DAROVACIA ZMLUVA
C. 2012397

TATO DAROVACIA ZMLUVA (dalej ako Zmluva) je
uzavreta podla § 628 a nasl. zakona &. 40/1964 Zb.
Obcianskeho zakonnika, v zneni neskorsich
predpisov a ¢l. 9.5 Etického kddexu
Farmaceutického priemyslu na Slovensku medzi:

(1) Bayer, spol. s r.o0., so sidlom Einsteinova 25,
Bratislava 851 01, Slovenska republika, ICO:

35 759 143, spolo¢nost Zapisana v
Obchodnom  registri  Okresného  stdu
Bratislava |, oddiel Sro, viozka 1841 3/B,

bankové spojenie: CITIBANK Slovakia a.s.,
Cislo Gétu 2001780204/8130

(dalej ako Bayer); a

Institicia: NsP Nové Mesto nad Vahom
n.o., M.R. Stefanika 1, 915 31 Nové Mesto
nad Vahom, ICO: 36119369

(2)

(dalej ako Obdarovany)

(Obdarovany a Bayer dalej spologne ako Strany a
ktorykolvek z nich samostatne ako Strana)

VZHLADOM NA TO, ZE

(A) Bayer je obchodna spoloénost zaoberajlca sa
okrem iného distriblciou liekov.

Bayer ma zaujem na kvalite poskytovania
zdravotnej starostlivosti a jeho cielom je
podporovat zdravotnictvo a vyskum, ¢&oho
nevyhnutnou sucastou je aj poskytovanie
kvalitnych produktov.

(B)

Obdarovany je S&tatnou, resp. neziskovou
nemocnicou / zdravotnickym zariadenim.

(C)

S ohladom na vysSie uvedené ma Bayer
zaujem bezodplatne poskytnit Obdarovanému
podporu na lietbu vybranych ochoreni.

|
Nemocrica s polliinikou |
MNové Mesto nad Vahom
evidonénd dislo zmiuvy

1L99/12/

DONATION AGREEMENT
No. 2012397

THIS DONATION AGREEMENT (the Agreement)
was entered into under Section 628 et seq. of Act No.
40/1964 Coll., the Civil Code, as amended, and
clause 9.5 of the Code of Ethics of the Slovak
Pharmaceutical Industry between:

(1) Bayer, spol. s r.o., with its registered office at
Einsteinova 25, Bratislava 851 01, Slovak
Republic, Identification No.: 35759 143, a
company registered in the commercial register of
the District Court Bratislava |, section: Sro, insert
No.: 18413/B, bank: CITIBANK Slovakia a.s.,

account No.: 2001780204/8130
(Bayer); and

(2) Institution: NsP Nové Mesto nad Vahom n.o.,
M.R. Stefanika 1, 915 31 Nové Mesto nad
Vahom, Identification No.: 36119369

(the Donnee)

(the Donnee and Bayer jointly the Parties and each of
them a Party)

WHEREAS

(A) Bayer is a company engaged (among other
activities) in the distribution of medicines.

Bayer is interested in provision of high quality
healthcare and wishes to support the healthcare
sector and research, an integral part of which is
the provision of high-quality products.

(B)

(C) The Donnee is a state / non-profit hospital /

medical facility.

Having regard to the above, Bayer wishes to
provide the Donnee, for no consideration, with
support to treat selected diseases.

(D)
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2.3

2.4
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2.6

PREDMET ZMLUVY A JEJ UCEL

Strany sa dohodli, Ze Bayer na zaklade tejto
Zmluvy poskytne Obdarovanému dar uvedeny
v prilohe &. 1.

V pripade, Ze darom je finanéna Ciastka, bude
tato poukazand na et Obdarovaného
uvedeny v zahlavi tejto Zmluvy.

Dar je poskytnuty za acelom podpory
poskytovania kvalitnej zdravotnej starostlivosti
Obdarovanym.

ZAVAZKY A VYHLASENIA

Dar poskytuje Bayer Obdarovanému
dobrovolne. S darom Bayer nespaja Ziadne
protisluzby, podmienky ani plnenia.

Obdarovany vyhlasuje, Ze dar prijima a
zavazuje sa ho pouzit len na Géel, na ktory bol
poskytnuty.

Bayer ma pravo Ziadat' vratenie daru, ak bol
pouzity v rozpore s Ucelom vyjadrenym v tejto
zmluve a Obdarovany je v takom pripade
povinny dar vratit.

Podla § 8 ods. 1 pism. I) zakona &. 595/2003
Z. z. odani zprijmov, v zneni neskorsich
predpisov medzi ostatné prijmy pre Gcely dane
z prijmu patri aj pefiazné a nepenazné plnenie,
ktoré  bolo  poskytnuté poskytovatelovi
zdravotnej starostlivosti, jeho zamestnancovi
alebo zdravotnickemu pracovnikovi od drzitela
registracie lieku, drZitela povolenia na
velkodistriblciu liekov, drzitela povolenia na
vyrobu liekov, vyrobcu zdravotnickej pomécky,
vyrobcu dietetickej potraviny alebo
prostrednictvom tretej osoby..

Za G€elom zdokumentovania pouzitia daru na
podporu zdravotnictva ma Bayer pravo Ziadat
Obdarovaného o prediozenie dokladov,
zaznamov a inych informacii potvrdzujlicich
pouzitie daru a Obdarovany je povinny ich
bezodkladne poskytnt'

Obdarovany vyhlasuje a potvrdzuje spolo&nosti

151

1.2

i3

21

2.2

2.3

24

2.5

2.6

SUBJECT-MATTER AND PURPOSE OF THE
AGREEMENT

The Parties agree that by this Agreement, Bayer
shall provide the Donnee with the donation set
out in Schedule 1 hereto.

