FO04A 16 GENERAL TERMS & CONDITIONS (GTC) /
VSEOBECNE OBCHODNE PODMIENKY (VOP)

3EC
1 Introductory provisions 1 Uvodné ustanovenia
1.1 The Terms and Conditions (hereinafter "GTC") are | 1.1 Tieto VSeobecné obchodné podmienky (dalej iba

specifically intended for the clients of 3EC International a.s.,
with registered office at: Hraniéna 18, 821 05 Bratislava,
Company ID: 36 789 003, Registered in the Commercial
Register of Bratislava | District Court, Section: Sa, File no.
4159/B (hereinafter "3EC").

1.2 The GTC were published pursuant to the provisions
of section 273 (1) of the Commercial Code (hereinafter
"ObchZ") and form an integral part of any Contract on Quality
Management System Certification of the Importer / Distributor
(hereinafter "contract") concluded between 3EC and the client
as Appendix 1 to the contract.

,VOP") su urcené pre klientov spolo¢nosti 3EC International
a.s., so sidlom: Hraniéna 18, 821 05 Bratislava, ICO: 36 789
003, zapisanej v Obchodnom registri Okresného sudu
Bratislava |, oddiel: Sa, vlozka 4159/B (dalej iba ,3EC").

1.2 Tieto VOP boli vydané v zmysle ustanovenia § 273
ods. 1 Obchodného zakonnika (dalej iba ,ObchZ") a tvoria
neoddelitelnd sucast Zmluvy o certifikacii systému riadenia
kvality dovozcu / distribdtora (dalej iba ,zmluva“), uzavretej
medzi 3EC a jej klientom ako Priloha &. 1 zmluvy.

2 Definition of terms

e« 3EC - 3EC International a.s., notified body no. 2265
(NB2265);

« client — any importer or distributor of medical device
(hereinafter "MD") and/or in vitro diagnostic medical
device (hereinafter "IVD MD") seeking quality
management system certification according to the Art. 16
of the Regulation (EU) 2017/745 of the European
Parliament and of the Council on medical devices as
amended (hereinafter only as "MDR") or Regulation (EU)
2017/746 of the European Parliament and of the Council
on in vitro diagnostic medical devices as amended
(hereinafter only as "IVDR");

« importer — any natural or legal person established within
the Union that places a MD or IVD MD from a third
country on the EU market;

e distributor - any natural or legal person in the supply
chain, other than the manufacturer or the importer, that
makes a MD / IVD MD available on the market, up until
the point of putting into service;

« certification of quality management system - a
systematic, professional and unbiased assessment of
objective facts about quality management system
obtained from the client and procedures implemented by
the client to determine if quality management system
meets the requirements stated in the MDR / IVDR;

¢ audit - systematic, independent and documented
process for obtaining objective evidence and evaluating
it objectively to determine the extent to which the audit
criteria are fulfilled;

« certification audit - first assessment of the Client’s
quality management system;

e surveillance audit - surveillance over quality
management system conducted in the form of regular
annual audits;

e follow-up audit - verification that corrective measures
proposed by the client in response to non-conformity
and/or deficiencies discovered during the certification,
surveillance or extraordinary audit have been
implemented;

« special audit - verification of the quality management
system outside of the audit programme which is
performed when the Client wishes to broaden the
certification scope;

e extraordinary audit - verification outside of the audit
programme which is performed on the basis of third-party
complaint, or when major changes occurred in the client’s
quality management system or as follow up on clients
with suspended certification or as follow up on remote
audit;

2 Definicie pojmov
» 3EC - 3EC International a.s. notifikovana osoba ¢. 2265
(NO2265);
« klient - akykolvek dovozca alebo distributor
zdravotnickej pombcky (dalej iba ,ZP*) a/alebo

diagnostickej zdravotnickej pomocky in vitro (dalej iba
,IVD ZP*) pozadujuci certifik&ciu systému riadenia kvality
podra ¢l. 16 nariadenia Eurépskeho parlamentu a Rady
(EU) 2017/745 o zdravotnickych poméckach v platnom
zneni (dalej len ,MDR") alebo v nariadenia Europskeho
parlamentu a Rady (EU) 2017/746 o diagnostickych
zdravotnickych pomoéckach in vitro v platnom zneni
(dalej len ,IVDR");

» dovozca - je akakolvek fyzicka alebo pravnicka osoba
usadena v Unii, kiora uvedie ZP alebo IVD ZP z tretej
krajiny na trh EU;

« distributor - je akakolvek fyzicka alebo pravnicka osoba
v dodavatelskom retazci, ktora nie je vyrobcom ani
dovozcom a ktora spristupnuje ZP alebo IVD ZP na trhu
az do jej uvedenia do pouzivania;

« certifikacia systému riadenia kvality - systematické,
odborné a nestranné posudenie  objektivnych
skuto€nosti o systéme riadenia kvality ziskanych od
klienta a postupov vykonavanych klientom s cielom urgit,
&i systém riadenia kvality spifia poZiadavky ustanovené

v MDR / IVDR,;
« audit - je systematicky, nezavisly a zdokumentovany
proces ziskavania objektivnych dbkazov aich

objektivneho vyhodnocovania s ciefom uréit rozsah, v
akom sa plnia kritéria auditu;

« certifikacny audit - prvé preverenie systému riadenia
kvality Klienta;

« dozorny audit - dozor nad systémom riadenia kvality
vykonavany formou pravidelnych ro€nych auditov
systému manazérstva;

« nasledny audit — overenie implementacie napravnych
opatreni navrhnutych klientom v odozve na nezhodu
a/alebo nezhody zistené pri certifikacnom, dozornom
alebo mimoriadnom audite;

« Specialny audit - preverenie systému riadenia kvality
mimo program auditov, ktory sa vykonava na ziadost
Klienta rozsirit rozsah certifikacie;

« mimoriadny audit - preverenie mimo program auditov,
ktory sa vykonava na zéklade staznosti tretej osoby,
alebo ak dobjde k podstatnym zmenam v systéme
riadenia kvality Klienta alebo ako nasledné preverenie pri
Klientoch s pozastavenou platnostou certifikatu alebo
u ktorych bol vykonany audit na dialku;
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¢ re-certification audit - assessment of the Client’s quality
management system conducted by 3EC after the 5-year
certification cycle;

e 3EC documents —documents elaborated by 3EC in their
valid form if notified to the client or if are publicly available
on 3EC website;

¢ recertifikaény audit - posldenie systému riadenia
kvality klienta zo strany 3EC po uplynuti 5-roéného
certifikacného cyklu;

e dokumenty 3EC - dokumenty vypracované 3EC v
platnom zneni, ak s nimi bol klient oboznameny alebo su
verejne dostupné na webstranke 3EC;

3 Subject matter of the contract

3.1 The subject matter of a contract is definition of specific
rights and obligations related to the execution of quality
management system certification according to the Art. 16 MDR
/ IVDR and in connection with the execution of surveillance,
follow-up, special, extraordinary and unannounced audits by
3EC involving the client's certified quality management system,
his suppliers and subcontractors and system, for which the
client undertakes to pay 3EC the agreed price.

3.2 3EC undertakes to conduct certification of the client's
quality management system according to the Art. 16 MDR /
IVDR in an objective, professional and unbiased manner and
in compliance with valid reference legal requirements.

3.3 The client undertakes to provide 3EC with all required
cooperation related to the fulfilment of the subject matter of
such contract by 3EC for the duration of the valid term of the
contract. Cooperation includes, but is not limited to, preparation
of the client's documentation, access to the client's premises,
availability of the client's personnel to conduct activities on
behalf of 3EC as well as any other activities required to fulfil
the subject matter of such contract and the GTC by 3EC. If the
client does not provide cooperation requested by 3EC, 3EC
may refuse or refrain from conducting specific activities; such
action is not considered delay in discharging its obligations.
34 The client undertakes to provide 3EC with complete,
true, current and exact information and documents needed to
complete and implement the contract; otherwise 3EC is not
liable for any of the outcome in connection with quality
management system certification according to the Art. 16 MDR
/IVDR.

3.5 Given that an issued certificate is maintainable
pursuant to requisite legal requirements and/or reference
standards and 3EC documents, including all related standards,
provisions and regulations pursuant to which the certificate was
issued, the client undertakes to fulfil the requirements
conditioning the award, issuance and maintenance of the given
certificate for the system for the duration of such certification
and the contract/order. The client is obliged to furnish 3EC with
access to verify fulfilment of these requirements.

3.6 The issuance and award of a certificate does not
relieve the client of its on-going obligation to fulfil the provisions
and rules applicable to certified quality management system of
the Importer / Distributor according to the Art. 16 MDR / IVDR
stipulated in requisite legal regulations and relevant reference
standards. The client shall inform 3EC, immediately and in
writing, at the latest within 3 days, of the date on which any
significant change is proposed for the system or of a change in
the type of MD / IVD MD produced in such system according
to the point 5.14. 3EC shall assess the proposed changes and
verify that the changed quality management system still meets
the requirements for safety and requisite legal regulations and
will then notify the client of its decision in writing.

3.7 A contract and the GTC are binding for 5 years from
the day of issuance of certificate in case of positive outcome of
the quality management system certification of the Importer /
Distributor according to the Art. 16 MDR / IVDR, unless the
contractual parties agree otherwise in the contract.

3 Predmet zmluvy

3.1 Predmetom zmluvy je Uprava niektorych prav
a povinnosti v savislosti s certifikaciou systému riadenia kvality
dovozcu / distributora podla ¢l. 16 MDR / IVDR a v slvislosti s
vykonanim dozornych, naslednych, Specialnych,
mimoriadnych &i neohlasenych auditov zo strany 3EC nad
systémom riadenia kvality klienta, za ¢o sa klient zavéazuje
zaplatit 3EC dohodnuti odmenu.

