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1017

Viiddny névrh

zékona, ktorym sa menf a dopiiia zdkon &. 264/1999 Z.z. 0 technickfch poZiadavkich na

vyrobky a o posudzovani zhody a 0 zmene a doplneni niektorych zékonov

Niarodna rada Slovenskej republiky sa uzniesla na tomto zdkone:
QL1 |
- Zéakon & 264/1999 Z.z. o technickych poZiadavkich na vyrobky ao posudzdvani _

zhody a o zmene a doplneni niektorych zakonov sa menf a dopiiia takto:

1.

)

§ 2 znie:

»Na tcely tohto zdkona sa rozumie
vyrobkom kaZd4d vec, ktord bola vyrobena, vyt'azend alebo inak ziskana, bez ohladu na
stupeti jej spracovania a je urfend na uvedenie na trh; vyrobkom médZe byt aj sluzba, ak
suvisi s predmetom tohto zakona,
sluzbou podla pismena a) je sliba, ktord sa poskytuje za Ghradu, elektronickym’
spdsobom a na zdklade individudlnej Ziadosti prijimatel’a sluZieb,
vyrobcom podmkatel’ ktory vyt'aZil, vyrobil alebo i mym postupom ziskal vyrobok, alebo

sa za vyrobcu oznaduje tym, Ze k vyrobku pripdja svoje obchodné meno, vyrobnt znatku,
alebo iny identifikadny. znak ktory ho identifikuje ako vyrobcu, alebo ktory ho odlisuje od

- iného vyrobeuy, -

g

dovozcom podnikaterl’, ktory uvedie na trh vyrobok z iného Statu, alebo uvedeme takéhoto
vyrobku na trh sprostredkuje,

-splnomocnencom slovenskd pravnickd osoba™) alebo fyzickd osoba®®), ktoru vyrobea

alebo dovozca poveril svojim zastupovanim vo veciach tykajicich sa povinnosti
vyplyvajtcich z tohto zdkona, :

distributorom podnikatel, ktory vyrobky predava, sprostredkiiva ich predaj, alebo ich
inym spdsobom poskytuje pouzivatelom, aviak svojou éinnost'ou priamo neovplyviiuje
vlastnosti vyrobku (d'alej len ,,distribuuje*); distribitorom je aj dodavatel”),

uvedenim vyrobku na trh okamih, ked vyrobok prvykrat prechadza odplatne alebo '

bezodplatne z etapy vyroby alebo dovozu do etapy distribicie, ato aj v pripade, Ze je
uréeny pre vlastni potrebu,




h) uvedenim vyrobku do prevddzky okamih, ked’ vyrobok prvykrit prechadza odplatne alebo

bezodplatne zetapy vyroby alebo dovozu do etapy prevadzky, ato najmi po jeho
dokoncenej instaldcii, alebo do etapy pouZivania, &i uz je uréeny pre potreby inych 0s6b
alebo pre vlastni potrebu,

technickymi poZiadavkami na vyrobok technicka Specifikdcia obsiahnutd v technickom
predpise alebo v technickej norme; technickd Specifikdcia ustanovuje pozadované
charakteristiky vyrobku ktorymi s

1. uroveit kvality,

uZitkové vlastnosti,
" bezpetnost,
rozmery,
nazov, pod ktorym sa.predava,
znacky,
skisanie vyrobku a skisobné metddy,

balenie,

© e N e w R W

oznatovanie V}’rrobku alebo vybavenie §titkom

ot
=

. postupy posudzovania zhody vyrobku spravnyml predpismi alebo stechmckyrm
normarmi,

. vyrobné metbdy a procesy, ktoré maja vplyv na charaktenstlky vyrobku,

—_—
N

spotrebitel’a®), ktoré sa tykaja Zivotného cyklu vyrobku po uvedeni na trh, napr.
podmienky pouZivania, recyklacie, opitovného pouzitia alebo zne$kodnenia vyrobku
alebo zmeny jeho ucelu pouZitia, ak tieto podmxenky mozu vyznamne ovplyvnit*
zloZenie alebo povahu vyrobku alebo jeho uvedenie na trh.

Poznamky pod c1arou k odkazom 2a) a 2b) zne_]u

| ',,2“) § 21 ods. 2 Obchodného zakonnlka

) § 10 ods. 3 zékona & 455/1991 Zb. o zwnostenskorn podnikani (Zivnostensky zakon) .

v zneni neskor$ich predpisov.”.

V poznamke pod &iarou k odkazu 2) citdcia ,,ods. 3% sa vypusta.

3. V § 3 ods. | pismeno a) sa vypuaitajislova ,,a rozﬁojové programy*,

V § 3 ods. 1 pismeno d) sa vypustaji slova ,,ako aj na vedenie registra znatiek zhody so
slovenskymi techmckyml normami ana vydavame reglstracnych kédov pre ich
pouzivatel'ov™.

Y § 3 ods. 1 pismeno h) sa na kon01 bodka nahrédza &iarkou a vkladé sa nové pismeno i),

ktoré znie:
i) VCdlC register identifikagnych kédov.*
§4 znie: 7
,Technickym predpisom na ulely tohto zédkona je vieobecne zavizny pravny
predpis®), ktory obsahuje technické poZiadavky na vyrobky, ktorych dodrZiavanie je
povinné pri uvadzani vyrobku na trh, pri jeho pouZivani, alebo ktory zakazuje alebo
obmedzuje vyroby, dovoz, predaj alebo pouzivanie urtitého vyrobku.“.

. iné p021adavky nevyhnutné z dévodov ochrany oprivneného zdujmu alebo ochrany‘




7. Poznidmka pod &iarou k odkazu 6 znie:
,,6) Napriklad zakon ¢&. 90/1998 Z. z. o stavebnych vyrobkoch v zneni zédkona €. 413/2000
Z.z.%.

8. V §5odsek I sa dopliia pismenom d}, ktoré znie:

,,d) zahrani¢na norma, ktoru prijala zahrani¢na nirodnd normalizadna organizacia a ktora
je verejne pristupna.”.

9. V § 5 odsek 6 znie:

+(6) Urad po prerokovani s pristusnym ministerstvom uréi slovenské technické

normy ako vhodné na posudzovanie zhody, ak je to nevyhnutné na prevzatie technického

predpisu vydaného organmi Eurdpskych spolodenstiev formou nariadenia vlady podla

tohto zikona alebo formou iného v3eobecne zdvézného pravneho predpisu podia
osobitnych predpisov; uréenie ozndmi trad vo vestniku.*.

10. V § 6 ods. 2 sa vypdtaju slova ,,vedenie registra a vydavanie registraénych kédov podla

§ 20, slovo ,jednu” sa nahradza slovom ,jedinu® a dopifia sa druba veta, ktora znie:

~Rozhodnutie o urleni prdvnickej osoby ako aj rozhodnutie o zrueni urlenia vyhlasi
uverejnenim urad vo forme oznamenia v Zbierke zakonov Slovenskej republiky.®.

1LV § 6 ods. 3 sa vypusta pismeno j).
12.V § 6 odsek 7 znie:

»(7) Naklady na tvorbu harmonizovanych slovenskych technickych noriem
a slovenskych technickych noriem vhodnych na posudzovanie zhody uhradza drad.
V ostatnych pripadoch naklady na tvorbu slovenskych technickych noriem uhradza ten,
kto pozaduje ich spracovanie.”.

13.V § 7 odsek 3 znie:
+(3) DodrZiavanie slovenskej technickej normy je dobrovolné.”,

14.V § 8 ods. 5 sa dopliia tretia veta, ktord znie: ,,Pristuiné ministerstvo je povinné predlozit
uradu navrh technického predpisu, jeho zmeny alebo doplnenia.”.

15V § 9 odseky 1 a 3 sa citacia ,,pism. f)* nahradza citaciou ,,pism. 1},

16.V § 9 odsek 4 sa citacia ,,pism. €)“ nahradza citdciou ,,pism. g) a h)* a na konci textu sa
bodka nahradza fiarkou a dopliiajti slovd ,.ak nariadenie vlady neustanovuje inak.“.

17.V § 9 odseky 5 a 6 znejit:

+(5) Urad méze na zaklade ziadosti ministerstva rozhodnaf o uvedeni uréeného
vyrobku na trh, ak neboli pouZité postupy posudzovania zhody podla § 12, ak si to
vyZaduje ochrana opravneného zaujmu (napriklad havaria, experimentaine Gcely a pod.).

(6) Rozhodnutie podl'a odseku 5, ako aj o zrufeni takéhoto rozhodnutia oznamuje
urad vo vestniku..

18. § 9 sa dopliia odsekom 7, ktory znie:

»(7) Urad po prerokovani s prislu$nym ministerstvom opatrenim na prechodny &as
zaradi vyrobok medzi urené vyrobky alebo na ur@enom vyrobku urgi posudzovanie
konkrétnej technickej poZiadavky alebo na urlenom vyrobku doSasne uréi postup
posudzovania zhody. Opatrenie trad vyhlasi uverejnenim v Zbierke zakonov Slovenskej
republiky.©.




19.V § 10 ods. 1 sa za slova L.vyrobca alebo dovozca“ vkladaju slova ,.alebo ich

splnomocnenec (d'alej len ,,vyrobea alebo dovozea™)” a na konci sa pripdja veta:

~Ak nemozno identifikovat’ vyrobcu alebo dovozcu, za splnenie podmienok uvedenia
vyrobku na trh zodpoveda distribator.™.

20. V' § 10 odsek 4 znie:

»(4) Vyrobca alebo dovozca urceneho vyrobku je povinny uviest na trh iba taky
vyrobok, ktory spiiia vietky technické poziadavky, ktoré sa na urdeny vyrobok vzt'ahujq.
Pred uvedenim urfeného vyrobku na trh je povinny vydat’ pisomné vyhlasenie o zhode
s technickymi predpismi (dalej len ,vyhlasenie o zhode*), ak sa nafi nevztahuje
ustanovenie § 13 ods, 6. .

2LV § 10saza odsek 4 vklada novy odsek 5 ktory znie:

(5} Vyrobca alebo dovozca musi dlstnbutorow na jeho Ziadost poskytnut
vyhlasenie o zhode.“

Doterajdie odseky 5 a 6 sa oznaduji ako odseky 6 a 7.

2.V § 11 ods. 9 sa za pismeno b) vklad4 nové pismeno c), ktoré znie:

,»¢) identifikaény kod,.
Doterajsie pismena c) aZ f)-sa oznaduji ako pismena d) az g).
23.V § 11 ods. 10 sa dopliia pismenom 1), ktoré znie:

-~ ,,f) na zaklade rozhodnutia uradu dokon€it’ proces posudzovama zhody zaaty inou
autorizovanou osobou.®,

24 V § 11 ods. 11 pism. ¢) sa slovo ,,pe¢iatku nahradza slovami ,,odtladok pediatky®.
25.V § 11 sa za odsek 13 vklada novy odsek 14, ktory znie:

‘ »(14) Ak tUrad rozhodne o zrudeni autorizicie autorizovanej osoby podl'a odseku
13, ustanovi autorizovant osobu, ktora dokon¢i proces posudenia zhody.*.

‘ Doteraj Sie odseky 14 als5sa oznacuju ako odseky 15 a 16
26. § 12 znie:

(1} Posudzovanic zhody je zistovanie, & skutoné vlastnosti uréeného vyrobku
zodpovedaji ustanovenym techmckym poZiadavkdm na urceny vyrobok postupml
uvedenymi v odseku 3. :

- (2)  Zhoda sa povaZuje za preukazanu ak uréeny vyrobok splita vietky technické
poziadavky, ktoré sa nati vzt'ahuju.

(3)  Postupmi posudzovania zhody su:
a) posudenie zhody vyrobcom alebo dovozcom,

b) pc')sp'ldenie' zhody vzorky typu (prototypu) vyrobku autorizovanou osobou a vydanie
certifikatu autorizovanou osobou (certifikacia typu vyrobku),

~ ¢) postidenie zhody vyrobku s certifikovanym typom vyrobku,

d) postdenie systému kvality vyroby alebo jeho zloZiek v podniku autorizovanou osobou
. a vykondvanie in§pekcie nad jeho riadnym fungovanim,

e) postidenie systému vystupnej kontroly kvality vyrobku v podmku autorizovanou osobou
a vykonavanie in$pekcie nad jeho riadnym fungovanim,



f) overovanie zhody vyrobku s certifikovanym typom vyrobku alebo s ustanovenymi
poziadavkami, ktoré vykondva vyrobca alebo dovozca alebo autorizovand osoba na
kazdom vyrobku alebo na $tatisticky vybratej vzorke, :

g) overovanie zhody kazdého vyrobku s technickymi poZiadavkami autorizovanou osobou,

'h') inSpekcia riadneho fungovania systému manaZérstva kvality v podniku autorizovanou
osobou. avpripade potreby overenie zhody vyrobku s pozZiadavkami techmckych
: predpisov v etape ndvrhu vyrobku,

i) iné postupy posudzovama zhody, ak je to nevyhnutné na prevzatie obsahu technického
predplsu vydaného orgdnmi Europskeho Spolotenstva.

(4) Pri posudzovani zhody sa mdZe pouzit certlﬁkat alebo zavery a vysledky'
inSpekcie. ‘

(5) Ktechnickym poZiadavkam uvedenym v§2 pism. i) ustanovi vlada
" nariadenim podrobnosti o:

a) uvadzam jednotlivych skupm uréenych vyrobkov na trh v zavislosti od ich technickej
zloZitosti a miery moZného nebezpecenstva spojencho s ich pouZivanim, :

b) postupoch a ukonoch, ktoré musia byt’ splnené pri posudzovani zhody (d'alej len ,,postupy
posudzovania zhody*), a to ich konkretizaciou alebo kombinaciou,

¢) obsahu prisluinej dokumentacie v zavislosti od skupin urdenych vyrobkov, ich technicke;j
zloZitosti, miery moineho ohrozenia opravneného zdujmu asposobu posudzovania
zhody,

d) obsahu vyhlasenia zhody v zavislosti od p0u21teho postupu posudzovania zhody.

(6) Naéklady spojené s posudemm zhody hradi podnikatel’, ktory Ziada o postidenie
zhody.

(7) Postupy posudzovania zhody sa méiu pouZit’ aj na preukézanie zhody aj iného
ako ureného vyrobku.

(8) Postupy posudzovania zhody sa mdzu pouZit' aj pn dobrovelnom vyhlasovanl -
zhody so slovenskymi techmckyml normami '

27 V § 13 odsek 1 znie:

»(1) Vyrobca alebo dovozca urceneho -vyrobku zodpoveda za obsah pisomného
vyhlésenia o zhode s technickymi predpismi vréitane spdsobu posudzovania zhody.”.

28. V §13 odsek 3 znie:

»(3) Dokumentécia o pouZitom postupe pri posudzovani zhody a vyhlasenia o zhode
a podklady k nemu je vyrobea alebo dovozca povinny uchovavat na tizemi Slovenske;j
republiky a na vyZiadanie kedykol'vek poskytnit’ orgdnom dohl'adu do desiatich rokov od
skon¢enia vyroby, dovozu alebo uvedenia na trh. Povinnost' zabezpetit' uchovanie’
dokumentov prechddza z vyrobcov adovozcov, ktori zanikli v dosledku likvidacie,
konkurzu alebo vyrovnania, na spravcu konkurznej podstaty alebo na likviditora. Na
dovéZany vyrobok oznageny podfa odseku 6 oznatenim CE nema dovozca povinnost
dokumenty o pouZitom spdsobe posudzovania zhody uchovavat na tizemi Slovenskej
republiky, je vsak povinny predloZit' ich organu dohl'adu v lehote nim urfengj ato
v §tatnom Jazyku M.

Poznamka pod &iarou k odkazu 9a) znie:
,,9“) Zakon Narodnej rady Slovenskej republiky & 270/1995 Z. z.«.




29, V'§ 15 ods. 1 sa za slovo ,,osoby" vkladaju slova ,,savisiaca s postupmi posudzovania
zhody* a vypusit'a sa slovo ,,sluzba™. o

30. § 16 znie:
,Skudanie uréeného vyrobku je ¢innost’ autorizovanej osoby, akreditovanej osoby,
vyrobcu alebo dovozcu, pri ktorej sa zist'uji vlastnosti alebo charakteristiky uréeného
vyrobku s cielom postdit jeho zhodu s technickymi poZiadavkami.*.

-31.V § 17 sa vypusta odsek 4. ‘
132,V § 18 ods. 3 sa vypust'aja slova , svoj identifikalny kéd a”.

33, V § 18 sa vypnita odsek 5.
Doteraj3i odsek 6 sa oznaduje ako odsek 5.
34. § 20 sa vypudta.
35,V § 21 sa vkladé novy odsek 1, ktory znie:
»(1) Osobitné postavénie mé oznacenie CE. Oznaleniec moZno umiestnit’ na
vyrobok, len ak bolo vydané na vyrobok alebo ak je ku kazdému vyrobku priloZené
vyhlasenie o zhode stechnickymi predpismi Eurdpskych spololenstiev. Vlada

nariadenim méze ustanovit pedrobnostl o pouzivani oznaenia CE a o néleZitostiach
~ tohto vyhlasenia o zhode.” :

Doteraj3i odsek 2 sa vypust'a a doterajsi odsek 1 sa oznacuje ako odsek 2.
36.V § 22 ods. 3 sa za slovo ,.ktort*“ vkladaju slova ,,na zaklade jej Ziadosti“.
37.V § 23 odsek 2 znie: ‘ S o
»(2) V}'Jdavky akreditujiicej osoby sdvisiace s tlenstvom v medzinarodnych
akreditaénych organizaciach hradi ministerstvo hospodarstva len vrozsahu &lenskych
prispevkov.®.

