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SMLOUVA O LEKARENSKYCH
SLUZBACH

PHARMACY SERVICE AGREEMENT

mezi

Between

CTI Clinical Trial and Consulting Services
Europe GmbH (CTI)

CTI Clinical Trial and Consulting Services
Europe GmbH (CTI)

se sidlem na adrese: Schillerstrasse 1/15,
89077 Ulm, Némecko

With registered office at: Schillerstrasse 1/15,
89077 Ulm, Germany

zastoupenou: XXX, CEQ,

Represented by: XXX, CEO

Identifikacni ¢islo spolecnosti: DE264250780

Company identification number:
DE264250780

Danové identifikacni ¢islo: 88 / 001/ 63608

Tax 1dentification number; 88 / 001/ 63608

Bankovni spojeni:

Bank connection:

XXX XXX
BIC: XXX BIC: XXX
IBAN: XXX IBAN: XXX

Jménem zadavatele:

on behalf of its sponsoring company:

Hansa Biopharma AB Hansa Biopharma AB
spoleCnost se sidlem na adreseScheelevagen | a corporation having its address at
22, Scheelevagen 22,

223 63 Lund, Svédsko

223 63 Lund, Sweden

(ddle jen ,,zadavatel®)

(hereinafter referred to as the “Sponsor”),

a

and

Institut klinické a experimentalni mediciny
(IKEM)

Institute for Clinical and Experimental
Medicine (IKEM)

se sidlem na adrese: )
Videnska 1958/9, 140 21 Praha 4, Ceska
republika

with registered office at:
Videnska 1958/9, 140 21 Praha 4
Czech Republic

zastoupeny feditelem, Ing. Michalem
Stiborkem, MBA

Represented by director Ing. Michal Stiborek,
MBA

Statni prispévkova organizace, osvédéeni o
registraci €. 17268-11/2012 ze dne 29. kvétna
2012, ve znéni poslednich verzi

State contributory organization, certification
of registration ref. no. 17268-11/2012 dated
May 29, 2012, as amended

ICO: 00023001

ID no.: 00023001
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Darnové identifikac¢ni ¢islo; CZ00023001

Tax identification number; CZ00023001

Bankovni spojeni: Ceskd narodni banka

Bank connection; Czech National Bank

(dale jen IKEM®),

(hereinafter referred to as “IKEM”),

CTI, zadavatel a IKEM uzaviraji smlouvu o
klinickém hodnoceni (dale jen ,,smlouva o
klinickém hodnoceni) za €elem provedeni
klinického hodnoceni uvedeného nize v
IKEM, Videfiska 1958/9, 140 21 Praha, Ceské
republika, pod vedenim prof. XXX, v roli
hlavniho zkous$ejiciho.

CTI, Sponsor and IKEM are entering into a
Clinical Trial Agreement (the “Clinical Trial
Agreement”) to conduct the clinical trial set
forth below at IKEM, Videriska 1958/9, 140
21 Prague, Czech Republic with XXX. as the
principal investigator.

CTI a zadavatel maji v imyslu uzavfit s
lékarnou IKEM smlouvu o poskytovani
lékarenskych sluzeb v souvislosti s timto
klinickym hodnocenim.

CTI and Sponsor intend to contract the
pharmacy IKEM for pharmacy services
regarding such clinical trial.

Nazev klinického hodnoceni:
XXX

Clinical trial title:
XXX

Cislo klinického hodnoceni: XXX

Clinical trial number: XXX

Opravnénym zastupcem IKEM pro zalezitosti
tykajici se sluZeb pro klinickd hodnoceni
humannich Iécivych ptipravki je hlavni
lékarnik, XXX

IKEM’s authorized representative in matters
concerning the services regarding the clinical
trial of medicinal products for human use is
head pharmacist XXX

Na zdkladé¢ shora uvedenych informaci se
smluvni strany dohodly nasledovng:

Based on the information above, the
contracting parties have agreed to the
following:

L Sluzby

1 Services

IKEM souhlasi, Ze 1ékarna IKEM (dale jen
,lékarna®) poskytne pro dané klinické
hodnoceni popsané v protokolu klinického
hodnoceni lékarenské sluzby. Lékarna
poskytne sluzby v souladu se smlouvou o
klinickém hodnoceni a protokolem a rovnéz v
souladu se v§emi platnymi zékony, pravidly,

IKEM agrees that the pharmacy IKEM
(hereinafter referred to as the “Pharmacy”)
shall render the pharmacy services for such
clinical trial as described in the clinical trial
protocol. The Pharmacy shall render the
services in accordance with the Clinical Trial
Agreement and protocol, as well as all
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nafizenimi a profesnimi standardy v
lékarenstvi, postupy/pokyny spravné klinické
praxe a standardnimi provoznimi postupy,
které se na ¢innost mohou vztahovat. Lékarna
bude pfisné dodrZovat vSechny podminky a
ustanoveni protokolu a smlouvy o klinickém
hodnoceni platnych pro shora uvedené
klinické hodnoceni. CTI a zadavatel jsou
opravnéni kontrolovat praci a zaznamy
lékarny béhem predem dohodnutych a
primétenych navstév, pficemz cilem této
kontroly je ovéfit dodrZzovani podminek této
smlouvy.

applicable laws, rules, regulations and
professional standards in the pharmacy
business, as well as any good clinical practice
procedures/instructions and standard
operating procedures which may apply. The
Pharmacy shall stringently comply with all
conditions and provisions of the protocol and
the Clinical Trial Agreement concerning the
above-mentioned clinical trial. CTI and
Sponsor are entitled to inspect the Pharmacy’s
work and records at reasonable, pre-arranged
appointments in order to verify compliance
with the conditions of this agreement.

V ptipadé€, Ze prace a zaznamy lékarny
souvisejici se sluzbami jsou podrobeny
kontrole nebo auditu ze strany statniho nebo
kontrolniho Ufadu, pak je lékarna bez prodleni
povinna informovat CTI a zadavatele, aby
CTI a zadavatel mohli takové kontrole
prihliZet, a poskytnout kopie vSech ozndmeni
a korespondence mezi 1ékarnou a ptisluSnym
uradem. Lékarna zaru€uje, Ze tato smlouva
ani poskytovani lékarenskych sluzeb
neporuduji jiné smlouvy nebo zavazky
1ékarny.

In the event that any state or regulatory
authority inspects or audits the Pharmacy’s
work or records concerning the services, the
Pharmacy is to inform CTI and Sponsor
without delay, allow CTI and Sponsor to
observe such inspection, and provide copies
of all messages and correspondence between
the Pharmacy and the given authority. The
Pharmacy guarantees that neither this
agreement nor the provision of the
Pharmacy’s services will violate other
contracts or obligations of the Pharmacy.

Hodnoceny 1é¢ivy pfipravek bude dodan do
nemocni¢ni lékarny IKEM, kde povéteny
zameéstnanec 1€karny zkontroluje teplotu
hodnoceného 1é¢ivého pripravku za dobu
prepravy. Zaméstnanec lékarny musi
neprodlené o vysledcich této kontroly
informovat zastupce CTI a zadavatele
prostfednictvim e-mailu. Lékarna bude
uchovavat hodnoceny lécivy ptipravek pfi
teploté a za dalSich podminek skladovani
stanovenych v protokolu a lékarenském
manudlu a v souladu se vSemi platnymi
zéakony a predpisy, véetné¢ ICH-GCP. Lékarna
vyda hodnoceny 1é¢ivy pfipravek pouze na
zéaklad€ objednavky podané hlavnim
zkousSejicim a v souladu s protokolem
klinického hodnoceni. V mist¢, kde je
pripravek na pracovisti hlavniho zkou$ejiciho

