Smlouva o jisténi jakosti

Quality agreement

1. Novartiss.r.o.

1. Novartiss.r.o.

Praha 4, Nusle

se sidlem Na Pankraci 1724/129, PSC 140 00

registered office at Na Pankraci 1724/129,
Post code 140 00, Prague 4, Nusle

Zastoupend Emilie Marie Grand-Perret,
jednatelka

represented by Emilie Marie Grand-Perret,
executive director

IC: 645759 77

ID no.: 64 57 59 77

DIC: CZ 64 57 59 77

VAT ID no.: CZ 64 57 59 77

Bankovni spojeni:

Bank connection:

soudu v Praze, oddil C, vlozka 41352

Zapsana v obchodnim rejstfiku: Méstského

Registered in the Commercial Register:
Municipal Court in Prague, section C, file
41352

(ddle jen ,Novartis“)

(hereinafter referred to as ,Novartis”)

and

2. Néazev nemocnice: Fakultni Thomayerova
nemocnice

2. Hospital name: Fakultni Thomayerova
nemocnice

Sidlo: Videniska 800, 140 59 Praha 4 — Kr¢

Registered office at: Videnska 800, 140 59
Praha 4 — Kr¢

feditel

Zastoupen: doc. MUDr. Zdenék Benes, CSc.,

Represented by: doc. MUDr. Zdenék Benes,
CSc., director

1C: 00064190

Identification Number: 00064190

DIC: CZ00064190

Tax ldentification Number: CZ00064190

Bankovni spojeni: GGG

Bank details: DN |

u Méstského soudu v Praze, Pr, vl. 1043

Organizace je zapsana v Obchodnim rejstiiku

Registered in the Commercial register of
Municipal Court in Prague, Pr, vl. 1043

(dale jen , Kupujici®)

(hereinafter referred to as the “Buyer”)

spole¢né také jen ,Strany”.

both together referred to as the “Parties”

,Smlouva“)

uzavreli ddle uvedeného dne, mésice a roku podle
ustanoveni § 1746 odst. 2 zakona ¢. 89/2012 Sb.,
obcanského zakoniku v platném znéni (dale jen
,Obcansky zakonik”) tuto smlouvu (dale jen

concluded according to provision of §1746 sec. 2
act no. 89/2012 Coll., the Civil Code, as
amended, (hereinafter referred to “Civil Code”)
on the day, month and year as specified below,
the following agreement (hereinafter referred to
as the “Agreement”)

Preambule

Preamble

Strany jednaji o uzavieni nebo jiZz uzaviely
Smlouvu o obchodnich podminkach pfi dodani

zbozi, jejimZ predmétem jsou zavazky Stran pfi
dodavani zbozi, a obchodni, zejména cenova,

ujednani tykajici se téchto dodavek. V pripadé

rozporl mezi touto Smlouvou a Smlouvou o
obchodnich podminkach pti dodani zboZi ma
prednost tato Smlouva.

The Parties are currently negotiating or
concluded Agreement on commercial
conditions of supply of goods, which sets
commitments of the Parties within supply of
goods, and commercial, in particular price,
provision concerning such supplies. In case of
any discrepancies between this Agreement
and the Agreement on commercial
conditions of supply of goods, this
Agreement prevails.

Ucelem této Smlouvy je zajistit zfetelnou délbu
povinnosti vyplyvajicich z platného prava,
které upravuje nakladani s [éCivymi pFipravky,

predevsim ze zakona €. 378/2007 Sb., ve znéni

pozdéjsich predpisli, o zménach nékterych

The purpose of this Agreement is to clearly
distribute between the Parties the duties
arising from applicable laws governing
handling of human medicinal products, in
particular Act no. 378/2007 Coll.,, on
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souvisejicich zakond (zakon o lécivech), dale
jen ,ZOL“, a jeho provadécich predpist
upravujicich spravnou vyrobni praxe a spravné
distribu¢ni praxe, tedy zejm. vyhlasky
€. 229/2008 Sh., ve znéni pozdéjsich predpist.

