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AMENDMENT NO. 1
to

Clinical Site Agreement

dated 19-April-2016
Study Protocol: GE-122-020

This Amendment No. 1 is made on
("Effective Date") by and

between:

TFS Trial Form Support, s.r.o., with
registered office Klimentska 1216/46,

Post Code 110 02 Praha 1, Czech
Republic, ID: 27876756, VAT:
CZ27876756, hereinafter “TFS”,
registered in the commercial register

kept by the Municipal Court in Praze, file
No. C 123492, on behalf of Sponsor GE

Healthcare Limited, with registered
offices at Amersham Place, Little
Chalfont, HP7 O9NA, Great Britain,
hereinafter “Sponsor” or “GE
Healthcare”, on the basis of an
agreement

and

- Fakultni nemocnice Plzen, with
registered office Edvarda BeneSe

1128/13, Post Code 305 99 Plzen-Jizni
predmésti, Czech Republic, ID: 006 69
806, VAT: CZ00669806, represented by
MUDr. Vaclav Simének Ph.D., Director
hereinafter “"Provider”

and

DODATEK c.1
ke
Smlouvé pro klinické
pracovisteé

datované 19. dubna 2016

Protokol: GE-122-020

Tento dodatek c.1 uzavieny
("den ucinnosti") mezi:
- TFS Trial Form Support, s.r.o., se

sidlem na adrese Klimentska 1216/46,
PSC 110 02 Praha 1, Ceskd republika,
1CO: 27876756, DIC: CZ27876756,
zapsana v obchodnim rejstriku vedeném
Méstskym soudem v Praze, sp. zn. C
123492, dale jen ,TFS", zastupujici
zadavatele GE Healthcare Limited, se
sidlem Amersham Place, Little Chalfont,
HP7 9NA, Velka Britanie (dale jen
,,zadavatel™ nebo ,GE Healthcare") na
zakladé smlouvy

Fakultni nemocnice Plzen, se sidlem
Edvarda Benede 1128/13, PSC 305 99
Plzen-Jizni predmésti, Ceska republika,
1ICO: 006 69 806, DIC: CZ00669806,
zastoupenou MUDr. Vaclavem
Siménkem, Ph.D., Feditelem dale jen
~poskytovatel"

- .
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cardiology, Fakultni nemocnice Plzen, alej
Svobody 80, 304 60 Plzen-Lochotin,
Czech Republic, hereinafter
“Investigator"

hereinafter jointly the “Parties”.

1. BACKGROUND
1.1. The Parties entered into a Clinical Site
Agreement on 19 April 2016 (the
"Agreement”), which the Parties desire
to amend as set out in Section 2
below.

1.2. Therefore, the Parties agree to enter
into this Amendment No. 1 to the
Agreement (the "Amendment”), which
shall become an integral part of the
Agreement, and the contents hereof
have been discussed and understood
by the Parties as part of their
understanding. Capitalised terms in
this Amendment shall bear the same
meaning as they do in the Agreement,
unless otherwise indicated herein.

2. AMENDMENTS TO THE
AGREEMENT

The Parties hereby agree to amend the
terms of the Agreement as of the Effective
Date as provided below.

2.1. Article 1.6 is hereby amended, which
shall now have the following wording:

“1.6. The Study is estimated to begin
in APRIL/2016. The enrolment
period is estimated to be 14
months. The total duration of
the clinical trial is expected to be
48 months with the end of study
estimated to be JUNE/2020.”

Kardiologie, Fakultni nemocnice Plzen,
alej Svobody 80, 304 60 Plzen-Lochotin,
Ceska republika, dale ,zkousejici"

dale spolecné "Strany".

1. ZAKLADNI USTANOVENI
1.1. Strany uzavrely Smlouvu pro klinické
pracovisté dne 19. dubna 2016 (dale
jen "smlouva"), kterou strany si preji
zmeénit, jak je uvedeno v bodé 2 nize.

1.2. Z tohoto dlvodu se strany dohodly
uzavrit tento dodatek ¢ 1 ke smlouvé
(déle jen "dodatek"), ktery se stane
nedilnou soucasti smlouvy a jehoz
obsah byl stranami projednan a strany
byly srozumeény S obsahem.
Kapitalizované vyrazy uzité v tomto
dodatku maji stejny vyznam, jako je
tomu ve smlouvé, neni-li v tomto
dokumentu uvedeno jinak.

