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FRAMEWORK CONTRACT ON SURVEI#ANGE ALDITS in

RAMCOVA SMLOUVA K PROVADENI DOZORU

Logsgniditidre period No.:/

v prechodném obdobi ¢.:

concluded in accordance with provisions defined in § 2652 - § 2661 of Act No. 89/2012 Coll., the Civil Code,

as subsequently amended /

uzaviena podle ustanoveni § 2652 - § 2661 zakona &. 88/2012 Sh., ob&ansky zakonik, ve zn&ni pozdéjsich

pfedpist

by and between / mezi smiuvnimi stranami:

Company name / Firma:

3R Industria e Comércio Eireli

Registered office address/ sidlo:

Rua Ptolomeu, 390-S&o0 Paulo — SP — Zipe Code: 04762-040-Brazil

Represented by/ zastoupena:

Wiliam R.C. Matteucci

Bank details/
bankovni spojeni:

Bradesco SA
Account No: 10600-3
SWIFT Code: BBDEBRSPSPO

Reg. ID No. / 1€:

| VAT reg. No. / DIC: | 02.543.673/0001-13

Companies Registry details/
zapsana v obchodnim rejstiiku:

Correspondence address (if different from
the reg. office address) / Adresa pro
doru€ovani (pokud je odli$na od sidla):

hereinafter referred to as the "Client” only / dale jen ,Objednatel” na strang jedné

and/a

Company name / Firma:

Institut pro testovani a certifikaci, a. s.

Registered office address/ sidlo:

tfida Toma%e Bati 299, Louky, 763 02 Zlin, Czech Republic

Represented by/ zastoupena:

Ing. Pavel Vané&k, Director of Certification Division

Bank details/
bankovni spojeni:

KB, a. s., Praha, Zlin branch office, tfida Tomase Bati 152, 761 20 Zlin
account EUR No.: 86-2113330267/0100,

IBAN: CZ88 0100 0000 8621 1333 0267,

account CZK No.: 12903661/0100

SWIFT: KOMBCZPP

Reg. ID No. / IC:

47910381 | VAT reg. No./ DIC: | CZ47910381

Companies Registry details/
zapsana v obchodnim rejstiiku:

CR administered by the Regional Court in Brno, Section B, Insert No.
1002

Correspondence address (if different from
the reg. office address) / Adresa pro
doruéovani (pokud je odlina od sidla):

Hereinafter referred to as the "ITC" only / dale jen ITC* na strané& druhé

In view of their mutual agreement, the above-mentioned Contractual parties hereby enter into this
Framework Contract for performing surveillance audits in transition period (hereinafter referred to as the

*Framework Contract’ only); /

Po vzajemné dohodé vySe uvedené smiuvni strany uzaviraji tuto Rd&mcovou smlouvu k provadén( dozorll
v pilechodném obdobli (dale jen ,Ramcova smlouva“):

l. Preamble / Preambule

2.

This Framework Contract is concluded under the
Article 120, par. 3 of the Regulation (EU)
2017/745 of the European Parliament and of the
Council on medical devices, as amended
(hereinafter referred to as the “MDR" only},
stipulating conditions under which is possible to
place medical devices on the market, where the
compliance with requirements of the Council
Directive 93/42/EEC concerning medical devices,
as amended (hereinafter referred to as the “MDD”
only) has been proven.

1.

Tato Ramcovd smlouva se uzavira podle élanku
120, odst. 3 Nafizeni Evropského parlamentu a
Rady (EV) 2017/745 0 zdravotnickych
prostfedcich, ve zné&ni pozd&jSich piepist (dale
jen ,MDR"), stanovujiciho podminky, za kterych
lze uvadé&t na trh zdravotnickeé prostfedky, u
kterych byla prokézana shoda s poZadavky
Smé&mnice Rady 93M42/EHS o zdravotnickych
prostfedcich, ve znénl pozdé&jsich pfedpish (dale
jen ,MDD").

One of the conditions enabling the placing of 2. Jednou z podminek, umoZfiujicich uvadéni na trh
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medical devices certified under the MDD between

26 May 2021 and 26 May 2024 (hereinafter

referred to as the “transition period” only) on the

market is the surveillance of those devices by the
notified body that issued the certificate or
certificates.

. On the date of signing this Framework Contract,

the ITC is Notified Body No. 1023 under the

MDD, and its notification will expire on 26 May

2021 in accordance with the provisions of Article

120, par. 1 of the MDR. However, this does not

limit the authorities and responsibilities of the ITC

associated with performing of appropriate
surveillance in relation to all relevant
requirements for medical devices for which the

ITC has issued certificates that have not expired

or been cancelled.

. The Client is a holder of one or more valid

certificates issued by the ITC under the MDD and

intends to place medical devices covered by
these cerlificates in accordance with the
provisions of Article 120, par. 3 of the MDR
between 26 May 2021 and the expiry date of
these certificates on the market, but no longer

than until May 26, 2024, .

. The placing of medical devices on the market

pursuant to paragraph 4 of this Section of the

Framework Agreement is conditioned by the MDR

on the simultaneous fuifiment of all the following

requirements;

- the medical device continues to comply with
the MDD from the date of application of the
MDR Regulation (26 May 2021);

- that certificate has not expired, been cancelled
or suspended;

- there have been no significant changes in the
design and intended purpose of the device in
relation to the condition described by the
relevant certificate and the technical
documentation on the basis of which the
certificate was issued;
however, the requirements of the MDR
Regulation relating to posts-market
survelllance (see MDR Articles 83 to 86,
Article 92 and Annex Ill}, market surveillance
{(MDR Articles 93 to 100), vigilance (MDR
Article. 87 to 92), and the registration of
economic operators (MDR Art. 31) and means
{MDR Art. 29) shall apply in place of the
corresponding requirements in MDD;
the issuer of the certificate performs
appropriate surveillance in relation to the
relevant requirements of the MDD and MDR
concerning the certified devices.

. Compliance with certain requirements under

paragraph 5 of this Section shall be subject to a

notification of fully functionality of the European

Database for Medical Devices Eudamed by the

European Committee ("the Committee") in the

European Union Official Journal, which has not

yet taken place. For the purposes of this

Framework Contract, the date of publication of

the notice on the Eudamed database functionality

zdravotnickych prosifedkd certifikovanych podie
MDD vobhdobi mezi 26. kvétnem 2021 a 26.
kvétnem 2024 (dale jen ,pfechodné obdobl"), je

provadéni dozoru nad t&mito prostfedky
subjektem, ktery pifisiudny certifikdt nebo
certifikaty vydal.

. Kdatu podpisu této Ramcové smlouvy je ITC

oznamenym subjektem & 1023 podle smérnice
MDD, a jeho oznameni pozbude platnosti ke dni
26. kvétna 2021 v souladu s ustanovenim ¢&lanku
120, odst 1 MDR. Tate skutednost vEak
neomezuje pravomoci a zodpovédnosti ITC
spojené s provadénim odpovidajictho dozoru ve
vziahu ke vdem piisludnym poZadavkim
tykajicim se zdravotnickych prostfedk(, k nimz
ITC vydal certifikaty, jejichz platnost nevypriela
ani nebyla zrusena.

. Objednatel je driifelem jednoho nebo nékolika

platnych certifikatll vydanych ITC podle smérnice
MDD a hodla v souladu s ustanovenimi &lanku
120, odst. 3 MDR uvadét na trh zdravotnické
prosttedky pokryté témito certifikaty v obdobi
mezi 26. kvétnem 2021 a datem ukonceni
platnosti t&chto certifikatl, nejdéle vdak do 26.
kvétna 2024,

. Uvadéni zdravotnickych prostfedkli na trh podie

odstavce 4 tohoto &lanku Ramcové smiouvy
podmifiujie MDR soudasnym spiné&nim vSech
nasledujicich pozadavki:

- zdravotnicky prostiedek je ke dni pouZitelnosti
nafizeni MDR (26. kvé&tna 2021) nadale
v souladu se sméricl MDD;

- platnost uvedeného certifikdtu nevyprsela,
nebyla zruSena ani pozastavena;

- nedo3lo k podstatnym zmé&nam v navrhu a
urteném Géelu prostfedku viOdi stavu
popsaném  pfislusnym  certifikdtem a
technickou dokumentaci, na jejimz zaklad& byl
certifikat vydan;

- poZadavky nafizeni MDR se vSak pouZijl,
pokud jde o sledovani po uvedeni na trh (viz
MDR &l 83 az 86, &l. 92 a Priloha lll), dozor
nad trhem (MDR &l. 93 az 100), vigilance
(MDR ¢él. 87 az 92), a registraci
hospodai'skych subjektl (MDR &L 31) a
prostfedk(l (MDR &l. 29), misto odpovidajicich
poZadavk( smé&rnice MDD,

- vydavatel certifikatu provadi odpovidajici
dozor ve vztahu k pfislunym pozadavkim
MDD a MDR tykajicim se -certifikovanych
prostiedk.

. Plné&ni nékterych poZadavkl podle odstavce 5

tohoto &lanku je vazano na ozndment o plné
funkénosti evropské databaze =zdravotnickych
prostfedkd Eudamed Evropskou komisi (dale jen
.Komise“} v Ufednim vastniku Evropské unie, ke
kterému dosud nedoslo. Pro Ucely této Ramcové
smlouvy se datum zvefejnénl oznameni o
funkénosti databaze Eudamed oznacuje jako ,den
Eii.
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shall be referred to as "E-day”.

. Those obligations and requirements under the
fourth bullet of paragraph 5 of this Section of the
Framework Contract which relate to the Eudamed
database shall be fully applied no later than 6
months after E-day, with the exception of the
device registration requirement under Article 29 of
the MDR, which shall be applied within 24 months
from E-day, see MDR Article 123, letter d) and e).
. For the purposes to carry out the obligations
under the previous paragraph 7 of this
Framework Contract Section, the relevant
provisions of the MDD (see MDR Article 123,
letter d, last sentence) or alternative procedures
set out in the currently valid relevant guidance of
the Medical Device Coordination Group MDCG
shall continue to apply before the set dates
(especially in the guidance MDCG 2020-15
MDCG Position Paper on the use of the
EUDAMED actor registration module and of the
Single Registration Number {(SRN) in the Member
States and MDCG 2021-1 Rev. 1 Guidance on
harmonised  administrative  practices and
alternative technical solutions until EUDAMED is
fully functional).

7.

Ty povinnosti a poZadavky dle &tvrté odrazky
odstavce 5 tohoto &lanku Ramcové smiouvy,
které se tykaji databaze Eudamed, se pIné
uplatni nejpozd&ji v terminu do 6 mésicli po dni
E, s vyjimkou poZadavku na registraci prostfedki
podle &l. 29 MDR, kiery se uplatni do 24 mésici
ode dne E, viz MDR ¢l. 123, pism. d) a g).

Pro Ga¢ely plnéni povinnosti podle pfedchoziho
odstavce 7 tohoto &lanku Ramcové smilouvy se
pfed stanovenymi daty nadale pouzij
odpovidajicl ustanoveni smérnice MDD (viz MDR
&l. 123, pism. D, posledni véta) nebo alternativni
postupy stanovené v aktualné platnych
relevantnich pokynech Koordinac¢ni skupiny pro
zdravotnické prostifedky MDCG (zejména v
pokynech MDCG 2020-15 MDCG Position Paper
on the use of the EUDAMED actor registration
module and of the Single Registration Number
{(SRN) in the Member States a MDCG 2021-1
Rev. 1 Guidance on harmonised administrative
practices and alternative technical solutions until
EUDAMED is fully functional).

. The rights and duties of Contractual parties shall be adequately governed by rights and duties of
Contractual parties under the General Framework Agreement (GFA) on conformity assessment /

Na prava a povinnosti smluvnich stran se vztahuji piiméfené prava a povinnosti smiuvnich stran
Z Obecné ramcové dohody (GFA) o posouzeni shody

of medical devices concluded by and between Contractual parties on: /
zdravotnickych prostfedkil uzaviené mezi smluvnimi stranami dne:

2020-05-13

However, the provisions of GFA concerning to issuing Amendments and re-issuing of the certificates

(recertification). /

Neuplatni se v&ak ustanoveni GFA, ktera se tykaji vydavani. zmén a opétovného vydavani certifikatl

(recertifikace).

Contract, legislative regulations, standards or
implementing rules regarding the Framework
Contract and binding on either of Contractual
party of the Framework Contract are issued, both
Contractual parties shall respect them to the
extent that will concern to them.

11.Surveillance pursuant to the provisions of this

Section shall be performed by ITC during the
fransitional period based on this Framework
Contract in the form of partial activities, their
scope, price and other details shall be specified in
subsequent Subcontracts for surveillance during
the transitional period.

12.The Framework Contract governs the rights and

duties of the Contractual parties for the
performance of surveillance by ITC during a
transitional period, for the performance of which
Subcontracts for surveillance will be concluded.
The rights and duties of the Contractual parties
agreed in this Framework Contract shall be alsc
applied to Subcontracts for surveillance
concluded based on this Framework Contract,
unless the Subcontract for surveillance provides
otherwise.

10.If, during the period of validity of this Framework 10. Budou-li

11.

