SMLOUVA
o testovani vzorku krve, plazmy a séra

za dodrzeni spravné vyrobni praxe dle pozadavkl vyhlasky ¢. 143/2008 Sb., ve znéni
pozdé&jsich predpisi, a dalSich relevantnich zékonnych ustanoveni

mezi smluvnimi stranami:

Baxalta GmbH, soucast skupiny TAKEDA
se sidlem: Thurgauerstrasse 130, 8152 Glattpark, Opfikon Switzerland
ID No.: CH-101.280.021

a jeji deefinné spolecnosti

sanaplasma s.r.o., souc¢ast skupiny TAKEDA )
s¢ sidlem: Soukenicka 97372, Staré¢ Brno, 602 00 Brno, Ceskd republika a

sanaplasma kft., sou¢ast skupiny TAKEDA
se sidlem: Bajcsy-Zsilinszky utca 2, 7622 Pécs, Mad’arsko

(dale jen “zadavatel”)
a

UstFedni vojenska nemocnice — Vojenska fakultni nemocnice Praha
se sidlem: U Vojenské nemocnice 1200, 169 02 Praha 6, Ceska republika
ICO: 61383082

DIC: CZ61383082_

csto o AN
¢islo udtu:
zastoupena: prof. MUDr. Miroslavem Zavoralem, Ph.D., feditelem

(dale jen “poskytovatel™)

(zadavatel a poskytovatel dale také jako ,,strany* a kazdy jednotlivé jako ,strana‘)

Obé strany uzaviraji nasledujici smlouvu (dale jen ,,smlouva‘):

1. PFedmét smlouvy

(1) Poskytovatel se zavazuje provadét pro zadavatele dale specifikovana vysetfeni
v souladu se samostatnou Dohodou o kvalit€ a popisu vykonu laboratorni diagnostiky,
uzavienou mezi stranami (déle jen ,,Dohoda o kvalité™), a to za ceny uvedené v pfiloze

1, ktera je nedilnou soucasti této smlouvy.

(a) Budou méreny nasledujici biochemické parametry:
- Celkova bilkovina u kaZzdého prvniho odbéru dérce a poté kazdych 12 mésict.
- 1gG u kazdéh prvniho odbér darce a poté kazdych 12 mésict




(b) Budou stanovovany nasledujici sérologické parametry u kazdého vzorku, a to
testovacimi systémy oznacenymi CE:
- Anti-HIV 172 + Agp24
- Anti-HCV
- HBsAg
- Syfilis (treponemovy test) — pouze u vzorkd od darcti z Ceské republiky

(¢) Budou stanovovany nésledujici parametry NA'T (test na pritomnost nukleové
kyseliny), a to testovacimi systémy oznacenymi CE:
- HCV-NAT
- HBV-NAT
- HIV-NAT
- HAV-NAT
- Parvovirus-B 19-NAT

(d) Na vyzadani budou provadény tyto dalsi parametry:
- Screeningovy test na nepravidelné protilatky proti erytrocytim (u prvodarct
a poté kazdé 2 roky)
- Stanoveni aktivity I VIII ve vyrobené plazmé
- Stanoveni hladiny celkové bilkoviny ve vyrobené plazmé

(2) Provedeni laboratornich vysetfeni se fidi Dohodou o kvalité.

(3) Poskytovatel vlastni dokumentacni systém (validovany [T - nebo manualni systém)
k nasledujicim oblastem:
- Sarze a datum expirace vSech pouzitych vychozich rnaterialt (testovaci reagencie),
- ve8kerd udrzba, kalibrace, CiSténi a opravy pfistroju,
- hygienicka opatieni,
- prubézna kontrola teploty lednic a chladicich zafizeni,
- propousténi zodpovédnym pracovnikem.
Kromé toho jsou k dispozici dokumenty k validaci testu.

(4) Zmeény testovacich systémi budou zadavateli ozndmeny nejméné 9 mésicll predem.
Zprava o validaci bude zadavateli pfedana nejpozdéji tyden pred provedenim zmény.

(5) Poskytovatel predlozi zadavateli ovéfenou kopii povoleni Statniho ustavu pro kontrolu
[éCiv (SUKL) k vyrobé transfuznich pripravk(, véetné jejich testovani.

