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BAMLANIVIMAB SUPPLY AGREEMENT

AGREEMENT made between

Eli Lilly Export S.A.

a Swiss corporation, whose principal place of business is at 16 Chemin des Coquelicots, 1214
Geneva, Switzerland

(“Lilly”)

and

Fakultni Thomayerova nemocnice (Thomayer University Hospital)

with the registered office at: Videniska 800, 140 00 Prague 4 — Kr¢, Czech Republic
Identification number: 000 64 190

Tax identification number: CZ00064190

Bank details: Ceska narodni banka (Czech National Bank), Na P¥ikopé 28, 115 03 Prague 1
Bank Account No.: 20001-36831041/0710

IBAN: CZ42 0710 0200 0100 3683 1041

SWIFT CODE: CNBACZPP

state contributory organization established by the Ministry of Health of the Czech Republic,
full text of foundation deed ref. no. MZDR 17268-1V/2012 on 22.12.2020

registered in the Commercial Register maintained by the Municipal Court in Prague, File No.
Pr 1043

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

(“Purchaser™).

Lilly and Purchaser are hereinafter collectively referred to as the “Parties” and individually
referred to as a “Party”.

SMLOUVA O DODAVKACH PRIPRAVKU BAMLANIVIMAB

SMLOUVA uzaviena mezi

Eli Lilly Export S.A.

Svycarskou spole¢nosti s hlavnim mistem podnikani na adrese 16 Chemin des
Coquelicots, 1214 Zeneva, Svycarska konfederace

(dale jen ,,Lilly*)

Fakultni Thomayerovou nemocnici

se sidlem Videfiska 800, 140 00 Praha 4 — Kr&, Ceska republika

IC: 000 64 190

DIC: CZ00064190

Bankovni spojeni: Ceska narodni banka, Na P¥ikopé 28, 115 03 Praha 1
Bankovni ucet ¢.: 20001-36831041/0710

IBAN: CZ42 0710 0200 0100 3683 1041

KOD SWIFT: CNBACZPP

statni piispévkovou organizaci ziizenou Ministerstvem zdravotnictvi Ceské
republiky, Gplné znéni ziizovaci listiny ¢.j. MZDR 17268-1V/2012 ze dne 22. 12. 2020

zapsanou v obchodnim rejstiiku vedeném Mestskym soudem v Praze, sp. zn. Pr 1043

zastoupenou doc. MUDr. Zdefikem Bene$em, CSc., feditelem

(dale jen ,,Kupujici).

Spoleénost Lilly a Kupujici jsou dale v této Smlouvé oznacovani spolecné jako
»Strany* a jednotlivé jako ,,Strana“.
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WITNESSETH

WHEREAS, the Eli Lilly and Company group of companies, of which Lilly is a member, is a
global research-based corporation that develops, manufactures, and sells pharmaceutical
products; and

WHEREAS, Eli Lilly and Company, Indianapolis, USA, has been granted an Emergency Use
Authorization (EUA) from the U.S. Food and Drug Administration (FDA) for its
investigational neutralizing antibody Bamlanivimab (LY-CoV555) 700mg for the treatment of
mild to moderate COVID-19 in adults and pediatric patients 12 years and older with a positive
COVID-19 test, who are at high risk for progressing to severe COVID-19 and/or
hospitalization; and

WHEREAS, Purchaser desires — in light of the pandemic situation related to SARS-CoV-2 in
the Czech Republic — to purchase from Lilly certain amounts of Bamlanivimab for use in
dedicated infusion centers in the Czech Republic;

NOW, THEREFORE, Lilly and Purchaser agree as follows:

1. DEFINITIONS

1.1 In this Agreement (including the Appendices) except where the context otherwise requires

the following definitions are used:
Term Definition

Adverse Events, Product
Complaints and Enquiries

as set forth in Appendix A

Confidential Information as set forth in Section 9

FCPA means the U.S. Foreign Corrupt Practices Act of 1977, as

amended

Floor Quantity means the Lilly offered minimum sales quantities as defined

in Section 3.2.2

Monthly Allocation as set forth in Section 3.2.4

UVODNI USTANOVENI

VZHLEDEM K TOMU, ZE skupina spoleénosti spole¢nosti Eli Lilly and Company,
jiz je spolecnost Lilly ¢lenem, je nadnarodni korporaci zabyvajici se vyzkumem, ktera
vyviji, vyrabi a prodava 1écivé pripravky; a

VZHLEDEM K TOMU, ZE spoleénosti Eli Lilly and Company, Indianapolis, USA,
bylo Utadem pro kontrolu potravin a 1é&iv USA (U.S. Food and Drug Administration
—FDA) udéleno Povoleni pro nouzové pouZiti (Emergency Use Authorization — EUA)
pro jeji hodnocenou neutralizaéni protilatku Bamlanivimab (LY-CoV555) 700 mg,
uréenou k 1é¢b€ mirného az stfedné tézkého pribéhu onemocnéni COVID-19 u
dospélych a détskych pacienti ve véku 12 let a starSich s pozitivnim testem na
COVID-19, u nichz existuje vysokeé riziko zavazného pribéhu onemocnéni COVID-
19 a/nebo hospitalizace; a

VZHLEDEM K TOMU, ZE ve svétle pandemické situace souvisejici se SARS-
CoV-2 v Ceské republice si Kupujici pieje od spoleénosti Lilly koupit uréité mnozstvi
lé¢ivého piipravku Bamlanivimab za Gi€elem pouziti ve specializovanych infuznich
centrech v Ceské republice,

PROTO NYNI spole¢nost Lilly a Kupujici sjednavaji nasledujici:

1. DEFINICE

1.1 S vyjimkou ptipadi, kdy kontext vyzaduje jinak, jsou v této Smlouvé (vcetné
Ptiloh) pouzity nasledujici definované pojmy:

Definice
jak je stanoveno v Ptiloze A

Pojem
Nezadouci prihody, Stiznosti na
vyrobek a Dotazy

Diiverné informace jak je stanoveno v Clanku 9

FCPA znamend zékon USA o zahraniénich korupénich
praktikach z roku 1977, ve znéni pozdé&jsich
predpisi

Minimalni mnozstvi znamena minimalni  mnoZstvi  nabizend

spole¢nosti Lilly k prodeji, jak je definovano v
Clanku 3.2.2
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Principles Lilly’s guidelines regarding pricing and access as set forth
in Section 3.1
Product Shall mean a single 700mg vial containing the therapeutic

monoclonal antibody LY-CoV555 (Bamlanivimab) in
finished form

Product Data Package as set forth in Section 2.2

Product Recall the rapid recovery from the market of any lot or batch of a

known or suspected defective Product

Supply Autharization as set forth in Section 2.3.1

Territory Czech Republic

1.2 The headings in this Agreement are inserted for convenience only and shall be ignored in
construing this Agreement.

1.3 Unless the context otherwise requires, in this Agreement:

1.3.1 words using the singular or plural number also include the plural or singular number,
respectively and words denoting any gender shall include all genders;

1.3.2 references to any “person” include any natural person, corporation, judicial entity,
association, statutory body, partnership, limited liability company, joint venture, trust, estate,
unincorporated organization or government, state or any political subdivision, instrumentality,
agency or authority;

1.3.3 words “include” or “including” shall be deemed to be followed by *“without limitation”
or “but not limited to” whether or not they are followed by such phrases or words of like import;
and

1.3.4 references to any Party shall be construed as a reference to such Party’s successors and
permitted assigns.

1.4 Any reference in this Agreement to “this Agreement” includes all appendices to this
Agreement and all amendments, additions and variations thereto agreed between the Parties.
Any references to “Sections” and “Appendices” in this Agreement shall be construed as
references to the Sections of and the appendices to this Agreement.

Mesicni pridélené mnozstvi jak je stanoveno v Clanku 3.2.4

Zasady pokyny spolecnosti Lilly ohledné cen vyrobki a
ptistupu k nim, jak je uvedeno v Clanku 3.1
Vyrobek znamena jednu ampuli 700 mg obsahujici

1é¢ivou monoklonalni protilatku LY-CoV555
(Bamlanivimab) v kone¢né podobé

Souhrnné informace o vyrobku  jak je stanoveno v Clanku 2.2

StaZeni vyrobku rychlé stazeni jakékoliv série ¢i Sarze Vyrobku z
trhu, pokud je zndmo, Ze je zavadny, nebo
existuje podezieni, ze je zavadny

Povoleni k dodavkam jak je stanoveno v Clanku 2.3.1

Uzemi Ceska republika

1.2 Nadpisy v této Smlouvé slouzi pouze ke snazsi orientaci v textu a nemaji vliv na
jeji vyklad.

1.3 Nebude-1i kontext vyzadovat jinak, v této Smlouveé:

1.3.1 slova v jednotném ¢isle budou zahrnovat i mnozné ¢islo a naopak a odkazy na
jakykoliv rod budou zahrnovat vSechny dalsi rody;

1.3.2 odkazy na pojem ,,0soba“ zahrnuji jakoukoliv fyzickou osobu, korporaci, soudni
organ, asociaci, statutarni organ, obchodni spoleénost, spole¢nost s ruéenim
omezenym, spole¢ny podnik, trust, poziistalost, organizaci nezapsanou v obchodnim
rejstiiku nebo vladu, statni ¢i jakoukoliv politickou subdivizi, podfizenou vladni
organizaci, agenturu nebo organ;

1.3.3 ma se za to, Ze po slovech ,,zahrnovat* nebo ,,v¢etné* budou nésledovat pojmy
,»bez omezeni“ nebo ,,nikoliv vSak vyluéné®, at’ jiz po nich tato souslovi nebo slova
obdobného vyznamu nasleduji ¢i nikoliv; a

1.3.4 odkaz na pojem Strana bude vykladan také jako odkaz na néstupce a povolené
postupniky takové Strany.

1.4 Jakykoliv odkaz v této Smlouvé na ,;tuto Smlouvu“ zahrnuje veskeré ptilohy k
této Smlouveé a veskeré jejich dodatky, dopliky a zmény sjednané mezi Stranami.
Jakékoliv odkazy na ,,Clanky* a ,,Piilohy* v této Smlouvé budou vykladany jako
odkazy na Clanky a Piilohy této Smlouvy.
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2. CONDITIONS OF SUPPLY
2.1 Regulatory Status

2.1.1 Purchaser understands that the Product is considered to be an investigational product in
the US under the existing Emergency Use Authorization (EUA), and will remain an
investigational product until a Biologics License Application (BLA) is approved in the US
(currently anticipated to be in 2021, at the earliest).

2.1.2 Purchaser further understands that the European Medicine Agency (EMA) concluded on
November 3, 2020, that it is too early to support an application for a Conditional Marketing
Authorization (CMA) for the Product based on the data presented. Following the EMA
recommendation, Lilly will seek further follow up advice once more data becomes available.