3.V § 29 odsek 3 .vposlednej vete sa slovo ,,autorlzujucej nahrédza slovom
,,akredxtujucej

" 39, Poznamka pod élarou k odkazu 1 1) znie:

Y Napriklad zakon Slovenskej nérodnej rady & 71/1986 Zb. o Slovenske; obchodne;j

mspekcn v zneni zékona &. 417/1991 Zb., zékon Narodnej rady Slovenskej republiky &.

. 272/1994 Z.z. oochrane zdravia I'udi vzneni zikona Narodnej rady Slovenskej
republiky €. 222/1996 Z. z. a zdkona Néarodnej rady Slovenskej republiky 290/1996 Z. z.,
zdkon €. 140/1998 Z. z. o liekoch a zdravotnickych poméckach, zakon &. 95/2000 Z. z.
o indpekcii prace ao zmene adoplneni niektorych zakonov, zadkon ¢. 142/2000 Z.z.
o metrolégii aozmeéne adoplneni mektorych zakonov, zdkon ¢.195/2000 Z.z.
o telekomunikéciach. :

40.V § 30 ods. 2 pismeno a) zZnie:

»a) na urené vyrobky uvedené na trh bolo vydan€ vyhlasenie o zhode, a ak to technicky
predpls vyzaduje, ¢i st oznagené slovenskou znackou zhody,*.

CL 1

Tento zakon nadobttda uéinnost’ 1. okiébra 2001,




DOVODOVA SPRAVA
I. V8eobecna {ast’

Snaha pravne upravit' podmienky, po splneni ktorych moZno uvadzat' na trh vyrobky,
ktoré modZu predstavovat’ riziko- pre pouZivatela vyrobkov, najmid v oblasti pravom
chranenych zaujmov bola vyjadrend prijatim zakona &.264/1999 Z.z. o technickych
poziadavkach na vyrobky a o posudzovani zhody a o zmene. a doplneni niektorych zakonov.
Vzhladom ktomu, Ze jednym z prioritnych cielov Slovenske) republiky je wstup
do Eurdpskej Gnie nastala potreba reagovat’ na zavery spolofného rokovania uskutoéneného
v dioch 28. — 29. septembra 2000 v Bratislave medzi delegaciami Eurdpskej komisie
a Slovenskej republiky, ktorého cielom bolo posidit’ stav pripravenosti Slovenskej republiky
na uzavretie protokolu PECA. Na zaklade posidenia nalej horizontdlnej legislativy, t.j.
zdkona ¢.264/1999 Z.z. expertmi. Eurdpskej komisie sa u€astnici rokovania dohodli
na doplneni a zmene nicktorych ustanoveni tak, aby sa e&te viac priblizil a zosuladil s pravom
Eurdpskej Unie. Ide teda osnahu wurychlit zosiladovanie poZiadaviek na vyrobky
spomadavkamn uplatfiovanymi v krajinach Eurdpskej Unie tak, aby sa slovensky trh stal
atraktivny pre priliv zahrani¢nych investicii.

Dévody na vypracovanie novely zakona Gzko sivisia s Eurépskym chapanim
technickych predpisov, ktoré patria do sistavy nastrojov hospodarskej stt'aZe. Technicki
predpisovi zakladitu Spolodenstiev moZno v zasade rozdelit’ do troch kategorii:

- Technické predpisy tzv. Starého alebo Odvetvového pristupu, v ktorych su detailne
formulované technické poZiadavky a spdsob preverovania ich dodrziavania. Vyskytuji sa
v nich tieZ fixné a polofixné odkazy na technické normy.

- Systém vzdjomného uzndvania predplsovej zakladne v neharmonizovanej oblasti medzi
¢lenskymi Statmi.

- Technické predpisy tzv. Nového pnstupu ktory je zalozeny na formulovani zdkladnych
"~ poZiadaviek na vyrobky, pricom “vzorovy” spdsob splnenia tychto poziadaviek
predstavuju harmonizované technické normy, na garancii “prezumpcie zhody” s pravnou
~upravou pri splneni poziadaviek harmonizovanej normy, ktorll davaju uéastnikom trhu
tlenské krajiny EU a EZVO (Eurépskeho hospodarskeho priestoru) a na stanoveni
zodpovednosti vyrobcu alebo dovozcu za V}'rrobok Harmonizované technické normy
spracivaju eurdpske 'normalizacné orgamzacxe CEN, CENELEC a ETSI na zéklade
zmluvy uzavretej s Komisiou EU. '

Spoloénym zhakom komumtémej technickej predpisovej zédkladne je, Ze je
orientovand komoditne (to znamend, Ze riedi vyrobkové skupiny v celom rozsahu regulécie).

Prijatim novely zakona sa zabezpedi predpisovd zédkladfia nevyhnutna na uplatiiovanie
principov vol'ného obchodovania medzi Slovenskou republikou, Eurépskou tiniou a krajinami
EZVO, ¢o je jednym zo zakladnych predpokladov vstupu Slovenska do Eurdpskej tunie.
Novelu zikona je potrebné prijat do terminu opatovneho hodnotenla stavu pripravenosti
Slovenskej republiky na &lenstvo v EU.

Vyznam navrhovanej novely zdkona treba zdrovei vidiet' v tom, Ze novelou pravneho
predpisu sa dosiahne vy33i stupefi zostladenia s porovnatenymi mechanizmami v inych
Statoch a bude pdsobit’ preventivne v zdujme ochrany .spotrebitelov pred vyrobkami alebo.
sluzbami, ktoré by mohli ohrozit’ ich Zivoty, zdravie, & majetok. Zakon vytvori slovenskym
exportérom podmienky rovnakého vstupu na domaéci aj zahraniény trh a konstituuje nastroje .




podmiefiujice Gspedny vyvoz do EU, EZVO, krajm SVE a vramci TBT WTO gj do celého
sveta.

Prijatim novely zédkona sa odstrani prekazka realizacie implementacie d’alSich smemic
Eurépskej tnie do prdvneho poriadku Slovenskej republiky, ktoré si vyZaduju pravne
preciznejdiu pecifikaciu niektorych pojmov priamo v horizontalnej legislative.

Navrh zdkona, ktorym sa meni adopltia zikon & 264/1999 Z.z. o technickych
poziadavkéch na vyrobky a o posudzovani zhody a o zmene a doplneni niektorych zdkonov je
vsulade s ustavou Slovenskej republiky, sustavnymi zdkonmi, ostatnymi zakonmi
a s medzinarodnymi zmluvami a inymi dokumentmi, ktorymi je Slovenské republika viazana.
Predkladany navrh zdkona nepredstavuje ndroky na 3tatny rozpocet Slovenskej republiky, éo
po prerokovani podla § 51 zdkona & 303/1995 Z.z. orozpoctovych pravidlich v zneéni
neskorSich predpisov potvrdilo Ministerstvo financii Slovenskej republiky listom ¢&. p.
2139/2001-81 zo diia 14.2.2001, ani neovplyvni zamestnanost’ a preto nie je potrebné ho
prerokovat’ v Rade hospodarske a socialnej dohody SR podl'a zakona &. 106/1999 Z. z.

Dolozka zluditelnosti zdkona s pravom Eurépskej ttnie
1) Navrhovatel' zakona: vlada Slovenskej republiky.

2) Nazov navrhu zdkona: Zakon, ktorym sa meni a doplfia zdkon &. 264/1999 Z.z.
o technickych poZiadavkach na vyrobky ao posudzovani zhody aozmene a doplnen{
niektorych zakonov.

3) V prave Eurdpskej unie je problematika ndvrhu zdkona o technickych poZiadavkéch na

vyrobky a o posudzovani zhody a o zmene a doplneni niektorych zakonov upravend

. tymito dokumentmi:

. a)' . Rezolicia Rady ES &. 90/C 10/01 z 21. decernbra 1989 o Globalnom pristupe k
posudzovaniu zhody, v zneni rozhodnutia Rady ES ¢. 93/465/EHS z 22. jila 1993 o
moduloch pre rdzne fazy posudzovania zhody a pravidlach na udefovanie a pouzivanie

- znatky zhody CE, urenych pre harmonizované smernice s technickym obsahom,

b) Smernica Rady ES 98/34/ES z 22. jina 1998 o postupe pri poskytovani
informdcii v oblasti technickych noriem a predpisov v znem smernice 98/48/ES,
c) Rezolicia Rady ES & 85/C136/01 zo 7. méja 1985 o Novom prlstupe k

technickej harmonizacii a normém.

dy Okremn uvedenych smernic sa vo forme zakonov (napriklad zakon ¢. 90/1998
Z. z. o stavebnych vyrobkoch v zneni zakona 413/2000 Z. z.) alebo nariaden{ vlady SR

k zakonu o technickych poZiadavkich na vyrobky a o posudzovani zhody a o zmene a .

doplneni niektorych zdkonov budu implementovat’ aj hasledujice smernice: .



S

) lektrické. zariadenia s vyuZitim v ?3/23/EEC
* |urditych medziach napiitia
T 88/378/EEC
2. | Bezpelnost hratiek 93/68/EEC UNMS SR
, 89/336/EEC
| Elektromagnetickd - znasanlivost’ | 92/31/EEC .
3. elektrickych zariadeni 93/68/EEC UNMS SR
o [98/13/EC . -
4. | Stroiné zariadenia 98/37/EC MPSVR SR a
- [ Strone zanaden UNMS SR
] oo |90/384/EEC A
5. | Vahy s neautomatickou &innost'ou 93/68/EEC . UNMS SR
- . 90/396/EEC ‘
6. | Plynové spotrebide 03/68/EEC UNMS SR
Poziadavky na energetickil Géinnost’ | 96/57/EC )
. 7. elektrickych chladnidiek, mraznidiek UNMS SR
~|ai. zariadeni pre domacnost’
Stupeti . (¢innosti  teplovodnych | 92/42/EEC MH SR 2
8. " | vykurovacich kotlov s kvapalnymi|93/68/EEC :
A UNMS SR
alebo plynnymi palivami
9. | Vybulniny pre civilné ucely 93/15/EEC UNMS SR
, : : 89/686/EEC
_ . . . ‘ 93 /gngEC MPSVR SR
10. |Osobné ochranné prostriedky a
, 93/95/EEC UNMS SR
. , 96/58/EC |
Zariadenia a ochranné systémy | 94/9/EC MPSVR SR
11, |uréené pre pouZitie v prostrediach s | ATEX 100A oa
nebezpedim vybuchu . UNMS SR
. . Y2 el 90/385/EEC
2. Algla\('ir; . lrm_p‘lantovatc_ellne‘: [gkayske 93/42/EEC MZSR - |
ZarieT=na 93/68/EEC _
13. [ Zdravotnicke zariadenia 93/42/EEC - MZ SR
14, atzsog‘r‘losttcke lekarske pristroje ,in | 98/79/EC MZ SR
15. | Rekreaéné plavidla 94/25/EC MDPT SR
16. [ Lodné zariadenia, - [ 96/98/EC MDPT SR
17. | Vytahy 95/16/EC MPSVR SR
18. |Obaly a obalovy odpad 94/62/EC MZP SR
Koncové  radiokomunikadné  a|99/5/EC o
19 telekomunika&né terminaly MDPT SR
‘ - 87/404/EEC MPSVR SR
20.  }Jednoduché tlakové nadoby 90/488/EEC o a
, _ 93/68/EEC UNMS SR
21. | Tlakové zariadenia 97/23/EC MPSVR SR

4) Navrh novely zékona o technickych poziadavkéch na vyrobky a o posudzovani zhody
patri medzi prioritné oblasti aproximacie prava obsiahnuté v ¢&l. 70 Eurdpskej dohody
o pridruzeni uzatvorenej medzi Europskymi spolo¢enstvami a ich &lenskymi $tatmi na jednej



strane a Slovenskou republikou na strane druhej. Problematika navrhovaného zékona zahffia

_ tieto prioritné oblasti aproximdcie prava vyslovne uvedené v ¢l. 70 Normy a posudzovanie

zhody: ochrana zdravia a Zivota l'udi, zvierat a rastlin, ochrana spotrebitel’a, technické
predpisy a normy. Navrh predkladaného zdkona je jednym zo zakladnych ddkazov plnenia
&l. 75 Eurépskej dohody, tj. dosiahnutie plnej zhody predpisov Slovenskej republiky
s technickymi predpismi EU, s eurépskou normalizaciou a s postupmi posudzovania zhody.

Névrh zikona svojou problematikou patri medzi priority odpordCané v priprave
asociovanych krajin strednej a vychodnej Eur6py na integraciu do vnatorného trhu Eurdpske;
tinie (Biela kniha), pretoZe sa tyka kapitoly &. 2 ,,Volny pohyb a bezpe¢nost’ priemyselnych
vyrobkov* a Kkapitoly ¢.23 ,Ochrana spotrebitela”. Si¢asne ide o prioritu tspe$nych
negociécii kapitoly 1 “Narodného programu prijatia acquis”.

5. Charakteristika pravnych noriem Eurdpskej tnie, ktorymi je upravena problematika
navrhu zakona, ktorym sa meni a dopiita zakon &. 264/1999 Z. z. o technickych poziadavkéch
na vyrobky a o posudzovani zhody a o zmene a doplneni niektorych zakonov ao zmene
zakona &, 338/2000 Z. z.

a) Smernica Rady ES & 98/34/ES v zneni smernice & 98/48/ES 0 vymene informadcii
v oblasti technickych predpisov a noriem.

Této smernica predstavuje vyznamny nastroj na zachovanie jednotného trhu Unie
v oblasti voného pohybu tovaru. Na komunitarnej drovni kodifikuje zasady, ktoré si do
znaéne) miery kompatibilné so zasadami WTO, najmé jej Dohody o technickych prekazkach
obchodu, aviak tato kodifikacia ide do podstatne vicSej hibky s priamymi pravnymi
nasledkami pre ¢lenské krajiny. Zo zneni rozhodnuti Eurdpskeho sudneho dvora vydanych k
smernici 83/189/EHS je zrejmé, Ze dodrziavanie technického predpisu ¢lenskej krajiny, ktory
nebol oznameny v ramci postupov, ktoré smernica detailne opisuje, nie je voéi dovozcovi (z
inej &lenskej krajiny) do tejto krajiny vynititel'né.

Smernica kodifikuje terminy, ktoré s identickym spdsobom obsiahnuté v navrhu
zékona. Kodifikdcia pojmu technicky predpis je formulovana v ndvrhu zdkona tak, aby mohol
plnit' v slovenskom pradvnom poriadku takd funkciu, akll smernica vyzaduje. Vytvorenie
infradtruktiry na komunikéciu Slovenskej republiky s EU, ktord smernica predpoklada na _
realizdciu procesu vymeny informicii, je zabezpelené prehibenim &innosti Informagného =
strediska TBT WTO, ktoré na UNMS SR pdsobi. Doteraz sa viak jeho &innost' riadila
zastaralym metodickym pokynom FUNM MP I-86. Na plnenie informaénych povinnosti,
zavizkov, ktoré Slovenskej republike vyplyvaji z existyjicich alebo budtcich
mnohostrannych obchodnych zmliv (napr. Dohoda o technickych prekdzkach obchodu v
ramci WTO, pristipenie ku ktorej schvalila Narodna Rada Slovenskej republiky 13.12.1994,
v asociovanych krajinach tiez Europska dohoda o pridruZeni), vSak treba zabezpeit
medzirezortnit spolupracu a &innost’ strediska rozdirit', aby mohlo plnit’ svoje zaviizky pocas
- procesu prehlbujiicej sa integricie SR do EU. V navrhovanom zakone si formulované
postupy na zabezpedenie vymeny informécii v zmysle poZiadavick smernice siiCasne so
zabezpelenim transparentnosti procesu prijimania technickych predpisov a noriem. Zastaraly
metodicky pokyn bude nahradeny nariadenim vlady k tomuto zékonu, ktoré bude upravovat’
postup oznamovania technickych predpisov a noriem tak, aby bolo moZno dovisit
implementdciu smemice 98/34/ES v zneni smernice 98/48/ES, ktord je rimcovo upravena
v predkladanom navrhu zakona.

Smemica Rady 98/34/ES bola pozmenend smernicou 98/48/ES s u&innost'ou od
1. 8.1999. Tito zmena roz$iruje poziadavky na vymenu informdcii o ,,pravidld“, ktoré su
uréené na pouzivanie v rdmci volného poskytovania sluZieb informaénej spolo&nosti. Tito
zmenu navrh zakona v celom rozsahu neobsahuje, ked'’Ze podrobnosti budi riesené v navrhu
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nariadenia vlady Slovenskej republiky o vymene informécii v oblasti technickych predpisov
anoriem. Je uzko previazand s komunitarnou predpisovou zakladiiou upravovanou
smernicami 89/552/EHS v zneni smemice 97/36/ES a so smernicou 97/13/ES upravujicou
spolodny ramec pre autoriziciu a individuédlne licencie poskytovatelov telekomunikagnych
sluzieb.

