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LABSERVICESAGREEMENT ZMLUVAOSLUZBACHLABORATORIA
ProtocolN0:2819-CL-0202("theProtocol”) Protokol¢.2819-CL-0202d’alejlen,protokol ©)
“APhase3,Multicenter,Investigator- »Multicentrickd, pre skdSajuceho zaslepe

blind,Randomized,ParallelGroupStudytolnvestigatadindomizovana Studia vo faze 3 s glainymi
eSafetyandEfficacyofFidaxomicinOralSuspensionoskupinami, skimajuca bezpws a &Einno¥
abletsTakenql2h,andVancomycinOralLiquidorCapsgelroralnej suspenzie alebo tabliet fidaxomic
esTakenqg6h,forl0DaysinPediatricSubjectswithCloatdivanych kazdych 12 hodin a peroralnej teku
diumdifficile-associatedDiarrhea’tieTrial ”). alebo kapsul vankomycinu uzivanych kazdyc
hodin po dobu 10 dni u detskych paciento
hnatkou  vyvolanou toxinom  Clostridiun
difficile“( d’alejlen,skusani¢).
This Agreement (theAgreement), is effective as o Tato zmluva {alej len zmluva’) vstupuje do
the signature date $ignature daté)and enters int platnosti chom podpisu obomi zmluvnymi strana
force the day after it is published in Slovak cal (dalej len datum platnosti”) ad¢innog’
register of contracts. The Agreemeés concluded b nadobudne ibm nasledujucim po dni ji
and betweerlNC Research, UK Ltd. with princip: zverejnenia \Centralnom registri zmliv SR. T&
offices located in the United Kingdom at Riverviezmluva je uzavreta medzi spotmg’ou INC
The Meadows Business Park, Station Appro Research UK Ltd., ktorej hlavné kalérie majl
Blackwater, Camberley, Surrey, GU17 9AB, Lsidlo vo Vékej Britanii, na adrese Riverview, Tl
including its affiliates, subsidiaries and siieally its Meadows Business Park, Station Appro:
parent company INC Research, LLC INC Blackwater, Camberley, Surrey, GU17 9AB, W&
Research) and Fakultnd nemocnica psliklinikou Britdnia, vratane jej pridruzenych organizé
F.D.Roosevelta Banska Bystrica so sidlom Namr pobaiek a Specificky jej materskej spétwosti INC
Svobodu 1, Banskd Bystrica, 974 17, SloviResearch, LLC dalej len JNC Research)
(“Institution ). a Fakultna nemocnica poliklinikou
F.D.Roosevelta Banska Bystrica so sidlom Nan
Svobodu 1, BanskaBystrica, 974 17, Slover
(d’alej len jnstitucia”).
ByseparateagreemefstellasPharmaEuropeB.V.ha Spola&nog’AstellasPharmaEuropeB.Vsregistrova
vingitsregisteredofficeatSylviusweg62,2333BELeidanukancelariounaadreseSylviusweg62,2333BELeid
,TheNetherlands@ponsorf)hasengagedINCResearcbn,Holandskafalejlen,zadavatd)nazékladeosobi
,LLC,aContractResearchOrganizationactingasanintiegzmluvypoverilaspoknos’ INCResearch,zmluvn
endentcontractor,toactonbehalfofSponsorforthepurpegskumnuiorganizaciu,abykonalavzastipenizadava
esoftransferringcertainobligationsinconnectiontethi tel'a,ktoryjejpostupilniektorépovinnostisavisiacesto
greementsaidobligationsincludingnegotiationsandexeazmluvou,prtomuvedenépovinnostizatajuroko
utionoftheAgreementandpaymentadministrationofgramiaaplnenietejtozmluvy,akoajdiddnadvyplacan
tamountsdescribedhereunder. imfinargnychprostriedkovzgrantutak,akojeuvedené
nizsie.
Alsobyseparateagreement,Sponsor,representedbyMNezakladd’alSejosobitnejzmluvyzadavditeastipe
ResearchactingonbehalfofSponsor,hasendagistta nyspol@nog’oulINCResearch,konajicouvmenezada
fakultnA nemocnica Banska Bystricéocated a vatd’a,poveriDetska fakultna nemocnica Bansk:
Namestie L. Svobodu 4, 974 (Banska Bystrice Bystrica s adresou ndlamestie L. Svobodu 4, 9°

Slovakia(‘TrialSite ")with MUDr. Iveta 09 Banska Bystrica, Slovens
ValachovasprincipalinvestigatorPrincipalinvestig republikafalej,pracoviskoskusani&)s MUDr.
ator”)toconducttheTrial. Ivera

ValachovakozodpovednehoskusSajucetialej,zod
povednyskusSajuct)vykonavanimtohtoskdsania.

