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FIRST AMENDMENT
TO
CLINICAL TRIAL AGREEMENT

Amendment is made on the date of its publication in
Contract Registry(“Effective Date”) by and between:

Chiltern International s.r.o., Business Centrum
Zalesi, Building A2, Pod Visnovkou 1661/31, 140 00
Praha 4 — Krc, Czech Republic, registered in the
Commercial Register maintained by the Municipal
Court in Prague, section C., Insert: 130938, company
identification number: 281 78 777, represented by
executive manager Dariusz Walach, MD (hereinafter
referred to as “Chiltern”); and

Fakultni nemocnice Hradec Kralové, Sokolska
581, 500 05 Hradec Krélové — Novy Hradec Kralové,
Czech Republic, represented by: prof. MUDr.
Vladimir Palicka, CSc., dr. h. ¢, director

ICO: 00179906, DIC: CZ00179906

(hereinafter referred to as “Institution”) and

, with a place of businees
Fakultni nemocnice Hradec Kralové, Surgery
department, Sokolska 581, Hradec Kralové — Novy
Hradec Kralové, Czech Republic
(hereinafter referred to as “Investigator”)

WHEREAS, Chiltern, Institution and Investigator
entered into the Clinical Trial Agreement on 04
November 2016 relating to clinical trial services (the
“Agreement”) in connection with Tecnimede,
Sociedade Técnico-Medicinal, S.A. Zona Industrial
da Abrunheira R. da Tapada Grande, n°® 2,
Abrunheira, 2710-089 Sintra, Portugal (“Sponsor”)
clinical trial entitled, “Randomized, multicenter,
placebo-controlled, double blind study to assess the
efficacy and tolerability of 2% diltiazem hydrochloride
in the treatment of chronic anal fissure and a 24 week
follow-up period” (“Study”) according to Sponsor’s
protocol number 150601 incorporated herein by
reference (“Protocol’); and

WHEREAS, the parties desire to amend the
Agreement to change the Banking details of the
Institution as further described herein.

NOW, THEREFORE, in consideration of the mutual
agreements of the undersigned and for good and
valuable consideration, the parties hereto agree to
amend the Agreement as follows:

PRVNi DODATEK
v KE ra r
SMLOUVE O KLINICKEM HODNOCENI

Dodatek se uzavira ke dni uvefejnéni v registru smluv (dale
jen ”Datum uéinnosti”) mezi t&émito Smiuvnimi stranami:

Chiltern International s.r.o., Business Centrum Zalesi
Budova A2, Pod Viiiovkou 1661/31, 140 00 Praha 4 - Kr¢,
Ceska republika, spole&nost zapsana v obchodnim rejstfiku
vedeném Méstskym soudem v Praze, oddil C, vlozka:
130938, identifikacni Cislo organizace: 28178777,
zastoupena MUDr. Dariuszem Walachem, jednatelem (dale
jen “Chiltern”); a

Fakultni nemocnice Hradec Kralové, Sokolska 581,

500 05 Hradec Kralové — Novy Hradec Kralové, Ceska
republika, zastoupena: prof. MUDr. Viadimirem Palickou,
CSc., dr. h. c., feditelem

ICO: 00179906, DIC: CZ00179906

(dale jen ,Poskytovatel) a

s pracovistém na adrese Fakultni
nemocnice Hradec Kralové, Chirurgicka klinika, Sokolska
581, 500 05 Hradec Kralové — Novy Hradec Kralové,
Ceska republika
(dale jen “Zkousejici”)

VZHLEDEM K TOMU, ze spole¢nost Chiltern, Poskytovatel
a Zkous$ejici uzavieli smlouvu o klinickém hodnoceni dne 4.
listopadu 2016 souvisejici se zajisténim klinického
hodnoceni (dale jen ,smlouva®) spoleCnosti Tecnimede,
Sociedade Técnico-Medicinal, S.A. Zona Industrial da
Abrunheira R. da Tapada Grande, n® 2, Abrunheira, 2710-
089 Sintra, Portugalsko (dale jen ,zadavatel”) pro klinické
hodnoceni  zadavatele snazvem ,Randomizovana,
multicentricka, placebem kontrolovana, dvojité zaslepena
studie pro vyhodnoceni Ucinnosti a snaSenlivosti 2%
diltiazem hydrochloridu pfi I6¢bé chronické analni fisury a
24tydenni nasledné sledovani” (dale jen ,studie”) a s Cislem
protokolu 150601, ktery je do této smlouvy zaclenén
prostfednictvim odkazu, (dale jen ,protokol); a

VZHLEDEM K TOMU, Ze doslo ke zméné bankovnich tidaju
Poskytovatele, si smluvni strany pfeji upravit smlouvu
doplnénim nového bankovniho spojeni, jak je uvedeno
nize.