2.2 Product Data Package

Purchaser acknowledges that the only regulatory submission documentation available was
submitted to the Ministry of Health of the Czech Republic. Said Product Data Package includes
data from clinical studies conducted exclusively in the US, pre-clinical data, product
development data for both drug substance and drug product, manufacturing and quality control
information that is consistent with an investigational product, a single English-language carton
and label, and a product information for health care professionals as well as a product
information for patients which will not be part of the packaging but will be provided
electronically in accordance with Section 2.4.

2.3 Supply Authorization

2.3.1 Acknowledging Sections 2.1 and 2.2 above, the Parties agree and understand that a
prerequisite to any Product supply is a confirmative positive regulatory decision based on
above mentioned Product Data Package to import Product into the Territory for use in the
Territory in accordance with the EUA label (Supply Authorization).

2.3.2 Purchaser further acknowledges that Eli Lilly and Company plans to add additional
manufacturing sites for both drug substance and drug product, with the intent of expanding
capacity, and that these manufacturing site additions will be communicated to the regulatory
authorities in the Territory via notification. Purchaser hereby accepts the addition of
manufacturing sites in order to be eligible to accept and receive a Monthly Allocation.

2.3.3 Lilly will work directly with the regulatory authorities in the Territory to obtain the
required Supply Authorization prior to making the Product available to patients in the Territory.

2. PODMINKY DODAVEK
2.1 Regulatorni status

2.1.1 Kupujici je srozumeén s tim, ze Vyrobek je v USA dle stavajiciho Povoleni pro
nouzové pouziti (EUA) povazovan za hodnoceny piipravek a ziistane hodnocenym
pfipravkem az do doby, dokud nebude v USA schvalena Zadost o licenci pro
biologické lécivé pripravky (BLA) (momentalné se predpoklada, Ze to bude nejdrive
v roce 2021).

2.1.2 Kupuyjici je dale srozumén s tim, Ze Evropska agentura pro 1é¢ivé pripravky
(European Medicine Agency — EMA) dospéla dne 3. listopadu 2020 k zavéru, Ze je
ptili§ brzy na to, aby na zékladé¢ piedloZenych udaji podpofila zadost o Rozhodnuti o
podminéné registraci (Conditional Marketing Authorization — CMA) Vyrobku. Na
zaklad¢ doporuceni EMA si spolecnost Lilly vyzada dalsi doporuceni ohledné
naslednych krokt, jakmile budou k dispozici dalsi udaje.

2.2 Souhrnné informace o vyrobku

Kupujici potvrzuje, ze Ministerstvu zdravotnictvi Ceské republiky byla piedlozena
jedind dostupna dokumentace uréena k podani regulacnim organim. Uvedené
Souhrnné informace o vyrobku zahrnuji Gdaje z klinickych studii provedenych
vyhradné v USA, predklinické tidaje, udaje o vyvoji lécivé latky i 1é¢ivého pripravku,
informace o vyrob¢ a kontrole kvality, které odpovidaji hodnocenému ptipravku,
jednu krabicku a etiketu v anglickém jazyce a informace o ptipravku pro zdravotnické
odborniky, jakoZ i informace o pfipravku pro pacienty, které nebudou souéasti balent,
ale budou poskytnuty elektronicky v souladu s Clankem 2.4.

2.3 Povoleni k dodavkam

2.3.1 P zvazeni Clanka 2.1 a 2.2 vyse Strany souhlasi a berou na védomi, Ze
predpokladem pro jakoukoliv dodavku Vyrobku je souhlasné kladné regulatorni
rozhodnuti zaloZzené na vySe uvedenych Souhrnnych informacich o vyrobku pro
dovoz Vyrobku na Uzemi pro uéely pouziti na Uzemi v souladu se §titkem EUA (dale
jen ,,Povoleni k dodavkam*).

2.3.2 Kupujici dale bere na védomi, Ze spoleénost Eli Lilly and Company ma v Umyslu
doplnit dalsi zafizeni (mista) pro vyrobu lécivé latky i 1é¢ivého piipravku s cilem
rozs§itit kapacitu a ze tato dalsi vyrobni zafizeni (mista) budou oznamena regulatornim
organim na Uzemi na zakladé oznameni. Kupujici timto pfistupuje na doplnéni
vyrobnich zaiizeni (mist), aby mohl akceptovat a obdrzet Mé&siéni ptidélené mnoZstvi.

2.3.3 Spole¢nost Lilly bude spolupracovat ptimo s regulatornimi organy na Uzemi,
aby ziskala pozadované Povoleni k dodavkam ptedtim, nez da Vyrobek k dispozici
pacientim na Uzemi.
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2.4 Product Packaging

Product will be supplied with a single, English-language carton and label containing GS1
Standard for serialization. The carton will include a folded package insert that contains only a
QR code. The QR code automatically redirects to a global Lilly website where the user can
select the Territory name, for access to Territory-specific electronic Product information.
Additionally, the carton will contain a blank panel that allows Purchaser to apply Territory-
specific sticker labels as needed. Purchaser acknowledges that Lilly does not have
manufacturing capacity to conduct Territory-specific stickering and will not be obligated to do
SO.

3. ALLOCATION PROCESS AND REPORTING
3.1 Principles

Purchaser acknowledges that Eli Lilly and Company has established principles regarding
COVID-19 Antibody Therapy Pricing and Access as described in greater detail at
https://www.lilly.com/news/stories/dave-ricks-covid19-antibody-therapy-pricing-access
(Principles) and agrees that Lilly’s obligation to deliver the Product pursuant to this Agreement
shall be subject to adherence to these Principles.

3.2 Allocation Process

3.2.1 Provided the Supply Authorization for the Product in the Territory has been received by
February 15", 2021, Lilly agrees to offer the Purchaser as a minimum the Floor Quantity.

3.2.2 The Floor Quantity shall be available for purchase as follows: 500 vials of the Product in
February 2021, 10 300 vials of the Product in March 2021, 1 000 vials of the Product in April
2021, 600 vials of the Product in May 2021.

3.2.3 There is no obligation for the Purchaser to purchase the total Floor Quantity. Instead,
Purchaser may elect to purchase only a portion of the Floor Quantity as further defined in
Section 3.2.4.

3.2.4 In addition to the Floor Quantity and throughout the term of this Agreement there may
be optional monthly vials of the Product offered to Purchaser for purchase based on Eli Lilly’s
medical allocation process (Monthly Allocation). The Monthly Allocation is computed based
on data from the 1% to the 15" of the current month and is to be supplied in the immediate
month that follows. There is no obligation of the Purchaser to purchase the Monthly
Allocation(s), if offered. Further, Purchaser may elect to purchase only a portion of the Monthly
Allocation. Lilly will inform Purchaser of its Monthly Allocation on or before the 16™ of each
month. Purchaser must confirm his intent to purchase (or not, as the case may be) its Monthly
Allocation by no later than the 23 of each month.

2.4 Baleni vyrobku

Vyrobek bude dodéavan s jednou, anglickym textem opatienou krabi¢kou a etiketou
obsahujici Standard GS1 pro serializaci. Krabicka bude obsahovat slozeny ptibalovy
letak, ktery bude obsahovat pouze QR kdd. Tento QR kdd pak uzivatele automaticky
pfesméruje na globalni webovou stranku spolecnosti Lilly, kde na zakladé zvoleného
nazvu Uzemi uZivatel ziské piistup k elektronickym informacim o Vyrobku, jez jsou
pro dané Uzemi specifické. Na krabi¢ce bude navic prazdné policko, které
Kupujicimu umozni dle potieby pouzit samolepici §titky specifické pro dané Uzemi.
Kupujici bere na védomi, Ze spolec¢nost Lilly nema vyrobni kapacity na to, aby mohla
provadét stitkovani specifické pro dané Uzemi, a nebude povinna tak init.

3. PROCES PRIDELOVANI A JEHO VYKAZOVANI
3.1 Zasady

Kupujici bere na védomi, ze spolec¢nost Eli Lilly and Company stanovila zasady
tvorby cen za 1écbu COVID-19 protilatkou a pfistupu k ni, jak je podrobnéji popsano
na https://www.lilly.com/news/stories/dave-ricks-covid19-antibody-therapy-pricing-
access (dale jen ,,Zasady“), a souhlasi s tim, Ze povinnost spole¢nosti Lilly dodavat
Vyrobek dle této Smlouvy bude podminéna dodrzovanim téchto Zasad.

3.2 Proces pridélovani

3.2.1 Za ptedpokladu, Zze Povoleni k dodavkam Vyrobku na Uzemi bude obdrzeno do
15. tnora 2021, se spolecnost Lilly zavazuje nabidnout Kupujicimu pfinejmensim
Minimalni mnozstvi.

3.2.2 Minimalni mnozstvi bude dano k dispozici ke koupi takto: 500 ampuli Vyrobku

v Gnoru 2021, 10 300 ampuli Vyrobku v bfeznu 2021, 1 000 ampuli Vyrobku v dubnu
2021 a 600 ampuli Vyrobku v kvétnu 2021.

3.2.3 Kupujici neni povinen zakoupit celé Minimalni mnozstvi. Namisto toho se
Kupujici mize rozhodnout zakoupit pouze ¢ast Minimalniho mnozstvi, jak je dale
stanoveno v bodu 3.2.4.

3.2.4 Vedle Minimalniho mnozstvi mohou byt po celou dobu trvani této Smlouvy
kazdy mésic doplikové nabizeny Kupujicimu ke koupi ampule Vyrobku na zaklade
procesu pfidélovani 1é¢iv Eli Lilly (dale jen ,,Mési¢ni pridélené mnoZstvi*). Mésicni
ptidélené mnoZstvi se vypocita na zakladé Gidaji za obdobi od 1. do 15. dne stavajiciho
mésice a bude dodano v bezprostiedné nasledujicim meésici. Kupujici neni povinen
Meésicni pridélené mnozstvi, bude-1i mu nabidnuto, nakoupit. Kupujici se také mtze
rozhodnout, ze koupi pouze ¢ast Mésicniho pridéleného mnozstvi. Spole¢nost Lilly
bude Kupujiciho informovat o jeho Mési¢nim pfidéleném mnoZstvi vZdy do 16. dne
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3.2.5 In the event the Supply Authorization in the Territory is not received by February 15%,
2021, the portion of the Floor Quantity allocated for March 2021 will be forfeited. In the event
the Supply Authorization in the Territory is not received by March 15", 2021, the portion of
the Floor Quantity allocated for April 2021 will be forfeited. In the event the Supply
Authorization in the Territory is not received by April 15", 2021, the portion of the Floor
Quantity allocated for May 2021 will be forfeited.