In Berucdouvahyvzajomnégbyavyhodyobsiahnutévt
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considerationofthemutualpromisesandbenefitscontajt@zmluve,institiciasuhlasi,Zejejzamestnanciposkyt
dinthisAgreement,thelnstitutionagreestoprovidelabailaboratornesluzbypretotoskisanie,akojeuvedlenée
toryservicesfortheTrialbyitsemployeesasfollows: alej:
Services Sluzby.
Institutionagreestoperformthelaboratorysenitagop Institdciasuhlasi,zebudevykondlaboratornesluzb
ortofTrialSite’sconductoftheTrialServices)asdescri y,ktorébudupodporovaykonavanieskiSanianaprac
bedinScheduleltothisAgreement,andcontainedintheRiskuskusanialalej,sluzby‘),akosupopisanévdod
otocol.InstitutionshallperformtheServicesinaccomanatkulktejtozmluve,aakosuobsiahnutévprotokole.Inst
withallapplicablelaws,thehigheststandardsoftheitrgusticiabudeposkytousluzbyvsiladesustanoveniami
practice,applicableguidelinesofgoodpracticeandSpowSetkychprislusnychzakonov,najvyssimistandardmi
rand/orINCResearchinstructions.TheServicesshaltb@pedanéodvetvie,prislusSnymismernicamispravnejpr
formedatalocationmutuallyagreeabletolnstitutiongnd&xeavsuladespokynmizadavi&a/alebospolknosti
onsor.InstitutionacknowledgesthattheSponsorwilltwhiCResearch.Sluzbybuddposkytovanénamieste,nak
eresultsoftheServiceshereunder. toromsainstituciaazadavéiteajomnedohodnu.Insti
tuciaberienavedomie,Zezadavéedevlastnikomvy
sledkovsluziebposkytnutychvramcitejtozmluvy.
Payment Platba
InconsiderationforperformingtheServicesandingt  Akoprotihodnotuzaposkytovaniesluziebavykonavan
n’sotherobligationsunderthisAgreement,INCReseatield’alSichinychpovinnostiinstiticievramcitejtozmluv
shallpaylInstitutioninaccordancewiththetermsofSchedypolanos’ INCResearchzaplatiinstittciivsuladesp
le2tothisAgreement. odmienkamiuvedenymivdodatku2ktejtozmluve.
TermandTermination. Podmienkyaukorteniezmluvy.
ThisAgreementshallbedeemedtohavecommenceddrdteemluvabudepovaZzovanazéativdéinadobudn
EffectiveDate,andshallcontinueuntiltheServicesareadiaplatnostia &innosti
mpletedtoSponsor’'sreasonablesatisfactionunlesseatiudepokréova’,kymsaneukotiasluzbykprimeran
terminatedasprovidedbelow. ejspokojnostizadavata,aknedbjdekjejprédsnému
ukonteniu,akojeuvedenénizsie.
SponsorreservestherighttoterminatetheTrialforarsyr@adavatésivyhradzujepravoukat’skiusanietubo
onuponthirty(30)dayswrittennoticetolnstitution. vor'néhoddvodunazakladepisomnéhooznameniasvy
povednoulehotoutrid$€30)dni,ktorébudedotgnéi
nstitucii.
SponsorfurtherreservestherighttoterminatetheTrialiZadavatésidalejvyhradzujepravookamziteukgtis
mediatelyuponwrittennotificationtolnstitutionforcgel kiSanienazakladepisomnéhooznameniainstiticiizdo
sthatincludematerialunauthorizeddeviationsfromtheRrdov,ktorézafajapodstatnénedovolenéodchylky
otocolorreportingrequirements;circumstancesthatingprotokolualebopoZiadaviektykajucichsapodavani
onsor’sopinionposeriskstothehealthorwellbeingofiTrahlaseni;okolnosti,ktorépbtanazoruzadavatapred
subjects;orregulatoryagencyactionsrelatingtothéd riatavujarizikoohrozeniazdraviaaleboblabastnikov
rtheSponsordrugorcomparatordrug. skusania;alebokonanieregétgchiradovsuvisiaces
oskuSanimaleboliekomzadavigesp.porovnavaci
mliekom.
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Confidentiality. Doévernog’