12.

v obdobi platnosti této Ramcové
smlouvy vydany legislativni pfedpisy, normy nebo
provadéci pokyny wvztahujici se k predmétu
Ramcové smlouvy a zavazné pro kteroukoliv ze
sfran Ramcové smilouvy, ob& smluvni strany je
budou respektovat v rozsahu, ktery se jich bude
tykat.

Dozor podle ustanoveni tohoto &lanku vykonava
v pfechodném obdobi ITC na zakladé féto
Ramcove smiouvy formou diléich aktivit, jejichZ
rozsah, cena a daldi podrobnosti se stanovi
v navazujicich  Dilich smlouvach k dozoru
v piechodném obdobi.

Ramcova smlouva upravuje prava a povinnosti
smluvnich stran pro vykon dozoru ITC
v pfechodném obdobi, k jehoz vykonu se budou
uzavirat diléi smlouvy kdozoru. Prava a
povinnosti smluvnich sfran sjednana vtéto
Ramcové smlouvé se vztahuji i na dilci smlouvy
k dozoru uzaviené na zakladé této Ramcové
smilouvy, pokud diléi smlouva k dozoru nestanovi
jinak.

13.The rights and duties of the Contractual parties in the performance of surveillance audits during

transitional period shall be adequately subject to the rights and duties of the Contractual parties under the
below-mentioned Conformity Assessment Contracts (hereinafter referred to as the “Conformity
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Assessment Contracts” only) under which ITC has issued the following certificates: /
Na prava a povinnosti smluvnich stran pfi provadéni dozorll v pfechodném obdobi se pfiméfiené vztahuji
prava a povinnosti smluvnich stran z niZze uvedenych smiuv o posouzeni shody (dale jen “Smicuvy o

| posouzeni shody’), na jejichz zakladé ITC vydal nize uvedené certifikaty.

Conformity Date of ;Erfi%;i; |

ég sﬁz ':'t"::tl lde"t'fm:;t::e:f lmedlcal Certificate No.: certificate expiration

= - . _r e e f issue/ { Datum
cf":)::l‘":;":'iy °z“a““::;§:?(ﬂ"°keh° Certifikét &: | Datum vydéni | ukon&eni

P hod P certifikatu | platnosti
L y certifikatu
a | 803602832 Dental Burs 16 0577 2020-06-30 | 2021-12-15

QS/NB/c
14. The Contractual parties have agreed that in the

15.

1.

2.

3.

4.

5.

event of a conflict between the provisions of the

Framework Contract and the provisions of the

Conformity Assessment Contract, the provisions

of the Framework Contract shall prevail during the

transitional period.

The following regulations shall be also applied to

the rights and duties of the Contractual parties in

the performance of surveillance during the
transitional period:

a) Act. 90/2016 Coll, on conformity assessment
of specified products when made available on
the market, as amended,

b) Act No. 892/2021 Coll., on medical device and
on amendment of Act No. 378/2007 Coll., on
medicinal products and on amendments to
certain related Acts, as amended.

Term “MD Regulations” is further used in this
Framework Contract for the regulations referred
to this paragraph.

14. Smiuvni strany se dohodly, Ze v pfipadé& rozporu

mezi ujednanimi Ramcové smlouvy a ujednanimi
Smilouvy o posouzeni shody, maiji pii dozoru
v pfechodném  obdobl piednost  ujednani
Ramcové smiouvy.

15. Na prava a povinnosti smluvhich stran pfi vykonu

dozoru v pfechodném obdobl se dale vztahujf

niZze uvedené piedpisy:

a) zaékon &. 90/2016 Sb., o posuzovani shody
stanovenych vyrobkd pfi jejich dodavani na
trh, ve znéni pozdé&jich piedpisi,

b) zdkon & 89/2021 Sb., o zdravotnickych
prostfedcich a 0 zméné zakona ¢. 3782007
Sb., oléfivech a o zménach nékterych
souvisejicich zékond, ve zn&ni pozdé&jsich
pfedpisl.

Na pfedpisy uvedené v tomto odstavei se déle v

této Ramcové smlouvé pouZivd pojem

‘Piedpisy ZP".

Il. Subject Matter of the Contract / Pfedmét smlouvy

Subject maiter of the Framework Contract is
performance of ITC surveillance in transition
period based on Subcontracts on surveillance of
medical device, where conformity assessment
according to Directive MDD have been
performed, stated in Framework Contract, Section
1, paragraph 13, including surveillance of the
quality management system of this medical
device, but no later than 26.05.2024.

The performance of ITC surveillances in the
transition period is carried out on the basis of
Subcontracts for surveillance, it will be carried out
in accordance with Article 120 MDR, according to
the procedures documented in MDD and in
accordance with MD Regulations (hereinafter
“surveillance activity” only}.

The result of the surveillance shall be
communicated by ITC to the Client in the form of
a written report.

In case of a positive result of the assessment, ITC
shall confirm the validity of the certificate(s) and
allow the Client to continue to use the number of
the Notified body No. 1023 to mark the medical
devices concerned.

In case of non-compliance with the reguirements
specified in Section |, paragraphs 5, 6, 7 and 8 of

. V pfipadé

1. Pfedmétem Ramcové smiouvy je vykon dozord

ITC v piechodném obdobi na zakladé diltich
smluv k dozoru ke zdravotnickému prostfedku u
néhoz byla posouzena shoda se smérhici MDD,
ktery je uveden v odstavei 13 &lanku I. Ramcové
smlouvy, véetné dozoru nad systémem fizeni
kvality tohoto zdravotnického prostfedku, a to do
ukonéenl platnosti certifikatu, nejdéle vSak do
26.05.2024.

. VWykon dozorll ITC v pfechodném obdobl se

realizuje na zakladé dilgich smluv k dozoru, bude
provadén vsouladu s ¢élankem 120 MDR, die
postupl dokumentovanych v MDD a v souladu s
Piedpisy ZP (déle jen ,dozorova Einnost").

. Vysledek dozoru sdéli ITC Objednateli formou

pisemné zpravy.

. Vpiipadé kladného vysledku posouzeni ITC

potvrdi platnost certifikatu{ll) a umozni
Cbjednateli naddle pouZivat na oznaceni
dotéenych zdravotnickych prostfedkl dislo
oznameného subjektu 1023.

Zjisténi  neshod s poZadavky
uvedenymi v ¢lanku I, odst. 5, 6, 7 a 8 této
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this Framework Contract, ITC shall oblige the
Client to take corrective actions within the
specified period. If the actions are not taken
within the set deadline or are not assessed as
sufficient, ITC shall suspend or even cancel the
validity of the certificate(s) concerned by the
findings.

. The Client undertakes to provide ITC with the co-
operation necessary to perform surveillance
audits in accordance with the Framework
Contract, to supply the necessary documentation,
necessary samples, provide necessary
information and data, take corrective actions, and
pay ITC a fee for the performance of surveillance
audit and reimburse ITC costs provided in Section
VI of the Framework Contract.

Ramcové smilouvy ulozi [ITC Objednateli
povinnost pfijmout ve stanoveném terminu
napravha opatienl. Nebudou-li opatieni ve
stanoveném terminu piijata nebo nebudou
vyhodnocena jako dostatetns, ITC pozastavi
nebo i zrusi platnost certifikdtu(t) dotéeného
(dotéenych) zjisténim.

Objednatel se zavazuje poskytnout ITC
soucinnost nutnou k provedenl dozorové &innosti
v souladu s Ramcovou smilouvou, dodat
potfebnou  dokumentaci, potiebné vzorky,
poskytnout nutné informace a U(daje, pfijmout
napravna opatreni, a zaplatit ITC za provedenou
dozorovou ¢innost odménu a nahradit naklady
ITC ve vysi a zpUsobem upravenym v &lanku VI.
Ramcové smlouvy

lll. Rights and Duties of ITC/ Prava a povinnosti ITC

. ITC is, within the meaning of Article 120(3) of the
MDR Regulation, the sole body respensible for
survelllance relating to the devices and
certificates listed in Section |, paragraph 13 of this
Framework Contract {hereinafter "Certificates”).

. Although both ITC notification and the MDD
Directive expire on 26 May 2021, ITC dces not
lose its obligations under this date or lose the
powers arising from the text of the MDD relating
to the surveillance of Certificates and medical
devices covered by them during the transition
period and this Framework Contract.

. In case of Act of God non-enabling performing of
surveillance by the tools described in the MDD
{e.g. on-site audits), ITC shall use alternative
tools fo achieve the same objective, such as
remote audits using ICT and/or review of system
documentation and records in ITC headquarters.

. ITC shall present the results of the surveillance in
the form of a Quality System Assessment Report
in accordance with the requirements of Article
120(3) of Regulation (EU) 2017/745 of the
European Parliament and of the Council and the
Final Protocol containing decisions on the validity
of Certificates. These documents shall contain an
accurate and comprehensible description of the
findings from the surveillance audit and
conclusions concerning the compliance of the
Client's quality system with the requirements of
the relevant regulations.

. The Contractual parties have agreed that in case
of non-compliance with requirements, ITC shall
require the Client to take corrective actions and
suspend or cancel the Certificates if the corrective
actions do not re-comply with the requirements of
Section |, paragraphs 5, 6, 7 and 8 of this
Framework Contract. ITC is entitled to renew the
suspended Certificates after the discrepancies
have been removed but is not entitled to renew
the cancelled Certificates.

. ITC is authorized to publish information on the
status of Certificates on its website and is obliged

1.

ITC je ve smyslu &lanku 120, odst. 3 nafizeni
MDR jedinym subjektem odpov&dnym za dozor
vztahujici se k prostfedkim a certifikatim
vyimenovanym v &lanku 1., odst. 13 této RAmcové
smiouvy (dale jen ,Certifikaty").

Prestoze platnost oznameni ITC i smémice MDD
kongi datem 26. kvétna 2021, ITC nepozbyva
uvedenym datem povinnosti ani neztraci
pravomoci vyplyvajici ztextu MDD, kieré se
vztahuji k dozoru nad Certifikaty a jimi pokrytymi
zdravotnickymi prostfedky po dobu platnosti
pfechodné&ho obdobf a této Ramcové smiouvy.

V pfipadé zasahu vy3&[ moci, znemozZfiujiciho
provedeni dozoru nastroji popsanymi v MDD
(napfiklad audity v misté vyroby), pouzije ITC
alternativni nastroje umoziujici dosazZeni téhoz
cile, napf. distanéni audity s pouzitim
informaénich a komunikaénich technologii ICT
a/nebo plezkum systémové dokumentace a
zaznamd v sidle ITC.

Vysledky dozoru prezentuje ITC formou Zpravy o
posouzeni systému kvality podle poZadavki
élanku 120(3) Naiizeni Evropského parlamentu a
Rady (EU} 2017/745 a Zavéretného protokolu
obsahujicihe rozhodnuti tykajici se platnosti
Certifikath. Tyto dokumenty obsahuji pfesny a
srozumitelny popis zjisténl z dozorové aktivity a
zavéry tykajici se souladu systému kvality
Objednatele s poZadavky relevantnich pfedpisa.

Strany se dohodly, Zze ITC vpfipadé zjisténi
nesouladu s poZadavky uloZi Objednateli piijeti
napravhych opatfenf a pozastavi nebo zrusi
platnost Certifikatli, nepovedou-li napravna
opatfeni k opétovnému souladu s pozadavky
&lanku |, odst. 5, 6, 7 a 8 teto Ramcové smlouvy.
ITC ma pravo po odstranéni neshod obnovit
platnost pozastavenych Certifikétd, neni vSak
opravnén kobnoveni platnosti  zruSenych
Certifikato.

ITC je opravnén ke zvefejfiovanl informaci o
stavu Certifikdtl na svych webovych strankach a
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to enter information on changes in the status of
Certificates into the relevant public databases,
especially into the RZPRO database managed by
the State Institute for Drug Control SUKL.

. ITC is not entitled tc change the content of the
Certificates, nor to issue new or change
certificates according to the MDD directive, and
the Client is not entitled to make any change to
the medical device or quality system without its
prior approval by ITC.

. If the manufacturer requests approval for a formal
change or design change that does not
significantly affect the design or intended use of
the certified medical devices, ITC shall review the
submitted change documentation in accordance
with the provisions of MDCG 2020-3 Guidance on
significant changes regarding the iransitional
provision under Article 120 of the MDR with
regard fo devices covered by certificates
according to MDD or AIMDD. In case of a positive
evaluation, ITC shall issue a confirmation to the
Client that the Certificate remains valid even after
the acceptance of the proposed insignificant
changes. ITC shall enable the Client to use the
number of the Notified body No. 1023 to mark
such changed medical devices.

. If ITC evaluates the proposed change as
significant, it shall refuse to approve it and the
Client is not entitled to implement this change.

10.By the way of derogation from paragraph 9 of this

Section, ITC shall approve a significant change to
a proposal that has been made as part of a
corrective action imposed by a competent
authority and that competent authority has
assessed and approved the change (see
document CAMD Transition Sub Group, FAQ -
MDR Transitional provisions, question 17). After
reviewing the submitted documents, ITC shall
issue a confirmation to the Client that the
Certificate  remains valid even after the
acceptance of the proposed change approved by
the competent authority. ITC shall enable the
Client to use the number of the Notified body No.
1023 to mark such changed medical devices.