Postupy poskytovania informacii, ako aj lehoty na podavanie némietok, vratane
komunikacie s Komisiou EU, upravuje smernica 98/34/EHS v zneni smernice 98/48/EHS.
Tam, kde <¢&lenskd krajina nemd v neharmonizovanej oblasti nijaki pravnu dpravu
na bezpe¢nost’ vyrobkov, ako aj tam, kde pravne Upravy nepokryvaju vietky rizikd, ktoré by
mohol vyrobok sp6sobit, uplatiiuje sa zdsada vieobecnej bezpetnosti vyrobkov. Smernica
- 92/59/EHS sa teda v mnohych pripadoch uplatiuje ako komplementirna popri jestvujlicej
pravnej tprave, na UGcely eliminicie rizika ohrozenia, sktorym pdvodna pravna tprava
z najrdznejsich pricin (napr. vyvoj poznatkov vedy a techniky, vyvoj spolo¢nosti, celosvetové
roz8irovanie trhovych priestorov, atd’) nepoCitala. Aj ked’ implementacie tejto smernice je
sudast’'ou ostatnej novely zakona o ochrane spotrebitel'a, predkladany navrh zékona zadlefinje
do povinnostou vyrobcov a dovozcov aj dodrZanie poZiadavky vSeobecnej bezpelnosti.
Povodna predstava vytvorenia jednotného pravneho rdmca na implementiciu smernic nového
pristupu s komplementarnou zdsadou vieobecnej bezpetnosti vyrobkov, tak ako sa odporita
v dokumente Blue Book (novela Pokynov na implementaciu smernic nového pristupu
a globalnej koncepcie vid’ internetové stranka www.normoff.gov.sk) vydaného Komisiou EU
(tzv. soft law) sa podarila realizovat’ vo viizbe zakona €. 264/1999 Z. z. s novelou zédkona
¢.310/1997 Z.z. o ochrane spotrebitela nevyhnutnou transformaciu podstatnej <&asti
slovenského technického prava, plynulym prechod od povinnej certifikdcie vyrobkov
k postupom posudzovania zhody. V kaZdej faze transformdcie a na kazdy vyrobok sa pritom
pontika zdruka prinajmenfom vieobecnej bezpednosti vyrobku.

b) Rezolicia Rady ES ¢ 90/C10/01 z 21. 12. 1989 o Globilnom pristupe k
posudzovaniu zhody, ktora je znama tieZ svojim podtitulom:; Nés@roj zabezpeCovania kvality
~ priemyselnej produkcie.

Touto rezolaciou urdila Rada nasledujice principy eurdpskej politiky pri posudzovani
zhody:

- jednotny pristup Spolo€enstva k postupom posudzovania zhody a k navrhu kritérii na
pouZitie tychto postupov, kritérii, ktoré st zaviizné pre ¢lenské krajiny EU; spbsob uréenia
organizacii posobiacich v systéme posudzovania zhody a pouZitia znacky zhody Eurépskeho
spologenstva, '

- vieobecné pouzivanie narodnych implementacii eurdpskych noriem tykajicich sa
kvality (subor noriem EN ISO 9000) a poziadaviek, ktoré maju splfiat’ organizacie pdsobiace
v systéme posudzovania zhody (subor noriem EN 45000) - v SR ide o STN EN ISO radu -
9000 a STN EN radu 45000,

-podpora dohéd o vzijomnom uzndvani dokumentov v oblasti certifikacie
a skufobnictva medzi organizaciami pésobiacimi v neregulovanej oblasti vyrobkov,

- podpora medzindrodného obchodu s vyrobkami v regulovanej oblasti uzatvaranim
dohéd o vzajomnom uznavani s tretimi krajinami. Tieto dohody sa uzatvaraji na principe
rovnosti a tykaju sa vzdjomného uzndvania skiSobnych protokolov, certifikatov a pouzivania
znaciek.

¢) Rozhodnutie Rady ES &. 93/465/EHS z 22. 7. 1993 o moduloch pre rézne fazy
posudzovania zhody a o pravidlach na udel'ovanie a pouZivanie znatky zhody CE v stlade
s harmonizovanymi smernicami s technickym obsahom.
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Nadviznym koncepinym opatrenim je Moduldrna koncepcia posudzovania zhody
aprincip pouZivania znagky zhody CE. V roku 1990 bolo prijat¢ Rozhodnutie Rady
,,0o moduloch vztahujucich sa na rézne fizy postupov posudzovania zhody a uréenych na
vyuZitie v harmonizovanych smerniciach s technickym obsahom® (90/683/EHS), ktoré bolo
po daldej diskusii nahradené Rozhodnutim Rady ¢&. 93/465/EHS z 22. 7. 1993 ,,0 moduloch
vzt'ahujucich sa na rézne fazy postupov posudzovania zhody a o pravidlich na pripijanie
a pouzivanie znatky zhody CE, ktoré si urlené na vyuZivanie v harmonizovanych
smerniciach s technickym obsahom® (OJ L 220 z 30. 8. 1993, s. 23).

Obsah tohto rozhodnutia moZno zhrnit’ do nasledujicich bodov.

- Postupy posudzovania zhody sa mozu skladat z modulov, ktoré sa tykaju
posudzovania zhody, alebo dohl'adu v predvyrobnej a vyrobnej faze. V ur€itych pripadoch sa
obe tieto funkcie prelinaju tak, Ze o nich treba uvaZovat’ spolo¢ne vo vnutri jedného modulu.

- Sprévidla mé vyrobok prejst postupom posudzovania zhody v uvedenych dvoch
fazach. V pripade kladného vysledku sa méze uviest’ na trh.

- V jednotlivych smerniciach musi byt’ stanovené, z ktorych modulov a ich kombinacii
sa mbZe vyberat, aby sa zabezpetilo, Ze poZadovand uroveft bezpelnosti dané¢ho vyrobku
bude zaruCena.

- V smerniciach musia byt’ stanovené poziadavky, podl'a ktorych vyrobea z pripustny'ch
modulov posudzovania zhody zvoli vhodny modul alebo kombinaciu modulov pre svoje
vyrobky. .
- Autorizované (notlﬁkovane) osoby vyuZivaji moduly tak, aby podmkom nevznikali
nadmerné naklady. Jednotny vyklad a pouZivanie modulov medzi notifikovanymi organmi
zabezpeluje Europska organizécia pre skiianie a certifikaciu (EQTC), Europska konfederacia
kontrolnych organizcii (CEOC), pripadne Komisia EU.

- Oznagenie CE sa pripdja na vyrobok ako oznalenie, ktoré preukazuje, Ze vlastnosti
vyrobku. si v siulade s poZiadavkami smernic. Ak je vyrobok v zhode s nérodnymi
implementaciami  harmonizovanych eurépskych noriem vcelom rozsahu v$eobecne
formulovanych poziadaviek smernic, vychadza sa z predpokladu, Ze je v zhode s tymito

" smérnicami. V tychto pripadoch je vyhlasenie vyrobcu alebo dovozcu o zhode akceptované’
organmi trhovej kontroly v celom Eurépskom hospodarskom priestore (EHP) a pripadnd
previerka jeho opravnenosti sa vykonava na tarchu tychto orgénov.

- Pripajanie inych znadiek je dovolené, ak to nevedie k zdmene s oznaéenim CE. Ak
viak ide o znatku rovnakého vyznamu vyrobku zhody s regulovanou sférou upravovanou
smernicami Nového pristupu, ktoni na prechodné obdobie zavéddzajl asociované krajiny aZ do
obdobia tiplnej implementacie vietkych smernic Nového pristupu a uzavretia Protokolu o
Eurépskom posudzovani zhody s Komisiou EU, nemoZno tuto znatku uvadzat siCasne s
oznaCenim CE na vyrobkoch. Oznatenie CE je deklardciou toho, Ze vyrobok vyhovuje
vietkym smerniciam Nového pristupu, ktoré sa nai vztahujt, zatial’ &o napr. Csk je znadka
zhody s tymi smernicami, ktoré boli implementované do slovenského pravneho poriadku a zo
zvy$nou regulovanou sférou tam, kde dosial’ aproximécia plne neprebehla. -

d) Rezolicia Rady ES & 85/C136/01 zo 7.5.1985 o Novom pristupe k technickej
harmonizacii & normam.
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Novy pristup je zaloZeny na nasledujﬁéich zésadéch:

- harmonizacia prévnych predpisov sa obmedzuje na stanovenie zakladnych
bezpednostnych poZiadaviek, ktoré musi spifiat’ vyrobok uvadzany na trh; z toho viak
vyplyva, Ze pre tieto vyrobky musi byt zaruceny vol'ny obeh v Spoiolenstve,

- vypracovanim technickych $pecifikacii, ktoré si potrebné na vyrobu vyrobkov a ich
uvéadzanie na trh v zhode so zakladnymi, vieobecne formulovanymi poZiadavkami srnermc sa
poveruju prislusné normalizainé orgény,

- tieto technické 3pecifikdcie maja Statat eurdpskych harmonizovanych noriem a nemaji
zavizny charakter, tj. zostavajii dobrovolnymi normami; ako podpornad zloZka narodnej
legislativy ¢lenskych krajin sa uplatnu}u aZ po ich implementécii do prisluinych narodnych
normaliza&nych sistav, :

- stigasne sa vak v celom Eurépskom hospodéarskom priestore uzndva, Ze vyrobky,
ktoré boli vyrobené podla harmonizovanych noriem (resp. podla doterajsich narodnych
noriem), sa povaZujit za vyhovujlice "zakladnym poZiadavkam" stanovenym smernicou.

'6) Vyjadrenie stupiia kompatibility s prédvnou normou Eurdpskej Gnie

Névrh zakona, ktorym sa meni adopita zakon & 264/1999 Z.z. o technickych
poziadavkich na vyrobky a o posudzovam zhody a o zmene a doplneni niektorych zikonov
a0 zmene zakona &. 338/2000 Z. z. je vysoko kompatibilny s dokumentmi EU uvedenymi
-vbode & 3. To znamena, Ze do navrhu zdkona st za€lenené vietky asti uvedenych
dokumentov EU, ktoré bolo mozné zapracovat do slovenského pravneho poriadku na
stigasnom stupni integracie do EU. Tie &asti dokumentov EU, ktoré sa tykaji $pecifickych
legislativnych tprav v 3tatoch EU, nie je moZné zatial' do navrhu zékona uplatnit, napr, pojem
notifikovana osoba, a pod Vytvara viak predpoklady na transformiciu znacky slovenskej
znatky zhody do oznaenia CE bez nevyhnutnosti rnemt zdkon. Plnd kompatlblhta navrhu
zékona je moZna a pri plnom ¢lenstve SR vEU, alebo po vynegociovani Protokolu
o eurdpskom posudzovani zhody (PECA) k Eurépskej dohode o pridruZeni.

Stcasne sa iabezpeéu_;e aby nevznikali neodévodnené prekdzky medzindrodného
obchodu poruenim v3eobecne platnej zasady, 7e obsah eurépskych noriem mbZe byt

vnttrostatne zavedeny len formot narodnych noriem (nie pravnych predpisov) a naopak,. -

obsah technickych predpisov len formou pravnych predpisov, ¢o viak nevylutuje moZnost’
priameho odkazu na normy v pravnych dpravach. K tiplnej implementacii smernice &. 98/48
déjde na zéklade zmociiovacieho ustanovenie § 8 odsek 5 aZ po vydani prisluiného
metodického pokynu Komisie EU na implementaciu smernice, najneskér viak v ¢ase , kedy
Komisia EU otvori informani vymenu s asociovanymi krajinami (podfa vysledkov
screeningovych rokovani krajin prvej viny sa ma tak stat’ najneskdr v roku 2002).
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I1. Osobitn4d ¢ast
K élanku I bodu 1

Doplnenie definicie vyrobku o stotoZnenie so sluzbou zodpovedd poZiadavke noriem
a upresiiuje pouZitie tohto zakona aj na oblast’ sluZieb ako to bolo aj doposial’ aviak teraz uz
ovel'a viac previazane.

Doplnenie definicie sluzby, ktord v su¢asnom zakone tplne chybala. Vychadzalo sa zo
smernice 98/34/ES Eurdpskeho parlamentu a rady 22. juna 1998 v zneni Smernice 98/48/ES
eurépskeho parlamentu a rady z 20. jala 1998.

Doplnenie pojmu splnomocnenec vyplyva z potreby prispdsobit’ tento zikon vyvoju
v §tatoch Eurdpskej tnie, nakolko pojem splnomocnenec sa zaCina pouZivat’ v najnovdich
smerniciach nového pristupu a preto je potrebné doplnit’ tento termin aj do zdkona.

Rozélenenie ustanovenia ouvedeni na trh na dva pojmy ato uvedenie na trh
a uvedenie do prevadzky vytvara predpoklady na riedenie trochu odli¥nych podmienok pre
~ niektoré druhy uréenych vyrobkov priamo v nariadeni vlady. Ide napriklad o to, Ze v novych
‘smerniciach sa odlidnym spdsobom posudzuje uvedenie na trh v pripade, Ze vyrobok bol
vyrobeny na uéely jeho experimentalneho vyuZitia pripadne odskisania. '

V stvislosti s potrebdu upresnenia textu sa doplﬁa pojem zmena Ucelu pouZitia ide
o rozsirenie definicie aj na in¢ moZnosti zmeny ako je zne3kodnenie napriklad vystavenie
v muzeu a podobne.

K ¢lanku I bodu 2

Viazanim odkazu len na ods. 3 paragrafu 22 znamend, Ze autorizovanymi osobami by
nemohli byt rozpoCtové organizacie ale len prispevkové. Tuto prekdZku pre rozpoltové
organizacie je potrebné odstranit’ zo zékona.

K &lanku I bodu 3

- Vypustenim pojmu ,a rozvojové programy* je vyjadrené, Ze do tejto oblasti
nezasahuje trad ale je pnontou tradom uréenej pravmckej osoby

K &lanku I bodu 4

'V zakone sa nad’alej nepocita s umiestiiovanim registraéného &isla toho kto umiestiuje
na urleny vyrobok slovensku znacku zhody a preto sa stava vedenie registra zbytodnym.

K &lanku I Bodu 5

V suvislosti s potrebou budiceho nahlasovania autorizovanych oséb organom
Eur6pskych spolofenstiev je potreba zaviest jednotnii evidenciu identifikatnych kédov
autorizovanych osdb. Tito evidenciu bude viest’ Grad z dévodu toho, Ze bude miestom, ktoré
zabezpeduje informaciu orginom Eurdpskych spolodenstiev atym aj kontrolu, aby
s rovnakym identifikanym kédom neboli poslané navrhy na dve autorizované osoby.

K élanku I bodu 6

V stvislosti s doplnenim pojmu sluzba do definicie vyrobku je potreba upravit’ text
ustanovenia.

K &lanku I bodu 7

Vzhladom na zasadni pripomienku Ministerstva vystavby a regionalneho rozvoja
Slovenskej republiky ohP'adne doplnenia odkazu pod &iarou o novelu zdkona ¢&. 90/1998 Z. z.
o stavebnych vyrobkoch zakonom ¢&. 413/2000 Z. z. '
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K &lanku I bodu 8

Dopinenie zahrani¢nej normy, ktorti prijala ind ndrodnd normalizaénd organizdcia
a ktord je verejne pristupnd je potrebné z hPadiska pripravovaného Clenstva Slovenskej
republiky v medzindrodnych normalizaénych organizdciach CEN a CENELEC a z hl'adiska
bezproblémového umiestiiovania siovenskych vyrobkov na trhoch Statov Eurdpske) tnie.

K &lénku I bodu 9

Z § 5 ods. 6 sa dopiha moznost urdenia slovenskej technickej normy vhodnej na
posudzovanie zhody nielen na vykondvanie nariadenia vlady prijatého na zaklade
splnomocnenia z tohto zakona, ale tieZ na zaklade v3eobecne zavazneho pravneho predpisu
vydaného na zéklade iného zakona. :

. K dlankuI bodu 10

V zékone sa nad’alej nepomta s umiestiiovanim registra¢ného ¢isla toho kto umiestiuje
na urleny vyrobok slovenskii znatku zhody apreto sa stiva vedenie registra zby‘tocnym
taktieZ na upresnenic textu sa nahradza slovo jednu slovom jedini, aby bolo jasné, Ze
v Slovenskej republike sa touto innost'ou z poverenia §tatu zaobera len jedind pravnickd
osoba. Doplnenie textu do zdkona savisi a potrebou oznamit’ tento fakt v Zbierke zdkonov ako
vieobecne uznavanému oznameniu v Slovenskej republike atiez vzhladom na to, Ze
rozhodnutie podi'a § 6 ods. 2 o urcenf pravnickej osoby alebo rozhodnutie o zrudeni uréenia je
organizaénym aktom podla § 1 ods. 2 pism. d) zdkona Narodnej rady Slovenskej republiky
&. 1/1993 Z. z. o zbierke zdkonov Slovenskej republiky v zneni zdkona ¢. 44/1998 Z. z.

K Clankulbodull

V zédkone sa nad’alej nepocita s umiestiiovanim registraéného ¢&isla toho kto umiestiiuje
na urleny vyrobok slovenski znacku zhody a preto sa stava vedenie registra zbytonym.

K &lanku I bodu 12

Novy text § 6 ods. 7 je jednoznatnejsi, aby bolo jasné, v ktorych pripadoch uhrddza -
tvorbu slovenskych technickych noriem urad a kedy Ziadatel’ ich spracovania.

K élanku I bodu 13

Novy text _|e ]ednoznacnejm aby bolo jasné, Ze dodrz1avame akejkol’vek slovenskej
technlcke} normy je dobrovolné

K ¢&lanku I bodu 14

Nakol'ko je potrebné plnit' Glohy oznamovania technickych predpisov smerom
k orgdnom Eurépskej tnie a preto je treba zaviazat prisluSné ministerstvo, aby predloZilo
tradu navrh technického predplsu jeho zmeny alebo d0plnema aby Urad mohol dalej
informovat’.

