EVALUATION AGREEMENT -z-:\.'*‘* ""‘é hﬁ:j’.t

This agreement, together with its Annexes 1 and 2 (this "Agreement"), is entered into as of the last
signature date of this Agreement (“Effective Date”) by and between Zimmer Czech, s.r.o., with its
registered office at Na Strzi 2097/63,140 00 Praha 4, Czech Republic, represented byiir it
Identification No. 251 07 976, registered in the Commercial Register maintained by the Mun|C|paI Court

in Prague, File No. C 50253 (“Zimmer Biomet”) and Motol UnlverSIty Hospital, with its registred office

at V Uvalu 84, 150 06 Praha 5, Czech Republic, sz s soa Halimnnd sifin ud s
R Identification No. 000 64 203(“Hospital”) -

Purpose: To loan a limited quantity of Zimmer Biomet product(s) or equipment as set out in Annex 1
(Evaluation Product) (“Evaluation Product(s)”) being manufactured by Zimmer Biomet, to Hospital, so
that Hospital can assess the use and functionality of such Evaluation Product. Such loan shall be for
the purpose of allowing the Hospital to test the Evaluation Product with a view to its possible future
acquisition or rental (the “Purpose”).

During the Term of the Agreement, the Hospital plans to assess the Evaluation Product with its
trained surgeons.

1) Product Distribution: Zimmer Biomet is responsible for: (a) providing Hospital with the Evaluation
Product(s) for the Purpose described above (Zimmer Biomet, as legal manufacturer, will be
responsible for installing and des-installing the Robot on the premises) in exchange of the
presentation of a signed delivery note, or any equivalent document, acknowledging receipt of the
Evaluation Product by the Hospital, and (b) providing the services set out in Annex 2 (Description of
Services) ("Services"), including installation, certain maintenance services and appropriate
Evaluation Product training. Hospital will receive no fees in connection with the placement or removal
of the Evaluation Product.

2) Permitted Use: Hospital shall be responsible for all medical decisions, treatment, and protocols
related to use of the Evaluation Product for Hospital patients.

3) (i) Evaluation Product shall be used by Hospital in Department of Orthopaedics and Traumatology,
2" Faculty of Medicine and University Hospital Motol at the address referenced above only
("Hospital Premises"),and shall not be removed without Zimmer Biomet’s express written consent
and without Zimmer Biomet involvement. Evaluation Product must only be used in accordance with
its intended use, its instructions for use, and any approved/cleared product indications and only for
the Purpose as described in Clause 1 of the Agreement. Hospital agrees to properly maintain the
Evaluation Product in accordance with the legal manufacturer’s instruction and with proper rules.

(i) The ownership of the Evaluation Product shall remain with Zimmer Biomet at all times. The loan
of the Evaluation Product does not transfer in any way ownership. Hospital may not loan the
Evaluation Product or assign the Agreement to any third party, or otherwise dispose of it in violation
of the terms of the Agreement, without Zimmer Biomet's prior consent. Hospital shall not impair any
item that identifies the Evaluation Product as Zimmer Biomet’s property subject to the legal
manufacturer’s charge over.



4)

Hospital acknowledges and agrees that the Evaluation Product is being provided at no charge and
neither Hospital nor any of its affiliated surgeons/physicians, will seek reimbursement of any claimed
acquisition costs associated with the Evaluation Product from any health care programs or private
insurance carriers. For the sake of clarity, the Evaluation Product does not include the implants.

The evaluation will be performed with up to 3 surgeons during 3 months. The duration of the
evaluation is deemed needed to assess properly the Evaluation Product.

Hospital acknowledges the fact that any consumables needed during the period of the evaluation
are not free of charge.

Zimmer Biomet declares that the Evaluation Product is fit to be used appropriately and that its
technical condition complies with the relevant standards and regulations. Zimmer Biomet declares
that the Evaluation Product is properly insured.

Term: The term of this Agreement shall be three (3) months commencing on the Effective Date,
unless otherwise terminated pursuant to the termination section of this Agreement (the "Term").

Termination: This Agreement may be terminated prior to the end of the Term: (a) at any time by
mutual written agreement of the parties, or (b) by either party immediately upon material breach of
this Agreement by the other party, and either that breach is incapable of remedy or, if the breach is
capable of remedy, such Party fails or neglects to remedy such breach within thirty (30) calendar
days from receipt of notice of breach by the other Party, mentioning the present Clause.

Zimmer Biomet may suspend or terminate this Agreement immediately on written notice to the
Hospital (in whole or in part) if: (a) Hospital uses the Evaluation Product other than in accordance
with the terms of this Agreement or any instructions by Zimmer Biomet; (b) Hospital moves the
Evaluation Product to a different location (other than the Hospital Premises) without Zimmer
Biomet’s prior written consent and Zimmer Biomet’'s involvement; (c) Hospital or any third party
modifies or alters the Evaluation Product without Zimmer Biomet's prior written consent.