Pharmaceuticals and on changes of various
related acts (Act on Pharmaceuticals), as
amended, hereinafter referred to as “AOP”,
its implementing regulations governing good
manufacturing practice and good
distribution practice, i.e. the order no.
229/2008 Coll., as amended.

Zbozim se pro Ucely této Smlouvy rozumi
jakékoliv humanni lécivé pripravky, které
doddva nebo kterymi obchoduje na ceském
trhu Novartis.

Goods shall for the purpose hereof mean any
human medicinal products supplied or
commercialized in the territory of the Czech
Republic by Novartis.

Strany se dohodly, Ze pokud zjakéhokoliv
pravniho divodu bude Kupujicimu dodano
Zbozi prostfednictvim komisionare
Prodavajictho nebo pfimo od Prodavajiciho,
bude se na prava a povinnosti Stran této
Smlouvy aplikovat tato Smlouva, ledaze jiny
pravni divod bude konkrétni nebo vsechna

The Parties hereby agree that if for any legal
reason shall be the Goods delivered to the
Buyer by Commission Agent of Novartis or
directly by Novartis, rights and duties of the
Parties shall be governed by this Agreement
unless all or any provision of this Agreement
are expressly excluded in the other legal

ustanoveni této Smlouvy vyslovné vylucovat. reason.

. L.
Odpovidajici povoleni

Relevant Approvals

Povinnost byt drzitelem povoleni k distribuci l1éCivych pripravkl, povinnost
udrZovat toto povoleni v platnosti a Ucinnosti po celou dobu trvani této
Smlouvy, povinnost ozndamit druhé strané, pokud toto povoleni zanikne i
pozbude platnost nebo bude pozastaveno z jakéhokoliv divodu predem,
pokud to bude zndmo, nebo neprodlené poté, nejpozdéji do dvou (2)
pracovnich dnd, co se o zaniku platnosti nebo pozastaveni povoleni dozvi.
Soucdsti oznameni uclinéného predem bude
predpoklddaném terminu zaniku platnosti nebo pozastaveni povoleni.
Povinnost oznamit druhé strané neprodlené obnoveni platnosti povoleni.
/Obligation to be a holder of Distribution License, obligation to keep the
Authorization valid and in force during the term of this Agreement,
obligation to notify the other party if known in advance that for any reason
the Authorization loses effect or validity, or its effect is postponed, in any
case immediately, at least two (2) working days after that becomes aware
of loose of effect or validity or postponement. The notification made in
advance shall contain estimated date of loose of effect or validity, or
postponement. The obligation to notify the other party on renovation of
validity of the Authorization.

Povinnost byt drzitelem povoleni k poskytovani zdravotnich sluzeb -
Iékarenské péce, v rozsahu vydeje léCivych pfipravk(, povinnost udrZovat
toto povoleni v platnosti a ucinnosti po celou dobu trvani této Smlouvy,
povinnost oznamit spolecnosti Novartis, pokud toto povoleni zanikne di
pozbude platnost nebo bude pozastaveno z jakéhokoliv divodu predem,
pokud to bude zndmo, nebo neprodlené poté, nejpozdéji do dvou (2)
pracovnich dn(, co se o zaniku platnosti nebo pozastaveni povoleni dozvi.
Soucdsti ozndmeni ucinéného pfedem bude
predpokladaném terminu zaniku platnosti nebo pozastaveni povoleni.
Povinnost oznamit spolecnosti Novartis neprodlené obnoveni platnosti

Novartis | Kupujici
/Buyer
X
také informace o
X
také informace o
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povoleni. /Obligation to be a holder of authorization to provide health
services, supply to public (pharmacy care), obligation to keep the
Authorization valid and in force during the term of this Agreement,
obligation to notify Novartis if known in advance that for any reason the
Authorization loses effect or validity, or its effect is postponed, in any case
immediately, at least two (2) working days after that becomes aware of
loose of effect or validity or postponement. The notification made in
advance shall contain estimated date of loose of effect or validity, or
postponement. The obligation to notify Novartis on renovation of validity of
the Authorization.