DuringthecourseoftheTrial,Institutionmayreceirge PoiastrvaniaskiSaniamdzZeinstiticiaddatabovytv
nerateinformationthatisconfidentialtoSponsororaSporitinformacie, ktorésudévernéprezadavasdebos
oraffiliate. polocnikazadavate.
DefinitionExceptasspecifiedbelow,ConfidentialinfoDefinicia Akniejeuvedenénizsieinak,dévernéinform
mationincludesallinformationprovidedbyoronbehalfdiciezalfnajuvsetkyinformacie, ktoréposkytnezadava
SponsororINCResearch,ordevelopedforSponsororifdlalebospolénos’ INCResearch,aleboktorésivyvin
Research,Inventions(hereinafterdefined),andalldhtatéprezadavataalebospolénog’INCResearch,vyn
lectedduringtheTrial,includingwithoutlimitationrdtsl alezy(definovandalej)avSetkyldajezozbieranéao
,reports,technicalandeconomicinformation,theexistsklinickéhoskisania,vrataneabezobmedzenianavysl
eortermsofthisorotherTrialagreementswiththeSponsaiky,spravy,technickéaekonomickéinforméacie,exist
orINCResearch,commercializationandTrialstrategiesjciupodmienoktejtoaleboinejzmluvyoskiSanisoza
radesecretsandknow- davatéom,komercializaciuastratégieskusania,obch
howdisclosedbySponsortolnstitutiondirectlyorindtteodnétajomstvaaknow-
y,whetherinwriting,electronic,oralorvisualtransnigss how,ktorézadavatedovzdainstittcii,priamoalebon
n,orwhichisdevelopedunderthisAgreement. epriamo,pisomnou,elektronickou,lstnoualebovizual
nouformouprenosu,aleboktorébolivytvorenévramcit
ejtozmluvy.
ExclusionsConfidentiallnformationdoesnotincludein/ynimky.Doévernéinformacienezaiajuinformécie,
ormationthatisinthepublicdomainpriortodisclosurebk®résuvseobecneznameestepredichposkytnutimzost
ponsororINCResearch;becomespartofthepublicdonnainyzadavat@alebospolénostiiNCResearch;ktoré
duringthetermofthisconfidentialityobligationbyanymsap@astrvaniatejtopovinnostizachovadévernos
ansotherthanbreachofthisAgreementbylinstitutior;isstanivSeobecneznamymitakymiprostriedkami,ktory
eadyknowntolnstitutionatthetimeofdisclosureandisfraiinstiticianeporuSiustanoveniatejtozmluvy;ktorés
ofanyobligationsofconfidentiality;orisobtainedbytits ivc¢aseposkytnutiainstitaciiuzznameangéstaujesan
ution,freeofanyobligationsofconfidentialityfromatthii aneZiadnapovinndggachovaveédbévernos;alebokto
partywhohasalawfulrighttodiscloseit. réinstiticiaziskalaodtretejstrany, ktordmazakonnépra
voposkytovdtakéinformacie,ptiomnatietoinforma
ciesaneviazepovinntgachovavédovernos.
ObligationsofConfidentialitynlessSponsorprovidespovinnostitykajicesazachovavaniadovernbsikia
riorwrittenconsent,InstitutionmaynotuseConfidential’zadavaténeposkytnepredchadzajlucipisomnysuhlas
formationforanypurposeotherthanthatauthorizedinthisstiticianesmiepouzivddvernéinformacienainyd
Agreement,normayinstitutiondiscloseConfidentiallnfel,akovymedzujetatozmluva.Institiciatieznesmiep
rmationtoanythirdpartyexceptasauthorizedinthisAgreskytova'dévernéinformacieziadnejtretejstrane,okr
mentorasrequiredbylaw.RequireddisclosureofConfidmtych,ktoréstiuvedenévtejtozmluve,alebopipaoa
ntialinformationtothelECortoanapplicableregulataryskytnutiedévernychinformaciitretejstranenepozadu;j
thorityisspecificallyauthorized. ezakon.PoZadovanéposkytnutiedévernychinformaci
inezavislejetickejkomisiialeboprislusSnémureguka
muuradusavyslovnepoiuje.
DisclosureRequiredbyl alfdisclosureofConfidentiallPoskytnutiepoZadovanézakondtkuplatnitd’népra
nformationbeyondthatexpresslyauthorizedinthisAgreeepredpisypoZadujuposkytnutiedévernychinforma
mentisrequiredbyapplicablelaw,thatdisclosuredoespdpresahujuceramec,ktoryvyslovnepdumetatozmi
constituteabreachofthisAgreementsolongasinstitatiana,taképoskytnutiedévernychinforméciisanepovaz
otifiesSponsorinwritingasfaraspossibleinadvanceoftljezaporuSenietejtozmluvy,pokKiastiticiabudezad
disclosuresoastoallowSponsortotakelegalactiontepetatéa—pokidmozna@imskorvopred—
ctitsConfidentiallnformation,disclosesonlythatCal&i pisomneinformowvéoposkytnutidévernychinformaci
ntialinformationrequiredtocomplywiththelegalrequirgabyzadavat&noholprija’pravneopatreniavzaujme
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ment,andcontinuestomaintaintheconfidentialityofthischranysvojichdévernychinformacii,poRposkytn