3.2.6 Quantities made available to the Purchaser above the Floor Quantity will be dictated by
the allocation process.

3.2.7 Purchaser understands Lilly’s intent in ensuring fair and equitable access based on
medical need and the scarcity of supply and acknowledges that this allocation process is not
intended to influence or otherwise incentivize the issuance of a Supply Authorization for the
Product in the Territory.

3.3 Reporting

Purchaser agrees to share with Lilly on a bi-weekly basis high level, anonymized
utilization data for Bamlanivimab (number of vials infused/administered). The first set of data
will be due on the first 15" or 30/31%¢ of the month (whichever is earlier) post the purchaser
receiving the first shipment. This data will be used by Lilly to assess any potential barriers to
utilization of Bamlanivimab in the Territory and if required an appropriate action plan will be
developed in partnership with the Territory Ministry of Health to enable utilization so that
maximum patients can benefit from this therapy.

4. PRODUCT SUPPLY
4.1 Lilly’s Sales

4.1.1 Lilly shall sell to Purchaser, and Purchaser shall buy from Lilly, Product in accordance
with the terms and conditions of this Agreement.

4.1.2 Product will be sold and invoiced according to above allocation process on a monthly
basis.

4.1.3 Product will be delivered to Purchaser CIP Thomayer University Hospital, Videfiska
800, 140 00 Prague 4 — Kr¢, Czech Republic (INCOTERMS 2020). Title to the Products shall
transfer from Lilly to Purchaser upon arrival at the Czech Republic port of entry.

kazdého mésice. Kupujici musi potvrdit svlij imysl koupit (pfipadné nekoupit)
Meésicéni ptidélené mnozstvi nejpozdéji do 23. dne kazdého mésice.

3.2.5 V piipadg, ze Povoleni k doddavkam na Uzemi nebude obdrzeno do 15. tnora
2021, propadne ¢&ast odpovidajici Minimalnimu mnozstvi pfidélenému na biezen
2021. V piipadé, ze Povoleni k doddvkam na Uzemi nebude obdrzeno do 15. biezna
2021, propadne ¢ast odpovidajici Minimalnimu mnozstvi pfidélenému na duben 2021.
V ptipadé, ze Povoleni k dodavkam na Uzemi nebude obdrZeno do 15. dubna 2021,
propadne ¢ast odpovidajici Minimalnimu mnozstvi pfidélenému na kvéten 2021.

3.2.6 Objemy poskytnuté Kupujicimu nad ramec Minimalniho mnoZstvi se budou
fidit postupem pro pridélovani.

3.2.7 Kupujici je srozumén se zamérem spolecnosti Lilly zajistit spravedlivy a rovny
pristup zohlediujici zdravotni potfeby a nedostatek dodavek a bere na védomi, zZe
cilem tohoto procesu ptidélovani neni ovlivnit vydani Povoleni k dodavkdm Vyrobku
na Uzemi ani jinak slouzit jako pobidka k jeho vydani.

3.3 Vykaznictvi

Kupujici se zavazuje, Ze bude spolecnosti Lilly jednou za ¢trnéct dnli poskytovat
obecné anonymizované udaje o pouzivani pfipravku Bamlanivimab (po¢et ampuli,
které byly aplikovany infuzi/podany). Prvni soubor udaji bude zaslan prvniho 15.
nebo 30./31. dne mésice (podle toho, ktery z téchto dni nastane diive) poté, co
Kupujici obdrzi prvni dodavku. Spolecnost Lilly pouzije tyto tidaje k posouzeni
piipadnych piekazek pouziti pfipravku Bamlanivimab na Uzemi a v p¥ipadé potieby
bude ve spolupraci s Ministerstvem zdravotnictvi daného Uzemi vypracovén
odpovidajici akéni plan, ktery umozni pouziti pfipravku tak, aby mohlo tuto 1écbu
vyuzit co nejvice pacienttl.

4, DODAVKY VYROBKU
4.1 Prodej spole¢nosti Lilly

4.1.1 Spole¢nost Lilly bude Kupujicimu Vyrobek prodavat a Kupujici bude Vyrobek
od spole¢nosti Lilly nakupovat v souladu s podminkami této Smlouvy.

4.1.2 Vyrobek bude prodavan a fakturovan na meési¢ni bazi podle vySe uvedeného
procesu piidélovani.

4.1.3 Vyrobek bude Kupujicimu dodavan CIP, Fakultni Thomayerova nemocnice,
Videfiska 800, 140 00 Praha 4 — Kr¢&, Ceska republika, INCOTERMS 2020).
Vlastnicky titul k Vyrobkim ptechazi ze spole¢nosti Lilly na Kupujiciho v ¢ase
piijezdu na hranice Ceské republiky.
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4.1.4 Unless otherwise stipulated herein, prices, currency, exchange rate, if applicable, and
payment terms will be stated in the respective order confirmation. For the avoidance of doubt,
the Product purchase is not subject to such order confirmation.

4.1.5 Lilly shall have the right to withhold the delivery of any Product if Purchaser fails to
provide Lilly with all necessary authorizations, licenses, consents or administrative acts as well
as the list of documents required for the importation and use of the Product in the Territory as
stipulated in Section 6.2 within three (3) days of the order confirmation.

4.2 Product Damaged in Transit

4.2.1 Product shall be sold and supplied by Lilly to Purchaser on a non-returnable basis. The
Parties agree that Lilly will not accept any Product returns on account of expiry.

4.2.2 Purchaser shall reasonably examine the outside packaging of the Products immediately
following receipt, but at the latest five (5) business days following receipt, of any Product
received. If the content of a shipment of Product differs from the information in the shipping
documents, or if any Product is damaged, the Purchaser shall notify Lilly in writing within five
(5) days of the date of receipt of the Product of such damage or difference from the shipping
documents.

4.2.3 For the destruction of damaged Products the Purchaser shall strictly adhere to instructions
provided by Lilly.

4.2.4 Purchaser shall be liable for any loss or shortage of or damage to the Products of which
Lilly is not properly notified as set forth above.

4.3 Product Testing Upon Importation

4.3.1 Lilly shall manufacture Product in accordance with cGMP guidelines.

4.3.2 Each Product shipment will be accompanied by a Certificate of Analysis, Certificate of
Conformity (or equivalent), and documentation of temperature conformity during shipment,
based on testing conducted outside Purchaser’s Territory.

4.3.3 Purchaser acknowledges that Lilly does not have analytical testing capacity to conduct
Territory-specific importation testing.

4.4 Product Expiration

Purchaser acknowledges that Product it receives is intended to address near-term medical need,
and therefore Product expiration dating will support storage, preparation, and administration
within three (3) months of receipt.

4.1.4 Nebude-li touto Smlouvou stanoveno jinak, ceny, ména, pfipadné sménny kurz
a platebni podminky budou uvedeny v piislusném potvrzeni objednavky. Pro
vyloudeni pochybnosti plati, Ze koup€ Vyrobku neni podminéna takovym potvrzenim
objednavky.

4.1.5 Spole¢nost Lilly ma pravo zadrzet dodavku jakéhokoliv Vyrobku, neptedlozi-li
ji Kupujici vechna potiebna povoleni, licence, souhlasy nebo spravni tikony, jakoz i
seznam dokladt pozadovanych pro dovoz a pouziti Vyrobku na Uzemi podle Clanku
6.2 do tfi (3) dnl od potvrzeni objednavky.

4.2 Poskozeni Vyrobku pfi pirepravé

4.2.1 Spolecnost Lilly bude Vyrobek prodavat a dodavat Kupujicimu bez moznosti
vraceni. Smluvni strany se dohodly, Ze Lilly neptijme zadny vraceny ptipravek z
davodu expirace.

4.2.2 Kupujici provede ptimétenou kontrolu vngjsich obaltl Vyrobkl bezprostiedné
po jejich obdrZeni, nejpozd&ji v8ak pét (5) pracovnich dnti po obdrzeni jakéhokoliv
dodaného Vyrobku. Pokud se bude obsah zésilky Vyrobku lisit od informaci v
prepravnich dokladech nebo pokud bude néktery Vyrobek poskozeny, bude Kupujici
o takovém podkozeni nebo odchylce od prepravnich dokladii pisemné informovat
spole¢nost Lilly do péti (5) dnti ode dne obdrzeni Vyrobku.

4.2.3 Pti likvidaci poskozenych Vyrobkl je Kupujici povinen piisné¢ dodrzovat
pokyny vydané spolecnosti Lilly.

4.2.4 Kupujici odpovida za jakoukoliv ztratu, nedostatek nebo poskozeni Vyrobki, o
kterych nebyla spolecnost Lilly fadné vyrozumeéna zptisobem uvedenym vyse.

4.3 Testovani Vyrobku po dovozu

4.3.1 Spolecnost Lilly bude Vyrobek vyrabét v souladu se zasadami cGMP (spravné
vyrobni praxe).

4.3.2 Ke kazdé dodavce Vyrobku budou pfilozeny Certifikat o analyze, Prohlaseni o
shodé€ (nebo jeho ekvivalent) a dokumentace o dodrzovéni predepsané teploty béhem
pfepravy, zaloZené na zakladé zkousek provedenych mimo Uzemi Kupujiciho.

4.3.3 Kupujici bere na védomi, ze spolec¢nost Lilly nema kapacity pro analytické
testovani, aby mohla provadét dovozni testy specifické pro dané Uzemi.

4.4 Exspirace Vyrobku

Kupujici bere na védomi, ze Vyrobek, ktery obdrzi, je urcen k feSeni bezprostredni
medicinské potieby, a z toho divodu bude datum exspirace Vyrobku umoziovat jeho
skladovani, ptipravu a podani do tii (3) mésici od jeho obdrZeni.
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4.5 Product Recall and/or Withdrawal

In the event of a recall, Lilly and Purchaser shall cooperate fully with one another in conducting
the recall. Lilly will be responsible for the recall except as required by law and agreed upon by
Lilly.

5. PRICES, BILLINGS, AND PAYMENTS
5.1 Product Pricing

Lilly agrees to sell the Floor Quantity at a firm-fixed unit price of
I (/0 W) ot vial. The Partics consent that any Product

supplied under the terms of this Agreement will be exempt from all rebates.

5.2 Payment Terms
5.2.1 Payments shall be made within sixty (60) days of the date of the invoice.
5.2.2 Lilly shall invoice Purchaser in USD.

5.2.3 Without prejudice to Lilly’s rights, in the event of partial payment, Lilly reserves the right
to withhold delivery of any further Products until payment has been made in full. Lilly also
reserves the right to immediately cancel any order if any invoice remains unpaid.