Nebezpeci Skody na Zbozi Damage to Goods

Novartis

Kupujici
/Buyer

Vlastnické pravo ke ZboZi do predani ZboZzi /ownership to Goods until
handover of Goods.

X

Vlastnické pravo ke ZboZi od prevzeti ZboZi /fownership to Goods after
takeover of Goods.

Nebezpeci vzniku Skody na ZboZi do okamiZiku, kdy Kupujici mél Zbozi
prevzit. /Risk of Damage to Goods until the moment when the Buyer was
obliged to take over the Goods.

Nebezpeci vzniku Skody na Zbozi od okamziku, kdy Kupujici mél Zbozi
prevzit. /Risk of Damage to Goods after the moment when the Buyer was
obliged to take over the Goods.

Povinnost prevzit fadné dodané Zbozi spole¢nosti Novartis od komisionare i
v pfipadé, Ze nebylo dodano v celém objednaném rozsahu. /Obligation to
take over Goods of Novartis duly delivered by the Commission Agent, even
if not delivered in full ordered amount.

Jakost plnéni Quality of Goods

Novartis

Kupuijici
/Buyer

Povinnost dodat ZboZi vsouladu s platnym pravem, zejména ZOL a
vyhlaskou ¢. 229/2008 Sh., spravnou distribucni praxi a u Zbozi, které je
registrované, také v souladu s rozhodnutim o registraci takového Zbozi.
Dodavky jsou spole¢nosti Novartis zajistovany prostfednictvim komisionare.
/Obligation to supply Goods in compliance with applicable laws, in particular
AOP and order no. 229/2008 Sb., on Good Distribution Practice, and in case
of authorized Goods also in compliance with Marketing Authorization of
Goods. The supplies of Novartis are executed by the Commission Agent.

X

Povinnost zajistit, Ze ZboZi v okamZiku prechodu nebezpeci Skody na Zbozi
dle ¢&l. Il. odst. 3 a 4 je v jakosti odpovidajici pFislusnym predpisim Ceské
republiky, a to v€etné poZadavkil na jeho skladovéani a pfepravu. /Obligation
to ensure that the Goods at the moment of transition of risk of damage to
Goods is in accordance with art. Il., sec. 3 and 4 is of quality compliant to
applicable laws of the Czech Republic, including requirements for storage
and transport.

Povinnost seznamit se s podminkami skladovani veskerého Zbozi
dodavaného spolecnosti Novartis a dodrZzovat je. /Obligation to learn about
requirements of storage of all Goods supplied by Novartis and obligation to
respect them.
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Povinnost nevystavit ZboZi dodané spolecnosti Novartis pti skladovani a
manipulaci takovym ZboZim vliviim, které by ZboZi poskodily a znehodnotily,
napt. nadmérnym kladnym &i zadpornym teplotam, vlihkosti apod. a pecovat
o Zbozi tak, aby byly zachovany jeho vlastnosti a aby nedoslo k poskozeni
jména Novartis a jeho koncernu a jejich ochrannych znamek. /Obligation not
to expose Goods supplied by Novartis during its storage or manipulation to
such conditions that may harm or devalue the Goods; e.g. excessively high
or low temperature, humidity, etc., obligation to take care of Goods so that
its original quality is kept and to avoid any damage to goodwill of Novartis,
its concern and its trademarks.

Pravo v mimoradnych a zvlast opodstatnénych pfipadech (napfiklad pfi
opodstatnéném podezieni zporuseni podminek skladovani Zbozi)
kontrolovat po predchozim pisemném upozornéni zpUsob skladovani ve
skladu Kupujiciho. /Right to perform a control of storage of Goods in Buyer’s
warehouse in extraordinary and specially grounded cases (e.g. in case of
suspected breach of conditions of storage of Goods), provided prior written
notice was delivered.