(6) Pri vySetfenich se poskytovatel fidi platnou legislativou souvisejici s vyrobou
transfuznich ptipravki, kterou je zdkon &. 378/2007 Sb., o IéCivech a o zménach
nékterych souvisejicich zakonl (zakon o Ié€ivech), ve znéni pozdéjsich predpisu,
vyhlaska ¢. 143/2008 Sb., o stanoveni blizSich pozadavk( pro zajisténi jakosti
a bezpec¢nosti lidské krve a jejich slozek (vyhlaska o lidské krvi), ve znéni pozdéjsich
predpist, a smérnice Komise 2003/94/ES, kterou se stanovi zasady a pokyny pro
spravnou vyrobni praxi pro huménni lécivé pfipravky a hodnocené humanni lé¢ivé

pfipravky.

(7) Poskytoval bude veskerou primarni dokumentaci vySetieni darct uchovavat po dobu 15
let.




(8) Pokud si zadavatel pteje, aby byly pro jednotliva vySetfeni zohlednény zv1astni predpisy
nebo zdvazné smérnice, které (jesté) nejsou vSeobecné znamy, bude na to poskytovatel
pisemné upozornén.

(9) Kontaktni osoby poskytovatele a zadavatele pro viechny farmaceutické a technické
otazky jsou uvedeny ve Smlouvé o kvalité.

(10) Zadavatel bude jednotky plazmy testované poskytovatelem prodavat pod vlastnim
jménem v ramci svého povoleni.

(11) Zadavatel je opravnén se pravidelné ujistit, ze poskytovatel testuje u¢inné latky peclivé
dle odpovidajicich pokynl a ma k tomu pfislusné povoleni. Poskytovatel umozni za
pfedem dohodnutych podminek osobé uréené zadavatelem vstup do laboratofi a
poskytne k nahlédnuti vsechny relevantni podklady. Osoba uréena zadavatelem je
v takovém pripad€ povinna se fidit pokyny osoby uréené poskytovatelem.

(12) Poskytovatel neni opravnén bez pisemného souhlasu zadavatele plnit své zévazky
z této smlouvy prostiednictvim treti osoby. Poskytovatel je vsak opravnén zadat
konfirmalni vysSetfeni treti osob&, budou-li dodrzeny zdkonné pozadavky a ujednani
této smlouvy.

(13) Poskytovatel je povinen provadét pravidelné vnitini inspekce dle smérnice Komise
2003/94/ES a v souladu sndrodni legislativou a neprodlené odstranit zjisténé
nedostatky. Poskytovatel se pravidelné ucastni systému externi kontroly kvality, ktery
Jje dostupny pro jednotliva sérologicka a NAT vySetteni.

(14) Zadavate] ma pravo, v ramci kontroly vlastnich zafizeni transfuzni sluzby externimi
odborniky (zpracovateli plazmy), pozadat o audit u poskytovatele.

(15) Strany se zavazuji k neprodlenému vzajemnému informovani o odchylkéach kvality a k
vyméné vech s tim spojenych pozadovanych informaci a dat.

(16) Zadavatel je povinen veskeré osoby, které podle této smlouvy povéril kontrolou €i
provedenim auditu u poskytovatele, zavazat ml€enlivosti v rozsahu podle platnych
pravnich predpisu, zejména ve vztahu k osobnim udajim. Vznikne-li v disledku
porudeni zavazku mlcenlivosti poskytovateli Ojma, odpovida za ni zadavatel s t€mito
osobami spole¢né a nerozdilné.

II. Vychozi materialy

Poskytovatel zkontroluje kvalitu a totoZnost pouZzitych testovacich ¢inidel v souladu
s instrukcemi vyrobee téchto ¢inidel.

I11. Kontrola kvality




(1) Poskytovatel se zavazuje provést na vyzadani zadavatele vhodna kontrolni opatieni
a opatfeni k zajisténi kvality v souladu s Dohodou o kvalité.

(2) Strany se zavazuji k vymeéné informaci minimalné jednou za dva roky. Interval auditi
zadavatele, popr. jim povéfenych externich odbornikii, u poskytovatele je dohodnut na
nejvyse. dva roky.