3.2 3EC sa pritom zavazuje uskutocnit certifikaciou
systému riadenia kvality dovozcu / distribGtora podla ¢l. 16
MDR / IVDR objektivne, odborne a nestranne v sulade
s platnymi referenénymi pravnymi poziadavkami.

3.3 Klient sa zavazuje pocas celej doby platnosti zmluvy
poskytovat 3EC v8etku potrebni sucinnost suvisiacu
s plnenim predmetu zmluvy zo strany 3EC. Uvedené zahffia
najma, avSak nie vyluéne, pripravenost prislusnej
dokumentacie klienta, pristup do priestorov klienta, personalu
klienta na vykon ¢innosti zo strany 3EC, ako aj akékolvek iné
Ukony, ktoré su nevyhnutné pre plnenie predmetu zmluvy
a tychto VOP zo strany 3EC. Ak klient neposkytne sucinnost
vyzadovanu zo strany 3EC, 3EC méze odmietnut, resp.
nevykonat prislusné dkony, priCom sa nedostava do
omeskania so splnenim svojho zavéazku.

3.4 Klient sa zavazuje poskytnat 3EC Uplné, pravdive,
aktualne apresné informacie a dokumenty potrebné pre
vypracovanie a realizaciu zmluvy, inak 3EC nezodpoveda za
Ziadne vystupy poskytnuté v savislosti s certifikaciou systému
riadenia kvality dovozcu / distributora podla ¢l. 16 MDR / IVDR.

3.5 Nakolko vystaveny certifikat je udrziavatelny v sulade
s prisluSnymi pravnymi poziadavkami a/alebo referenénymi
normami a dokumentmi 3EC, klient sa zavézuje plnit pocas
celej doby platnosti svojej certifikacie, ateda pocas doby
platnosti zmluvy poziadavky podmierujice udelenie,
vystavenie a udrzovanie daného certifikatu na systém vratane
vSetkych slvisiacich noriem, ustanoveni a predpisov, podla
ktorych bol certifikat vystaveny. Z tohto dévodu je klient taktiez
povinny umoznit 3EC pristup kpreverovaniu plnenia
uvedenych poziadaviek.

3.6 Vydanie certifikatu a udelena certifikacia nezbavuje
klienta od plnenia ustanoveni a pravidiel, tykajacich sa
certifikovaného systému riadenia kvality dovozcu / distribGtora
podla ¢l. 16 MDR / IVDR, predpisanych prislusnymi pravnymi
poziadavkami a relevantnymi referenénymi normami aj
nadalej. Klient informuje bezodkladne pisomne, najneskér
vSak do 3 dni, 3EC o kazdom navrhu dblezitej zmeny tohto
systému podrla bodu 5.14. 3EC vyhodnoti navrhnuté zmeny a
overi si, Ci takto zmeneny systém riadenia kvality eSte
zodpoveda poziadavkam bezpec€nosti a prislusSnym pravnym
predpisom a pisomne oznami svoje rozhodnutie klientovi.

3.7 Zmluvné obdobie viazanosti zmluvou a tymito VOP je
spravidla 5 rokov odo dna vydania certifikatu v pripade
pozitivneho ukonc&enia certifikacie systému riadenia kvality
dovozcu / distribatora podfa ¢l. 16 MDR / IVDR, pokial sa
zmluvné strany nedohodli v zmluve inak.
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3.8 3EC is not obliged to provide the client with a
certificate if the client does not comply with the obligations
defined by 3EC, the contract, the GTC or applicable legal
regulations.

3.8 3EC nie je povinny vydat klientovi certifikat, pokial
klient nesplni povinnosti stanovené 3EC, zmluvou, tymito VOP
a prislusnymi pravnymi predpismi.

4 Payment conditions

41 Upon signature of the contract on quality
management system certification of the Importer / Distributor
according to the Art. 16 MDR / IVDR, with these GTC as
inseparable part of contract, the client reviewed and approves
of the price quotation completed by 3EC.

4.2 The client undertakes to pay 3EC the agreed
remuneration for rendered services pursuant to the requisite
provisions of the contract and the GTC. 3EC shall define any
additional services requested by the client and not included in
the contract on the basis of its current price list, which the client
undertakes to pay if it accepts these additional services.

4.3 3EC has the right to adjust the price for its services in
connection with the development in prices recorded in the
inflation index determined by the Slovak Republic and
published by the Statistical Office of the Slovak Republic as the
"Summary index of consumer prices", in connection with the
currency exchange rate or in connection with the significant
changes in Clients management system. 3EC shall notify the
client of any such price increases at least 3 months in advance
of the price changes.

44 3EC has claim to reimbursement of travel expenses
and other expenses for the 3EC personnel pursuant to the valid
legal regulations covering travel and other reimbursement if an
agreement is reached on such matters. An agreement to
provide reimbursement is contained in the quote, which is
inseparable part of the contract. Travel expenses include
accommodation in case of delayed or cancelled flight to the
audited client’s facility or his supplier's or sub-contractor’s
facility and back.

4.5 3EC has the right to compensation for follow-up,
special or extraordinary audits calculated on the basis of the
amount of time actually needed to conduct such audits, the
prices defined in the quote, which is inseparable part of the
contract, and requisite travel and accommodation expenses.
Section 4.4 of the GTC does not apply in such case.

4.6 If the client changes or cancels the deadline for
ordered services in a period of less than 14 working days
before their scheduled date, 3EC is not obliged to render such
services in a substitute period requested by the client. If the
Client changes or cancels the date of audit regardless of the
number of days before the scheduled date of the audit, 3EC
has the right to compensation of all expenses and costs
incurred by 3EC in relation thereto.

4.7 The client undertakes not to terminate such contract
for any reason that does not relate to a violation of the contract
or GTC by 3EC within a period of less than 3 months in
advance of the agreed schedule for an audit agreed upon in
writing. If the client violates its obligations pursuant to the
previous sentence, 3EC is authorised to seek payment of a
contractual fine by the client totalling 25% of the total price for
the services contained in the contract whereby 3EC retains the
right to seek compensation for damages.

4.8 3EC shall invoice the client VAT pursuant to valid
legal regulations in addition to the compensation agreed upon
or based on the current list prices.

4.9 3EC invoices are due within 14 days from their
delivery to the client, if it is not agreed otherwise in the contract.
4.10 3EC has claim to interest from delay equal to 0.05%
of the amount due for every day of delay in completion of
payment by the client.

4 Platobné podmienky

41 Podpisom zmluvy o certifikacii systému riadenia
kvality dovozcu / distribatora podfa ¢€l. 16 MDR / IVDR, ktorej
neoddelitelnou suc¢astou su tieto VOP klient sa oboznamil a
suhlasi s cenovou ponukou vypracovanou 3EC.

4.2 Klient sa zavazuje zaplatit 3EC dohodnutli odmenu
za vykonané sluzby v zmysle prislusnych ustanoveni zmluvy
a tychto VOP. Na Ziadost klienta o poskytnutie dalSich sluzieb
nezahrnutych v zmluve, 3EC stanovi na tieto sluzby na zéklade
svojich aktualnych sadzieb cenu, ktoru sa klient, v pripade
akceptéacie, zavazuje zaplatit.

4.3 3EC ma pravo na zmenu cien svojich sluzieb
v nadvéznosti na cenovy vyvoj zaznamenany indexom inflacie
zistenym v Slovenskej republike a publikovanym Statistickym
uradom Slovenskej republiky pod polozkou ,Suhrnny index
spotrebitelskych cien®, zmenou vymenného kurzu meny, alebo
vyznamnych zmien v systéme manazérstva Klienta. Takto
zvySené ceny oznami 3EC pisomne klientovi najneskér 3
mesiace pred zmenou cien.

4.4 V pripade vzajomnej dohody ma 3EC pravo na
ndhradu cestovnych a inych vydavkov pracovnikov 3EC
v zmysle platnych pravnych predpisov upravujicich cestovné
a iné nahrady. Dohoda o nahrade tychto vydavkov je uvedena
v cenovej ponuke, ktora je neoddelitelnou sucastou zmluvy.
Cestovné vydavky zahfhaju aj ubytovanie v pripade
meskajuceho alebo zruseného letu do miesta vykonu auditu
klienta alebo jeho dodavatela alebo subdodavatela a spat.

4.5 3EC ma pravo na odplatu za nasledné, Specialne
alebo mimoriadne audity vypoéitani na zaklade skutoéne;j
spotreby €asu, prepocitanej podla ceny stanovenej v cenove;j
ponuke, ktora je neoddelitelnou sucastou zmluvy, atiez
prislusnych cestovnych a pobytovych nakladov. Bod 4.4 tychto
VOP sa v tomto pripade nepouzije.

4.6 Ak klient zmeni alebo zrusi termin objednanych
sluzieb v lehote kratSej ako 14 pracovnych dni pred terminom
ich vykonania, 3EC nie je povinné poskytnat sluzby
v ndhradnom termine, ktory klient pozaduje. Ak klient zmeni
alebo zrusi termin auditu bez ohladu na pocet dni pred
odsuhlasenym terminom auditu, ma 3EC pravo na nahradu
vSetkych vydavkov a néakladov, ktoré 3EC v tejto suvislosti
vznikna.

4.7 Klient sa zavazuje, ze neukongi platnost tejto zmluvy
z dévodov, ktoré nesuvisia s porusenim zmluvy, resp. VOP zo
strany 3EC, v lehote kratSej ako 3 mesiace pred pisomne
dohodnutym terminom auditu. V pripade, ak klient porusi
povinnost podfla predchadzajucej vety, 3EC je opravnené od
klienta pozadovat zmluvnu pokutu vo vySke 25% z celkovej
ceny sluzieb uvedenej v zmluve, pri€om narok na nahradu
Skody tym nie je dotknuty.

4.8 Popri dohodnutej alebo v zmysle aktualnych sadzieb
stanovej odmene 3EC bude klientovi U¢tovana v zmysle
platnych pravnych predpisov aj DPH.