Povinnost strpét v mimofadnych a zvlast opodstatnénych pripadech
(napriklad pfi opodstatnéném podezieni z poruseni podminek skladovani
Zbozi) kontrolu skladovani ve skladu Kupujiciho po predchozim pisemném
upozornéni na provedeni kontroly. /Obligation to stand the control of
storage of Goods in Buyer’s warehouse in extraordinary and specially
grounded cases (e.g. in case of suspected breach of conditions of storage of
Goods) provided prior written notice was delivered.

V. V.
Prohlidka Zbozi, reklamace vad Defects and Claim of

defective goods

Novartis

Kupujici
/Buyer

Povinnost prohlédnout ZboZi s odbornou pédi ihned pfi jeho prevzeti, neni-
li to z povahy jeho baleni mozné, co nejdfive po prevzeti. /Obligation to
examine the goods with professional care immediately after the takeover
and if such examination is not possible due to nature of its packaging,
without undue delay after takeover.

X

Povinnost informovat pisemné komisionafe spolecnosti Novartis o
veskerych vadach Zbozi zjisténych pfi prohlidce i vadach, které nebylo
mozné zjistit pfi vynaloZeni odborné péce pfi prohlidce Zbozi
prostfednictvim reklamacniho protokolu obsahujiciho specifikaci vadného
Zbozi, poc¢tu vadnych baleni, Cisla SarZze a druhu vady nejpozdéji do 24 hodin
od zjisténi této skutecCnosti (v pfipadé dnl pracovniho volna a svatkd
nasledujici pracovni den). V ptipadé zjisténi zdvady v jakosti povinnost
informovat soucasné také spolecnost Novartis emailem na adrese:
I /Obligation to notify the defects
found during the examination of Goods as well as the defects that could not
be found even with professional care during examination of Goods to the
Commission Agent of Novartis using defective goods protocol containing
specification of defective Goods, number of defective packages, batch
number and defect specification. Such notification must be made in 24
hours following detection of the defect (during weekends and public
holidays the following working day). In the event of a quality defect, the
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obligation to notify Novartis at the same time by e-mail at:

3. Povinnost uskladnit vadné ZboZi oddélené od jakychkoliv [éCivych pFipravki
a pokud to bude pozadovano, umoznit kontrolu takového Zbozi spoleénosti
Novartis. /Obligation to store the defective Goods separately and if required
allow a control of defective Goods by Novartis.

4. Pravo odmitnout jako neddvodnou a shledat jako neopravnénou reklamaci, X
ktera byla zjevné povahy a nebyla uplatnéna nejpozdéji do sedmi (7)
kalendarnich dnl od prevzeti ZboZi nebo reklamaci vady Zbo?i, které nebylo
prohlédnuto podle odst. 1 /Right to decline as groundless or unlawful
complaint of defect of obvious nature that was not notified to Novartis
within seven (7) calendar days following takeover of Goods or any complaint
of defect concerning Goods that was not examined under sec. 1.

5. Vyhradni pravo rozhodnout o opravnénosti reklamace. Pro odstranéni X
jakychkoliv pochybnosti se ujednava, Ze spole¢nost Novartis neni povinna
z 724dného pravniho dlvodu odebrat fadné dodané ZboZi zpét, pokud
nepljde o vyporadani reklamace nebo stazeni ZboZi podle této Smlouvy.
/Exclusive right to decide on justification of the complaint of defects. To
avoid any misunderstandings it is agreed that Novartis is not obliged for any
legal title to take back any Goods duly supplied, unless as part of settlement
of complaint of defect or recall of Goods under this Agreement.

6. Povinnost vratit reklamované ZboZi komisionafi spole¢nosti Novartis pfi
nejblizsi dodavce, pokud byla reklamace spolec¢nosti Novartis akceptovana.
/Obligation to return the defective Goods with next supply to the
Commission Agent of Novartis, if the seller accepted the complaint.