IV. Dodatecna vySetieni

Dal$i parametry vySetfeni musi byt dohodnuty pfedem a vyslovné ujednany.

V. Cena

(1) Zadavatel se zavazuje uhradit poskytovateli za provedena vyS$etfeni cenu stanovenou
v priloze I, a to na zaklad¢ faktur vystavenych poskytovatelem s mési¢nim ziac¢tovanim.
Lhita splatnosti faktur je sjednana v délce 30 dnli od vystaveni faktury, platebni ménou
je Euro. V ptipadé¢ prodleni zadavatele s uhrazenim faktury o déle nez 30 dnti, ma poté
poskytovatel pravo odmitnout dalsi plnéni dle této smlouvy a poZadovat uhrazeni
smluvni pokuty ve vy$i 0,5 % z dluzné ¢astky za kazdy zapocaty den prodleni.

(2) Ceny stanovené v pfiloze 1 lze upravit nejdiive po 6 mésicich od G€innosti smlouvy
a poté vzdy po 6 meésicich, a to vzajemnou dohodou obou stran, zejména z diivodu
revize uvedenych cen dle aktuédlni situace na trhu. Ceny stanovené v priloze | lze
v ro¢nim intervalu od G¢innosti smlouvy ménit rovnéz o miru inflace vyjadienou
priristkem pramérného roéniho indexu spotiebitelskych cen a zvefejnénou Ceskym
statistickym ufadem, pokud tato ptekrocila 5 %.

(3) Navrh na zménu ceny podle odstavce 2 predlozi jedna ze stran druhé strané pisemné
nejméné 30 dnd pred navrhovanym datem ucinnosti zmény. Poskytovatel je povinen
s navrhem na zménu ceny dolozit rovnéz detailni kalkulaci nakladi. Zmeéna ceny je
0¢inna, jestlize je ndvrh pisemné odsouhlasen druhou stranou. V pfipadé, Ze do dne
navrhované G¢innosti zmény nedojde k dohod¢ na Upravé ceny, vznika strang, ktera
podala ndvrh na zménu ceny podle odstavce 2, zvlastni pravo vypovédét smlouvu
s vypovédni dobou 6 mésicu, ktera po¢ina bézet dnem doruéeni pisemné vypovédi
druhé stran¢.

VI. Trvani smlouvy

(1) Smlouva se uzavira na dobu urCitou v trvani od podpisu do 31.12.2022. Smlouva se poté
automaticky prodluzuje o dalsi 1 rok, a to i opakovang, pokud nebude pisemné
vypovézena kteroukoliv stranou nejpozdéji 6 mésich pred skoncenim jeji platnosti.

(2) Smlouva muze byt dale vypovézena pred uplynutim doby jejiho trvani, pokud néktera
ze stran porusi podstatnym zplsobem tuto smlouvu. Vypovédni doba ¢ini 3 mésice
a poCina bézet dnem doruceni pisemné vypoveédi druhé strané. Podstatnym porusenim
smlouvy ze strany zadavatele jsou zejména opakované prodlevy v platbach za
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poskytnuté sluzby, podstatnym porusenim smlouvy ze strany poskytovatele jsou
zejména opakované $patn¢ nebo nedostatecné provadéna vysetfeni nebo porusovani
stavajicich standardnich operacnich postupli (SOP).

VII. Uchovani v tajnosti

(1) Poskytovatel a zadavatel se vzajemné¢ zavazuji k prisnému uchovani v tajnosti viech
skutecnosti, které se dozvédeli v souvislosti s plnénim této smlouvy, obchodniho
tajemstvi a know-how druhé strany, ptedevsim vyrobnich ptedpist (dale jen ,,divérné
informace').

(2) Zadn4 ze stran nen{ oprdvnéna po ukonceni smlouvy bez svoleni dale pouzivat diveérné
informace druhé strany, s nimiz byla v ramci této smlouvy seznamena.

(3) Strany se zavazuji dodrzovat platné pravni piedpisy na ochranu dat, zejména osobnich
(daju.