49 Faktary 3EC su splatné do 14 dni od ich doruc¢enia
klientovi, pokial v zmluve nie je dohodnuté inak.

4.10 V pripade omeskania platieb klienta ma 3EC pravo na
urok z omeSkania vo vySke 0,05% z dlznej sumy za kazdy derf
omeskania.
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4.11 3EC is not obliged to issue any certificate to the client
before the client has completely satisfied all of its liabilities to
3EC.

412 The client is obliged to pay the agreed amount to 3EC
following the completion of any activity related to the audit of
quality management system of the Importer / Distributor
according to the Art. 16 MDR / IVDR according to Section 5 of
the GTC even if the process is terminated in any other way that
does not result in the issuance of a certificate, for instance
failure to comply with relevant requirements in valid legal
regulations.

413 The client shall pay the contractually agreed amount
of any advance payment on the basis of a pro-forma invoice for
100% of such agreed amount unless the contract stipulates
otherwise. Such pro-forma invoice is due within 14 days from
its delivery to the client if it is not agreed otherwise in the
contract. If the client does not pay the pro-forma invoice in full,
3EC is not obliged to provide the agreed services to the client
and is not in delay with fulfilment of its obligations to the client.

4.11 3EC nie je povinné vystavit klientovi certifikat skor,
nez tento uhradi vSetky svoje zavézky voci 3EC.

412 Klient je povinny uhradit dohodnutt ¢iastku 3EC po
vykonani akéhokolvek vykonu auditu systému riadenia kvality
dovozcu / distribdtora podra ¢l. 16 MDR / IVDR podla bodu 5
tychto VOP, ato iv pripade, ze proces bude ukonceny inak
ako vydanim certifikdtu, napr. nedodrzanie relevantnych
poziadaviek platnych pravnych predpisov a pod.

413 Klient zaplati zmluvne dohodnutd sumu vopred, na
zaklade vystavenej zalohovej faktiry na 100% z dohodnute;j
sumy, pokial zmluva nehovori inak. Zalohova faktura je splatna
14 dni od jej doru€enia klientovi pokial v zmluve nie je
dohodnuté inak. Pokial nebude zalohova faktiura zo strany
klienta v plnej vySke uhradend, 3EC nie je povinné poskytovat
dohodnuté sluzby klientovi, a teda nie je v omeSkani s plnenim
svojho zavazku vodi klientovi.

5 Certification process
* Review of the application

5.1 3EC must conduct a review of the client's application
and the client's documentation before completing the actual
certification audit. The reason is to assure 3EC that the client
has provided 3EC with the required information as stipulated in
applicable legal regulations, in particular the MDR and the
IVDR, and that the client has assured and continues to comply
with all applicable legal and other requirements (relevant
standards) based on which certification of the MD / IVD MD is
requested.

5.2 The initial certification audit of a quality management
system shall be conducted in two stages: stage 1 and stage 2.

« Certification audit — Stage 1 audit

5.3 Before performing the Stage 2 audit 3EC must review
appropriate documentation of the Client (and/or to assess the
state of readiness for a Stage 2 audit at the premises of the
Client) to make be sure that Client contained all needed areas
of specification (standard) against which he intends to be
certificated. After review Client will receive a report which
specifies findings of this review. This report shall be sent in
adequate advance before audit in order to perform
arrangements resulting from these findings. Stage 1 must be
repeated, if Stage 2 would be performed later than 3 months
after Stage 1.

e Certification audit

5.4 3EC shall send the audit plan to the client at least 7
days in advance of the audit itself. The audit plan is for
reference purposes and may be changed upon agreement with
the client.

5.5 The 3EC audit team shall meet with the client's
management at the start of the audit in order to discuss the
details of the audit process and to consider any issues related
to the audit itself. The actual execution of the audit by 3EC
cannot have any impact on MD/IVD MD modification.

5.6 Any nonconformity, general comments and negative
findings that appear during the audit shall be identified and
discussed. This may not be the case in the event of
unannounced audits if the lead auditor discovers violations in
an approved quality system or violations with legal regulations.
In such case the lead auditor may decide to suspend or
withdraw a valid certificate on the spot. Such fact shall then be
documented in the audit report and the client will receive notice

5 Certifikacny proces
¢ Preskumanie ziadosti
5.1 3EC musi vykonat pred vykonom samotného

certifikaéného auditu preskimanie prislusnej ziadosti klienta a
dokumentacie klienta. Dévodom je ubezpecenie sa 3EC o tom,
ze klient poskytol 3EC potrebné informéacie vyplyvajuce
z prisluSnych pravnych predpisov, najma z MDR a IVDR, a ze
zabezpedil a dodrziava vSetky oblasti predpisanych pravnych
a inych poziadaviek (relevantnych noriem), na zaklade ktorych
Ziada certifikovanie ZP / IVD ZP.

5.2 Prvotny certifikacny audit systému riadenia kvality
3EC vykona v dvoch etapach: v prvej a v druhej etape.

e Certifikaény audit — Prva etapa auditu

5.3 3EC musi vykonat pred vykonom druhej etapy
certifikacného auditu preskimanie prisluSnej dokumentéacie
Klienta (a/alebo posudenie stavu pripravenosti na druha etapu
priamo v priestoroch klienta). Dévodom je ubezpecenie sa
3EC otom, Ze Klient obsiahol vSetky klucové oblasti
Specifikacie (normy), voci ktorej chce byt certifikovany. Klient
obdrzi od 3EC nasledne spravu, upresiujucu zistenia 3EC
ztohto preskimania. Tuato spravu obdrzi od 3EC
v dostatoénom ¢asovom predstihu pred certifikaénym auditom
na to, aby podnikol vhodné opatrenia vyplyvajice z uvedenych
zisteni. Prva etapa sa zopakuje, ak medzi prvou a druhou
etapou uplynuli viac ako 3 mesiace.

e Certifikacny audit
5.4 3EC odosle klientovi v lehote najneskér 7 dni pred
zacatim auditu plan auditu. Plan auditu je informativneho
charakteru, méze sa menit po vzdjomnej dohode s klientom.

5.5 Auditorsky tim 3EC sa na zaciatku auditu stretne s
manazmentom klienta za G¢elom prediskutovania podrobnosti
auditného procesu, resp. aby zvazili pripadné problémy
tykajuce sa auditu. Vykon auditu zo strany 3EC nemo6ze mat
vplyv na Upravu ZP a IVD ZP.

5.6 Ak sa pocas auditu vyskytnu pripadné nezhody,
vSeobecné pripomienky, &i negativne zistenia, tieto budu
identifikované a vzgjomne prediskutované. Nemusi tomu tak
byt v pripade neohlasenych auditov, ak veduci auditor zisti
zavazné poruSovania schvaleného systému kvality alebo
pravnych predpisov. V takom pripade veduci auditor sa méze
na mieste rozhodnut o pozastaveni & odobrati platného
certifikatu. Uvedené skutoc€nosti budud nasledne
zdokumentované vsprave zauditu a po preskimani
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from 3EC regarding the suspension or withdrawal of such
certificate after a review conducted by the certification board.
5.7 The 3EC audit team shall prepare a report from a
completed audit, which the certification board shall provide to
the client's management electronically (via email) after review.
All identified deficiencies (nonconformities) shall be remedied
by client within an ordinary deadline defined by 3EC in the
Nonconformity Report in order to complete the certification
process. |f the event of serious deficiencies (major
nonconformity) a follow-up audit may be completed on-site at
the client's facility while less serious deficiencies (minor
nonconformity) require that the client furnish the Lead Auditor
with objective evidence regarding their remedy within 30 days
of the execution of the audit. 3EC is authorised to refuse
issuing the requested certificate if this does not occur. During
the follow-up audit the Lead Auditor shall review the efficacy of
the adopted corrective measures and determine if the identified
deficiencies (nonconformities) have been resolved. 3EC is
authorised to refuse issuing the requested certificate if the
serious deficiencies (major nonconformities) occur again
during the follow-up audit.

* Issuing certificates
5.8 3EC is authorised to issue the client a certificate of
the quality management system of the Importer / Distributor
according to the Art. 16 MDR / IVDR pursuant to valid 3EC
notification only if all (deficiencies nonconformities) have been
fully and demonstrably remedied if the demonstrable execution
of corrective measures has been approved between the client
and the 3EC audit team. If this does not occur, 3EC may refuse
to issue such certificate to the client. 3EC may refuse to issue
such certificate if the technical documentation does not fulfil the
requirements of the MDR / IVDR.
5.9 An issued certificate identifies the legal requirements
for which conformity has been achieved in relation to the
client's quality management system, the type of MD / IVD MD,
the date on which the certificate was issued, the client's name
and the address of its production facility, the name of the
notified body and the expiry date of certification.
5.10 The rules for use of the CE marking are specified in
requisite legal regulations, in particular the MDR and the IVDR.
5.11 The Client has no right to use 3EC markings (logos).
3EC has the right to audit the use of 3EC markings (logos)
during all audits conducted for the client in a continuous
manner.

¢ Maintaining certification
5.12 3EC as a notified body verifies functionality and
compliance with requirements of the quality management
system arising from applicable regulations in the form of
surveillance audits of the client or its suppliers or sub-
contractors as agreed upon and planned by the contracting
parties for the duration of the term of the contract. The purpose
of a surveillance audit is to confirm a previously successful
certification audit process that ended with the issuance of a
certificate to the client. The Client is obliged to supply all
relevant information related to the documentation on quality
management system of the Importer / Distributor according to
the Art. 16 MDR / IVDR.
3EC has the right to complete photo documentation and other
forms of evidence during audits regarding the conformity or
non-conformity of the quality management system of the
Importer / Distributor according to the Art. 16 MDR / IVDR.
3EC will assess the client's application for recertification, if
received no later than nine months before the date of expiry of
the current certificate.

certifikacnou radou dostane klient od 3EC oznamenie
0 pozastaveni, ¢i odobrati certifikatu.