11.ITC is obliged to perform regular surveillance at

least once a year. In doing so, it shall, inter alia,
ascertain whether there have been any changes
in the certified devices or the quality system since
the last audit. ITC shall also determine which
post-market surveillance product information
available to the ITC or manufacturer will be taken
into account when planning and performing the
audit. ITC is authorized to plan and perform
surveillance audits not only at the place of
production, but also at the workpiaces of critical
subconiractors.

12.ITC is abliged to perform unannounced audits at

least once every 2 years, in the case of MD risk
class lll and implantable devices class llb, this
frequency is increased to once a year. In terms of
unannounced audits, ITC is obliged to take
samples of devices corresponding to at least
three different types of devices (if at least three

10.

1.

12.

ie povinen vkladat informace o zménach stavu
Certifikétd do pfisludnych vefejnych databazi,
zejména do databdze RZPRQO spravované
Statnim Gstavem pro kontrolu lééiv SUKL.

ITC nema prave ménit obsah Certifikatl, ani
vydavat nové nebo zménové certifikaty podle
smérnice MDD, a Objednatel nenl opravnén
provést jakoukoliv zmé&nu  zdravotnického
prostiedku nebo systému kvality bez jejlho
piedchoziho schvalenl ITC.

Pozada-li vyrobce o schvéleni formalni zmény
nebo zmé&ny navrhu, ktera neovlivni vyznamné
navrh ani urfené pouZiti certifikovanych
zdravotnickych prostiedka, ITC provede piezkum
pfediozené dokumentace zmény v souladu
s ustanovenimi  dokumentu MDCG  2020-3
Guidance on significant changes regarding the
transitional provision under Article 120 of the
MDR with regard fo devices covered by
certificates according to MDD or AIMDD.
V piipadé kladného wyhodnocenl vystavi ITC
Objednateli potvrzenl, #e Certifikat z(stava i po

pfijleti  navrzenych  nevyznamnych  zmén
v platnosti. ITC umozni Objednateli pouZivat na
oznacdeni takto zmé&né&nych zdravotnickych

prostfedki ¢islo oznameného subjektu 1023.
Jestlize ITC vyhodnotl navrhovanou zménu jako
vyznamnou, odmitne jeji schvaleni a Objednatel
neni opravnén tuto zménu realizovat.

Odchylné od odstavce 9 tohoto &énku ITC
schvali vyznamnou zménu néavrhu, ktera byla
provedena vramci hapravného  opatfeni
ulozeného pitislugnym organem, a tento pfislusny
organ zménu posoudil a schvalil (viz dokument
CAMD Transition Sub Group, FAQ - MDR
Transitional provisions, otazka 17). ITC po
pfezkoumani predloZenych dokladli vystavi
Objednateli potvrzeni, 2e Certifikat zistava i po
pfijeti navrené zmény schvalené piisluSnym
organem v platnosti. ITC umoZni OCbjednateli
pouZlvat na oznadeni fakio zménénych
zdravotnickych prostfedkli &islo oznameného
subjektu 1023.

ITC je povinen provadét pravidelny dozor alespof
1x roéné&. Pfi tomto dozoru mimo jiné zjistuje, zda
od posledniho auditu nedoSlo ke zmé&nam
certifikovanych prostiedkd nebo systému kvality.
ITC rovnéZ urél, které informace o vyrobku z
poprodejniho  sledovani, dostupné ITC nebo
vyrobci, vezme v Uvahu pfi planovanl a provadéni
auditu. ITC je opravnén planovat a provadét
dozorové audity nejen v misté vyroby, ale i na
pracovistich kritickych subdodavateld.

ITC je povinen provadét neohladené audity
alespof 1x za 2 roky, v pfipadé ZP rizikove tfidy
Il a implantabilnich prostfedkd tfidy llb se tato
frekvence zvy3uje na 1x roéné. V ramci
neohladenych auditl je ITC povinen cdebrat na
konci vyrobniho fetézce nebo ve skladu vyrobce
za (¢elem zkouseni shody se specifikaci vzorky
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types exist) at the end of the production chain or
in the manufacturer's warehouse in order to test
compliance with the specification. Tests of these
samples shall be performed by ITC in its own
laboratories, or in the manufacturer's laboratories
under the supervision of an ITC employee, in the
laboratories of the manufacturer's critical
subcontractor or crucial supplier, or in external
laboratories. If sampling is not possible at the
manufacturer's premises, ITC will perform
sampling from the market or perform tests on a
device installed at the customer's site.

13.Depending on the nature of the non-conformity,
ITC shall check the implementation of the
corrective actions taken by the manufacturer
either from the submitted documentation or by an
audit at the place of production.

14.As part of its regular surveillance, ITC shall
review the updated technical documentation of
medical devices covered by the Certificates,
including the documentation of the Client’s quality
management system and documentation related
to post market surveillance (PMS) for compliance
with the requirements of MDR Annex lll.

15.ITC is required to review, as part of its regular
surveillance of Class lla, llb, and llI medical
devices, the updated clinical documentation of
medical devices covered by the Certificates, in
particular the post-market clinical follow-up
(PMCF). This review is performed by ITC clinical
specialists outside the manufacturer's premises
(se-called off-site review).

16.ITC shall verify, that the Client has applied the
requirements of Arlicle 83 MDR relating to
implementation of the Post-market surveillance
system, instead of MDD requirements and review
its implementation.

17.ITC shall verify, that the Client has applied the
requirements of Article 84 MDR relating to Post-
market surveillance plan, instead of MDD
requirements and review the plan.

18.ITC shall verify, that the Client prepared and
updated when necessary, the Post-market
surveillance report (PMSR) for medical devices
class | covered by Certificate pursuant to the
Article 856 MDR, and review the current version of
the report.

19.ITC shall verify, that the Client has prepared and
updated in specified intervals, the Periodic safety
update report (PSUR) for medical devices Class
lia, lib and lll covered by Certificate under the
Article 86 MDR, and the Client submits it after
each updating to ITC without undue delay.

20.ITC shall review the Periodic safely updated
reports (PSURs) of all implantable medical
devices and medical devices Class Hl medical
devices covered by Certificates that the
manufacturer submits to ITC at the prescribed
intervals pursuant to Article 86 paragraph 2 of
MDR and submits its evaluations to the Client and
the competent authority upon request. The
transfer of reports pursuant to paragraph 19 of

prostfedk odpovidajicich alespofi tfem rliznym
typlm prostfedkll (pokud nejméné tfi typy
existuji). Zkousky t&chto vzorl provede ITC v
jeno  vlastnich  laboratofich, pfipadngé v
laboratofich vyrobce pod dohledem pracovnika
ITC, v laboratoffich rozhodujiciho subdodavatele
nebo kliového dodavatele vyrobce, pfipadné v
externich laboratofich. Pokud neni moZny odbér
vzork(l v prostorach vyrobce, ITC provede odbér
vzorkll z trhu, nebo provede zkousky na
prostfediu instalovaném u zakaznika.

13. Kontrolu realizace napravnych opatieni pfijatych
vyrobcem provadi ITC podle povahy neshody bud
z pfediozen® dokumentace nebo auditem v misté

vyroby.

14.ITC vramci pravidelného dozoru pfezkocumava
aktualizovanou technickou dokumentaci
zdravotnickych prostiedkt pokrytych Certifikaty
vietné dokumentace systému iizeni kvality
Objednatele a dokumentace tykajici se sledovani
po vedeni na trh (PMS) zhlediska souladu
s poZadavky MDR Pfilohy I

15.ITC je povinen v ramci pravidelného dozoru
tykajictho se zdravotnickych prostfedkd tfidy lla,
llb, a Il piezkoumat aktualizovanou klinickou
dokumentaci zdravotnickych prostfedkd pokrytych
Certifikdty, zejména zpravu z nasledného
klinického sledovanf (PMCF). Tento piezkum
provadsji kliniéti specialisté ITC mimo prostory
vyrobce {tzv. off-site pfezkum).

16.ITC ovéfi, zda Objednatel aplikoval poZzadavky
élanku 83 MDR, vztahujici se kzavedeni
Systému vyrobce pro sledovani po uvedeni na
trh, misto pozadavkd MDD, a pfezkouma jeho
implementaci.

17.1TC oveéfi, zda Objednatel aplikoval poZadavky
élanku 84 MDR, vztahujici se k Planu sledovani
po uvedeni na trh, misto pozadavk( MDD, a plan
piezkouma.

18.ITC ovéfi, zda Objednatel pro =zdravotnické
prostfedky rizikové tfidy | pokryté Certifikaty
vypracoval a podle potfeby aktualizuje Zpravu o
sledovani po uvedeni na Irh (PMSR) dle ¢lanku
85 MDR, a aktualni verzi zpravy pilezkouma.

19.1TC oveéfi, zda Objednatel pro kaZdy prostiedek
rizikovych tfid lla, 1Ib a Il pokryty Certifikatem
vypracoval a v pfedepsanych intervalech
aktualizuje Pravideiné aktualizovanou zpravu o
bezpecnosti (PSUR) dle ¢lanku 86 MDR a zda ji
po kazdé aktualizaci pfedava bez zbytetného
prodleni do ITC.

20.1TC provadi pfezkumy Pravidelné
aktualizovanych zprav o bezpecnosti (PSUR)
viech implantabilnich zdravotnickych prostredkd
a zdravotnickych prostfedk( tfidy 11l pokrytych
Certifikaty, které mu vyrobce v plfedepsanych
intervalech piedava podle élanku 86, odst 2
MDR, a sva hodnoceni pifedava Objednateli a na
Zadost i piislunému organu. Predavani zprav dle
odstavce 19 tohoto &lanku a hodnoceni se bude
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this Section and the evaluation shall be carried
out no later than E+6 months through the
Eudamed database.

21.1TC verify that the Client has properly
implemented the Article 87 MDR information
procedure for reporting of serious incidents and
field safety corrective actions FSCA to the
competent authorities related to the Certificates
pursuant to the guidance MDCG 2021-1 and that
the Ciient has entered this procedure by E + &
months at the latest to the full compliance with the
MDR.

22.ITC shall verify that the Client has implemented
the procedure pursuant to the Article 88,
paragraph 1 of the MDR for trend reporting to the
competent authorities related to Certificates
according to MDCG 2021-1, and at the latest by E
+ 6 months has entered this procedure in full
compliance with the provisions of the MDR.

23.The ITC shall verify that the Client has
established numerical values of the foreseeable
frequency of serious incidents that are not serious
incidents and the foreseeable frequency of
undesirable side-effects as required by Article 88
of the MDR. ITC shall further verify that the
manufacturer has a documented methodology
used for determining a statistically significant
increase in the frequency of these serious
incidents and side-effects.

24 The ITC shall verify that the Client has
implemented the procedure for Analysis of
serious incidents and field safety corrective
actions (FSCA) pursuant to MDR Article 89. The
provisions of paragraph 5 and paragraph 8, third
subparagraph of Article 89 shall apply on E + 6
months, the other provisions of Article 89 shall
apply as of 27 May 2021.

25.ITC shall verify that the Client has entered
information about its company into the Actor
module of the Eudamed database pursuant to
Article 31, paragraph 1 of the MDR and the
MDCG 2020-15 and MDCG 2021-1 Rev. 1 and
received a single registration number SRN.

26.In case of a Client located in a third country, ITC
shall verify that the Client has a proper contract
with an authorized representative and that this
authorized representative has also entered
information about his company in the Actor
database module Eudamed pursuant to Article
31, paragraph 1 MDR and MDCG 2020-15 and
MDCG 2021-1 Rev. 1 and received a single
registration number SRN.

27.ITC shall verify that the Client has entered the
information onh the products covered by the
Certificates into the Eudamed database pursuant
to MDR Article 29, paragraphs 1 to 3 no later than
E + 6 months and the information according to
Article 29, paragraph 4 as of E + 24 months. Prior
to these dates, the relevant provisions of MDCG
2021-1 Rev. 1.

28.The ITC shall verify that the Client has fulfilled its
obligations relating to the UDI system either by

provadét nejpozdéji kdatu E + 6 mésicl
prostfednictvim databaze Eudamed.

21.1TC ovéfi, zda Objednatel spravné zaved| postup
pro oznamovani informaci podle ¢lanku 87 MDR
o nezadoucich pfihodach a bezpe&nostnich
hapravnych opatfenich v terénu FSCA
souvisejicich s Certifikaty pfisluSnym organtm
podle pokynu MDCG 2021-1 a zda nejpozddji
kdatu E + 6 mésicl uvedl Objednatel tento
postup do piného souladu s MDR.

22 ITC ovefi, zda Objednatel zaved! postup dle
¢lanku 88, odst. 1 MDR pro hiadenl trendu
souvisejicich s Certifikaty pisludnym organim
podle MDCG 2021-1, a nejpozdéji kdatu E + 6
mésich uved| tento postup do piného souladu
s ustanovenimi MDR.

23.ITC ovéii, zda Objednatel stanovil &iselné

hodnoty pfedpovidané cetnosti  vyskytu

nezadoucich piihod, které nejsou zavaZnymi
nezadoucimi prihodami, a pfedpovidané &etnosti
vyskytu piedpokladanych neZadoucich vedlejich

G¢ink podle poZadavku ¢lanku 88 MDR. ITC

dale ovéfi, zda vyrobce disponuje
dokumentovanou metodikou pro stanoveni
statisticky  vyznamného  zvyZeni  {&etnosti

uvedenych neZadoucich piithod a vedlejich
Géinka.

