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) L NB No. . L authority authority surveillance guidances
Pravny predpis EU AB/NB and guides for application assessment authority assessment
EU legislation procedures
Zdravotnicke https://single-market
6cky/Medical i ) : - -
pomocky/Medical devices 2265 3EC Ir?gé%atil)ﬁﬂ as economy.ec.europa.eu/single- Statny ustav https://health.ec.euro Postu
w - . . rs - .
: NV SR € 166/2020 Z. z. market/european- ES vyhlasenie o zhode g 1Ay ustdy, pa.eu/medical- Costupy.
29. Smernica 93/42/EHS > . N MZ SR UNMS SR pre kontrolu . posudzovania
platna do 25.05.2021 platné do 25.05.2021 standards/harmonised- Oznacenie CE — _— lieGiv devices- Zhod
standards/medical-devices- B sector/directives_en e
- Id
. 2854 SKTC-180 old_en
I bgs. s.r.o.
Zdravotnicke pomécky
aktivne i
implantovatefné/Active econgtr::)\f .é/csgt?:g;)n;aeftlj/esti_nqle— & https://health.ec.euro
implantable medical devices NV SR €. 167/2020 Z. z. nie su slovenské NO market/european- ES vyhlasenie o zhode . Statny dstav pa.eu/medical- Postupy .
30. - . P MZ SR UNMS SR pre kontrolu . posudzovania
s . platné do 25.05.2021 no Slovak NB standards/harmonised- Oznadenie CE _ _— T devices-
mernica 90/385/EHS . : lie€iv — zhody
latna do 25.05.2021 standardsllmp_lantable—med|cal— Ea— sector/directives_en
P devices_en
Zdravotnicke pomécky
diagnostické in vitro/In SKTC-113 i
vitro diagnostic medical 2283 | 3EC International a. s. econgtr::)\f .é/csgt?:g;)n;aeftlj/esti_nqle— x https://health.ec.euro
devices . = - . . Statny ustav - XTI Postupy
NV SR €. 569/2001 Z. z. market/european- ES vyhlasenie o zhode . pa.eu/medical- .
31. . " . MZ SR UNMS SR pre kontrolu ; posudzovania
s . platné do 25.05.2022 standards/harmonised- Oznadenie CE _ _— T devices-
mernica 98/79/ES —— . : lieiv — zhody
latna do 25.05.2022 standardshv-d|aqnost|c-med|cal- B sector/directives_en
P SKTC-180 devices-old_en
2854 e
sk E— bgs. s.r.o.

* Upozornenie: Od 26. maja 2021 nem&zu notifikované osoby vydavat nové certifikaty podla smernice 93/42/EHS, ale mdzu vykonavat ¢innosti dohladu iba pre certifikaty platne vydané podla uvedenej smernice v prechodnom obdobi stanovenom v
¢lanku 120 nariadenia (EU) 2017/745.
Warning: As from 26 May 2021, the notified bodies designated under Directive 93/42/EEC are no longer able to issue new certificates under that Directive, but only allowed to carry out surveillance activities for certificates validly issued under that Directive
in the transitional period, as established in Article 120 of Regulation (EU) 2017/745.

* Upozornenie: Od 26. maja 2021 nemdzu notifikované osoby vydavat nové certifikaty podla smernice 90/385/EHS, ale mdzu vykonavat ¢innosti dohladu iba pre certifikaty platne vydané podla uvedenej smernice v prechodnom obdobi stanovenom v
¢lanku 120 nariadenia (EU) 2017/745.

Warning: As from 26 May 2021, the notified bodies designated under Directive 90/385/EEC are no longer able to issue new certificates under that Directive, but only allowed to carry out surveillance activities for certificates validly issued under that Directive
in the transitional period, as established in Article 120 of Regulation (EU) 2017/745.

** Upozornenie: Od 26. maja 2021 nemdzu notifikované osoby vydavat nové certifikaty podla smernice 98/79/ES, ale mdzu vykonavat innosti dohladu iba pre certifikaty platne vydané podla uvedenej smernice v prechodnom obdobi stanovenom v
¢lanku 120 nariadenia (EU) 2017/745.

Warning: As from 26 May 2022, the notified bodies designated under Directive 98/79/EC are no longer able to issue new certificates under that Directive, but only allowed to carry out surveillance activities for certificates validly issued under that Directive
in the transitional period, as established in Article 110 of Regulation (EU) 2017/746.