5.7 Auditorsky tim 3EC pripravi na zaklade vykonaného
auditu spravu, ktord4 po preskimani certifika¢nou radou
poskytne manazmentu klienta elektronicky (e-mail). Pre
ukoncenie certifikacného procesu musia byt vSetky vytykané
nedostatky (nezhody) odstranené klientom v riadnom termine
uréenom zo strany 3EC v sprave o nezhode. V pripade
zavaznych nedostatkov (velké nezhody) méze byt vykonany
nasledny audit na mieste uklienta a vpripade menej
zavaznych nedostatkov (malé nezhody) musi klient predlozit
vedicemu auditorovi objektivne dbkazy o ich odstraneni
najneskor do 30 dni po vykonani auditu. Ak tak neuskutoéni,
3EC je opravnené neudelit ziadany certifikat. Pocas
nasledného auditu overi veduci auditor efektivnost prijatych
napravnych opatreni a skuto¢nost, €i boli vytykané nedostatky
(nezhody) odstranené. V pripade, ze sa zavazné nedostatky
(velké nezhody) po€as nasledného auditu zopakuju, 3EC je
opravnené neudelit ziadany certifikat.

e Vydavanie certifikatov
5.8 3EC je opravnené udelit’ klientovi certifikat systému
riadenia kvality dovozcu / distribdtora podla ¢l. 16 MDR / IVDR
v zmysle platného rozsahu notifikacie, len v pripade, ak su
vSetky nedostatky (nezhody) riadne a preukazatelne
odstranené, pripadne ak su preukazatelne vykonané napravné
opatrenia odsuhlasené medzi klientom a auditorskym timom
3EC. Vopacnom pripade je 3EC opravnené odmietnut
udelenie certifikacie klientovi. 3EC je opravnené odmietnut
udelenie certifikacie aj v pripade, Ze technicka dokumentacia
nespina poziadavky MDR / IVDR.
5.9 Udeleny certifikdt obsahuje najm& pravne
poziadavky, s ktorymi bola dosiahnutd zhoda vo vztahu
k systému riadenia kvality klienta, typ ZP/IVD ZP, datum
udelenia certifikacie, meno klienta a sidlo prevadzky, nazov
notifikovanej osoby a termin ukoncenia platnosti certifikacie.

5.10 Pravidla pouzivania oznacenia CE su Specifikované
prislusnymi pravnymi predpismi, najmd MDR a IVDR.

5.11 Klient nema pravo pouzivat znacky (loga) 3EC. 3EC
ma pravo priebezne kontrolovat pouzivanie znacky (loga) 3EC
pocas vSetkych auditov u klienta.

* Udrziavanie certifikacie
5.12 3EC ako notifikovana osoba preveruje funkénost
a dodrzovanie poziadaviek na systém riadenia kvality
vyplyvajacich z prisluSnych predpisov formou dozornych
auditov  uklienta alebo ujeho dodavatelov alebo
subdodavatelov, ktoré si zmluvné strany dohodli a naplanovali
na celé zmluvné obdobie. U&elom dozornych auditov je
potvrdit ~ opravnenost  predchadzajuceho  UspeSného
certifikaéného procesu ukonéeného udelenim certifikatu
klientovi.
Klient je povinny poskytnat vSetky prislusné informacie
tykajuce sa dokumentacie systému riadenia kvality dovozcu /
distribatora podfa ¢l. 16 MDR / IVDR.
3EC ma pravo pocas auditov robit fotodokumentaciu a iné
evidenéné Ukony o zhode ¢&i nezhode systému riadenia kvality
dovozcu / distributora podla ¢l. 16 MDR / IVDR.
3EC posudi ziadost klienta o recertifikaciu, pokial je doru¢ena
najneskér 9 mesiacov pre datumom vyprSania platnosti
aktualneho certifikatu.
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5.13 If any deficiencies on the client's side are identified
during the audit by 3EC then the procedure defined in Section
5.6 of the GTC shall apply accordingly.

5.14 The client is obliged to immediately inform 3EC of

- any planned significant changes to the implemented and
approved quality management system of the Importer /
Distributor according to the Art. 16 MDR / IVDR,

- of any changes that have or could have an impact on the
client's ability to comply with requirements of approved
quality management system of the Importer / Distributor
according to the Art. 16 MDR / IVDR, in particular:

« changes of a legal, commercial or organisational nature
and changes in the ownership structure of the client,

« changes to the organisation and management of the
client (e.g. key management decisions or technical
personnel),

¢ changes to contact addresses or Importer / Distributor
facilities,

« changes of a significant nature in the quality
management system of the Importer / Distributor
according to the Art. 16 MDR / IVDR, etc.

A significant change according to this provision includes
anything that may be grounds for conducting an extraordinary
and/or follow-up audit or that involves modification, suspension
or withdrawal of an issued certificate. The client's obligation
pursuant to this section applies also to any planned significant
and relevant changes within suppliers or sub-contractors of the
client. If client does not inform 3EC about changes mentioned
in this point and 3EC is informed about these changes from
third parties, 3EC has the right to suspend validity of issued
certificate or immediately withdraw issued certificate.

5.15 By signing the contract, the client takes note of and

agrees that the Impartiality Committee Members are

authorised to inspect the client documentation provided to 3EC
for quality management system certification of the Importer /

Distributor according to the Art. 16 MDR / IVDR.

e Suspension, withdrawal of certification
restriction of scope of certification

5.16 By official letter in printed or electronic form, 3EC has

the right at any time to suspend an issued certificate when:

- the client's certified quality management system has
persistently or seriously failed to meet certification
requirements, including requirements for the effectiveness
of the management system (on the basis of audit findings
or justified complaints, notifications from third parties),

- the certified client does not allow surveillance,
recertification or special audits to be conducted at the
required frequencies including audits of client’s suppliers or
subcontractors,

- the certified client has voluntarily requested a suspension,

- the certified client based on the results of audit
demonstrably did not eliminate nonconformities within a
given period,

- the certified client deliberately conceals a complaint on his
quality management system,

- the certified client did not inform 3EC about concrete and
forthcoming changes in organisation, which are significant
for certification.

By official letter in printed or electronic form, 3EC is authorised

to reduce scope of certification and exclude parts, that do not

meet requirements, when the client persistently or seriously
fails to meet certification requirements.

By official letter in printed or electronic form, 3EC is authorised

to withdraw an issued certificate when:

or

5.13 V pripade, ak budu zo strany 3EC poc¢as dozorného
auditu identifikované akékolvek nedostatky na strane klienta,
postup uvedeny v bode 5.6 tychto VOP sa uplatni primerane.
5.14 Klient je povinny bezodkladne informovat 3EC o

- akychkolvek  planovanych podstatnych zmenach
implementovaného a schvaleného systému riadenia kvality
dovozcu / distributora podla ¢l. 16 MDR / IVDR,

- alebo o akychkolvek zmenach, ktoré maju alebo mézu mat
vplyv na schopnost klienta dodrziavat poziadavky
schvaleného systému riadenia kvality dovozcu / distribdtora
podfa ¢l. 16 MDR / IVDR, a to najma:

e zmeny pravne, obchodné, organizatné alebo zmeny
majetkovej Struktary klienta,

e zmeny organizdcie amanazmentu klienta (napr.
kfa€ové manazérske rozhodovanie alebo technicky
personal),

e zmeny kontaktnej adresy alebo priestorov dovozcu /
distribltora,

e zmeny vyznamného charakteru v systéme manazérstva
kvality dovozcu / distribdtora podla ¢l. 16 MDR / IVDR
a pod.

Za vyznamnu zmenu podla tohto ustanovenia sa povazuje
taktiez vSetko, €o mdze byt dévodom na vykon mimoriadneho
a/alebo néasledného auditu, pripadne na zmenu, pozastavenie
alebo odobratie vystaveného certifikatu. Povinnost klienta
podlia tohto bodu sa vztahuje aj na planované vyznamné a
relevantné zmeny v ramci jeho dodavatelov alebo
subdodavatelov. Ak klient neinformuje 3EC o zmené&ch
uvedenych v tomto bode, 3EC si vyhradzuje pravo pozastavit
platnost vydaného certifikatu alebo bezodkladne zrusit vydany
certifikat, ak 3EC tuto informéciu ziska od tretich stran.

5.15 Klient podpisom Zmluvy berie na vedomie a suhlasi

s tym, Ze ¢lenovia Komisie na ochranu nestrannosti 3EC su

kedykolvek opravneni nahliadnut do dokumentacie klienta,

ktord bola poskytnuta 3EC za Ucelom certifikdcie systému

riadenia kvality dovozcu / distributora podla ¢l. 16 MDR / IVDR.

» Pozastavenie, odnatie certifikacie alebo
obmedzenie rozsahu certifikacie

5.16 3EC ma pravo oficidlnym listom v tlacenej alebo

elekironickej podobe kedykolvek pozastavit vystaveny

certifikat, ak:

— certifikovany systém riadenia kvality klienta trvalo alebo
vaznym spOsobom zlyhdva pri plneni poziadavky
certifikacie vratane poziadaviek na efektivnost systému
manazérstva (na zaklade zisteni z auditu alebo
opodstatnenych staznosti, podnetov tretich stran),

- certifikovany klient neumoznil, aby sa v pozadovanych
intervaloch uskutoc€nili dozorné audity, re-certifikacné audity
alebo mimoriadne audity a to vratane auditov u dodavatelov
a subdodavatelov klienta,

- certifikovany klient sam poziada o pozastavenie certifikacie,
— certifikovany klient na zaklade vysledkov auditu
preukazatelne neodstranil nezhody v stanovenej lehote,

— certifikovany klient umyselne zami¢al staznost na svoj
systém riadenia kvality,

— certifikovany klient pri konkrétnych alebo avizovanych
zmenach v spolo¢nosti, ktoré st vyznamné pre certifikaciu,
neupovedomil 3EC.