Hospital may terminate this Agreement on written notice to Zimmer Biomet with a notice period of
thirty (30) calendar days from receipt of the notice by Zimmer Biomet.

Consequences of early termination or expiration of the Agreement: Upon termination of this
Agreement (early termination or expiration), for any reason, Hospital shall return the Evaluation
Product to Zimmer Biomet by making it available for pick-up at the Hospital premises within forty-
eight (48) hours of termination. The Evaluation Product shall be returned to Zimmer Biomet in the
same condition in which it was delivered, and where applicable sterilized, subject to normal wear
and tear resulting from the agreed use and the use of consumable parts of the Evaluation Product.
Information regarding the Evaluation Product and all documentation related to cleaning and
disinfection shall also be returned to Zimmer Biomet. Hospital agrees to let Zimmer Biomet, by
prior agreement, enter the premises to remove the Evaluation Product. Zimmer Biomet
representant when entering to the premises undertakes to comply with the internal hospital
regulations, such as hygienic and operational.

Personal data: Hospital will ensure: (a) all personal data (as defined in the General Data Protection
Regulation (EU) 2016/679, and all other applicable data protection laws and regulations) is removed
from the Evaluation Product prior to return to Zimmer Biomet, and (b) no personal data of patients
is provided by the Hospital to Zimmer Biomet in connection with this Agreement.



10)No Promotional Activities: Hospital agrees that during the Term of this Agreement, it will not
independently market or promote the Evaluation Product including, but not limited to, television,
print, or social media.

11)Repairs/Modifications/Alterations: Hospital will not repair the Evaluation Product, or authorize any
third party to repair the Evaluation Product. Hospital willnot make any modifications, alterations,
additions or improvements to the Evaluation Product. Hospital will not permit any person other than
an authorized Zimmer Biomet or Zimmer Biomet's representative to, inspect, adjust, maintain, or
repair the Evaluation Product without Zimmer Biomet’s prior written consent (who shall obtain
Zimmer Biomet's consent).

12)Quality Obligations: Hospital shall provide the all reasonable cooperation, support and information
as requested by Zimmer Biomet, in connection with any legal or regulatory requirements arising out
of or in connection with the Evaluation Product, including any product recalls. Hospital shall fully
cooperate with Zimmer Biomet and comply with any and all applicable laws and regulations
regarding adverse event reporting and related obligations. Hospital shall promptly direct all
enquiries, contact or notices from any regulatory, supervisory or public authority or body
("Regulator") relating to the Evaluation Product to Zimmer Biomet, unless otherwise agreed in
writing by the parties. Where Hospital deals directly with a Regulator in connection with the
Evaluation Product then it shall notify Zimmer Biomet immediately that any enquiry, contact or notice
has been made or issued and shall, if requested to do so by Zimmer Biomet, it shall provide Zimmer
Biomet with full details of all correspondence with and from the Regulator in relation to any such
enquiry, contact or notice.

13)Incidents, Materiovigilance and Traceability : Hospital shall immediately and without delay, send
to Zimmer Biomet any information that comes to its knowledge related to: (a) any potential or existing
incident which may raise any safety or product liability issues in connection with the Evaluation
Products, including any actual or potential death, personal injury or harm to the health of a patient,
a user, or any third party; and (b) any malfunction or alteration in the characteristics or performance
of any of the Evaluation Products, including as a result of misuse of the Evaluation Product as well
as any defect in the information provided by the manufacturer and any adverse side effects.

Throughout the duration of the loan, Hospital is responsible for compliance with the applicable law
provisions, relating to materiovigilance and traceability.

14)Notification: Any notification to Zimmer Biomet under Clau_ses 14 and 15 shall be addressed from
Hospital to: §35En i Seaiinaiitnsn. nd/ob b e il i 2 ZiNith regard to

any return of the Evaluatlon Products from Hospital to Zimmer Biomet, Hospital shall complete and
send to Zimmer Biomet, the legal manufacturer Product Experience Report.

15)Personal Inducements: No cash, merchandise, equipment or other items of intrinsic value shall be
offered by or on behalf of Zimmer Biomet to Hospital and/or its employees, officers, or directors as
an inducement or reward to purchase Zimmer Biomet product/equipment or in consideration for past,
present or future product/equipment use. The parties acknowledge and agree that nothing in this
Agreement constitutes an improper reward, inducement or encouragement to purchase, lease,
supply, use, recommend or procure Zimmer Biomet’s products or services.



16)Compliance with laws: The parties hereby undertakes to strictly comply with any laws and
regulation applicable for the purposes of this Agreement.

In particular, the hospital commits to comply with any applicable law (ie. tender regulations or the
Public Health Regulations which impose certain limitations with regard to the use or purchase of
medical equipment if applicable).