9/20



http://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A31993L0042&qid=1500375184874
http://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A31993L0042&qid=1500375184874
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2020/166/
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2020/166/
https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies/notifications?organizationRefeCd=NANDO_INPUT_175701&filter=notificationStatusId:1
https://www.unms.sk/stranka/211/sktc-113/
https://www.3ec.sk/
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/medical-devices-old_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/medical-devices-old_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/medical-devices-old_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/medical-devices-old_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/medical-devices-old_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/medical-devices-old_en
http://www.health.gov.sk/Titulka
http://www.unms.sk/
https://www.sukl.sk/
https://www.sukl.sk/
https://health.ec.europa.eu/medical-devices-sector/directives_en
https://health.ec.europa.eu/medical-devices-sector/directives_en
https://health.ec.europa.eu/medical-devices-sector/directives_en
https://health.ec.europa.eu/medical-devices-sector/directives_en
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2020/166/vyhlasene_znenie.html#paragraf-6
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2020/166/vyhlasene_znenie.html#paragraf-6
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2020/166/vyhlasene_znenie.html#paragraf-6
https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies/notifications?organizationRefeCd=NANDO_INPUT_251183&filter=notificationStatusId:1
https://www.normoff.gov.sk/stranka/225/sktc-180/
https://bqsgroup.eu/
http://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A31990L0385&qid=1500374734147
http://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A31990L0385&qid=1500374734147
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2020/167/vyhlasene_znenie.html
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2020/167/vyhlasene_znenie.html
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/implantable-medical-devices_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/implantable-medical-devices_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/implantable-medical-devices_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/implantable-medical-devices_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/implantable-medical-devices_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/implantable-medical-devices_en
http://www.health.gov.sk/Titulka
https://www.normoff.gov.sk/
https://www.sukl.sk/
https://www.sukl.sk/
https://health.ec.europa.eu/medical-devices-sector/directives_en
https://health.ec.europa.eu/medical-devices-sector/directives_en
https://health.ec.europa.eu/medical-devices-sector/directives_en
https://health.ec.europa.eu/medical-devices-sector/directives_en
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2020/167/20200623.html#paragraf-5
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2020/167/20200623.html#paragraf-5
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2020/167/20200623.html#paragraf-5
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A31998L0079&qid=1500375286541
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A31998L0079&qid=1500375286541
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2001/569/20120701
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2001/569/20120701
https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies/notifications?organizationRefeCd=NANDO_INPUT_175701&filter=notificationStatusId:1
https://www.unms.sk/stranka/211/sktc-113/
https://www.3ec.sk/
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/iv-diagnostic-medical-devices-old_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/iv-diagnostic-medical-devices-old_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/iv-diagnostic-medical-devices-old_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/iv-diagnostic-medical-devices-old_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/iv-diagnostic-medical-devices-old_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/iv-diagnostic-medical-devices-old_en
http://www.health.gov.sk/Titulka
https://www.normoff.gov.sk/
https://www.sukl.sk/
https://www.sukl.sk/
https://health.ec.europa.eu/medical-devices-sector/directives_en
https://health.ec.europa.eu/medical-devices-sector/directives_en
https://health.ec.europa.eu/medical-devices-sector/directives_en
https://health.ec.europa.eu/medical-devices-sector/directives_en
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2001/569/20120701#paragraf-4
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2001/569/20120701#paragraf-4
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2001/569/20120701#paragraf-4
https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies/notifications?organizationRefeCd=NANDO_INPUT_251183&filter=notificationStatusId:1
https://www.normoff.gov.sk/stranka/225/sktc-180/
https://bqsgroup.eu/

OBSAH

B. Technické predpisy z oblasti posudzovania zhody bez €innosti notifikovanych os6b (Technical regulations from the area of conformity assessment without notified bodies activities)

Oblast’ posudzovania
zhody
Conformity assessmentarea

= = Harmonizované normy a (LR DD
Pravny bredois Cislo | Cislo AO, nazov AO/NO riruk y Ukoncenie posudzovania Gestor Spolugestor dohfadu Navod
P.¢ Yy predp NO AB number, nameof the P y zhody Termination of Responsible Cooperating Market .
Slovak legislation NB N AB/NB Harmonised standards and f . hori hori il Guide
Pravny predpis EU 0. quides for application conformity assessment authority authority sur)[/ﬁ| ipce
authorities
EU legislation
Aerosolové https://single-market-
N . . |leconomy.ec.europa.eu/sectors/pre
rozprasovace/Aerosol L. , Slovenska .
1 dispensers NV SR &. 46/2009Z. 2 nie je Cinnost' NO MH SR obchodna ssure-equipment-and-gas-
’ * —== NB activity not required indpekeia appliances/pressure-equipment-
Smernica 75/324/EHS Inspexcia sector/aerosol-dispenser-
directive_en
C . . . . Slovenska
EI:I;t:glljieicg;éa\c’iir:.:v:a;élézc:re https://single-market- obchodna https://single-market-
o .. , economy.ec.europa.eu/single- - . . inSpekcia economy.ec.europa.eu/sectors/ele
2. rozsahu nlapatlall__ow NV SR ¢. 148/2016 Z. z. nie !e.cmnost NQ market/european- EU vyhlasvenl.e ozhode UNMS SR ctrical-and-electronic-engineering-
voltage electrical equipment NB activity not required . Oznacenie CE _ . . . . :
standards/harmonised- Narodny industries-eei/low-voltage-
. standards/low-voltage-lvd en inSpektorat directive-lvd en
Smernica 2014/35/EU race —_—
https://eur-
Emisie z necestnvch lex.europa.eu/summary/SK/legissu
Sojazdnyoh y m:20050303_1
3 strOJov/Eml_ssmn fro_m non- nie !e.clnnost NO_ MD SR https:/single-market-
road mobile machinery NB activity not required
economy.ec.europa.eu/sectors/aut
Nariadenie (EU) 2016/1628 omotive-industry/environmental-
protection/non-road-mobile-
machinery en?prefLang=sk
https://ec.europa.eu/info/energy-
climate-change-
Eneraetické environment/standards-tools-and-
ozna(':ovagnielEnergy Slovenska labels/products-labelling-rules-
. nie je €innost’' NO g - and-requirements/energy-label-
labeling NB activity not required MH SR UNMS SR <.)bvch—odr_1a and-ecodesign_en
) inSpekcia
Nariadenie (EU) 2017/1369