K glankuIbodul5 , 7
© V stvislosti s doplnenim pojmov dochédza k zmene oznalenia jednotlivych pismen.
K &lanku I bodu 16

. _ Vsuvislosti s dopinenim pojrriov dochédza k zmene oznadenia jednotlivych pismen
a dopliia sa mozZnost’ upravit’ znovu uvedenie na trh pouZitych vyrobkov odliSne v nariadeni
vlady.
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K €lanku [ bodu 17

Upravou_ znenia textu odseku 5 je vyjadrena snaha o vyjadrenie, Ze ureny vyrobok

zostdva uréenym ameni sa len spdsob posidenia zhody. V doterajSej praxi dochadzalo
k zmene na zdklade rozhodnutia tradu &o je v rozpore s poZiadavkami na uvadzanie trh len
bezpecnych vyrobkov. A zarovei sa dava vagsi priestor na posudenie potneb opravneného

zaujmu.

Novi formulécia odseku 6 upresiiuje to ¢o je nespravne napisané v si¢ashom zneni,
nakol'’ko nemd ministerstvo ¢o oznamovat’ tradu.

K &lanku I bodu 18

Eurdpska Unia ak vzniknd nové skutoZnosti, ktoré je potrebné na urenom vyrobku

skumat’ alebo ustanovit’ iny postup posudzovania zhody vydé rozhodnutie a toto predliuje do
tej doby, nez sa jej podari novelizovat' prislusni smernicu, alebo vydat' smernicu novi.
V su¢asne dobe je prikladom skimanie ftalitov. Vydanie opatrenia by v nafom pravnom
systéme nahradilo rozhodnutie Eurépskej Gnie na &as neZ by bolo vydané alebo novelizované
nariadenie vlddy. Opatrenie je organizaénym aktom podla § 1 ods. 2 pism. d) zdkona
Narodnej rady Slovenskej republiky €.1/1993 Z. z. o zbierke zdkonov Slovenskej republiky
v zneni zdkona ¢&. 44/1998 7. z.

K ¢lanku I bodu 19

V stvislosti so zavedenim nového pojmu do zdkona je potreba ho aspofl raz pouZit.
Zaroveii sa dopifia veta o zodpovednosti distributora za uvedenie na trh uréeného vyrobku
v tych 3pecifickych pripadoch, ked' nie je moZné identifikovat vyrobcu dovozcu alebo
spinomocneného zédstupcu. :

K élanku I bodu 20

Upresnenie textu vo vztahu k vyhlaseniu o zhode, nakofko niektoré smernice
Eurdpskej tnie vyZaduji namiesto pisomného. vyhlasenia len umiestnenie oznacenia CE
(napriklad ,.hratky*). TieZ ide o upresnenie vo vzt'ahu k doplneniu § 9 ods. 2 zdkona.

K Elanku I bodu 21

Dopineme povmnost: pre vyrobeu. a dovozeu poskytnut chstnbutorovn vyhlaseme
0 zhode nadvizuje na jeho povinnost kaZdému na Ziadost do 20 dni vydat rovnopis
vyhlasenia o zhode. Takdto povinnost’ v su¢asnom zakone nie je zakotvena.

K &lanku I bodu 22

V celom zakone nie je uvedeny spdsob akym sa autorizovand -osoba dostane
k identifikaénému kédu, ktory je potreba umiestitovat’ na vyrobky, na ktorych posudeni zhody
sa tato autorizovana osoba podielala.

K ¢lanku I bodu 23

Na zdklade Ziadosti expertov Eurdpskej vinie je potrebné do zdkona doplnit’ spdsob
zabezpelenia kontinuity pri posudzovani zhody. v pripade, ak trad zrudi autorizovantt osobu.
Na zabezpefenie tejto kontinuity je potreba, aby urad mal zo zakona moZnost’ uréit
autorizovan(l osobu, ktora tento proces dokongi. V pripade, %e autorizovani osoba na tento
druh vyrobkov neexistuje, irad bude postupovat’ podla § 33 ods. 2 zdkona.

K &lanku I bodu 24

Upresnenie textu nakol'ko sa neodovzddva pediatka, ale len jej odtladok.
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K Elanku I bodu 25
Doplinenie odseku 14 do tohto paragrafu je na Ziadost' expertov Eurdpskej dnie, aby

bola zabezpefend kontinuita posudenia zhody v pripade, kedy urad rozhodne o zruseni
autorizovanej osoby. ‘

K &lanku [ bodu 26

Vzhl'adom na rozsiahlej$iu Upravu textu a vypustenie odseku 4 z § 12 je potrebné
uviest’ novy text tohto ustanovenia.

K &lanku I bodu 27
Cast’ textu bol presunuty do § 10 ods. 4.
K ¢idnku 1 bodu 28

Ustanovenie je dopliiované na Ziadost' expertov Eurépskej tnie ako ustretovy krok,

aby nebolo nuiné vytvérat’ zbytofne technickd dokumenticiu v slovenskom jazyku. Vytvori
sa priestor, aby vyrobok mohol byt uloZeny u vyrobcu a len na poziadanie organu trhového
~ dohladu avtermine, ktory tento organ uréi sa mu musi predioZit ato preloZeny do
- slovenského jazyka. '

K élét_nku I bodu 29

Inpekeia v tomto pofiati sa tyka inSpekeie dohodnutej medzi autorizovanou osobou
a vyrobcom alebo dovozcom alen v stvislosti s postupmi posudzovania zhody a preto ide
0 precizovanie textu.

K &lanku I bodu 30
Zjednodu3enie definicie skilania pre potreby tohto zakona. -
K glanku I bodu 31

Vypustenie ustanovenia apresunune do § 21, ktory je venovany oznateniu CE, tak,
aby toto oznadenie bolo riesené v ramci jedného paragrafu.

K clanku I bodu 32 : _
' Uprava textu v suv1s}ost1 5 vypustemm regtstracneho kodu z celeho zakona -
K ¢lanku I bodu 33

'Vypus,te‘nie odseku 5 z § 18 je spojené s ujednotenim pouZivania oznadenia CE len
v jednom paragrafe, kde je moZné preciznejiie formulovat’ jednotlivé ustanovenia.
K ¢lanku I bodu 34 _
Vypustenie celého § 20 zo zdkona je motivované snahou, aby tato oblast’ bola rie¥ena
oznafovanim na komer¢nej baze tak ako je to beZné v Stdtoch zdpadnej Eurépy, na zikiade

dobrovolnosti asnahy jednotlivych vyrobcov ziskat' pred konkurenciou niskok tym, Ze
oznatujl svoje vyrobky znatkami, ktoré preukazujii splnenie dodatkovych parametrov.

K ¢lanku ] bodu 35

JednoznaénejSie precizovanie textu vo vztahu k oznadeniu CE ajeho umiestiiovanie

na vyrobku. Ustanovenie, Ze toto oznadenie sa nemdZe pouzivat spoloc‘ine so slovenskou.

znackou zhody, ale len samostatne,
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K ¢lanku I bodu 36

Doplnenie potreby podania Ziadosti na uréenie osoby ako akreditujicej osoby v ramei
tohto zakona.

K ¢lanku I bodu 37

Upresnenie textu na zaklade Ziadosti Ministerstva hospodarstva Slovenskej republiky
o povinnost’ platit’ za akreditujicu osobu len poplatky spojené s flenstvom v medzinarodnej
organizacii.

K ¢lanku I bodu 38

Oprava chyby pisania zdkona.

K &lanku I bodu 39

Doplnenie poznamky pod &iarou k odkazn 11 o zakon & 95/2000 Z. z. o in¥pekeii
prace, ktora vystupuje ako organ dohl'adu na trhu a tieZ aktualizicia niektorych zikonov tam
- uvedenych.

K ¢lanku I bodu 40

Upresnenie porudenia povinnosti umiestnenia znafky zhody v pripade, ak tak
- ustanovuje osobitny predpis.

K ¢lanku II

Ustanovuje u¢innost” tohto zakona od 1, oktobra 2001.

V Bratislave 16. maja 2001

- predseda vlady
Slovenskej Republiky

/

/v - -
DUSAN PODHQRSKY
predse
Uradu pre normaliziciu, metrolégiu a skiiSobnictvo

Slovenskej republiky
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SMERNICA 98/34/ES EUROPSKEHO PARLAMENTU A
RADY
722, jona 1998

v zneni SMERNICE 98/48/ES EUROPSKEHO PARLAMENTU A RADY

z 20. jila 1998,

Smemica Eurdpskeho parlamentu a Rady upravujiica postup pri poskytovam _
informacii voblasti technickych noriem a predpisov, ako aj predpisov,

vztahujlicich sa na sluzby Informaénej spolo¢nosti

Zikon
zo 7. septembra 1999

o technickych poZiadavkach na vyrobky a o posudzovani zhody

a 0 zmene a doplneni niektorych zikonov

1 2 3 - 4 |5 6 7 3 9
Clanok | Text Spasob |[Cis- {Cla- | Text Zhoda | Admin | Pozn.
‘ transp fo {nok is-
-1 trativn
v cel 2
| om -infra¥t
tex- ruk-
te tira
§1 Predmet Gpravy
'I‘ento zikon upravuje
a) spdsob ustanovovania technickych poziadaviek na
: vyrobky, ktoré by mohli ohrozit’ zdravie, bezpednost’ alebo
majetok osdb, alebo Zivotné prostredie (d'alej len
.,opr{wnen'}'l zaujem™), '
b) - prava a povinnosti pravnickej osoby uréenej na innosti

c)

d)

€)

podl'a tohto zikona, ktoré siivisia s tvorbou, schvalovanim |

a vydavanim slovenskych technickych noriem,

postupy bor(udzovan]a zhody “vyrobkov s technickymi
poiladavkamn (d’a!ej len ,,posudzovanie zhody“)

priva a povmnosu podnikatel'ov') a mych prévmckych.

0sbb zriadenych podla osobitného predpisu®) a poverenych
¢innostami - podfa  tohto  zdkona, ktoré  sivisia
5 posudzovamm zhody, 1

priva a: povmnostl podnikatelov'),’ ktori vyrabajn,

') §2 ods. 2 Obchodného zakonnika.

%) § 22 zékona Narodnej rady Slovenskej rcpubllky &. 303/1995 Z 2. 0 rozpoCtovych prav:dlach v zneni ncskorélch predpisov.




! dovaZaju alebo uvadzaji vyrobky na trh,

f) pdsobnost ustredného orgdnu Statnej spravy a d'alfich
orginov 3titnej spravy na lseku technickej normalizacie
a posudzovania zhody,

g) dohl'ad nad dedrZiavanim zédkona vratane ukladania pokt.

N §2 Vymedzenie zakladnych pojmov Y Y
Na ucely tohto zidkona sa rozumic

o} {1, ‘vyrobok* je akykol’vek priemyselne vyrdbany a) vyrobkom kaZda vec, ktora bola vyrobend, vytazend alebo
Pravtie- vyrobok a akykol'vek pol’nohospodarsky vyrobok, inak ziskana, bez ohladu na stupeil jej spracovania a je
ho aktu vritane rybich vyrobkov; uréend na uvedenie na trh; vyrobkom méZe byt aj sluZba,
EU2 i ak suvisi s predmetom tohto zakona,

2. ‘sluzba’ je kaZda sluzba poskytovand tnformagnou b) sluzbou podl'a pismena a) je sluzba, ktora sa poskytuje za

spolo¢nostou, to jest kiaida sluzba, ktord sa being
poskytuje za uhradu, \ na dialku, elektronickym
spdsobom a na zaklade individudlnej Z2iadosti
prijimatel’a shuZieb.

ubradu, elektronickym  spésobom ana  zaklade
individualnej Ziadosti prijimatela sluZieb,

i ¢} vyrobcom podnikatel, ktory vytfaZil, vyrobil alebo inym
‘ postupom ziskal vyrobok, alebo sa za vyrobcu oznatuje
; tym, Ze k vyrobku pripaja svoje obchodné meno, vyrobni
! znacku, alebo iny identifikatny znak, ktory ho identifikuje
i ako vyrobcu, alebo ktory ho odli3uje od iného vyrobceu,

d) dovozcom podnikatef, ktory uvedie na trh vyrobok z iného
§tatu, alebo uvedenie takéhoto vyrobku na trh
sprosiredkuje,

e) splnomocnencom slovenskd pravaicks osoba™) aleba
fyzlcka osoba™), ktord vyrobca alebo dovozca poveril
svojim zastupovanim vo veciach tykajlcich sa povinnosti
vyplyvajucich z tohto zikona,

f) distribitorom podnikatel, kiory vyrobky predava,
sprostredkiva ich predaf, alebo ich inym spdsobom
poskytuje pouZivatelom, aviak svojou &innostou priamo
neovplyviiuje vlastnosti vyrobku (d'alej len , distribuuje™);

dicteilitarnm_is ai AadsuatelN

!

pod pojmom labelling sa zvadia mstH oznatovanie Stitkom

) Smernica Rady 65/65/EHS z 26. Jajnué:a 1965 o aproximécii ustanoveni predpisanych zakonmi, predpismi a administrativaymi opatreniami, stivisiacimi s lickmi (QJ 22, 9.2,1965, str. 369/65)
v zneni jej poslednej novelizicie Sllncmlcou 93/39/EHS (O L 214, 24.8.1993, str. 22)
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ClL1
O3a
04
pravne-ho
aktu EU 2

3.

Pojem ‘technickd ipecifikdcia® sa vzfahuje i na vyrobn

4.

‘technicka $pecifikicia® je 3pecifikacia obsiahnutd
dokumente, upravujiicom charakteristiky, ktoré sa
od vyrobku vyZadujii, ako je napriklad stuper
kvality, funktnost, bezpeénost' a rozmery, vratan
po¥iadaviek vztahujiicich sa na vyrobok z hl'adisk
ndzvu pod ktorym sa prediva, a tieZ terminologie
symbolov, skuiania a skiufobnych metdd, balenia
znatenia  alebo  oznadovania® a  postupo
posudzovania zhody.

metédy a postupy, pouiivané v suvislosti
polnohospodirskymi  vyrobkami uvedenymi
Slanku 38(1) Zmluvy, vyrobkami urfenymi n
konzumaciu fud'mi a zvieratami a [iekmi, ako si
definované v &lanku | Smernice 65/65/EHS™, ak
aj na vyrobné metédy a postupy vzfahujice sa n
iné vyrobky v pripadoch, ked maji vplyv n
charakteristiky tychto vyrobkov;

‘iné poriadavky' st poZiadavky iné ako technicka
§pecifikacia, uvalené na vyrobok =za wlelo
ochrany najm# spotrebitelov alebo Zivotnéh
prostredia a ktoré ovplyviluji Zivotnost” vyrobku p
jeho uvedeni na trh; ide o poliadavky ako st

h)

B

distribitorom je aj doddvatel”),

uvedenim vyrobku na trh okamih, ked' vyrobok prvykrit
prechadza odplatne alebo bezodplatne zetapy vyroby
alebo dovozu do etapy distribicie, a to aj v pripade, 2e je
uréeny pre vlastnit potrebu,

uvedenim vyrobku do prevadzky okamih, ked vyrobok
prvykrit prechidza odplatne alebo bezodplatne z etapy
vyroby alebo dovozu do etapy prevddzky, ato najmd po
jeho dokondenej intatacii, alebo do etapy pouZivania, &i
u? je urleny pre potreby inych osdb alebo pre vlastni
potrebu,

technickymi  poZiadavkami na vyrobok technickd
$pecifikdcia obsiahnutd v technickom predpise alebo
v technickej norme; technickd Specifikdcia ustanovuje
poZadované charakteristiky vyrobku ktorymi si

1. aroveii kvality,
2. 0Zitkové viastnosti,

3. bezpetnost,

4. rozmery,

5. ndzov, pod ktorym sa preddva,

6. znatky,

7. skd3anie vyrobku a skt:fobné metody,

8. Dbalenie,

9. oznaloevanie vyrobku alebo vybavenie Stitkom,

10. postupy posudzovania zhody vyrobku s priavnymi
predpismi alebo s technickymi normami,

Il, vyrobné metddy a procesy, ktoré majit vplyv na
charakteristiky vyrobku,

12. iné poZiadavky nevyhnutné zddvodov ochrany
opravneného ziujmu alebo ochrany spotrebitela®),

podmienky, poufivania, recyklacia, opitovn

ktoré sa tykaju Zivotného cykiu vyrobku po uvedeni na




|
pouZivanie alebo spristupnenie v pripadoch, V
ktorych mozu mat’ takéto podmienky vyznamny
vplyv na zloZenie aleboL povahu vyrobku alebo na
- jeho predaj (markelmg),
|

trh, napr. podmienky . pouZivania, recyklicie,

opitovného pouZitia alebo zneSkodnenia vyrobku alebo

zmeny jeho 0€elu pouZitia, ak tieto podmienky mdizu

vyznamne ovplyvnit' zloZenic alebo povahu vyrobku
" alebo jeho uvedenie na trh.”,

§3

- Urad pre normalizaciu, metrolégiu a skidobnictvo Slovenskej

_ . ‘ - republiky _
(1) Urad pre normaliziciu, metrolégiu a skigobnictvo
Slovenskej republiky {dalej len ,urad“} je ustredny orgdn

© | Stétnej spravy na dseku technickej normalizacie a posudzovania
‘| zhody, ktory-: :

a) vypraciva dpredkladd vidde voblasti technickej
_normalizécie a posudzovania zhody, :

b) spolupracuje s ministerstvami a ostatnymi Ustrednymi
organmi 3$titnej spravy, v ktorych pdsobnosti je vydanie
technického predpisu (dalej len ,ministerstvo™} a s inymi
pravnickymi osobami - pri zabezpefovani jednotného
uplatiiovania technickych poZiadaviek, posudzovania
zhody a vykonu dohl'adu, -

¢) zabezpetuje v spolupraci s ministerstvami medzinrodni
vymenu informéacii z oblasti slovenskych technickych
noriem, technickych -predpisov a posudzovania zhody |.
podla medzinarodnych zmliv, ktoryml je Slovenskd
repubhka viazand,

d) urtuje pravmcku osobu na zabezpetovanie tvorby,
schvafovanie - a vydavanie siovenskych  technickych
noriem, . : .

e) urluje slovenski technicki normu  vhodnd * nal
posudzovanie zhody,

fy oznamuje zmeny v zoznamoch - eurépskych noriem
harmonizovanych s technickymi predplsmx Eurdpskych
spolodenstiev, -

g) udeluje ‘a odnima autorizaciu a pravidelne kontroluje
existenciu . a plnenie podmienok uvedenych v rozhodnuti




o autorizdcii autorizovanou osobou podia tohoto zdkona,

h) uvereifiuje  ozndmenia o slovenskych  technickych
normdch, o slovenskych technickych normdch
harmonizovanych s technickym predpisom a slovenskych
technickych normach vhodnych na posudzovanie zhody,
ozndmenie o udeleni a odifiati autorizdcie autorizovanej
osobe, vritane obsahu autorizicie,

i) vedie register identifikaénych kddov.