V. V.
Stazeni Zbozi Recall of Goods

Novartis

Kupuijici
/Buyer

1. Pokud bude ZboZi postupovdno tfetim osobdm, povinnost zajistit, aby
takova treti osoba byla povinna ZboZi vratit Kupujicimu, pokud Novartis,
jakykoliv ¢len jeho koncernu a/nebo odpovédny organ rozhodne o stazeni
takového Zbo?i z trhu v Ceské republice. Toto ustanoveni se nevztahuje na
Zbozi vydané na recept nebo pouzité pfi poskytovani zdravotni péce.
/Except for Goods dispatched by the Buyer on medical prescription in
pharmacy and Goods used by the Buyer within provision of health service,
the obligation for every case when the Goods is supplied to third person,
reserve in relevant agreement the right to claim return of the Goods due to
decision of Novartis or of competent authority on recall of Goods.

X

2. Povinnost neprodlené, nejpozdéji vsak do data uvedeného v Zadosti o
stazeni konkrétniho Zbozi z trhu komunikovaného kupujicimu komisionafem
spole¢nosti Novartis vratit prostfednictvim komisionare vsechno Zboii,
kterého se stazeni tyka. /Obligation to return to the Commission Agent of
Novartis all Goods designated for recall immediately, at least on the date set
in recall notification of particular Goods from the market that was delivered
to the buyer by Commission Agent of Novartis.

3. Svyjimkou zboZi vydaného kupujicim na recept v |ékarné a zbozZi pouzitého
kupujicim pfi poskytovani zdravotni sluzby na zdkladé vyzvy spole¢nosti
Novartis povinnost neprodlené vyzvat k vraceni Zbozi vSechny tfeti osoby,
kterym dodal Zbozi, jehoz se stazeni tyka, a ZboZi takto vracené tfeti osobou
predat spole¢nosti Novartis prostfednictvim komisionare. /Except for goods
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dispatched by the buyer on medical prescription in pharmacy and goods
used by the buyer within provision of health service, obligation to - on
appeal of Novartis - immediately request return of Goods from all third
persons to whom the buyer supplied the Goods designated for recall, and
such returned Goods return to Novartis through the Commission Agent.

Povinnost poskytnout veskerou potifebnou soucinnost k radnému stazeni X
Zboii, jehoZ se staZeni tyka. /Obligation to provide any and all cooperation
necessary for due recall of Goods designated for withdrawal.
VI. VL.
Farmakovigilance Pharmacovigilance
Novartis | Kupujic
i/Buyer
Povinnost bezuplatné oznamit, vsouladu se zdkonnou povinnosti X

stanovenou § 93b ZOL, Statnimu Ustavu pro kontrolu léCiv nebo soucasné i
spolecnosti Novartis e-mailem na adresu
farmakovigilance.cz@novartis.com, faxem na ¢islo +420 225 775 445 nebo
telefonicky na Cislo +420 800 404050 veskera podezieni na zdvainy nebo
neocekdvany nezadouci ucinek tykajici se Zbozi, o kterych se Kupujici
dozvédél v souvislosti se svoji Cinnosti, a to nejpozdéji do 24 hodin od ziskani
takové védomosti (v pfipadé dnl pracovniho volna a svatkd nasledujici
pracovni den). DodrZzovanim zakonné povinnosti uvedené v predchozi vété
se rozumi to, Ze v souladu s touto povinnosti stanovenou v § 93b ZOL budou
postupovat pracovnici Kupujictho. Spolecnost Novartis mlze zménit
kontaktni udaje uvedené vySe pisemnym informovanim Kupujictho o
provedeni takové zmény. /Obligation to free of charge notify, in accordance
with its legal obligation set out in Sec 93b of AOP, to the State Institute for
Drug Control or simultaneously to Novartis by e-mail at
farmakovigilance.cz@novartis.com, by fax on the number +420 225 775 445
or by telephone on the number +420 800 404050 of all suspected serious or
unexpected adverse reactions concerning Goods that Buyer became aware
in connection with its activities, no later than within 24 hours after obtaining
this awareness (during weekends and public holidays the following working
day). By respecting the legal obligation mentioned in the previous sentence
it is understood that the legal obligation set out in Sec 93b of AOP shall be
followed by the staff of the Buyer. Obligation to assess under applicable
laws all notifications of adverse event and eventually trace further
information and in due time notify the adverse event to competent
authority. Novartis may change the above contact details, provided Buyer
is given notice in writing of such change.