VIII. Nahrada Skody

(1) Poskytovatel se zavazuje nahradit zadavateli veskeré Skody, ztraty a naklady pFipadné
vzniklé zadavateli, jeho zédkazniktim, pfidruzenym osobam, a jejich zaméstnancum a
vedoucim pracovnikim v dusledku nebo v souvislosti s jakymkoli jedndnim nebo
nec¢innosti ze strany poskytovatele v souvislosti s vySetfenimi, ktera nejsou v souladu se
stavajicimi SOP, touto smlouvou, Dohodou o kvalit¢ a/nebo pravnimi predpisy
vztahujicimi se k Cinnostem dle této smlouvy a Dohody o kvalité¢ (zejména predpisy
uvedenymi v ¢l [ odst. 6 této smlouvy).

IX. Ostatni ustanoveni

(1) Zmény a doplnéni této smlouvy a jejich pfiloh mohou byt provedeny jen za souhlasu
obou stran formou pisemnych dodatkl &islovanych vzestupnou, nepferudovanou
¢iselnou fadou.

(2) Strany se dohodly na tom, Ze povinnost zaslat smlouvu spravei registru smluv
k uvefejnéni podle zdkona ¢. 340/2015 Sb., o zvlaStnich podminkach ucinnosti
nékterych smluv, uverejiiovani téchto smluv a o registru smluv (zakon o registru smluv),
v platném znéni, spIni poskytovatel, a to nejpozdéji do 10 pracovnich dnt od uzavieni
této smlouvy a se znec€itelnénim informaci, které nelze poskytnout pfi postupu podle
predpist upravujicich svobodny pfistup k informacim. Strany v této souvislosti
oznaduji za své obchodni tajemstvi, jehoz ochranu odpovidajicim zptisobem zajistuji,
informace obsazené v priloze 1.

(3) Je-li dorucovana pisemnost na zékladé této smlouvy doporuc¢enym dopisem na posledni
znamou adresu strany prostfednictvim provozovatele poStovnich sluzeb a strana
pisemnost nepievezme, ma se za to, Ze pisemnost byla doru¢ena tfetim pracovnim dnem
po predani zasilky provozovateli poStovnich sluzeb, 1 kdyby se o ni strana nedozvédéla.
Za posledni znamou adresu strany se povazuje adresa uvedena v zahlavi této smlouvy,
piipadné nova adresa, kterou dotcena strana druhé strané pisemné oznamila.




(4) Pravni vztahy z této smlouvy se ¥idi pravnim fadem Ceské republiky, zejména platnymi
ustanovenimi obCanského zékoniku, zakona o lé¢ivech a vyhlasky o lidské krvi.

(5) Ukaze-li se kterékoliv ustanoveni této smlouvy jako neplatné nebo neucinné, nebude
tim dotéena platnost a acinnost ostatnich ustanoveni, kterd lze od neplatného ¢&i
neucinného ustanoveni oddélit, ani platnost a G¢innost smlouvy jako celku. Strany se
v takovém pripad¢ zavazuji nahradit neplatné nebo neGCinné ustanoveni smlouvy
ustanovenim novym, platnym a U¢innym, které¢ svym obsahem a smyslem bude nejlépe
odpovidat obsahu a smyslu ustanoveni puvodniho.

(6) V pripadé sporu se strany zavazuji pokusit se o jeho urovnani smirem. Jestlize smirného
feSeni nebude dosazeno, budou spory ztéto smlouvy rozhodovany soudy Ceské
republiky; vécné a mistné prislusnym soudem je obecny soud poskytovatele.

(7) Smlouva nabyva platnosti dnem jejiho podpisu obéma stranami a ucinnosti vloZzenim
do registru smluv v souladu s odstavcem 2.

(8) Zavazky smluvnich stran podle této smlouvy, jez svou povahou preckavaji ukonéeni
nebo vyprieni této smlouvy, zlistavaji v platnosti i po ukonéenf nebo vypr§eni smlouvy.

(9) Zadna ze smluvnich stran nesmi postoupit priva a povinnosti podlé této smlouvy na
jinou stranu bez predchoziho pisemného souhlasu, s vyjimkou spfiznéné spole¢nosti
nebo nastupnické spole¢nosti pii prevedeni v3ech nebo v zasadé vsech aktiv,
vlastnického podilu nebo businessu.

(10) Utinnosti této smlouvy zanika Smlouva o testovani vzorki krve, plazmy a séra
uzaviena mezi stranami dne 27. 6. 2015, véetné jejich pozdéjsich dodatka.

