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CONTRACT AMENDMENT #1 DODATEK C. 1 KE SMLOUVE O

THIS CONTRACT AMENDMENT #1
(“Contract Amendment # 17), d is effective
on October 30, 2018 (the “Effective Date”),
is by and between

Krajska zdravotni, a.s., located at Socialni
péce 3316/21A, 401 13 Usti nad Labem,
Czech Republic, represented by Ing. Petr
Fiala, the executive director, duly registred in
the Commercial Register maintained by the
Regional Court in Usti nad Labem, Section
B, Entry 1550 (the “Institution”),

Pharmaceutical Research Associates CZ,
s.r.o.,, located at Praha 7, Jankovcova
1569/2c, Post Code (PSC): 170 00, Czech
Republic, IC (company ID number):
27636852, the limited liability company duly
registered in the Commercial Register of the
Czech Republic maintained by the Municipal
Court in Prague, Section C, Entry 120574,
represented by | (PrRA”), an
affiliate of Pharmaceutical Research
Associates, Inc., located at 4130 Lake
Avenue, Suite 400, Raleigh, NC 27612, USA
(“PRA_USA”), acting as an independent
contractor for Gan & Lee Pharmaceuticals
USA Corporation located at 1170 US
Highway 22 East Suite 304 Bridgewater NJ
08807 USA (the “Sponsor™), and

B . cmployee of the Institution,
acting within the scope of his/her

employment, located at Interni oddéleni
Masarykova nemocnice Usti nad Labem,
Socialni péde 3316/21A, 401 13 Usti nad
Labem, Czech Republic, who serves as the
principal investigator (“Investigator™).

PROVEDENI KLINICKEHO
HODNOCENI

Tento DODATEK C. 1 KE SMLOUVE O
PROVEDENI KLINICKEHO
HODNOCENI (dale jen ,,Dodatek ¢. 1 ke
Smlouveé®) nabyva uCinnosti dne 30. fijna
2018 (déale jen ,,Datum téinnosti), mezi

Krajskou zdravotni, a.s., se sidlem Socialni
péée 3316/21A, 401 13 Usti nad Labem,
Ceska republika, zastoupenou Ing. Petrem
Fialou, generalnim feditelem, zapsanou v
Obchodnim rejstiiku  vedeném Krajskym
soudem v Usti nad Labem, oddil B, vlozka
1550 (dale jen ,,Zdravotnické zafizeni*),

spole¢nosti  Pharmaceutical Research
Associates CZ, s.r.0., se sidlem Praha 7,
Jankovcova 1569/2¢c, PSC 170 00, Ceska
republika, 1C: 27636852, spolednosti s
ruCenym omezenym fadné zapsanou Vv
Obchodnim  rejstifku ~ Ceské  republiky
vedeném Méstskym soudem v Praze, oddil C,
vloZzka 120574, zastoupena (dale
jen »PRA"), pobockou  spolecnosti
Pharmaceutical Research Associates, Inc.,
se sidlem 4130 Lake Avenue, Suite 400,
Raleigh, NC 27612, USA (,PRA USA"),
jednajici jako nezavisly dodavatel spole¢nosti
Gan & Lee Pharmaceuticals USA
Corporation se sidlem 1170 US Highway 22
East Suite 304 Bridgewater NJ 08807, USA
(dale jen ,,Zadavatel), a

_ Zdravotnického zafizeni,

jednajiciho v rozsahu jeho zaméstnani, se
sidlem Interni  odd€leni  Masarykovy
nemocnice Usti nad Labem, Socialni péce
3316/21A, 401 13 Usti nad Labem, Ceska
republika, ktery vystupuje jako hlavni
zkousejici (dale jen ,,ZkouSejici*)
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WITNESSETH:

WHEREAS, under the terms of a certain
Clinical Trial Agreement, dated November
22, 2017 (the “Agreement”) between and
among the parties, PRA retained the
Institution and the Investigator to perform the
research study entitled “An Open-Label,
Randomized, Multicenter, Phase 11l Study
to Compare the Immunogenecity, Efficacy,
and Safety of Gan &m  Lee
Pharmaceuticals Insulin Glargine Injection
to Lantus® (Insulin Glargine Injection) in
Adult Subjects with Type 1 Diabetes
Mellitus”  (the “Study”) sponsored by Gan
& Lee Pharmaceuticals USA Corporation
(the “Sponsor”), as more particularly
described in the Agreement; and