If the donation is financial, the amount shall be
paid to the Donnee’s account specified in the
heading of this Agreement.

The purpose of the donation is to support
provision of a high-quality healthcare services by
the Donnee.

OBLIGATIONS AND REPRESENTATIONS

Bayer provides the Donnee with the donation
voluntarily. There are no counter-services,
conditions or performance attached to the
donation provided by Bayer.

The Donnee accepts the donation and
undertakes to use it only for the purpose for
which it was provided.

Bayer may demand that the donation be
returned if used for purposes other than the one
specified in this Agreement; in such a case, the
Donnee shall return the donation.

Under Section 8(1)(1) of Act No. 595/2003 Coll,,
on Income Tax, as amended, other taxable
income for the purposes of income tax also
includes monetary or non-monetary performance
rendered to a health-care provider, its employee
or a health-care professional by the holder of a
drug market authorisation, the holder of a licence
for the wholesale of drugs, the holder of a
licence for the production of drugs, the producer
of medical devices, the producer of dietetic food
or via a third person.

In order to document that the donation was used
to support the healthcare system, Bayer may
request the Donnee to submit documents,
records and other information evidencing the use
of the donation, and the Donnee shall do S0
without delay.

The Donnee represents and confirms with Bayer
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2.7

2.8

2.9

31

Bayer, Ze je opravneny poskytnit' spoloénosti
Bayer Udaje uvedené v &lanku 2.5 na zaklade
plnenia predmetu tejto Zmluvy, Ze mu Zadna
fakticka ani pravna prekazka nebrani uzavriet
tito Zmluvu, a Ze pri &innosti podla tejto

Zmluvy bude postupovat v stlade
s prislusnymi pravnymi predpismi a v stlade S
internymi  predpismi prislusnej stavovskej

organizacie, ktorej je &lenom.

Zmluvné strany vyhlasujd, e sa oboznamili
s obsahom tejto zmluvy, 2e bola uzatvorena
po vzajomnej dohode a podla ich slobodne;j,
vaznej véle. Zmluvné strany dalej vyhlasuija, ze
su si vedomé, Ze sponzorstvo musi byt od
sameého pociatku jasne potvrdené a evidentnsé.

Obdarovany sa zavazuje nespristupfiovat
akékolvek (daje umoziujlice spoloénosti
Bayer ¢i akejkolvek tretej osobe identifikaciu
pacientov a/alebo (daje majuce charakter
osobnych Gdajov v zmysle platného prava
Slovenskej republiky.

Obdarovany sa zavazuje, e nepouZije alebo
neposkytne Ziadnej tretej osobe akékolvek
informécie tykajlce sa tejto Zmluvy a plnenia
predmetu tejto Zmluvy. To neplati, ak
povinnost poskytnit alebo zveregjnit'  tieto
informacie vyplyva z v&eobecne zavaznych
pravnych predpisov alebo internych predpisov
prislunej stavovskej organizacie, ktorej je
Obdarovany ¢&lenom. Obdarovany podpisom
tejto Zmluvy potvrdzuje, ze spolo¢nost Bayer
je opravnend kedykolvek zverejnit' tito Zmluvu
alebo jej ustanovenia vratane opisu daru a
identifikacie Obdarovaného.

COMPLIANCE A ETIKA

Obdarovany sthlasi s dodrziavanim vSetkych

platnych pravnych predpisov pre
farmaceutické, zdravotnicke,
polnohospodarske, chemické alebo ine

odvetvia ¢innosti Bayer, najma zakona ¢&.
362/2011 Zb. o liekoch a zdravotnickych
poméckach, v zneni neskorsich predpisov,
zakona €. 147/2001 Z. z. o reklame, v zneni
neskorsich predpisov, zakona & 513/1991 Zb.
Obchodného zakonnika, v zneni neskorsich

predpisov, o nekalej satazi, zakona &.

20

2.8

2.9

3.1

that it may provide Bayer with the information
specified in clause 2.5 against the performance
of the subject-matter of this Agreement and that
no factual or legal obstacle prevents it from
entering into this Agreement, and that when
acting pursuant to this Agreement, it will act in
accordance with the applicable laws and in
accordance with the internal regulations of the
relevant professional organisation of which it isa
member.

The Parties represent to be acquainted with the
content of this Agreement that was entered into
upon their mutual agreement, freely and
seriously. The Parties also represent to be aware
of the fact that sponsorship must be clearly
confirmed and evident from the very beginning.

The Donnee undertakes not to disclose any
information that would allow Bayer or any third
party to identify patients and/or information of
personal data nature pursuant to the laws of the
Slovak Republic. :

The Donnee undertakes not to use or disclose to
any third party any information concerning this
Agreement and performance of its subject-
matter. This shall not apply in case the obligation
to disclose or publish the information arises
under general binding legal regulations or
internal regulations of the relevant professional
organisation of which the Donnee is a member.
By signing this Agreement, the Donnee confirms
that Bayer has the right to disclose anytime this
Agreement or its terms, including the description
of the donation and the identification of the
Donnee.

COMPLIANCE AND ETHICS

The Donnee agrees to comply with all relevant
legal regulations for pharmaceutical, health-
related, agricultural, chemical or other activities

of Bayer, in particual with Act No. 362/2011
Coll. on Drugs and Medical Facilites, as
amended, Act No. 147/2001 Coll. on

Advertisement, as amended, Act No. 513/1991
Coll. the Commercial Code, as amended, on
unfair competition, Act No. 136/2001 Coll. on the
Protection of Competition, as amended, Act No.
300/2005 Coll. the Criminal Code, as amended,
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3.2

3.3

3.4
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3.6

3.7

136/2001 Z. z. o ochrane hospodarskej sttaze,
v zneni neskorSich predpisov, zakona &.
300/2005 Z. z., Trestny zakon, v znenj
neskorSich predpisov, a zakona &. 428/2002 7.
z. o ochrane osobnych udajov, v zneni
neskorSich predpisov.