(1) Smlouva je sepsana v jazyce Ceském a v jazyce anglickém, vzdy o dvou

vytiscich v kazdé jazykové verzi, z nichz kazda strana obdrzi po jednom. V pfipadé
kolize jazykovych verzi je rozhodujici verze v ¢eském jazyce.
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CONTRACT

for testing blood, plasma and serum samples

in compliance with good manufacturing practice according to the requirements of Decree No.
143/2008 Coll., as amended, and other relevant statutory provisions

between the Contracting Parties:

Baxalta GmbH, part of the TAKEDA group of companies
registered office: Thurgauerstrasse 130, 8152 Glattpark, Opfikon Switzerland
ID No.: CHE-101.280.021

and its subsidiaries
sanaplasma s.r.o., part of the TAKEDA group of companies
registered office: Soukenicka 973/2, Staré Brno, 602 00 Brno, Czech Republic and

sanaplasma kft., part of the TAKEDA group of companies
registered office: Bajcsy-Zsilinszky utca 2, 7622 Pécs, Hungary

khereinafter referred to as the “Client”)
and

Central Military Hospital-Military University Hospital Prague

registered office: U Vojenské nemocnice 1200, 169 02 Prague 6, Czech Republic
[D No.: 61383082

Tax ID No.: CZ61383082
bank contact: CNB Prague
Account Number
represented by: prof. MUDr. Miroslav Zavoral, Ph.D., Director

(hereinafter the "Provider")

(the Client and the Provider are also hereinafter referred to as the '"Parties'" and each
individually as a ""Party')

Both parties enter into the following contract (hereinafter referred to as the ""Contract'):

I. Subject of the contract

{1) The Provider undertakes to carry out further specified examinations in accordance with
separate Agreements on the Quality and Description of Laboratory Diagnostic
Performance, concluded between Provider and affiliates of Client (hereinafter referred
to as the "Quality Agreement"), at the prices listed in Annex 1, which are an integral
part of this Contract.

(a) The following biochemical parameters will be measured:
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- Total protein for each first donor collection and then every 12 months thereafter.
- IgG for each first donor collection and then every 12 months thereafter.

(b) The following serological parameters for each sample will be determined by CE-
marked test systems:
- Anti-HIV 1/2 + Agp24
- Anti-HCV
- HBsAg
- Syphilis (treponemal test) - only for samples from donors from the Czech
Republic

(c) The following NAT parameters will be determined (nucleic acid test) by CE-marked
test systems:
- HCV-NAT
- HBV-NAT
- HIV-NAT
- HAV-NAT
- Parvovirus-B 19-NAT

(d) The following additional parameters will be performed on request:
- Screening test for irregular erythrocyte antibodies (for first-time donors and then
every 2 years)
- Determination of F VIII activity in produced plasma
- Determination of total protein level in plasma produced

(2) The performance of the laboratory examinations is governed by the Quality Agreement.

(3) The Provider owns a documentation system (validated IT - or manual system) for the
following areas:
- Batch and expiration date of all starting materials used (test reagents)
- All maintenance, calibration, cleaning and repair of instruments
- Hygiene measures,
- Continuous temperature control of refrigerators and cooling equipment
Release by a responsible worker.
[n addition, test validation documents are available.

]

(4) Changes to test systems shall be notified to the Client at least 9 months in advance. The
validation report shall be submitted to the Client not later than one week before the
change is made.

(5) The Provider shall submit a certified copy of the authorization of the State Institute for
Drug Control (SIDC) for the manufacture of blood products, including their testing to
the Client.

(6) During examinations, the Provider follows the applicable legislation related to the
production of transfusion products, which is Act No. 378/2007 Coll., on
Pharmaceuticals and on Amendments to Some Related Acts (Act on Pharmaceuticals),
as amended, Decree No. 143/2008 Coll., taying down more detailed requirements for
the quality and safety of human blood and its components (Decree on Human Blood),




as amended, and Commission Directive 2003/94 / EC laying down the principles and
guidelines of good manufacturing practice for medicinal products for human use and
investigational medicinal products for human use.

(7) Provider shall retain all primary donor documentation for 15 years.