onfidentialinformationwithrespecttoallotherthirdpar Gibatieddvernéinformacie,ktoréstunevyhnutnénaspin
S. eniezakonnejpoziadavkyapokudina’alejzachov
ava’dévernycharaktertychtodoévernychinformaciivo
vzt'ahukuvsetkymostatnymtretimstranam.
SurvivalofObligationgorConfidentiallnformationothPretrvaniepovinnostiosatykaddvernychinformacii
erthanTrialdata,theseobligationsofnon- inych,akosuudajesuvisiacesoskuSanim,tietopovinno
useandnondisclosuresurviveterminationofthisAgreestieepouzivéaneposkytovéuvedenéddvernéinform
ntandcontinueforaperiodoften(10)yearsafterterminadiciepretrvajuajpoukamnitejtozmluvyabuduiplaidj
n. nadalejminimalnepodobudesiatich(10)rokovodukon
ceniazmluvy.
ReturnofConfidentialinformatiolfrequestedbySponsVratenieddvernychinformacinstiticiajepovinnana
ororINCResearchinwriting, Institutionwillreturnall@o zakladepisomnejziadostizostranyzadakedéebosp
fidentiallnformationexceptthatrequiredtoberetairtedalocnostiiNCResearchvratSetkyddvernéinformac
heTrialsitebyapplicablelaw.However, Institutionmayre,okremtych,ktorépduplatniténychpravnychpre
ainasinglearchivalcopyoftheConfidentialinformatiordpisovmusiaostaapracoviskuskuSania. Institdciasi
rthesolepurposeofdeterminingthescopeofobligationsfakmodZeponeckipdnuarchivnukdpiudbvernychin
curredunderthisAgreement. formaciinajedinydel,atoprepotrebustanoveniarozsa
hupovinnostivyplyvajucichztejtozmluvy.
Inventions Vynélezy.
IftheconductofTrialresultsinanyinventionordiseoyw Akvykonavanieklinickéhoskuasaniaprinesieakiko
hetherpatentableornot(ivention”),Institutionwillpro ekvynalezaleboobjasiuZpatentovatényalebonied
mptlyinformSponsor.Institutionwillassignallinterast alejlen,vynélez’),institiciabudeotejtoskutmostibe
anysuchinventiontoSponsor,freeofanyobligationorceodkladneinformovézadavatéa. Institdciapostipivs
siderationbeyondthatprovidedforinthisAgreementilretokpodielnatakomvynalezezadavatd, bezakych
tutionwillprovidereasonableassistancetoSponsoiinfhol'vekzavazkovaleboprotihodnotyokremtych,ktoré
gandprosecutinganypatentapplicationsrelatingtolhvainvtejtosavislostiuvedenévpredmetnejzmluve. Instit
ion,atSponsor’'sexpense. Uciaposkytnezadavdivinajehonakladyprimeranu
pomocpripodavaniasledovanivSetkychZiadostioudel
eniepatentusuvisiacichsvynélezom.
RepresentationsandWarranties Prehlaseniaazaruky
Institutionisnotboundbyanyotheragreement,whochcinstiticianiejeviazanaziadnouinouzmluvou,ktordby
dprevent,orbeviolatedby,orunderwhichtherewouldbeehlazabranileboktorabymohlabiporusena,aleb
defaultasaresultof,theexecutionandperformanceoftioigramciktorejbydosloknezaplateniuvddsledkuvyko
Agreement,andInstitutionwillnotenterintoanysuchcamdniaaplneniatejtozmluvy,ainstiticianeuzavrisgs
lictingagreementsduringthetermofthisAgreement. platnostitejtozmluvyZiadnutakitozmluvu,ktordbybo
lavkonfliktestoutozmluvou.
NeitherInstitution,noranyofitsemployees,indegemtc InstitaciianizZiadnemuzjejzamestnancov,nezavislych
ontractors,orsubcontractorsprovidingServicesincondedavatéovalebosubdodavdtevposkytujucichsluz
tionwiththeperformanceofthisAgreementonbehalfoflms/suvislostisvykonavanimtejtozmluvyvmeneinstit
titutionhasbeendebarredordisqualifiedasaclinica#twicie,nebolzamedzenypristup,anineboliavghiizvy
igatorundertheprovisionsofanyapplicablelaw,statutdmnavaniaklinickéhovyskumupdaduplatniténychp
egulation.Intheeventthat,duringthetermofthisAgreem@/nychpredpisov,statitualebosmernice.Vpripade,Z
nt, Institutionoranyofitsemployees,independentcategpa:asplatnostitejtozmluvybudeinstiticiialeboktoré
ors,orsubcontractorsprovidingservicesinconnectionmiuko’vekzjejzamestnancov,nezavislychdodalate
htheperformanceofthisAgreementonbehalfofinstituti@lebosubdodavatevposkytujucichsluzbyvsuavislo
nisdebarredordisqualifiedorreceivesnoticeofanactiostisvykonavanimtejtozmluvyvmeneinstiticiezamed
threatofanactionwithrespecttodebarmentordisqualifeenypristup,budivyttenialebodostantoznamenieo
ion,InstitutionshallnotifySponsorimmediately. konanialebohrozbekonaniatykajucehosazamedzenia
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pristupualebovyl€enia,institiciaotombudeokamzit
einformovazadavatéa.