2. DODATKY KE SMLOUVE

Strany se dohodly na zménu podminek
smlouvy ke dni udinnosti, jak je uvedeno
nize.

2.1. Cladnek 1.6 se méni v nasledujici znéni:

“1.6. Ocekava se, ze studie zacne v
DUBNU/2016. Obdobi naboru
bude trvat asi 14 mésicd.
Ocekava se, ze klinické
hodnoceni bude celkem trvat 48
mésicl, a konec studie se
ocekéava v CERVNU/2020.”
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2.2. Article 2.1 is hereby amended, which | 2.2. Clanek 2.1 se méni v nasledujici znéni:

shall now have the following wording:

“2.1. Due to the fact that nuclear
medicine procedures will be
performed outside of the
Provider, Study Drug will be
stored and administered to
Subjects at entity stipulated in
Section 2.7 below.”

“2.1. Vzhledem k tomu, Ze vysSetreni

zobrazovacimi metodami bude
provedeno mimo zarizeni
Poskytovatele, hodnoceny Iék
bude ulozen a podavan
subjektdm hodnoceni ve
zdravotnickém zarizeni
uvedeném v ¢lanku 2.7 nize."

2.3. Article 2.2 is hereby deleted. 2.3. Clanek 2.2 se rusi.

2.4. Article 2.7 is hereby added, which | 2.4. Cldnek 2.7 se doplfiuje v nasledujicim

shall now have the following wording:

“2.7. Scintigraphy procedures to be
performed in the Study
according to the Protocol, as well
as storage of Study Drug and its
administration to Clinical Trial
Subjects, will be performed
outside of the Provider, at the
following address:

Faculty Hospital Kralovské
Vinohrady, Department  of
Nuclear Medicine, Srobarova 50,
100 34 Praha 10, Czech
Republic.

Investigator  will be duly
responsible for coordination of
scintigraphy  procedures and
cooperation with the external
scintigraphy services provider.

If applicable according to local
legal regulations, and not
resulting from ICF, the
Investigator will ensure to obtain
patients’ consent for
scintigraphy procedures outside
of the Provider.

zZnéni:

“2.7. Zobrazovaci vysSetreni, které maji

byt provedeny ve studii podle
protokolu, jakoz i skladovani
hodnoceného Iéku a jeho
podavani subjektim klinického
hodnoceni, bude provedeno
mimo zarizeni Poskytovatele, na
nasledujici adrese:

Fakultni nemocnice Kralovské
Vinohrady, Klinika nuklearni
mediciny, Srobdrova 1150/50,
100 34 Praha 10, Ceska
republika.

Zkousejici bude nalezité
odpovédny za koordinaci
zobrazovacich vysSetreni a
spolupraci S externim

poskytovatelem zobrazovacich
sluzeb.

Pokud je to mozné, v souladu s
mistnimi pravnimi predpisy, a
nikoliv v dlsledku informovaného
souhlasu, zkousejici zajisti ziskani
souhlasu pacienta pro provedeni
zobrazovacich vySetfeni mimo
zarizeni Poskytovatele.
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The results of scintigraphy
procedures will be archived at
the Provider along with other
Study documentation.

Remuneration for scintigraphy as
well as storage of Study Drug is
not included in the remuneration
for the Provider and the
Investigator.”

Vysledky zobrazovacich vysetreni
budou archivovany u
poskytovatele spolu s dalsi
studijni dokumentaci.

Odména za provedeni
zobrazovacich vysSetreni, jakoz i
skladovani studovaného Iéku neni
soucasti odmény pro
poskytovatele a zkousejiciho.”

2.5. Article 4.6 is hereby deleted. 2.5. Clének 4.6 se rusi.

2.6. Article 7.4 is hereby amended, which | 2.6. Cldnek 7.4 se dopliuje v ndsledujicim

shall now have the following wording:

“7.4. Termination or expiration of this
Agreement shall not affect any
rights or obligations accrued
prior to such termination or
expiration. Any provision of this
Agreement that should survive
termination or expiration of this
Agreement in order to give its
intent shall survive such
termination or expiration. If the
study is prematurely terminated,
the Provider and Investigator is
only entitled to compensation for
actual conducted work as of the
termination date. In addition,
Provider and Investigator shall
promptly complete all case
report forms for all Subjects
already enrolled in the Study,
transfer all Study Data to
Sponsor/TFS, and return unused
materials supplied by
Sponsor/TFS. After termination
for any reason, the parties shall
continue to perform such
activities under this Agreement
as necessary to protect the
health of the Subjects. Upon
Sponsor’s request, Provider and
Investigator shall refer Subjects
to other Study site designated

znéni:

“7.4. Ukonceni nebo vyprseni této

smlouvy nebude mit vliv na
zadna prava ani povinnosti vzesla
pred takovym ukoncéenim nebo
vyprsenim. Veskera opatreni této
smlouvy, ktera pretrvaji ukonceni
nebo vyprseni této smlouvy, aby
smlouvé daly jeji ucel, pretrvaji
takové ukonceni nebo vyprseni.
Pokud bude studie predcasné
ukoncena, poskytovatel a
zkousejici  maji  narok na
kompenzaci pouze za praci
skutecné provedenou ke dni
ukonceni. Navic poskytovatel a
zkousejici bez prodleni dokonci
veskeré formuldfe pro zdznamy
subjektd jiz pFihldSenych do
studie, predaji veskeré studijni
Udaje zadavateli/spoleCnosti TFS
a vrati nepouzity hodnoceny lék a
jiné materialy
zadavateli/spolecnosti TFS. Po
ukonleni z jakéhokoli dGvodu
budou strany pokracovat v
takovych cinnostech podle této
smlouvy, jaké budou nezbytné k
ochrané zdravi subjektl. Na
Zadost zadavatele budou
poskytovatel a zkousejici posilat
subjekty na  jind  studijni
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by Sponsor.”

2.7. “Exhibit A - Payment Schedule" is
hereby amended, and its new version
is attached hereto.

3. MISCELLANEOUS AND
REMAINABILITY

3.1. This Amendment amends the terms
and conditions of the Agreement with
effect as of the Effective Date.

3.2. Except as expressly provided in

Section 2 of this Amendment, all
terms of the Agreement shall remain
in full force and effect.

In witness whereof, the Parties hereto have
caused this Amendment to be executed by
their duly authorized officers on the dates
shown below, in triplet.

pracovisté ur¢ena zadavatelem.”

2.7. “Priloha A- Platebni priloha se méni, a
jeho nova verze je pfrilozena.

3. OSTATNI USTANOVENI

3.1. Tento dodatek méni podminky smlouvy
s ucinnosti a platnosti ke dni podpisu
vSech zucastnénych stran.

3.2. S vyjimkou  pfipadd  vyslovné
uvedenych v ¢lanku 2 tohoto dodatku,
véechny podminky smlouvy zUstavaji v
plné platnosti a ucinnosti.

Na dlkaz toho zde strany povéfily své
patficné opravnéné zdastupce k uzavreni
tohoto dodatku, a to v trojim provedeni.
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Exhibit A- Payment Schedule

o Payment of Provider Grants

1. Enrolment Targets and Enrolment
Schedule

The estimated number of subjects to be
included into the Study at this Provider’s
facility is . patients. This number may
vary according to competitive recruitment
which will be followed throughout the
Study.

2. Fee Per Completed Subject:

2.1. Visit schedule with associated

budget for Completed Subject

Subject Status

Payment Point
(Visit Schedule)
Amount
( CZK)

I B
I I
.
| I
. .
I I
A =
I .
. .
I I
I I
I I
| I

Priloha A— Platebni priloha

. Vyplata odmény poskytovateli

1. Cilovy pocet subjektli a casovy

harmonogram naboru

Odhadovany pocet subjektd, ktery bude
zarazeny do studie v zarizeni
poskytovatele je |. Tento pocet se mize
meénit v zdvislosti na konkurencnim
naboru, ktery bude probihat po celou dobu
studie.

2. Odmeéna za dokonceny subjekt:
Casovy  harmonogram  navstév,

véetné prislusné odmény za
dokonceny subjekt

2.1,

Vyplata odmény
za subjekt
v zavislosti na
prabéhu
klinického
hodnoceni
(Harmonogram
navstév)

(@l
QN

stka (Kc¢)




TFS)

It’s all about trust

8 (14)

| Total | 104 500,00 |

* Scanning/2-year scanning (only patients
without ICD) fee please refer to Section 3
Imaging. Scanning will be performed in FN
Kralovské Vinohrady, Department of Nuclear
Medicine, Srobarova 50, 100 34 Praha 10,
Czech Republic.