5.3 Taxes

Payment of Taxes. Each Party will be responsible for its own taxes, including the income taxes
on its business and, any other taxes incurred by such Party in connection with its business and
with performing its obligations hereunder.

Withholding Taxes. If any payments made by the Parties under this Agreement become subject
to withholding taxes under applicable laws of any state, federal, provincial or foreign
government, each Party shall be authorized to withhold such taxes as are required under
applicable law, pay such taxes to the appropriate government authority, and remit the balance
due to the other Party net of such taxes. The Party paying the taxes to the government authority
shall secure and promptly deliver to the other Party an official receipt for taxes paid.

Tax Documents and Information. The Parties agree to fully cooperate with each other to enable
each Party to more accurately determine its own tax liability and to minimize such liability to
the extent legally permissible and administratively reasonable. Each Party shall provide and
make available to the other Party any information reasonably requested by the other Party to
support the provisions of this Section.

4.5 Stazeni Vyrobku

V ptipadé stazeni Vyrobku z obéhu si spole¢nost Lilly a Kupujici poskytnou pfi jeho
provadéni plnou soucinnost. Za stazeni Vyrobku z obéhu bude odpovidat spoleénost
Lilly, vyjma pfipadd, které stanovi pravni predpisy a se kterymi bude spole¢nost Lilly
souhlasit.

5. CENY, VYUCTOVANI A PLATBY
5.1 Cena za Vyrobek
Spolec¢nost Lilly

se zavazuje prodavat Minimalni mnoZstvi za pevné stanovenou
jednotiovou ceny NN (I - US0) 72 ampul
Strany souhlasi s tim, Ze na Vyrobek dodany podle podminek této Smlouvy se
nebudou vztahovat Zadné slevy.

5.2 Platebni podminky
5.2.1 Platby budou provadény do Sedesati (60) dnti ode dne vystaveni faktury.
5.2.2 Spolec¢nost Lilly bude Kupujicimu vystavovat faktury v USD.

5.2.3 Aniz by tim byla dotéena prava spole¢nosti Lilly, v pfipadé castecné platby si
spolecnost Lilly vyhrazuje pravo zadrzet dodavku jakychkoliv dalSich Vyrobki az do
uplného zaplaceni. Spolecnost Lilly si také vyhrazuje pravo okamzité zrusit
jakoukoliv objednavku v ptipade, ze nektera faktura zlstane nezaplacena.

5.3 Dané

Platba dani. Kazd4 Strana bude odpovédna za své vlastni dang, véetné dani z piijmu
ze své obchodni Cinnosti a veskeré dal$i dafiové povinnosti, které dané Strané
vzniknou v souvislosti s jeji obchodni ¢innosti a plnénim jejich zavazkt vyplyvajicich
z této Smlouvy.

Srazkova dan. Budou-li platby provadéné Stranami podle této Smlouvy podléhat
srazkové dani podle platnych pravnich ptredpist kterékoliv statni, federalni, zemské
nebo zahrani¢ni vlady, bude kazda Strana opravnéna provést srazku takovych dani,
jak to vyzaduji platné pravni piedpisy, zaplatit tyto dan¢€ pfislusnému statnimu organu
a uhradit zistatek splatny druhé Strané o¢istény o tyto dané. Strana, kterd plati tyto
dané statnim organu, zajisti a bezodkladn¢ doru¢i druhé Strané ufedni potvrzeni o
zaplaceni dané.

Danové doklady a informace. Strany se zavazuji, Ze si vzajemné poskytnou plnou
soucinnost s cilem umoznit kazdé Strané¢ co nejpiesnéji urcit vlastni dafiovou
povinnost a minimalizovat ji, pokud to umozfuji pravni predpisy a je to
administrativné odivodnéno. Kazda Strana poskytne a zpfistupni druhé Strané
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Tax Filings and Audits or Proceedings. Each Party represents, warrants, and covenants that it
will file appropriate tax returns and pay applicable taxes owed and arising from or related to
the transactions contemplated hereunder in applicable jurisdictions.

6. WARRANTIES AND REPRESENTATIONS
6.1 Lilly’s Warranties

Lilly warrants that, on the date of shipment, the Products will conform to the specifications set
forth herein and will be adequately contained and packaged. Lilly further warrants that it will
convey good title to the Products free of all liens of any kind whatsoever.

6.2 Purchaser’s Warranties

6.2.1 Purchaser warrants that it will at all times have all necessary licenses, consents and
authorizations in full force and effect to enable to perform its obligations under this Agreement
and that it will at all times comply with all relevant laws, regulations and codes applicable.

6.2.2 In case the Supply Authorization or any other necessary license, consent, authorization
or administrative act is revoked, Purchaser shall immediately inform Lilly hereof.

7. PURCHASER'S GENERAL PERFORMANCE
7.1 Adverse Events, Product Complaints and Enquiries

Adverse Events, Product Complaints and other reportable Enquiries, found from own operation
shall be dealt with in accordance with Appendix A.

7.2 Non-Transfer of Rights

Purchaser may not assign, transfer or subcontract any of Purchaser’s rights or obligations under
this Agreement to a third party without Lilly’s prior written consent.

8. INTELLECTUAL PROPERTY

Each Party acknowledges and agrees that no rights or licenses, implied or otherwise, covering
or relating to the development, manufacture, use or sale of the Product, or any other product or
process, shall be granted to either Party by the other Party.

veSkeré informace, které druhd Strana divodné pozaduje k naplnéni ustanoveni tohoto
Clanku.

Danova priznani a audity nebo fizeni. Kazda Strana prohlasuje, zaruCuje a zavazuje
se, ze poda prislusna dafiova priznani a uhradi pfislu$né splatné dané, které vyplyvaji
z transakci zamySlenych touto Smlouvou v piislusnych jurisdikcich nebo s nimi
souviseji.

6. ZARUKY A PROHLASENI

6.1 Zaruky spolec¢nosti Lilly

Spole¢nost Lilly zaruduje, Ze v den odeslani budou Vyrobky odpovidat specifikacim
uvedenym v této Smlouvé a budou odpovidajicim zpiisobem uchovavany a zabaleny.
Spole¢nost Lilly dale zaruuje, Ze pfevede vlastnicky titul k Vyrobkim a Ze tyto
Vyrobky nebudou zadnym zptisobem zatiZeny.

6.2 Zaruky Kupujiciho

6.2.1 Kupujici zarucuje, ze bude mit vzdy vSechny potiebné licence, souhlasy a
povoleni v plné platnosti a ucinnosti, aby mohl plnit své povinnosti podle této
Smlouvy, a ze bude vzdy dodrzovat veskeré ptislusné zakony, pravni pfedpisy a
kodexy.

6.2.2 V ptipadé, ze dojde ke zruseni Povoleni k dodavkam nebo jiné poZadované
licence, souhlasu, povoleni ¢i spravniho tikonu, bude o tom Kupujici spole¢nost Lilly
neprodlené informovat.

7. OBECNE PLNENI{ ZE STRANY KUPUJICIHO
7.1 Nezadouci piihody, Stiznosti na vyrobek a Dotazy

Nezadouci ptihody, Stiznosti na vyrobek a dalsi Dotazy podléhajici ozndmeni, které
vyplynou z vlastniho provozu, budou vytizovany v souladu s Pfilohou A.

7.2 Zakaz prevodu prav

Kupujici nesmi bez ptredchoziho pisemného souhlasu spolecnosti Lilly postoupit,
prevést nebo subkontrahovat na tieti stranu zadna sva prava ¢i povinnosti z této
Smiouvy.

8. DUSEVNI VLASTNICTVI

Kazda Strana bere na védomi a souhlasi s tim, Ze ji druh4 Strana neudé¢luje zadna
prava ani licence, at’ jiz mlc¢ky ptedpokladané ¢i jiné, které se tykaji vyvoje, vyroby,
pouziti nebo prodeje Vyrobku ¢i jakéhokoliv jiného vyrobku nebo postupu.
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9. CONFIDENTIALITY

9.1.1 Purchaser and Lilly acknowledge that during the term of this Agreement either Party may
acquire, either from the other Party or otherwise Confidential Information. For the purposes of
this Agreement, Confidential Information shall mean all information regarding or belonging to
a Party, including but not limited to, (i) know-how, data, documents, techniques, processes,
materials, product samples, business plans or other information disclosed directly or indirectly;
(ii) information furnished by any representative of the Party; (iii) information acquired by
observation or otherwise, during a visit to a Party’s facilities; (iv) information or other work
product developed in connection with this Agreement; and (v) information which a Party is
under an obligation to third parties to maintain as confidential. Such disclosures shall be subject
to the following obligations of confidentiality and non-use:

(i) The receiving Party shall hold in strict confidence Confidential Information received from
the disclosing Party, and shall not distribute, disclose or disseminate Confidential Information
to any third party, or anyone not authorized hereunder;

(if) The receiving Party shall not use the disclosing Party’s Confidential Information for any
purpose other than to facilitate the authorized purpose of this Agreement;

(iii) The receiving Party shall not use the disclosing Party’s Confidential Information in its own
operations and/or for its own benefit, without the prior written consent of the disclosing Party;

(iv) The receiving Party shall restrict use of the disclosing Party’s Confidential Information to
those of its directors, officers and employees who have a definable need to know in order to
facilitate the authorized purpose of this Agreement. The receiving Party may disclose
Confidential Information to members of a parent or affiliate company who have a definable
need to know, provided such entity agrees, prior to disclosure to be bound by the terms of this
Agreement. The receiving Party shall be responsible to the disclosing Party for any improper
disclosure or use of Confidential Information by such persons.

9.1.2 Purchaser and Lilly each shall use its best efforts to see that each of its employees to
whom Confidential Information is imparted does not disclose such information, during or
subsequent to his or her employment by Purchaser or Lilly as the case may be, to any person
who is not entitled to have access to such information.

9.1.3 Upon expiry or termination of this Agreement, howsoever caused, upon request,
Purchaser and Lilly shall each forthwith return to the other any physical manifestations of such
information, secrets, or know-how, then or thereafter in its possession or control.