3EC je opravnené oficialnym listom v tlacenej alebo

elektronickej podobe zUzit rozsah certifikacie a vylicit ¢asti,

ktoré nesplfiaju poziadavky, ak klient trvalo alebo vazne
zlyhava pri plneni poziadaviek certifikacie v tychto €astiach
rozsahu certifikacie.
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- certified quality management system of the Importer /
Distributor according to the Art. 16 MDR / IVDR is not in line
with legislation requirements,

- quality management system certificate of the Importer /
Distributor according to the Art. 16 MDR / IVDR is misused,

- the client goes into liquidation or court issues resolution on
bankrupting,

- certification or certification maintenance is prohibited by law
or court decision,

- itis agreed by both parties,

- if the reasons for suspension of the certificate were not
eliminated in given timeframe.

5.17 3EC is authorised to terminate a previously-issued
certification upon client request. The issued certificate is invalid
on the date of its termination contained in the written notice
from 3EC while 3EC retains all rights to compensation for all
previously rendered activities and services.

5.18 In case of suspension of certification 3EC shall
provide the client with a 6-month period to conduct corrective
measures of a discovered situation and the discovery of
deficiencies as defined in Section 5.16 of the GTC. The
previous sentence does not apply in the case if serious
deficiencies are identified. 3EC is authorised to withdraw
certification if this 6-month period lapses fruitlessly.

5.19 3EC must publish the fact that certification has been
terminated, suspended, restricted or withdrawn for the specific
client if so required by an applicable legal regulation in the
scope required by such regulation.

¢ Complaints and appeals

5.20 The client can file an appeal if it does not agree with
the final decision issued by 3EC to suspend, withdraw or
restrict the scope of a certificate; such appeal must be
completed in paper form and must be delivered to 3EC within
15 days from the delivery of a final decision to the client to
suspend, withdraw or restrict the scope of a certificate. The
Client may complain against practices and activities of 3EC.
Same right has third party in case of complaint against Clients
certified management system. Complaint shall be submitted in
written form by registered post or courier service.

5.21 3EC will inform the Client or third party about result of
appeal or complaint resolving in printed or electronic form at
latest 30 days from its receive (in justified cases, for complaint
resolving 3EC can extend the period to 60 days).

5.22 Further information about complaints and appeals is
stated in POLO3A NR Policy of Complaints Resolving and
POL04A NR Policy of Appeal Resolving, which are published
at 3EC website.

* Client obligations
5.23 The client is obliged to fulfil the following requirements
in particular:
a) the client is obliged to fulfil the requirements for certification
for the entire duration of the contracted period, including
executing all changes as requested by 3EC,
b) the client is obliged to conduct all necessary measures to
facilitate:
— smooth and trouble-free progress on the certified quality
management system of the Importer / Distributor according
to the Art. 16 MDR / IVDR and related activities,

3EC je opravnené oficidlnym listom vtlacenej alebo

elektronickej podobe zrusit vystaveny certifikat, ak:

— certifikovany systém riadenia kvality dovozcu / distribitora
podla ¢l. 16 MDR / IVDR prestal byt vsulade
s legislativnymi poziadavkami,

— sa zneuzZije certifikat systému riadenia kvality dovozcu /
distribltora podfa ¢l. 16 MDR / IVDR,

— klient vstipi do likvidacie alebo sud uznesenim vyhlasi
konkurz na majetok klienta,

— podla pravneho poriadku alebo rozhodnutim sudu je
certifikacia alebo udrzanie certifikatu zakazané,

— ak sa tak dohodnu zmluvné strany,

— akneboli odstranené dévody pozastavenia certifikatu v ¢ase
uréenom 3EC.

5.17 3EC je opravnené ukoncit udelenu certifikaciu na
ziadost' klienta. V takom pripade straca vydany certifikat
platnost diiom ukoncéenia uvedenom v pisomnom oznameni
zo strany 3EC, pricom narok na odmenu za dovtedy vykonané
Ukony a sluzby zo strany 3EC nie je dotknuty.

5.18 V pripade pozastavenia certifikacie 3EC poskytne
klientovi 6 mesacnu lehotu na zjednanie napravy na vzniknuta
situaciu a zistené nedostatky podla bodu 5.16 tychto VOP.
Predchadzajuca veta neplati v pripadoch zistenia zavaznych
nedostatkov. V pripade marneho uplynutia uvedenej 6
mesacnej lehoty je 3EC opravnena odobrat certifikat.

5.19 3EC musi zverejnit skuto¢nost
o ukonéeni, pozastaveni, zUzeni rozsahu alebo odobrati
certifikatu tykajuceho sa dotknutého klienta, pokial mu taku
povinnost stanovuje pravny predpis, ato len vrozsahu
stanovenom takymto predpisom.

* Staznosti a odvolania
5.20 Ak klient nesuhlasi s kone¢nym rozhodnutim 3EC
0 pozastaveni, odobrati alebo ziZeni rozsahu certifikatu, méze
voCi nemu podat odvolanie, ktoré musi byt v listinnej podobe
amusi byt doru¢ené 3EC vlehote 15 dni od dorucenia
kone¢ného rozhodnutia klientovi o pozastaveni, odobrati alebo
zuzeni rozsahu certifikatu. Klient m6ze proti postupom alebo
¢innostiam 3EC vzniest staznost. Rovnaké pravo ma tretia
strana v pripade staznosti na certifikovany systém
manazérstva Klienta. Staznost musi byt podana pisomne
formou doporucenej posty alebo kuriérskou sluzbou.
5.21 O vysledku odvolacieho konania alebo vysledku
vybavovania staznosti 3EC informuje Klienta alebo tretiu
stranu v tlaGenej alebo elektronickej podobe v lehote 30 dni (v
pripade staznosti m6ze 3EC v opodstatnenych pripadoch
predizit lehotu na 60 dni) od ich dorugenia.
5.22 Podrobnosti ohladom odvolani a staznosti su
uvedené v POLO3A NR Politika vybavovania staznosti a
POL04A NR Politika vybavovania odvolania, ktoré su
zverejnené na webovom sidle 3EC.

¢ Povinnosti klienta
5.23 Klient je povinny plnit najma nasledovné poziadavky:
a) klient je povinny pogas celého zmluvného obdobia spifiat
poziadavky na certifikaciu, vratane vykonavania prislusnych
zmien, ak su pozadované zo strany 3EC,
b) klient je povinny vykonavat vSetky potrebné opatrenia pre
umoznenie:
- vykonavania bezproblémovej certifikcie systému riadenia
kvality dovozcu / distribatora podra ¢l. 16 MDR / IVDR
a sUvisiacich ukonov,
- vykonavania dozoru, vratane vytvorenia podmienok pre
preStudovanie dokumentédcie a zaznamov a pre pristup
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— conducting surveillance (if needed) and unannounced
audits, including creating the conditions for reviewing
documentation and records and facilitating access to
specific installations, sites, areas/zones, client personnel
and the client's suppliers and subcontractors,

- reviewing complaints,
c) the client is obliged to make all references to certification in
compliance with the scope and subject of such certification,
d) the client shall not use certification of quality management
system of the Importer / Distributor according to the Art. 16
MDR / IVDR in any way that harms the reputation of 3EC, in
particular that would threaten or damage its reputation, and will
refrain from making any declarations that 3EC could consider
misleading or unjustified,
e) the client shall immediately stop using all materials
containing any reference to certification after the suspension,
withdrawal or termination of a certificate and adopt measures
according the request of the 3EC (including the return of
certification documents) and adopt all additional measures as
required. The requisite portions of the previous sentence apply
to the portion of the certification eliminated when the scope of
certification is restricted,

f) if the client provides copies of certification documents to third

parties, the documents must be copied completely and in full,

g) the client is obliged to make any citation or reference to a

certified quality management system of the Importer /

Distributor according to the Art. 16 MDR / IVDR based on 3EC

requirements or based on the relevant legal requirements,

h) the client is obliged to fulfil all requirements stipulated in the

MDR / IVDR,

i) the client is obliged to maintain records of all complaints filed

with it regarding the fulfilment of requirements stated in the

MDR / IVDR and to provide such records to 3EC as requested;

additionally, the client shall:

- adopt suitable measures with respect to filed complaints
and any discovered deficiencies in quality management
system that influence compliance with requirements for
certification,

- document all activities in connection with the contents of

k predmetnému zariadeniu, lokalite, ploche/z6ne, personéalu
klienta a k subdodavatelom resp. dodavatelom klienta,

— preskimania staznosti,,

c) klient je povinny odvolavat sa na certifikaciu len v sulade

s predmetom a rozsahom certifikacie,

d) klient nepouzije svoju certifikaciu systému riadenia kvality

dovozcu / distribatora podla ¢l. 16 MDR / IVDR spbésobom

narusujucim povest 3EC, najma tak, aby ohrozil alebo poskodil

dobré meno 3EC a neurobil Ziadne vyhlasenia, ktoré by 3EC

mohol povazovat za zavadzajuce alebo neopravnené,

e) po pozastaveni, odobrati alebo ukonceni certifikacie klient

bezodkladne prestane pouzivat vSetky materialy, ktoré

obsahuju akukolvek zmienku o certifik&cii a prijme opatrenia

podla poziadaviek 3EC (napr. vratenie certifikaénych

dokumentov) a prijme kazdé dalSie pozadované opatrenie.