2.2. The Fee for each Completed Subject
includes (but is not limited to) the
following costs or expenses:

Provider's overheads fees, staff
costs, laboratory fees,
administrative fees, archiving fees,
imaging fees, questionnaire (e.g
quality of life).

TFS shall not be responsible for
ensuring that Provider makes any
payments to the Investigator, Study
Personnel and its internal
departments.

2.3. Fees are to be invoiced and paid in
CZK using the exchange rate on the
day that the invoice is issued.

3. Other Payments: 3.

Payment for other fees or expenses that
are not included in the Fees per
Completed Subject (as defined in Section
2) will be made according to the following
rates:

ADMINISTRATION FEE: TFS shall pay
the Provider on behalf of Sponsor a single
non-refundable flat fee (fee for contract
negotiation) in the amount of | G as
the payment for costs related to
administrative proceeding of the
Agreement. The payment of this fee shall
be made based on an invoice issued by

I | BN
Celkem 104 500,00
* Skenovani/ Skenovani po 2 letech
(pouze pacienti bez ICD) viz Odstavec 3
Zobrazovaci metody. Skenovani bude
provedeno na pracovisti FN Kralovské
Vinohrady, Klinika nukleadrni mediciny,
Srobdrova 50, 100 34 Praha 10, Ceska
republika.
2.2. Odména =za dokoncdeny subjekt
zahrnuje, mimo jiné, nasledujici
naklady nebo vydaje:

Rezijni naklady poskytovatele,
naklady na personal, odménu pro
laboratof, administrativni naklady,
archivacni  poplatky, naklady na
zobrazovaci  vysSetreni a dotaznik
(napf. kvality zivota).

TFS nenese zadnou zodpovédnost za
to, ze poskytovatel provede jakékoliv
platby  zkouSejicimu,  studijnimu
personalu a jeho internim oddélenim.

2.3. Poplatky maji byt fakturované a
zaplacené v K¢ dle sménného kurzu v
den vystaveni faktury.

Ostatni platby:

Uhrada jinych odmén a vydajd, které
nejsou zahrnuty v odméné za dokonceny
subjekt (ve smyslu ustanoveni c¢lanku 2)
bude vyplacena v nasledujicich sazbach:

ADMINISTRATIVNI POPLATEK: TFS
jménem zadavatele uhradi poskytovateli
jednorazovy  administrativni  nevratny

poplatek (poplatek za projednani smlouvy)
ve vysi H v souvislosti  se
zpracovanim této smlouvy. Uhrada bude

poskytnuta na zakladé faktury vystavené
poskytovatelem splatné ve |h(té 45 dnd.
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Provider, payable within 45 days following
receipt of the invoice.

ARCHIVING FEE: Provider shall archive
the original source documents and other
relevant documentation of the clinical
Study for fifteen (15) years, in accordance
with the Act on Pharmaceuticals for one
time archiving fee

. The invoice for archiving fee
will  be issued after signing the
Agreement. Six (6) months ahead from
the end of reguired archiving period
Sponsor shall notify the Provider that he
insists on the next archiving period and
Sponsor shall pay the associated costs.

SCREENING FAILURE: TFS, on behalf of
Sponsor, agrees to pay Subject care costs
for all screen failures, on a pro-rated basis
based upon the number of procedures

completed by Provider prior to Subject
withdraval up to [

, upon TFS’s receipt of correct,
itemized invoices from Provider, TFS, on
behalf of SPONSOR, will pay for screen
failures upon Sponsor approval.

SUBJECT MEAL & TRAVEL FEES:

TFS on behalf of Sponsor shall reimburse
the Provider for reasonable expenses of
trial subjects (meals, travel expenses)

incurring for their participation in Study in
a maximum amount of
The

reimbursement of these fees will be done
by TFS, on behalf of Sponsor, to Provider.
Investigator on behalf of Provider will
forward such amounts to each subject.

ARCHIVACNI POPLATEK: Poskytovatel
provede archivaci plvodni zdrojové
dokumentace a jiné dilezité dokumentace
tykajici se klinické studie po dobu 15 let v
souladu se zdkonem o |éCivechza
jednorazovy poplatek || EGTGCNCNGG.
Za archivaci bude vystavena faktura po
podpisu smlouvy. Zadavatel v predstihu
Sesti (6) mésic od konce pozadované
archivace oznami poskytovateli, ze trva na
dalSi archivaci a uhradi naklady s tim
spojené.