https://eur-lex.europa.eu/legal-
content/SK/LSU/?uri=CELEX:3201

7R1369
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https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A01975L0324-20180212
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2009/46/20180212
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2009/46/20180212
http://www.economy.gov.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://single-market-economy.ec.europa.eu/sectors/pressure-equipment-and-gas-appliances/pressure-equipment-sector/aerosol-dispenser-directive_en
https://single-market-economy.ec.europa.eu/sectors/pressure-equipment-and-gas-appliances/pressure-equipment-sector/aerosol-dispenser-directive_en
https://single-market-economy.ec.europa.eu/sectors/pressure-equipment-and-gas-appliances/pressure-equipment-sector/aerosol-dispenser-directive_en
https://single-market-economy.ec.europa.eu/sectors/pressure-equipment-and-gas-appliances/pressure-equipment-sector/aerosol-dispenser-directive_en
https://single-market-economy.ec.europa.eu/sectors/pressure-equipment-and-gas-appliances/pressure-equipment-sector/aerosol-dispenser-directive_en
https://single-market-economy.ec.europa.eu/sectors/pressure-equipment-and-gas-appliances/pressure-equipment-sector/aerosol-dispenser-directive_en
http://eur-lex.europa.eu/legal-content/SK/TXT/?qid=1511786695422&uri=CELEX%3A32014L0035
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2016/148/20191101.html
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/low-voltage-lvd_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/low-voltage-lvd_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/low-voltage-lvd_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/low-voltage-lvd_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/low-voltage-lvd_en
http://www.unms.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.ip.gov.sk/
https://www.ip.gov.sk/
https://www.ip.gov.sk/
https://single-market-economy.ec.europa.eu/sectors/electrical-and-electronic-engineering-industries-eei/low-voltage-directive-lvd_en
https://single-market-economy.ec.europa.eu/sectors/electrical-and-electronic-engineering-industries-eei/low-voltage-directive-lvd_en
https://single-market-economy.ec.europa.eu/sectors/electrical-and-electronic-engineering-industries-eei/low-voltage-directive-lvd_en
https://single-market-economy.ec.europa.eu/sectors/electrical-and-electronic-engineering-industries-eei/low-voltage-directive-lvd_en
https://single-market-economy.ec.europa.eu/sectors/electrical-and-electronic-engineering-industries-eei/low-voltage-directive-lvd_en
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02016R1628-20220717
https://www.mindop.sk/
https://eur-lex.europa.eu/summary/SK/legissum:20050303_1
https://eur-lex.europa.eu/summary/SK/legissum:20050303_1
https://eur-lex.europa.eu/summary/SK/legissum:20050303_1
https://single-market-economy.ec.europa.eu/sectors/automotive-industry/environmental-protection/non-road-mobile-machinery_en?prefLang=sk
https://single-market-economy.ec.europa.eu/sectors/automotive-industry/environmental-protection/non-road-mobile-machinery_en?prefLang=sk
https://single-market-economy.ec.europa.eu/sectors/automotive-industry/environmental-protection/non-road-mobile-machinery_en?prefLang=sk
https://single-market-economy.ec.europa.eu/sectors/automotive-industry/environmental-protection/non-road-mobile-machinery_en?prefLang=sk
https://single-market-economy.ec.europa.eu/sectors/automotive-industry/environmental-protection/non-road-mobile-machinery_en?prefLang=sk
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02017R1369-20210501
http://www.economy.gov.sk/
http://www.unms.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://ec.europa.eu/info/energy-climate-change-environment/standards-tools-and-labels/products-labelling-rules-and-requirements/energy-label-and-ecodesign_en
https://ec.europa.eu/info/energy-climate-change-environment/standards-tools-and-labels/products-labelling-rules-and-requirements/energy-label-and-ecodesign_en
https://ec.europa.eu/info/energy-climate-change-environment/standards-tools-and-labels/products-labelling-rules-and-requirements/energy-label-and-ecodesign_en
https://ec.europa.eu/info/energy-climate-change-environment/standards-tools-and-labels/products-labelling-rules-and-requirements/energy-label-and-ecodesign_en
https://ec.europa.eu/info/energy-climate-change-environment/standards-tools-and-labels/products-labelling-rules-and-requirements/energy-label-and-ecodesign_en
https://ec.europa.eu/info/energy-climate-change-environment/standards-tools-and-labels/products-labelling-rules-and-requirements/energy-label-and-ecodesign_en
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32017R1369
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32017R1369
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32017R1369
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Oblast’ posudzovania
zhody