VIL.
Trvani Smlouvy

VII.

Term of the Agreement

. Tato Smlouva se uzavira na dobu neurcitou.

period of time.

1. This Agreement is concluded for indefinite

Kterdkoliv Strana je opravnéna tuto Smlouvu | 2. Any of the Parties

can terminate this

vypovédét pisemnou vypovédi i bez udani
dlvodu. Pokud je pisemna vypovéd
dorucena druhé strané, zanikne ucinnost
této Smlouvy uplynutim IhGty 3 mésica od

Agreement by written notice on termination
without giving a reason. If the notice is
delivered to the other Party, this Agreement
loses effect on expiration of period of 3 month

doruceni vypovédi. Tato lh(ta bézi od following delivery of the notice. This period
prvniho dne kalendarniho mésice commences on the first day of the calendar
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nasledujiciho po mésici, ve kterém byla
pisemna vypovéd dorucena.

month following the month when the written
notice of termination was delivered.

. Strany  souhlasi, Ze jestlize dojde
k z jakéhokoliv. dlvodu kzaniku této
Smlouvy, je Novartis bez dalSiho s poukazem
na tuto skute¢nost opravnén odepfit dodani
Zbozi Kupujicimu, bez ohledu na to, z jakého
pravniho ddvodu takova povinnost dodat
ZboZi vznikla. Novartis neni a nebude
povinen nahradit jakoukoliv Skodu nebo
jinou Ujmu, kterd by odepfenim dodani Zbozi
podle tohoto ustanoveni mohla Kupujicimu
nebo jakékoliv tfeti osobé vzniknout.

. The Parties hereby agree that if for any reason

this Agreement is terminated, Novartis is with
reference to such termination entitled to
reject any supply of Goods to the Buyer, with
no regard to legal title of such obligation to
supply the Goods. Novartis shall not indemnify
neither the Seller nor any third Party for any
damage or harm that may occur by rejection
of supply of Goods under this provision.

VIIl.
Zavérecné ustanoveni

VIII.
Final provisions

. Tuto Smlouvu Ize ménit vyhradné
prostfednictvim pisemnych dodatkd
podepsanych zastupci obou stran. Strany si
nepreji, aby nad rdamec vyslovnych
ustanoveni této Smlouvy byla jakdkoliv prava
a povinnosti Stran dovozovany z dosavadni ¢i
budouci praxe zavedené mezi Stranami Ci
zvyklosti zachovavanych obecné i v odvétvi
tykajicim se predmétu plnéni této Smlouvy,
ledaze je ve Smlouvé vyslovné sjednano
jinak.

. This Agreement may be amended solely by

written agreement signed by representatives
of both Parties. Parties hereby agree that they
do not wish any of their rights or duties not set
expressly in this Agreement to be derived from
their existing or future practice established
between the Parties or from customs
commonly respected generally or in the area
concerning subject matter of this Agreement,
unless this Agreement stipulates expressly
otherwise.

. Veskeré otazky tykajici se cen a plateb a
jinych obchodnich podminek dodavek Zbozi
jsou upraveny v samostatné smlouvé.

. All issues and queries concerning prices and

payments or other commercial conditions of
supplies of Goods are governed by separate
agreement.

. Strany se dohodly, Ze podstatnd zména
okolnosti, za nichz byla tato Smlouva
uzaviena, nezaklada pravo zadné ze Stran
domadhat se obnoveni jednani o Smlouvé ve
smyslu §1765 obcanského zakoniku.