6.3 Institutionhasobtainedorwillobtainandthereaftermgl Institlciaziskalaaleboziskaapotombudsgstrvania
intainforthetermofthisAgreement,alllicenses,authatritejtozmluvyudrziavévsetkylicencie,povolenia,schv
ions,approvalsandreviewsrequiredbyapplicablelawié@l@niaakontrolypozadovanéuplattiitgmizakonmi
dertoconducttheTrial. navykonavanieklinickéhoskusania.

6.4 Institutionanditspersonnel(i)havenotmade,offersol Institlicia am jej personal (a) neurobili, neponu
icitedor(ii)willnotmake,offerorsolicitanyremunerati, ani sa neuchadzali ani (b) neurobia, neponuknt
kickbacks,oranythingelseofvaluetoanypersonorentisda nebudd uchadza Ziadne odmeny, Uplatky &
oinducetheuse,prescription,purchase,administraéonj¢ iné, co ma hodnotu pre akukeek osobu aleb
commendation,approvalpaymentorreimbursementfahjekt, s cibom ovplyvni’ pouzivanie
yproductorservicesofSponsor,INCResearchortheirgsfiécdpisovanie, nakup, podave, odpordanie,
iatesinviolationofanyapplicablestateornationalanti- schvalenie platby alebo preplatenia akélioké
kickbackstatutesoranysimilarapplicablelaws. pripravku alebo sluzieb zadavide spol@nosti

INC Research alebo jej pridruzenych spgolosti,
ktoré by bolo poruSenim  akéhdkek
uplatniténého Statneho alebo narodného zak
proti Uplakarstvu alebo akychKeek podobnyct
zakonowv.

6.5 With respect to any committee of which any Soladomnaakukivekkomisiu,ktorejjektokbvekz
Institutioris personnel are members and which persondluinstiticidgenom,aktora(l)stanovujeformu
sets drug formularies, and/or (2) develops clinleliekua/alebo(2)vyvijasmerniceklinickejpradi&e
practice guidelines Committee”), such Committe«jlen,komisia“),takdtokomisiabudeokamzitepovyko
shall be informed promptly, upon Agreem nanizmluvyinformovanaoexistenciitejtozmluvyaopo
execution, of the existence of this Agreement dm& dstatesluzieb,ktoréinstiticiaajejpersonalposkytujiv
nature of the Services provided by Institution dscamcitejtozmluvy.Takétoodhaleniabudiurobenénadd
personnel hereunder.Such disclosures shall be vernomzaklade.Institiciabudetiezpozadyabykaz
on a confidential basis.Furthermore, Institutisimall dy¢lenjejpersonaludodrziavalpostupystanovenétout
require that each of its personnel follow okomisiou,abysaprediSlozdaniunevhodnostikuktoré
procedures set forth by the Committee to avoid mumdzeddjgvddsledkuvykonavaniaskuSaniazames
appearance of impropriety that may result fitnancom,aktoréhopostupymoézugigdrodmietnutie
personnel’s performance of the Trial, wh zostranyinstiticiea/alebojejpersonalutsbzhodnu
procedures may include Institution and/or tiatykajucesapredmetnejpodstatytejtozmluvy.Povin
personnel recusing it/him/herself from decisiinostivyplyvajliceztohtoodsekuzostanivplatnostipod
relating to the subject matter of this Agreemeng. obutrvaniatejtozmluvyadva(2)rokypojejukseni.
obligations of this section shall remain in efféot
the term of this Agreement and for two (2) ye
thereafter.