9. DUVERNE INFORMACE

9.1.1 Kupujici a spole¢nost Lilly berou na védomi, ze béhem doby trvani této
Smlouvy muze kterdkoliv ze Stran ziskat od druhé Strany nebo jinak Duvérné
informace. Duvérné informace znamenaji pro ucely této Smlouvy veskeré informace,
které se tykaji nékteré ze Stran nebo ji patii, zejména, (i) know-how, Udaje,
dokumenty, techniky, postupy, materialy, vzorky vyrobkii, obchodni plany nebo jiné,
pfimo ¢i nepfimo sdélované informace, (ii) informace poskytované jakymkoliv
zastupcem dané Strany, (iii) informace ziskané pozorovanim nebo jinak béhem
navstévy zafizeni Strany, (iv) informace nebo jiné pracovni produkty vytvofené v
souvislosti s touto Smlouvou a (v) informace, o nichz je Strana povinna zachovavat
mlcenlivost na zakladé zdvazku vici tietim strandm. Sdéleni téchto informaci podléha
nésledujicim povinnostem zachovani ml¢enlivosti a nepouZivani informaci:

(i) ptijimajici Strana bude o Dtivérnych informacich, které obdrzi od sdélujici Strany,
zachovavat naprostou mlcenlivost a nebude je dale $ifit, sdélovat nebo poskytovat
zadné tieti stran¢ ani nikomu, kdo k tomu neni opravnén na zéklad¢ této Smlouvy;
(ii) pfijimajici Strana nepouzije Divérné informace sdélujici Strany k Zadnému
jinému ucelu, nez je umoznéni naplnéni schvaleného tcéelu této Smlouvy;

(iii) ptijimajici Strana nesmi Duvérné informace sdélujici Strany bez jejiho
ptredchoziho pisemného souhlasu pouZit v ramci svého vlastniho provozu a/nebo ke
svému prospéchu;

(iv) pfijimajici Strana je povinna zajistit, Ze Duvémné informace sdé€lujici Strany
budou moci pouzivat pouze ti ¢lenové jejiho predstavenstva, vedouci pracovnici a
zaméstnanci, ktefi je prokazatelné potfebuji znat, aby mohli napomahat napliiovani
schvaleného ucelu této Smlouvy. Pfijimajici Strana je opravnéna poskytnout Diivérné
informace ¢lenim matefské nebo spiiznéné spole¢nosti, kteti je prokazatelné
potiebuji znat, pokud se takovy subjekt pred sdélenim Divérnych informaci zavaze
k dodrzovani podminek této Smlouvy. Ptijimajici Strana bude vici sdélujici Strané
odpovédna za jakékoliv pfipadné nepovolené sdéleni nebo pouziti Divérnych
informaci takovymi osobami.

9.1.2 Kupujici a spole¢nost Lilly kazdy jednotlivé vynalozi maximalni usili k tomu,
aby zajistili, Ze Zadny z jejich zaméstnanct, kterym byly poskytnuty Dutvérné
informace, tyto informace béhem doby trvani svého pracovniho poméru u Kupujiciho
nebo spolecnosti Lilly ani po jeho skonceni nesdé€li zadné osobg, ktera neni opravnéna
mit k takovym informacim pfistup.

9.1.3Po uplynuti doby trvani této Smlouvy nebo po jejim ukonceni, at jiz
z jakéhokoliv dtivodu, vrati Kupujici a spolecnost Lilly neprodlené tomu druhému na
jeho zéadost jakékoliv fyzické kopie takovych informaci, tajemstvi nebo know-how,
které bude mit v té dobé nebo nasledné v drZeni ¢i pod kontrolou.

Page 14 of 25

Bamlanivimab Supply Agreement between Eli Lilly Export S.A. and Fakultni Thomayerova nemocnice (Thomayer University Hospital, Prague)



9.1.4 These obligations of confidentiality and non-use shall expire ten (10) years from
termination or expiration of this Agreement. The foregoing obligations of confidentiality and
non-use shall not apply to information that the receiving Party can demonstrate:

(i) was known to the receiving Party prior to its receipt from the disclosing Party as
demonstrated by written records; or

(if) was known to the general public prior to its receipt from the disclosing Party or
subsequently becomes known to the public through no fault of the receiving Party; or

(iii) is obtained by the receiving Party from a third party who is not under an obligation of
confidentiality and has a lawful right to make such disclosure; or

(iv) is required to be disclosed by law, provided, however, the disclosing Party shall promptly
notify the other Party and shall not disclose any information without the other Party’s prior
written consent or until the other Party has exhausted any legal actions it may take to prevent
or limit the requested disclosure.

10. TERM AND TERMINATION OF AGREEMENT
10.1 Term of Agreement

10.1.1 This Agreement shall be valid once duly executed by both Parties and take effect once
a respective Supply Authorization has been received in the Territory. It shall remain in full
force and effect until all Monthly Allocations as specified in Section 3.2.4 have been fully
delivered, invoiced and payed.

10.1.2 Any term extension shall require an amendment to this Agreement duly executed by
Lilly and Purchaser.

10.2 Breach of Agreement

10.2.1 The foregoing notwithstanding, if either Purchaser or Lilly breaches any of the terms
and conditions of this Agreement, the other Party may give notice of the breach to the Party in
default. If the defaulting Party does not rectify the breach within ten (10) days after receipt of
the notice, the Party who gave notice may terminate this Agreement with immediate effect.

10.2.2 Without prejudice to Section 10.2.1, if either Party commits a material breach of this
Agreement, the other Party may terminate this Agreement with immediate effect.

9.1.4 Platnost téchto zavazkt ml¢enlivosti a nepouzivani informaci skonéi deset (10)
let od ukon&eni nebo uplynuti doby trvani této Smlouvy. Vy3e uvedené zdvazky
mlcenlivosti a nepouzivani informaci se nevztahuji na informace, u nichz mize
pfijimajici Strana prokazat, Ze:

(i) ji byly znamy jiz pted jejich obdrzenim od sdélujici Strany, coz miZe doloZit
pisemnymi zaznamy; nebo

(ii) byly znamy S$iroké vefejnosti ptredtim, nez je pfijimajici Strana obdrZela od
sdélujici Strany, nebo se nasledné staly vefejné znamymi bez zavinéni piijimajici
Strany; nebo

(iii) je pfijimajici Strana ziskala od tfeti strany, kterd neni vazana povinnosti
mlcenlivosti a ma zdkonné pravo takové informace sdélit; nebo

(iv) jejich sdéleni je vyzadovano ze zakona, nicméné s tim, Ze Strana, po niZ je takové
sdéleni informaci pozadovano, neprodlené vyrozumi druhou Stranu a nesdé¢li zadné
informace bez jejiho pfedchoziho pisemného souhlasu nebo do doby, nez druhé Strana
vyCerpa pravni nastroje, které muze piipadné pouzit, aby poZadovanému sdéleni
informaci zabranila nebo ho omezila.

10. DOBA TRVANI A UKONCENi SMLOUVY
10.1 Doba trvani Smlouvy

10.1.1 Tato Smlouva nabyva platnosti, jakmile bude fadné¢ podepsana obéma
Stranami, a G¢innosti, jakmile bude ziskano piisluiné Povoleni k dodavkam na Uzemi.
Poté zistane v pIné platnosti a ucinnosti aZ do doby, neZ budou upIné dodana,
vyfakturovdna a uhrazena vSechna M¢sicni pfidélena mnozstvi, jak je uvedeno
v Clanku 3.2.4.

10.1.2 Ptipadné prodlouZeni doby trvani je mozné pouze na zakladé dodatku k této
Smlouvé, ktery bude fadné podepsan spole¢nosti Lilly a Kupujicim.

10.2 Poruseni Smlouvy

10.2.1 Bez ohledu na vyse uvedené plati, Ze pokud Kupujici nebo spole¢nost Lilly
porusi kteroukoliv podminku ¢i ujednani této Smlouvy, mize druhd Strana zaslat
porusujici Strané¢ ozndmeni o daném poruSeni. Pokud porusujici Strana nezjedna
népravu poruseni do deseti (10) dnti od obdrZeni takového oznameni, je Strana, ktera
oznameni podala, opravnéna ukoncit tuto Smlouvu s okamzitou Gi¢innosti.

10.2.2 Aniz je tim ustanoveni Clanku 10.2.1 dotéeno, pokud se kterdkoliv Strana
dopusti podstatného poruseni této Smlouvy, je druha Strana opravnéna tuto Smlouvu
ukoncit s okamzitou u€¢innosti.
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11. LEGAL COMPLIANCE
11.1 Compliance with Laws

Purchaser understands that Lilly is subject to the U.S. Foreign Corrupt Practices Act of 1977
(FCPA), as amended. Purchaser agrees to comply with, and to avoid taking any action that
would prevent Lilly from complying with, all applicable local, national, and international laws,
regulations, and industry codes dealing with government procurement, conflicts of interest,
corruption or bribery, including the FCPA, if applicable, and laws enacted to implement the
Organization of Economic Cooperation and Development (OECD) Convention on Combating
Bribery of Foreign Officials in International Business Transactions.

11.2 No Improper Influence

Purchaser confirms that it is unaware of any improper benefit requested or received by any
party in connection with this Agreement.

11.3 Early Termination

The Parties agree that breach of this section of the Agreement shall be considered a material
breach of the Agreement and that Lilly may immediately seek all remedies available under law
and equity, including termination of this Agreement, if it believes, in good faith, that Purchaser
has breached the provisions of this section.

12. TRADE SANCTIONS

12.1 Purchaser agrees to comply with all applicable trade sanctions and export control laws
and regulations, including where applicable the U.S. trade sanctions administered by the U.S.
Treasury Department's Office of Foreign Assets Control (31 C.F.R. Part 501 et seq.), the U.S.
Export Administration Regulations (15 C.F.R. Part 734 et seq.), and European Union trade
sanctions and export laws (including without limitation Council Regulation (EC) No. 428/2009
(as amended).

12.2 Purchaser represents and warrants that neither Purchaser and as applicable, its directors,
executive officers, agents, shareholders nor any person having a controlling interest in
Purchaser are (i) a person targeted by trade or financial sanctions under the laws and regulations
of the United Nation, the United States, the European Union and its Member States, the United
Kingdom or any other jurisdiction that is applicable to the activities to be carried out under this
Agreement, including but not limited to persons designated on the U.S. Department of the
Treasury, Office of Foreign Assets Control’s List of Specially Designated Nationals and Other

11. DODRZOVANI PRAVNICH PREDPISU
11.1 DodrZovani pravnich piedpisi

Kupujici je srozumén s tim, Ze spole¢nost Lilly je povinna dodrzovat ustanoveni
zakona USA o zahrani¢nich korup¢nich praktikach z roku 1977 (U.S. Foreign Corrupt
Practices Act of 1977 — FCPA), ve znéni pozdé&jsich predpist. Kupujici se zavazuje,
ze bude dodrzovat veskeré pfislu§né mistni, narodni a mezinarodni zakony, pfedpisy
a oborové kodexy upravujici zadavani vefejnych zakazek, konflikt zajmd, korupci
nebo uplatkaistvi, véetné FCPA, bude-li to relevantni, jakoZ i pravni ptedpisy ptijaté
za Gdelem realizace Umluvy Organizace pro hospodaiskou spolupraci a rozvoj
(OECD) 0 boji proti podplaceni zahrani¢nich vefejnych ¢initeld v mezinarodnich
podnikatelskych transakcich, a ze se zdrzi jakéhokoliv jednani, které by spoleénosti
Lilly znemoznilo vy$e uvedené pravni ptepisy dodrzet.