TIMTO SE STRANY po vzajemné dohodé& podepsanych
zastupcl a po fadné a hodnotné Uvaze, dohodly zménit
smlouvu nasledovné:
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1. To change the Banking details of Institution.

2. Inlight of the above Banking details of the
Institution set in the sub-section 6 (f) in
Section 6 (‘Payment Terms”) of the Exhibit
B shall be revised to read:

“Banking details:

1.

Zménit Bankovni udaje Poskytovatele.

2. Vzhledem k vySe uvedenému se Bankovni Udaje

Poskytovatele uvedené v odstavci 6 (f) ¢lanku 6
(,Platebni podminky®) pfilohy B smlouvy
nahrazuiji nasledujicim znénim:

Bankovni Udaje

Variabile symbol Invoice Number

Reference text 35514

Name of account | Fakultni nemocnice Hradec Jméno  majitele | Fakultni  nemocnice  Hradec
holder: Kréalové uctu: Kralové
Bank name: Ceska narodni banka Nazev banky: Ceské nérodni banka
Sort code: 0710 Bankovni kod: 0710
Account number: | 34534-24639511 Cislo Ggtu: 34534-24639511
IBAN CZ93 0710 0345 3400 2463 IBAN CZ93 0710 0345 3400 2463 9511
9511
SWIFT: CNBA CZ PP
SWIFT: CNBA CZ PP

Variabilni symbol: | Cislo faktury

Poznamka 35514

3. Except as specifically set forth herein, all
other terms and conditions contained in the
Agreement shall remain in full force and
effect. Unless otherwise defined in this
Amendment, capitalized terms used herein
shall have the same meaning defined in the
Agreement.

4, Parties agree that in accordance with Act
No. 340/2015 Coll. the Amendment will be
published in the Contract Registry. Parties
agree that the business secret designated
by Sponsor will be blacked out before
publication in the Contract Registry. Chiltern
will provide final version in machine-
readable format with blacked out part that
are considered as business secret.

5. The Amendment is executed in Czech and
English language versions. In case of any
discrepancies between Czech and English
version the Czech version shall prevail

IN WITNESS WHEREOF, duly authorized
representatives of the parties have executed and
delivered this Amendment as of the Effective Date
written above.

3. S vyjimkou pfipadl zde vyslovné uvedenych

zlistanou vSechny podminky smlouvy platné a
uéinné v celém svém rozsahu. Nestanovi-li tento
dodatek jinak, legislativni zkratky maji stejny
vyznam, jak je definovan ve smlouvé.

Smluvni strany se dohodly, Ze Dodatek bude
uverejnén v registru smluv a uvefejnéni Dodatku
provede Poskytovatel. Smluvni strany se dohodly,
Ze oznaCené obchodni tajemstvi zadavatelem,
bude pfed zad&nim Dodatku do registru smluv
odstranéno. Pfed podpisem smlouvy Chiltern
zaSle Poskytovateli finalni verzi Dodatku ve
strojové citelném formatu s podbarvenym textem
Dodatku, které povazuje Zadavatel za obchodni
tajemstvi.

Dodatek je vyhotoven v Ceské jazykové verzi a
v anglické jazykové verzi. V pfipadé rozporu mezi
Ceskou a anglickou jazykovou verzi ma pfednost
Ceska jazykova verze.

NA DUKAZ GEHOZ fadné opravnéni zastupci stran
uzavfeli tento dodatek smlouvy k datu G¢innosti uvedenému

vySe.
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Accepted and Agreed:

CHILTERN INTERNATIONAL s.r.o0.

Signature;
Printed Name; MUDr. DARIUSZ WALACH
Title: Executive manager / Jednatel

Date; 21. 3. 2017

FAKULTNi NEMOCNICE HRADEC KRALOVE

Signature;

Printed Name:_.prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.

Title: Director / feditel

Date: 3. 4. 2017

Signature:
Title; Investigator / ZkouSejici

Date: 3. 4. 2017
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