Moreover, the parties have affirmed that this Agreement complies with national and international
mandatory laws, rules, and regulations governing medical devices, including but not limited to the
Foreign Corrupt Practices Act which is applicable to Zimmer Biomet and also covers its activities in
Czech Republic, the OECD Convention on Anti-Bribery, and any applicable anti-corruption or anti-
bribery laws. These rules include but are not limited to the MedTech Europe code and any other
(ethical) codes to which the parties and/or the healthcare practitioners connected to the Hospital are
bound. The parties shall comply with all applicable laws, rules and regulations in their performance
under this Agreement, including but not limited to those identified herein. The parties shall also
comply with all applicable rules governing clinical research, medical-scientific research and privacy.
If, and in so far as the provisions of this Agreement or the execution thereof appear to be in conflict
with one or more of the foregoing rules, the parties shall amend the Agreement in order to conform
with these rules and if such amendment is not possible, each party shall have the unconditional right
to terminate this Agreement. By executing this Agreement, the Hospital hereby certify that they, nor
their employees, agents or affiliates, will violate the applicable laws and regulations related to anti-
bribery and anti-kickback, with respect to the performance of the terms and conditions of this
Agreement.

The parties acknowledge that the Agreement is not concluded with the aim of granting the healthcare
professional practising within the Hospital any direct or indirect advantage, whether in cash or in
kind.

17)Governing Law and Jurisdiction: This Agreement (and any non-contractual obligations arising in
connection to it) shall be governed by and construed in accordance with the Law of the Czech
republic and the parties submit to the exclusive jurisdiction of the courts of the Czech republic in
relation to any dispute (contractual or non-contractual) concerning this Agreement.

18) Contract Register — Zimmer Biomet agrees with publication of this Agreement in Contract Register
according to Act No. 340/2015 Coll. on Agreements Register as amended in its entirety, including
all its amendments.

19)This Agreement is made both in the Czech and English languages. In case of any conflicts or
discrepancies between the Czech and English versions of this Agreement, the Czech version shall
prevail.

INTENDING TO BE LEGALLY BOUND, the parties have executed this Agreement as of the date(s)
written below.
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Annex 1 — Description of the Evaluation Products

BT AR S g robotic platform that aims at assisting orthopedic surgeons
with bony resections, as well as assessing the state QEJD?-,<§9“-I:H§§H§_§_.’[9 facilitate
implant positioning during a total knee arthroplasty. g s il x-ray for
preoperative planning, which eliminates cost, time, and patient radiation exposure
associated with CT scans required by other orthopedic robotic systems.
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Annex 2 — Description of Services

The Services shall be performed during regular business hours on business days (Sunday
through Friday, from 8am to 5pm, excluding public or bank holidays).

Following each provision of Services, Zimmer Biomet will provide to the Hospital a report
detailing the Services performed. The Hospital shall sign and return a copy of the report to
Zimmer Biomet.

Installation/De-Installation:

(a) Installation or De-installation shall be carried out by the legal manufacturer Zimmer
Biomet.

(b) Once the Evaluation Product has been installed, an installation report shall be issued to
the Hospital for signature.

Training and assistance:

Once the Evaluation Product has been installed at the Hospital Premises, Zimmer Biomet,
shall provide training on its use to the authorized surgeons and operating room staff.

Maintenance:

(a) Preventive maintenance on Evaluation Product to be carried out one (1) time over the
Term of the Agreement, for up to eight (8) hours during which time it will not be possible
to use the Evaluation Product. The visit includes the following:

— Calibration of the Evaluation Product
— Functional checks
— Planned maintenance

(a) Corrective interventions (repairs) upon request from the Hospital and within five (5)
business days of receiving said request. All parts and labor are included.

(b) Zimmer Biomet’s authorized technicians or agents (with the help of legal manufacturer
team) will be allowed to be on site for each surgical procedure using the Evaluation
Product to provide on-site case support (assistance during the surgical procedure to
support the correct use of the Evaluation Product) to the Hospital during the Term of this
Agreement.

The presence in the hospital will take place in compliance with applicable laws and
provisions.

(c) Installation of and updates to the Software modules installed on the Evaluation Product.
The Software updates are released by the legal manufacturer and designed to improve
the functionality of the original Evaluation Product, and such updates exclude all beta
versions, experimental versions, or new versions. “Software” means (i) the object code
version of any legal manufacturer proprietary or licensed software in the Evaluation
Products, (ii) all updates thereto provided by the legal manufacturer, in the performance
of this Service Agreement, (iii) any customized features and functions pursuant to this
Service Agreement, and (iv) all related documentation.