ITC ovéfl, zda Objednatel zavedl postup pro
Analyzu zavaZnych neZadoucich pithod a
bezpeénostnich napravnych opatfeni v terénu
(FSCA) dle MDR ¢&l. 89. Ustanoveni odstavce 5 a
odstavce 8, tretiho pododstavce &lanku 89 se
uplatni k datu E + 6 mésicl, ostatni ustanoveni
&lanku 89 k datu 27. 5. 2021.

24.

25.1TC oveéfl, zda Objednatel vioZil informace o své
firmé& do modulu Actor databaze Eudamed podle
¢lanku 31, odst. 1 MDR a pokynll MDCG 2020-15
a MDCG 2021-1 Rev. 1, a obdrZel jediné
registracni gisio SRN.

26. V pfipadé Objednatele sidliciho ve tfetl zemi ITC
ovéfi, zda Objednatel mé& fadnou smlouvu se
zplnomocné&nym zastupcem, a zda tento
zplnomocnény zastupce rovnéZ vioZil informace o
své fimé do modulu Actor datab&ze Eudamed
podle ¢lanku 31, odst. 1 MDR a pokyn( MDCG
2020-15 a MDCG 2021-1 Rev, 1, a obdrZel jediné
registraéni ¢islo SRN.

27.ITC ovéil, zda Objednatel vioZil informace o

vyrobcich pokrytych Certifikaty do databaze

Eudamed podle MDR ¢&lanku 29, odst. 1 a2 3

nejpozdéji k datu E + 6 mésic a informace podle

Clanku 29, odst. 4 kdatu E+24 mésicl. Pied

témito daty se wuplatni pfislusna ustanoveni

pokynu MDCG 2021-1 Rev. 1.

28.1TC ovéri, zda Objednatel spinil své povinnosti
vztahujici se ksystému UDI budto pfidélenim
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assigning a UDI-DI in cooperation with one of the
issuing bodies designated in Commission
Implementing Decision (EU) 2019/939 or by
creating an EUDAMED DI code according to the
rules set out by the Commission in
https://fec.europa.eu/health/sites/default/files/md
eudamed/docsflegacy dvc_management en.pdf

29.ITC shall ensure the updating of information on
the status of Certificates in the RZPRO database.

30.ITC is obliged to respond to suggestions from the
Commission, the competent authorities of the
member states and the Czech Office responsible
for the notified bodies (UNMZ) relating to the
devices covered by the Certificates by
investigation, which may include a review of
current technical and clinical documentation or an
extraordinary or unannounced audit. ITC provides
a report on the result of the investigation to the
Client and the institution that submitted the
compilaint.

31.The ITC is obliged to perform conformity
assessment activities at the highest level of
professional integrity and required technical and
scientific competence.

32.The ITC and its staff are obliged to perform
surveillance audits in such a way as to guarantee
the independence, objectivity, and impartiality of
these activities. They must not be subjected to
any pressures or suggestions, especially financial
ones, which could affect their judgment or the
results of their conformity assessment, by
persons with an interest in the results of those
activities.

33.The ITC is entitted to ensure that all its
employees and external staff maintain the
professional secrecy and confidentiality of
information obtained during surveillance audits,
except where disclosure of such information is
required by law.

34.The cases referred to in the previous paragraph
include especially the ITC obligation to
communicate on request all information to the
body responsible for notified bodies (UNMZ), the
competent authority responsible for medical
devices {(SUKL) and the Commission. [TC may
only disclose confidential information to other
persons and institutions based on a final court
decision.

35.ITC is not entitled to provide the Client's
employees or its business competitors
consultations and advice on the devices covered
by the Certificates and the related quality system,
except for non-specific training focused on
general topics such as legislative requirements,
guidance, and standards.

36.However, the provisions of paragraph 35 of this
Section shall in no way preclude the exchange of
technical information and regulatory instructions
between ITC and the Client concerning the
devices covered by the Certificates.

37.1f ITC finds that a medical device does not meet
the requirements applied when issuing the

UDI-DI v souginnosti s jednim z vydavajicich
subjekttl jmenovanych v rozhodnuti Komise (EU)
2019/939 nebo vytvofenim kédu EUDAMED DI
podle pravidel stanovenych Komisi v dokumentu

https.//ec.europa.eu/health/sites/default/files/md
eudamed/docs/legacy dvc management en.pdf.

29. ITC zajist! aktualizaci informaci o stavu Certifikath
v databdzi RZPRO.

ITC je povinen reagovat na podnéty Komise,
pfislusnych organd &lenskych statl a ¢eského
organu odpovédného za oznamené subjekty
(UNMZ) vztahujici se k prostfedkiim pokrytym
Certifikaty Seffenim, které miZe =zahmovat
pfezkum  aktualni technické a  klinické
dokumentace, pfipadn@ mimoiadny nebo
nechladeny audit. O vysledku 3etfeni poskytuje
ITC zpravu Objednateli a instituci, ktera podnét
podala.

30.

31.ITC je povinen provadét &innosti posuzovani
shody na nejvy3&[ (rovni profesni bezihonnosti a
pozadované technické a védecké zplsobilosti.
32.ITC a jeho pracovnici jsou povinni dozorové
éinnosti  provadét tak, aby byla zaruena
nezavislost, objektivita a nestrannost téchto
éinnosti. Nesméji byt vystaveni Zadnym tlakdm
ani podnétiim, zejmena finangnim, které by mohly
ovlivnit jejfich Gsudek nebo wvysledky jejich
posuzovani shody, a to zejména ze strany osob,
které maji na vysledcich t&chto &innosti zajem.
33.ITC je povinen zajistit, aby viichni jeho
zaméstnanci a externi pracovnici zachovavali
sluZzebni tajemstvi a ddvérnost informaci
ziskanych pfi provadéni dozorovych &innostl, s
vyjimkou pHpadd, kdy je =zvefejn&ni té&chto
informaci ze zakona povinné.
Mezi pfipady podle pfedchoziho odstavee patil
zejména povinnost ITC sd&lovat na vyZadan(
vesSkeré informace organu odpovédnému za
oznamené subjekty (UNMZ), prislusnému organu
odpovédnému za zdravotnické prostfedky (SUKL)
a Komisi. Ostatnim osobam a institucim smi ITC
davérné informace sdé&lit pouze na zakiadé
pravomocného rozhodnuti soudu.

34,

35.ITC nenl opravnén poskytovat pracovnikim

Objednatele ani jeho obchodnim konkurentiim

konzultace a rady tykajici se prostfiedkd pokrytych

Certifikaty a souvisejiciho systému  Kkvality,

s wyjimkou nespecifickych Skoleni zamé&fenych na

obecha témata, jake jsou pozadavky

legislativnich pfedpis, doporuéujicich pokynl a

norem.

36. Ustanovenimi podle odstavce 35 tohoto &lanku
vSak nejsou v Zadném pfiipadé vyloudeny vymény
technickych informaci a regulaénich pokynl mezi
ITC a objednavatelem, které se tykajl prostfedkf
pokrytych Certifikaty.

37.Pokud ITC zjistl, 2e zdravotnicky prostfedek
nespliiuje poZadavky uplathéné pfi vydani
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Certificate, it shall call upon the Client to take
corrective actions and, depending on the nature
and sevetity of the non-compliance, may limit or
suspend or cance! the Certificate. If the Client
does not take corrective actions or if these
actions do not have the required effect, ITC will
limit or suspend the validity of the Certificate or
cancel it

Certifikatu, wvyzve Objednatele, aby piijal
napravna opatfeni, a podle povahy a zavaZnosti
nespingni téchto poZadavkl miZe platnost
Certifikatu omezit nebo pozastavit nebo jeho
platncst zrusit. Pokud Objednatel nepfijme
napravna opatieni nebo pokud tato opatieni
nemaji poZadovany (&inek. ITC omezi nebo
pozastavi platnost Certifikatu anebo ji zrusi

IV. Rights and Duties of the Client / Prava a povinnosti Objednatele

1. The Client undertakes not to place on the EU
market medical devices not covered by valid
Certificates and not to attach to them the CE
marking or the number of the Notified body
1023. This also applies to medical devices
referred to the Cerlificate, which has been
cancelled or suspended and has not been
renewed.

2. The Client is entitled to mark medical devices
covered by Certificates with the CE marking
and the number of the notified body ITC (1023)
and place them on the EU market during the
transition period, provided that the Client's
devices and quality management system meet
the relevant requirements of the MDD and
selected MDR provisions relating to devices
and are listed below.

3. The Client undertakes to provide |TC with the
necessary cooperation, provision of samples,
documentation, information, and data
necessary for the fulfilment of the subject of the
Framework Contract.

4. The Client guarantees that the documents,
information, and data provided to ITC are true
and complete and do not infringe the rights of
third parties, including copyright.

5. The Client is obliged to submit to ITC staff
updated technical and clinical documentation
of medical devices covered by the Certificates,
including documentation of the quality
management system, into which the quality
management systems of critical subcontractors
and/or crucial suppliers are integrated.

6. The Client is obliged to undergo the regular
surveillance audit held at least once a year, the
frequency of which may increase in case of
non-conformities.

7. The Client has agreed to the unannounced
audits and shall allow ITC to perform these
audits at the production premises of the Client
and its critical subcontractors and/or crucial
suppliers and is ready to pay the price for
these audits according to the conditions agreed
in a separate financial agreement. The Client
and its crucial suppliers and critical
subcontractors of services and processes are
obliged to allow representatives of the body
responsible for notified bodies, i.e. employees
of the Office for Technical Standardization,
Metrology and State Testing (UNMZ), the
competent authority, i.e. the State Institute for
Drug Control (SUKL) and the Ministry of Health

1.

Objednatel se zavazuje neuvadét na trh EU
zdravotnické prostfedky nepokryté platnymi
Certifikaty a nepfipojovat k nim oznateni CE ani
gislo oznameného subjektu 1023. To plati i pro
zdravotnické prostfedky navazané na Certifikat,
ktery byl zrusen, nebo byla jeho platnost
pozastavena a nebyla obnovena.

Objednatel je opravnén oznadovat zdravotnicke
prostiedky pokryté Certifikaly oznacenim CE a
¢islem oznameného subjektu ITC (1023) a
uvadét je na trh EU v pfechodném obdobi za
pfedpokladu, Ze prostfedky a systém fizeni
kvality Objednatele spliiuji relevantni pozadavky
smérnice MDD a vybrana ustanoveni MDR, ktera
se na prostfedky vztahujl, a jsou uvedena nize.

Objednatel se =zavazuje poskytnout I[TC
potfebnou  soudinnost, poskytnuti  vzorkd,
dokumentace, informaci a udajl nezbytnych pro
splnéni pfedmétu Ramcové smiouvy.

Objednatel zarutuje, Ze podklady, informace a
ddaje, které poskytne ITC, jsou pravdivé a Gplné
a neporusujl prava tfetich stran, véetné& prav
autorskych.

Objednate! je povinen v ramci dozoru predkladat
pracovnikim ITC aktualizovanou technickou a
klinickou dokumentaci zdravotnickych prostfedkd
pokrytych  Certifikdty vcetné dokumentace
systému fizeni kvality, do n&jZ jsou integrovany
systémy fizenf kvality rozhodujicich
subdodavatell a/nebo klitovych dodavatell.
Objednatel je povinen podrobit se pravideinému
dozoru Konanému alespon 1x ro¢né, jehoZ
frekvence se mizZe v pfipadé vyskytu neshod
Zvysit.

Objednatel souhlasi s neohladenymi audity a
umozni ITC provedeni téchto audith ve vyrobnich
prostorach Objednatele a jeho rozhodujicich
subdodavatelll a/nebo kli¢ovych dodavatell a je
pfipraven ubradit cenu za tyto audity dle
podmingk odsouhlasenych v samostatném
finanénim ujednani. Objednatel i jeho kligovi
dodavatelé a rozhodujici subdodavatelé sluzeb a
procestl jsou povinni umoznit Gtast zastupcim
organu zodpavedného za oznamené subjekty, tj.
pracovnikiim Ufadu pro technickou normalizaci,
metrologii  a statni  zkuSebnictvi (UNMZ2),
pfislusného organu, tj. Statniho Udstavu pro
kontrolu lé&iv (SUKL) a Ministerstva zdravotnictvi
CR. NeochlaZené audity se provadsji s &etnosti
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of the Czech Republic. Unannounced audits
are performed at a frequency of at least once
every two years; in the case of medical devices
of risk class Il and implantable devices of
class lIb, this frequency is increased tc once a
year. In terms of audits, the Client is obliged to
allow ITC staff to take semi-final products and
samples of medical devices at the end of the
production chain or in the Client's warehouse in
order to test samples with specifications.

8. At the request of ITC, the Client is obliged to
take corrective actions and  submit
documentation proving their effectiveness, or
to demonsirate the effectiveness of the actions
during follow-up or unannounced audits.