V pripade zUzenia rozsahu certifikacie sa aplikuju ustanovenia

predchadzajicej vety na prislusnu ¢ast certifikacie, ktora bola

zuzenim vyli¢ena z rozsahu certifikacie,

f) ak klient poskytuje kopie certifikaénych dokumentov tretim

osobam, dokumenty sa musia kopirovat v plnom rozsahu a

celistvosti,

g) pri akomkolvek citovani alebo odvolavani sa na

certifikovany systém riadenia kvality dovozcu / distribGtora

podla ¢l. 16 MDR / IVDR, napr. v dokumentacii, v brozure

alebo reklamach, klient je povinny konat podla poziadaviek

3EC alebo podra prislusnych legislativnych poziadaviek,

h) klient je povinny spifiat vSetky poziadavky, ktoré sl

ustanovené v MDR / IVDR,

i) klient je povinny uchovavat zaznamy o vSetkych jemu

predlozenych staznostiach, ktoré sa tykaji splnenia

poziadaviek MDR / IVDR, atieto zaznamy na poziadanie

poskytne 3EC a

— prijme primerané opatrenia vzhladom na predlozené
staznosti a na akékolvek zistené nedostatky na systéme
riadenia kvality, ktoré ovplyviuju dodrziavanie poziadaviek
na certifikaciu,

— zdokumentuje vykonané c¢innosti v nadvaznosti na tento
bod.

this section.
6 Termination of contract during a contractual | 6 Skoncenie platnosti zmluvy pocas zmluvného
period obdobia
6.1 The contracting parties may terminate a valid contract | 6.1 Platnost zmluvy mézu zmluvné strany ukongit okrem
for the reasons contained in the contract or on the basis of a | pravidiel uvedenych vzmluve aj vzajomnou pisomnou

written agreement at any time; 3EC's claim to compensation
for completed or rendered services or activities is not affected
in any manner by such termination.

6.2 Either of the contracting parties is also authorised to
give notice of termination of the contract with a 3-month notice
period without providing any reason; the notice period
commences on the first day of the month following the receipt
of such notice by the other contracting party.

6.3 Either of the contracting parties can withdraw from a
contract immediately in the following cases:

e aviolation of the obligations contained in the contract or
GTC if such violation was not remedied within 5 days
from the delivery of written notice of the violation to the
other contracting party,

« if either of the contracting parties is wound up, is the
subject of a petition to declare bankruptcy, is declared
bankrupt or is permitted to enter into restructuring,

e if either of the contracting parties loses its business
licensing (either in part or in full) related to the subject
matter of such contract and the GTC,

* _invoice is not paid even after 30 days after due date,

dohodou kedykolvek, narok 3EC na odmenu za vykonané
alebo poskytnuté sluzby alebo Ukony tym nie je dotknuty.

6.2 Ktorédkolvek zmluvnd strana je dalej opravnena
vypovedat' tdto zmluvu v 3 mesacnej vypovednej lehote bez
udania dévodu s tym, ze vypovednd lehota zacne plynut prvy
defl mesiaca nasledujiceho po doruceni vypovede druhej
zmluvnej strane.

6.3 Ktorakolvek zmluvna strana m6ze odstupit od zmluvy
okamzite v pripade:

e poruSenia povinnosti vyplyvajucich zo zmluvy, VOP, ak
nebolo toto porusenie odstranené ani v priebehu lehoty 5
dni od doruCenia pisomného oznamenia o tomto
poruseni druhej zmluvnej strane,

¢ ak jedna zo zmluvnych stran bude zruSend, bude na jej
majetok podany navrh na vyhlasenie konkurzu, bude
vyhlaseny konkurz, alebo povolena restrukturalizacia,

e ak jedna zo zmluvnych stran strati podnikatel'ské
opravnenie (v Uplnom alebo ciastoénom rozsahu)
suvisiace s predmetom zmluvy a tychto VOP,

*  nezaplatenia faktury ani do 30 dni po dni splatnosti,
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e a violation of the client's obligations pursuant to Article
3.3,3.4,3.6,5.14,5.15 and 7 of the GTC,

e civil war, war, terrorist attack, invasion, revolt, civil unrest
of the size of uprising, rebellion, revolution, martial law or
siege or natural disaster (fire, explosion, flooding,
landslide, earthquake, volcano eruption) in a country,
where contractual party or her supplier or sub-contractor
is seated.

6.4 Withdrawal of certificates for any reason means
termination of contract the day when validity of these
certificates terminates.

6.5 If a valid contract is terminated for any reason
contained in the contract or the GTC, any certificate issued by
3EC in relation to the client is rendered invalid on the date of
the contract's termination and the client is obliged to return
such certificates to 3EC immediately. Section 5.23 (e) of the
GTC applies appropriately.

6.6 Termination of a contract has no impact on 3EC's
claim to an appropriate portion of the compensation according
to the quote and reimbursement of costs for services and
activities conducted up until the termination of the contract;
likewise, it has no impact on any of 3EC's outstanding claims
against the client and the obligation of the contracting parties

to maintain confidentiality regarding any confidential
information.
6.7 If the contract is terminated upon notice from the

client, agreement, withdrawal by 3EC for reasons attributed to
the client or quality management system certification of the
Importer / Distributor according to the Art. 16 MDR / IVDR is
terminated upon client request pursuant to Section 5.18 of the
GTC and the client concludes an identical or similar contract
for the quality management system certification of the Importer
/ Distributor according to the Art. 16 MDR / IVDR or related
activities with another certification organisation or notified body
within a period of 1 year from the termination of the contract or
certificate, 3EC has the right to bill the client for lost profits
comprised of the price of the agreed services and activities that
3EC was unable to complete as a result of the given
termination of the contract or termination of certification.

e poruSenia povinnosti klienta v zmysle ¢&l. 3.3, 3.4, 3.6,
5.14,5.15 a 7 tychto VOP,

e obdcianskej vojny, vojny, teroristického Utoku, invazie,
vzbury, ob¢ianskych nepokojov nadobudajicich rozmery
fudového povstania, rebélie, revolucie, stanného prava
alebo stavu obliehania alebo zivelnej pohromy (poziar,
vybuch, povoden, zosuv pddy, zemetrasenie, vybuch
sopky) v krajine, v ktorej je usadena zmluvna strana
alebo jej dodavatel alebo subdodavatel.

6.4 ZruSenie certifikatov z akéhokolvek dévodu znamend
odstupenie od zmluvy ku driu skonéenia platnosti tychto
certifikatov.

6.5 V pripade, ak sa platnost zmluvy ukonci
z akéhokolvek dévodu uvedeného v zmluve alebo tychto VOP,
vystavené certifikaty zo strany 3EC vo vztahu ku klientovi sa
stavaju driom zaniku zmluvy neplatnymi a klient je povinny ich
3EC bezodkladne vratit. Bod 5.23 pism. e) tychto VOP plati
primerane.

6.6 Ukon&enie zmluvy nemé vplyv na narok 3EC na
prislusni  ¢ast odmeny podla cenovej ponuky a
ndhradu nakladov za Ukony a sluzby vykonané do ukon&enia
zmluvy, ako aj nema vplyv na akékolvek neuspokojené naroky
3EC zo strany klienta a zachovavat povinnost mi¢anlivosti
zmluvnych stran o dévernych informaciach.

6.7 Ak bude zmluva ukonéena vypovedou klienta,
dohodou, odstipenim od zmluvy zo strany 3EC z dévodov na
strane klienta alebo bude ukonéena certifikacia systému
riadenia kvality dovozcu / distribatora podla ¢l. 16 MDR / IVDR
na ziadost klienta podia bodu 5.18 tychto VOP a klient uzavrie
rovnaku, alebo obdobnlu zmluvu, ktorej predmetom je
certifikacia systému riadenia kvality dovozcu / distribatora
podla ¢l. 16 MDR / IVDR alebo suvisiace ukony, sinou
notifikovanou osobou v lehote 1 roka po uvedenom ukonc&eni
zmluvy alebo certifikdcie, 3EC ma narok na douctovanie
uslého zisku klientovi, ktory pozostava z ceny dohodnutych
vykonov a sluzieb, ktoré v désledku daného ukonéenia zmluvy
alebo ukoncenia certifikacie 3EC nemohlo vykonat.

7 Notification

71 The contracting parties are obliged to immediately

notify the other party of any changes to their details registered

in the commercial register or data recorded in the contract,
including:

— if it is bankrupt, or is the subject of a petition to declare
bankruptcy, is declared bankrupt, is permitted to enter into
restructuring or if a third party has taken steps to execute a
court order through execution or legal action to implement
a court order,

- the company is wound up and enters into liquidation or if
the company was cancelled without liquidation, if business
licenses or other business permits related to the subject
matter of such contract and the GTC are cancelled or if the
client's ability as a natural person has been removed or
restricted in any lawful manner

— if it has halted its business activities or no longer executes
business activities and such fact may result in the
cancellation of licenses for business activities pursuant to
applicable and valid legal regulations or there are other
facts that could result in the cancellation of the client's
ability to conduct or do business.

7.2 If any new or revised legal requirements with an

impact on the client are issued, 3EC shall verify the

implementation of such changes by the client, which is
responsible for adopting these measures. A contractual

7 Oznamovanie

71 Obidve zmluvné strany sU povinné bezodkladne

oznamit' druhej strane vSetky zmeny Udajov zapisovanych do

obchodného registra, zmeny Gdajov uvedenych v zmluve, ako
aj, ze:

- su v upadku, alebo bol na ich majetok podany navrh na
vyhlasenie konkurzu alebo bol na ich majetok vyhlaseny
konkurz, alebo povolena restrukturalizacia alebo tretia
osoba urobila kroky k vykonu rozhodnutia exekuciou alebo
sudnym vykonom rozhodnutia,

— zrusSili spolo¢nost a vstupili do likvidacie, alebo zrusili
spolo¢nost bez likvidacie, zaniklo zivnostenské opravnenie
resp. iné opravnenie na podnikanie suvisiace s predmetom
zmluvy atychto VOP, pozbavenie alebo obmedzenie
spOsobilosti na pravne Ukony klienta fyzickej osoby

— zastavili svoje obchodné aktivity, alebo nevykonavaju
podnikatelskd cCinnost, atato skutonost méze mat za
nasledok zru$enie opravnenia na podnikatelsku cinnost
v zmysle prislusnych platnych pravnych predpisov, resp. su
tu iné skutocnosti, ktoré mo6zu mat za néasledok zruSenie
opravnenia na podnikatel'sku €innost klienta.