Obdarovany plne suhlasi s dodrZiavanim
Zasad dodrZiavania zakonného postupu v
konani Bayer, v zneni neskor$ich zmien, a v
zneni uvedenom na internetovej stranke

Bayer: www.bayer sk.

V rozsahu, v akom sa predmet Zmluvy tyka
priamo alebo nepriamo farmaceutického
odvetvia, Obdarovany sthlasi s tym, Ze bude v
plnom rozsahu dodrziavat Eticky kodex
farmaceutického priemyslu platny pre &lenov
Slovenskej asociacie farmaceutickych
spoloénosti (SAFS), v zneni neskorgich zmien
a v jeho aktudlnom zneni uvedenom na
internetovej stranke: www.safs sk.

Obdarovany sthlasi s tym, e na poziadanie
poskytne  spoloCnosti  Bayer informacie,
dokumenty, pristup do priestorov a uspokojivé
vysvetlenia tykajuce sa dodrZiavania
dokumentov v bodoch 3.1, 3.2 a 3.3 vyssie.

NedodrZanie povinnosti uvedenych v bodoch
3.1, 3.2 a 3.3 vyssie zo strany Obdarovaného
sa bude povaZovat za podstatné porusenie
opraviiujuce Bayer na okamzité odstipenie od
tejto  Zmluvy. Na vyliéenie pochybnosti
Zmluvné strany sthlasia, Ze porusenie zahfiia
tiez neexistenciu uspokojivého vysvetlenia
okolnosti alebo podozreni vyvolavajlcich
primerané a oddvodnené obavy tykajlce sa
dodrZiavania povinnosti uvedenych v bodoch
3.1, 3.2 a 3.3 vysdie.

Spoloénost Bayer je opravnens uplatnit’ pravo
v zmysle bodu 3.5 vy8Sie tiez v pripade
preukazatelného vzniku porugenia uvedeného
v bode 3.5 vo vztahu Obdarovaného s tretou
stranou.

Obdarovany je povinny bezodkladne oznamit
spoloCnosti  Bayer  akékolvek  konania
dodavatelov alebo zamestnancov spoloénosti
Bayer, ktoré su v rozpore s bodmi 3.1, 3.2 a

B el

3.2

3.3

3.4

3.5

3.6

3.7

and Act No. 428/2002 Coll. on Personal Data
Protection, as amended.

The Donnee fully agrees with the compliance
with the Principles of Legal Conduct of Bayer, as
amended, in the version accessible online at

Bayer's webpage www.bayer.sk.

To the extent to which the subject-matter of this
Agreement directly or indirectly relates to the
pharmaceutical industry, the Donnee agrees to
fully comply with the Code of Ethics of the
Slovak Pharmaceutical Industry valid for the
members of the Slovak Association of
Pharmaceutical  Companies  (SAFS), as
amended, in the updated version accessible at
the webpage www.safs.sk.

The Donnee agrees that upon a request by
Bayer, it shall provide to Bayer information,
documents, access to premises and satisfactory
explanation relating to the compliance with the
documents set out in clauses 3.1, 3.2 and 3.3
above.

Failure to comply with the obligations set out in
clauses 3.1, 3.2 and 3.3 by the Donnee shall be
deemed as a material breach, due to which
Bayer shall be entited to withdraw from this
Agreement. For the avoidance of doubt, the
Parties hereby agree that failure to comply also
includes failure to provide a satisfactory
explanation to circumstances or suspicions
raising reasonable doubts on the compliance
with the obligations set out in clauses 3.1, 3.2
and 3.3 above.

Bayer shall be entitled to exercise the right set
out in clause 3.5 above also in case an
evidenced breach set out in clause 3.5 above
between the Donnee and a third party.

The Donnee shall immediately notify Bayer of
any acts by Bayer's contractors or employees,
which are in breach of clause 3.1, 3.2 and 3.3
above.
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3.8 Obdarovany je

4.1

4.2

4.3

4.4

4.5

4.6

4.7

povinny okamzZite hlasit
spoloénosti Bayer akékolvek staZnosti na
zavadu Lieku, ako je definované v Prilohe &. 2
tejto Zmluvy. Obdarovany je povinny. hiasit
spoloCnosti Bayer tak rychlo ako to bude
mozné, v Ziadnom pripade v&ak nie neskér ako
do jedného (1) pracovného dia po ziskani
relevantnych informéacii, v3etky neZiaduce
udalosti, neZiaduce Ucinky a vetkych ostatné
relevantné informécie a problémy tykajice sa
bezpecnosti Lieku, o ktorych sa dozvie, ako je
uvedené v Zmluve o farmakobdelosti (Priloha
2 tejto Zmluvy).

ZAVERECNE USTANOVENIA

Tato Zmluva nahradza vSetky predodlé
dojednania Stran, ktoré sa tykaju predmetu
tejto Zmiuvy.

Zmluva mdze byt zmenena iba formou
pisomného dodatku podpisaného oboma
Stranami.

Prava a povinnosti, ktoré nie st upravené touto
Zmluvou, sa riadia prislusnymi pravnymi
predpismi Slovenskej republiky.

Tato Zmluva je vyhotovena v dvoch
origindloch, z ktorych kazda Strana obdri po
jednom.

Tato Zmiuva je vyhotovena v slovenskej a
anglickej  jazykovej verzii. V  pripade
nezrovnalosti medzi jazykovymi verziami ma
slovenské verzia prednost.

Strany vyhlasuji, Ze sa oboznamili s obsahom
tejto Zmluvy, Ze bola uzatvorena po vzajomnej
dohode a podfa ich slobodnej a vaznej vole.
Platnost’ tejto .Zmluvy potvrdzujd svojimi
podpismi.

