Priloha €. 1 — Finanéné podmienky

Appendix No. 1 — Financial conditions

Pojmy pouZité v tejto prilohe €. 1 zacinajuce
velkym zadiatoénym pismenom maju rovnaky
vyznam aky im je prisudzovany v tele Zmluvy,
pokial nie je v tejto prilohe €. 1 ur€ené inak.

Term used in this appendix No. 1 which begin
with first capital letter have the same meaning as
attributed to them in the body of the Agreement,
unless stipulated otherwise in this appendix No.
1

VSetky uhrady sa vykonaju nasledovne:

All payments shall be made as follows:

Platby za navstevy zdokumentované
v zdravotnej dokumentacii subjektu skuSania
(vSetky vySetrenia vykonané v suUlade s
Protokolom) sa budu uskutoChovat polro¢ne,
poénuc prvym zaradenym subjektom skuSania,
ato vzavislosti na vykonani planovanych
navstev a odovzdanych kompletnych zaznamov
z tychto navstev.

Payments for visits documented in the medical
documentation of the trial ssubject (all
examinations performed in accordance with the
Protocol) shall be made semi-annually, starting
with the first enrolled trial subject and depending
on the completion of scheduled visits and
submitted complete records of such visits.

Novartis sa zavazuje, Z2e na uclet Centra
uvedeny v ¢lanku 4.3 Zmluvy uhradi naklady
aodmenu za vykonanie Klinického sku$ania
spolu vo vyske 1 224,- EUR za jeden riadne
ukonCeny subjekt skuSania. Tato suma zahfha

vSetky naklady a ¢innosti Centra spojené
s vykonanim Klinického sku3ania. Nezahffa
odmenu pre Hlavného Skusajuceho,

Skusajucich a Clenov sku$ajuceho timu za
ukony nad ramec poskytovania zdravotnej
starostlivosti; tato je dodatoénym nakladom
spolo¢nosti  Novartis podfa odsuhlasenych
podmienok Novartisom Vv osobitnej
zmluve/osobitnych zmluvach a nie je
predmetom Zmluvy.

Novartis undertake that to the further mentioned
account of the Center will pay the costs and
remuneration for providing of the Clinical Trial
total in amount of EUR 1 224 for one duly
completed Trial subject. This amount includes all
costs and activities of the Center related to the
execution of the Clinical Trial. Do not include
remuneration for the Investigator and the
designated working team for activities beyond
the scope of healthcare provision; this is an
additional cost for Novartis under the terms
agreed by Novartis in a separate agreement with
the Investigator and is not subject - matter of the
Agreement with the Center.

Uhrada pre Instituciu: 2 448,-eur — Celkovo

Uhrada pre Institaciu najviac: 1 224 eur
(slovom: jedentisicdvestodvadsatstyri eur) za
kazdého kompletne a vyhodnotitefne
spracovaného Ugastnika v klinickom skusani

sa vyplati nasledovne:

Payment for the Institution: EUR 2 448 - In
total

Payment for the Institution maximum of:
EUR 1 224 (in words: one thousand two
hundred and twenty four euro) for each
completely and in a manner allowing for
evaluation, processed Participant in the clinical
trial shall be paid as follows:

Platba a) 156,- eur — Po navsteve €. W-1 Payment a) EUR 156 - Following visit No. W-1

Platba b) 60,- eur — Po kazdej navsteve €. D1, | Payment b) EUR 60 - Following each of the
W26 a W52 visits No. D1, W26 and W52

Platbac) 48,- eur — Po kaZdej navsteve €. | Payment c) EUR 48 - Following of the visits No.
W1, W2, W3, W4, W6, W8, W10, W1, W2, W3, W4, W6, W8, W10,
W12, W14, W16, W18, W20, W22, W12, W14, W16, W18, W20, W22,
w24 w24

Platbad) 36,- eur — Po kaZdej navsteve €. | Payment d) EUR 36 - Following each of the
W28, W32, W36, W40, W44, W48 visits No. W28, W32, W36, W40,

W44, W48
Platby podla tejto Prilohy zahffhaju vSetky | Payments under this Annex shall include all
lekarske vySetrenia jednotlivého Ugastnika | medical examination for each individual

podla Protokolu. VSetky pripadné neplanované
navstevy v ramci celého Klinického skuSania su
uz zahrnuté v platbach v zmysle tejto Prilohy,
a za takéto ukony nebudu poskytnuté Ziadne
dalSie platby.