(2) Urad je pri vykone dozoru nad posudzovanim
zhody opravneny

a) ukladat’ autorizovanej osobe povinnost odstrdnit’ zisteny
nedostatok vjej Cinnosti a urfif na jeho odstrinenie
primeranit lehotu,

b) ukladat pokuty.

Cl. 1
011

11. ‘technicky predpis st technické Zpecifikicie a ind
poZiadavky alebo predpisy vztahujice sa na sluZby,
vritane prislulnych spravaych ustanoven{, kiorych
dodrZiavanie je de iure alebo de facto v sivislosti s
marketingom (predajom), poskytovanim sluzby, alebo
zriadovanim poskytovatela (operdtora) sluZieb alebo s
pouzivanim vyrobku v &lenskom Stite alebo jehq
viglej cCasti povinné; svynimkou tych pripadov,
umoznenych na ziklade &ldnku 10, sem patria aj
zikony, predpisy alebo sprdvne opatrenia, ktord
zakazuji vyrobu, dovoz, predaj (marketing)” alebol
pouZzivanie vyrobkov alebo ktoré zakazuji vy
poskytovanie alebo pouZivania siuZieb, alebq
usadzovanie sa  (zriad'ovanie)  subjektu  ako
poskytovatel'a sluzby.

Medzi de facto technické predpisy pattia:

— zékony, predpisy alebo sprivne opatreniy

§4

Technické predpisy

Technickym predpisom na Gfely tohto zdkona je
vieobecne zavizny pravny predpis'), ktory obsahuje technické
poZiadavky na vyrobky, ktorych dodrZiavanie je povinné pri
uvddzani vyrobku na trh, pri jeho pouZivani, alebo ktory
zakazuje vyrobu, dovoz, predaj alebe pouZivanie urfitého
vyrobku,

* pojem marketing z priva ES je 3ir3{ ako pajem predaj v SR

|
|
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} flenskych Statov, ktoré sa vzfahuji bud na




b

i

technické Epeciﬁkflicie alebo iné¢ poziadavky,
alebo predpisy vzt’ahu_juce sa na sluzby, alebo
na odborné kodexy alebo kédexy zauzivane]
praxe, ktoré obratpm odkazuji na technick§
Specifikicie alebo iné poZiadavky alebo
predpisov na sluZby, dodrziavanie ktorych
tvori predpoklad | sGladu s povinnosfami,
vypiyvajucimi z | horeuvedenych zikonov)
predpisov alebo spravnych opatreni,

= dobrovolné dohody, kde si jednou zo
zmluvnych stran \iferejné organy, a ktoré vo
vergjnom  zdujme zabezpeduji  sulad 3
technickymi  Specifikiciami a  inymi
poziadavkami, alebo predpismi na sluzby, ;’

vynimkou $pecifikdcii vztahujicich sa n
ponukové konania[vgejného obstardvania,

Cl.2
06

6.

‘norma* je technickd 3pecifikdcia schvélend uznany
normalizaénym  orgdnom| pre opakované aleb
nepretane pouZivanie, suldd s ktorou nie je povinny
je jednou z nasledujucich (techmckych $pecifikacii):

— medzindrodna  porma:  norma  prijaia
medzindrodnou organiziciou pre normaliziciy
a dani k dispozicii verejnosti,

— eurdpska norma:! norma prijatd ecurdpskou
organizdciou pre normaliziciu a dana Kk
dispozicii verejnosti,

= narodna (§léma) norma: norma  prijatd
nirodnou organl%éClou pre normaliziciu a
dana k dispozicii verejnosti;

§5

O]

@)

Technické normy

Technicka norma obsahuje pravidla, usmemenia,
charakteristiky alebo vysledky tinnosti, ktoré si zamerané
na dosiahnutie ich najvhodnejiieho usporiadania v danej
oblasti apri  vicobecnom  aopakovanom  poufZiti.
Technickou normou je

a} Medzinarodnd norma, ktorit prijala medzinarodna
organizicia pre normaliziciu aktord je verejne
pristupna,

b) Eurdpska norma, ktord prijala eurdpska organizicia
pre normaliziciu a ktord je verejne pristupna,

¢} Slovenska technicka norma, ktord je verejne pristupnd,

d} Zahramitna norma, ktori prijala ind ndrodna
nonmalizand organizicia a ktora je verejne pristupna.

Siovenskd technickd norma je vytvorena a schvélena podla
§6 a jej vydanie sa oznamuje vo Vestniku Uradu pre
normalizéciu, metroldgiu  a skoobnictvo  Slovenskej
republiky (d'alej len ,vestnik™).
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Siovenskd technickd norma sa oznafuje znafkou STN.
Néazov slovenska technickd norma a znatka STN nesmi
byt’ pouZité na oznadenie inych dokumentov.

Medzinirodné normy a eurdpske normy podla odseku 1 sa
vyddvajii v Slovenskej republike iba ako slovenské
technické normy a si sifasfou sistavy slovenskych
technickych noriem. Pri ich preberani molno pouZit
vietky formy preberania urfené medzindrodnymi
normalizadnymi organiziciami a eurdpskymi
normalizatnymi organizdciami.

Harmonizovanou sa stiva slovenska technickd norma, ak
preberd harmonizovani eurdpsku normu a drad ozndmi vo
vestniku Ze harmonizovand stovenskid technick normu
moZno pouZit’ na posudzovanie splnenia technickych
poziadaviek na vyrobky, ktoré ustanovi vliada Slovenskej
republiky (d'alej len ,vlada™) nariadenim, alebo na
posudzovanie splnenia poZiadaviek na vyrobky ustanovené
osobitnym predpisom.

Urad po prerokovani s prislu¥nym ministerstvom uréi
slovenské technické normy ako vhodné na posudzovanie
zhody, ak je to nevyhnutné na prevzatie technického
predpisu vydaného organmi Eurépskych spolotenstiev
formou nariadenia vlady podla tohto zikona alebo formou
iného vieobecne ziviizného prdvneho predpisu podla
osobitnych predpisov; urfenie ozndmi tirad vo vestniku.

Urad oznamuje ministerstvu zmeny v zoznamoch
europskych noriem  harmonizovanych s technickymi
predpismi Eurdpskych spolotenstiev,

Niveh na zrudenie urlenia harmonizovanej slovenskej
technickej normy andvrh na zrulenie urtenia inej
slovenskej technickej normy vhodnej na posudzovanie
zhody st opravnené podavat’ organy dohladu uvedené v
§ 30 na zéklade vlastného zistenia alebo na iny podnet.

Urad oznamuje vo vestniku, ktoré slovenské technické
normy uréil za vhodné na posudzovanie zhody, vritane




zmicn vurteni alebo zrufeni takéhoto urlenia
a harmonizované slovenské technické normy. V ozndmeni
ziroveii uvedie ndzov (echnického predpisu, ku ktorému sa
harmonizovand norma vztahuje. Ak trad zru3l urfenie
slovenskej technickej normy vhodnej na posudzovanie
zhody, sidasne oznami, ktori harmonizovani slovenskd

technicka notmu uréil,
j
Chi 7. ‘plan normalizainych prac* je pracovny program §6 Tvorba, schvalovanie a vydavanie slovenskych technickych
07- uznanej normalizaénej org‘anizécie pre so zoznamom noriem
10 poloZiek, ktoré st predmetom normalizainych prac

8. ‘navrth normy' je dokument, obsahujici texd
technickych 3pecifikicii, vztahujacich sa na danyf
predmet a o prijati kt‘or)’rch sa uvaZuje v salade
s postupom predpisanym pre prijimanie narodnych
noricm; je v tvare v akom sa nachddza po vykonani
pripravnych pric a v akom je dany na verejnd
pripomienkovania alebo hlasovanie;

9. ‘eurdpska organizicia pre normalizaciu' je organ)
uvedeny v prilohe I;

[
|

10. ‘nirodnd normalizadnd organizicia‘ je organ, uvedenyf
I

v prilohe 1; i

(1} Tvorbu, schvalovanie a  vydavanie slovenskych
technickych noriem podrla tohto zakona zabezpetuje trad.

(2) Na tvorbu, schvalovanic avydavanie slovenskych
technickych noriem, méze urad urgit jeding pravnickd
osobu (dalej len ,urena pravnickd osoba®). Rozhodnutic
o urfeni pravaickej osoby ako aj rozhodnutie o zrudeni
uréenia vyhldsi uverejnenim Grad vo forme oznamenia
v Zbierke zakonov Slovenskej republiky.

(3) Urad méZe urcif pravnicku osobu podlfa odseku 2 na
zéklade jej Ziadosti. Rozhodnutie o uréeni vyda urad len
pravnickej osabe, ak je spdsobila pinit’ tieto podmienky:

a) vlasnost’ zverejfiovania oznameni o pripravovanych
navrhoch slovenskych technickych noriem
a o vydanych normdch,

b) vzajomny salad slovenskych technickych noriem a ich
stilad s technickymi predpismi,

¢} vyuZivanic dosiahnutého stupfia rozvoja vedy a
techniky,

d) ochranu opravneného zaujmu,

¢) dobrovelnost uéasti na normalizac¢nej ¢innosti,

f} nezavislost a existencia mechanizmov
znemoZijucich presadzovanie  jednostrannych
zaujmov,

SUTN

Prifoha 1
obsahu-je
nazov a
adresu

CEN,

CENELE
C, ETSI

Priloha II
obsahu-je
adrcsy a
nazvy
narod-
nych
normali-
zaénych
organizaci
1

g) plnenie povinnosti vyplyvajicich z medzindrodnych




zmliv, ktorymi je Slovenskd republika viazana,

z ¢enstva v medzindrodnych normalizanych
organizici4ch a eurdpskych normalizaZnych
organizicidch a vyuZivanie vysledkov medzinirodnej
spoluprice,

h) prerokovanie nivrhu technickej normy s kazdym, kto
sa prihlasi v lehote urdenej vo zverejnenom ozndmeni,
alebo skaZdym, kto zafle svoje stanovisko
k zverejnenému ndvrhu technickej normy v lehote
urenej v oznament,

i) distribiciu vydanych slovenskych technickych noriem
do dvoch tyZdiov od dorufenia objednivky, alebo
podl'a dohody s odberatel'om.

(4) Na ur€enie pravnickej osoby podl'a odseku 2 nie je pravny
nérok.

(5) Ak urfend pravnickd osoba neplni alebo poruduje
podmienky uvedené v rozhodnuti o uréeni, urad jej uréenie
zrui.

(6) Rozhodnutie ourfeni, =2ko aj rozhodnutic o zrufeni
uréenia, oznami grad vo vestniku.

(7) Naklady na tvorbu harmonizovanych slovenskych
technickych noriem a slovenskych technickych noriem
vhodnych na posudzovanie zhody uhridza drad.
V ostatnych pripadoch naklady na tvorbu slovenskych
technickych noriem uhradza ten, kto poZaduje ich
spracovanie.

(8) Néklady spojené s &lenstvom uréenej pravrickej osoby
v medzinarodnych normalizaénych organizéciich
a eurdpskych normalizaénych organizaciach uvhradza drad.

(9) Slovenské technické normy vydané na akomkolvek nosigi
sa mdZu rozmnoZovat arozdirovat iba so sithlasom
uréenej pravnicke) osoby.

(10)Ak sa slovenské technické normy priamo citované
v technickych predpisoch, rad, po dohode s uréenou
privnickou osobou, uverejni opravnenie na ich
rozmnoZovanie vo vestniku.

qry
vyl




CL7-9 Cldanok 7 §6 Y* ")
‘ Q3 transpozic
L. Clensk¢ 3taty uskutodnia vietky opatrenig a ia
potrebné na zabezpedenie, aby !ich orgdny pre normalizéciy §8 v zékone
nepodnikli podas pripravy eurdpskej normy, uvedencj i O3 vytvara
prvej odriZke &lanku 6(3) a ani po jej schvaleni ziadng iba
kroky, ktoré by mahli nepriazlnivym sposobom ovplyvnit] legislativn
{.prejudikovat™) zamy3lani harmonizaciv a aby v danej y ramec,
oblasti najmd nezverejiiovali Ziadnu novi  alebo) upina
revidovand narednd normu, ktord by nebela v Uplnom transpozic
sulade 5 existujicou eurdpskou normou. ia sa
predpokla
2, Na pricu normalizaér’ly'ch ingtiticii, vykonani n da
zdklade potiadavky verejnych organov na vypracovani prijatim
takych technickych Zpecifi ikacii alebo takej normy pr nariadeni
gpecifické  vyrobky, ktord  bude podkladom n viddy o
formulovanie technického predpisu na dané vyrobky, s vymene
odsek 1 sa nebude vzt'ahovat’. informacii
o
V salade 5 élankom 3(1) ozném:a Elenskeé Staty Komisij technicky
vietky poZiadavky horeuveden¢ého druhu vo forme ch
navrhov technickych predpisov a uveda dévody pre ich predpisoc
uzikonenie. h a
- norméch a
Clanok 8 zatleneni
m tejto
1. Clenské Staty okamitte oznamia Komisii, casti  do
vyhradou &lankui0, vietky névrhy technickych predpisov; §8 Y * sektorovej
okrem tych pripadov, ked navrh technického predpis prilohy
obsahuje puahu transpoz ciu medzindrodnej aleb PECA (to
eurdpske] normy a ked' postadi informacia o prisludnej sa tyka aj
norme, Clenské 3taty oznamia|Komisii i dovody, pre ktoré d’aficho
je uzikenenie takéhoto technického predpisu potrebné textu
tam, ked' 1o nebude zjavné uZ znavrhy technickéh smernice
predpisu. 98/34

® Nariadenic Rady {EHS) &. 793[93 z 23. marca 1993 o vyhodnocovam a kommlc nznk vyplyvajacich z cx:su.gucmh latok (QJ L 84,54. 1993 str. 1)

¥ Smernica Rady 67/548/EHS z 27. _]una 1967 o aproximdcii zakonov, predpisov a administrativaych opatreni savisiacich s klasifikaciou, balenim a oznafovanim nebezpeZnych latok (O L 196,
16.8.1967, str, 1} v zneni joj noveh!zac:e Smemicou 92/3VEHS (OJ L 154, 5.6.1992, sir. 1),

|
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Ak to bude potrebné a ak sa tak neurobilo uZ pri
predbeZnom ozndmeni, &lenské &tatu budd  sidasn

oznamovat' i znenie zakladnych zdkonnych alebo pravnyc

ustanoveni, ktoré sa predmetnej veci priamym a zasadny

spisobom tykajd, a ich znalost bude potrebnd n
postdenie dopadu navrhu technického predpisu.

Clenské 5tdty budd oznamovat' opitovne znenie ndvrho
za horeuvedenych podmienok v pripadoch, ked v nic
vykonajit také zasahy, ktoré budl mar za ndsledo
vyznammt zmenu ich pésobnosti, skrdtenie tasovéh
planu, pévodne predpokladaného pre ich implementaciu
pridanie novych, alebo sprisnenic uwZ existujicic
Specifikicif alebo poZiadaviek.

V pripadoch, v ktorych majit navrhy za ciel predovietky
obmedzenie predaja (marketingu) alebo pouZivani
chemickej Iatky, pripravku alebo vyrobku, zavedené
divodu verejného zdravia alebo ochrany spotrebitel'ov]
alebo fivotného prostredia, budil ¢lenské $taty oznamovat]
bud’ silun alebo odkazy na vietky relevantné ndaje,
vztahujiice sa na zmienent lidtku, pripravok alebo vyrobok
a na ich zndme a dostupné ndhrady, ak budi takéto
informacie k dispozicii, budi oznamovat’ aj predpokladand
dopady daného opatrenia na verejné zdravie a ochranmy
spotrebitelov a Zivotného prostredia dovedna s analyzoy
rizik, vykonanou v silade so vieobecnymi zasadami pre
vyhodnocovanie rizik chemickych latok tak, ako si
uvedené v ¢linku 10(4) Nariadenia (EHS) 793/93®
pripade existujiicej latky, alebo v &lnku 3(2) Smernice
67/548/EHS™ v pripade latky novej.

