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SMLOUVA O SLUZBACH PRO KLINICKE
HODNOCENI

uzaviena mezi

PPD Investigator Services LLC.,

se sidlem 929 North Front St, Wilmington. NC
28401, USA, ICO: 46-2919241. (dale oznacovanou
jako ,,PPD”)

a

Institut Kklinické a experimentilni mediciny s
hlavnim mistem podnikani Videriska 1958/9, 140 21
Praha 4, Ceska republika, zastoupeny MUDr. Alefem
Hermanem, Ph.D. — feditelem,

pracovisté Ustavni lékdrna na adrese, Videriska
1958/9, 140 21 Praha 4, Ceska republika

1CO: 00023001
DIC: C700023001
(dale oznacovanou jako ,Lékirna”)

PPD a Lékarna jsou déle jednotlivé oznadovéany
jako ,smluvni strana“ a spolc¢né jako ,.smiuvni
strany**.

VZHLEDEM K TOMU, ZE PPD chce povéfit
Lékarnu poskytovanim sluZzeb vramci klinického

Lékdrna je ochotna tento ukol piijmout.

VZHLEDEM K TOMU, ZE
Klinického hodnoceni je spole¢nost
GlaxoSmithKline Research and Development
Limited, se sidlem 980 Great West Road, Brentford,
Middlesex, TW8 9GS, Velkd Britanie (ddle jen
,»GSK*).

zadavatelem

VZHLEDEM K TOMU, ZE si smluvni strany
pieji stanovit podminky své dohody ve formé
Smlouvy o sluzbach pro klinické hodnoceni (déle
oznacovana jako ,,Smlouva®).

AGREEMENT FOR CLINICAL

DEVELOPMENT SERVICES
Between
PPD Investigator Services LLC., with its
registered address at 929 North Front St,

Wilmington, NC 28401, USA, Company ID no.:
46-2919241 (“PPD”)

and

Institut klinické a experimentilni mediciny with
its principal place of business at Videriskd 1958/9,
140 21 Praha 4, Czech Republic, represented by Mr.
MUDr. Ale$ Herman, Ph.D. - director.

department of Institutional Pharmacy with plate
of business at Videriskd 1958/9, 140 21 Praha 4,
Czech Republic

Company ID number: 00023001

Tax ID number: CZ00023001

(“Pharmacy”™)

PPD and Pharmacy arc herein referred to ecach as a

“Party” and, collectively, as the “Parties”.

WHEREAS, PPD is willing to entrust Pharmacy
with  clinical development services in_ the

accept this task.

WHEREAS, the Clinical Trial is sponsored by
GlaxoSmithKline Research and Development
Limited, with registered address at 980 Great West
Road, Brentford, Middlesex, TW8 9GS, United
Kingdom (“GSK”).

WHEREAS, the Parties are willing to set forth the
terms and conditions of their agreement and
understandings into an Agreement for Clinical
Development Services (hereinafter referred to as the




Davérné

NA ZAKLADE TOHO, sohledem na udaje a
ujedndni uvedend v této Smlouve, se smluvnf strany
dohodly takto:

1. Lékdrna bude PPD poskytovat sluzby
klinického pro klinické hodnoceni (déle
oznatované  jako  ,Sluzby”) v tomto
rozsahu:

Lékarna bude poskytovat Sluzby, jak jsou
popsany v této Smlouve, za dhradu &astek
uvedenych v Piiloze 1. Tato odména
zahrnuje veskeré Sluzby véetné daliich
pomocnych sluzeb poskytovanych dle této
Smlouvy. Vyse uvedena platba tvor{ plnou
a celou odménu za velkeré povinnosti
pInéné dle této Smlouvy.

Zvetejnéni plateb.

Lékarna souhlasi s tim, ze GSK nebo jeho
spole¢nosti ve skupiné mohou zvefejnit
vysi finanénich prostiedkd vyplacenych
l€karmné spolecnosti GSK nebo PPD v jeho
zastoupeni za  provadéni  klinického
hodnoceni, a vramci tohoto zvefejnéni
mohou uvést totoznost poskytovatele a
hlavniho zkousejiciho jako ¢dst tohoto
zvefejnéni.