Participant under the Protocol. Any potential
unplanned visits during all Clinical Trial are
already included in the payments under this
Annex, and no additional payment shall be
provided for such action.

Uhrada pre Instittciu navyse za 1 Uéastnika,
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ktory nesplni kritéria pre randomizaciu — tzv.
screening failures:

Uhrada pre Institaciu: 156,- eur - Celkovo

Uhrada pre Institiciu najviac: 156,- eur
(slovom: jednopatdesiatSest eur) za kazdého
vyhodnotitelne spracovaného Ugastnika

v klinickom skusani

sa vyplati nasledovne:

Additional payment for the Institution for 1
Participant who will not meet the
randomization criteria — so-called screening
failures:

Payment for the Institution: EUR 156 - In total

Payment for the Institution maximum of: EUR
156 (in words: one hundred and fifty six Euros)
for each Participant in the clinical trial processed
in a manner allowing for evaluation

Platbaa) 156,- eur — Za kazdého Ugastnika, | shall be paid as follows:
ktory nesplni kritéria pre | Paymenta) EUR 156 For each Participant not
pokracovanie v klinickom skusani meeting the criteria for continuing
pri navsteve ¢. W-1 the clinical trial during visit No. SCR
Pri  odsuhlasenom zaradeni viac 2 ako | After approved inclusion of more than 2 planned
planovanych randomizovanych subjektov | randomized trial subjects and 1 trial subject who

skuSania a 1 subjektu skdSania, ktory nesplni
kritéria pre randomizaciu platia vysSie uvedené
podmienky pre kazdy dalSi subjekt skusania.

will not meet the randomization criteria the
conditions above apply for each additional trial
subject.

InStiticia ma narok na nahradu redlne a
preukazatelne  vynalozenych nakladov v
suvislosti s podavanim:

* Prevenar 13 sus inj
samost.ihla) 1x0,5 ml

* PNEUMOVAX 23 sol iru (striek.inj.skl.napl.+ 2x
ihla) 1x0,5 ml

* Trumenba sus inj (striek.inj.napl.skl. s ihlou)
1x0,5 ml

* Nimenrix prasok a rozpustadlo na injekény
roztok v naplnenej inj. striekacke plv iol 0,5 ml
(liek.inj.skl. + striek.inj.napl.skl.+ 2 ihly) 1x1
davka,

* Profylakticka antibioticka liecba

a to v sulade s protokolom, ak tieto naklady boli
vopred pisomne schvalené firmou Novartis.
Dané lieky zabezpeci Institucia po schvaleni
Novartisom, pricom schvalené naklady preplati
Novartis Indtitacii na z&klade samostatnej
faktary, ktoru vystavi Institicia v lehotach podfla
Zmluvy (Cl. 8.4); faktira za dané lieky bude
vystavena zvlast od ostatnych platieb podla
Zmluvy. Naklady za vysSie spomenuté lieky
budu schvalované maximalne v sume, ktoru by

(striek.skl.napin.+

za dané lieky preplatila verejnd zdravotna
poistovia.
Ak In8titucia nepredlozi fakturu za naklady

vynaloZzené v suvislosti s podavanim vy3Sie
spomenutych liekov najneskdr do 30 dni odo
dria poslednej navstevy posledného pacienta
v centre 3351, pravny narok na vystavenie
faktary InStituciou a na jej pefiazné plnenie resp.
zaplatenie nakladov zo strany firmy Novartis
zanika.