WHEREAS, the parties hereto have
entered into certain additional agreements
with  respect to modification of the
Agreement, and which they desire to
memorialize in this Contract Amendment #1,;

NOW, THEREFORE, in
consideration of the premises and of the
following mutual promises, covenants and
conditions hereinafter set forth, the parties
hereto agree as follows:

1. Budget. To account for changes to
the services and costs under the Agreement
due to ||l 2018, the parties agree that
the Budget attached to the Agreement as
Exhibit B is hereby stricken and replaced by
the Revised Budget attached hereto as
Appendix A.

2. Ratification of Balance of Agreement. In
all other respects, the terms of the Agreement
are hereby ratified and affirmed by each of
the parties hereto.

UVODNI USTANOVENI:

VZHLEDEM K TOMU, ZE na zaklad&
Smlouvy o provedeni klinického hodnoceni
mezi smluvnimi stranami ze dne 22. listopadu
2017 (dale jen ,,smlouva”), spolecnost PRA
zavazala Zdravotnické zafizeni a Zkousejiciho
k provadéni klinické vyzkumné studie pod
nazvem ,Nezaslepend, randomizovang,
multicentricka studie faze i
porovnavajici imunogenitu, u¢innost a
bezpefnost injekce inzulinu glargin
spole¢nosti Gan & Lee Pharmaceuticals
s pripravkem Lantus® (injekce inzulinu
glargin) u dospélych pacienti s diabetes
mellitus 1. typu® (dale jen ,studie”),
sponzorované  firmou Gan & Lee
Pharmaceuticals USA Corporation (dale jen
»Zadavatel”), jak je podrobné&ji popsina ve
smlouve; a

VZHLEDEM K TOMU, ZE
smluvni strany se dohodly na zméné obsahu
smlouvy, kterdZto ma byt zaznamenana v
tomto Dodatku ¢. 1 ke Smlouve;

SE  TIMTO sohledem na
piedpoklady a nasledujici vzajemné piisliby,
dohody a podminky dale ustanovené smluvni
strany dohodly takto:

1. Rozpocet. Za ucelem zohlednéni zmén ve
sluzbach a nakladech ve Smlouvé s ohledem
na [ strany souhlasi s tim, Ze
Rozpocet pripojeny ke Smlouve jako piiloha
B je timto zruSen a nahrazen Revidovanym
Rozpoétem, ktery je pfipojen niZe jako
Priloha A.

2. Potvrzeni obsahu smlouvy. Smluvni strany
timto potvrzuji, Ze ve vSech ostatnich
ustanovenich zdstava Smlouva nezménéna.
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3. Headings. The headings in this Contract 3. Nadpisy. Nadpisy uvedené v tomto
Amendment #1 are for convenience of Dodatku ¢. 1 ke Smlouvé maji pouze
reference only and shall not affect its informativni vyznam a nemaji jakykoli vliv na

interpretation. vyklad Smlouvy.
SIGNATURES APPEAR ON PODPISY JSOU UVEDENY NA
FOLLOWING PAGE NASLEDUJICi STRANE
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IN WITNESS WHEREOF, the parties NA DUKAZ TOHO, fadn¢ zmocnéni
hereto, each by a duly authorized z&stupci smluvnich stran podepsali tento
representative, have executed this Contract Dodatek ¢. 1 ke Smlouvé.

Amendment #1.

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, s.r.o.

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: | EGNG
Title/Funkce: | N

Date/Datum:

KRAJSKA ZDRAVOTNI , A.S., MASARYKOVA NEMOCNICE V USTI NAD LABEM,
0.Z

By/Podepsal:
Authorised Signature/ podpis zmocnéného zastupce

Name/Jméno: Ing. Petr Fiala

Title/Funkce: Executive Director / Jednatel

Date/Datum:

By/Podepsal:

Name/Jméno: | EGEGNG

Title/Funkce: Principal Investigator / Hlavni zkouSejici

Date/Datum:
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APPENDIX A / PRILHA A
REVISED BUDGET / REVIDOVANY ROZPOCET
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