpose of this clause, "Transfer of Value"
means any direct or indirect transfer of value, in cash or
in kind or otherwise, which relates to the following
categories, as defined under the Applicable EFPIA
Disclosure Codes: donations and grants, funding for
research and development, including but not limited to,
studies, clinical frials and non-interventional studies,
non-monetary benefits in connection with attending
continuing medical education conferences, including
conference/registration fees, sponsorship agreements, as
well as travel and accommodation expenses, service and
consultancy fees, as well as other benefits in kind.

For the purpose of this clause, "Information" includes,
without limitation, and as further detailed under the
Applicable EFPIA Disclosure Codes, the amounts
attributable to Transfers of Value, the name and business
address of the Healthcare Professionals and/or
Healthcare Organizations, types of non-monetary
benefits received, the relevant reporting period for a
Transfer of Value and the purpose of the Transfer of
Value.

The Event Organiser acknowledges and agrees that the
Sponsor may have certain disclosure and reporting
obligations pursuant to the Applicable EFPIA
Disclosure Codes, including, without limitation, the
disclosure/reporting of fees and amounts payable under
this Agreement. Accordingly, the Event Organiser shall
report to the Sponsor any Information about a Transfer
of Value made as from 1st January 2015. Reports shall
be in the form provided by, or approved in advance by,
the Sponsor, and the frequency shall be as set forth in
the applicable SOW. The Sponsor shall have the right to
review receipts and other documentation of the Event
7
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§9

Zavéreéna ustanoveni

Tato smlouva predstavuje veskerd ujednani mezi
stranami. Zadné doplitkové ustni dohody neexistuji.
Zmeény a dopliiky ktéto smlouvé jsou platné pouze
v pisemné formé.

Tato smlouva nabyva uCinnosti dnem jejiho
oboustranného podpisu a je vyhotovena ve 4
stejnopisech, znich po dvou obdrzi kazdd smluvni
strana.

Pii vykladu této Smlouvy se ust. §557 zakona ¢. 89/2012
Sb., ob¢ansky zakonik, nepouzije.

Prava a povinnosti v této smlouvé vyslovné neupravené
a z ni plynouci se budou fidit ¢eskym pravnim fadem —
ustanovenimi ob&anského zakoniku.

Penyp L~ P 1L

Organiser related to such Transfers of Value.

§9

Final provisions

This contract ultimately stipulates the agreements
reached between the parties. There are no verbal
ancillary agreements. Amendments and additions to
this agreement must be made in writing in order to be
effective.

This agreement becomes effective on the day of its
signature by both contractual parties and is made in
four copies, while both parties will obtain two copies.

For the purpose of interpretation of this Agreement,
Sec. 557 of Act No. 89/2012 Coll., Civil Code, shall

not apply.

The rights and obligation ensuing from this agreement
in matters not expressly regulated by this agreement
shall be governed by the laws of the Czech Republic,
concretely by Civil Code.

OLOHO0E 23 (2 2015

Datum/Date

Meésto/City,

Biogen (Czech Republic) s.r.o.
zastoupena: RNDr. Michaela Hrdlickova, MBA
Reditelka pobo&ky, jednatelka

(Czech Republic) s.r.o.
zasfoupena: Ing. Pavel Bohuslav
Finan¢ni feditel, jednatel

Datum/Date

Mésto/City,

izator/ Event Organiser

Unikerzita Palackého v Olomouci
Jednajici/acting through prof. Mgr. Jaroslav Miller,
MLA., Ph.D., rektor UP/the rector
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Proskoleni:
Pozadavky pro podavani hiaseni

dle bodu 7. Farmakovigilance a reklamace lIé€ivych pripravkd Sponzorské Smiouvy:
Hi&Seni neZadoucich pfihod

DEFINICE:

NeZadouci pfihoda: nepfiznivda zména zdravotniho stavu postihujici pacienta nebo
subjekt klinického hodnoceni, ktery jepfijemcem léCivého pfipravku, i kdyz neni znamo,
zda je v pficinném vztahu k [éché timto pripravkem.

Zavaina nezZadouci pfihoda: takova neZadouci pfihoda, ktera ma za nasledek smrt,
ohrozi Zivot, vyzaduje hospitalizaci nebo prodlouzeni probihajici hospitalizace, ma za
nasledek trvalé nebo vyznamné poskozeni zdravi nebo omezeni schopnosti nebo se
projevi jako vrozena anomalie nebo vrozena vada u potomki, a to bez ohledu na
pouzitou davku Iécivého pfFipravku.