The Institution shall have the right for
compensation of the real and proved costs
related to the serving of:

* Prevenar 13 sus inj (glass syringe + separate
needle) 1x0.5 ml

* PNEUMOVAX 23 sol iru (syringe.inj.glass.fill.+
2x needle) 1x0.5 ml

» Trumenba sus inj (syringe.inj.filled glass with
needle) 1x0.5 ml

* Nimenrix powder and solvent for solution for
injection in filled inj. syringe plv iol 0.5 ml
(drug.inj.glass + syringe.inj.fill.glass + 2 needles)
1x1 dose,

* Prophylactic antibiotic therapy

in compliance with the protocol, if such costs will
have been approved by Novartis prior. Such
costs shall be paid upon the separate invoice
issued according to the Clause 8.4., the invoice
shall be issued separately from any other
Contract’s invoices. The costs for such drugs
will be approved in the amount equals to the
prices of the healthcare insurance company.

If the Institution does not submit the invoice in
relation to the above stated drugs within 30 days
as of the last visit of the last patient in the center
3351, the legal right of the Institution for such
costs reimbursement shall expire.

Costs related to work of the Investigator or
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Pripadna praca skusSajuceho ¢&i Institucie pri
podani vySSie uvedenych liekov a lieCby ¢&i
ukonov s tym suvisiacich je uz zapocitana v
uhrade Institacie podla Prilohy €.2 t.j. za takéto
pripadné ukony nebude hradena Ziadna zvlast
odmena i Uhrada.  VSetky pripadné
neplanované navstevy &i vizity v ramci celého
klinického skuSania su uz zapodgitané v uhrade
InStiticie podla Prilohy ¢&.2, tj. za takéto
pripadné ukony nebude hradena ziadna zvlast
odmena ¢i uhrada. Odhadovana celkova suma
za nakup vysSie uvedenej medikacie je 650,-
EUR.

Institution performed during the above stated
drug administration is already included in the
price of the Institution contained in Annex No.2
i.e. such work shall not be reimbursed
separately.  Costs related to work of the
Investigator or Institution for unplanned visits
during this clinical trial is already included in the
price of the Institution contained in Annex No.2
i.e. such work shall not be reimbursed
separately. The estimated total amount for the
purchase of the above medication is EUR 650.

V pripade, Ze subjekt skuSania bude uznany
nespoésobily pre Klinické skudanie alebo pri jeho
ucasti bude poruseny Protokol, Novartis nie je
povinny zaplatit uhradu za takyto subjekt
skuSania resp. je opravneny kratit uhradu za
takyto subjekt skuSania az na 50 % z pdvodne;j
sumy podfa tejto prilohy.

V pripade, Ze subjekt skuSania dobrovolne
odstupi alebo je z Klinického skusania vyradeny
(a) Novartisom alebo (b) Hlavnym skusajucim
pre akukolvek pri¢inu ind ako nesplnenie
poziadaviek spésobilosti pre Klinické skusanie
alebo porusenie Protokolu, Novartis zaplati
proporcionalnu €ast’ uhrady za subjekt skusania
az do dia vyradenia, splatnu po prijati vSetkych
formularov s nalezmi ainej pozadovanej
dokumentacie.

Ak po skonCeni Klinického skuSania Novartis
poskytol v ramci tejto Zmluvy sumy prevysujuce
opravnené uhrady podla vySSie uvedenych
podmienok, Centrum musi vratit Novartisu
prevysujucu sumu nad opravnené uhrady.

If the trial subject is determined to be unfit for the
Clinical Trial or if the Protocol is breached during
his/her participation, Novartis shall not be
obliged to make payment for such trial subject or
shall be obliged to reduce the payment for such
trial subject by up to 50% of the original amount
pursuant to this Appendix.