Confidential

“Agreement”).

NOW THEREFORE, in consideration of the
premises and covenants herein, the Parties hereto
agree as follows:

1. Pharmacy shall render clinical
development services to PPD (hereinafter
referred to as “the Services”) consisting
of:

Pharmacy will perform the Services as
outlined in  this Agreement in
consideration for the fees indicated in said
Exhibit 1. Such fees shall cover all
Services and other ancillary services
rendered under this Agreement. The
above-noted payment is full and complete
compensation for all obligations assumed
under this Agreement.

Disclosure  of  Research  Payments.
Pharmacy agrees that the GSK or its
affiliates may make public the amount of
funding provided to Pharmacy by the GSK,
or PPD on the GSK’s behalf for the conduct
of the Study and may identify Institution
and Investigator as part of this disclosure.
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Diavérné

GSK (prostrednictvim PPD) doda Lékarng 2.

Material,  ktery  Lékdrna  potiebuje
k poskytovani Sluzeb dle této Smlouvy.
Lékdrna Materidl pfijme, provede viechny
potfebné kontroly a preda Material
Pracovisti klinického hodnoceni. Lékarna
bude prostiednictvim povéieného
1ékdrnika nasledn& provadét na Pracoviiti
klinického hodnoceni mési¢ni kontroly a
vypliiovat vedkerou potfebnou
dokumentaci ptedanou firmou PPD a/nebo
GSK.

V piipadé zaniku této Smlouvy
z jakéhokoli diivodu se Lékdrna zavazuje
vrétit GSK (prosttednictvim PPD) veskery
nepouzity Material dodany GSK na
zékladé této Smlouvy.

Lékarna se zavazuje, Ze bude uchovévat
vtajnosti a chranit jako davérné veskeré
vychozi informace, Udaje a dokumenty
pouzivané pii plnéni této Smlouvy nebo
lakové, k nimZ Ldékarna ptipadng ziska
plistup v pribéhu plnéni této Smlouvy
(dale jen ,Informace”). Informace budou
udrZovany v pfisné tajnosti  a  bez
picdchoziho pisemného  schvaleni PPD
nebudou  poskytnuty  Zddnym  tietim
osobam, které se piimo & nepfmo
nepodileji na poskytovéni SluZeb dle této
Smlouvy.

Lékarna zajisti dodrzovéni tohoto zdvazku
mlcenfivosti v vech  zaméstnanci,
zastupel, povéfenc a osob &i spolednosti,
s nimiz budou uzavieny Smlouvy nebo
dohody o poskytovani Sluzeb.

Obsah této Smlouvy nesmi byt poskytnut
tretim osobam, pokud se na tom obé&
smluvni strany nedohodnou.

Povinnost  utajeni stanovena  touto
Smlouvou se nevztahuje na takové
informace, o nichz maze Lékamna
prokazat, Ze ji byly jiZz znamy, informace,
které jsou vefejné¢ dostupné nebo se
takovymi stanou bez zavinéni Lékéarny, a
informace ptedané Lékarné tieti osobou,
kterd je opravnéna je piedat.

Confidential

GSK (through PPD) will supply Pharmacy
with the Materials necessary for Pharmacy
to perform the Services hereunder.
Pharmacy will receive the Materials,
perform all necessary checks and transfer
the Materials to the Clinical Trial Site.
The Pharmacy, through its delegated
pharmacist will then perform monthly
checks at the Clinical Trial Site and fill
out all necessary documentation as
supplied by PPD and/or GSK.

Upon termination of this Agreement for
any reason, Pharmacy agrees to return to
GSK (through PPD) all unused quantities
of Materials supplied by GSK under this
Agreement.

Pharmacy agrees to keep confidential and
protect as confidential all background
information, data, document used in the
execution of this Agreement or to which
Pharmacy may have access to during the
performance of  this Agrcement
(hercinafter “Information™). Information
will be kept strictly confidential and will
not be disclosed to any third parties who
are not directly or indirectly engaged in
the exccution of the Services hereunder,
without prior written approval from PPD.

Pharmacy will enforce this pledge of
confidentiality with all its employees,
agents, assignees and all persons and/or
companies with whom agreements or
arrangements have been made to carry out
the Services.