7.2 Ak sa zmenou legislativy zavadzaju nové alebo
revidované poziadavky, ktoré maju vplyv na klienta, 3EC overi
implementaciu zmien u klienta, ktory je zodpovedny za prijatie
pozadovanych opatreni. Na zabezpeenie implementovania
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agreement with the client may be required in order to assure
the implementation of these requirements. 3EC shall consider
any other changes that have an impact of certification,
including changes initiated by the client and decide on the
appropriateness of activities in relation to the client. Changes
with an impact on certification may include new information
related to the fulfilment of certification requirements after
certification has been granted.

7.3 Any correspondence related to the contract will be
delivered to the Client to address which was announced to the
3EC as correspondence address, otherwise to address of the
Client stipulated in the contract

tychto poziadaviek méze byt nevyhnutné zmluvné dojednanie
s klientom. 3EC zvazi aj iné zmeny, ktoré ovplyviuju
certifikaciu, vradtane zmien iniciovanych klientom a rozhodne o
vhodnej ¢innosti vo vztahu ku klientovi. Zmeny ovplyvriujice
certifikaciu mézu pozadovat nové informacie tykajlice sa
plnenia certifikacnych poziadaviek po tom, ako bola certifikacia
udelena.

7.3 VSetka koreSpondencia tykajuca sa zmluvy sa bude
dorucovat’ Klientovi na adresu, ktori ako poslednu nahlasil
Klient 3EC ako svoju koreSpondenénu adresu, inak na adresu
Klienta uvedenud v zmluve.

8 Collecting outstanding payments and other
claims
8.1 Any contractual fine agreed upon by the contracting

parties is due within 14 days from receipt of notice from 3EC
seeking payment of such contractual fine by the client. An
invoice from 3EC shall be attached to such notice. A
contractual fine has no impact on 3EC's right to seek
compensation for damages pursuant to Section 373 et seq. of
the Commercial Code.

8.2 If the client is in delay with payment of any
outstanding amounts or other type of payment to 3EC, 3EC has
the right to interest from delay, a contractual fine, other incurred
damages as well as reimbursement for actually incurred costs
related to every reminder delivered to the client for the
purposes of correcting the given situation.

8 Vymahanie nedoplatkov a inych narokov

8.1 Akékolvek stranami dohodnuta zmluvna pokuta je
splatnd do 14 dni od dorucenia ozndmenia 3EC o uplatneni
zmluvnej pokuty vocéi klientovi. Prilohou oznamenia bude
prislusna faktdra 3EC. Zmluvna pokuta pritom nema vplyv na
pravo 3EC na nahradu vzniknutej Skody podla § 373 a nasl.
Obchodného zakonnika.

8.2 V pripade, ze je klient v omeskani so zaplatenim
akejkolvek penaznej pohladavky alebo iného druhu plnenia
spolo¢nosti 3EC, vznikd 3EC pravo okrem Uroku z omeskania,
zmluvnej pokuty, €i inej vzniknutej Skody, aj na nahradu
skutoéne vynalozenych nakladov, ktoré vznikli v slvislosti
s kazdou upomienkou dorucenou klientovi za U¢elom napravy
daného stavu.

9 Confidentiality

9.1 The contracting parties undertake to secrecy

obligations and ensure the protection of personal data

according to the Regulation (EU) 2016/679 of the European

Parliament and of the Council on the protection of natural

persons with regard to the processing of personal data and on

the free movement of such data, and repealing Directive
95/46/EC (General Data Protection Regulation) and Act No.

18/2018 Coll. on the protection of personal data and on the

amendment of certain other Acts, which they were familiarised

with during fulfilment of the subject matter of this contract and
undertake to these obligations also after termination of this
contract.

Secrecy obligations and ensuring the protection of personal

data means such processing of personal data to avoid

unauthorised use, dissemination, reproduction, making public,
available to third party or other leak or misuse that would
infringe the purposes of the processing.

9.2 The contracting parties consider confidential

information to be any information implicitly or potentially

considered a trade secret as well as information not publicly
accessible and any information that the parties are instructed
to treat as confidential, given the circumstances known to the
contracting parties when providing information. Confidential
information primarily but not exclusively involves technical,
business, legal, operational and commercial information as
well as suppliers, customers and any of the contracting parties'
business partners as well as information about the activities of
the contracting parties if provided in tangible form or verbally.

The following is also considered confidential information; the

list is not exhaustive:

- any records from discussions or meetings regarding the
contract, GTC and other business negotiations between
3EC and the client,

- the contents of the GTC, contract, quote and other
contracts or agreements between 3EC and the client,

- 3EC documents, business or marketing plans, concepts
and strategies or portions thereof,

9 Mi¢anlivost’

9.1 Zmluvné strany sa zavazuju zachovavat ml¢anlivost
a zaistovat ochranu osobnych udajov podfa Nariadenia
Eurépskeho parlamentu a Rady (EU) 2016/679 o ochrane
fyzickych os6b pri spractvani osobnych Udajov a o volnom
pohybe takychto Udajov, ktorym sa zruSuje smernica 95/46/ES
(v8eobecné nariadenie o ochrane Udajov) a zakona ¢. 18/2018
Z. z. o ochrane osobnych Udajov a o zmene a doplneni
niektorych zakonov, s ktorymi boli obozndmené pri plneni
predmetu tejto zmluvy, a zavazuji sa tato povinnost
dodrziavat i po skoncéeni tejto zmluvy.

Za zachovavanie micanlivosti a zaistenie ochrany osobnych
Udajov sa povazuje také spracuvanie osobnych Udajov, aby sa
zabranilo najm& ich neopravnenému pouzitiu, Sireniu,
reprodukcii, zverejneniu, spristupneniu tretej strane alebo
inému Uniku & zneuZitiu, v rozpore s ich Ucelom
spracovavania.

9.2 Za dbéverné sa zmluvnymi stranami povazuju vSetky

informacie, ktoré su, alebo by mohli byt implicitne sucastou

obchodného tajomstva, dalej informacie, ktoré nie su verejne

pristupné, asucasne vSetky, s ktorymi sa ma nakladat,

vzhladom na okolnosti zname zmluvnym strandm pri

poskytnuti informacii, ako s dévernymi. Déverné informécie sa

tykaju najma, nie vSak vyluéne, technickych, obchodnych,

pravnych, prevadzkovych akomerénych informacii, dalej

dodavatelov, odberateflov a akychkolvek obchodnych

partnerov zmluvnych stran, informacii o ¢innosti zmluvnych

stran, ¢i uz zachytené hmotne alebo poskytnuté Ustne.

Dévernymi informaciami su dalej najma, ale nie vylu€ne:

— akékolvek zaznamy zrokovani ozmluve, VOP ainych
obchodnych rokovaniach medzi 3EC a klientom,

— obsah VOP, zmluvy, cenovej ponuky a inych zmliv alebo
dohdd klienta s 3EC,

- dokumenty 3EC, obchodné alebo marketingové plany,
koncepcie a stratégie alebo ich ¢asti,

- informacie o vysledkoch  hospodarenia, o0 vztahoch
s obchodnymi partnermi, o pracovnopravnych otazkach,
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- Information of earnings, relations with business partners
and employment matters,

— all other information that could cause damage to the other
party

if published under the assumption that the given information is

protected pursuant to Section 17 et seq. of the Commercial

Code or pursuant to Section 271 of the Commercial Code if it

is clearly and demonstrably marked when provided as

information considered intellectual property, confidential
information or private information. The obligation to maintain
confidentiality relates to all cases and information for which it
can be assumed that the other party retains interest in keeping
such information confidential. It is assumed information is
confidential and is subject to the obligation to maintain
confidentiality if there are any doubts concerning such
applicability.

9.3 The contracting parties undertake to perform the
following regardless of the duration of their contractual
relationship:

e maintain at least the same level of confidentiality with
respect to confidential information as is afforded the
parties' own confidential information,

e use, reproduce or disseminate confidential information
for the exclusive purposes for which such information
was provided,

« restrict access to confidential information to those
employees who must review confidential information on
the basis of the defined purpose for which such
information was provided,

e refrain from disclosing confidential information to any
third party without the prior written consent of the other
party (this requirement is not applicable to the cases
described in paragraph 5.17).

9.4 The other party is not granted any license or any other
rights to intellectual property protected by a patent, copyright,
trademark or any other right to industrial property or other
intellectual property given access to confidential certification
and issuance of a certificate; likewise, no such right is implied
by such access or issuance.

9.5 The contracting parties are liable for damages that
occur as a consequence of, or in connection with, unauthorised
access to confidential information by third parties.

- vSetky dalSie informacie, ktorych zverejnenie by druhej
strane mohlo sp6sobit Skodu,

a to za predpokladu, Ze je predmetna informécia skutoénostou
chranenou v zmysle § 17 a nasl. Obchodného zékonnika alebo
informaciou chranenou vzmysle § 271 Obchodného
zakonnika, pripadne ak je pri jej poskytnuti jasne a
preukazatelne oznacena ako informdcia tvoriaca predmet
dusevného vlastnictva, informacia doverna alebo sikromna.
Povinnost mi¢anlivosti sa vztahuje na vSetky pripady
a informacie, o ktorych sa da predpokladat, ze na ich utajeni
ma druhd zmluvna strana zaujem. V pripade pochybnosti sa
predpoklada, ze informacia je doéverna a vztahuje sa na nu
povinnost’ mi¢anlivosti.