7. IndependentContractor. Nezavislydodavaté.

7.1 TherelationshipofSponsorandINCResearchontheohaiiahzadavat@aspolonostiiNCResearchnajedne;j
ndandInstitutionontheotheristhatofindependentcantstraneainstiticienastranedruhejjgatzomnezavisly
tors.Neitheristheagentoftheotherandneitherhasatithdrdodavatov.Anijedenznichniejgnitelomdruhejs
ytomakeanystatement,representation,commitment,meayaziadnaztychtozmluvnychstranneméapravovyko
ctionofanykindwhichpurportstobindupontheotherwithava’akékdvekprehlasenia,zastupenia,zavazkyaleb
outtheother'spriorwrittenauthorisation. Thepartiesagocinnosti,ktorébysirobilindroknazaviazaniedruhejstr
thatnoemployeeorindependentcontractorofinstituticasybezpredchadzajucehopisomnéhopovolenia.Zmiu
hallbeconsideredanemployeeofSponsororINCReseandstranysuhlasia,Zzeziadnyzamestnanecalebonezavi
,andthatnoemployeeorindependentcontractorofinstgljtdodavatéinstiticienebudepovazovanyzazamestn
onshallbeentitledtoanybenefitsoreligibleforpartatip ancazadavale,azeziadnyzamestnanecalebonezavis
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ninanybenefitsplansprovidedtoemployeesofSponsdsabdavatéinstiticienebudemaaroknavyhody,ani
NCResearch. sanebudekvalifikoumnalag’vakychkd'vekplanoch
vyhodposkytovanychzamestnancomzaddizstieb
ospola@nostiINCResearch.
Institutionacknowledgesandagreesthatinstitiggmie Institiciaberienavedomieasuhlasi,zejevyhradnezodp
lyresponsibleforthepaymentofanyandallcontributions@eednazazaplatenieakychikekavsetkychprispevk
ndtaxesimposedbyanyapplicablegovernmentalauthoviddanivyrubenychzodpovednymstatnymaradomat
ywithrespecttoormeasuredbycompensationpaidtoegiajucichsaalebovymeranychgakompenzacievy
oyeesorindependentcontractorsofinstitution. platenejzamestnancomalebonezavislymdod&vate
minstitdcie.
MiscellaneousProvisions ROzneustanovenia
IncaseanyoneormoreoftheprovisionsofthisAgreésnafpripade,Zejednoaleboviaczustanovenitejtozmluvy
houldbeinvalid,illegalorunenforceableinanyrespéet,budevakomktvekoh’adeneplatné,nezakonnéalebo
validity,legalityandenforceabilityoftheremainingpio neuplatniténé,platnos,zakonnosapresadeniezvysn
sionscontainedinthisAgreementshallnotinanywaybeaffiustanoveniobsiahnutychvtejtozmluvenebudeziad
ectedorimpaired. nymsposobomovplyvnenéalebooslabené.
Nowaiver,amendment,ormodificationofanyoftheteriiadneupustenieodakejkeekpodmienky,dodatokal
ofthisAgreementshallbevalidunlessinwritingandsignetabUpravaktoréhokeekzustanovenitejtozmluvyne
byauthorisedrepresentativesofbothparties.Failuiebyeideplat’,aknebudupredloZenévpisomnejformeapo
herpartytoenforceanyrightsunderthisAgreementshatiptsanépoverenymizastupcamiobochzmluvnychstra
tbeconstruedasawaiverofsuchrightsnorshallawaivernydktorakd’vekzozmluvnychstranneuplatniaké&ko
itherpartyinoneormoreinstancesbeconstruedasconstikipravovyplyvajuceztejtozmluvy,nebudesatovykla
ingacontinuingwaiverorasawaiverinotherinstances. da’akoupustenieodtychtoprav,aupustenieodpravktor
oukd'vekstranouvjednomaleboviacerychpripadochs
atieZnebudevykladakotrvaléupustenieodpravalebo
upustenieodpravvinychpripadoch.
ThisAgreementmaybeexecutedinoneormorecountefpgzmluvabudepripravenavjednomaleboviacerychr
ts,eachofwhichshallbedeemedanoriginalandallofwhasimopisochakazdyznichbudepovazovanyzaoriginala
shallconstitutethesameinstrument. vSetkybudUpredstavovienistynastroj.

ThisAgreementrepresentstheentireandintegratedad atozmluvapredstavujecelUaintegrovantzmluvume
mentbetweenthepartiesandsupersedesallpriornegotiaizmluvnymistranamig@satykajejskutkovejpodst
ons,representationsoragreements, eitherwrittenoreraty, maprednapredvsetkymipredchadzajacimroko
gardingitssubjectmatter. vaniami,vyjadreniamialebodohodami,pisomnymiale
boustnymi.
ThisAgreementshallbeconstrued,interpretedandeniT atozmluvabudevytvorena,vykladanaauptatana
edinaccordancewiththelawsofSlovakiaandanydispwisaladeslegislativouSlovenskaaakidlaksporyvyp
risinghereofwhichisnotsettledamicablyshallbeseltletivajuceztejtozmluvy,ktorénebudivyrieSenépriate
ytheSlovakiancourts. koudohodou,budupredloZenénarieSeniesidomnaSlo
vensku.
INWITNESSWHEREOF ,thePartieshavecausedthisdAZNAKSUHLASU zmluvnéstranypodpisalititoz
greementtobeexecutedbydulyauthorizedrepresentatiavukdatumuginnosti.
S.