The contents of this Agreement shall not
be disclosed to third parties unless agreed
to by both Parties.

The obligations of confidentiality imposed
by this Agreement shall not apply to
Information which Pharmacy can show
was already known to Pharmacy,
Information which is or becomes part of
the public domain through no fault of
Pharmacy, and Information which is given
to Pharmacy by a third party who has a
right to do so
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Duavérné

10.

Veskera
prohlasenti, ktera se maji provadét dle této
Smlouvy, budou Lékarng zasildna na vyse
uvedenou adresu nebo na jinou adresu &i
adresy nasledné pro tyto ugely pisemné
uréené smluvnimi stranami.

oznameni, platby nebo

Povinnosti stanovené v odst. 2 a 3 tohoto
Clanku zistavaji v platnosti i po zaniku
této Smlouvy.

Lékarna bude poskytovat Sluzby jako
nezavisly — dodavatel a nad = svymi
zaméstnanct a zastupci bude mit plnou a
vyluénou kontrolu.

I.ékarna bude dodrZovat viechny piisiuiné
pozadavky predpisi tykajici se spravné
klinické praxe a spravné laboratorn{ praxe,
vyhlasku ¢ 226/2008 Sb. o spravné
klinické praxi a bliz8ich podminkach
klinického hodnoceni 18¢ivych pripravki,
zakon ¢&. 378/2007 Sb. o lécivech, a
vdechny dalsi piislusné predpisy nebo
takové, na nichz se smluvni strany
dohodnou. V pripadé zmény takovych
piislusnych piedpisti se Lékdrna vynasnazi
novym piedpisim vyhovét, nakolik to od
ni |ze spravedlivé poZadovat.

Zadna smluvni strana nepouZije nazev
druhé  smluvni strany nebo jména
zaméstnanct ¢i zdstupch druhé smluvni
stany v zadné reklamé ¢&i propagacnim
materidlu nebo publikaci bez predchoziho
pisemného souhlasu druhé smluvni strany.

Pokud néktera smluvni strana porusf
podstatné ujedndni nebo ustanoveni této
Smlouvy a nezjednid ndpravu do tiiceti

dnll po doruéeni pisemné vyzvy druhé
smluvn{ strany k napravé daného porugeni,
je druhd smluvni strana opravnéna od

10.

Confidential

Any notices, payments or statements to be
made under this Agreement shall be made

to Pharmacy at the address above
mentioned, or at such other address(es)
later designated in writing by the Parties
for such purposes.

The obligations set forth in paragraphs 2
and 3 hereof shall survive the expiration
or termination of this Agreement.

Pharmacy shall perform the Services as an
independent contractor and shall have
complete and exclusive control over its
cmployees and agents.

Pharmacy will comply with all relevant
regulatory requirements concerning Good
Clinical Practices and Good Laboratory
Practices, Decree no. 226/2008 Coll. on
good clmnical practice and dclailed
conditions of clinical trials on medicinal
products, Act no. 378/2007 Coll. on
Pharmaceuticals, and with all other
applicable regulatory requirements or as
agreed to between the Parties. If such
relevant regulatory requirements change,
Pharmacy will make reasonable efforts to
satisfy the new requirements.

No Party shall use the other Party’s name
or the names of the other Party’s
employees or agents in any advertising or
sales promotional material or in any
publication without the prior written
consent of the other Party.

If either Party fails to perform material
covenants or provisions of this Agreement
and 1f such default is not corrected within
thirty_ days after receiving written
notice from the other Party with respect to
such default, such other Party shall have
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Duvérné

11.

12.

13.

14,

15.

Smlouvy odstoupit pisemnym oznamenim
zaslanym strang, kterd Smlouvu porusila,
za podminky, e oznameni o odstoupeni
musi byt dorugeno do t¥i [l mesicu od
ptisludného poruseni Smlouvy a difve, ne
byla zjednana naprava.