9.3 Zmluvné strany sa zavazuju bez ohladu na dobu
trvania ich zmluvného vztahu:

e zachovavat vo vztahu kdbévernym informaciam
prinajmenSom rovnakd mieru utajenia ako vo vztahu
k vlastnym dévernym informéaciam,

e vyuzivat, reprodukovat alebo rozosielat doverné
informacie vyluéne na Gc¢ely, na aké boli poskytnuté,

e obmedzit spristupnenie dévernych informacii iba na tych
svojich zamestnancov, ktori sa potrebuji oboznamit' s
dévernymi informaciami na zaklade definovaného Gcelu
ich poskytnutia,

e nezverejnit déverné informacie akejkolvek tretej strane
bez predchadzajuceho pisomného sthlasu druhej strany
(tato poZiadavka neplati pre pripady popisané v bode
5.17).

9.4 Spristupnenim dbévernej informacie, ako aj udelenim
certifikatu neziskava druha strana, a ani pre nu z takéhoto
spristupnenia ¢i udelenia certifikatu nevyplyva, poskytnutie
licencie, ani akéhokolvek iného prava k dusevnému vlastnictvu
chranenému patentom, autorskym pravom, ochrannou
znamkou, alebo akéhokolvek iného prava k priemyselnému
vlastnictvu alebo k inému duSevnému vlastnictvu.

9.5 Zmluvné strany zodpovedaji za $kodu vzniknutd
v dosledku alebo v suvislosti s neopravnenym spristupnenim
dovernych informacii tretim osobam.

10 Liability for damages

10.1 The contracting party in violation of its contractual
obligations is obliged to furnish the other contracting party with
compensation for damages. Such liability is waived if it is
proven that the violation of contractual obligations was caused
by circumstances that preclude liability.

10.2 Circumstances excluding liability are considered any
obstacle occurring independently of the will of the obliged party
and preventing it from fulfilling its obligation, unless it can be
reasonably assumed that the obliged party could have averted
or overcome such obstacle, and furthermore, that it could have
foreseen such obstacle before it occurred.

10.3 Liability is not waived in the case of obstacles when
the obliged party was already in delay with the fulfilment of its
obligations or that occur as a result of its economic situation.
10.4 The effects of circumstances precluding liability
endure for a limited period of time for as long as the effects
associated with such obstacle endure.

10.5 The client is liable for damages caused to 3EC by the
unauthorised use of an issued certificate (in particular use in
violation of the contract, the GTC and/or the rules for using the
CE mark). 3EC has the right to seek payment of a contractual

10 Zodpovednost' za Skodu

10.1 Zmluvna strana, ktora porusi svoju povinnost zo
zmluvného vztahu, je povinna nahradit $kodu tym spdsobenu
druhej strane. Tejto zodpovednosti sa zbavi, len ak preukaze,
ze poruSenie povinnosti bolo spdsobené okolnostami
vylu€ujucimi zodpovednost.

10.2 Za okolnosti vyluéujuce zodpovednost sa povazuje
prekézka, ktora nastala nezavisle od véle povinnej strany
abrani jej vsplneni jej povinnosti, ak nemozno rozumne
predpokladat, ze by povinna strana tato prekazku alebo jej
nasledky odvratila alebo prekonala, a dalej, ze by v Case
vzniku zavazku tato prekazku predvidala.

10.3 Zodpovednost nevylu€uje prekazka, ktora vznikla az
v Gase, ked povinna strana bola v omeSkani s plnenim svojej
povinnosti, alebo vznikla z jej hospodarskych pomerov.

10.4 Ucinky vylu€ujuce zodpovednost s obmedzené iba
na dobu, dokial trva prekazka, s ktorou su tieto U€inky spojené.

10.5 Klient zodpoveda za $8kodu spésobenu 3EC
neopravnenym pouzivanim vystaveného certifikatu (najma
v8ak pouzivanim v rozpore so zmluvou, tymito VOP a/alebo
pravidlami na pouzivanie oznaéenia CE). V pripade
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fine equalling 5% of the price of the certification audit for every
day of incorrect use of an issued certificate if the client does
not resolve such undue situation despite written warnings from
3EC containing a deadline for agreeing on remedy; 3EC's
claim to damage compensation is in no way affected in such
cases.

10.6 Any liability on the part of 3EC with respect to
contractual and legal claims, rights, receivables and other
related claims on the part of the client based upon or related to

neodstranenia tohto nendlezitého stavu klientom napriek
predchadzajicemu pisomnému upozorneniu 3EC
obsahujucemu lehotu na zjednanie napravy, ma 3EC pravo na
zmluvnd pokutu vo vysSke 5% z ceny certifikacného auditu za
kazdy def nespravneho pouzivania vystaveného certifikatu,
pricom narok na nahradu Skody tym nie je dotknuty.

10.6 Celkova pripadna zodpovednost 3EC vo vztahu
k zmluvnym a zakonnym narokom, pravam, pohladavkam
a inym suvisiacim narokom klienta, zalozend alebo suvisiaca s

the given contract and the GTC cannot exceed 15% of the total | predmetnou zmluvou a tymito VOP, nepresiahne 15%
price for services and activities rendered by 3EC. z celkovej ceny sluzieb a vykonov 3EC.

11 Final provisions 11 Zaverecné ustanovenia

1141 Upon signature hereof, the client affirms that it has | 11.1 Podpisom tychto VOP klient vyhlasuje, Ze sa pred ich
reviewed the GTC and that the GTC comprise an integral part | podpisom oboznamil sich obsahom, priCom tvoria

of the contract; likewise, the client agrees that all matters
involving it and 3EC shall be subject to the provisions of the
GTC. The GTC apply in full unless stipulated otherwise in the
contract, relevant provisions of the Commercial Code or other
legal regulations.

11.2 3EC and the client have agreed that 3EC is
authorised to amend the GTC and the client is informed of such
changes by e-mail along with the date on which the new GTC
enter into force. The client's agreement with the proposed
changes is considered granted if the client does not express its
objections to these changes within 10 working days from notice
of the changes to the GTC. The current version of the GTC is
always available on 3EC website and at 3EC's registered seat.
11.3 All of the contracting parties' documentation, including
addenda to contracts, invoices, credit notes, etc. must be
delivered in writing unless otherwise agreed upon in the
contract or in the GTC.

114 If any provisions of the GTC/contract or portions
thereof is or becomes invalid or unenforceable as a result of a
decision from a court or other requisite authority or for other
reasons, such invalidity or unenforceability has no impact on
the validity or enforceability of the remaining provisions of the
GTC/contract or portions thereof so long as it is not directly
implied from the contents of the GTC/contract that such
provisions of portion thereof cannot be divided from other
content. If the contracting parties deem necessary, they
undertake to replace any ineffective or invalid provisions in
good faith with new provisions that approximate the purpose
and economic significance of the provisions of the
GTC/contract to be replaced. In other cases the provisions of
the Commercial Code and applicable legal regulations that
approximate the invalid or ineffective provision are applied. If
no such provisions exist, consideration should be given to
commercial practices generally maintained in the conclusion of
similar contracts in commercial matters.

11.5 The contracting parties are not authorised to assign
any rights arising from the GTC and related contract without
the prior written consent of the other contracting party.

11.6 The GTC were published by 3EC and approved with
an effective date of 03 June 2021.

neoddelitelnd sucast zmluvy, a ze suhlasi s tym, aby sa vztahy
medzi nim a 3EC spravovali ustanoveniami VOP. Tieto VOP
platia v plnom rozsahu, pokial vzmluve, kogentnych
ustanoveniach Obchodného z&konnika, alebo ostatnych
pravnych predpisov nie je ustanovené inak.

11.2 3EC a klient sa dohodli, ze 3EC je opravnena zmenit
tieto VOP s tym, ze o tychto zmenach bude klienta informovat
e-mailom, spolu s uvedenim datumu Gcinnosti novych VOP.
V pripade, ak do 10 pracovnych dni odo dna oznamenia
ozmene VOP klient neozndmi svoj nesuhlas s uvedenou
zmenou, ma sa za to, ze s predmetnymi zmenami suhlasi.
Aktualne platné znenie VOP je vzdy pristupné na webovom
sidle 3EC a na nahliadnutie v sidle 3EC.

11.3 VSetka dokumentacia zmluvnych stran, ako napr.
dodatky k zmluve, faktlry, dobropisy a pod., pokial nie je
uvedené v zmluve alebo v tychto VOP inak, vyzaduje pre svoju
platnost pisomnu formu.

1.4 Pokial ktorékolvek ustanovenie VOP/zmluvy alebo
ich Cast je alebo sa stane neplatnym, & nevynutitelnym
v dbsledku rozhodnutia sudu, ¢&i iného prislusného organu
alebo inej skuto€nosti, nebude mat tato neplatnost C&i
nevynutitelnost vplyv na platnost, ¢i vynutitelnost ostatnych
ustanoveni VOP/zmluvy alebo ich ¢asti, pokial nevyplyva
priamo z obsahu VOP/zmluvy, Ze toto ustanovenie alebo jeho
Cast nemozno oddelit od dalSieho obsahu. Ak to povazuju
zmluvné strany za potrebné, zavazuju sa v dobrej viere
neucinné alebo neplatné ustanovenie nahradit novym
ustanovenim, ktoré je svojim U€elom a hospodarskym
vyznamom €o najblizSie ustanoveniu VOP/zmluvy, ktoré ma
byt nahradené. Inak sa pouziju ustanovenia Obchodného
zakonnika a ostatnych pravnych predpisov svojou povahou
najblizSie k danému neplatnému, & nedcinnému ustanoveniu.
Ak nie je ani takéto ustanovenie, prihliadne sa na obchodné
zvyklosti zachovavané vSeobecne v oblasti uzatvarania
obdobnych zmluv v obchodno-pravnych vztahoch.

11.5 Zmluvné strany nie s opravnené postupit’ akékolvek
prava vyplyvajuce ztychto VOP a suvisiacej zmluvy bez
predchadzajuceho pisomného suhlasu druhej zmluvnej strany.
11.6 Tieto VOP boli spoloénostou 3EC vydané
a schvalené s ucinnostou od 03.06.2021.
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