The following are excluded from the scope of Services ("Exclusions”):

- Any additional training;
- Any work or repairs performed on any Evaluation Product subject to modifications or
customizations by the Hospital or any third party;



Any services related to moving or transporting the Evaluation Product outside of the
Evaluation Period;
Any services related to modifications or customizations made to the original
Evaluation Product requested by the Hospital;
Any services in respect of any products other than the Evaluation Product(s);
Any services (including repairs, preventive or corrective maintenance, or rebooting of
the Evaluation Product) arising out of or in connection with:

i.  negligence, use in breach of this Agreement, use not in accordance with any

instructions or manuals, experimental use, or improper use;
ii. use by unauthorized personnel and/or untrained staff;
iii.  environmental factors such as fire, floods or any other acts of God.



SMLOUVA O HODNOCEN - E o e i

Tato smlouva spolu s jejimi Pfilohami 1 a 2 (dale jen ,Smlouva®) je uzaviena k datu, kdy je k ni pfipojen
posledni podpis (dale jen ,Datum ucinnosti®), mezi spolecnosti Zimmer Czech s.r.o., se sidlem Na
Strzi 2097/63,140 00 Praha 4, Ceska republika, zastoupenou & i i ‘“*“fﬁ JCO 251 07 976,
zapsanou v obchodnim rejstfiku vedeném Méstskym soudem v Praze, sp. zn. C 50253 (dale jen
.Zimmer Biomet), a Fakultnl nemocn|C| v Motole, se S|dlem V Uvalu 84, 150 06 Praha 5, Ceska
republika, zastoupenou ;5 TET I R RS TR TR T M 1 CO: 000 64 203 (dale

- | LT
jen ,Nemocnice®).

Predmét: Zapujceni omezeného mnozstvi vyrobku/vyrobkd nebo zafizeni spoleénosti Zimmer Biomet,
které jsou uvedeny v Priloze 1 (Hodnoceny vyrobek) (dale jen ,Hodnoceny vyrobek/vyrobky“) a které
vyrabi spole¢nost Zimmer Biomet, Nemocnici tak, aby mohla Nemocnice posoudit pouzivani a
funkénost daného Hodnoceného vyrobku. Ugelem tohoto zapujéeni bude umoznit Nemocnici otestovat
Hodnoceny vyrobek s ohledem na jeho pfipadné budouci pofizeni nebo pronajem (dale jen ,Ué&el).

Béhem Doby trvani Smlouvy planuje Nemocnice hodnotit Hodnoceny vyrobek prostfednictvim svych
vyskolenych chirurgu.

1) Dodani vyrobku: Spolecnost Zimmer Biomet je odpovédna za: (a) poskytnuti Hodnoceného
vyrobku (vyrobkd) Nemocnici za vySe popsanym Ucelem (spoleCnost Zimmer Biomet jako
vyrobce odpovida za instalaci a odinstalovani Robota v Prostorach nemocnice) proti pfedlozeni
podepsaného dodaciho listu nebo jiného rovnocenného dokladu potvrzujiciho prevzeti
Hodnoceného vyrobku Nemocnici a (b) poskytnuti sluzeb uvedenych v Pfiloze 2 (Popis sluzeb)
(dale jen ,Sluzby*), v€etné instalace, vybranych sluzeb udrzby a pfislusného Skoleni tykajiciho
se Hodnoceného vyrobku. Nemocnice neobdrzi Zadné uhrady v souvislosti s umisténim nebo
odstranénim Hodnoceného vyrobku.

2) Povolené pouziti: Nemocnice je odpovédna za vesSkera Iékafska rozhodnuti, [éCbu a protokoly
tykajici se pouziti Hodnoceného vyrobku pro pacienty Nemocnice.

3) (i) Hodnoceny vyrobek bude pouzivan pouze v Nemocnici na Klinice détské a dospélé ortopedie
a traumatologie 2. LF UK a FN Motol na vySe uvedené adrese (dale jen ,Prostory nhemocnice*)
a nesmi byt odstranén bez vyslovného pisemného souhlasu spole¢nosti Zimmer Biomet a bez
jeji ucasti. Hodnoceny vyrobek musi byt pouzivan vyhradné v souladu s jeho zamysSlenym
pouzitim, navodem k pouziti a vdemi schvalenymi/povolenymi indikacemi vyrobku a pouze za
Ugelem popsanym v &lanku 1 Smlouvy. Nemocnice se zavazuje fadné udrzovat Hodnoceny
vyrobek v souladu s pokyny vyrobce a s pFislusnymi pravidly.

(i) Hodnoceny vyrobek zustdva po celou dobu ve vlastnictvi spoleCnosti Zimmer Biomet.
Zapujcenim Hodnoceného vyrobku nedochazi k pfechodu vlastnictvi. Nemocnice nesmi bez
pfedchoziho souhlasu spole€nosti Zimmer Biomet Hodnoceny vyrobek zapujcit nebo postoupit
Smlouvu tfeti strané, ani nesmi s Hodnocenym vyrobkem jinak nakladat v rozporu s podminkami
Smlouvy. Nemocnice nesmi poskodit nebo odstranit Zadné oznaceni Hodnoceného vyrobku
jako majetku spole¢nosti Zimmer Biomet, na ktery se vztahuje zakonna odpovédnost vyrobce.