9. Depending on the nature of the non-conformity,
ITC checks the implementation of the
corrective actions taken by the manufacturer
either from the submitted documentation or by
an audit at the place of production.

10.The Client undertakes to notify ITC of any
proposed change to the approved device
design or its intended purpose and to await the
ITC's decision on the significance of the
change, which it undertakes to respect.

11.The Client undertakes to notify ITC of any
proposal to change the approved quality
management system and to await the ITC's
decision on the acceptability of the change,
which it undertakes to respect.

12.The Client undertakes to provide ITC with the
following information cn a regular basis:

alespoi 1x za dva roky, v pifipad& zdravotnickych
prostfedkl rizikové tfidy Il a implantabilnich
prostfedki tifdy lIb se tato frekvence zvySuje na
1x rogné&. V rdmci auditd je Objednatel povinen
umoznit pracovnikdm ITC odb&r meziprodukt a
vzorkll zdravotnickych prostfedkl na konci
vyrobniho fetézce nebo ve skladu Objednatele
za Ucelem zkousenl vzorkl se specifikaci.

8. Na Zadost ITC je Objednatel povinen pfijmout
napravna opatfeni a piedioZit dokumentaci
prokazujici jejich ucinnost, pfipadn&
demonstrovat Uéinnost opatieni pii naslednych
nebo neohlagenych auditech.

9. Kontrolu realizace napravnych opatienl pfijatych
vyrobcem provadi ITC podle povahy neshody
bud z pfedlozené dokumentace nebo auditem
v misté vyroby.

10. Objednatel se zavazuje oznamit ITC kazdy navrh

zmé&ny schvéaleného navrhu prostfedku nebo jeho

uréeného Ggelu a vytkat na rozhodnuti ITC ve
véci vyznamnosti zmény, které se zavazuje
respektovat.

Objednatel se zavazuje oznamit ITC kaZdy navrh

zmé&ny schvéleného systému flzenl kvality a

vyckat na rozhodnuti ITC ve véci pfijatelnosti

zmény, které se zavazuje respektovat.

11.

12. Objednatel se zavazuje pravideln& poskytovat

ITC nasledujici informace.

Task / Ukol

Frequency / Cetnost

Updating of Clinical evaluation report CER in
compliance with MDD and relevant guidelines /
Aktualizace zpravy o klinickém hodnoceni CER
v souladu s poZzadavky MDD a pfislusnych
pokynl

Regular update once per year /

Pravidelna aktualizace 1krat za rok

Updating of Post-market surveillance report under
the MDR Avrticle 85 (only for MD Class Is, Im, Ir) /
Aktualizace zpravy o sledovani po uvedeni na trh
podle €lanku 85 MDR (jen pro ZP tfidy Is, Im, Ir)

Regular update once per 2 years and when
necessary /

Pravidelna aktualizace 1krat za 2 roky a podle
potfeby

Updating of Periodic safety update report (PSUR)
under the MDR Article 86 (only for MD Class lla,
llib and lil) /

Aktualizace Pravidelné aktualizované zpravy o
bezpe&nosti (PSUR) dle &lanku 86 MDR (jen pro
ZP tiid lla, lllb a 111}

Regular update once per 2 years
(Class Hla), or once per year (Class llb and Ill) /

Pravidelna aktualizace 1krat za 2 roky
(tF. lla), respektive 1x za rok (t. lib a lll)

Post-market clinical follow-up report according to
MDD and guideline MEDDEV 2.12/2 rev. 2/
Zprava z nasledného klinickéhe sledovani po
uvedeni vyrobku na trh podle MDD a pokynu
MEDDEV 2.12/2 rev. 2

Regular update once per year /

Pravidelna aktualizace 1krat za rok

Information on the countries in which the product
was placed on the market, including the amount of
MD in each country /

Informace o zemich, ve kterych byl dany produkt
umistén na trh v&etné mnozstvi ZP v jednotlivych
zemich

Regular update once per year /

Pravidelna aktualizace 1krat za rok

List of the complaints related to the products
covered by the ITC Cerificate /
Piehled stiZnosti na vyrobky pokryté certifikatem

Regular update once per year /

Pravideln& 1krat za rok
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| ITC |

13.The Client undertakes to provide ITC with 13. Objednatel se =zavazuje poskytovat ITC
information on the following events whenever informace o nasledujicich udélostech, kdykoliv
they occur: nastanou:

Task / Ukol Details / Podrobnosti

Vigilance: To inform ITC of serious incidents and
their solution, inciuding the contact address of the
competent authority to which the vigilance case
has been reported in accordance with MDCG
Guideline 2021-1 Rev. 1 and Article 87 of the
MDR respectively from the date of E + 6 months. /
Vigilance: Informovat ITC o nezadoucich
ptfhodach a jejich fedenl, vietné kontakini adresy
pfisludného organu, kterému byl vigilanéni pripad
oznamen podle pokynu MDCG 2021-1 Rev. 1,
respektive &l. 87 MDR od data E+ 6 mésict.

To inform ITC immediately

- upon receipt of information on the occurrence of a
serious incident,

- after the action have been taken, and

- after evaluation of their effectiveness. /

informovat ITC bezprostfedné

- po obdrzeni informace o vyskytu neZadouci
piihody,

- po pfijeti opatieni a

- po vyhodnoceni jejich Uginnosti.

Trend reporting: Teo inform ITC of the trend
reporting according to guidance MDCG 2021-1
Rev. 1, or according to Article 88, paragraph 1 of
the MDR from the date E + 6 months /

Hlageni trendu: Informovat ITC o hlageni trendu
podle pokynu MDCG 2021-1 Rev. 1, respektive
podle &l. 88, odst. 1 MDR od data E+ 6 mé&sici:.

To inform ITC, to attach a copy of the trend reporting
form sent to the competent authority /

Informovat ITC, pfilozit kopii formulaie hlaseni trendu
odeslaného piislusnému organu.

To inform ITC of changes concerning authorized
representatives in the EU /

Informovat ITC o zmé&nach tykajicich se
zplnomocnénych zastupcl v EU

Immediately after any change of the representative,
his address, or the scope of his authorization /
Okamzit& po jakékoliv zméné zastupce, jeho adresy
nebo rozsahu jeho zplnomocnéni

Notification of the intention to make any change to
the quality system or the product range covered
by it/

Oznameni zamé&ru provést jakoukoliv zménu

v systému kvality nebo jim pokrytém okruhu
vyrobkil

To notify the intention and await the ITC's decision to
approve or reject the proposed change /

Zamér cznamit a vyckat na rozhodnuti ITC o
schvaleni nebo zamitnuti navrhované zmény.

Notification of intent to make any changes to the
approved product design /

Oznameni zaméru provést jakoukoliv zmé&nu
schvaleného navrhu produktu

To notify the intention and await the ITC's decision to
approve or reject the design change /

Zamé&r oznamit a vytkat na rozhodnuti ITC o
schvaleni nebo zamitnuti zmény navrhu

In case of medical devices containing a medicinal
product, provide ITC with information on any
change relating to the raw materials used and the
technology of manufacture of the medicinal
product used. /

V piipadé& zdravotnickych prostfedkl obsahujicich
lé¢ivo pfedat ITC informaci o kaZdé zméné
vztahujici se k pouZitym surovinam a k technologii
vyroby pouZitého légiva.

Immediately after receiving the relevant information
from the supplier medicinal product. This change is
subject to the obligation to request an additional
opinion from the SUKL drug authority confirming that
the quality and safety of the medicinal product is
maintained. /

Okamzité po obdrZeni pfislu$né informace od
dodavatele Iégiva. Tato zmé&na podléha povinnosti
vyzadat dodateéné stanovisko lékové autority SUKL
potvrzujici, Ze kvalita a bezpethost l&giva je
zachovana.

14. The Client undertakes to keep up to date the
technical and clinical documentation of
medical devices covered by the Certificates,
including the documentation of the Client's
quality management system and the
documentation concerning Post-Market
Monitoring (PMS) in terms of compliance with
the requirements of MDR Annex 1ll.

156.The Client undertakes, upon request and/or
within surveillance audit of medical devices
Class lla, llb, and 1ll, to submit to ITC for off-
site review of updated clinical documentation
of medical devices covered by Certfificates,
especially the Post-market clinical follow-up

14.0Objednatel se zavazuje udrZovat v aktualnim
stavu technickou a klinickou dokumentaci
zdravotnickych prostfedkl pokrytych Certifikaty
véetné dokumentace systému fizeni kvality
Objednatele a dokumentace tykajici se
Sledovani po uvedeni na trh (PMS) z hlediska
souladu s pozadavky MDR Prilohy 111

15. Objednatel se zavazuje na vy2adanl af/nebo
vramci dozorového auditu tykajiciho se
zdravotnickych prostiedkd tfidy lla, ilb, a |l
pfedat ITC k off-site plfezkumu aktualizovanou
klinickou dokumentaci zdravotnickych prostfedk(
pokrytych  Certifikaty, =zejména Zpravu =z
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report (PMCF), if its issuance has not been
excluded based on the justification of the
Client, accepted by the ITC.

16.The Client undertakes to implement a
documented  Manufacturer's  Post-Market
Surveillance System (PMS) pursuant to Article
83 of the MDR, instead of the requirements of
the MDD.

17.The Client undertakes to apply the
requirements of Article 84 of the MDR, relating
to the Post-Market Surveiflance Plan, instead
of the requirements of the MDD.

18.The Client undertakes to prepare and, if
necessary, update the Post-Market
Surveillance Report (PMSR) pursuant to
Article 85 of the MDR for medical devices
class | covered by the Certificates.

19. The Client undertakes to prepare and update
the Periodic safely update report (PSUR)
pursuant to Article 86 MDR for each device of
class lla, llb and lll covered by the Certificate
and to submit it to ITC without undue delay
after each update. After receiving the
evaluation of the PSUR, the Client is obliged
to respond to the findings and
recommendations of I[TC stated in the
evaluation. No later than the date of E + 6
months, the Client shall implement a
forwarding reports system via the Eudamed
database in full compliance with the
requirements of the MDR.

20.The Client undertakes to implement and work
the procedure for reporting of serious incidents
and field safety corrective actions FSCA
related to Ceriificates pursuant fo the
provisions of Article 87 of the MDR and
guidance MDCG 2021-1 Rev. 1 to competent
authorities and ITC Notified body. By the date
E + 6 months at the |atest, the Client is obliged
to fully harmonize this procedure with the
provisions of the MDR.

21.The Client undertakes to implement and work
a trend detecting and reporting procedure
pursuant to the provisions of Article 88 and
MDCG 2021-1 Rev. 1. For this purpose, the
Client shall determine numerical values of the
foreseeable frequency of occurrence of
serious incidents that are not serious incidents
and the foreseeable frequency of expected
undesirable side-effects and shall estabiish a
documented methodology for determining a
statistically  significant increase in the
frequency of such serious incidents. No later
than the date E + 6 months, the Client shall
fully harmonize this procedure with the
provisions of Article 88, paragraph 1 of the
MDR.

22. The Client undertakes to implement and work
a documented procedure for Analysis of
serious incidents and field safety corrective
actions {FSCA) pursuant to MDR Article 89.
Exception is the provision of paragraph 5 and
paragraph 8, third subparagraph of Article 89,

nasledného  klinického  sfedovani (PMCF),
nebylo-li jejl vydavani vylouéenc na zakladé
odlvodnéni Objednatele, akceptovaného ITC.

16. Objednatel se zavazuje zavést dokumentovany
Systém vyrobce pro sledovéni po uvedeni na trh
(PMS) podle &lanku 83 MDR, namisto pozadavk(
MDD.

17. Objednatel se zavazuje aplikovat poZzadavky
¢lanku 84 MDR, vztahujici se k Planu sledovani
po uvedeni na irh, namisto poZadavkd MDD.

18. Objednatel se zavazuje pro zdravotnické
prostfedky rizikové tfidy | pokryté Certifikaty
vypracovat a podle potfeby aktualizovat Zpravu o
sledovani po uvedeni na Irh (PMSR) dle &lanku
85 MDR.

19. Objednatel se zavazuje pro kaZdy prostiedek
rizikovych tfid lla, llb a Il pokryty Cerifikatem
vypracovat a v piedepsanych intervalech
aktualizovat Pravideiné aktualizovanou zpravi o
bezpelnosti (PSUR) dle &lanku 86 MDR a po
kazdé aktualizaci ji piedat bez zbyte¢ného
prodleni do ITC. Po cbdrZenf hodnocenl zpravy
PSUR je Objednatel povinen reagovat na zjistén(
a doporuéeni ITC vhodnoceni uvedena.
Nejpozdéji k datu E + 6 mésich zavede
Objednatel systém pfedavani Zprav
prostednictvim databaze Eudamed v piném
souladu s poZzadavky MDR.

20. Objednatel se zavazuje implementovat a
provozovat podle &lanku 87 MDR a pokynu
MDCG 2021-1 Rev. 1 postup pro oznamovani
informaci o nezadoucich  pfihodach a
bezpe&nostnich napravnych opatfenich v terénu
FSCA souvisgjicich s Certifikaty pfisluSnym
organlim a subjektu ITC. Nejpozdéji k datu E + 6
meésicl je Objednatel povinen tento postup uvést
do piného souladu s ustanovenimi MDR.