NEUSPESNY VYSLEDEK SKRININKU:
TFS se jménem zadavatele zavazuje uhradit
naklady na zdravotni péci o subjekty, u
véech nelspésnych skrininki. Odména
bude vyplacena pomérnou castkou dle
skute¢ného poctu vySetreni provedenych
subjektu hodnoceni poskytovatelem pred
jeho vyrazenim z klinického hodnoceni.

Maximalni vySe odmény za neulspésny
skrinink je N
Tato odména bude uhrazena po té, co TFS
obdrzi fadnou polozkovou fakturu od
poskytovatele, @ TFS  vyplati jménem
zadavatele odménu za neuspésné skrininky

pouze po schvaleni zadavatele.

CESTOVNE A STRAVNE SUBJEKTU:
Spole¢nost TFS jménem zadavatele uhradi
poskytovateli primérenou kompenzaci
nakladd na vydaje, které subjektdm
hodnoceni vzniknou v souvislosti s jejich
Ucasti v klinickém hodnoceni, a to v
maximalni vysi

. TFS,
jménem zadavatele, bude zodpovédné za
Uhradu té&chto nakladd poskytovateli.

Zkousejici, jménem poskytovatele preda
tyto Uhrady kazdému subjektu.
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IMAGING

Scanning will be performed in FN
Kralovské Vinohrady, Department of
Nuclear Medicine, Srobarova 50, 100 34
Praha 10, Czech Republic.

Transport will be paid or arranged for the
patients. The renumeration of the imaging
examinatiuons will be paid based on a
separate Agreement with FN KV.

Pro-Rata Payments:

4.1. Payment for Subjects who do not
complete the Study may be made to
Provider on a pro rata basis.
Payment will include only those
Subjects who were enrolled before
the premature termination of the
Study or the date that notice is
received of  such premature
termination, whichever is later.

4.2. Should Sponsor terminate the Study
prior to completion, pro-rated
expenses and fees shall be paid as
set forth in Section 2.1 for each
Subject visit performed before the
premature termination of the Study
or the date notice is received of such
premature termination, whichever is
later.

4.3. If other non-cancelable costs are
incurred by Provider, written
justification must be provided to
Sponsor for review and approval,
and payment of such costs is subject
to Sponsor’s approval.

ZOBRAZOVACI METODY

Skenovani bude provedeno na pracovisti
FN Kralovské Vinohrady, Klinika nuklearni
mediciny, Srobarova 50, 100 34 Praha 10,
Ceska republika.

Pacientdm bude hrazena cesta nebo
zajistén transport na vysetfeni. Odména za
provedeni vysSetreni pomoci zobrazovacich
metod bude uhrazena FNKV na zakladé
separatni smlouvy.

Pomérné platby

4.1. Odména za lécené subjekty, které

vSak  nedokonci  celé klinické
hodnoceni, bude poskytovateli
vyplacena pomeérnou castkou.

Odména bude vyplacena pouze za
subjekty, které byly do klinického
hodnoceni zarazeny pred jejich
pred¢asnym ukoncenim nebo k datu
obdrzeni vypovédi smlouvy, podle
toho co nastane pozdéji.

4.2. Pokud zadavatel ukoncéi klinické
hodnoceni pred jeho dokoncenim,
budou odmény a nahrady na subjekt
vyplaceny v Castkdach uvedenych
v Clanku 2.1, a to za vSechny

navsétdvy  subjektld, které se
uskutecnily pred pred¢asnym
ukonéenim  klinického  hodnoceni
nebo kdatu obdrzeni vypovédi
smlouvy, podle toho co nastane
pozdéji.

4.3. Pokud poskytovateli vzniknou

neodvratné naklady, zavazuje se
predlozit zadavateli ke kontrole a
schvaleni prikazné pisemné
vylUcétovani. Uhrada téchto nékladd
pak podléha schvaleni zadavatele.
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Protocol Violators

Payments for Study Subjects who are
deemed to have been in violation of the
Protocol may be paid up to the point that
the violation occurred at the discretion of
Sponsor and/or TFS.