Priloha €. 1 je neoddelitelnou sucastou tejto
Zmluvy. V pripade nezrovnalosti medzi
ustanoveniami hlavnej &asti tejto Zmluvy a
ustanoveniami prilohy ¢. 1 maju ustanovenia
prilohy &. 1 prednost.

3.8

4.1

4.2

4.3

4.4

4.5

4.6

4.7

Donnee shall have to report to Bayer as
quickly as possible, and in no case later than
one (1) business day after obtaining
knowledge of the relevant facts, all Adverse
Events, Adverse Drug Reactions, Product
Technical Complaints, and all other safety
relevant information and issues relating to
Product, they become aware of, as stated in
the Pharmacovigilance Agreement (Schedule
2 of this Agreement).

FINAL PROVISIONS

This Agreement supersedes all previous
arrangements of the Parties regarding the
subject-matter of this Agreement.

The Agreement may only be changed by a
written amendment signed by both Parties.

Any rights and obligations not provided by this
Agreement shall be governed by the applicable
laws of the Slovak Republic.

This Agreement is prepared in two originals,
one for each Party.

This Agreement is executed in the Slovak and
English language versions. If there are any
discrepancies between the individual language
versions, the Slovak version shall prevail.

The Parties represent to be acquainted with the
content of this Agreement that was entered into
upon their mutual agreement, freely and
seriously. The Parties confirm validity of this
Agreement by their signatures.

Schedule 1 shall form an inseparable part
hereof. If there are any discrepancies between
the provisions of the main part of this
Agreement and the provisions of Schedule 1,
the provisions of Schedule 1 shall prevail.
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V / In Bratislava dia / on ,?2/4‘0/2.,74<

Bayer, spol. s r.o.: NsP Nové Mesto nad Vahom n.o.

—

£, 4 2 _

-
Meno / Name: PharmDr. Adriana Funderdkova /l(eno/Name: MUDr., Miéslav Sorf, CSc.
Beriova
Funkcia / Position: riaditel / hospital director
Funkcia / Position: prokurista / procuration

Vzor Darovacej zmluvy / Template of Donation Agreement
Verzia / Version 1.0 z dfa / dated 24.5.2012
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PRILOHA 1
POPIS DARU

Vecny dar:

liek Xarelto thl 28x20mg (SUKL 30838)

MnoZstvo: 10ks

Sarza, exspiracia: BXG2ZS1, 01/2015

V hodnote  602,80EUR bez DPH (dalej len “Dar").

Bayer sa zavazuje doruéit Dar Obdarovanému do 60
dni od uzatvorenia Zmluvy a to na adresu
nemocnicnej lekarne Obdarovaného®

Dodacia adresa:
Lekaren Dr. Max

M.R. Stefanika 1

915 31 Nové Mesto nad Vahom

Obdarovany sa zavazuje prijat doruéenie Daru a za
tymto UCelom uskutoénit vSetky potrebné opatrenia
na riadne a v&asné splnenie tejto povinnosti.

SCHEDULE 1
SPECIFICATION OF THE DONATION

Material donation:

medicine Xarelto tbl 28x20mg (SUKL 30838)
Quantity: 10ks

Batch, expiry: BXG2Z51, 01/2015

Valued at 602,80EUR without VAT (hereinafter the
“Donation”).

Bayer undertakes to deliver the Donation to the
Donnee to the address of the hospital pharmacy
within 60 days from entering into the Agreement.

Delivery address:

Pharmacy Dr. Max
M.R. Stefanika 1
915 31 Nové Mesto nad Vahom

The Donnee undertakes to accept the delivery of the
Donation and for this purpose undertakes to perform
all the necessary steps required for the performance
of this obligation duly and on time.

Vzor Darovacej zmluvy / Template of Donation Agreement
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Priloha 2

Priloha k
Darovacej zmluve

ZMILUVA O FARMAKOBDELOSTI MEDZI

Schedule 2

Schedule to the
Donation Agreement

PHARMACOVIGILANCE AGREEMENT

SPOLOCNOSTOU BAYER. SPOL. S R.O. A

BETWEEN BAYER, SPOL. S R.0. AND

INSTITUCIOU: NSP NOVE MESTO NAD

INSTITUTION: NSP NOVE MESTO NAD

VAHOM
Zmluvne strany:

(1) Bayer, spol. s r.o., so sidlom: Einsteinova 25,
Bratislava 851 01, Slovenska republika, ICO:
35759 143, spoloénost’ zapisana v Obchodnom
registri Okresného sudu Bratislava 1, oddiel: Sro,
vlozka ¢. 18413/B

(d’alej len ,,Bayer)

a

(2) Institicia: NsP Nové Mesto nad Viahom
n.0., M.R. Stefanika 13 915 31 Nové Mesto nad
Véahom, ICO: 36119369

(d'alej ako Obdarovany)
1 Preambula

Diia spoloCnost” Bayer a Obdarovany
uzavreli Darovaciu zmluvu (d’alej len ,Hlavni
zmluva®) tykajicu sa darovania lieku Xarelto za
ucelom  podpory  poskytovania kvalitnej
zdravotnej starostlivosti Obdarovanym. Podla
odseku 3.8 Hlavnej zmluvy spolo¢nost Bayer
a Obdarovany sa zavizuji dodrZiavaf pravidla
a postupy tykajice sa zaleZitosti farmakobdelosti.
Tato Zmluva o farmakobdelosti (dalej len
»Zmluva o FB“) stanovuje ticto pravidla
a postupy a tvori Prilohu 2 Hlavnej zmluvy. Tato
Zmluva oFB nahradza akékolvek a vietky
zmluvy o farmakobdelosti medzi Zmluvnymi
stranami pre Lieky na Uzemi,