Harmonizované normy a

Organ trhového

Conformity assessmentarea Prévny prednis Cislo | Cislo AO, nazov AO/NO iruik Ukonéenie posudzovania Gestor Spolugestor dohradu Névod
P.¢ y precp NO AB number, nameof the P y zhody Termination of Responsible Cooperating Market .
Slovak legislation Harmonised standards and ; . . . Guide
i L. NB No. AB/NB ides f licati conformity assessment authority authority surveillance
Pravny predpis EU guides for application authorities
EU legislation
Obmedzenie pouzitia
urcitych nebezpeénych
latok v elektrickych a Slovenska |https://environment.ec.europa.eul/t
elektronickych obchodna opics/waste-and-recycling/rohs-
zariadeniach/Restriction of T, , . . . inSpekcia directive_en
5. the use certain hazardous | Zakon €. 346/2013 Z. z. nie je _cmnost NO_ EU vyhlasvemg 0 zhode MZP SR
. ; NB activity not required Oznacenie CE - &ox . .
substancas in electrical and Statny ustav https://eur-lex.europa.eu/legal-
electronic equipment pre kontrolu |content/SK/LSU/?uri=CELEX:3201
(RoHS) lieiv 1L0065
Smernica 2011/65/EU
https://energy-efficient-
Oznacovanie pneumatik products.ec.europa.eu/ecodesign-
vzhl'adom na palivovu and-energy-label/product-
6. uspornost’/Labelling of Zakon &. 387/2015 Z. z. nie !e.cmnost NQ list/tyres_en
tyres NB activity not required
) https://eur-lex.europa.eu/legal-
Nariadenie (EU) 2020/740 content/SK/LSU/?uri=CELEX:3202
O0R0740&qid=1720613127735
https://ec.europa.eu/info/energy-
Poziadavky na ekodizajn climate-change-
vy na al environment/standards-tools-and-
energeticky vyznamnych labels/orod labell I
vyrobkov/Ecodesign L . Slovenské abels/products-labelling-niles-
. . - nie je ¢innost’ NO ES Vyhlasenie o zhode g - and-requirements/energy-label-
7. requirements for energy | Zakon ¢&. 529/2010 Z. z. . . - MH SR UNMS SR obchodna .
NB activity not required Oznacenie CE —— - and-ecodesign_en
related products inSpekcia
. https://eur-lex.europa.eu/legal-
Smernica 2009/125/ES content/SK/LSU/?uri=CELEX:3200
9L0125&qid=1720613057144
Pristupnost’ vyrobkov pre
osoby so zdravotnym
postlrr‘lgut:ir:tﬂpcr)‘zolggavky NV C.282/2023 2. 2. EU vvhlasenie o zhode ] Slovenska https://eur-lex.europa.eu/legal-
& v’robkgv)/Ac?cessibilit uplatriuje sa od ();znaéenie CE MPSVR SR UNMS SR obchodna - Icontent/SK/LSU/2uri=CELEX:3201
y y pratnuj in§pekcia 9L0882&qid=1726560168102