If the trial subject voluntarily withdraws from the
Clinical Trial or is excluded from the Clinical Trial
(& by Novartis or (b) by the Principal
Investigator for whatever reason other than
failure to meet requirements for inclusion in the
Clinical Trial or breach of the Protocol, Novartis
shall pay a proportional part of the payment for
such trial subject until the date of exclusion,
which shall be payable following receipt of all
forms with findings and other required
documentation.

If after the completion of the Clinical Trial,
Novartis, within the framework of this
Agreement, provided amounts in excess of
legitimate payments according to the conditions
above, the Center must return the amount in
excess of the legitimate payments to Novartis.

V pripade ucasti na Investigatorskom mitingu
realizovanom na zaklade pokynov alen so
suhlasom Novartisu, Novartis preplati naklady
suvisiace s u€astou Hlavného skuSajuceho
(resp. dohodnutého Clena skusajuceho timu)
vV rozsahu podla vopred dohodnutych
podmienok (vratane emailovou komunikaciou).

Pravidla niektorych vydavkov su urCené
nasledovne:

a) cesta hromadnym dopravnym

prostriedkom (autobusom, vlakom) -

Z miesta bydliska do miesta

Investigatorského mitingu a spat -

preplacanie  cestovného listka -

zdokladovat cestovny listok,

b) cesta vlastnym dopravnym prostriedkom
(osobnym autom) — z miesta bydliska do
miesta Investigatorského mitingu a spat
- preplacanie spotrebovanych

In case of attendance at the Investigator Meeting
as instructed by and only with approval of
Novartis, Novartis shall reimburse costs
associated with the participation of the Principal
Investigator (or approved Clinical Trial Team
Member as agreed in advance (including e-mail
communication). Rules for certain expenses are
determined as follows:

a) travelling by mass transportation vehicle
(bus, train) — from the place of residence
to the venue of the Investigator Meeting
and back — reimbursement of the travel
ticket — provide proof of the travel ticket,

b) travelling by own vehicle (personal car)
— from the place of residence to the
venue of the Investigator Meeting and
back — reimbursement of fuel
consumption according to average
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pohonnych hmét podla priemernej
spotreby vozidla podla technického
preukazu aceny pohonnych hmét
stanovenych Statistickymi ukazovatelmi
cien pohonnych hmét v Slovenskej
republike (aj pri ceste mimo Uzemie

Slovenskej republike) — zdokladovat
technicky preukaz osobného vozidla,
podpisané prehlasenie o pocte
kilometrov,

c) cesta taxikom — preplacanie nakladov
na taxik vramci mesta (mesto

Investigatorského mitingu) — z miesta
letiska, vlakovej alebo autobusovej
stanice na hotel, ¢i miesto mitingu
aspat - zdokladovat potvrdenie
o Uhrade.

Vydavky, ktoré neboli vopred odsuhlasené, sa
nepreplacaju, hoci boli Centrom, Hlavnym
skugajucim  (resp.  dohodnutym  Clenom
skusajuceho timu) aj preukazatelne uhradené.

consumption of the vehicle based on the
certificate of roadworthiness and the
price of fuel determined by statistical
indicators of fuel prices in the Slovak
Republic (also in case of travelling
outside the territory of the Slovak
Republic) - submit the certificate of
roadworthiness of the personal car and
signed statement of kilometres travelled,

c) travelling by taxi — reimbursement of taxi
costs inside the town (the town of the
Investigator Meeting) — from the airport,
train or bus station to the hotel or venue
of the meeting and back — submit the
receipt.

Expenses not approved in advance shall not be
reimbursed, even if they were provably paid by
the Center, Principal Investigator (or approved
Clinical Trial Team Member.