Preto sa Zmluvné strany dohodli nasledovne:
2 Ukel a rozsah

Ugelom tejto Zmluvy o FB je popisaf pravidla
a postupy a definovat’ povinnosti spolo¢nosti
Bayer a Obdarovaného vo vztahu k vymene
informécii farmakobdelosti, vratane, aviak bez

VAHOM
Contracting parties:

(1) Bayer, spol. s r.o., with its registered seat:
Einsteinova 25, Bratislava 851 01, Slovak
Republic, Identification number: 35 759 143, a
company registered in the Commercial Registry
of the District Court Bratislava I, section: Sro,
File No.: 18413/B

(hereinafter referred to as “Bayer*)

and

(2) Institution: NsP Nové Mesto nad
Vihom n.o., M.R. Stefinika 1, 915 31 Nové
Mesto nad Vahom, Identification No.: 36119369

(hereinafter referred to as (the Donnee)
1 Preamble

On.......... , Bayer and Donnee have entered into
the Donation Agreement (hereinafter referred to
as “Main Agreement) concerning the donation
of Xarelto with the purpose to support provision
of high quality healthcare services by Donnee,
According to section 3.8 of the Main Agreement
Bayer and Donnee shall adopt rules and
procedures concerning pharmacovigilance issues.
This Pharmacovigilance Agreement (hereinafter
referred to as “PV Agreement”) sets forth such
rules and procedures and constitutes Schedule 2
to the Main Agreement. This PV Agreement
supersedes any and all prior pharmacovigilance
agreements between the Parties for the Product in
the Territory.

Therefore, it is agreed as follows:

2 Purpose and Scope

The purpose of this PV Agreement is to describe
the rules and procedures and to define the

responsibilities of Bayer and Donnee in regard to
the exchange of pharmacovigilance information,

Zmluva o farmakobdelosti medzi spolognostou Bayer, spol. S.r.0. a Intiticiou NsP Nové Mesto nad Viahom,
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obmedzenia, ozZnhamovanie neziaducich
udalosti/neZiaducich u&inkov a oznamovanie
staznosti na zavadu lieku a podavanie oznimeni
tykajucich sa Lieku. Ak nie Jje dalej ustanovené
inak, pojmy oznacené velkymi pismenami maju
rovnaky vyznam, aky im je pripisany v Hlavnej
zmluve.

3 Uzemie

Pre Gcely tejto Zmluvy oFB je uzemie
definované ako Slovenska republika.

4 Liek

Liek, na ktory sa tato Zmluva o FB vztahuje, je
Xarelto.

5 Definicie

Nasledujice pojmy, ak sa pouZiji v tejto Zmluve
o FB, budi mat’ vyznam definovany v pravidlach
E2A a E2C Medzindrodnej konferencie pre
harmoniziciu  technickych poZiadaviek pre
farmaceutické lieky pre humanne pouZzitie (ICH):

Neziaduca udalost’ (NU)
Neziaduci G¢inok (NU)
Zavainy, nezavazny
Ocakdvany/neodakdavany
Uvedeny/neuvedeny
Minimélne kritérig

Dy L s G k0 e

Tieto definicie a $tandardy budu povaZované za
aktualizované tak, ako bude ICH oficialne menit’
dokumenty pre zabezpetenie suladu
s administrativnymi poziadavkami ozndmeni.

Dodatoc¢né definicie:

,»,Datum prvého kontaktu* znamena kalendarny
defi, v ktory bola tvodné oznimenie o pripade
NU/NU splitajice Minimalne kritérid prijaté
spolocnost'ou Bayer, resp. Obdarovanym. Tento
datum definuje podiatoény datum pre urychlené
hlasenie (defi 0).

SZI. — StaZznost na zavadu lieku (SZL) je
akékol'vek hldsenie ziskané od trete] strany
(pisomna, elektronickd  alebo  verbalna
komunikécia) o potencidlnom alebo udajnom
zlyhani v kvalite lieku (zahffiajic  identitu,
trvanlivost’, spol'ahlivost’, bezpetnost’, G&innost
alebo  charakteristika) alebo podozrenie na

including without limitation adverse
event/adverse drug reaction and product technical
complaint notification and reporting concerning
the Product. Except as otherwise provided for
herein, capitalized terms, when used herein, shall
have the same meaning as ascribed to them in the
Main Agreement.

3 Territory

The territory for this PV Agreement is defined as
Slovak Republic.

4 Product

The Product to which this PV Agreement applies
is defined as Xarelto.

5 Definitions

The following terms, when used herein, shall
have the meaning as defined in the E2A and E2C
guidelines of the International Conference on
Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use
(ICH):

1. Adverse Event (AE)

2. Adverse Drug Reaction (ADR)
3. Serious, Non-serious

4. Expected/Unexpected

5. Listed/Unlisted

6.

Minimum criteria

Such definitions and standards will be considered
updated as such documents are officially
amended by ICH to ensure compliance with
regulatory reporting requirements.

Additional Definitions:

”First Contact Date” shall mean the calendar
date on which the initial AF/ADR case report
fulfilling the Minimum criteria is received by
Bayer or Donnee as the case may be. This date
defines the start date for expedited reporting (day
0).