The trial medicinal product is to be delivered
to IKEM’s hospital pharmacy, where an
authorized employee of the Pharmacy shall
check the trial medicinal product’s
temperature over the time it was in transit.
The Pharmacy employee shall inform a
representative of CTI and Sponsor of the
results of this check via E-mail without delay.
The Pharmacy shall store the trial medicinal
product at the temperature and other storage
conditions set forth in the protocol, the
pharmacy manual and in compliance with all
applicable laws and regulations, including
ICH-GCP. Pharmacy shall dispense the trial
medicinal product only when ordered by the
principal investigator and in accordance with
the clinical trial protocol. The Pharmacy
employee shall inspect the storage of the trial
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uchovavan, zaméstnanec 1ékarny alespon
jednou denné zkontroluje podminky
skladovani hodnoceného 1é¢ivého pripravku a
zapiSe teplotu.

medicinal product at least once a day and
record the temperature at the location where it
1s stored at the principal investigator’s site.

Lékarna zajisti, aby byly vSechny hodnocené
1é¢ivé pripravky, pouzité 1 nepouZité,
zaevidovany a zdokumentovany. Po
dokonceni nebo ukonceni klinického
hodnoceni lékarna vrati nebo znici (dle
rozhodnuti zadavatele) vSechny zbyvajici
hodnocené 1€¢ivé pripravky.

The Pharmacy shall ensure all trial medicinal
products, both used and unused, are
accounted for and documented. Upon
completion or termination of the clinical trial,
Pharmacy shall return or destroy (at
Sponsor’s election) all remaining trial
medicinal products.

I1. Platba

IL. Payment

Platby za poskytnuté sluzby budou u¢inény na
zakladé faktury vystavené lékarnou IKEM se
splatnosti 30 dni; faktura bude v souladu s
ptilohou 1 a vystavovana za Ctvrtleti .

Payments for the services rendered shall be
made based on an invoice issued by the
Pharmacy with the due date of 30 days; the
invoice will be issued per quarter in
accordance with Appendix no. 1.

Faktury budou vystavené na jméno zadavatele
jako prijemce sluZeb:

The invoices will be prepared and issued in
the name of Sponsor as services recipient:

Hansa Biopharma AB,
Scheelevagen 22,
223 63 Lund, Svédsko

Hansa Biopharma AB,
Scheelevagen 22,
223 63 Lund, Sweden

Pro ucely kontroly a zpracovani je tfeba
original faktury pro tuto studii a jiné
souvisejici polozky predkladat CRO na
nasledujici adresu:

For review and processing purposes original
invoices pertaining to this Study and any
other pertinent items should be submitted to
CRO at the following address:

CTI Clinical Trial and Consulting Services

CTI Clinical Trial and Consulting Services

Europe GmbH Europe GmbH
Schillerstrasse 1/15 Schillerstrasse 1/15
89077 Ulm 89077 Ulm
Germany Germany

K rukam: Manazer studie XXX

Attn: XXX Study Manager

Ptipadné mohou byt faktury odesilany
elektronicky spolecnosti CTI na nasleduyici e-
mailovou adresu: XXX bud’ ve formatu PDF
jen pro ¢teni, nebo jako sken papirové faktury.

Alternatively, invoices may be sent
electronically to CTI to the following email-
address: XXX, either in a read-only PDF
format or as a scan of a paper invoice.
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VyzZaduje-li ptislusna legislativa v oblasti DPH
fakturu s DPH, budou platby uhrazeny aZ po
doruceni platné faktury s DPH na adresu CRO.

Where a VAT invoice 1s required by
appropriate VAT legislation, payments will
only be made once CRO has received the valid
VAT invoice.

I11. Ustanoveni

111. Provisions

Smluvni strany potvrzuji, Ze soucasné
uzaviely smlouvu o klinickém hodnoceni,
jejiz ustanoveni jsou do této smlouvy
zahrnuty timto odkazem. Zadavatel zajisti, Ze
distribuce hodnoceného 1é¢ivého pripravku do
lékarny bude provedena v souladu s platnymi
pozadavky paragrafu 75 odst. 4 zdkona
378/2007 Sb., o 1é¢ivech.