4)

Nemocnice bere na védomi a souhlasi s tim, Ze Hodnoceny vyrobek je poskytovan bezplatné a
Ze Nemocnice ani zadny z jejich spolupracujicich chirurgu/lékaft nebude pozZadovat uhradu
jakychkoliv narokovanych pofizovacich nakladd spojenych s Hodnocenych vyrobkem v ramci
jakychkoliv programu zdravotni pé¢e nebo od soukromych pojistoven. Pro upfesnéni se uvadi,
Zze Hodnoceny vyrobek nezahrnuje implantaty.

Hodnoceni bude provadéno az 3 chirurgy v prabéhu 3 mésicl. Tato doba je povaZzovana za
nutnou k fadnému posouzeni Hodnoceného vyrobku.

Nemocnice bere na védomi, Ze Zadny spotfebni material potfebny b&éhem doby trvani hodnoceni
neni poskytovan bezplatné.

Spole¢nost Zimmer Biomet prohlaSuje, Ze Hodnoceny vyrobek je zpUsobily k Ffadnému
pouzivani a Ze jeho technicky stav odpovida pfisluSnym normam a pFedpisiim. Spole¢nost
Zimmer Biomet prohlasuje, Ze Hodnoceny vyrobek je fadné pojistén.

Doba trvani: Doba trvani této Smiouvy je tfi (3) mésice pocinaje Datem ucinnosti, nebude-li
ukonéena jinak podle ustanoveni této Smlouvy o ukonceni (dale jen ,Doba trvani*).

Ukonéeni: Tato Smlouva muize byt ukonCena pfed uplynutim Doby trvani: (a) kdykoliv na
zakladé vzajemné pisemné dohody stran nebo (b) kteroukoliv ze stran s okamzitou uc€innosti
v pfipadé podstatného poruseni této Smlouvy druhou stranou, jestlize takové poruSeni neni
mozné napravit, nebo pokud je mozné ho napravit, jestlize poruSujici strana takové poruseni
nenapravi nebo ho opomene napravit do tficeti (30) kalendafnich dnu od obdrzeni oznameni o
poruseni od druhé strany, a to s odkazem na tento ¢lanek.

Spole¢nost Zimmer Biomet mlze tuto Smlouvu na zakladé pisemného oznameni Nemocnici
okamzité pozastavit nebo ukoncit (zcela nebo &aste¢né), pokud: (a) Nemocnice pouziva
Hodnoceny vyrobek jinak nez v souladu s podminkami této Smlouvy nebo pokyny spole¢nosti
Zimmer Biomet, (b) Nemocnice pfemisti Hodnoceny vyrobek na jiné misto (nez jsou Prostory
nemocnice) bez predchoziho pisemného souhlasu spole¢nosti Zimmer Biomet a bez jeji ucasti
nebo (c) Nemocnice nebo jakakoliv tfeti strana upravi ¢ zméni Hodnoceny vyrobek bez
pfedchoziho pisemného souhlasu spole¢nosti Zimmer Biomet.

Nemocnice mize tuto Smlouvu ukoncit pisemnym oznamenim spole€nosti Zimmer Biomet s
vypoveédni dobou tficet (30) kalendafnich dnd od obdrzeni oznameni spole€nosti Zimmer
Biomet.

Dusledky predéasného ukonceni nebo uplynuti platnosti Smlouvy: Po skonceni této
Smlouvy (pfed€asné ukonceni nebo uplynuti platnosti) z jakéhokoliv dlivodu vrati Nemocnice
Hodnoceny vyrobek spoleCnosti Zimmer Biomet tak, ze do 48 hodin od skon&eni Smlouvy
umozni jeho vyzvednuti v Prostorach nemocnice. Hodnoceny vyrobek musi byt spole€nosti
Zimmer Biomet vracen ve stejném stavu, v jakém byl dodan, a pfipadné musi byt sterilizovan, s
vyhradou bézného opotfebeni vyplyvajiciho z dohodnutého pouZzivani a pouzivani spotfebnich
soucasti Hodnoceného vyrobku. Spole¢nosti Zimmer Biomet museji byt rovnéz vraceny
informace tykajici se Hodnoceného vyrobku a veSkera dokumentace souvisejici s jeho €isténim
a dezinfekci. Nemocnice souhlasi s tim, ze po predchozi dohodé umozni spole¢nosti
Zimmer Biomet vstup do Prostor hemocnhice za uc¢elem odvozu Hodnoceného vyrobku.
Zastupce spolecnosti Zimmer Biomet se pfi vstupu do Prostor nemocnice zavazuje dodrzovat
vnitini pfedpisy Nemocnice, napfiklad hygienické a provozni.