. The Parties hereby agree that any essential

change of circumstances under which was this
Agreement entered into by the Parties shall
not establish a right of any Party to initiate
renegotiation of the Agreement as provided in
§1765 of the Civil Code.

. Tato Smlouva je vyhotovena ve dvou
stejnopisech v ceském a anglickém jazyce,
kazda strana obdrzi jeden podepsany vytisk.
V pfipadé rozporu mezi obéma jazykovymi
verzemi, je zadvazna verze Ceska.

. This Agreement is executed in two

counterparts in Czech and English language,
each Party retains one of them. In case of any
discrepancies between language versions, the
Czech version prevails.

. Kupujici neni oprdvnén sva priava a
povinnosti z této Smlouvy postoupit na treti
osobu bez predchoziho pisemného souhlasu
spole¢nosti Novartis. Kupujici je povinen
vykondvat prdva z této smlouvy a plnit
povinnosti z této smlouvy vyhradné osobné,
ledaze s jinym postupem vyslovi Novartis
pfedem souhlas. V takovém pfripadé plati, Ze
Kupuijici soucasné odpovida za splnéni této
smlouvy jako by ji plnil sém a soucasné je

. The Buyer is not entitled to assign any of its

rights or duties under this Agreement to any
third person without prior written consent of
Novartis. The Buyer shall execute its rights and
fulfil its duties under this Agreement solely
personally, unless Novartis in advance agrees
with different arrangement. Nevertheless, in
such case the Seller is still liable for its
compliance with this Agreement as if the Seller
will fulfil this Agreement by itself and will
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povinen nahradit spolecnosti Novartis
veskeré naklady ci Skody, které spolecnosti
Novartis vzniknou v souvislosti s tim, Ze za
Kupujiciho vykonava prava nebo plni
povinnosti z této smlouvy trfeti osoba.
Novartis ma pravo splnit zavazky z této
Smlouvy i prostfednictvim tfeti osoby, ktera
je ve vztahu ke spolecnosti Novartis v pozici
komisionare a je opravnéna prodavat zboZi
spolec¢nosti Novartis svym jménem a na lcet
Novartis.

indemnify and hold harmless Novartis for any
costs or damages that may incur to Novartis
due to execution of rights or fulfilment of
duties set in this Agreement by third person
instead of the buyer. Novartis is entitled to
fulfil its obligation under the Agreement
through third party, which is Novartis’s
Commission Agent and is entitled to sell Goods
of Novartis under its own name and on
account of Novartis.

. Tato Smlouva je platnd a uc¢innd dnem
podpisu posledni smluvni stranou.

6.

This Agreement is valid and effective on the
day of signature of the last Party.

. V souvislosti s aplikaci zakona ¢. 340/2015
Sb., o zvlastnich podminkdch ucinnosti
nékterych smluv, uverejfiovani téchto smluv
a o registru smluv (zdkon o registru smluv),
ve znéni pozdéjsich predpis(, dale jen ,,zakon
o registru smluv”, a za predpokladu, ze podle
zakona o registru smluv bude povinné tuto
Smlouvu publikovat, se Strany dohodly
nasledujicim zplsobem:

7.

Regarding application of the act no. 340/2015
Coll., on special conditions of effectiveness of
specific contracts, publication of those
contracts (Contract Register Act), as amended,
hereinafter referred to as “Contract Register
Act”, and only if this Agreement shall be
published according to the Contract Register
Act, the Parties agreed as follows:

a. Strany pokladaji informace obsazené v
této Smlouvé mezi znaky [OT] a [/OT] za
obchodni tajemstvi kazdé jednotlivé
Strany nebo jen nékteré z nich;

a. The Parties consider all information
contained in this Agreement between
symbols [OT] and [/OT] as commercial
secret of both Parties or of only one of
them;