PTC - A Product Technical Complaint (PTC) is
any report received from a third party (written,
electronic or verbal communication) about a
potential or alleged failure of a product in its
quality  (including the identity, durability,
reliability, safety, efficacy or performance) or
suspect counterfeit. The complaint may or may
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falzifikat.
predstavovat’ potencialne riziko pre spotrebitel’a.
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Zavada modZe alebo  nemusi

Povinnosti Obdarovaného

NeZiaduce u¢inky a StaZnosti na
zavadu lieku

NezZiaduce ucinky, Zavazné neziaduce

udalosti a NeZiaduce udalosti a Staznosti na

zavadu liekov, oktorych sa Obdarovany
dozvie, musia byt oznidmené spoloc¢nosti

Bayer nasledovne:

- akykol'vek ZavaZny a/alebo Nezavazny
neZiaduci ucinok, NeZiaducu Udalost
alebo Staznost na zavadu liekov
nahlisend  vsuvislosti s uZivanim
lickov z akychkol'vek zdrojov vratane,
aviak bez obmedzenia, neo¢akavanych
oznameni, postmarketingovych stdii,
klinickych skuigani, pripadov
z literatiry, pripadov  prijatych od
uradov alebo zmluvnych partnerov do
Jedného (1) pracovného diia, odkedy sa
Obdarovany dozvie o Nefiaducom
ucinku/Neziaducej udalosti

- Vietky zndme pripady vystavenia pocas
tehotenstva (vratane vystavenia otca)
a kojenia, nespravneho  pouzitia,
zneuZzitia, nedostatku G¢innosti lieku,
predavkovania (ndhodného
i amyselného), podania nespravneho
lieku, zavislosti od lieku, podozrenia na
prenos infekénych agensov,
a neoCakavanych priaznivych ucinkov
licku vo wvztahu k Lieku musia byt
oznamené rovnakym spdsobom ako
NU/NU:

Akékol'vek oznamenie pripadu musi byt
oznamené vo forme Formuldra spontanneho
hldsenia, skratenej verzie, v anglickom
jazyku (Priloha 1) alebo v slovenskom
jazyku (Priloha 2), ktoré bude dorucené
emailom, faxom, alebo osobne na nirsie
uvedent adresu funkcii farmakobdelosti
spolo¢nosti Bayer.

Po dvodnom ozndmeni budy vietky

relevantné dodatoéné a nésledné informécie

odoslané spolocnosti Bayer v rovnakom
¢asovom ramci ako Uvodné oznamenie na
niZ$ie uvedenn adresu.

Obdarovany je povinny vynaloZit’ primerané

silie na poskytnutie vysvetlenia k skor

nahlasenému Neziaducemu Gcinku,

not represent a potential risk to the customer.

Donnee responsibilities

Adverse Drug Reactions and Product
Technical Complaints

Adverse Drug Reactions, Serious Adverse

Events, Adverse Events, and Products

Technical Complaints that come to the

attention of Donnee must be reported to

Bayer as follows:

- any Serious and/or Non-serious Adverse
Drug Reaction, —Adverse Event or
Product Technical Complaint reported in
association with the use of the Product
from all sources including but not
limited to spontaneous reports, post-
marketing studies, clinical trials, cases
from literature, cases received from
authorities or contractual partners within
one (1) business day of Donnee
becoming aware of such Adverse Drug
Reaction/Adverse Event;

- all known cases of exposure during
pregnancy (including paternal exposure) and
breastfeeding, misuse, abuse, lack of drug
effect, overdose (accidental and intentional),
medication  error,  drug dependency,
suspected transmission of an infectious agent,
and unexpected product benefit with respect
to the Product must be reported in the same
manner as an ADR/AE.,

Any case report shall be communicated on
the Spontaneous Report Form, short version
in English (Annex 1) or Slovak (Annex 2) to
be sent by e-mail or fax ay to Bayer
pharmacovigilance functions’ address listed
below.

After the initial report, all relevant additional
and follow-up information should be sent to
Bayer within the same timeframe as the
initial report, to the address below.

Donnee shall use all reasonable efforts to
provide clarification to a previously reported
Adverse Drug Reaction, ~Adverse Event or

yer, spol. S.r.0. a Intitiiciou NsP Nové Mesto nad Vahom,



NeZiaducej udalosti alebo Staznosti na
zavadu lieku na zaklade Ziadosti spolo¢nosti

Bayer.
6.2 Stidie sponzorované Obdarovanym
Neaplikuje sa.
6.3 Bezpenostné otizky
. Obdarovany je povinny  informovat’
spolo¢nost’ Bayer o vietkych

bezpednostnych otazkach tykajicich sa
lieku, vratane, aviak bez obmedzenia,
dopytov tykajicich sa bezpetnosti od
mienkotvornych osobnosti alebo spravnych
organov a bezpecnostnych otazok
poloZenych masmeédiami, ato bez
zbytoéného dokladu, nie viak neskér ako do
Jjedného (1) pracovného diia po oboznidmeni
sa s relevantnymi skutoénostami.

2. Na poziadanie spolocnosti  Bayer je
Obdarovany povinny postupit’ recipientom
odpovede/stanoviska k tymto otdzkam tak,
ako ich obdrzala od spolo¢nosti Bayer, a to
v€as a vo vhodnom formate.

6.4  Skolenie

Obdarovany zodpovedd  za zabezpegenie
§kolenia v zakladne;j terminoldgii
farmakobdelosti,  rozoznavani NU/NU/SZL

a ustanoveni tejto Zmluvy o FB, vietkych svojich
relevantnych zamestnancov (ako st napr. osoby,
ktoré sa potencialne méZu stretngt s hlaseniami
NU/NfJ/SZL) pred zaCatim vykonavania &innosti
hlasenia. Zaznamy o koleni musia byt’
uschované a musia byt predloZené na poZiadanie.