requirements for products

Smernica (EU) 2019/882

28.06.2025
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https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02011L0065-20240201
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2013/346/20210716.html
https://www.vlada.gov.sk/ministerstvo-zivotneho-prostredia-sr/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.sukl.sk/
https://www.sukl.sk/
https://environment.ec.europa.eu/topics/waste-and-recycling/rohs-directive_en
https://environment.ec.europa.eu/topics/waste-and-recycling/rohs-directive_en
https://environment.ec.europa.eu/topics/waste-and-recycling/rohs-directive_en
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32011L0065
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32011L0065
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32011L0065
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02020R0740-20200605
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2015/387/20211231.html
https://energy-efficient-products.ec.europa.eu/ecodesign-and-energy-label/product-list/tyres_en
https://energy-efficient-products.ec.europa.eu/ecodesign-and-energy-label/product-list/tyres_en
https://energy-efficient-products.ec.europa.eu/ecodesign-and-energy-label/product-list/tyres_en
https://energy-efficient-products.ec.europa.eu/ecodesign-and-energy-label/product-list/tyres_en
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32020R0740&qid=1720613127735
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32020R0740&qid=1720613127735
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32020R0740&qid=1720613127735
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02009L0125-20121204
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2010/529/20210716.html
http://www.economy.gov.sk/
http://www.unms.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://ec.europa.eu/info/energy-climate-change-environment/standards-tools-and-labels/products-labelling-rules-and-requirements/energy-label-and-ecodesign_en
https://ec.europa.eu/info/energy-climate-change-environment/standards-tools-and-labels/products-labelling-rules-and-requirements/energy-label-and-ecodesign_en
https://ec.europa.eu/info/energy-climate-change-environment/standards-tools-and-labels/products-labelling-rules-and-requirements/energy-label-and-ecodesign_en
https://ec.europa.eu/info/energy-climate-change-environment/standards-tools-and-labels/products-labelling-rules-and-requirements/energy-label-and-ecodesign_en
https://ec.europa.eu/info/energy-climate-change-environment/standards-tools-and-labels/products-labelling-rules-and-requirements/energy-label-and-ecodesign_en
https://ec.europa.eu/info/energy-climate-change-environment/standards-tools-and-labels/products-labelling-rules-and-requirements/energy-label-and-ecodesign_en
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32009L0125&qid=1720613057144
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32009L0125&qid=1720613057144
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32009L0125&qid=1720613057144
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A32019L0882&qid=1726560168102
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2023/282/20250628
https://www.employment.gov.sk/sk/
https://www.normoff.gov.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32019L0882&qid=1726560168102
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32019L0882&qid=1726560168102
https://eur-lex.europa.eu/legal-content/SK/LSU/?uri=CELEX:32019L0882&qid=1726560168102

OBSAH

C. Harmonizované oblasti EU vynaté z posobnosti zakona &. 56/2018 Z. z. (EU harmonised area exempted from the scope of the Act No 56/2018 Coll.)

Oblast’ posudzovania

zhody Pravny predpis
Conformity assessment Slovak GO Cislo AO, Harmonizované normy a Ukonéenie G . , ,
. area Cislo NO nazov AO/NO riruck osudzovania zhod esto_r Spolugestor Ol trhoveho_ aleli) el Navod
P.¢ P y P o y Responsible polug . Market surveillance .
NB No. AB number, name of the | Harmonised standards and Termination of authority Cooperating authority authorities Guide
Pravny predpis EU Uéinnost’ AB/NB guides for application conformity assessment
EU legislation In force
Stavebné
vyrobky/Construction Tato oblast’ patri do
products posobnosti https://single-market-
Autorizované Ministerstva dopravy |economy.ec.europa.eu/singl Vyhlasenie o ;
1 Zakon €. 133/2013 osoby Slovenskej republiky e-market/european- arametroch MD SR UNMS SR Slovenska obchodna
’ Z.z a notifikované standards/harmonised- P MH SR inSpekcia

Nariadenie (EU) é.
305/2011

osoby (MD SR

Pozri:
Kontaktné miesto pre

standards/construction-
products-cpdcpr_en

stavebné vyrobk

Oznacenie CE
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https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2013/133/20190101.html
https://www.slov-lex.sk/pravne-predpisy/SK/ZZ/2013/133/20190101.html
https://www.mindop.sk/ministerstvo-1/vystavba-5/stavebnictvo/posudzovanie-parametrov-stavebnych-vyrobkov/autorizovane-osoby-a-notifikovane-osoby
https://www.mindop.sk/ministerstvo-1/vystavba-5/stavebnictvo/posudzovanie-parametrov-stavebnych-vyrobkov/autorizovane-osoby-a-notifikovane-osoby
https://www.mindop.sk/ministerstvo-1/vystavba-5/stavebnictvo/posudzovanie-parametrov-stavebnych-vyrobkov/autorizovane-osoby-a-notifikovane-osoby
https://www.mindop.sk/ministerstvo-1/vystavba-5/stavebnictvo/posudzovanie-parametrov-stavebnych-vyrobkov/autorizovane-osoby-a-notifikovane-osoby
https://www.mindop.sk/ministerstvo-1/vystavba-5/stavebnictvo/kontaktne-miesto-pre-stavebne-vyrobky
https://www.mindop.sk/ministerstvo-1/vystavba-5/stavebnictvo/kontaktne-miesto-pre-stavebne-vyrobky
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/construction-products-cpdcpr_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/construction-products-cpdcpr_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/construction-products-cpdcpr_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/construction-products-cpdcpr_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/construction-products-cpdcpr_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/construction-products-cpdcpr_en
https://www.mindop.sk/
http://www.unms.sk/
http://www.economy.gov.sk/
https://www.soi.sk/sk/Kontakt.soi
https://www.soi.sk/sk/Kontakt.soi
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02011R0305-20210716
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02011R0305-20210716

OBSAH

D. Harmonizované oblasti podla nariadenia (EU) 2019/1020 o dohlade nad trhom a stlade vyrobkov neuvedené v éasti A., B. a C.
(EU harmonised area under Regulation (EU) 2019/1020 on market surveillance and compliance of products) not listed in part A., B. and C.