11.2 Zakaz nezakonného ovliviiovani

Kupujici potvrzuje, Ze si neni védom, ze by kterakoliv strana v souvislosti s touto
Smlouvou poZédala o jakoukoliv nezdkonnou vyhodu nebo Ze by takovou vyhodu
ziskala.

11.3 Pied¢asné ukonéeni

Strany souhlasi stim, Ze poruSeni tohoto ¢lanku Smlouvy bude povaZovano za
podstatné poruseni Smlouvy a Ze spoleCnost Lilly miaZe v takovém piipadé
neprodlené vyuzit veskerych prostfedku napravy, které ma k dispozici ze zakona a
podle ekvity, véetné ukonceni této Smlouvy, pokud se bude v dobré vife domnivat, Ze
Kupujici porusil ustanoveni tohoto ¢lanku.

12. OBCHODNI SANKCE

12.1 Kupujici se zavazuje dodrzovat vSechny piislusné obchodni sankce a pravni
predpisy o kontrole vyvozu, mezi néz tam, kde je to relevantni, patfi napriklad
obchodni sankce USA uvalené Utadem pro kontrolu zahraniénich aktiv (Office of
Foreign Assets Control) Ministerstva financi USA (31 C.F.R. ¢ast 501 a nasl.), dale
nafizeni USA o fizeni vyvozu (U.S. Export Administration Regulations) (15 C.F.R.
¢ast 734 a nasl.) a obchodni sankce a vyvozni predpisy Evropské unie (zejména
Natizeni Rady (ES) ¢. 428/2009, ve znéni pozdéjsich predpisit).

12.2 Kupujici prohlaSuje a zaru€uje, Ze on sam ani ¢lenové jeho piedstavenstva,
vykonni vedouci pracovnici, zastupci, spole¢nici ani Zadna jina osoba, ktera drzi
kontrolni podil v Kupujicim, nejsou (i) osobou, proti které jsou namifeny obchodni
nebo finan¢éni sankce podle prévnich piedpisi Organizace spojenych narodd,
Spojenych statd americkych, Evropské unie a jejich Elenskych statd, Spojeného
kralovstvi Velké Britanie a Severniho Irska nebo jakékaliv jiné jurisdikce, pod kterou
spadaji ¢innosti, které maji byt provadény podle této Smlouvy, zejména Ze nejsou
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Blocked Persons and Consolidated Sanctions List, the U.S. State Department's Non-
proliferation Sanctions Lists, the UN Financial Sanctions Lists, the EU's Consolidated List of
Persons, Groups and Entities Subject to EU Financial Sanctions, and the UK HM Treasury
Consolidated Lists of Financial Sanctions Targets; (ii) incorporated or headquartered in, or
organized under the laws of, a territory subject to comprehensive U.S. sanctions (each, a
"Sanctioned Territory") (currently, Cuba, Iran, Crimea, North Korea and Syria, but subject to
change at any time) or (iii) directly or indirectly owned or controlled by such persons (together
“Restricted Person”). Purchaser further represents and warrants that it shall notify Lilly in
writing immediately if Purchaser or as applicable, any of its directors, executive officers,
agents, shareholders or any person having a controlling interest in Purchaser becomes a
Restricted Person or if Purchaser becomes directly or indirectly owned or controlled by one or
more Restricted Persons.

12.3 Terms of Purchases

In light of the fact that Lilly is a subsidiary of a U.S. company, the Parties agree that as a
condition of any potential service, any terms that are inconsistent with U.S. law, regardless of
whether such terms appear in the purchase order, letter of credit (if applicable to the transaction)
or elsewhere, shall be void and of no effect.

13. Miscellaneous
13.1 Force Majeure

13.1.1 Neither Party to this Agreement shall be liable for failure to perform if the failure is
attributable to any cause which is reasonably beyond the Party's control, including:

(i) war (declared or undeclared), riot, political insurrection, rebellion, revolution;

(ii) acts or orders of or expropriation by any government (whether de facto or de jure)
prohibiting the import or export of the goods covered hereby or imposing rationing;

osobou uvedenou na seznamu zv1asté oznadenych statnich ptislusnikd a dalSich
nezadoucich osob (Specially Designated Nationals and Other Blocked Persons) a
konsolidovaném seznamu sankci (Consolidated Sanctions List) Ufadu pro kontrolu
zahrani¢nich aktiv Ministerstva financi USA, na seznamech sank¢nich opatieni proti
Sifeni jadernych zbrani (Non-Proliferation Sanctions Lists) Ministerstva zahrani¢i
USA, seznamu finan¢nich sankci OSN (UN Financial Sanctions Lists),
konsolidovaném seznamu osob, skupin a subjektl podléhajicich financnim sankcim
EU (Consolidated List of Persons, Groups and Entities Subject to EU Financial
Sanctions) Evropské Unie (EU) a konsolidovaném seznamu osob, proti kterym jsou
namifeny finan¢ni sankce Spojeného kralovstvi Velké Britanie a Severniho Irska,
vydaném Ministerstvem financi Jejiho Veli¢enstva (UK HM Treasury Consolidated
Lists of Financial Sanctions Targets), (ii) nejsou zaregistrovani, nemaji sidlo ani
nebyli zalozeni podle zakond Uzemi, na které se vztahuji vSeobecné sankce USA
(kazdé jednotlivé jen ,,Sankcionované izemi®) (v sou¢asné dobé Kuba, iran, Krym,
Severni Korea a Syrie, avSak tento vycet se mtiize kdykoliv zménit), ani (iii) nejsou
pfimo ¢i nepfimo vlastnéni nebo ovladani takovymi osobami (déle spolecné jen
»Zakazané osoby*). Kupujici dale prohlasuje a zaruuje, Ze bude spolec¢nost Lilly
neprodlené pisemné informovat v pfipad€, ze by se on sam nebo pripadné kterykoliv
¢len jeho pfedstavenstva, vykonny vedouci pracovnik, zéstupce, spole¢nik nebo
jakakoliv jina osoba, ktera drzi kontrolni podil v Kupujicim, stali Zakazanou osobou
nebo Ze by se pfimym ¢i nepfimym majitelem nebo ovladajici osobou Kupujiciho
stala jedna nebo vice Zak&zanych osob.

12.3 Podminky nakupu

Jelikoz je Lilly dcefinou spolecnosti spolecnosti ze Spojenych stati americkych,
souhlasi Strany s tim, Ze podminkou jakékoliv potencialni sluzby bude, Ze podminky,
které neodpovidaji pravnimu fadu Spojenych stati americkych, at’ jiz jsou uvedeny
v kupni objednavce, akreditivu (pokud je to u dané transakce relevantni) nebo jinde,
budou neplatné a netcinné.

13. Rizné
13.1 Vys$Si moc

13.1.1 Z4dna ze Stran této Smlouvy nebude odpovédna na neplnéni Smlouvy, pokud
bude takové neplnéni zplsobeno pfiinami, jeZ jsou mimo piiméfenou kontrolu
takové Strany, véetné:

(i) valky (vyhlasené ¢i nevyhlasené), nepokojti, politické vzpoury, povstani, revoluce;

(if) aktd nebo nafizeni jakékoliv vlady ¢i vyvlastnéni provedeného jakoukoliv vladou
(at’ jiz de facto nebo de iure), kterymi je zakdzan dovoz nebo vyvoz zbozi, jez je
pfedmétem této Smlouvy, nebo kterymi se zavadi pridélovy systém;
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(iii) inability to procure or shortage of supplies of necessary materials, equipment, or
production facilities;

(iv) quarantine restrictions;
(v) fuel shortage;

(vi) strike, lockout, or other labor troubles that interfere with the manufacture, sale or
transportation of the goods covered hereby or with the supply of raw materials necessary for
their production;

(vii) fire, flood, explosion, earthquake, tornadoes or other natural events.

13.1.2 If a Party incurs force majeure conditions that will result in its non-performance it shall
immediately notify the other Party in writing of the existence of such conditions and the
anticipated period of non-performance.

13.2 Public Disclosures

13.2.1 Both Parties agree to keep the terms of this Agreement confidential, including but not
limited to its financial terms. Notwithstanding the foregoing. Lilly shall be free to publicly
disclose the Monthly Allocation to Czech Republic

13.2.2 The Purchaser undertakes to ensure in compliance with Act No. 340/2015 Coll., on
special conditions for the effectiveness of certain contracts, the publication of these contracts
and the contract register (the Contract Register Act), as amended (“Act”), the publication of
this Agreement, any of its amendments and any of the individual purchase agreements
(purchase orders) made hereunder (“Contract”) in the contract register in the meaning of the
Act (“Contract Register”), if and as required by the Act. The Purchaser undertakes to publish
in the Contract Register only the version of the Contract, as approved by Lilly in advance, with
the redacted information which is in accordance with the Act excluded from the mandatory
publication in the Contract Register, including personal data and information constituting trade
secret of any of the Parties, and to ensure that such information will not be published in the
Contract Register as part of metadata in the meaning of the Act. The Purchaser acknowledges
that the information on Product prices and Product amounts supplied to it by Lilly, including
the information on Floor Quantities and Monthly Allocations, constitutes the Confidential
Information and part of trade secret of Lilly pursuant to Sec. 504 of Act. No 89/2012 Coll.,
Civil Code, as amended, and undertakes to ensure that such information will be protected from
its unauthorized disclosure to a third party and will not be in any case published in the Contract
Register. In case the Contract is not published in the Contract Register within 20 days as of its
execution, Lilly may ensure its publication in the Contract Register pursuant to this Section
13.2.2.

(iii) nemoznosti zajistit dodavky nezbytnych materidli, vybaveni & vyrobnich
zafizeni nebo jejich nedostatku;

(iv) karanténnich opatieni;
(v) nedostatku pohonnych hmot;

(vi) stavky, vyluky nebo jinych sport s odbory, které naruSuji vyrobu, prodej ¢i
prepravu zboZi, jeZ je pfedmétem této Smlouvy, nebo dodavku surovin nezbytnych
k jeho vyrobg;

(vii) pozaru, zaplav, vybuchu, zemétreseni, tornad nebo jinych ptirodnich katastrof.

13.1.2 Pokud bude néktera ze Stran vystavena piisobeni vyssi moci, které bude mit za
nasledek jeji neplnéni Smlouvy, je takova Strana povinna druhou Stranu neprodlené
informovat o existenci takovych podminek a o predpokladané dobé¢ trvani takového
neplnéni.