The contracting parties confirm that they have
simultaneously concluded the Clinical Trial
Agreement, the provisions of which are
incorporated into this Agreement by way of
this reference. The Sponsor shall ensure that
the distribution of the investigational
medicinal product to the Pharmacy will fulfil
the applicable obligations imposed upon it by
Section 75 Paragraph 4 of Act no.378/ 2007
Coll on pharmaceuticals

IV. Rozhodné pravo

IVv. Applicable law

Pravni ucinek, vyklad a vymahani této
smlouvy se fidi zdkony Ceské republiky.
Tato smlouva je vyhotovena ve

dvojjazy¢né verzi (Cesky a anglicky).

V ptipad€ rozporu je rozhodna Ceska
jazykova verze.

Tato smlouva vstupuje v platnost a 0¢innost
dnem podpisu viech smluvnich stran, pokud
smlouva nespada pod povinnost zvetejnéni
v registru smluv v souladu se zakonem ¢.
340/2015 Sb., o registru smluv v platném
znéni, v takovém piipad¢ nabyva ucinnosti az
zvetejnénim v registru smluv.

Tato smlouva je vyhotovena ve 3 stejnopisech
pricemzZ zadavatel obdrzi 1 a IKEM obdrzi 2
stejnopisy.

Jakékoliv zmény nebo dodatky mohou byt
ucinény pouze formou pisemnych
¢islovanych dodatkli podepsanych viemi
smluvnimi stranami.

Nedilnou soucasti této smlouvy je 1 jeji
priloha ¢. 1.

The legal effect, interpretation and
enforcement of this agreement are governed
by the law of the Czech Republic. This
Agreement is executed in bilingual version
(English and Czech). In case of any
discrepancies, the Czech language version
shall prevail.

This Agreement shall enter into force and
effect on the date of signature by all parties to
the Agreement, unless the Agreement falls
under the obligation to publish it in the
Register of Contracts in accordance with Act
No. 340/2015 Coll., on the Register of
Contracts, as amended, in which case it shall
become effective only upon publication in the
Register of Contracts.

This agreement is drawn up in 3 identical
copies, with the sponsor receiving 1 and
IKEM receiving 2 identical copies.

Any changes or additions may be made only
by written numbered amendments signed by
all parties.

Annex 1 hereto shall form an integral part of
this agreement.
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Smluvni strany timto potvrzuji vyse uvedenou
smlouvu pripojenim podpisl svych
opravnénych zastupcil.

The contracting parties hereby attest to the
above-mentioned agreement by providing the
signatures of their authorized representatives.

Za lékarnu

For the Pharmacy

Institut klinické a experimentdlni mediciny
(IKEM)

Lékarna: XXX, ,
vedouci Ustavni lékarny IKEM

Praha, dne...09.05.2022.....................

Institute for Clinical and Experimental
Medicine (IKEM)

Pharmacy: XXX
Head of Pharmacy, IKEM

Prague, dated... ... 09.052022..................

IKEM: Ing. Michal Stiborek, MBA
Reditel, IKEM

Praha, dne... 17.05.2022......................

IKEM: Ing. Michal Stiborek, MBA
Director, IKEM

Prague, dated... ... 17.052022...................
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Za zadavatele:

For the Sponsor:

Hansa Biopharma AB

Hansa Biopharma AB

zastoupena CTI Clinical Trial and Consulting
Services Europe GmbH

Represented by CTI Clinical Trial and
Consulting Services Europe GmbH

Kentucky, dne 27 APRIL

Kentucky, dated 27. APRIL 2022

2022

XXX XXX
CEQ, CTI CEQ, CTI
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FOR INTERNAL (HANSA BIOPHARMA) USE ONLY:

Financial Controller

Legal

Signature:
Date: 27 APR, 2022

Signature:
Date: 27 APR, 2022
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Priloha ¢. 1:

Appendix no. 1:

Cenik lékarenskych sluzeb

Pharmacy service price list
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