(8) If the Client wishes to take into account specific regulations or binding directives for
individual examinations, which are not yet generally known, the Provider will be
notified in writing.

(9) The contact details of the Provider and the Client for all pharmaceutical and technical
issues are listed in the Quality Agreement.

(10) The Client will sell plasma units tested by the Provider under its own name.

(11) The Client is entitled to periodically ensure that the Provider tests the active substances
carefully according to the relevant instructions and has the relevant authorization. The
Provider shall allow the person designated by the Client to enter the laboratories under
pre-agreed conditions and provide all relevant documents for inspection. In such a
case, the person designated by the Client is obliged to follow the instructions of the
person designated by the Provider.

(12) The Provider shall not be entitled to fulfill its obligations under this Contract through
a third party without the Client's written consent. However, the Provider is entitled to
contract out confirmatory testing to a third party if required by applicable law and
provided that the terms of this Contract are complied with.

(13) The Provider is obliged to carry out regular internal inspections according to
Commission Directive 2003/94 / EC and in accordance with national legislation and
to remedy any shortcomings immediately. The Provider regularly participates in the
external quality control system available for individual serological and NAT
examinations.

(14) The Client has the right, in the context of controlling their own blood transfusion
facilities by external experts (plasma processors) to apply for an audit with the
Provider.

(15) The Parties undertake to inform each other immediately of any quality deviations and
to exchange all the required information and data related thereto.

(16) The Client is obliged to bind all persons which it has entrusted under this Contract to
control or perform an audit at the Provider, to confidentiality to the extent applicable
under applicable law, in particular in relation to personal data. Should the Provider
incur detriment as a result of a breach of the obligation of confidentiality, the Client
shall be jointly and severally liable with such persons.

I1. Starting materials




The Provider shall check the quality and identity of the test reagents used in accordance
with the instructions issued by the manufacturer these test reagents.

ITI. Quality control

(1) The Provider undertakes to carry out appropriate control measures and quality assurance
measures upon request of the Client and in accordance with the QA.

(2) The Parties undertake to exchange information at least every two years. The audit
interval of the Client, or the external experts authorized by him, at the provider is agreed
for a maximum of two years.

IV. Additional testing

Other examination parameters must be agreed in advance and explicitly negotiated.

V. Price

(1) The Client undertakes to pay the Provider the price set out in Annex 1 for the
examinations, based on invoices issued by the Provider with a monthly settlement. The
invoice maturity period is 30 days after the invoice has been issued, the payment
currency is Euro. In the event of the Provider’s delay in paying the invoice by more than
30 days, the Provider then has the right to refuse further performance under this contract
and demand payment of a contractual penalty of 0.5% of the amount due for each day
of the delay.

(2) The prices set out in Annex | may be adjusted no earlier than 6 months after the entry
into force of the Contract and then every 6 months, by mutual agreement of both parties,
in particular due to the revision of the prices according to the current market situation.
The prices set out in Annex 1 may also be changed at an annual interval from the
effective date of the contract by the inflation rate expressed an increase in the average
annual consumer price index and published by the Czech Statistical Office, if it exceeds
5%.

(3) The proposal to change the price under paragraph 2 shall be submitted by the Provider
in writing together with a detailed cost calculation at least 30 days before the proposed
effective date of the change. Price change is effective if the Provider's proposal is
approved in writing by the Client. In the event that there is no agreement to adjust the
price by the date of the proposed change effect, the Provider has a special right to
terminate the Contract with a 6-month notice period, which begins on the day of delivery
of the written notice to the Client. The proposal to change the price under paragraph 2
shall be submitted by one Party to the other Party in writing at least 30 days before the
proposed effective date of the change. The Provider is obliged to provide a detailed cost
calculation with the proposal to change the price. The price change is effective if the
proposal is approved in writing by the other party. In the event that no agreement on
price adjustment is reached by the proposed effective date of the change, the party who
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submitted the price change proposal pursuant to paragraph 2 has a special right to
terminate the Contract with 6 months' notice.

V1. Contract duration

(1) The Contract is concluded for an initial period from the date of signature until
31.12.2022 The Contract shall automatically renew for another | years, even repeatedly,
unless terminated in writing by either party 6 months before its expiry.