9) Osobni udaje: Nemocnice zajisti, aby: (a) byly z Hodnoceného vyrobku pfed jeho vracenim
spole¢nosti Zimmer Biomet odstranény vSechny osobni udaje (ve smyslu obecného nafizeni o
ochrané osobnich udaju (EU) 2016/679 a vSech dalSich platnych zakon( a pfedpist o ochrané
osobnich udaju) a aby (b) nebyly z jeji strany spole€nosti Zimmer Biomet v souvislosti s touto
Smlouvou poskytnuty Zadné osobni udaje pacientu.

10)Zakaz propagacnich aktivit: Nemocnice se zavazuje, Ze po Dobu trvani této Smlouvy nebude
Hodnoceny vyrobek samostatné uvadét na trh ani jej propagovat, napfiklad prostfednictvim
televize, tisku nebo socialnich médii.

11)Opravy/zmény/apravy: Nemocnice nebude Hodnoceny vyrobek opravovat ani jeho opravu
nepovoli Zadné tfeti strané. Nemocnice nebude provadét zadné zmény, upravy, doplnéni nebo
vylepdeni Hodnoceného vyrobku. Nemocnice nedovoli Zadné jiné osobé& nez osobé& povérené
spole¢nosti Zimmer Biomet nebo zastupci spole¢nosti Zimmer Biomet, aby Hodnoceny vyrobek
bez pfedchoziho pisemného souhlasu spoleCnosti Zimmer Biomet kontrolovala, upravovala,
provadéla jeho udrzbu nebo jej opravovala (a takova jind osoba je povinna ziskat souhlas
spolecnosti Zimmer Biomet).

12)Povinnosti v oblasti kvality: Nemocnice je povinna poskytnout veSkerou pfiméfenou
soucinnost, podporu a informace pozadované spole¢nosti Zimmer Biomet v souvislosti s
jakymikoliv zakonnymi nebo regulacnimi pozadavky, které se tykaji Hodnoceného vyrobku nebo
s nim souviseji, v€etné stazeni vyrobku z trhu. Nemocnice bude se spole¢nosti Zimmer Biomet
plné spolupracovat a bude dodrZzovat veSkeré platné zakony a pFedpisy tykajici se hlaseni
nezadoucich pfihod a souvisejicich povinnosti. Nemocnice bude veskeré dotazy, kontakty nebo
oznameni od jakéhokoliv regulacniho, dozorového nebo vefejného organu €i instituce (dale jen
,Regulaéni organ®) tykajici se Hodnoceného vyrobku neprodlené smérovat na spolecnost
Zimmer Biomet, pokud se strany pisemné nedohodnou jinak. Pokud bude Nemocnice v
souvislosti s Hodnocenym vyrobkem jednat pfimo s Regulanim organem, neprodlené
spole€nosti Zimmer Biomet oznami, Zze byl u€inén nebo vydan jakykoliv dotaz, kontakt Ci
oznameni, a na zadost spole¢nosti Zimmer Biomet ji poskytne vSechny podrobné informace o
vesSkeré korespondenci s Regulaénim organem v souvislosti s takovym dotazem, kontaktem
nebo oznamenim.

13)Incidenty, materiovigilance a dohledatelnost: Nemocnice je povinna okamzité a bez prodleni
zaslat spoleCnosti Zimmer Biomet veSkeré informace, které se dozvi a které se tykaji: (a)
jakéhokoliv potencialnino nebo jiz existujiciho incidentu, jenz by mohl vyvolat jakékoliv
problémy, pokud jde o bezpecnost nebo odpovédnost za vyrobek v souvislosti s Hodnocenymi
vyrobky, v€etné skute¢ného nebo potencialniho umrti, zranéni i Ujmy na zdravi pacienta,
uzivatele nebo jakékoliv tfeti strany, a (b) jakékoliv poruchy nebo zmény vlastnosti ¢i vykonu
kteréhokoliv Hodnoceného vyrobku, napfiklad v disledku jeho nespravného pouziti, jakoz i
jakéhokoliv nedostatku v informacich poskytnutych vyrobcem a jakychkoliv nezadoucich
vedlejSich ucinku.
Po celou dobu trvani zapujcky je Nemocnice odpovédna za dodrzovani platnych pravnich
predpisu tykajicich se materiovigilance a dohledatelnosti.

14)0Oznameni: Jakékoliv oznameni spolecnosti Zimmer Biomet podle ¢lankl 14 a 15 je Nemocnice
povinna zaslat na adresu: SEFETE AN R BTEELETY a/nebo
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Biomet vypIni Nemocnice a zaSle spole€nosti Zimmer Biomet jako vyrobci zpravu o
zkuSenostech s danym vyrobkem.