Komisia bezodkladne informuje o navrhu a d'aldich
dokumentov, ktoré jej boli odoslané, ostatné &lenské Staty
(notifikuje*); mbdze v stivislosti s takymto navrhom
poZiadal o nazor i Vybor, uvedeny v Clanku 5 a tam, kdd
to bude Ziaddce, aj iny vybor, zodpovedny za dani oblast,

§8

Y *

v zneni
smernice
98/48

11
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V  pripade technickych §becif’ kicii alebo inych
poZiadaviek alebo predpisov vzt’ahu;ucnch sa na sluzby
uvedenych v tretej odrazke drithého pododseku bodu 11
clanku 1, mézu byt podrobné pripomienky aleb
stanoviskd Komisie alebo Clcnskych Statov vyjadrené iba
tym aspektom, kioré mdZu prekéiat’ obchodu, alebo
suvislosti s predpismi vztahujicimi sa na sluzby brani
volnému pohybu siuZieb alebo slobodg
zriad'ovama/usadzovania sa poskytovateTov sluzieb, nie
viak  k  fiskidlnym alebo finantnym  aspektom
navrhovaného opairenia.

2. Clenskému &tatu, ktory odoslal navrh technickéhg

predpisu, mézu Komisia a élenské Staty poskytnGf svoje
pripomicnky; zmieneny élcnsky stat bude brat’ takéto)
pripomienky pri dalsem sprachvanl technickéhe predpisuyl
v maximalnej moznej miere do tivahy.

3. Clenské 3tity oznamia bezodkladne Komisii
definitivne znenie technického predpisu.

4. Okrem  pripadov, ked’ sa tak bude diat' na
vyslovné Zelanie nohﬁkujuceho Elenského $tatu, nebudi
mat’ informdcic, poskytované [na zikiade tohoto &lanku|
déverny charakter. Kaidd poZiadavka tohto charakteru
wiusi byt zdévodnend.

|
V takychto pripadoch moze \}Ybor, uvedeny v €lanku 5,
ako aj narodné organy, poiiadlat’ o odbomy nazor fyzickd
alebo pravnické osoby zo sikromného sektoru, ak sa
vykonaji nevyhnutné bezpeZnostné opatrenia.

5. V pripadoch, kedy navrh technického predpisu
tvori sucast’ opatreni, ktoré| sa vyzaduji oznamovat]
Komisii v pripravnom 3$tidiu na zdklade iného zikona
Spolo¢ensiva, mézu tlenské 3taty oznamovat' skuioCnost
v zmysle odseku 1 i na ziklade tohoto iného zdkona, musia
viak pri tom formalne uviest’,|2e spomenuté gznimenie jé

l
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sufasne i oznamenim pre Géely tejto Smernice,

To, ¥¢ Komisie nekonala vo veci ndvrhu technického
predpisu na zdklade tejto Smemice nebude mat vplyv n
akékol'vek iné rozhodnutie (neprejudikuje akékolvek iné
rozhodnutie), prijaté na zdklade intho  zikon
SpoloCenstva,

Clinok 9

1. Clenské $taty oddialia prijatie nvrhu technického
predpisu o tri mesiace od détumu, ake Komisia prijme
oznamenie uvedené v &lanku 8(1),

2. Clenské 3taty oddialia:

— prijatie nidvrhu  technického predpisu vo forme|
dobrovolnej dohody v zmysle druhej odraZky druhého
pododseku bodu 11 &lanku 1 o §tyri mesiace, a

— bez dopadu na znenie odsekov 3, 4, a 5, prijatie
akéhokolvek iného névrhu technického predpisu (s
vynimkou ndvrhu predpisov vzfahujicich sa naf
poskytovanie sluZieb) o $est’ mesiacov od ddtumuy, akol
Komisia prijme oznimenie uvedené v &lanku 8(1), ak
im Komisia alebo ktorykol'vek &lensky 3tat poskytniy
do troch mesiacov od toho ditumu podrobnd
stanoviskd, z ktorych by vyplyvalo, Ze predpokladané
opatrenia by mohli predstavovat’ prekazku pre vol’nyl
pohyb tovaru v rAmci voitorného trin;

- bez dopadu na znenie odsekov 4 a 5, prijatie
akéhokol'vek navrhu predpisov vzt'ahujicich sa na
sluzby o 3tyri mesiace od détumu, ked’ Komisia obdrZi
oznimenie uvedené v &lanku 8(1), ak Komisia alebo
iny ¢lensky 3tat poskytnh do troch mesiacov od toho
déitumu podrobné stanoviskd, z ktarych by vyplyvalo,
Ze predpokladané opatrenia by mohli predstavovar
prekaZku pre volny pohyb sluZieb alebo slobodu
zriad’ovania??/usadzovania  sa???  poskytovatelov
sluZieb v rdmei vniatorného trhu.

V pripade névrhov pravidiel/predpisov, vztahujilcich sa
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na sluzby, nesmit mat’ podrobné stanoviska Komisie alebo

dlenskych $tatov vplyv na Ziadne opatrenia prijimané v
rdmci  kultirnej politiky, osobitne v audiovizuilne)

oblasti, ktoré &lenské Staty pripadne prijmi v silade so

zikonmi Spolofenstva, zohladiiujic pri tom svoju

jazykowii réznorodost’, osobitné ndrodné a regiondlne

charakteristiky a svoje kultime|dedi¢stvo.

Prisluiné Clenské Staty Komisiu oboznamia s krokmi,

ktoré v savislosti s takymi podrobnymi stanoviskami

navrhuji uskutolnit’. Komisia prednesie k takejto reakcii

stanovisko.

Pri pravidlach/predpisoch, vzfahujicich sa na sluzby
prisludny &lensky Stat v nélei:tom pripade nagznagi
dovody, pre ktoré podrobne stanovisko nemoino
zohl'adtiovat’.

3. S vynimkou pravidiel/predpisov, vztahujicich sa
na sluzby ¢lenské Staty bddialia prijatie ndvrhu
technického predpisu o 12 mesnacov od datumu, ako
Komisia prijme oznamenie uvedene v Clanku 8(1), ak
Komisia do troch mesiacov od toho datumu ozndmi svoj
amysel navrchndt alebo prijaf l‘c danej zlezitosti v salade
s &lankom 139 Zmluvy smernicu, nariadenie alebo
rozhodnutie.

4. Clenské Stity oddialia|prijatie ndvrhu technickéhg
predpisu o 12 mesiacov od ddtumu, ako Komisia prijme
ozndmenie uvedend v &fanky 8([), ak ozndmi Komisia doj
troch mesiacov od toho ditumu svoje zistenie, Ze navrh
technického predpisu  sa tyka =zilezitosti, ktorda je
predmetom ndvrhy smemice, nariadenia lebo rozhodnutia,
predloZenych Rade v sulade s élankom 189 Zmluvy.

5. Ak Rada prijme spoloné stanovisko poéaj
zastavenia konania, uvedeného|v odsekoch 3 a 4, potom s

toto obdobie zastavenia konania predizi na zaklade odseku
6 na 18 mesiacov.

6. Povinnost, uvedena v odsekoch 3, 4 a 5 zanika:

navrthni® alebo prija¢ za!vazny pravny predpis n

— ak Komisia &lenskym Statom oznami, Ze uZz nezamy3l
irovni Spolo&enstva, | %
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— ak Komisia ¢lenskym 3tdtom oznémi stiahnutie svojhol
navrhu,

— ak Komisia alebo Rada prijmil zavazny prévny predpis
na trovni Spolotenstva.

7. Odseky 1 aZ 5§ sa nevzfahujit na pripady, v

ktorych:

- je &lensky $tat z nalichavych dévodov, spbsobenych
vifnymi a  nepredvidatelnymi  okolnostami
stivisiacimi s ochranon verejného zdravia alebo
verejnej bezpe&nosti, ochranou zvierat alebo rastlin,

" ako aj kvoli predpisom, vztahujiicim sa na sluzby a
kvoli verejnej politike, najmd kvdli ochrane
miadistvych, priniiteny pripravit technické predpisy
vo velmi kritkom tase tak, aby ich mohol ihned
uzdkoni a zaviest, o neumoZfiuje uskutolnit
konzultacie, alebo

— je &lensky stdt z nalichavych ddvodov, spésobenych
vaznymi a  nepredvidatelnymi  okolnosfami
stivisiacimi s ochranou bezpeénosti a
integrity/celistvosti  finan&ného  systému, najmi
ochranou vkladatel'ov, investorov a poistencov,
priniteny uzAdkonif predpisy vzfahujice sa na
finan&né sluzby okamzZite.

V ozndmeni podla ¥lanku 8, uvedie Elensky Stat dévody,

opréviiujiice naliehavost’ uskutodnenych opatreni. V o

moZno najkratiom fase poskyme Komisia k oznémeniu

svoje stanovisko. V pripadoch zneuzitia tohoto postupu
vykonad Komisia prisludné opatrenia. Komisia bude

neustale informovat Eurdpsky parfament

15..




COUNCIL RESOLUTION of 7 May 1985 on a new Zikon

approach to technical harmenization and standards (85/C zo 7. septembra 1999
136/01) o technickych poZiadavkach na vyrobky a o posudzovani
zhody
a o zmene a doplneni nickiorych zikonov
2 3 4 5 6 7 8 9
THE COUNCIL, n. a,

in extension of its conclusions on standardization,
approved on 16
July 1984 (Annex 1);

emphasizes the urgent need to resolve the present
situation as
regards technical barriers to trade and dispel the
conscquent
uncertainty for economic operators;

emphasizes the importance and desirability of the new
approach which

provides for reference to standards - primarily European
standards,

but national ones if need be, as a transitional measure - for
the
purposes of defining the technical characteristics of
products, an
approach  outlined by the Commission in its
communication of 31 January
1985, which follows certain |guidelines adopted by the
European
Parliament in its resolution of {16 October 1980 and forms

") § 8 uds. 3 zikona Narodnej rady Slovenskej republiky &. 27071995 Z Z. ¢ Stitnom Jazyku Slovenskej repubhky v zneni neskomch predplsov
%y § 6a zakona &. 634/1992 Zb. v zneni neskorsich predpisov.

¥} Napriklad zakon Slovenskej naniodnej rady &. 71/1986 Zb. o Slovenskej obchodnej inipekcii v zneni zakona ¢. 417/199] Zb., zikon Narodne] rady Slovenskej republiky 2.
272/1994 Z, z. o ochrane zdra\na Pudi v zneni zékona Narodnej rady Slovenskej republiky £. 222/1996 Z. z. a zdkona Narodne] rady Slovenskej republiky 290/1996 Z. z.,

zakon ¢. 140/1998 Z. z. 0 hekoc‘h a zdravotnickych pomdckach, zakon & 95/2000 Z. z. o indpekeii price a o zinene a doplneni mektorych zakonov zdkon &. 142/2000 Z. z.
o metrologit a o Zmene a dopinem nicktorych zakonov, zakon €. I95/2000 Z. 2. o telekomumikaciach. :
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part of the
extension of the Council's conclusions of 16 July 1984,

aware that the new approach will have to be accompanied
by a policy

.| on the assessment of conformity, calls on the Commission
to give this

matter priority and to expedite all its work in this area;

approves the guidelines encapsulated in the list of
principles and

main elements to be embodied in the main part of the
Directives (Annex

IT to this resolution);

calls on the Commission to submit suitable proposals as
soonas
possible.

ANNEX I CONCLUSIONS ON
STANDARDIZATION

Approved by the Council on 16 July 1984

The Council believes that standardization goes a long way
towards

ensuring that industrial products can be marketed freely
and also

towards creating a standard technical environment for
undertakings in

all countries, which improves competitiveness not only on
the

Community market but also on external markets,
especially in new

technology.

It recognizes that the objectives being pursued by the
Member States
to protect the safety and health of their people as well as

§1
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the

consumer are equally valid ili principle, even if different
technigues -

are used to achieve them.

Accordingly, the Council adopts the following principles
for a

European standardization policy: - agreement by the
Member States

to keep a constant check on the technical regulations
which are

apphlied - whether de jure or de facto - on their territory so
as to
withdraw those which are obsolete or unnecessary;

- agreement by the Member Stales to ensure the mutual
recognition of
the results of tests and Ithe establishment, where
necessary, of
harmonized rules as regards the operation of certification
bodies,

- agreement to early Community consultation at an
appropriate level,
in accordance with the |objectives of Directive
189/83/EEC where major
national regulatory initiatives or procedures might have
adverse
repercussions on the operation of the internal market;

- extension of the Community practice in matters of
technical
harmonization of entrusting |the task of defining the
technical
characteristics of products {to standards, preferably
European but if
necessary national, where the conditions necessary for
this purpose,

particularly as regards health|protection and safety, are

18




fulfilied;

- a very rapid strengthening of the capacity to standardize,

preferably at European level, with 2 view to facilitating
on the one

hand harmonization of legislation by the Community
and on the other

industrial development, particularly in the field of new
technologies,

since this could in specific circumstances involve the
Community in

introducing new procedures to improve the drawing up
of standards

{e.g. standardization bureaus, ad hoc committees). The
adoption of

European standards would be submitted to the European
standardization

bodies for approval.

In high technology sectors particularly, subjects should be
identified where common specifications and standards
will make for

efficient exploitation of the Community dimension and
the opening of

| public works and supply contracts so that the decisions
required in

this connection may be taken.

ANNEX 11 GUIDELINES FOR A NEW APPROACH
TO TECHNICAL HARMONIZATION
AND STANDARDS

The following are the four fundamental principies on
which the new

approach is based: - legislative harmonization is limited
to the

adoption, by means of Directives based on Anticle 100 of
the EEC

Treaty, of the essential safety requirements (or other

19
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requirements in
the geperal interest) with; which products put on the
market must
conform, and which should therefore enjoy free
movement throughout the
Community,

- ihe task of drawing upI the technical specifications
needed for the

production and placing jon the market of products
conforming to the
essential requirements established by the Directives,
while taking
into account the current stage of technology, is entrusted
to
organizations competent in the standardization area,

- these technical specifications are not mandatory and
maintain
their status of voluntary standards,

- but at the same time national authorities are obliged to
recognize

that products manufactured in conformity with
harmonized standards

{or, provisionally, with national standards) are presumed
to conform

to the “essential requirements” established by the
Directive. (This

signifies that the producer has the choice of not
manufacturing in i

conformity with the standards but that in this event he
has an

obligation to prove that his producis conform to the
essential

requirements of the Directive.)

In order that this system may|operate it is necessary: -
on the

03

§7

(1) Zhoda so slovenskymi

(2)

Zhoda so slovenskymi technickymi normami
technickymi normami je
dobrovolna, okrem pripadov, ked ich dodrZiavanie
vyZaduje tento zdkon alebo iny technicky predpis. Odkaz
na slovenske technické normy, s ktorymi je zhoda povinnd,
sa uvddza priamo v technickom predpise. Slovenské
technické normy citované v technickych predpisoch sa
vyholovujii v Statnom jazyku') a s verejne pristupné
podla § 6 ods. 3 pism. i) a ods. 10.

Dodrzanie barmonizovanej slovenske] technickej
normy alebo slovenskej technickej normy vhodnej na
posudzovanie zhody sa povaZuje za splnenie technickych

SUTN
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one hand that the standards offer a guarantee of quality
with regard
to the “essential requirements" established by the
Directives,
- on the other hand that the public authorities keep intact
their

responsibility for the protection of safety (or other
requirements

envisaged) on their territory.

The quality of harmonized standards must be ensured by
standardization mandates, conferred by the Commisston,
the execution

of which must conform to the general puidelines which
have been the

subject of agreement between the Commission and the
European

standardization organizations. In so far as national
standards are

concerned their quality must be verified by a procedure at
Community

tevel managed by the Commission, assisted by a standing
committee

composed of officials from national administrations.

At the same time safeguard procedures must be provided
for, under

the management of the Commission assisted by the same
committee, in

order to allow the competent public authorities the
possibility of

contesting the conformity of a product, the validity of a
certificate

or the quality of a standard.

In following this system of legislative harmonization in
each area
in which it is feasible, the Commission intends to be able

(3) DodrZiavanie slovenskej technickej normy je dobrovolné.

Informa&né povinnosti
(1) Urad je oznamovacim miestom zodpovednym za
sprostredkovanie  informécii o ndvrhoch  technickych
predpisov, o ndvrhoch ich zmien a doplneni a o ndvrhoch
slovenskych technickych noriem.

(2) Urad ako oznamovacie miesto zabezpetuje:
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to halt the
proliferation of excessively technical separate Directives
for each !

product. The scope of Directives according to the "general
reference \

to standards" formuta should encompass wide product
categories and ‘
types of risk.

1

The Community could on the one hand, therefore,
complete the

extremely complex undertakmg of harmonizing technical
legislation and

on the other hand promote the development and
application of Eurgpean

standards. These are essential conditions for the
improvement of the

competitiveness of its industry.