(2) The Contract may be terminated before the expiration of its term if either party violates
this Contract substantially. The notice period is 3 months and commences on the day of
delivery of the written notice to the other party. A substantial breach of Contract by the
Client especially concerns repeated delays in payments for the services rendered, while
a substantial breach of Contract by the Provider in particular is repeatedly poor or
insufficiently performed examinations or violations of existing standard operating
procedures (SOPs).

VI1I. Confidentiality

(1) The Provider and the Client undertake to strictly preserve the confidentiality of all facts
they have learned in connection with the performance of this Contract, the trade secrets
and the know-how of the other Party, in particular the Production Regulations
(hereinafter referred to as "Confidential Information").

(2) Neither Party shall be entitled to use the other Party's confidential information of which
it has been made aware under this Contract upon termination of the Contract without
permission.

(3) The Parties undertake to comply with applicable data protection laws, in particular
personal data.

V1II. Liability

(1) The Provider shall compensate the Client for damages, losses and costs possibly
incurred by the Client, its customers, affiliated persons, and their employees and officers
as a result of or in connection with any act or failure to act on the part of the Provider
in connection with the examinations which is not in compliance with the existing SOPs,
this Contract, the Quality Agreement, and/or the laws and regulations relating to the
activities under this Contract and the Quality Agreement (in particular those referred to
in Art. I (6) of this Contract).

IX. Other provisions

(1) Changes and amendments to this Contract and its annexes may be made only with the
consent of both Parties in the form of written amendments numbered in ascending, non-
continuous numerical series.




(2) The Parties agree that the obligation to send the Contract to the contract registry
administrator for publication pursuant to Act No. 340/2015 Coll., on special conditions
for the effectiveness of certain contracts, not later than 10 working days after the
conclusion of this contract and the irrecoverability of information that cannot be
provided in accordance with the rules governing free access to information. In this
context, the Parties designate as their trade secrets, the protection of which they
adequately protect, the information contained in Annex 1.

(3) Ifa document is served on the basis of this Contract by registered letter to the last known
address of the party via the postal service operator and the party does not accept the
document, the document is deemed to have been delivered on the third working day
after the delivery of the consignment to the postal service operator, even if the party
didn't know about it. The last known address of the Party shall be the address specified
in the heading of this Contract, or a new address, which the party concerned has notified
the other party in writing.

(4) Legal relations from this Contract are governed by the laws of the Czech Republic, in
particular the provisions of the Civil Code, the Pharmaceuticals Act and the Decree on
Human Blood.

(5) If any provision of this Contract proves to be invalid or ineffective, this shall not affect
the validity and effectiveness of any other provisions which may be severed from the
invalid or ineffective provision, nor the validity and effectiveness of the Contract as a
whole.

In such a case, the Parties undertake to replace the invalid or ineffective provision of
the Contract with a new, valid and effective provision which, by its content and purpose,
best corresponds to the content and meaning of the original provision.

(6) In the event of a dispute, the parties undertake to settle it by reconciliation. If an
amicable solution is not reached, disputes arising from this Contract will be decided by
the courts of the Czech Republic; the court of general jurisdiction is the general court
of the Provider.

(7) The Contract becomes valid on the date of its signature by both Parties and shall take
effect upon entry in the register of contracts in accordance with paragraph 2.

(8) The obligations of the Parties und this Contract which by their nature will continue
beyond termination or expiration shall survive any terminations or expiration of this
Contract.

(9) Neither Party shall assign this Contract or any rights or obligations hereunder without
the other Party’s prior written consent, except to an affiliated company or to a successor
in interest of all or substantially all of its assets, equity or business

(10) The Contract on the testing of blood, plasma and serum samples concluded
between the Parties on 27 June 2015, including its subsequent amendments, shall cease
to be effective upon the effective date of this Contract.

(11) The Contract is written in Czech and English languages, with two copies in cach

language version, of which each party receives one. In the event of a conflict of language
versions, the Czech version shall prevail.
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DBaxaHa GmbH
r. René Biche|
Head 3rd pa tasma Europe
asse 130
(Glmpark)

Baxalta GmbH, Sanaplasma s.r.o.
Sanaplasma kft

Annexes:
Annex 1 Price agreement

In Prague on:

-2 -07- 2020

van Jeighek
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