15)Osobni pobidky: Spole¢nost Zimmer Biomet ani nikdo jiny jejim jménem nesmi Nemocnici
a/nebo jejim zaméstnanclm, vedoucim pracovnikum ¢i ¢lenim pfedstavenstva nabizet Zadnou
hotovost, zbozi, vybaveni nebo jiné hodnotné pfedméty jako pobidku k nakupu vyrobku/zafizeni
spole¢nosti Zimmer Biomet nebo odménu za takovy nakup ¢&i jako protihodnotu za minulé,
soucCasné nebo budouci pouzivani vyrobku/zafizeni. Strany berou na védomi a souhlasi s tim,
Ze nic v této Smlouvé nema predstavovat nepatficnou odménu, pobidku nebo podnét k nakupu,
pronajmu, dodani, pouzivani, doporuceni nebo obstarani vyrobku &i sluzeb spole€nosti Zimmer
Biomet.

16)Dodrzovani pravnich predpist: Strany se timto zavazuji disledné dodrzovat veskeré pravni
pfedpisy a nafizeni vztahujici se na tuto Smlouvu.

Nemocnice se zejména zavazuje dodrZovat veSkeré platné pravni predpisy (ij. prfedpisy
upravujici vybérova fizeni nebo pfedpisy o ochrané vefejného zdravi, které ukladaji urcita
omezeni, pokud jde o pouzivani nebo pfipadné nakup zdravotnického zafizeni/vybaveni).

Strany dale potvrdily, Ze tato Smlouva je v souladu s kogentnimi narodnimi a mezinarodnimi
pravnimi pfedpisy, pravidly a nafizenimi upravujicimi oblast zdravotnickych prostfedku, zejména
se zakonem Spojenych statd americkych o zahraniCnich korupCnich praktikach, ktery se
vztahuje na spoleénost Zimmer Biomet i na jeji aktivity v Ceské republice, Umluvou OECD o boji
proti podplaceni zahrani¢nich verejnych €initeld v mezinarodnich podnikatelskych transakcich
a v8emi platnymi protikorup&nimi a protiuplatkafskymi zakony. Tato pravidla zahrnuji mimo jiné
Kodex MedTech Europe a veskeré dalsi (etické) kodexy, kterymi jsou strany a/nebo zdravotnicti
odbornici spolupracujici s Nemocnici vazani. Strany jsou pfi plnéni této Smlouvy povinny
dodrzovat vSechny platné pravni pfedpisy, pravidla a nafizeni, zejména ta, ktera jsou uvedena
v této Smlouvé. Strany budou rovnéz dodrZovat vSechna platna pravidla klinického vyzkumu a
védecko-vyzkumné Cinnosti v oblasti Iékafstvi, jakoz i zasady ochrany osobnich udaju. Pokud
se bude mit za to, Ze ustanoveni této Smlouvy nebo jeji plnéni jsou v rozporu s jednim &i vice
vySe uvedenymi pravidly, upravi strany tuto Smlouvu tak, aby byla v souladu s témito pravidly,
a pokud by takova uUprava nebyla mozna, bude mit kazda strana nepodminéné pravo tuto
Smlouvu ukongit. Uzavienim této Smlouvy Nemocnice potvrzuje, Ze ona ani jeji zaméstnanci,
zastupci nebo pfidruzené osoby neporusi pfi plnéni podminek této Smlouvy platné pravni
predpisy a nafizeni tykajici se boje proti uplatkarstvi a podplaceni.

Strany potvrzuiji, Ze tato Smlouva neni uzaviena s cilem poskytnout zdravotnickému odbornikovi
vykonavajicimu praxi v Nemocnici jakoukoliv pfimou &i nepfimou vyhodu, at jiz v penézité i
nepenézité podobé.

17)Rozhodné pravo a soudni pravomoc: Tato Smlouva (a veSkeré mimosmluvni zavazky vzniklé v
souvislosti s ni) se Fidi a budou vykladany v souladu s pravnim fadem Ceské republiky a strany se
ve vztahu k jakémukoliv (smluvnimu &i mimosmluvnimu) sporu tykajicimu se této Smlouvy podfizuji
vyluéné pravomoci soudl Ceské republiky.

18)Registr smluv: Spolecnost Zimmer Biomet souhlasi s uvefejnénim této Smlouvy v registru smluv
v souladu se zak. €. 340/2015 Sb., o registru smluv, ve znéni pozdé&jSich pfedpisu, a to v plném
rozsahu, v€etné vSech jejich dodatku.



19)Tato Smlouva je vyhotovena v Eeském a anglickém jazyce. V pfipadé jakychkoliv rozporl nebo
nesrovnalosti mezi Ceskou a anglickou jazykovou verzi této Smlouvy ma prednost Ceska

jazykova verze.