Oblast’ posudzovania zhody
Conformity

Cislo AO . . - Ukonéenie . ,
assessment area - ’ )
. Pravny predpis | Cislo NO nazov AO/NO Harmo_nlzovane hormy a prl_rucky posudzovania zhody [Gestor Responsible Spolugestor R trhoveho_ Al 2l Navod
P.¢ Harmonised standards and guides for L . : - . Market surveillance .
Slovak GO NB No. AB number, name of L Termination of conformity authority Cooperating authority - Guide
application authorities
. the AB/NB assessment ——
Pravny predpis EU
EU legislation
Kristalové sklo/Crystal glass
1 MH SR

Smernica 69/493/EHS

(odbor priemyslu)

Hladina hluku a vyfukové
systémy motorovych
vozidiel/Noise level and
exhaust systems of motor

Smernica 80/181/EHS

MD SR
vehicles
Smernica 70/157/EHS
Frase pouzivané
ako odmerné nadoby/Bottles ] o
3 |used as measuring containers UNMS SR Slovensky metrologicky
i E— in§pektorat
Smernica 75/157/EHS
Pinenia uréitych
spotrebitel'sky balenych
vyrobkov podl'a hmotnosti
alebo objemu/Making-up by ] o
weight or by volume of certain ¢ Slovensky metrologicky
4. UNMS SR — -
prepackaged products inSpektorat
Smernica 76/211/ES
Meracie jednotky/Unit
of measurement : v P
5 UNMS SR Slovensky metrologicky

inSpektorat
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http://www.economy.gov.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A01969L0493-20070101
https://www.mindop.sk/
https://www.unms.sk/
http://www.smi.sk/
http://www.smi.sk/
http://www.smi.sk/
https://www.unms.sk/
http://www.smi.sk/
http://www.smi.sk/
http://www.smi.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A01976L0211-20190726
https://www.unms.sk/
http://www.smi.sk/
http://www.smi.sk/
http://www.smi.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A01980L0181-20200613

OBSAH

Oblast’ posudzovania zhody
Conformity

Cislo AO, . . - Ukonéenie ; ; '
. assessment area Pravny predpis | Cislo NO nazov AO/NO Harmop izovane normy a pr!rucky posudzovania zhody [Gestor Responsible Spolugestor R trhovehq HEE Navod
P.¢ Harmonised standards and guides for L . : - . Market surveillance .
Slovak GO NB No. AB number, name of L Termination of conformity authority Cooperating authority > Guide
application authorities
, the AB/NB assessment
Pravny predpis EU
EU legislation
Oznacovanie obuvi a jej
zloziek/Labelling of the
materials used in the main . .
6. components of footwear M Slove[lsvka obghodna
(odbor priemyslu) inSpekcia
Smernica 94/11/ES
Obaly a odpady
obalov/Packaging and
7 packaging waste MZP SR
Smernica 94/62/ES
Kvalita benzinu a naftovych
paliv/Quality of petrol and
8. diesel fuels MZP SR
Smernica 98/70/ES
Vozidla po dobe
zivotnosti/End-of life vehicles
9. MD SR
Smernica 2000/53/ES
Detergenty/Detergents MH SR
10. (Centrum pre
Nariadenie (ES) . 648/2004 chemické latky)
Perzistentné organické
znedist'ujuce latky/Persistent
organic pollutants B
11. MZP SR
Nariadenie Eurépskeho
parlamentu a Rady (EU)
2019/1021
Emisie prchavych
zli€enin/Emissions of volatile
12. organic compounds MZP SR

Smernica 2004/42/ES
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http://www.economy.gov.sk/
https://www.soi.sk/
https://www.soi.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A01994L0011-20130701&qid=1720426951816
https://www.vlada.gov.sk/ministerstvo-zivotneho-prostredia-sr/
https://www.vlada.gov.sk/ministerstvo-zivotneho-prostredia-sr/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A01998L0070-20231120
https://www.mindop.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02000L0053-20230330
http://www.economy.gov.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02004R0648-20150601
https://www.vlada.gov.sk/ministerstvo-zivotneho-prostredia-sr/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02019R1021-20230828
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02019R1021-20230828
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02019R1021-20230828
https://www.vlada.gov.sk/ministerstvo-zivotneho-prostredia-sr/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02004L0042-20210716