Payment Conditions
6.1. Payee

The payee under this Exhibit A shall be
the Provider.

6.2. Periodic Payments

Provider shall submit invoices for Services
performed and expenses incurred (as
defined in Sections 2. & 3. herein) on a
quarterly basis. Payments will be made by
electronic wire to the bank account stated
in the Investigator Request Form.
Payments shall only be made when the
following criteria have been met:

(a) Subject meets the inclusion and
exclusion criteria as defined in the
Protocol; and

(b) Study procedures have been
conducted in full compliance with the
Protocol; and

(c) Completed CRFs for the quarter have
been delivered to and/or received by
Sponsor according to any stipulated
points in time and the data contained
therein can be verified by reference
to the Study Subject’'s medical files

5. Osoby porusujici protokol

Odména za subjekty hodnoceni, které
porudily ustanoveni protokolu, mlze byt
vyplacena pouze za obdobi predtim, nez
doSlo k poruseni ustanoveni protokolu.
Rozhodnuti o tom zda v tomto pripadé
odména bude nebo nebude vyplacena,
vSak zavisi vyhradné na zadavateli anebo
TFS.

Platebni podminky
6.1. Prijemce odmény

Prijemcem odmény ve smyslu této Prilohy
A je poskytovatel.

6.2. Pravidelné platby

Poskytovatel zasle faktury za provedené
sluzby a vzniklé naklady (ve smyslu ¢lankd
2. a 3. této smlouvy) ctvrtletné. Uhrada
bude provedena elektronickym bankovnim
prevodem na bankovni uUcet uvedeny ve
formulari IRF (formuldf pro zkousejiciho).
Vyplata odmény bude provedena pouze
v pfipadé, ze budou splnéna nasledujici
kritéria:

(a) subjekt spliuje vstupni a vystupni
kritéria tak, jak jsou uvedena v
protokolu; a

(b) vSechna vysetreni v ramci klinického
hodnoceni byla provedena v souladu
s ustanovenim protokolu; a

(c) vSechny pozadované zdznamy
subjektu (CRF) byly doruceny a/nebo
prevzaty zadavatelem v souladu
s predem stanovenym c¢asovym
harmonogramem a Udaje, které tyto
zaznamy obsahuji, byly zkontrolovany
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and is complete and correct.

All  payments are subject to
withholding taxes required under the
applicable jurisdictions.

6.3. Final Payment

Notwithstanding the criteria defined
in Section 6.2 above, the final
payment shall be contingent upon
the following additional conditions:

a) all required Subject visits have
been completed; and

b) Sponsor has received all Subject
data in a form suitable for
analysis; and

c) all data clarification queries have
been resolved to Sponsor’s
satisfaction; and

d) Sponsor has verified that all
required regulatory
documentation is complete, and

e) Provider has returned all required
equipment, drugs and other
material to Sponsor; and

f) the Study close-out visit has
been completed; and

g) Provider has provided final
invoices within 30 days of close
out visit.

Provider shall have 60 days from the
receipt of the final payment under
this Agreement to identify
discrepancies and resolve any
payment disputes with TFS.

a ovéreny podle zdravotnické
dokumentace subjektl, byly shledany
spravnymi a uplnymi.

VSechny platby podléhaji srazkovym danim
podle mistné platnych pravnich predpisu.
6.3. Posledni platba

Bez ohledu na kritéria uvedena v ¢lanku
6.2 vySe, je Uhrada posledni platby

podminéna splnénim téchto dalSich
podminek:
a) VSechny pozadované navstévy

subjektd byly rddné& dokoncéeny; a

b) zadavatel obdrzel vSechny uUdaje o
subjektech ve formatu umoznujicim
jejich analyzu; a

c) vSechny dotazy ohledné
poskytnutych Gdaji byly vyreSeny ke
spokojenosti zadavatele; a

d) zadavatel ovéril, Ze  vSechna
pozadovana dokumentace pro organy
statniho dozoru je kompletni; a

e) poskytovatel vratil veskeré
pozadované vybaveni, léCiva a ostatni
materidly zadavateli; a

f) zavérecna navstéva klinického

hodnoceni radné probéhla; a

g) poskytovatel  vystavil konecnou
fakturu do 30 dnd od uskuteénéni
zavérecné navstévy klinického
hodnoceni.