b. Strany souhlasi, ze v souladu
s ustanovenim §5 odst. 2 zakona o
registru smluv zasSle spravci registru
smluv elektronicky obraz této Smlouvy a
metadata vyZadovand zdkonem o
registru smluv Novartis, a to aZ poté, co
(i) v elektronickém obrazu této Smlouvy
znelitelni data uvedena v pism. a.
v souladu s ustanovenim §5 odst. 8 a
vSechny osobni Udaje a pfislusna
metadata pfipadné oznaéi jako
metadata vyloucend z uvefejnéni resp.
je nezverejni podle ustanoveni §5 odst.
5 a 6 zdkona o registru smluv; a (ii)
kupujici bez zbytecného odkladu
pisemné predem odsouhlasi text a
format dat uréenych k publikaci registru
smluv. Novartis soucasné uvede v
metadatech zdznamu v registru smluv
identifikaci datové schranky kupuijiciho.

b. The Parties agree that Novartis shall in
accordance with §5 sec. 2 of the Contract
Register Act shall provide the electronic
copy of this Agreement and metadata
required by the Contract Register Act to
the administrator of the register of
contracts for publication. Prior to that, (i)
the seller shall in accordance with §5 sec.
8 of the Contract Register Act remove the
information defined in let. a. and all
personal data and shall either designate
relevant metadata as exempted from
publication or not publish them in
accordance with §5 sec. 5 and 6 of the
Contract Register Act, and (ii) the buyer
shall without undue delay confirm the
wording and the format of the data for
publication in the contract register.
Within the publication, Novartis shall
enter buyer’s databox identification to
metadata of contract register entry.

c. Novartis splni povinnost uvedenou
v pism. b. ve |hdté 14 dni od uzavreni
Smlouvy a neprodlené predd druhé

c. Novartis shall fulfil the obligation set in let.
b. within 14 days from conclusion of the
Agreement and shall immediately provide
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Strané potvrzeni sprdvce registru podle
§5 odst. 4 zakona o registru smluv.

the other Party with confirmation of the
contract register administrator in
accordance with &5 sec. 4 of the Contract
Register Act.

V pfipadé nesplnéni povinnosti podle
pism. b. a c. ve IhGtach tam stanovenych
je opravnéna predat elektronicky obraz
Smlouvy a metadata po znecitelnéni a
oznaceni metadat jako vyloucenych
z uverejnéni podle pism. b. druha strana
tak, aby Smlouva byla poskytnuta
spravci registru smluv ve Ih(ité uvedené

If the obligations defined in let. b. or c. are
not fulfilled in time limits given in those
provisions, the other Party shall be
entitled to provide the electronic copy of
this Agreement and relevant metadata
(after removal of information and
designation of metadata excluded from
publication as defined in let. b.) to the

v §5 odst. 2 zdkona o registru smluv. administrator of contract register so that
the legal limit defined in §5 sec. 2 of the

Contract Register Act is met.

8. Smluvni strany prohlasuji, Ze si znéni | 8. The Parties hereby acknowledge that they
smlouvy precetly pred jejim podpisem, Ze have read this Agreement prior to signature,
byla uzaviena po vzajemném projednani dle that this Agreement was concluded after
jejich svobodné vile a s jejim obsahem mutual discussion and represents their true
bezvyhradné souhlasi a na dlkaz toho will, that the Parties fully agree with the
pfipojuji  podpisy svych oprdvnénych Agreement and to the witness thereof their
zastupcu. legitimate representatives attach signatures

below.

Datum/Date: 8.6. 2021 Datum/Date: 13.7. 2021

Novartis s.r.o. Kupujici/Buyer
Emilie Marie Grand-Perret, doc. MUDr. Zdenék Benes, CSc.,
jednatelka director

Datum/Date: 8.6.2021 Datum/Date: 13.7.2021

Novartis s.r.o. doc. MUDr. Zdenék Benes, CSc.,
Mgr. Pavel Krdl, director
Country Quality Head
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