7 Povinnosti spolo¢nosti Bayer

7.1 Cinnosti farmakobdelosti

Spolo¢nost’  Bayer zodpovedd za  &innosti
farmakovigilancie pre Liek. To zahffia najma,
avSak bez obmedzenia:

I odpovede/stanoviska
bezpecnostnych otazok

2. zmeny v oznatovani
3. zrychlené administrativne oznamenie
4. periodicky aktualizovana

0 bezpec¢nosti

5. predkladanie a aktualizicia planov riadenia
rizik

6.  detekcia signalov a riadenie rizik

tykajice sa

Sprava

Product Technical Complaint per request
from Bayer.,

6.2 Donnee Sponsored Studies
Not applicable.
6.3 Safety Issues

1. Donnee shall inform Bayer of all safety
issues concerning the Product, including but
not limited to safety related queries from
opinion leaders or regulatory authorities and
safety issues raised by mass media as quickly
as possible, but in no case later than one (1)
business day after obtaining knowledge of
the relevant facts.

2. If requested by Bayer, Donnee shall forward
the answers/statements to such issues as
received from Bayer in a timely manner and
in appropriate format to the recipients.

6.4 Training

Donnee is responsible to ensure that all its
relevant personnel (such as individuals that are
reasonably likely to encounter an AE/ADR/PTC
reports) are trained in basic Pharmacovigilance
terminology, AE/ADR/PTC recognition and the
provisions of this PV Agreement prior to
commencement of the assignment. Training
records shall be kept and shall be available upon
request.

7 Bayer responsibilities

7.1 Pharmacovigilance activities

Pharmacovigilance activities for the Product are
the responsibility of Bayer. This includes but is
not limited to:

answers/statements concerning safety issues
labeling changes

expedited regulatory reporting

periodic regulatory reporting

submission and maintenance of RMPs

signal detection and risk management
literature screening

case follow-up

EU Qualified Person for Pharmacovigilance

WRNA AL
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7. sledovanie literatiry

8.  dal3ie sledovanie pripadov

9. kvalifikovand osoba pre farmakobdelost
podla predpisov Eurépskej tinie

10. hodnotenie a hlésenie staZnosti na zavadu
lieku

7.2 Problémy bezpeénosti

Obdarovaného
tykajicich  sa

Bayer bude véas informovat
orelevantnych  problémoch
bezpec¢nosti.

7.3 Skolenie

Spolo¢nost’ Bayer poskytne Skolenie/moduly
Skolenia o zakladoch farmakobdelosti
a rozoznavani NU/NU/SZL pre Obdarovaného.

8 Overenie prijatia pripadu

Obdarovany pravidelne (raz mesacne) poskytne
spolo¢nosti Bayer zoznam pripadov obsahujiicich
identifikator pripadu a datum prenosu tak, aby
spoloénost Bayer mohla overif kompletné
prijatie pripadu. Obdarovany sihlasi s tym, Ze
vpripade  chybajiceho pripadu/chybajucich
pripadov znovu odosle pripad/pripady na ziklade
Ziadosti spolo&nosti Bayer. Ak sa nevyskytnu
Ziadne pripady, spolo¢nosti Bayer sa odosle
sprava uvadzajica, Ze pocas definovanej doby
neboli prijaté Ziadne (0) pripady.

9 Audit/ Administrativne inipekeie

Obdarovany sihlasi stym, ze povoli audity
spolocnosti Bayer ohladne dodrZiavania tejto
Zmlivy oFB na ziklade odévodneného
predchddzajiceho  pisomného oznamenia, ak
takyto audit nebude vykonédvany ¢astejie ako raz
roéne pocas riadnych pracovnych hodin; to
neplati, ak si takyto audit vyZiada akykol'vek
urad alebo v pripade bezpenostnych zaujmov.
Na vykonanie auditu v mene spolo¢nosti Bayer
méZze byt pouZitd tretia osoba na zéklade
predchadzajiceho oznamenia Obdarovanému.

Obdarovany  bude  okamzite informovat’
spolocnost’  Bayer o akomkolvek oznimeni
uradnych inSpekeif tykajicich sa lieku alebo tejto
Zmluvy o FB. Zmluvné strany budd vzijomne
spolupracovat’ v priprave na takéto indpekcie,

10 Evidencia zaznamov

(QPPV)
10. Product Technical Complaint evaluation and
reporting

7.2 Safety issues
Bayer will inform the Donnee about relevant
safety issues in a timely manner.

7.3 Training

Bayer will provide training/training modules
regarding  basic pharmacovigilance  and
AE/ADR/PTC recognition to Donnee,

8 Verification of case receipt

Donnee will regularly (monthly) provide Bayer
with case listings, containing the case identifier
and transmission date, so that Bayer can verify
complete case receipt. In case of missing case(s),
Donnee agrees to resent case(s) upon request by
Bayer. If no cases are received, a communication
stating that zero (0) cases were received during
the defined period shall be forwarded to Bayer.

9 Audit / Regulatory Inspections

Donnee agrees to allow audits by Bayer
regarding compliance with this PV Agreement
upon reasonable prior written notice, provided,
however, that such audit shall take place not
more often than once per year during normal
business hours, except if such audit is requested
by any authority or in case of safety concerns. A
third party can be used to perform the audit on
behalf of Bayer upon notification of Donnee in
advance.

Donnee will inform Bayer immediately of any
announcement of regulatory inspections related
to the Product or this PV Agreement. The Parties
will mutually assist each other in preparing for
these inspections.

10 Record Keeping

Zmluva o farmakobdelosti medzi spolo¢nostou Bayer, spol. S.r.0. a Inititiciou NsP Nové Mesto nad Vahom,

n.o.; verzia 1.0 zo dita 17.10.2012



Obdarovany bude evidovat’ vietku dokumentéciu
bezpetnostnych tudajov tak, ako to vyZaduju
miestne predpisy platné na Uzemi. Ak ma
Obdarovany vimysle znidit akukolvek takito
dokumentdciu, Obdarovany je to povinny
pisomne oznamit’ spoloénosti Bayer
v primeranom predstihu so Ziadostou o pisomné
schvalenie znicenia.