Novartis vyplati Specifikované dohodnuté a
preukazatefne vynalozené vydavky len vtedy, ak
tieto budd riadne zdokladované, pricom
Centrum resp. Hlavny skuSajuci (resp.
dohodnuty Clen sku$ajuceho timu) predloZi
Novartisu vyucétovanie nakladov s potrebnymi
dokladmi v najneskér do 14 dni od ukonlenia
Investigatorského  mitingu.  V dohodnutych
pripadoch méze Novartis poskytnut preddavok
na tieto vydavky.

V pripade, Ze sa preukaze, ze Specifikované
dohodnuté a preukazatefne vynalozené vydavky
nie su spravne podlozené prislusnymi dokladmi,
resp. neboli vynalozené alebo su v rozpore
s internymi predpismi Novartisu, Novartis si
vyhradzuje pravo odmietnut’ ich prefinancovanie
a v pripade, ak uz Novartis poskytol platbu na
prefinancovanie je Centrum povinné vratit
Novartisu poskytnutd Ciastku, ktora nebola
vynaloZena v sulade stouto dohodou alebo
podlozena  preukazatefnymi &  platnymi
dokladmi.

Novartis shall pay for specified, agreed and
provable incurred costs only if such costs are
properly documented and the Center or Principal
Investigator (or approved Clinical Trial Team
Member) shall submit the settlement of costs
with required documents to Novartis within 14
days after the completion of the Investigator
Meeting. In agreed cases, Novartis may provide
advance payments for such costs.

If it is proved that specified, agreed and provably
incurred costs are not appropriately supported
with relevant documents or if they were not
incurred or are in conflict with internal
regulations of Novartis, Novartis reserves the
right to reject their refunding and in case
Novartis has already made payment for their
refunding, the Center shall be obliged to return
the amount which it received and which was not
incurred in accordance with this agreement or
supported by provable or valid documents, to
Novartis.

V pripade, Zze bude nevyhnutna hospitalizacia
subjektu skuSania z dévodu ucasti na Klinickom
skusani, teda nie z dévodu jeho zdravotného
stavu, pre ktory by bol hospitalizovany aj bez
ucasti na Klinickom skudani, tak Novartis uhradi
Centru vykalkulovanu cenu aj s l6Zkodnhami
podia UNB Cennika platenych sluzieb a
vykonov zdravotnej starostlivosti .

. In case the hospitalization of the trial subject
will be necessary because of participation in a
Clinical Trial, and not because of his medical
condition for which he was hospitalized without
participation in Clinical Trial, Novartis will pay to
Center the price calculated with beddays
according to UNB's Pricelist of Paid Services
and Health Care Outcomes.

Zmluvné strany sa =zavazuju, Ze ak budu
odobrané vzorky biologického materialu, tieto
bude mozné pouzivat vyluéne len pre ulely
Klinického skuS$ania alen po€as vykonavania
tohto Klinického skuSania.

The Contracting Parties undertake that if any
biological material will be taken off, they will be
used solely for the purposes of the Clinical Trial
and only during the execution of this Clinical
Trial.
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Novartis sa zavazuje uhradit InStitucii
Archivaény poplatok v jednorazovej
pausalnej vyske 200 eur (slovom: dvesto eur).
Zmluvné strany sa dohodli, ze zmluvny narok na
uvedeny poplatok vznika dfiom nadobudnutia
Ucinnosti Zmluvy a to na zaklade faktary
vystavenej Centrom, s lehotou splatnosti 30 dni
od jej vystavenia.

Novartis undertakes to pay the Institution an
Archiving fee in a one-time lump sum of EUR
200 (in words: two hundred euros). The parties
to the contract agreed that the contractual right
to the mentioned fee arises on the date of entry
into force of the Contract, on the basis of an
invoice issued by the Center, with a due date of
30 days from its issuance.

Centrum vystavené faktury dorucuje na adresu:

Novartis Slovakia, s.r.o., Zizkova 22B, 811 02
Bratislava

The issued invoices of the Center will be
delivered to the address of Novartis:

Novartis Slovakia, s.r.o., Zizkova 22B, 811 02
Bratislava
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