OBSAH

Oblast’ posudzovania zhody
Conformity

Cislo AO . , i Ukonéenie . ;
assessment area - ; i
. Pravny predpis| Cislo NO nazov AO/NO Harmop izovane normy a pr!rucky posudzovania zhody [Gestor Responsible Spolugestor R trhovehq HEE Navod
P.¢ Harmonised standards and guides for L . : - . Market surveillance .
Slovak GO NB No. AB number, name of L Termination of conformity authority Cooperating authority > Guide
application authorities
) L. the AB/NB assessment
Pravny predpis EU
EU legislation
Typové schvalenie
motorovych vozidiel/Type-
approval of motor vehicles
13. MD SR
Smernica 2005/64/ES
Emisie z klimatizacnych
systémov v motorovych
vozidlach/Emissions from air-
conditioning systems in motor
1 vehicles MD SR
Smernica 2006/40/ES
- Slovenska obchodna
Batérie a inspekcia
akumulatory/Batteries and Inspekcia
accumulators ; Statnv ustav
15. MZP SR LAy Usiav,
_ pre kontrolu lie€iv
Smernica 2006/66/ES Slovenska inspekcia
zivotného prostredia
MH SR (Centrum pre
chemické latky)
Slovenska obchodna
Registracia, hodnotenie, inSpekcia
autorizacia a obmedzovanie
chemikalii Narodny inSpektorat
(REACH)/Registration, prace
; e MH SR
evaluation, authorisation —_—
16. (Centrum pre

and restriction of chemicals
REACH

Nariadenie (ES) €.
1907/2006

chemické latky)

Slovenska inSpekcia

zivotného prostredia

MO SR

Hlavny bansky urad

Urad verejného
zdravotnictva SR
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https://www.mindop.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02005L0064-20090203&qid=1720426407020
https://www.mindop.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX:32006L0040
https://www.vlada.gov.sk/ministerstvo-zivotneho-prostredia-sr/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.sukl.sk/
https://www.sukl.sk/
https://www.sizp.sk/
https://www.sizp.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02006L0066-20180704
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02006R1907-20231201
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02006R1907-20231201
http://www.economy.gov.sk/
http://www.economy.gov.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.ip.gov.sk/
https://www.ip.gov.sk/
https://www.ip.gov.sk/
https://www.sizp.sk/
https://www.sizp.sk/
https://www.mosr.sk/
http://www.hbu.sk/sk/Hlavny-bansky-urad.alej
http://www.hbu.sk/sk/Hlavny-bansky-urad.alej
https://www.uvzsr.sk/
https://www.uvzsr.sk/

OBSAH

Oblast’ posudzovania zhody
Conformity = .
Cislo AO, . . A Ukoncenie . . ,
. assessment area Pravny predpis | Cislo NO nazov AO/NO Harmop izovane normy a pr!rucky posudzovania zhody [Gestor Responsible Spolugestor R trhovehq HEE Navod
P.¢ Harmonised standards and guides for L . : - . Market surveillance .
Slovak GO NB No. AB number, name of L Termination of conformity authority Cooperating authority > Guide
application authorities
, the AB/NB assessment
Pravny predpis EU
EU legislation
Typové schvalovanie
motorovych vozidiel/Type
approval of motor vehicles . .
17. MD SR Slovef\svka ob.chodna
inSpekcia
Nariadenie (ES) €. 715/2007
Menovité mnozstva
spotrebitelsky balenych
vyrobkov/Nominal quantities Slovensky metrologicky
18. for prepacked products UNMS SR OVENSAY MELO0gIehy
_— inSpektorat
Smernica 2007/45/ES
Klasifikacia, oznacovanie Slovenska obchodna
a balenie latok a zmesi/ ingpekcia
Classification, labelling and
packaging of substances and . Narodny inpektorat
19. mixtures MZP SR prace
Nariadenie (ES) €. Slovenska inSpekcia
1272/2008 zivotného prostredia
Typové schvalovanie
motorovych vozidiel s
ohl'adom na ochranu
chodcov/ Type- approval of i i
20. | motor vehicles with regard to MD SR S'°"ef‘svka obs:hodna
the protection of pedestrians inSpekcia
Nariadenie (EU) 2019/2144
Typové schvalovanie
motorovych vozidiel na
vodikovy pohon/ Type-
approval of hydrogen- Slovenska obchodna
21. powered motor vehicles MD SR inSpekcia
Nariadenie (EU) 2019/2144
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https://www.mindop.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.unms.sk/
http://www.smi.sk/
http://www.smi.sk/
http://www.smi.sk/
https://www.vlada.gov.sk/ministerstvo-zivotneho-prostredia-sr/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.ip.gov.sk/
https://www.ip.gov.sk/
https://www.ip.gov.sk/
https://www.sizp.sk/
https://www.sizp.sk/
https://www.mindop.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02019R2144-20220905
https://www.mindop.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02019R2144-20220905