11 Doba a Ukonéenie

Tato Zmluva oFB nadobudne uginnost
podpisom opravnenych zastupcov Zmluvnych
stran a ostane v platnosti dovtedy, dokedy ostane
v platnosti Hlavna zmluva.

12 Adresy pre vymenu informacii

Obdarovany odosle vietky informdcie ohl’adne
relevantnych informacii spojenych

s bezpe¢nost'ou a tejto Zmluvy o FB:

Bayer, spol. s r.0.

Zodpovedna osoba: Pharmacovigilance Country
Head

Adresa: Digital Park II, Einsteinova 25,

851 01 Bratislava

Tel: +421 2 592 13 931

Fax: +421 2592 13 334

Mobil: +421 903 842 277

Email:

pharmacovigilance.sk@bayer.com

Bayer odosle informacie ohPadne tejto

Zmluvy o FB:

Zodpovedna osoba: Mgr. Jana Hargasova
Adresa: Lekarefi Dr.Max, M.R. Stefanika 1,
Nové Mesto nad Vahom

Tel: 032/3214413

Fax:

Mobil:

E-mail: drmax-nm1@drmax.sk

Podpisy/Signatures:

Datum/Date: 7/, :lo'fd

Bayer, spol. sr.0.:
» .~ 4

/’/

e ——————— r————

PharmDr. Adriana Funderédkova Befiova
prokurista / procuration

Donnee  shall maintain  all safety data
documentation as required by local laws and
regulations in the Territory. In the event that
Donnee intends to destroy any such
documentation, Donnee shall notify Bayer
reasonably in advance thereof in writing asking
for the written approval hereto.

11 Term and Termination

This PV Agreement shall become effective upon
signature by authorized representatives of the
Parties and shall be in force as long as the Main
Agreement is in force.

12 Addresses for Information Exchange

Donnee shall send all information concerning
safety relevant information and this PV
Agreement to:

Bayer, spol. sr.o.

Responsible person: Pharmacovigilance Country
Head

Address: Digital Park II, Einsteinova 25,

851 01 Bratislava

Tel: +421 2 592 13 931

Fax: +421 2 592 13 334

Cell: +421 903 842 277

E-mail:

pharmacovigilance.sk@bayer.com

Bayer shall send all information concerning
this PV Agreement to:

Responsible person: Mgr. Jana HargaSova
Address: Lekarei Dr.Max, M.R. Stefanika 1
Nové Mesto nad Vahom

Tel: 032/3214413

Fax:

Mobil:

E-mail: drmax-nm1@drmax.sk

Datum/Date:

NsP Nové M/esto nad Vahom n.o.

)mﬁDr. Miroslav Sorf, Zc.
riaditel’ / hospital director
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Annex 1: Spontaneous Report Form for reporting of adverse drug reactions.

Bayer HealthCare
Spontaneous Report Form short version
RS ST ta s 1R e
Local case ID: Date of receipt of information:

Initial report [ | Follow-up report [ ] Follow-up information requested: Yes [ ] No []

= GIVE INFORMATION ON THE PATIENT WHO HAS EXPERIENCED THE ADVERSE EVENT,

Initials Gender ' Age
male [] [years]
female

- WHICH ADVERSE EVENT(S) HAS THE PATIENT EXPERIENCED?

1. 2. 3. 4,
Date: Date: Date: Date:
Was the patient hospitalized? Yes [] No ] Did the patient die? Yes [No ]
= DESCRIBE DETAILS OF THE ADVERSE EVENT(S).

For contrast agents, please describe the procedure. (e.g. MRI, CT)

> WHICH BAYER DRUG(S) WERE INVOLVED?
TRADE NAME/ Formu- | Total Dose Route of Lot Date Indication for use
Generic Name lation daily |regimen| applica- | number from-to

dose tion or

duration

= WHO HAS REPORTED THE ADVERSE EVENT(s)?

Name

Address

Phone/Fax/
E-Mail

Physician [_] | Consumer (]| Other ] specify:

® SEND THIS INFORMATION IMMEDIATELY TO BAYER PHARMACOVIGILANCE
DEPARTMENT
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Priloha 2: Formular spontinneho hldsenia neziaducich ti¢inkov: =-.

/'/E N\
|
Bayer HealthCare J\BAEERJ
Formular spontanneho hlasenia skritend verzia R
Identif. ¢. miestneho pripadu: Déitum prijatia informacie:

Uvodné hlisenie []  Nasledné hlsenie O Ziadost’ o nisledné informacie: Ano [0 Nie [J

& POSKYTNITE INFORMACIE O PACIENTOVI, KTOREMU SASTALA NEZIADUCA UDALOST.

Udaje ] Pohlavie Vek
| muz [] |[roky]
‘ Zena

= KTORE NEZIADUCE UDALOSTI SA STALI PACIENTOVI?

1. 2. 3 4.,
Datum: Datum: Datum: Datum:
Bol pacient hospitalizovany? Ano [] Nie [ Zomrel pacient? Ano [ Nie (]
= POPISTE DETAILY NEZIADUCEJ UDALOSTI / UDALOSTI.

V pripade kontrastnych latok prosim popiste postup (napr. magneticks rezoznancia, CT)

> KTORE LIEKY SPOLOCNOSTI BAYER BOLI PODANE?
OBCHODNY NAZOV / ZloZenie | Celkovd | Davko | Cesta Cislo Ditum | Indikdcie pouZitia
Genericky nizov denna vanie | podania Sarze od-do

divka alebo

trvanie

2 KTO NAHLASIL NEZIADUCU UDALOST/ UDALOSTI?

Meno

Adresa

Telefon/Fax/

E-Mail

Lekar [][Spotrebitel [] llné osoba ] Specifikujte:

® POSLITE TUTO INFORMACIU OKAMZITE ODDELENIU FARMAKOVIGILANCIE
SPOLOCNOSTI BAYER
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