INC RESEARCH, UK LTD. on behalf of ASTELLAS PHARMA EUROPE B.V.
BY:/PODPIS:
NAME:/ MENO:

Dr. Szakolczai-Sandor Norbert
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TITLE:/ FUNKCIA:

SIGNATURE DATE: /
DATUM PODPISU:

Acting under a Power of Attorney / Na zaklade pimeici

FAKULTNA NEMOCNICA S POLIKLINIKOU F.D. ROOSEVELTA B ANSKA BYSTRICA
BY:/ ZASTUPCA:

NAME:/ MENO: Ing. Miriam Lapunikova, MBA

TITLE:! FUNKCIA: Director / Riadité

SIGNATURE DATE:/
DATUM PODPISU:
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2015Jan28
SCHEDULE1 ROZPIS1
SERVICES SLUZBY
« LaboratoryServices: Laboratornesluzby:
Assessment | Panel Parameter Casovybod | Panel Parameter
TimePoint vySetrenia
Screening | Hematology | Hemoglobin Skrining | Hematolégia| Hemoglobin
EndofTreat Hematocrit Ukoncenieli Hematokrit
?‘TQEL\J/PSSI:Q: sveéjgloodCell(RBC) ecby Cervenékrvinky
u ) p . .
applicable Neutrophils glr?g\lg?g\y:g ﬁ:&?:g;ﬂ;ky
k,,ﬂ‘;ﬂ;‘;y;es kosahodi Lymfocyty
Eosinophils Monocyty
Basophils Eozinofily
Platelets Bazofily
Krvnédosteky
Screening | Biochemistry | Sodium* Skrining Biochémia Sodik*
EndofTreat Potassium Ukoncenieli Draslik
ment Calcium x .
Unscheduled Phosphate Ecgglénovan \Flgspfrgtk
visit,asapplic Chloride* anaviteva a Chlorid*
able Glucose* K o o
Creatinine* osahodi Gluko_zg
CRP* Kreatinin*
Alkalinephosphatase CRP*
AST Alkalin-fosfataza
ALT AST
GGT* ALT
Totalbilirubin GGT*
Directbilirubin* Celkovyhbilirubin
TOtalpfoieln* Priamybilirubin*
Albumin Celkovébielkoviny
Uricacid %
Albumin*
Kyselinama@ova
Screening | Urinalysis Protein* Skrining Analyzam@ | Bielkoviny*
EndofTreat Glucose* Ukoncenieli | u Glukéza*
ment pH* X *
Unscheduled Blood* . Elcgglénovan El;lv*
visit,asapplic BetahCG(femqlesofchlli anaviteva. a BetahCG (lenuZien
able -bearingpotentialonly) kosahodi ' vplodnomveku)
DELIVERABLES NADODANIE