OBSAH

Oblast’ posudzovania zhody
Conformity

Cislo AO, . . - Ukonéenie . . ,
. assessment area Pravny predpis | Cislo NO nazov AO/NO Harmop izovane normy a pr!rucky posudzovania zhody [Gestor Responsible Spolugestor R trhovehq HEE Navod
P.¢ Harmonised standards and guides for L . : - . Market surveillance .
Slovak GO NB No. AB number, name of . Termination of conformity authority Cooperating authority — Guide
application authorities
, the AB/NB assessment
Pravny predpis EU
EU legislation
Typové schvalovanie
motorovych vozidiel
a motorov/Type- approval
29 of motor vehicles and engines MD SR Slovepsvka ob.chodna
inSpekcia
Nariadenie (ES) €. 595/2009
Poziadavky typového
schvalovania na v§eobecnu
bezpecnost’ motorovych
23 vozidiel/General safety MD SR Slovenska obchodna
: of motor vehicles inSpekcia
Nariadenie (EU) 2019/2144
Latky, ktoré poskodzuju Slovenska obchodna
) inSpekcia
ozénovu vrstvu/Substances Inspexcia
that deplete the ozone layer ] . - .
o4 MZP SR Narodny |pspektorat
—_— prace
Nariadenie (ES) €. Slovenska inSpekcia
1005/2009 zivotného prostredia
Kozmetické
vyrobky/Cosmetic products .
o5 MZ SR Urad verejného
: _ zdravotnictva SR
Nariadenie (ES) €.
1223/2009
Environmentalna znacka/EU
Ecolabel
26. MZP SR
Nariadenie (EU) ¢. 66/2010
27 Textilné vyrobky/Textile MH SR (odbor Slovenska obchodna

products

priemyslu)

inSpekcia

17/20


https://www.mindop.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02009R0595-20200901
https://www.mindop.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02019R2144-20220905
https://www.vlada.gov.sk/ministerstvo-zivotneho-prostredia-sr/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.ip.gov.sk/
https://www.ip.gov.sk/
https://www.ip.gov.sk/
https://www.sizp.sk/
https://www.sizp.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02009R1005-20170419
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02009R1005-20170419
https://www.health.gov.sk/?minister-zdravotnictva-sr
https://www.uvzsr.sk/
https://www.uvzsr.sk/
https://www.vlada.gov.sk/ministerstvo-zivotneho-prostredia-sr/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02010R0066-20171114
http://www.economy.gov.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/

OBSAH

Oblast’ posudzovania zhody
Conformity
assessment area

Pravny predpis EU
EU legislation

Nariadenie (EU) é.
1007/2011

Pravny predpis
Slovak GO

Cislo NO
NB No.

Cislo AO,
nazov AO/NO
AB number, name of
the AB/NB

Harmonizované normy a prirucky
Harmonised standards and guides for
application

Ukoncenie
posudzovania zhody

Termination of conformity,

assessment

Gestor Responsible

authority

Spolugestor
Cooperating authority

Organ trhového dohfadu

Market surveillance
authorities

Navod
Guide

28.

Biocidne vyrobky/Biocidal
products

Nariadenie (EU) &. 528/2012

MH SR (odbor
priemyslu)

Slovenska obchodna
inSpekcia

29.

Odpad z elektrickych a
elektronickych zariadeni/
Waste electrical and
electronic equipment (WEEE)

Smernica 2012/19/EU

MZP SR

30.

Polnohospodarske a lesné
vozidla/Agricultural and
forestry vehicles

Nariadenie (EU) é. 167/2013

31.

Dvoj- alebo trojkolesové
vozidla a stvorkolky/Two- or
three-wheel vehicles and
quadricycles

Nariadenie (EU) &. 168/2013

Slovenska obchodna
inSpekcia

32.

Vyroba, prezentacie a
predaj tabakovych a
suvisiacich
vyrobkov/Manufacture,
presentation and sale of

tobacco and related products

MPaRV SR
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http://www.economy.gov.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.vlada.gov.sk/ministerstvo-zivotneho-prostredia-sr/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02012L0019-20240408
https://www.mindop.sk/
https://eur-lex.europa.eu/legal-content/SK/TXT/?uri=CELEX%3A02013R0167-20190418&qid=1720423283911
https://www.mindop.sk/
https://www.soi.sk/
https://www.soi.sk/
https://www.soi.sk/
http://www.mpsr.sk/
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Oblast’ posudzovania zhody
Conformity

Cislo AO, . . - Ukonéenie . . ,
. assessment area Pravny predpis | Cislo NO nazov AO/NO Harmop izovane normy a pr!rucky posudzovania zhody [Gestor Responsible Spolugestor R trhovehq HEE Navod
P.¢ Harmonised standards and guides for L . : - . Market surveillance .
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