S UMYSLEM BYT Ji PRAVNE VAZANY podepsaly strany tuto Smlouvu k niZze uvedenému datu

(datam).
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Priloha 1 — Popis Hodnocenych vyrobku

SERPEELE TR je roboticka platforma, jejimZ cilem je pomahat ortopedim —
chirurgm pfi resekcich kosti a rovnéz pfi vyhodnocovani stavu mékkych tkani k
.-,usnadnéni umisténi implantatu pfi totalni endoprotéze kolenniho kloubu. AR
f;ﬁ;ﬁ}iﬁﬁﬁ?&ﬁ%vyuiwé k pfedopera¢nimu planovani rentgenové snimky, ¢imz eliminuje
~ naklady, ¢as a vystaveni pacienta zafeni spojenému s CT vySetfenim, které vyzaduiji

jiné ortopedické robotické systémy.
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Priloha 2 — Popis sluzeb

Sluzby budou poskytovany v bézné pracovni dobé v pracovni dny (od nedéle do patku od
8:00 do 17:00 hodin, vyjma statnich svatku).

Po kazdém poskytnuti Sluzeb predlozi spolec¢nost Zimmer Biomet Nemocnici zpravu s
podrobnym popisem provedenych Sluzeb. Nemocnice podepiSe a vrati kopii zpravy
spolecnosti Zimmer Biomet.

Instalace/odinstalovani:

(c) Instalaci nebo odinstalovani provadi vyrobce, spole€nost Zimmer Biomet.
(d) Po instalaci Hodnoceného vyrobku bude Nemocnici pfedlozen k podpisu protokol o
instalaci.

Skoleni a asistence:

Po instalaci Hodnoceného vyrobku v Prostorach nemocnice poskytne spoleénost Zimmer
Biomet kvalifikovanym chirurgdm a personalu operac¢niho salu Skoleni ohledné jeho
pouzivani.

Udrzba:

(b) Preventivni udrzba Hodnoceného vyrobku, ktera bude provedena jednou (1) za Dobu
trvani Smlouvy a bude trvat az osm (8) hodin, béhem nichz nebude mozné Hodnoceny
vyrobek pouzivat. Udrzba zahrnuje nasleduijici:

— kalibrace Hodnoceného vyrobku
— kontrola fungovani
— planovana udrzba

(c) Napravné zasahy (opravy) na zadost Nemocnice, provedené do péti (5) pracovnich dnl
od obdrzeni pfislusné zadosti. V cené jsou zahrnuty vSechny dily a prace.

(d) Béhem Doby trvani této Smlouvy budou moci byt pfi provadéni kazdého chirurgického
zakroku s pouzitim Hodnoceného vyrobku pfitomni autorizovani technici nebo zastupci
spole€nosti Zimmer Biomet (s pomoci tymu vyrobce), aby Nemocnici poskytli podporu
na misté (pomoc béhem chirurgického zakroku s cilem zajistit spravné pouzivani
Hodnoceného vyrobku).

Pritomnost vySe uvedenych osob v Nemocnici se bude fidit platnymi pfedpisy.

(e) Instalace a aktualizace softwarovych modull nainstalovanych v Hodnoceném vyrobku.
Aktualizace Softwaru vydava vyrobce s cilem zlepsit funk&nost plivodniho Hodnoceného
vyrobku a tyto aktualizace vyluCuji vSechny beta verze, experimentalni verze nebo nové
verze. ,Softwarem* se rozumi (i) verze objektového kddu jakéhokoliv proprietarniho (s
uzavienym zdrojovym kédem) nebo licencovaného softwaru vyrobce, nainstalovaného
v Hodnocenych vyrobcich, (ii) vSechny jeho aktualizace poskytnuté vyrobcem v ramci
plnéni této Smlouvy, (iii) veSkeré pfizplusobené funkce a vlastnosti podle této Smlouvy a
(iv) veSkera souvisejici dokumentace.

Z predmétu Sluzeb je vylouceno nasledujici (dale jen ,Vyluky*):
- pripadna dalsi Skoleni
- jakékoliv prace nebo opravy provedené na jakémkoliv Hodnoceném vyrobku, ktery
byl pfedmétem Uprav Ci pfizplsobeni ze strany Nemocnice nebo tfeti strany

- veSkeré sluzby spojené s pfesunem nebo prepravou Hodnoceného vyrobku mimo
dobu trvani hodnoceni;



veskeré sluzby souvisejici s Upravami nebo pfizplisobenim pavodniho Hodnoceného
vyrobku na zadost Nemocnice;
jakékoliv sluzby tykajici se jinych vyrobku, nez je Hodnoceny vyrobek (vyrobky);
vesSkeré sluzby (v€etné oprav, preventivni nebo opravné udrzby ¢&i restartu
Hodnoceného vyrobku), které vyplyvaji z nasledujiciho nebo s nasledujicim souviseji:
i.  nedbalost, pouziti v rozporu s touto Smlouvou, pouziti v rozporu s pokyny nebo
priruCkami, experimentalni pouZziti nebo nespravné pouziti;
ii.  pouziti neopravnénymi osobami a/nebo nevyskolenym personalem;
iii.  faktory souvisejici s pfirodnim prostfedim, jako je pozar, zaplavy nebo jiné
zasahy vysSi moci.