OUTLINE OF THE PRINCIPLES AND MAIN
ELEMENTS WHICH SHOL!JLD MAKE UP THE
BODY OF THE DIRECTIVES

A.JUSTIFICATIONS

Amongst the traditional principles justifying a Directive
the

following aspects should be lemphasized:
Statcs have the

responsibility of ensuring safety on their territory (in the
home, at

the workplace, eic.} of persons, domestic animals and
goods, or the

respect of other essential protection requirements in the
general

interest such as health, consumer or environmental
protection etc.,

with regard to the hazards covered by the Directive itself

(M

- Member

03

(3)

a) informovanie o navrhoch technickych predpisov,
stovenskych  technickych  noriem  a postupov
posudzovania zhody do zahranitia,

b) informovanie o autorizovanych osobach,

¢) informovanic o obdobnych navrhoch zahrani&mych
technickych predpisov uverejnenim vo vestniku,

Urad oznamuje orginom Eurbpskych spolodenstiev
v rozsahu ustanovenom medzindrodnymi zmluvami

a) Stanoviskd otom, Ze v Slovenskej republike bole
prevkézatelne zistené, Ze harmonizovand eurdpska
norma nesplia  zakladué poziadavky uvedené
v technickych  predpisoch  vydanych  organmi
Eurdpskych spolotenstiev, pripadne iné skutoZnosti
tykajiice sa technickych noricin,

UNM
SSRa
SUTN

1
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- the nationa! provisions ensuring such protection must be

harmonized in order to ensure the free movement of
goods, without

lowering existing and justified levels of protection in the
Member -

States;

- CEN and CENELEC (one or the other, or both
according to the

products covered by the Directive) are the competent
bodies to adopt

European harmonized standards within the scope of the
Directive, in

accordance with the guidelines which the Commission,
after

consultation of the Member States, has signed with these
bodies (2),

(1) For reasons of convenience and ease of drafting the
rest of this

document refers only to safety. (2) For specific sectors
of industrial

activity other competent Euvropean bodies for the
drawing up of

technical specifications could be involved. 1. In this
outline

a general approach is developed which should be applied
according to

the needs for legistation by Directives based on Article
100 of the

Treaty relating to sectors or families of products as well
as types of

hazard.

2. The object of the Directive will be specified in each
sphere of

application according to the types of hazard (safety,
health,

environmental, consumer protection, etc.) and should

23




the need arise to ‘

the circumstances (in the home, at the place of work,
untder road !

traffic conditions, during {leisure activities, etc.).

3. Where appropriate, it should be stated that the Member
States may 1i

make provision, in accordance with Community law, for
national

regulations concerning Ithe conditions for use of
products covered by ‘

the scope of the Directive.

4

4. Concerning the objecti\‘{e mentioned in the second
principle, it is

obvious that it is carried into effect by the very adoption
of the

Directive under Adicle \l 00 of the Treaty, as the
essential safety

requirements contained in it are of such a nature as to
ensure the

pursuit of such an objective!

B. MAIN ELEMENTS
1. Scope

Definition of the range of products covered, as well as the
nature
of the hazards it is intended tolavert.

The scope should be defined in such a way that a
consislent approach

to the action is ensured, and that the proliferation of
Directives on

specific products is avoided. Moreaver, it should be noted
that the

cnacting terms of such a Directive do not preclude the
possibility of

several Ditectives being adopted on one and the same

§8
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iba
legislativn |
¥y ramegc,
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transpozic
ia sa
predpokla
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prijatim
nariadeni
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vymene
informacii
o
technicky
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predpisoc

product according
to the various types of hazard associated with that product h a
(for norméch a
example, mechanical safety of a machine on the one hand zatleneni
and pollution m  tejto
by that machine on the other hand). gasti do
sektorovej
prilohy
PECA (lo
. sa tyka aj
I1. Genera) clause for placing on the market d'al§ieho
textu
The products covered by the Directive may be placed on smernice
the market 08/34
only if they do not endanger the safety of persons, v zneni
domestic animals smernice
or goods when properly installed and maintained and used 98/48
for the
purposes for which they are intended, 1, The **) e
Directives would definicia
provide for total harmonization as a general rule. uvedenia
Consequently, any ha trh
product placed on the market falling within the scope of v zdkone,
the Directive §9 Y ¥* ktora
must be in conformity with the requirements of the Urtené vyrobky méze byt
Directive. In , . ¢ o . aj na
certain specific conditions, optional harmonization for (1) Ur’éené Vy,"?bky su tak? vyropky, 'ktoré pl:edstavuju z:iklade
certain zvyfsené ’r:znko ohrozenia .opravnencho Ziyjmu ana rozhodnut
products may prove to be opportune. The outline “miernenie alel?o odstranenie ktorého si ustanoveqé ia  Rady
Directive, however, is technické ppiladavky uvedené v §2 pism. i) 93/465/E
drawn up with a view to total harmonization. apos.ud'zovame .Zh"‘!,y podfa §12, ak nie si urlené HS
osobitnym predpisom”), menend
Appropriate solutions could be envisaged in order to take (2) Uréené vyrobky sa nesmii uviest na trh, ak nie je podia
account of preukdzand zhoda ich  vlastnosti s technickymi druhu
the need to support, in some Member States, a poziadavkami, ktorych podrobnosti ustanovuji technické rizika,
harmonious mave towards predpisy, spésobom, ktory zodpovedd postupom ktoré
the introduction of a system of binding regulations, in posudzovania zhody podla § 12. moze
order in ) . . L vyrobok
particular to ensure the establishment of appropriate () Vl‘iu_ii nariadenim ustanovi podrobnosti o technickych predstavo
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certification ‘
infrastructurcs.

Point 1} therefore represents a general clause setting out
the

responsibilities of the Member States in relation to the
placing of k

goods on the market.

2. In order to respect the general principle on which the
outline !l

Directive is based, which is to leave to the trade the
choice of the

means of attestation of conformity and thus to prohibit
Member States

from setting up any sysiem of control prior to placing
on the market

{except, of course, in cases where prior comrol is
required by

specific Directives for special sectors, as is morcover
clearly

provided for in point VIHl), i is obvious that the
national

authorities in order to acquit themselves of their
responsibilities l\

set out in this clause must be allowed to exercise cantrol
on the

market by way of spot checks.

3. In certain cascs, in paricular with regard to the
protection of
workers and consumers, thel conditions set out in this
clause may be |
strengthened (foreseeable use).

Q)]

&)

(6)

@

poZiadavkdch uvedenych v § 2 pism. i) a to:
a) o skupindch urenych vyrobkov,

b) oodstraneni alebo zmiemneni rizika, ktoré urlené
vyrobky moZu predstavovat', uptesnenim technickych
poiiadaviek na uréené vyrobky, ak nie si upravené
osobitnymi predpismi®),

c) ospdsobe oznaéogvania uréenych vyrobkov, kioré sa
pri uvadzani aa trh oznatuju slovenskou znatkou
zhody alebo inou znatkou, ak to vyplyva
z medzindrodne} znluvy, ktorou je Slovenska
republika viazana.

Uréené vyrobky, ktoré si uvadzané na trth ako poufits,
alebo ktoré sa po podstatnej Gprave opidtovne uvadzané na
trh, sa povaZuji za uréené vyrobky prvykrit uvedené na
tth podfa §2 pism.g) ah), ak nariadenie viady
neustanovuje inak.

Urad méze na ziklade ¥iadosti ministerstva rozhodnuf
o uvedeni urdeného vyrobku na trh, ak neboli pouZité
postupy posudzovania zhody podla § 12, ak si to vy#aduje
ochrana oprévaendho zaujmu  (napriklad havaria,
experimentaine Gcely a pod.).

Rozhoduoutie podla odseku 5, aka aj o zrufeni takéhoto
rozhodnutia oznamuje trad vo vestniku.

Urad po prerokovani s prisiu§nym  ministerstvom
apatrenim na prechodny éas zaradi vyrobok medzi urdené
vyrobky alebo na ur¥enom vyrobku uréi posudzovanie
konkrétnej technicke} poZiadavky alebo na urlenom
vyrobku dofasne wréi postup posudzovania zhody.
Opatrenie drad vyhldsi uverejnenim v Zbierke zdkonov
Slovenskej republiky.

Povinnosti vyrobcov, dovozcov a distribatorov pri uvadzani

vyrobkov na trh

var;
okrem
toho
jestvuju aj
derogacné
klauzuly
v smernici
ach
Noviho
pristupu
napr.
Article
8.5
smernice
94/9-
ATEX
tatoZny
5§9

05

I11. Essential safety requirements
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Description of the safety requirements which are essential
for the

application of the general clause in point 11 with which all
products

covered by the Directive must conform. 1. The
essential safety

requirements which must be met in the case of products
which can be

put on the market shall be worded precisely enough in
order to create,

on transposition into national law, legally binding
obligations which

can be enforced. They should be so formulated as to
enable the

certification bodies straight away to certify products as
being in }

conformity, having regard to those requirements in the
absence of

standards. The degree of detail of the wording will depend
on the :

subject matter, If the basic requirements for safety are

.| observed, the

general clause in point I can be applied.

2. Amendments to these requirements can be made only
by means of a
new Council Directive under Article 100 of the Treaty.

§9

(1

@

1C))

&)

(6)

M

Vyrobca, dovozca alebo splnomocnenec (dale] len
~vyrobca alebo dovozca“) mbZe uvddzat na trh iba
bezpetné vyrobky?), a to bez ohl'adu na to, & sih uréené pre
osobnil potrebu alebo na profesijné pouZitie. Ak nemoZno
identifikovat’ vyrobcu alebo dovozcu, zodpovedd za
spinenie podmienok uvedenia vyrobku na trh distribator.

Vyrobea alebo dovozca uréeného vyrobku posudzuje pred
uvedenim na trh zhodu jeho vlastnosti s technickymi
poZiadavkami  ustanovenymi  vieobecne  zdviznymi
pravonymi predpismi.

Uréené vyrobky méZe vyrobca alebo dovozca uviest' na trh
iba po posideni zhody ich vlastnosti s technickymi
poZiadavkami na ich bezpeénost podfa tohto zdkona
a technickych predpisov, ato spdsobom, ktory zodpoveda
posudzavaniu zhody podla § 12.

Vyrobca alebo dovozca urdeného vyrobku je povinny
uviest na trh iba taky vyrobok, ktory spliia vietky
technické poZiadavky, ktoré sa pa urleny wvyrobok
vzfahuji. Pred uvedenim ureného vyrobku na trh je
povinny vydal pisomné vyhlisenic o zhode s technickymi
predpismi {d’alej len ,vyhlasenie o zhode™), ak sa nai
nevzfahuje ustanovenie § 13 ods. 6.

Vyrobca alebo dovozca musi distribitorovi na Ziadost'
poskytnit’ vyhlasenie o zhode,

Distribitor nesmie distribuovat’ vyrobok, o ktorom na
zaklade vlastnych informécii alebo svojich odbornych
znalosti vie, alebo o ktorom méZe predpokladat’, 2e mbze
chrozil’ opravneny zdujem.

Distribbter nesmie distribuovat’ ureny vyrobok, pri
ktorom vyrobca alebo dovozca nevydal vyhlasenie
o zhode, alebo pri ktorom nemé pisomné potvrdenie, e
vyrobea alebo dovozea vydal vyhlasenie o zhode, alebo ak
ho vyrobca neoznadil slovenskou znatkon zhody,

Orgény dohladu

Y*-F*
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V. Free movement clause

Obligation on the Member| States to accept, under the
conditions

referred to in point V, the|free movement of products
which conform to
points H and [il.
the case

of products declared to conform to the protection
requirements laid

down in the Directive, without recourse as a general rule
to prior

verification of compliance with the requirements set out
in point 1, |

it being understood that note 2 of point Il also applies in
this case.

l. Free!imovement will be ensured in

The interpretation to be given to this provision should not
have the

consequence that third party cedification is to be
systematically

required by the sectoral Directives,

2. The actual aim of the Directives in question is to cover

§8
§30

§30

1)

2)

3

)
©

(6

Organmi dohladu podPa tohto zdkona st orgdny Statnej
spravy zriadené podla osobitnych predpisov’).

Orgény dohl'adu vykonavaji doht'ad,

a) ¢i na urtené vyrobky uvedené na trh bolo vydané
vyhldsenic ozhode aak to technicky predpis
vyZaduje, &i si oznadené slovenskou znackou zhody,

b) &i vlastnosti urdenych vyrobkov uvedenych na trh
aspdsob posudenia zhody zodpovedaju uréenym
podmienkam vydaného vyhlasenia o zhode,

c) &i s znatky zhody pouZité oprivnene a si nezmenené
alebo nesfaliované.

Vyrobea alebo dovozea, ktory uviedol urdeny vyrobok na
trh, je povinny umoZnit’ orgdnom dohladu pri vykone ich
funkcie pahliadnut’ do technickej, vyrobnej, obchodnej a
inej dokumentdcie, tykajice] sa urlenych vyrobkov,
umoZnit’ im ich kontroloval’ a najmd umoZnit’ im pristup
do vyrobnych, skladovych a obchodnych priestorov.

Podla odscku 3 sa postupuje aj vtedy, ak vyrobok uie je
urlenym vyrobkom, ale vznikne dévodné podozrenie, Ze
mdZe ohrozit' opravneny zdujem.

Distribator je povinay orginom dohl'adu pri vykone ich
funkcie umoznit pristup do skladevych a obchodnych
priestorov,

Ak organ dohladu zisti porulenic tohto zdkona alebo
predpisov vydanych na jeho vykonanie, ulol echrannd
opatrenie alebo pokutu podl'a tohto zakona.

(7) Tymto zikonom nie su dotknuté prava a povinnosti

organov dohfadu, ktoré im vyplyvaji z osobitnych
predpisov'').
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all
essential requirements, but in the exceptional case of
cover proving
incomplete, it would always be possible for a Member
State to act
under Article 36 of the Treaty.

V. Means of proof of confonmity and effects 1.
Member States )

shall presume to be in conformity with points II and HI
products

which are accompanied by one of the means of
attestation described in

point VIII declaring that they are in conformity with:
(2)

the harmonized standards adopted by the European
standardization body

which is particularly competent within the scepe of this
Directive,

when these standards are adopted in accordance with
the general

guidelines agreed between that body and the
Commission and the

references of which are published in the Official Journal

§7
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of the |
European Communitie:s; such publication should,
moreover, also be }
carried out by the Membgr States;
|
(b) or as a transitional’' measure, and in so far as
harmonized .
standards do not exist lin the field covered by such
standards, |
nattonal standards referred to in paragraph 2.
1

2. Member States shall communicate to the Commission
the text of E

those national standards -which they consider io meet
points 11 and

{lI. The Commission shall forthwith forward this text to
the other 11

Member States. In accordance with the procedure laid
down in paragraph

2 of Pomt VI, the Commission shall notify the Member
States of the

national standards which| enjoy the presumption of
conformity with

points 11 and Iil.

Member States are required |to publish the references of
these

standards. The Commission shall also ensure that they are
published in

the Official Journal of the European Communities.

3. Member States shall accept that the products for which
the

manufacturer has not applied any standard (because of
absence of a

standard as laid down in paragraphs | (a) and (b) above
or for other

exceptional reasons, are considered to be in conformity
with points 11

i
¥
1

i

30




and IIl, when their coﬁfonﬁify is dé;ﬁc-)ﬁstrated by one
of the means of

attestation set out in point VIII, paragraph 1 (a) and (b).

1. Only those means of attestation provided for in point
Vi

necessarily carry presumption of conformity.

2. The presumption of conformity is constituted by the
fact that the

conformity of a product to harmonized or national
standards is

declared by one of the means of attestation set out in
point VIIL

When the product is not in conformity with a standard,
because the

standards do not exist or because the manufacturer, for
example in

cases of innovation, prefers to apply other
manufacturing criteria of

his choice, conformity to points Il and 111 is declared by
the means

of an attestation delivered by an independent body.

3. In cases under point V, paragraphs 1 and 3, Member
States will

therefore have the right, for the presumption to operate,
to request

at any time one of the means of attestation set out in
point VIII.

4. The drafting and adoption of the harmonized standards
mentioned

in paragraph 1 (a) by the CEN and CENELEC, these
bodies being

generally considered to be the "European standards
bodies which are

particularly competent”, and the obligation relating to
transposition

into _national standards are govermed by these two
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bodies” internal

rules and their regulations relating to standards work.
The internal |

rules of CEN and CENELEC are in the process of being
harmonized. ‘

[

However, it is not ruled out that the harmonized standards
referred T
to in paragraph | (a) will be prepared outside CEN and
CENELEC by
other bodies which may ‘assume these functions in
particular areas; in {l
such cases adoption of the harmonized standards shall be
submitted for |
approval by CEN/CENELEC. In any case, the draflting
and introduction of
the harmonized standards referred to in point V must be
subject to the
guidelines agreed between the Commission and these
organizations. The
guidelines deal in particular with the following principles
and
conditions: - the availability of suitable staff and
technical infrastructure at the standards body which the
Commission
mandates to proceed with standardization;

- the association of public |authorities and interested
circles (in
particular manufacturers, usculs, CONSUMErs, unions);

- the adoption of harmom!!zcd standards and their
transposition into

national standards or, at lleast, the annulment of
diverging national

standards under conditions approved by the Commission
when drawing up

a frame of reference for standardization after
consultation with the
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Member States,

5., In the selection of national standards, due consideration
will be

given to any practical difficulties arising from that
selection.

National standards are selected only on a tramsitional
basis.

Accordingly, when a selection decision is made, the
relevant European

bodies will in principle be sent instructions to draft and
adopt the

I corresponding European standards within a given period
of time and

under the conditions stated above.

V1. Management of the list of standards . Where a
Member

State or the Commission considers that harmonized
standards or drafts

thereof do not fully satisfy points II and III, the
Commission or the

Member State shall bring this to the attention of the
committee (point

X) setting out the reasons. The committee shall give an
opinion as a

matter of urgency.

The Commission shall, in the light of the committee's
opinion,

notify the Member States of the necessity of withdrawing
or not

withdrawing the standard from the publication referred to
in point V,

paragraph 1 (a). It shall inform the European standards
body concerned

and, if necessary, give it a new or revised mandate.
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2. On receipt of the communication referred to in point V,
paragraph '

2, the Commission shall lg:onsul[ the committee, After
the committee has

given its opinion, the Commission shall, within a given
period, notify i

the Member States whether the national standard in
question should or

should not enjoy presumption of conformity and, if so,
be subject to

national publication of its references.