NeZadoucim Gcinkem Iécivého pfipravku se rozumi odezva na IéCivy pFipravek, ktera je
nepfizniva a nezamyslena. Nezadouci ucinky IéCivych pfipravkl se rozliSuji zejména na:

a) zavazné neZadouci G€inky, které maji za nasledek smrt, ohrozi Zivot, vyzaduji
hospitalizaci nebo prodlouzeni probihajici hospitalizace, maji za nasledek trvalé ¢i
vyznamné poskozeni zdravi nebo omezeni schopnosti nebo se projevi jako vrozena
anomalie ¢i vrozena vada u potomkil,

b) neocekavané neZadouci Ucinky, jejichZ povaha, zavaZnost nebo duisledek jsou v
rozporu s informacemi uvedenymi v souhrnu Gdaji o pfipravku u registrovaného
IéCivého pfipravku nebo jsou v rozporu s dostupnymi informacemi, napfiklad se
souborem informaci pro zkousejicitho u hodnoceného IéCivého pFipravku, ktery neni
registrovan.

NeZadouci G¢inek mlZe byt jiZ znamy nebo dosud nepopsany.

Kdo hiasi: vSichni zaméstnanci a externi spolupracovnici Biogen (Czech Republic) s.r.o.

Komu hilasit: Podezfeni na neZadouci pfihodu/y nahlaste na nize uvedeny kontakt:

— NEOX s.r.o.

- Tel.
— Email:

— emailova schrénka odd&leni Medical: ||| GGG

Minimaini Gdaje poZadované pro hlaseni:

— Lékar nebo ten, kdo hlasi: jméno a kontakt

— Udaje o pacientovi: vék, pohlavi,inicialy, neuvadi se rodné cislo, dlouhodobé
uzivané léky, zavaZné choroby

— Popis neZzadouci pfihody a pfic¢inna souvislost s pfipravkem

— PFipravek: nazev, Iékova forma, Cislo Sarze, zpusob a délka podavani

175458_1
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HiéSeni podejte ten samy pracovni den (telefonicky, e-mailem), kdy se o situaci dozvite! Pokud
néktera z informaci neni k dispozici, podejte hlaSeni v poZadovaném terminu. Odpovédné osoba
Biogen si potfebné informace nasledné zjisti.

Co hiasit:

nezadouci pfihody véetné podezreni na nezadouci pfihody

nezadouci pfihody souvisejici s reklamacemi IéCivych pFipravkil

nezadouci pithody souvisejici s uzivanim lécivého pripravku v téhotenstvi a v dobé kojeni
uzivani 1é¢ivého pfipravku v téhotenstvi a v dobé kojeni

vyskyt padélanych |éCivych pFipravki

predavkovani, zneuZiti/nespravné pouziti

lékové interakce

neacinnost Iééivého pripravku

neocekavany lé¢ebny efekt

profesionalni expozice

poufZiti v neschvalené indikaci

chyba pfi medikaci

podezfeni na prenos infekéniho agens

podezieni na zavady v jakosti 1éCivych pripravki

BB AN AR

Pozadavky pro podavani hlaseni

dle bodu 7. Farmakovigilance a reklamace lécivych pfipravki Sponzorské Smlouvy:
Reklamace, podezieni na zavadu/y v jakostl, vyskyt padélanych [Ié€ivych
pripravkil

Komu hlasit:

Reklamace Ié€ivych pfipravku, podezieni na zavadu/y v jakosti 1éCivych pfipravkil a podezieni
na vyskyt padélanych léCivych pfipravki nahlaste na niZe uvedeny kontakt:

- 1 Quality & Governance Manager
- wobi: +{
Minimalni Gdaje poZadované pro hiasent:

— HKontakt na reklamujictho & na osobu, ktera informovala o vyskytu padélku & o
pfipravku s podezfenim na zavadu v jakosti: jméno a kontakt

— Informace, kde se nachazi reklamované baleni, pripravek s podezfenim na padélani
a/nebo pfipravek s podezienim na zavadu v jakosti: kontakt

— Popis reklamace (popis pficiny nespokojenosti), zdvady v jakosti ¢i blizSi informace k

vyskytu padélku
— Pripravek: nazev, Iékova forma, Cislo Sarze, velikost baleni

Hié3eni podejte ten samy pracovni den (telefonicky, e-mailem), kdy se o situaci dozvite! Pokud
néktera z informaci neni k dispozici, podejte hidSeni v poZadovaném terminu. Odpovédna osoba
Biogen si potfebné informace néasledné zjisti.

10
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Zaznam o proSkoleni

dle bodu 7. Farmakovigilance a reklamace lé€ivych pfipravkd Sponzorské Smlouvy:

Zaskrtnéte prislusné pole:
I—[Z( Samostudium (Cetl/a jsem a rozumim)

D Vyklad Skolitele (Biogen (Czech Republic) s.r.0.)

Jméno skolitele: .......cccccoveenenee Podbis: crncanmnns

Doba trvani SKoleni: ....eerecesseeens

Jméno Skolené osoby: Podpis Skolené osoby: Datum Skoleni:
(halkovym pismem)

At L

“Biogen.
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