13.2 Vei'ejna sdéleni

13.2.1 Ob¢ Strany se zavazuji zachovavat ml¢enlivost ohledné podminek této
Smlouvy, zejména pokud jde o podminky finanéni. Bez ohledu na vy3e uvedené.
Lilly miize zvetejnit mé&si¢ni alokaci pro Ceskou republiku.

13.2.2 Kupujici se zavazuje zajistit v souladu se zak. ¢. 340/2015 Sb., o zvlastnich
podminkach ucinnosti nékterych smluv, uvetejiiovani téchto smluv a o registru smluv
(zékon o registru smluv), ve znéni pozdéjsich predpisu (dale jen ,,Zakon*), uvetejnéni
této Smlouvy, jakychkoliv jejich dodatkli a jakychkoliv dilé¢ich kupnich smluv
(kupnich objednavek) uskuteénénych na zakladé této Smlouvy (dale jen ,,Dohoda®)
v registru smluv ve smyslu Zakona (dale jen ,,Registr smluv*), bude-li to dle Zakona
vyZadovano. Kupujici se zavazuje uvefejnit v Registru smluv pouze takovou verzi
Dohody, kterd byla pfedem schvalena spoleénosti Lilly, se znecitelnénymi
informacemi, které jsou podle Zakona vylouceny z povinného uvetejnéni v Registru
smluv, v¢etné osobnich udaji a informaci, které predstavuji obchodni tajemstvi
kterékoliv ze Stran, a déle se zavazuje zajistit, Ze tyto informace nebudou v Registru
smluv uvefejnény v ramci metadat ve smyslu Zakona. Kupujici bere na védomi, ze
informace o cendch Vyrobku a mnozstvi Vyrobku, které mu doda spole¢nost Lilly,
véetné informaci o Minimalnich mnozstvich a Mé&si¢nich ptidélenych mnozstvich,
predstavuji Duveérné informace a tvofi soucast obchodniho tajemstvi spole¢nosti Lilly
ve smyslu ust. § 504 zak. ¢. 89/2012 Sb., ob¢ansky zékonik, ve znéni pozdéjsich
predpisli, a zavazuje se zajistit, Ze takové informace budou chranény pied
neopravnénym sdélenim tieti strané a v zadném pfipadé nebudou uvetejnény v
Registru smluv. V piipad¢, ze nebude Dohoda uvetejnéna v Registru smluv do 20 dnt
od jejiho uzavieni, miZe spole¢nost Lilly zajistit jeji uvefejnéni v Registru smluv v
souladu s timto Clankem 13.2.2.
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13.2.3 Both Parties agree that the publication of the Contract in the Contract Register carried
out in compliance with Section 13.2.2 shall not constitute a breach of the confidentiality duty
under Section 9 or a breach of the non-disclosure duty under Section 13.2.1.

13.2.4 All press releases and other public disclosures shall be reviewed and approved by Lilly
prior to publication.

13.3 Notices

Any notice authorized or required to be given under the terms of this Agreement shall be given
by facsimile transmission, registered mail, adequately prepaid cable or telegram sent to the
above principal place of business of the addressee (or such other address as the addressee may
previously by notice to the other Party have stipulated) or by hand delivering the same to said
address. Notices shall be deemed to be given in the case of a facsimile transmission when sent
provided it is confirmed by registered mail not later than the next business day, in the case of
registered mail upon the receipt by the other Party, in the case of a cable or telegram upon the
expiration of forty-eight (48) hours after lodgement with the official sending body and in the
case of hand delivery upon the hand delivery of the notice.

13.4 English Language Controls
English shall be the official version for the purposes of interpreting this Agreement.
13.5 Assignment

Neither Party may assign this Agreement, in whole or in part, without the prior written consent
of the other, provided, however, Lilly may assign this Agreement, in whole or in part, to any
of its affiliated companies without Purchaser's consent. This Agreement is binding upon the
Parties, their successors and permitted assigns.

13.6 Waiver

The failure of either Party in any one or more instances to insist upon strict performance of any
of the terms and conditions of this Agreement shall not be construed as a waiver or
relinquishment, to any extent, of the right to assert or rely upon any such terms or conditions
on any future occasion.

13.7 Severability

If any provision of this Agreement is or becomes illegal, void or invalid, this shall not affect
the legality and validity of the other provisions and the Parties shall meet and negotiate in good
faith a valid and enforceable replacement for the severed provision, which replacement shall
be designed to achieve as nearly as possible the same commercial objective as the original.

13.2.3 Obe Strany souhlasi s tim, Ze uvefejnéni Dohody v Registru smluv provedené
v souladu s Clankem 13.2.2 nebude zakladat poruSeni povinnosti ml€enlivosti podle
Cléanku 9 nebo poruseni povinnosti nesdélovani informaci podle Clanku 13.2.1.

13.2.4 Veskeré¢ tiskové zpravy a jina vefejna sdéleni museji byt pred uvefejnénim
zkontrolovany a schvaleny spolecnosti Lilly.

13.3 Oznameni

Jakékoliv oznameni, které je povoleno nebo vyZadovano podle podminek této
Smlouvy, bude zaslano faxem, doporué¢enou postou, vyplacen¢ kabelogramem nebo
telegramem zaslanym na vySe uvedenou adresu hlavniho mista podnikani adresata
(nebo na takovou jinou adresu, kterou ptipadné adresat ur¢il v oznameni zaslaném
druhé Stran¢) nebo bude doruc¢eno osobné na uvedenou adresu. Oznameni budou
povaZzovana za dorucena Vv ptipadé zasilani faxem odeslanim zpravy, pokud je zprava
nejpozde€ji do dalsiho pracovniho dne potvrzena doporucenym dopisem, v piipadé
zasilani doporucenou postou po obdrzeni druhou Stranou, v pfipadé kabelogramu
nebo telegramu po uplynuti ¢tyficeti osmi (48) hodin od podani u oficialni zasilaci
sluZby a v ptipadé osobniho doruc¢eni osobnim piedanim oznameni.

13.4 Ridici anglicky jazyk
Oficialni jazykovou verzi pro ucely vykladu této Smlouvy je verze anglicka.
13.5 Postoupeni

Z4dna ze Stran neni opravnéna postoupit tuto Smlouvu, at’ jiz zcela nebo ¢aste¢ng,
bez piedchoziho pisemného souhlasu druhé Strany, nicméné s tim, Ze spole¢nost Lilly
muze tuto Smlouvu zcela nebo Caste¢né postoupit nékteré ze svych spiiznénych osob
i bez souhlasu Kupujiciho. Tato Smlouva je pro Strany, jejich nastupce a povolené
postupniky zavazna.

13.6 Zieknuti se uplatnéni prava

Pokud kterdkoliv ze Stran v jednom ¢&i vice pfipadech nebude trvat na striktnim plnéni
nékterych podminek a ujednani této Smlouvy, nebude to vykladano jako zieknuti se
prava uplatiovat jakékoliv takové podminky ¢i ujednani nebo na né spoléhat kdykoliv
v budoucnu ani jako odstoupeni od takovych podminek v jakémkoliv rozsahu.

13.7 Oddélitelnost

Pokud kterékoliv ustanoveni této Smlouvy je nebo se stane nezdkonnym, neti¢éinnym
¢ineplatnym, nebude to mit vliv na zdkonnost a platnost ostatnich ustanoveni a Strany
se setkaji a v dobré vife za¢nou jednat o nahrazeni oddéleného ustanoveni platnym a
vymahatelnym ustanovenim, které bude v maximalni mife plnit stejny obchodni ucel
jako ustanoveni ptivodni.
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13.8 Entire Agreement

This Agreement constitutes the definitive agreement of the Parties on the subject matter hereof
and supersedes all prior agreements, understandings and undertakings relating to the subject
matter hereof. This Agreement shall not be modified or amended except by a written document
signed by a duly authorized officer of the Parties. Except as expressly provided herein, there
are no verbal agreements, warranties, representations or understandings affecting this
Agreement and all previous or other negotiations, representations, and understandings between
the Parties are merged herein.

13.9 Choice of Law and Jurisdiction

THIS AGREEMENT SHALL BE GOVERNED BY AND CONSTRUED IN ACCORDANCE
WITH THE LAWS OF THE CZECH REPUBLIC WITHOUT REGARD TO THE UNITED
NATIONS CONVENTION ON CONTRACTS FOR INTERNATIONAL SALE OF GOODS.
ANY DISPUTES OR CONTROVERSY ARISING OUT OF OR RELATING TO THIS
AGREEMENT SHALL BE SUBMITTED SOLELY TO THE COURTS OF THE CZECH
REPUBLIC. BOTH PARTIES CONSENT TO THE JURISDICTION OF SUCH COURTS.

As Lilly is a subsidiary of a U.S. company, Purchaser agrees as a condition of any sale that any
terms that are inconsistent with U.S. anti-boycott or trade sanction or similar laws, rules or
regulations will have no effect.

IN WITNESS WHEREOF, the Parties hereto have caused this Agreement to be executed by
their duly authorized representatives, on the date written below.

13.8 Uplna dohoda

Tato Smlouva predstavuje konecnou dohodu Stran ohledné jejiho predmétu a
nahrazuje veskeré predchozi dohody, ujednani a zavazky tykajici se pfedmétu této
Smlouvy. Tuto Smlouvu lze ménit nebo upravovat pouze pisemnym dokumentem
podepsanym Fadné povéfenym zastupcem Stran. Vyjma piipadd, které jsou zde
vyslovné uvedeny, neexistuji zadné Ustni dohody, zaruky, prohlaSeni nebo ujednani,
ktera by méla vliv na tuto Smlouvu, a veskera pfedchozi nebo jina jednani, prohlaseni
a ujednani mezi Stranami jsou za¢lenéna do této Smlouvy.

13.9 Volba prava a jurisdikce

TATO SMLOUVA SE RiDf A BUDE VYKLADANA V SOULADU S PRAVNIM
RADEM CESKE REPUBLIKY, BEZ OHLEDU NA UMLUVU ORGANIZACE
SPOJENYCH NARODU O SMLOUVACH O MEZINARODNI KOUPI ZBOZ{.
PRIPADNE SPORY NEBO NESROVNALOSTI VZNIKLE Z TETO SMLOUVY
NEBO V SOUVISLOSTI S Ni BUDOU PREDLOZENY VYHRADNE SOUDUM
CESKEO REPUBLIKY. OBE STRANY SOUHLASI S PRAVOMOCI TECHTO
SouDU.

Vzhledem k tomu, Ze Lilly je dcefinou spoleénosti spole¢nosti ze Spojenych stath
americkych, souhlasi Kupujici stim, Ze podminkou jakehokoliv prodeje bude, Ze
jakékoliv podminky, které odporuji zakontim, pravidlim nebo pfedpisim USA o
opatfenich proti bojkotu nebo obchodnich sankcich ¢i podobné, nebudou G¢inné.