21.Objednatel se =zavazuje implementovat a
provozovat postup pro zjiStovani a hlaseni trendu
v souladu s ustanovenimi &énku 88 a pokynu
MDCG 2021-1 Rev. 1. Za timto dcelem
Objednatel stanovi ¢lselné hodnoty
pfedpovidané &etnosti  vyskytu nezadoucich
pfihod, které nejsou zavaznymi nezadoucimi
piihodami, a piedpovidané d&etnosti vyskytu
pfedpokladanych nezadoucich vedlejSich u&inkd
a zavede dokumentovanou metodiku pro
stanoveni statisticky vyznamného zvySeni
Setnosti uvedenych ne2adoucich pifihod a
vedlejSich G8ink(. Nejpozdé&ji kdatu E + &
mésicl uvede Objednatel tento postup do plného
souladu s ustanovenimi ¢lanku 88, odst. 1 MDR.

22.Objednatel se =zavazuje implementovat a
provozovat dokumentovany postup pro Analyzu
zdvaznych nezadoucich pfihod a bezpe&nostnich
napravnych opatfeni v terénu (FSCA) dle MDR
&l. 88. Vyjimkou jsou ustanoveni odstavce 5 a
odstavce 8, tretlho pododstavee, ¢lanku 89, ktera
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which is required to implement no later than E
+ 6 months.

23.The Client undertakes to register his company
by entering the required information into the
Actor module of the Eudamed database
pursuant to Article 31, paragraph 1 of the MDR
and the guidance MDCG 2020-15 and MDCG
20211 Rev. 1 and continue to use the
assigned manufacturer's single registration
number SRN. The Actor module is available at
URL
https://webgate.ec.europa.eu/eudamed/landin
a-page#f

24, Third country Client undertakes to ensure to
ITC that its authorized representative also
enters information about his company in the
Actor module of the Eudamed database
pursuant to Article 31, paragraph 1 of the MDR
and the MDCG 2020-15 and MDCG 2021-1
Rev. 1, and has received a single registration
number of authorized representative.

25. The Client undertakes to assign to the devices
covered by the ceriificates either a UDI-DI in
cooperation with one of the issuing bodies
designated in Commission Implementing
Decision (EU) 2019/939 or an EUDAMED DI
code, which it shall be established in
accordance with the rules laid down by the
Commission in the document
hiips://ec.eurona.eu/health/sites/defaulifiles/m
d _eudamed/docsfleqacy dvc management e
n.pdf.

26. The Client undertakes to enter information on
the products covered by the Certificates into
the Eudamed database pursuant to MDR
Article 29, paragraphs 1 to 3, no later than the
date E + 6 months and information pursuant to
Article 29, paragraph 4, as of E + 24 months.
Prior to these dates, the relevant provisions of
MDCG 2021-1 Rev. 1 and the national
registration systems of the Member States
shall be applied.

27.The Client undertakes to co-operate with ITC
in the investigation of complaints pursuant to
paragraph 30 of Section Il of this Framework
Contract, consisting in handing over requested
documents, evenatually unsolicited documents
providing required evidence, allowing ITC
employees to enter the Client's premises, and
providing information requested in writing,
orally or by telephone.

28. The Client has agreed to reimburse the work
and eligible costs of the [TC in the
investigation of the suggestions of the
institutions pursuant to paragraph 30 of
Section 1l of this Framework Contract, which
have been proven by justified.

29.The Client undertakes not to make any
attempts to influence the objectivity of the
assessment of ITC and its employges by
financial pressures or other means and shali
be aware of the fact that ITC is obliged to
respond to such attempts by terminating of

je povinen zavést nejpozdé&ji k datu E + 6 mésic(.

23. Objednatel se zavazuje zaregistrovat svou firmu

vioZzenim poZadovanych informaci do modulu
Actor databaze Eudamed podle ¢lanku 31, odst.
1 MDR a pokyn( MDCG 2020-15 a MDCG 2021-
1 Rev. 1, a nadale pouZivat pfidélené jediné
registracnl &islo vyrobce SRN. Modul Actor je
k dispozici na adrese URL
https://webgate.ec.europa.eu/eudamed/landing-
page#/

24. Objednatel sidlici ve tfeii zemi ITC se zavazuje

25,

26,

27.

28.

29,

zajistit, aby jeho zplnomocnény zastupce rovn&z
vloZil informace o své firmé& do modulu Actor
databaze Eudamed podle &lanku 31, odst. 1
MDR a pokyni MDCG 2020-15 a MDCG 2021-1
Rev. 1, a obdrzel jediné registracni d&islo
zplnomocnéného zastupce SRN.

Objednatel se zavazuje pfidélit prostfedkiim
pokrytym certifikaty budto UDI-DI v souginnosti s
jednim z vydévajicich subjektll jmenovanych v
rozhodnuti Komise (EU) 2019/939 nebo kod
EUDAMED DI, ktery wvytvoll podle pravidel
stanovenych Komisi v dokumentu
https://ec.europa.eu/health/sites/default/files/md

eudamed/docs/legacy dvc management en.pdf

Objednateil se zavazuje vioZit informace o
vyrobeich pokrytych Certifikaty do databaze
Eudamed podle MDR &lanku 29, odst. 1 az 3,
nejpozdéji k datu E + 6 mésich a informace podle
glanku 29, odst. 4, kdatu E+24 mésicl. Pfed
témito daty se uplatni piisludna ustanoveni
pokynu MDCG 2021-1 Rev. 1 a narodni
registraéni systémy &lenskych zeml.

Objednatel se zavazuje k soudinnosti s ITC pfi
Setfenl podnétl podle odstavce 30 &ianku Il této
Ramcove smlouvy, spofivajici v pfedani
vyzadanych dokumnentl, pfipadné nevyzadanych
dokumentli poskytujicich poZadované dlkazy,
umoznéni vstupu pracovnikl ITC do prostor firmy
Objednatele a poskytnuti informacl vyzadanych
plsemné, ustn& nebo telefonicky.

Objednatel souhlasi s thradou praci a
uznatelnych nakladQ ITC pfi 3etfeni podnétd

instituci podle odstavce 30 élanku Il této
Ramcové smlouvy, které se prokazaly
odivodné&nymi.

Objednatel se zavazuje neuplatnit Zadné pokusy
o ovlivnéni objektivity posuzovani ITC a jeho
pracovnikd finanénimi tlaky ani jinymi prostfedky
a je si védom skutecnosti, Ze na takové pokusy je
ITC povinen reagovat ukonéenim dozorove
cinnosti podle t&éto Ramcové smilouvy a zrudenim
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surveillance audit under this Framework
Contract and cancel the Certificates.

platnosti Certifikati.

V. Execution Method under the Framework Contract / Zpiisob pinéni podle Rdmcové smlouvy

1. The partial tasks and fulfiment of the rights and
obligations of ITC arising from this Framework
Contract and the fulfilment of the rights and
obligations of the Client arising from this
Framework Contract will be carried out through
separate surveillance subcontracts between ITC
and the Client concluded in accordance with this
Framework Contract.

. The surveillance subcontract stipulates, inter alia,
the scope, price and duration of the performance
of partial ITC activities performed for the purpose
of fulfilling the subject of this Contract.

. The beginning of ITC works on surveillance audit
shall be subject to coming of the Framework
Contract into effect and relevant Surveillance
subcontract, handover of documentation and
samples as required, provisiocn of the necessary
information and data and settlement of advance
payment under the Surveillance subcontract, if
agreed. The date of beginning of surveillance
audit shall be the day following fulfilment of all the
terms and conditions stipulated pursuant to this
paragraph.

. In case of need for supplementary materials and
documents that after the commencement of the
work of the ITC supervisory activity the need for
supplementation of documents discovered after
beginning of works on surveillance activities, ITC
asks the Client to remedy the situation and set a
time limit to the Client. On the day, when ITC
sends the request for supplement the materials to
the Client, the surveillance activities shall be
suspended until ITC obtains the required
documents. Surveillance activities shall resume
on the day, when such materials have been
supplemented, i.e. the Client's obligation to
provide cooperation has been met. The execution
period set for ITC, as defined in Surveillance
subcontract, shall be extended by the pericd of
suspension applied to surveillance activities
accordingly.

. In case of the latter fail to provide the necessary
materials within time period determined by ITC,
the lapse of such period ITC shall be entifled to
terminate the Surveillance contract by giving
notice due to not provide the cooperation by the
Client. In case of termination of the Surveillance
subcontract due to non-cooperation by the Client,
the notice period is 30 calendar days from
delivery of the notice to the Client and the day
after the last day of the notice period the validity
of the Coertificate/Certificates, to which the
surveillance activity according to terminated
Surveillance subcontract has been related,
expire.

6. The validity of the Surveillance subcontract shall

1.

Dilgi Okoly a pinéni prav a povinnosti ITC
vyplyvajicich zteto Ramcové Smilouvy a pinéni
prav a povinnosti Objednatele vyplyvajicich z této
Réamcové smlouvy, bude realizovano
prostfednictvim  separatnich  diléich  smiuv
k dozoru mezi ITC a Objednatelem, uzaviranych
v souladu s touto Ramcovou smlouvou.

DflEl smlouva k dozoru mime jiné stanovi rozsah,
cenu a dobu plnéni diléich aktivit ITC
vykonavanych za Ufelem napinéni pfedmétu této
Smilouvy.

Zahdjeni praci ITC na dozorové d&innosti je
podminéno nabytim Udinnosti R&mcové smiouvy
a pfisludné diléi smlouvy k dozoru, pfedanim
potfebné dokumentace, vzork(, poskytnutim
nutnych informaci a UGdaji a uhrazenim zalohy
podle diléi smlouvy k dozoru, pokud je sjednéna.
Dnem zahajeni praci dozorové ¢innosti se rozumi
den nasledujici po spinéni v8ech podminek podle
tohoto odstavce.

V pfipad&, Zze po zahajeni praci dozorové &innosti
ITC se zZjistl potieba na dopinéni podkladd, ITC
odoplnéni poZada Objednatele a stanovi
Objednateli Ihitu pro dopinéni podkladil. Dnem,
kdy ITC odedle Objednateli Zadost na doplnéni
podkladl se pozastavuje dozorova innost podle
pifslu¥né dilsi smlouvy k dozoru, a to na dobu,
nez budou ITC dorudeny poZadované podklady.
Dnem doruéeni poZadovanych podkladl do ITC,
tj. spinénim povinnosti Objednatele na poskytnutl
soudinnosti, bude pokratovano v dozorové
cinnosti. O dny, po které bude pozastavena
dozorova tinnost, se prodlouZi doba plnéni {TC
sjednana v diléi smlouvé k dozoru,

V pfipadé, Ze Objednatel nedorué¢l do ITC
poZzadované podklady ve Ih(té stanovené ITC,
marnym uplynutim Ihiity stanovené ITC vznika
ITC pravo na ukonenf dil&l smilouvy k dozoru
vypovédi zdlvodu neposkytnuti souginnosti
Objednatelem. V pfipad& podani vypovedi diléi
smlouvy kdozoru zdlvodu neposkytnuti
soucinnosti Objednatelem &ini vypovédni Ihiita 30
kalendafnich dnli od dorudeni vypovédi
Objednateli a nasledujicim dnem po poslednim
dni vypovédni Ihity kond&i platnost
Certifikatu/Certifikatll, ke kterym se dozorova
éinnost podle vypovézené dil&l smiouvy k dozoru
vztahovala.

6. Platnost dili&i smlouvy k dozoru se ukonél po
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terminate upon fulfiment of the contractual
obiigations of both Contractual parties specified in
the Surveillance subcontract. ITC shall submit the
Quality system assessment report pursuant the
requirements of Article 120(3) of the Regulation
(EU) 2017/745 of the European Parliament and of
the Council and the Final Protocol containing the
decision on the validity of the Certificates, the
Client shall pay the remuneration for activities
under Surveillance contract.

spinéni smluvnich zavazkl obou stran uvedenych
v této diléi smiouvé k dozoru. Ze strany ITC se
jedna o pfedani Zpravy o posouzeni systému
kvality podle poZadavk( &lanku 120(3) Nafizeni
Evropského parlamentu a Rady (EU) 2017/745 a
Zavére&ného protokolu obsahujiciho rozhodnuti
tykajici se platnosti Certifikath, ze strany
Objednatele o Ghradu odmeény za &innosti podle
dil&f smlouvy k dozoru.

V. Remuneration and Payment Terms / Odména a platebni podminky

. ITC shali be entitled to compensation payable 1. ITC vznika pravo na odménu provedenim kaZdé

upcn each completed particular surveillance
activity specified in a separate Surveillance
subcontract.

. The amount of compensation for each partial
surveillance activity appears from the volume of
work performed and is determined in the
Surveillance subcontract pursuant to paragraph 1
of this Section.

. The agreed amount of compensation shall be
further increased by the value added tax set by
the relevant legislation valid in the Czech
Republic.

. Prior to the beginning of surveillance activity, ITC
shall be entitled to apply for payment of advance
payment in the amount agreed in the particular
Surveillance subcontracts.