Na zakladé této smlouvy ma poskytovatel
60 dni od obdrzeni kone¢né platby na
FeSeni vech rozporl a sporl v souvislosti
s vyplatou odmeén ze strany TFS.
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Institution Request Form and | 7.
Payment Instructions

7.1. TFS shall send, via e-mail
transmission, an electronic version
of the Investigator Request Form to
the Provider. This e-mail will also
contain details of where to return
the completed version of the
electronic format.

7.2. The Provider shall complete the
electronic version of the Investigator
Request Form and return it to TFS,
via e-mail transmission, at the email
address specified in the e-mail
referred to in Section 7.1 above.

7.3. TFS shall insert a paper copy of the
Investigator Request form as
Attachment 1

7.4. Payments shall be made by TFS on
behalf of Sponsor and shall be paid
within fourty (40) days of receipt,
review and approval of an original
invoice* submitted to the following
address:

TFS Trial Form Support, s.r.o.
Klimentska 1216/46

11002 Praguel

Czech Republic

Please note that invoices* must
contain the following information:

(a) Protocol Number; and
(b) Invoice Date; and

(c) Date & Description of Services
Provided; and

(d) CRO Project Number; and

Formular pro zdravotnické zafizeni a
platebni pokyny

7.1.

7.2.

7.3.

7.4.

TFS zasle poskytovateli e-mailem
elektronickou verzi formulare pro
zkousejiciho. V tomto e-mailu budou
také uvedeny informace o tom, kam
se ma v elektronickém formatu
vyplnény formular odeslat.

Poskytovatel vypIni elektronickou
verzi formulare pro zkousejiciho
(IRF) a vrati jej TFS e-mailem na
adresu uvedenou v e-mailu
popsaném v Clanku 7.1.

TFS prilozi kopii papirového
formulare IRF k této smlouvé, jako
Prilohu 1

Vyplata odmény bude provedena TFS
jménem zadavatele, a odména bude
vyplacena do ¢&tyficeti (40) dnl po
obdrzeni, zkontrolovani a schvaleni
faktury*, kterou je nutné zaslat na
nasledujici adresu:

TFS Trial Form Support, s.r.o.
Klimentska 1216/46

110 02 Prahal

Ceska republika

Upozoriiujeme, ze faktury* musi
obsahovat nasledujici udaje:

(a) Cislo protokolu; a
(b) datum vystaveni faktury; a

(c) datum a popis poskytovanych
sluzeb, a

(d) Cdislo projektu CRO; a
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(e) Total amount payable; and

(f) Exchange rate used (where
applicable)

Where the payee is VAT/GST
registered then the following
information should also be provided:

e VAT / GST registration number of
the supplier (payee), prefixed
with  their country code (if
applicable); and

e VAT / GST registration number of
the customer (TFS), prefixed
with  their country code (if
applicable). The invoice must
also state the Sponsor as the
Service recipient with its name
and address on the invoice; and

e The rate of VAT / GST and
amount of VAT / GST payable;
and

e The amount exclusive of VAT /
GST (net amount); and

e Total amount payable (gross

amount).

* Debit Notes should be provided by Provider
in countries unable to issue invoices.

(e) Celkovou ¢astku k Uhradé; a

(f) pouzity sménny kurz (u faktur
v cizi méné pokud se uplatiuje)

V pripadé, ze je prijemcem odmény
platce DPH (dan z pfidané hodnoty)
nebo dané z obratu, musi faktura

obsahovat také nasledujici

informace:

e Darnove identifikacni cislo
(DIC)/Registracni  Cislo  k dani
z obratu prijemce odmény

(dodavatele) s kédem zemé, kde
prijemce odmény ma své sidlo
(pokud je takovy koéd soucasti
registracniho cisla); a

e Darlové identifika¢ni ¢islo (DIC)
odbératele (TFS) s kddem zemg,
kde ma odbératel své sidlo (pokud
je takovy kéd soucasti
registracniho cisla). Faktura musi
dale nést nazev a adresu
zadavatele, jako prijemce sluzby;
a

e Sazbu DPH/dané zobratu a
celkovou castku splatného
DPH/dané z obratu; a

e Céastku bez DPH/dané z obratu
(Cista Castka); a

e Celkovou castku k uhradé, vcetné
dané.

* \ zemich, kde neni mozné vystavit faktury,
vystavi poskytovatel dluhopisy.