NA DUKAZ CEHOZ Strany této Smlouvy zajistily, Ze tato Smlouva byla v nize
uvedeny den podepséna jejich fadné povéfenymi zastupci.
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Signed for and on behalf of / Podepsano jménem:
Eli Lilly Export S.A.

Signature/podpis:

Name/jméno:

Title/funkce:

Date/datum:

dd-mm-yyyy

Signed for and on behalf of / Podepsano jménem:

Fakultni Thomayerova nemocnice
(Thomayer University Hospital)

Signature/podpis:

Name/jméno:

Title/funkce:

Date/datum:

dd-mm-yyyy

Bamlanivimab Supply Agreement between Eli Lilly Export S.A. and Fakultni Thomayerova nemocnice (Thomayer University Hospital, Prague)
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APPENDIX A

ADVERSE EVENTS, PRODUCT COMPLAINTS AND ENQUIRIES

1. Notification

Purchaser is responsible for identifying those employees requiring awareness of this
Agreement and/or the processes for providing safety and complaint information to Lilly. When
an Adverse Event (AE) or Product Complaint (PC) are reported to Purchaser, the employees
must attempt to collect the minimum amount of information from the reporter. The minimum
information includes:

o At least one patient identifier
e The reporter’s name and contact information
e The description of the event
e The product name
e Lot, batch, or control number
e Age, Birth Year, or Age Group
2. Adverse Events, Product Complaints and Enquiries

Purchaser shall inform Lilly of any Adverse Event, Product Complaint, and Enquiries related
to Lilly’s products that come to Purchaser’s attention. The following timelines must be
observed:

e Any Adverse Event or Product Complaint involving death must be forwarded to Lilly
immediately within twenty-four (24) hours of receipt;

e Any Adverse Event or Product Complaint involving an incident of known or suspected
Counterfeiting or Tampering must be reported to Lilly immediately within twenty-four
(24) hours of receipt; and

¢ All other Adverse Events, Product Complaints and Enquiries must be forwarded to Lilly
within one (1) business day of receipt.

PRILOHA A

NEZADOUCI PRIHODY, STIZNOSTI NA VYROBEK A DOTAZY

1. Oznameni

Kupujici odpovida za urceni zaméstnanct, ktefi potfebuji byt obeznameni s touto
Smlouvou, a/nebo procesi, jejichz prostiednictvim budou spolecnosti Lilly pfedavany
informace tykajici se bezpecnosti a stiznosti. Pokud bude Kupujicimu nahlasena
Nezadouci ptihoda nebo podana Stiznost na vyrobek, museji se zaméstnanci pokusit
ziskat od oznamovatele alespoii minimalni informace. Tyto minimalni informace jsou
nasledujici:

e alespoii jeden identifikacni udaj pacienta
¢ jméno a kontaktni idaje oznamovatele
e popis udalosti
e nazev vyrobku
e série, Sarze nebo kontrolni ¢islo
e v¢k, rok narozeni nebo vékova skupina
2. Nezadouci prihody, StiZnosti na vyrobek a Dotazy

Kupujici bude spole¢nost Lilly informovat o jakékoliv pfipadné Nezadouci ptihodé,
Stiznosti na vyrobek a o0 Dotazech tykajicich se vyrobki spole¢nosti Lilly, o kterych
se Kupujici dozvi. Pfitom je povinen dodrzovat nésledujici casové lhity:

e Nezadouci pifhoda nebo Stiznost na vyrobek, které souviseji s umrtim, museji
byt spolecnosti Lilly pfedany neprodlené do dvaceti Etyf (24) hodin od
obdrZentf;

e Nezadouci piihoda nebo Stiznost na vyrobek, které souviseji s pripadem
prokazatelného Padélani ¢i Manipulace nebo s podezfenim na né, museji byt
spole¢nosti Lilly nahlaseny neprodlené do dvaceti ¢tyf (24) hodin od obdrzeni;
a

e jakékoliv jiné Nezadouci pfihody, Stiznosti na vyrobek a Dotazy museji byt
predany spolecnosti Lilly do jednoho (1) pracovniho dne od obdrzeni.
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2.1 Follow-up

Follow-up will be the responsibility of Lilly. Purchaser will cooperate, as needed with follow-
up activities. Purchaser will make a reasonable effort to collect Healthcare Professional (HCP)
contact information, as well as the reporters, upon receipt of any Adverse Event information
related to products.

2.2 Confirmation of Receipt

Lilly will confirm receipt of any reports received from Purchaser within one (1) business day
of receipt. In the event that confirmation of receipt is not received within three (3) business
days, Purchaser will contact Lilly to determine the reason.

2.3 Product Complaints

Product Complaints received by Purchaser should be forwarded to the Lilly Product Complaint
contact listed herein. The required data to be recorded upon receipt of a Product Complaint is:

¢ Receipt date
e Product Information:
0 Item code/material number (Unique Identifier)
0 Product name and strength
o Batch/lot number, if known
0 Dosage form.
¢ Whether the complaint samples are available for return
e Description of the complaint in the complainants words, and

e Complainant details, in accordance with the local privacy laws: name, address, phone
number (for example, consumer, pharmacist, physician).

3. Definitions

For the purposes of this Agreement, Adverse Events, Product Complaints, and Enquiries shall
mean:

2.1 Navazné ¢innosti

Za navazné cinnosti bude odpovidat spolecnost Lilly. Kupujici poskytne pfi
navaznych ¢innostech soucinnost dle potfeby. Kupujici vynalozi pfimétené usili
k tomu, aby v piipadé, Ze obdrzi jakékoliv informace o NeZadoucich ptihodach
ohledné vyrobki, ziskal kontaktni udaje zdravotnickych odbornikl a oznamovateli.

2.2 Potvrzeni o obdrzeni

Spole¢nost Lilly potvrdi doruceni jakychkoliv ozndmeni od Kupujiciho do jednoho
(1) pracovniho dne od jejich obdrZeni. Pokud Kupujici neobdrZi potvrzeni o doruéeni
do tfi (3) pracovnich dnut, bude spole¢nost Lilly kontaktovat, aby zjistil diivod.

2.3 Stiznosti na vyrobek

Stiznosti na vyrobek obdrzené Kupujicim by mély byt predany spolecnosti Lilly za
pouziti kontaktnich udaji uvedenych nize. Pfi obdrzeni Stiznosti na vyrobek je nutné
zaznamenat nasledujici tdaje:

e datum obdrZeni
e informace o vyrobku:
0 kod polozky/¢islo materialu (jedineény identifikator)
0 nazev asila vyrobku
0 (Cislo SarZe/série, je-li zndmo
o lékové forma.
e zda je mozné vzorky, kterych se stiznost tyka, vratit
e popis stiznosti vlastnimi slovy stézovatele a

e podrobné udaje o stézovateli v souladu s mistnimi pravnimi pfedpisy o ochrané
osobnich udaji: jméno, adresa, telefonni Cislo (napiiklad spotrebitel, 1ékarnik,
1ékar).

3. Definice

Pro tcely této Smlouvy znamenaji Nezadouci pfihody, Stiznosti na vyrobek a Dotazy
nasledujici:
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Adverse Any untoward medical occurrence in a patient or clinical investigation subject NeZadouci | vyskyt jakékoliv neobvyklé zdravotni piihody u pacienta nebo

Event (AE) | administered a pharmaceutical product and which does not necessarily have piihoda subjektu klinického hodnoceni, jemuz byl podan 1é¢ivy piipravek,
to have a causal relationship with this treatment. Also known as Adverse kterd nemusi nutné mit pfi¢innou souvislost s touto 1é¢bou. Byva
Experience. oznacovana téz jako Negativni zkuSenost.

Enquiries | A customer’s written, oral, or electronic request for information related to a Dotazy pisemnd, Ustni nebo elektronickd zadost zédkaznika o informace
drug product or drug/device combination product, excluding any request for tykajici se 1é¢ivého piipravku nebo kombinace lé¢ivého ptipravku a
information which meets the definition of a complaint. Examples include, but zdravotnického prostredku, vyjma jakékoliv Zadosti o informace,
are not limited to, Enquiries that Purchaser may receive from customers about ktera napliiuje definici stiznosti. P¥ikladem mohou byt Dotazy, které
the products such as medical description of the product, medical claims for Kupujici ohledné ptipravkl obdrzi od zakazniki, jako napiiklad
the products, or contra-indications of the product. dotazy tykajici se 1ékafského popisu piipravku, 1ékatskych tvrzeni

0 pfipravcich nebo kontraindikace ptipravku.

Product A Product Complaint is any written, electronic, or oral communication that Stiznosti Stiznost na vyrobek je jakekoliv pisemne, elektronické nebo Ustni

Complaint | alleges a deficiency related to the identity, quality, durability, reliability, na vyrobek sdéleni tvrdici idajny nedostatek v oznaceni, kvalité, trvanlivosti,
safety, effectiveness, or performance of a Lilly product after it is released for spolehlivosti, bezpe€nosti, uc¢innosti nebo funkénosti pripravku
distribution. spolecnosti Lilly poté, co byl uveden do distribuce.

When the ability to use the product safely is impacted, the following are also V piipadg, Ze je ovlivnéna moznost pouzivat pfipravek bezpecng, je
Product Complaints: Stiznosti na vyrobek také nasledujici:
Deficiencies in labeling information, and nedostatky v informacich na oznadeni (Stitcich), a
Use errors for device or combination products due to ergonomic design zavady pii pouzivani prostfedku nebo kombinovanych vyrobki
elements of the product. z diivodu prvkil ergonomického designu vyrobku.

4. Contacts 4. Kontaktni udaje

Contacts includes detailed information, which may change on a more frequent basis than the
content of the body of this document. Therefore, Contacts may be revised unilaterally, with

notice as provided herein to the other Party.

Adverse Events

Group E-mail:

Fax

phv_czsk@lilly.com
+420 234 664 130

Product Complaints

Group E-mail:  complaintsCZ@lists.lilly.com
Fax +420 234 664 130
Enquiries

Kontaktni udaje obsahuji informace, které se mohou meénit Castéji nez obsah téla
tohoto dokumentu. Kontaktni tidaje je proto mozné upravit jednostranné a podat o tom
druhé Stran¢ oznameni zptisobem stanovenym v této Smlouve.

Nezadouci prihody

E-mail skupiny:

Fax

phv_czsk@lilly.com
+420 234 664 130

Stiznosti na vyrobek

E-mail skupiny:

Fax

Dotazy

complaintsCZ@lists.lilly.com
+420 234 664 130
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Group E-mail:  medinfo_cz@lilly.com E-mail skupiny: medinfo_cz@lilly.com
Fax +420 234 664 130 Fax +420 234 664 130
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