. The variable symbol used by the Client for
advance payment shall match the appropriate
Surveillance subcontract number under this
Framework Contract. Settlement of this advance
payment will be confirmed by the ITC by means
of tax receiptfinvoice in compliance with the
relevant legislation in force in the Czech Republic.
. The total balance of each partial payment
according to the Surveillance subcontract wilt be
cleared by means of final invoice to this
Surveillance subcontract issued by the ITC.

. The maturity period applied to each invoice
issued - in accordance with stipulations of the
Framework Contract following the Surveillance
subcontracts has been set by agreement to 15
days following the day of delivery, except for
payment in case of Quality system assessment
report pursuant to requirements of Article 120(3)
of Regulation (EU) 2017/745, Final report and
invoice delivery on C.0.D. basis, when the
invoice shall become due upon takeover of the
package delivered.

. Credit transfers are performed by means of
payment orders for credit into bank account of
ITC using the bank details stated in the heading
of the Framework Contract. The Client's
obligation to settle this payment shall be
considered met upon full credit of the agreed
amount into the bank account of ITC.

jednotlive dozorové ginnosti
v separatni diléi smlouvé k dozoru.

specifikované

. Vy3e odmeény za kazdou dil¢i dozorovou &innost

vychazi zobjemu vykonanych praci a je
stanovena v dil¢ich smlouvach k dozoru dle
odstavce 1 tohoto &lanku.

. Sjednand odmé&na bude navySena o dai

z pfidané hodnoty podile

aktudlng platné
legislativy CR.

. ITC je pfed =zahdjenim dozorové &innosti

opravnén pozadovat Uhradu zalohové platby ve
vy3i sjednané v jednotlivych dilsich smlouvach k
dozoru.

. Pfi placeni zalohové faktury Objednatel pouZije

jako variabilni symbol &islo pfisludné dilgi
smiouvy k dozoru k této Ramcové smlouvé. Na
zaplacenou zalohu vystavi [TC dafiovy doklad v
souladu s platnou legisiativou CR.

. Koneéné vyuctovani kazdé dilgi platby podle

pfisludné diléi smlouvy k dozoru bude provedeno
konecnou fakturou k této dll&i smlouvé k dozoru
vystavenou ITC.

. Splatnost vSech faktur vydavanych na zakladé&

Ramcové smiouvy a navazujiclch dlligich smiuv k
dozoru je sjednana na 15 dni ode dne dorudenl s
vyjimkou platby v pfipad& dorugeni Zpravy o
posouzeni systému kvality podle poZadavkil
¢lanku 120(3) Nafizeni Evropského parlamentu a
Rady (EU) 2017/745, Zavéretného protokolu
a fakiury formou dobirky, kdy je tato faktura
splatna pfi pfevzet! dobirky.

. Bezhotovostini platby jsou realizovany pievodnim

piikazem na Gcet ITC uvedeny v zahlavi teto
Ramcové smilouvy. Zavazek Objednatele na
zaplaceni je spinén pripsanim celé ¢astky na Géet
ITC.
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1.

Vil. Miscellaneous / Dal$i ujednani

This Framework Agreement and Surveillance 1. Tato Ramcova smlouva a dikéi smilouvy k dozory

subcontracts shall be governed by the provisions se [fdl ustanovenhimi pro smlouvu o kontroln(
for the contract on inspection activities pursuant ginnosti podle § 2652 az § 2661 z. ¢ 89/2012
to Sections 2652 to Section 2661 of Act No. Sb., obfanského zékoniku, ve znéni pozdéjSich
89/2012 Colt., the Civil Code, as amended. The pfedpisd. Smluvni strany se dohodly, Ze pokud to
Contractual Parties have agreed that, if possible, bude mozné, pak se piisludné dil&i smlouvy k
the relevant Surveillance subcontracts foilowing dozoru navazujici na tuto Ramcovou smlouvu
this Framework Confract will be concluded in budou uzavirat v pisemné formé.

writing.

2. The Client agrees with utilisation of services 2. Objednatel souhlasi stim, 2e pii zkouskach
provided by duly accredited laboratories during mohou byt vyuZity sluzby akreditovanych
testing laboratofi

3. The Client hereby undertakes to notify the ITC without any undue delay and in writing with regards to any

changes with potential impact on surveillance activity throughout the period following issuance of the
certificate to the Client. Should the Client fail to comply with the obligation defined herein, the Client
undertakes to pay ITC / Objednatet se zavazuje bez zbyteéného odkladu pisemné informovat ITC o viech
zménach, které by mohly mit vliv na dozorovou ginnost v dob& od vydani Certifikatu Objednateli. Pokud
Objednatel porusi svijj zavazek uvedeny v tomto odstavci, zavazuje se zaplatit ITC

the contractual penalty equal to the amount of / smluvnl pokutu ve vysi: EUR.
In case of any damage incurred by iTC due to Client's failure to comply with such obligation, the latter
shall be liable for full indemnification of the ITC. Settlement of the contractual penalty shall not affect the
right for ITC to claim indemnity. / Pokud na zaklad& porugeni tohoto zédvazku Objednatele vznikne ITC
$koda zavazuje se Objednatel $kodu ITC v pIné vy8i uhradit. Zaplacenim smiluvni pokuty neni Zadnym
zpusobem dot&eno pravo ITC na nahradu kody.

The Client undertakes to cease usage of the Certificate, markings and all the benefits associated with
such certificate in case of its termination, suspension or cancellation and to refrain from marketing the
relevant product in countries, where the certificate validity is one of the marketing qualifications. Should
the Client act in breach to any obligation defined herein, the Client undertakes to pay ITC / Objednatel se
zavazuje pfestat uZivat Certifikdt, oznageni a viechny vyhody plynouci z Certifikdtu pfi jakémkoliv
ukonéeni platnosti certifikatu, pfi pozastavenl jeho platnosti nebo pfi jeho zru$eni a zavazuje se tento
vyrobek bez platného certifikatu neuvadét na trh v zemich, kde platny Certifikat je podminkou uvedeni
tohoto vyrobku na trh. Pokud Objednatel porusi kterykoliv zavazek uvedeny v tomto odstavci, Zzavazuje se

the contractual penalty equal to the amount of / zaplatit ITC smluvni pokutu ve vysi: | 5.000 f EUR.
In case of any damage incurred by ITC due to Client's failure to comply with such obligation, the latter
shall be liable for full indemnification of the ITC. Settlement of the contractual penalty shall not affect the
right for ITC to claim indemnity. / Pokud na zékladé poruseni zavazku Objednatele uvedeného v tomto
odstavci vznikne ITC 3koda, zavazuje se Objednatel uhradit ITC $kodu v piné vy&i. Zaplacenim smiuvni
pokuty neni Zadnym zpisobem dotéeno pravo ITC na nahradu $kody.

Any documents, including the termination and 5. Veskeré pisemnosti, v&etn& vypovédi a
notice served by either Contractual party, odstoupeni od Ramcové smiouvy a dilél smiouvy
executed in accordance with provisions of the k dozoru, provadéné na zaklad® t&chto smiuv
Framework Contract and Surveillance jsou povaZovany za dorutené:

subcontract shall be considered delivered:;

a. if will be delivered to the addressee in person, a. pokud budou dorueny osobné& poStou,
by post, by a courier service that allows kuryrni sluzbou, ktera umoZiiuje ovéfeni,
verification of delivery, on the day of its dnem jejiho pievzeti;
receipt;

b. in case of non-taking of documents or refusal of its taking, duly sent document to the address of
addressee stated in the heading of the Contract, / v pfipadé nepfevzet! pisemnosti nebo odmitnuti
jejiho pfevzeti, fadn& odeslana plsemnost na adresu adresata uvedenou v zahlavi Smiouvy,
5 working day after its demonstrable sending to the address of addressee, /
pracovnim dnem od jejiho prokazatelného odeslani na adresu adresata,
regardless of whether or not the contractual party, who is the addressee, collects it or not. / a to bez
ohledu na skuteénost, zda si pisemnost strana, ktera je adresatem, pievzala nebo ne.

6.

In case, that the Client will not properly provide 6. V piipadé, Ze Objednatel neposkytne potiebnou
the ITC with all cooperation required for sou¢innost pro provedeni dozorové &innosti podle
performance of surveillance activity under the Ramcové smlouvy anebo navazujlci dilél smiouvy
Framework Contract or following Surveillance k dozoru, a to ani po pisemné vyzvé ITC a ve
subcontract even after a written request from [hiité uvedené v této vyzvé, ITC vznikne pravo na
ITC and within the period specified in that call, nahradu Ugeln& vynaloZenych nakladdi a
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ITC shall be eniitled to claim reasonable
expenses incurred to ITC and the Client is
obliged to cover these reasonable expenses
incurred to ITC.

In case of the Surveillance subcontract
termination by giving notice, including
termination notice of the Surveillance
subcontract due to non-cooperation, ITC shall
be entitled to claim the reasonable expenses
incurred to ITC during realization of
surveillance activity until the date of delivery of
the notice and the Client is obliged to cover
these reasonable expenses incurred to ITC.

in case of the Surveillance subconfract
termination by avoidance, ITC shall be entitled
to claim the reasonable expenses incurred to
ITC during realization of surveillance activity
until the date of delivery of the avoidance and
the Client is obliged to cover these reasonable
expenses incurred to [TC.

Objednatel mé& povinnost uhradit ITC tyto a&elné
vynaiozeneé naklady ITC.

. V pfipadé ukon&eni dil&i smlouvy k dozoru

vypoveédi, véetn& vypovédi diléi smlouvy k dozoru
z divodu neposkytnuti soutinnosti, ITC mé pravo
na nahradu néakladd vzniklych ITC pii realizaci
dozorové &innosti do dne doruteni vypovédi a
Objednatel ma povinnost tyte naklady uhradit
ITC.

. Vpfipadé ukongeni diléi smiouvy k dozoru

odstoupenim, ITC ma pravo na nahradu nakladi
vzniklych ITC pfi realizaci dozorové ginnosti do
dne dorueni odstoupenl a Objednatel ma
povinnost tyto naklady uhradit ITC.

The persons authorised by the Contractual parties to negotiate under this Contract are.: / Osobami
povéienymi jednanim ve vécech realizace Smiouvy jsou:

For Client: / Za Objednatele:

Name: / Jméno: | William R.C.

Surname: / Piiijmenl; | Matteucci

Phone number: /
Telefonnl &lslo:

E-mail: | willliam@a3r.ind.br

"unless the Client has notified ITC otherwise in writing or via e-mail. /
pokud Objednatel pisemn& nebo e-mailem nesdéli ITC jinak.

For ITC:
Name: / Jméno: | Tomas
Surname: / Pfijmeni: | Zavidek, Ing.
Phone number: /
Telefonni &islo: +420 572779 958
E-mail: | tzavisek@itczlin.cz

unless the ITC has notified the Client otherwise in writing or via e-
mail. / pokud ITC pisemné nebo e-mailem nesdé&li Objednateli jinak.

VIll. Business Secret and Confidentiality / Obchodni tajemstvi a zavazek migenlivosti

. The Contractual parties undertake to keep any
business secret of their counterparty discovered
during execution of the Framework Contract
andfor Surveillance subcontracts concluded
based on it protected and to avoid any breach of
provisions stipulated in § 504 and § 2985 of Act
No. 89/2012 Caqll., The Civil Code, as amended.

. The Conftractual parties undertake to keep any
information and documents received from their
counterparty during execution of the Framework
Contract or Surveillance subcontracts or found
during surveillance activity, protected and to
handle such instruments with due care and avoid
using those in a way contradictory to the purpose
of their initial supply or finding.

. To serve the purpose of the Framework Contract
and following Surveillance  subcontracts,

1. Smiuvni

strany se zavazuji, Ze obchodni
tajemstvi druhé smluvni strany, které Zjisti v
pribé&hu realizace této Ramcové smiouvy a/nebo
diléich smluv k dozoru uzavienych na jejim
zakladé, budou chranit a neporusl ve smyslu
§504 a § 2985 z & 89/2012 Sb., obansky
zakonik, ve znénl pozdéjsich pledpist.

. Smluvni strany se zavazuji, 2e informace a

doklady, které v pribé&hu realizace Ramcové
smlouvy a dilgich smiuv k dozoru ziskajf od druhé
smluvni strany, anebo zjisti pfi provadéni
dozorové ¢&innosti, budou chranit a zachazet
s nimi s odbornou péc¢i a nepouZiji je v rozporu s
ucelem, ke kierému byly poskytnuty anebo
zjistény.

. Za chranéné informace se pro Géely Ramcové

smlouvy a navazujicich diléich smluv k dozoru
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confidential and protected information and data
shall comprise such information and facts
divulgence whereof may harm either of the
Contractual parties and that one of the
Contractual parties has identified as confidential
to be kept in such condition by the other
counterparty accordingly.

. Any divulgence of confidential information to a
third party shall be subject to prior written consent
from the party affected.

. A breach of duty to keep information confidential
protected shall not be constituted by provision of
such data pursuant to statutory requirements
defined in the relevant iaws, regulation or in terms
of court ruling.

. The Client agrees with publication of the data
stated on the Certificates, which within the
meaning of Article 20, paragraph 2, letter c) of the
Directive 93/42/EEC (MDD} are not considered
confidential, in the database of certificates
embedded in the ITC website.