V piipad€ podstatné chyby Lékérny pfi
poskytovani SluZeb, ktera snizi kvalitu
Sluzby nebo jejich &ast, je Lékarna vici
PPD povinna bud’ podstatnou chybu na
vlastni naklady odstranit, anebo pokud by
niprava byla nepiimétena, vrati Lékarna
firm¢ PPD piislugnou ¢ast smluvni ceny.
Odpovédnost Lékarny dle této Smlouvy se
nevztahuje na vady vzniklé z informact
poskytnutych Lékarné firmou PPD. PPD
oznami Leékarné své naroky vyplyvajici
z podstatnych chyb do tii [l mésica po
zaniku Smlouvy.

Smluvn{ strany budou provadét klinické
hodnoceni v souladu s antikorup&nimi
picdpisy, jak je stanoveno v priloze 2

Je-li nékterda podminka &i okolnost téchto
vSeobeenych  podminek nebo  Smlouvy
zeela nebo Castednd neplatnd ncbo se
takovou stanc, nema to vliv na Smlouvu
ani na vSeobeené podminky.

Lékarna tuto Smlouvu ani jeji &ast
nepievede na tieti osobu bez predchoziho
pissmného souhlasu PPD, ktery nebude
bezdivodné odepien.

Tato Smlouva nabyva Gc¢innosti dnem
svého podpisu posledni smluvni stranou a
ziistane v platnosti  do  dokonéeni
klinického hodnoceni na  Pracovisti
klinického hodnoceni, tj. priblizng do
B okud nebude dohodou
smluyvnich stran prodtouZena. PPD je viak
oprdvnéna tuto Smlouvu vypovedst bez
udani  divodu  pisemnou  vypovédi
doru¢enou Lékarné s vypovédni Ihdtou
patnacti Po obdrzeni vypovédi je
Lékarna povinna okamzité ukonéit praci.
PPD je povinna vhradit provedenou praci
a vynaloZené naklady do dne vypovedi.

11.

12.

13.

15.

Confidential

the right to terminate this Agreement by
giving written notice to the Party in
default provided the notice of termination
is given within threc[l] months of the
default and prior to correction of the
default.

In the event of a material error by
Pharmacy in the performance of the
Services that renders the Services or a part
of it invalid, Pharmacy’s obligation to
PPD shall be to either correct the material
error at Pharmacy’s own expense, or if
such correction be unreasonable, then
Pharmacy shall refund PPD an appropriate
portion of the contract price. Pharmacy’s
liability hereunder shall not apply to
defects arising out of the information
provided by PPD to Pharmacy. PPD shall
notify Pharmacy of its claims of material
error not later than three Jl] months after
termination of the Agreement.

The Parties shall conduct the Clinical Trial
in accordance with the anti-corruption
practices set out in Attachment 2

Should any term or condition of these
general terms or of the Agrecment on the
performance of the Scrvices be or become
totally or partially invalid, ncither the
Agreement nor these general terms shall
be affected thereby.

Pharmacy shall not assign this Agreement
or parts of this Agreement without the
prior written consent of PPD, which
consent shall not be unreasonably
withheld.

This Agreement will be effective as of the
date of last signature of this Agreement
and remain in effect until the conclusion of
the Clinical Trial at the Clinical Trial Site,
approximately until unless
extended by mutual agreement of the
Parties. However, PPD shall be entitled to
terminate this Agreement without cause by
delivering fifteen days advance
written notice to Pharmacy. Upon receipt
of said notice Pharmacy shall immediately
cease work. PPD shall remain liable for
payment for work performed and costs
incurred up to the date of termination.
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Digvérné

16.

Tato Smlouva obsahuje celou dohodu
smluvnich stran ve vé&ci svého predmétu a
lze ji ménit pouze pisemnou dohodou
smluvnich stran,

17.  Tato Smlouva se fidi pravem Ceské republiky.

18. Tato Smlouva je uzaviena ve dvou (2)
vyhotovenich, z nichZ kazd4 smluvni strana
obdrzi jedno vyhotoveni.

PPD:

Datum /

Lékarna / Pharmacy:

Datum /

Date: 14

22 06, ny

Date:

16.

17.

18.

Confidential

This Agreement constitutes the entire
understanding of the Parties with respect
to the subject matter hereof and shall not
be modified except by subsequent mutual
written agreement.

This Agreement shall be construed and
interpreted according to the laws of the
Czech Republic.

This Agreement is concluded in two (2)

counterparts — one for each Party.
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