« InstitutionshallprovideLaboratoryServicesasrequirethStiticiaposkytnelaboratornesluzby,akosatovyzadu
ndertheProtocolfortheperformanceoftheTrial. jevramciprotokoluprevykonavanieklinickéhoskusan
ia.
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SCHEDULE?2 ROZPIS2
1. Executionofpayments Vykonéavanieplatieb.
PaymentshallbemadebyINCResearchtothelnstitutioRlatbybudeinstituciivyplaeapolanos’ INCResearc
ithinsixty(60)daysafterINCResearch’sreceiptofinibdoSesdesiatich(60)dnipotordgspol@nos’ INCRe
inaccordancewiththefollowing: searchdostanefaktiruvsuladesnasledujacimipodmie
nkami:
Services Fee in |Payment Sluzby Suma |Frekvencia
EUR Frequency VEUR |platieb
Poplatok za zriadenie
Lab Fee laboratéria
Reir?bursem_e?té:or!tsrilsts ;f Uhrada zafia, ale nesmie
costs associated with, bu , .
shall not be limited to, time €379,00 Once b),/tklotémedzc.anallen na 379 00€ Raz
incurred for lab set-up haklady spojene &som !
activities vynalozenym n&innosti
suvisiace so zriadenim
laboratoria
Hemoglobin €838 Per V pripade
' Occurence Hemoglobin| 8,38€ |vyskytu
Hematocrit €838 Per
' Occurence Hematokrit V pripade
Red Blood €838 Per 8,38€ |vyskytu
Cell (RBC) ' Occurence ] _
WBC Per Cervené V pripade
€8’38 Occurence krVinky 8,38€ VySkth
Neutrophils Per - -
Hematology €8,38 Occurence| |Hematologial Ele_lek 3 38€ V,plr(lpade
Lymphocyte €838 Per rvinky ' vyskytu
i/lonoc yies Oc%létr—:‘nce Neutrofily V pripade
8,38€ |vysk
€8,38 Occurence vyskyu
Eosinophils £8.38 Per Lymfogyty V pripade
_ Occurence 8,38€ |vyskytu
Basophils €838 Per
’ Occurence Monocyty V pripade
Platelets £8.38 o Per 8,38€ |vyskytu
ccurence
Sodium* €1,64 Per Eozinofily V pripade
Occurence 8,38€ |vyskytu
Potassium €1,64 Per Bazofily V pripade
BiOChemiStry Occurence 8’38€ VySkth
Calcium €1,64 Per
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2015Jan28
Occurence Krvné V pripade
dostiky vyskytu
Phosphate €1,97 Per 8,38€
Oceurence Sodik 1,64€ |V pripade
Chloride* €1,64 Per vyskytu
Occurence Draslik 1,64€ |V pripade
Glucose* €1,31 Per vyskytu
Occurence Vapnik 1,64€ |V pripade
yskytu
Creatinine* €1,97 Per vyskyt
Occurence Fosfat 1,97€|V pripade
vyskytu
CRP* €12,49 Per
Occurence CthfIdy 1,64€ |V pripade
vyskytu
Alkaline €1,97 Per . -
phosphatase Occurence Glukoza 1,31€|V pripade
vyskytu
AST €1,97 Per — .
Biochemistry Occurence Kreatinin 1,97€ |V pripade
vyskytu
ALT €1,97 Per Biochémia [CRP 12,496V pripade
Occurence vyskytu
GGT* €1,97 Per Alkain- 1,97€ |V pripade
Occurence fosfataza vyskytu
Total bilirubin| €1,31 Per AST 1,97€ |V pripade
Occurence vyskytu
Direct €1,31 Per ALT 1,97€ |V pripade
bilirubin* Occurence vyskytu
Total protein*| €1,31 Per GGT 1,97€ V,plr(ipade
Occurence vyskytu
: Celkovy 1,31€ |V pripade
Albumin® €1,64 Per olrubin wzk;u
Occurence
Priamy 1,31€ |V pripade
bilirubin vyskytu
Celkové 1,31€ |V pripade
bielkoviny vyskytu
Albumin 1,64€ |V pripade
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Fakultna nemocnica s poliklinikou F.D. RooseveltnBka Bystrica
2015Jan28

Uric acid €5,92 Per vyskytu
Occurence _ .
Kyselina 5,92€ | V pripade
mocova vyskytu
Bielkoviny X X
Glukéza 1,64€| V pripade
vyskytu
Analyza Ph X X
Protein* X X mocu Krv X X
Glucose* €1,64 Per Beta hCG 26,29€| V pripade
Occurence (lenu zZienv vyskytu
Urinalysis  |pH* X X plodnom
Blood* X X veku)
Beta hCG €26,29 Per
(females of Occurence
child-bearing
potential only
2. Invoices Faktdry .

Allinvoicesmustbesubmittedto:

INCResearch.UKLtd. INCResearch.UKLtd.

Attn.GrantsDepartment Attn.GrantsDepartment

RiverviewtheMeadowsBusinessParkStationApproach RisetheMeadowsBusinessParkStationApproa
ch

VSetkyfakturymusiébgoslanénaadresu:

Blackwater,Camberley

Blackwater,Camberley

Surrey,England Surrey,England
GU179AB GU179AB
Re:ProjectCode2819-CL-0202 Re/Predmet:ProjectCddePa -

Tel:+441276481012
Fax:+44127635743

Email:AST_APSitepayments@INCResearch.com

Payeelnformation.

Tel:+441276481012
Fax:+44127635743

E-mail: AHSitepayments@INCResearch.com

0202/Projektovyk6d2819-CL-0202

Informacieoprijemcoviplatby .

PAYEE NAME Fakultna nemocnica | MENO PRIJEMCU Fakultna
s poliklinikou PLATBY nemocnica s
F.D.Roosewelta poliklinikou
Banskéa Bystrica F.D.Roosewelta
Banskéa Bystrica
PAYEE ADDRESS Nam. L. Svobodu 1} | ADRESA PRIJEMCU Nam. L. Svobodu

(This must be a street 975 17 Banska
address or Wire transfer/EFTBystrica
information and not a PO

1, 975 17 Banska
Bystrica

PLATBY (toto musi by
adresa ulice alebo
informacie pre bankovy

Box) prevod/ EFT, nig€islo
postovej schranky)

VAT NUMBER CisSLO DPH

BANK NAME NAZOV BANKY
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BANK ADDRESS Bratislava ADRESA BANKY Bratislava
ACCOUNT NUMBER CISLO UCTU

SWIFT CODE KOD SWIFT

IBAN CODE KOD IBAN

REFERENCE ON N/A REFERENCIA NA N/A
INVOICES FAKTURACH
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