. Any Contractual party in breach of any of its
obligations or duties specified herein shall be
obliged to indemnify its counterparty accordingly.

povazujl takové informace a skute&nosti, které
nejsou vieobecn& vefejn& znamé a které svym
zvefegjnénim mohou smluvnl strané zplsobit
Skodlivy nasledek a které n&ktera ze smiluvnich
stran jako chran&né oznaéila a jejichZ ochranu
plisludna strana zajistuje.

. Chranéneé informace mohou byt poskytnuty tfetim

stranam jen s pisemnym souhlasem dotéené
strany.

. Porusenim zavazku na poskytnuti chrané&nych

informaci neni, pokud smluvni strané& vyplyne
povinnost na jejich poskytnutl z pfisludného
zakona, pravniho predpisu, anebo
Z pravomocného rozhodnuti soudu.

. Objednatel souhlasi se zvefejnénim Gdaju

uvedenych na certifikatech, které se ve smyslu
élanku 20, odst. 2, pism. ¢) smérnice 83/42/EHS
(MDD) za divérné nepovazuji, v databazi
certifikatt vydanych ITC.

V pfipadé, Zze smiuvnl strana porusi sviij zavazek
nebo povinnost vyplyvajici z tohoto é&lanku
Ramcové smlouvy, zavazuje se od$kodnit
poskozenou smiuvni stranu.

IX. Validity, Duration and Termination of the Contract / Platnost, trvani a ukon&eni smiouvy

. The period for acceptance of proposal for 1.

conclusion of the Framework Contract has been

set to 30 calendar days from the date of delivery

of this Framewoark Contract to the Client.

. The Framework Contract shall enter into force on

the date of signature by both Contractual parties

and shall enter into force on 27 May 2021.

. The Framework Contract shall expire on 26 May

2024 or on the date of validity expiry of all

Certificates referred to in Section |, paragraph 13

of this Framework Contract.

. The Framework Contract may be terminated:

a) by written a written agreement of the
Contractual parties.

b) by avoidance, if it set by the law or if the
Contractual party fundamentally breaches the
Framework Contract or  Surveillance
subcontract. By the fundamental breach it is
understood especially:

i. delay of ITC with delivery according to the
Surveillance subcontract lasting long than
20 days,

ii. if the Client does not pay the invoice issued
on the basis of the Surveillance
subceontract or within a reasonable period
specified by ITC in a written reminder for
payment sent to the Client to the address
specified in this Framework Contract or to
the address specified in the Surveillance
subcontract reminders, which is 15
calendar days from reminder delivery.

Avoidance of the contract shall be in written form

and shall be delivered to the other Contractual

party in compliance with the Framework Contract.

The effects of avoidance shall follow the date of

Lhita pro piijetl navrhu na uzavieni Ramcové
smlouvy je stanovena na 30 kalendainich dni ode
dne dorugeni tohoto navrhu Ramcové smiouvy
Objednateli.

Ramcova smicuva vstupuje v platnost dnem

podpisu ob&éma smluvnimi stranami a v Ucinnost

dnem 27. kvétna 2021.

Plathost Ramcové smlouvy kon&i dnem 26.

kvétna 2024 nebo dnem vyprieni nebo ukonéeni

platnosti vech Cerifikatl uvedenych v &lanku I.,

odst. 13 této Ramcové smlouvy.

Ramcova smlouva mize byt ukonéena:

a) dohodou smluvnich stran, kterda musi mit
pisemnou formu.

b} odstoupenim, stanovi-li tak zakon anebo
porudi-li smluvni strana Ramcovou smiouvu
anebo dflél smlouvu kdozoru podstatnym
zpbsobem. Podstatnym porudenim se rozumi
zejmena:

i. prodleni ITC s dodanim dle dil&l smlouvy k
dozoru trvajici déle jak 30 dnt,

ii. neuhradi-li Objednatel fakturu vystavenou
na zakladé dll¢i smlouvy k dozoru ani
v piimé&fené Ihité stanové ITC v pisemné
upomince k uhradé zaslané Objednateli na
adresu uvedenou v této Ramcové smiouve,
pfipadné na adresu uvedencu v dil&i
smlouvé k dozoru, ktera &l 15
kalendafnich dnl od doru&eni upominky.

Odstoupeni musi mit pisemnou formu a musi byt
fadné doruéeno druhé smluvni stran& v souladu

s Ramcovou  smlouvou. Uginky odstoupeni
nastavaji dnem doruéenl odstoupeni druhé
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delivery to the other Contractual party, i.e. on this smluvni stran&, tzn. timto driem kond&l platnost
day the Framework contracts ends and all Ramcové smiouvy a v8ech diléich smluv k dozoru
Surveillance subconfracts concluded based on it. uzavienych na jejim zakladé.

5. On the day of termination of the Framework 5. Dnem ukongeni Ramcové smiouvy koné&! piatnost
Contract, all Certificates and the Client's viech Certifikatlh a opravn&ni Objednatele

authorization to mark medical devices covered by oznatovat zdravotnické prostfedky pokryté
the Certificates by the number of the notified body Certifikaty d&islem oznameného subjektu ITC
ITC (1023) expire. {1023).

6. The Client undertakes to cease usage these Certificates, attach the Notified Body number (1023) to
medical devices covered by the Certificates on the day of termination of the Framework Contract, and
thus on the day of expiry of the Certificate/Certificates, and undertakes not to market such medical
devices without a valid Certificate in countries where a valid certificate is a condition for placing a medical
device on the market. Should the Client act in breach to any obligation herein, the Client undertakes to
pay ITC / Objednatel se zavazuje dnem ukon&eni Ramcové smlouvy, a tedy dnem ukonéeni platnosti
Certifikatu/Certifikatl pfestat uZivat tyto Certifikaty, pfestat pifipojovat &islo Oznameného subjektu (1023)
na zdravotnické prostiedky pokryté Certifikaty a zavazuje se takovyto zdravotnicky prostfedek bez
platného Certifikatu neuvadét na trh v zemich, kde platny certifikét je podminkou uvedeni zdravotnického
prostiedku na trh. V pfipadé& porugeni kteréhokoli zévazku v tomto odstavci, se Objednatel zavazuje

the contractual penalty equal to the amount of / zaplatit ITC smluvni pokutu ve vy3i: 5.000 | EUR.

In case of any damage incurred by ITC due to Client's failure to comply with such obligation, the latter
shall be liable for full indemnification of the ITC. Settlement of the contractual penalty shall not affect the
right for ITC to claim indemnity. / Pokud na zékladé poruSeni zavazku Objednatele uvedeného v tomto
odstavci vznikne ITC $koda, zavazuje se Objednatel uhradit ITC Skodu v piné vy&i. Zaplacenim smiuvni
pokuty nenf 2adnym zplsobem dotéeno pravo ITC na nahradu §kody.

7. Avoidance of the Contract shall not affect the right 7. Odstoupeni od Smlouvy se nedotyka prava na

to pay the contractual penalty or default interest, if zaplaceni smiuvni pokuty nebo Groku z prodieni,
it has been already reached, right to claim the pokud jiz dospél, prava na nahradu $kody vzniklé
indemnity occurred by the breach of the Contract z porudeni smiuvni povinnosti Smlouvy ani
obligation, nor provision, which shall with regard ujedndni, které méa vzhledem ke své povaze
to its nature undertake the parties also after zavazovat strany | po odstoupeni od Smiouvy,
avoidance of the Confract, especially the duty for zejména zaévazku na ochranu davémych
protection of confidential information and informaci a migenlivosti podle ¢&lanku Vill
confidentiality stipulated in Section VIl of the Ramcové smlouvy, zavazku Objednatele podle
Framework Contract, obligation of the Client odstavce 6 tohoto ¢lanku a ujednani o zplsobu
stipulated in paragraph 6 of this Section and feSenl sporll vznikljch na zakladé Réamcové
provision related to seftlement of disputes smlouvy.

occurred under the Framework Contract.
8. Likewise termination of the Contract by 8. Obdobné ukonéeni Smiouvy dohodou anebo

agreement or by giving notice shall not affect the vypovédi se nedotyka prava na zaplaceni smiluvnl
right to pay the contractual penalty or default pokuty nebo Uroku z prodleni, pokud jiZ dospél,
interest, if it has been aiready reached, right to prava na nahradu $Skody wvznikié z poruseni
claim the indemnity occurred by the breach of the smluvni povinnosti Smlouvy ani ujednani, které
Contract obligation, nor provision, which shall with ma vzhledem ke své povaze zavazovat strany i
regard to its nature undertake the parties also po odstoupeni od Smlouvy, zejména zavazku na
after avoidance of the Contract, especially the ochranu divérnych informaci a miéenlivosti podle
duty for protection of confidential information and &lanku VIl Ramcové smlouvy, Zzévazku
confidentiality stipulated in Section VIl of the Objednatele podle odstavce € tohoto &lanku a
Framework Contract, obligation of the Client ujednani o zplGsobu fefeni sporl vzniklych na

stipulated in paragraph 6 of this Section and zakladé Ramcove smiouvy.
provision related to settlement of disputes
occurred under the Framework Contract.
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X. Common and Final Provisions / Spoleéna a zavérecna ustanoveni

1. The Framework Contract, contractual relation and
all legal relations shall be governed exclusively by
the legal regulations, which are part of system of
law of Czech Republic and shall be interpreted in
compliance with legal regulations of Czech
Republic, no matter the provisions on conflict of
legal regulations. During implementation of the
Framework Contract arrangements shall be
especially used the provisions on inspection
procedures contract stipulated in § 2652 to
§ 2661 of Act No. 89/2012 Coll., the Civil Code,
as subseguently amended.

1.

Ramcova smilouva, smluvni vztah a veskeré
pravni vztahy zni plynouci se wvyhradné fidi
pravnimi predpisy, které jsou sougasti pravniho
Fadu Ceské republiky a vykladaji se v souladu
s pravnimi pfedpisy Ceské republiky. Pri aplikaci
ujednani Ramcové smiouvy a havazujicich diléich
smluv k dozoru se zejména pouZiji ustanoveni o
smlouvé o Kontrolni ginnosti podle § 2652 az
§ 2661 z. &. 89/2012 Sb., ob&anského zakoniku,
ve znénl pozdéjsich pfedpisl.

2. The Client hereby declares that the Framework 2. Objednatel prohladuje, 2¢ Ramcovou smlouvu
Contract is countersigned by the person duly podepisuje osoba opravnéna za néj jednat a
authorised on act on Client's behalf and the data Udaje tykajici se jehc firmy jsou spravné. V
pertaining to Client's company is correct. opatném piipadé& Objednatel odpovida ITC za
Otherwise, the Client shall be held liable for any vzniklou $kodu.
damage incurred by ITC.

3. The Framework Contract may be amended or 3. Ramcovou smlouvu je moZné ménit nebo
completed only by a written agreement of the doplfiovat pouze pisemnou dohodou smiuvnich
Contractual parties in the form of numbered stran ve form& d&islovanych dodatki této
amendments to this Framework Contract, signed Ramcové smilouvy, podepsanych opravnénymi
by authorized representatives of both Contractual zastupci obou smluvnich stran.
parties.

4. The venue for dealing with any dispute arising 4. Smiluvni strany k projednani jakéhckoli sporu
from the Framework Contract or in relevance vyplyvajicchoc  zRamcové  smlouvy nebo
thereto, including any disputes over its existence, souvisejiciho se Ramcovou smlouvou, vietné
validity or termination that the Contractual parties sporu o jeji existenci, platnosti nebo ukonéeni,
have failed to resolve in amicable manner, shall které nebudou smluvni strany schopné vyiesit
be the relevant court of law in Czech Republic. smirng&, sjednavaji mistni a vécnou pfisludnost
The Contractual parties have agreed that the obecného soudu ITC.
venue for dealing with such disputes shall be
established locally and materially competent
general court of ITC.

5. The Framework Contract has been executed in 5. Ramcova smlouva je vyhotovena ve dvou
two authentic copies of equal force, whereas stejnopisech s platnosti origindlu, z nichz jeden
either Contractual party shall receive one stejnopis obdrZl ka2da ze smluvnich stran.
authentic copy.

6. The Contractual parties declare that the 6. Smiuvni strany prohlasuji, Ze Ramcova smlouva
Framework Contract demonstrates their true and je projevem jejich pravé a svobodné vile, Ze nenl
free will, it has not been concluded under any uzavirana v tisni ani za jednostranné
distress or onerous conditions, in witness whereof nevyhodnych podminek a na dikaz toho pfipojuji
they append their signatures hereunder. své podpisy.

7. In case of any ambiguity or discrepancy, the 7. V piipadé nejasnosti nebo viceznadnosti vykiadu
Czech version of Contract shall prevail. je rozhodujicl Seska verze Smilouvy.

In: / V. e In:/V: | Zin patel | 2021-06-16

For Client/ Za Objednatele: For/Za ITC:

WS o INSTITUT PRO TESTOVAMI
s M B ACERTIFIKACL a5
- 76302 ZLIN

Ing. Pavel Vanék, Director of Certification Division

name, sumame, position, signature and stamp of the Client /
jméno, piijmeni, funkce, podpis a razitko Objednatele

name, surname, position, signature and stamp of ITC/
jméno, pfijmeni, funkce, podpis a razitko ITC
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