If the Commission or a Member State considers that a
national [

standard no fonger fulfils thel conditions for presumption
of |

conformity to the safety reqtuiremcms, the Commission
shall consuit

the committee. In the light of the opinion of the
committee, it shall

notify the Member States wh?ther of not the standard in
question

should continue to enjoy presumption of conformity and
in the Jatter !l

case be withdrawn from the publications referred to in
point V,

paragraph 2,

As indicated above (see notes to point V, paragraph 2) the
Member

States have the power to decide which of their national
standards may

be considered to be in conformity with points 1 and 1
and thus be

subject to the Commission confirmation procedure.

VII. Safeguard clause
1. Where a Member State finds that a

product_might compromise the safety of individuals,

i

i
1
t
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domestic animals

or property, it shall take all appropriate measures to
withdraw or

prohibit the placing on the market of the product in
question or 10

restrict its free movement even if it is accompanied by
one of the

means of attestation referred to in point VIIL,

Within a given period of time, and only when the product
in question

is accompanied by one of the means of attestation
provided for in

point VII, the Member State shall inform the
Commission of such a

measure. It will indicate the reasons for its decision and int
particular whether the non-conformity results from:
(2)

non-compliance with points 11 and I1T (when the product
does not

conform to any standard);

.[(b) incorrect application of the standards referved to in
point V;

(c) a shortcoming in the standards themselves.

2. The Commission shall consuit the Member States
concerned as soon

as possible. If the Member State which has taken
measures intends to

maintain them, the Commission shall refer the matter to
the committee

within a specified period. Where the Commission, after
consultation of

the committee, finds that the action is justified it shall,
also

within a given period of time, inform the Member State
in question and

§8
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point out to the other Member States that (all else being
equal) they |

are also obhiged to prevent the product in question from
being placed

on the market.

3. Where failure of the prociiuct to comply with points !
and i

results from a shortcoming in the harmonized standards
or in the |

national standards, the consequences shall be those set
out in point

Vi i

4. Where the non-conforminlg product is accompanied by
a means of

attestation issued by an independent body or by the
manufacturer, the

competent Member State |shall take the appropriate
measures against the

author of the attestation and|inform the Commission and
the other

Member States.

5. The Commussion shall enere that all Member States
are kept

informed of the progress and of the outcome of this
procedure.

This point describes the consequences when recourse by a
Member -

State to thc safeguard clause lappears to be jusiified. It
does not

give any indication on the consequences when recourse
does not appear

to be justified after expiry of the Community examination
procedure,

because in such cases the gencral rules of the Treaty

) tito
cast’ bola
presncjSie
kodifikov
and
rozhodnut
im Rady
93/465/E
HS -
pozri
tabul'ku
zhody

s tymto
rozhodnut
im

apply.
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VII. Means of attestation of conformity 1. The

means of

attestation referred to in point V which the trade may use

are: _
{a) certificates and marks of conformity issued by a

third party;

(b) results of tests carried out by a third party;

(c) declaration of conformity issued by the manufacturer
or his

agent based in the Community. This may be coupled
with the requirement

for a surveillance system;

(d} other means of attestation which could possibly be
determined in
the Directive.

2. The choice by trade and industry between these
different means

may be limited, or even removed, according to the
nature of the

products and hazards covered by the Directive.

3. National bodies authorized to issue, marks or
certificates of s

conformity shall be notified by each Member State to
the Commission

and to the other Member States. [. The
appropriate means of

attestation will be established and expanded in the
specific

Directives taking into account the special requirements
of their

scope. It must be bome in mind that the certification
bodies )

designated by the Member States for cases (a) and (b)

Y *3%
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will have to

intervene in particular in ithe absence of standards and
where the !

manufacturer does not ob"serve standards (sce point V,
paragraph 3). \
L
2. The bodies referred to in paragraph 3 must carry out
their duties ]

according to recognized  international practices and
principles and

especially in accordance‘i with 1SO Guides. The
responsibility for the :

control of the operation of these bodies lies with the
Member Sfates.

Questions concerning the| carrying out of tests and
certification may

be put before the commitieejset up under point 1X.

3. With regard to the manufacturer's declaration of
conformity, the

national authorities have] the right to ask the
manufacturer or the

importer to communicate the data relating to the tests
carried out

concerning safety etc., when they have good grounds
for believing that

a product does not offer the degree of safety required in
all -

respects. Refusal on the part|of the manufacturer or the
importer to

communicate these data constitutes sufficient reason to
doubt the '

presumption of conformity. |

4. The determination of a litinitative list of means of
attestation
only concerns the system of presumption of conformity
but cannot have
the effect of restricting the possibility for a member of
]

[}
H
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the trade to

prove, by any means he sees fit within the framework of
a dispute or

court proceedings, the conformity of the product with
points If and

1.

IX. Standing commaittee

A standing committee shall be set up chaired by a
representative of

the Commission and consisting of representatives
appointed by the

Member States who may avail themselves of the help of
experts or

advisers.

The committee shall be convened by its chairman either
on his own
initiative or at the request of a Member State.

The committee shall draw up its own rules of procedure.

X. Tasks and operation of the committee 1. The
committee

shall carry out the tasks entrusted to it by virtue of the
foregoing

points,

2.  Furthermore, any question regarding the
implementation of a
Directive may be submitted to the committee,

The tasks of the committee shall be concerned with the
implementation of the Directive. The object of the
consultation of the

Committee prior to the publication of the references of the
national

standards is more to provide for a forum for the
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discussion of the |

objections whick the Commission or a Member State may
formulate, than 1

to carry out a systematic" examination of the entire
contents of the ‘

standards.

!
Criteria for choosing the briority areas in which this
approach ’
could initiatly be applied i
I. The need 1o find a new aipproach to the harmonization
of technical

regulations, based on "general reference to standards"
and following

the lines described earlici;, is the outcome of a number
of conditions

(outlined in the first part of this communication) backed
up by the }

experience  already acquired by the Community.
Consequently it is a

general principle, the validity of which will have to be
assessed in

practical terms in the various areas in which it will be
applied.

The Council took a similar view in its "Conclusions” of
16 July 1984

when it confirmed the general need for an extension of the
“general

reference to standards” practice, but only provided the
necessary

conditions were fulfilled, i.e. as regards the obligation an
public

authorities to protect the health and safety of their
citizens.

2. Before the priority areas in which this approach should

initially %

|
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be applied can be chosen, it is therefore necessary to
establish a

number of selection criteria to be taken into
consideration, criteria

which cannot be taken separately. (a) Since the
approach calls

for the “essential requirements" to be harmonized and
made mandatory

by Directives based on Article 100 of the Treaty, the
“general

.veference to standards" approach will be appropriate
only where it is

genuinely possible to distinguish between "essential
requirements"” and

"manufacturing specifications”. In other words, in all
areas in which

the essential requirements in the public interest are such
that a

.large number of manufacturing specifications have to be
included if

the public authorities are to keep intact their
responsibility for

protection of their citizens, the conditions for the
“general

. reference to standards” approach are not fulfilled as this
approach

would have little sense. In the light of this statement
areas

involving safety protection certainly appear to have
priority over

those involving health protection (which applies to the
scope of

Directive 83/189).

(b) If "general reference to standards” is to be possible,
the area

concerned must be covered by, or be capable of being
covered by,

standardization. Areas which are inherently ill suited to




!

standardization work are certainly the areas referred to
in (a) above

where the nced for regulations is felt unanimously
throughout the

Community. In other areas there is a standardization
capacity ot

potential and in the latter case the Community should
encourage it in

close cooperation with both the industry concerned and
the European

standards bodies, whilst:ensuring that the interests of
consumers are

taken into account,

(¢} The progress of technical harmonization work in the
Community
under the general programme established by the
Council resolutions of
1969 and 1973 varies greatly from one industrial sector
to another. In
manufacturing industry | (which appears at first sight
better to fulfil
the abovementioned criieria) most of the Directives
adopted concem
three areas : motor vehicles, metrology and electrical
equipment,

The new approach will therefore have to take this state of
affairs

into account and concentrate mainly on othet areas in
which there isa

fack of Community activities (e.g. many engineering
products and

bulding materials) without calling into question
regulations that are

already well advanced (for example those referring to
motor vehicles),

The case of electrical equipment is different : this is the

oitly area
|

¥
|
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to have been tackled by a Directive of the "general
reference to

standards” type and should certainly be included in the
priority areas

for all such products not yet covered, in view of the
extremely

important part played in this area by international and
European

standardization.

{d) One of the main purposes of the new approach is to
make it

possible to settle at a stroke, with the adoption of a
single

Directive, all the problems concerning regulations for a
very large

number of products, without the need for frequent
amendments or

adaptations to that Directive. Consequently in the
selected areas

there should be a wide range of products sufficiently
homogeneous to

allow common “essential requirements” to be defined.
This general

criterion is, however, based mainly on practical and
labour-saving

considerations. There is nothing to prevent a single
type of product,

in certain cases, from being covered by the "general
reference to

standards” formula if all the abovementioned criteria
are met.

(e) Finally, mention should be made of ong ¢riterion that
the

Commission, in agreement with industry, has always
regarded as

essential. There must be grounds for considering that
the existence of
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different regulations doeslin practice genuinely impede

the free F
movement of goods. In some cases, however, even if

these grounds are
not obvious, a Directive may appear necessary lo
protect an essential

public interest uniformly throughout the Community.
I

§8
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Informacné povinnosti
Urad je oznamovacim miestom zodpovednym za
sprositedkovanie  informacii o ndvrhoch  technickych
predpisov, o ndvrhoch ich zmien a doplneni a o navrhoch
slovenskych technickych noriem.

Urad ako oznamovacie miesto zabezpetuje:

a) Informovanie o navrhoch technickych predpisov,
slovenskych  technickych  noriem  a postupov
posudzovania zhody do zahranifia,

b} Informovanie ¢ autorizovanych osobach,

¢) Informovanie o obdobnych navrhoch zahranitnych
technickych predpisov uverejnenim vo vestniku.

Urad oznamuje organom Eurdpskych spologensticv
v rozsahu ustanovenom medzinirodnymi zmluvami

a) Stanoviskd otom, Ze v Slovenske) republike bolo
preukazatelne zistené, Ze harmonizovand eurdpska
norma nespliia zdkladné poZiadavky uvedené
vtechnickych  predpisoch  vydanych  orgaami
Eurdpskych spolotenstiev, pripadne iné skutodnosti
tykajiice sa technickych noriem,

b) Autorizované osoby poverené na pinenie uloh
notifikovanych  organov  posobiacich v ramci
Eurdpskej tnie,

c) Rozhodnutic ouloZeni ochranného opatrenia pri
urfenych vyrobkoch vratane tych vyrobkov, ktoré
maji  pévod v 3titoch, sktorymi je uzatvorena
prisiudna medzindrodnd zmluva.
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Technicky predpis alebo slovenski technickd norma
oznimend podFa odseku 2 méZu byt prijaté aZ po uplynuti
lehoty na podanie pripomienok uréenej medzinirodnou
zmluveu, ktorou je Slovenska republika viazand.

O oznameniach o navrhoch zahraniénych technickych
predpisov, o navrhoch technickych noriem a o postupoch
posudzovania zhody urad informuje prisluiné ministerstvo,
Urad koordinuje azabezpefuje oznamovanie navrhov
technickych predpisov, navrhov ich zmien, navrhov
slovenskych technickych noriem, ich zmien a postupov
posudzovania zhody do zahrani¢ia. Prisluiné ministerstvo
Je povinné predloXit \radu ndvrh technického predpisu,
jeho zmeny alebo doplnenia




|
|

Rezolicia Rady 93/465/EHS tykajuca sa modulov pre rozdielne spdsob
posudzovania zhody a pravidiel pre pouzivame CE znatenia, ktoré si uréend|

na pouiitie v smerniciach technickej harmonizacie;
ludtitucionalne zabezpedenic pozri tzv. Soft Law BLUE BOOK

- Zakon
zo 7. septembra 1999
o technickych poZiadavkich na vyrobky a o posudzovani zhody
a o zmene a doplneni niektorych zikonov

| 2 ] 5 6 7 8 9

Article 1 na

1. The procedures for conformity assessment which are to

be used in
the technical harmonization directives relating to the

marketing of
industrial products will| be chosen from among the

modules listed in
the Annex and in accordance with the criteria set out in

this
Decision and in the general guidelines in the Annex.

These procedures may only depart from the modules

when the specific o Pozri Y

circumstances of a particular sector or directive so §12

warrant. Such l

departures from the modules must be limited in extent and

must be

explicitly justified in the relevant directive.

2. This Decision lays down rules for affixing the CE Pouri

conformity N §2 Y+ *)  plod
marking provided for in Community legislation Pga transpozic

concerning the design, §21 ia po
manufacture, placing on! the market, entry into service podpisanl

or use of PECA
industrial products.

3. The Commission shall report periodically on the

functioning of n a

290/1996 Z. z., zakon (‘5

90/1998 Z. z.,

46

9} Napr:klad zakon Narodnej rady Slovenske) republiky ¢. 152/1995 Z.z. o potravmach v zneni zakona NarodneJ rady Slovenske_; repubhky ¢




this Decision, and on whether conformity assessment
and CE marking *

procedures are working satisfactorily or need to be
modified.

No later than the end of the transitional period in 1997, or
earlier

if the matter is found to be urgent, the Commission shall
also report

back on any special problems raised by the incorporation
of Council

Directive 73/23/EEC of 19 February 1973 relating to
electrical

equipment designed for use within certain voltage limits
(6) within

the scope of CE marking procedures, and, in particular,
whether safety

is being compromised. It shall also review any problems
raised by the

issue of overlapping Council directives, and whether any
further

Community measures are required.

Article 2

1. Decision 90/683/EEC is hereby repealed.

2. References to the Decision repealed shall be construed
as
references to this Decision.

ANNEX

CONFORMITY ASSESSMENT PROCEDURES AND
CE MARKING IN THE TECHNICAL
THARMONIZATION DIRECTIVES 1. GENERAL
GUIDELINES

A. The principal puidelines for the use of conformity




‘ i
assessment !

procedures in lechnical harmomz.atmn directives are the
following: '
{a) the essential objectivL of a conformity assessment
procedure is

to enable the public authontles to ensure that products
placed on the L

market conform to the requnremems as expressed in the
provisions of

the directives, in partlcular with regard to the health
and safety of |

users and consumers; ‘f

|

(b) conformity assessment can be subdivided into
modules which

relate to the design phase of products and to their
production phase;
(c) as a general rule a préduct should be subject to both
phases

before being able to be placed on the market if the
results are

positive (1)();

'
f

{d) there are a variety of modules which cover the two
phases ina
variety of ways, The directives must set the range of
possible choices
which can be considered by the Council to give the
public authorities
the high level of safety they seck, for a given product
or product
sector;

{e) in setting the range of possible choices open to the
manufacturer, the directives, will take into
consideration, in

Pozri
§12

particular, such issues|as the appropriateness of the
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modules 10 the

type of products, the nature of the risks involved, the
economic

infrastructures of the given sector (e.g. existence or
non-existence

of third parties), the types and importance of
production, etc. The '

factors that have been taken into account must be
explicitly spelled

out by the Commission in these directives;

(f) the directives will, in setting the range of possible
modules

for a given product or product sector, attempt to leave
as wide a

choice to the manufacturer as is consistent with
ensuring compliance

with the requirements,

The directives will set out the criteria governing the
conditions in

which the manufacturer chooses the most appropriate
modules for his

production from the modules laid down by the directives;

(g} the directives should avoid imposing unnecessarily
modules which

would be too anerous relative to the objectives of the
directive

concerned;

(h) notified bodies should be encouraged to apply the
modules

without unnecessary burden for the economic
operators. The Commission,

in cooperation with the Member States, must ensure
that close

cooperation is organized between the notified bodies in
order to

§11

Autorizacia
(1) Autorizacia je poverenie podnikatel'a alebo inej
privnickej osoby’) na vykondvanie posudzovania zhody;
poverenie  vydiva drad alebo prisluiné ministerstvo
rozhodnutim, DrZitel’ poverenia (d'alej len ,autorizovana
osoba“) méZe byl podla rozsahu poverenia a obsahu &innosti

Y *
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ensure consistent technical application of the modules;

(i) in order (o protect the manufacturers, the technical
documentation provided,to notified bodies has to be
limited to that |
which is required solely Jfor the purpose of assessment
of conformity. |
Legal protection of !conﬁdential information is
required,; \
]
(j) whenever directives prm}ide the manufacturer with the
possibility of using modules based on quality assurance
techniques,
thie manufacturer must afso be able to have recourse to
a combination
of modules not using quality assurance, and vice versa,
except where
compliance with the requirements laid down by the
directives requires
the exclusive application of a certain procedure;

(k) for the purposes of operating the modules, Member
States must
notify on their own responsibility bodies under their
jurisdiction
which they have chosen|from the technically competent
bodies complying
with the requirements of the directives. This
responsibilily involves
the obligation for the Member States to ensure that the
notified
bodies permanently have the technical qualifications
required by the
directives and that the latter keep their competent
national
authorities informed of the performance of their tasks.
Where a
Member State withdraws its notification of a body, it
must take

pri posudzovani zhody autorizovany na

a) Certifikdciu, posudzovanie zhody, posudzovanie
tinnosti stvisiacich s vyrobou uréeného vyrobky,

b) Vykondvanie ingpekcie,
¢) skuasanie urcenych vyrobkov.

(2) Na autoriziciu podla odscku 1 nic je pravny
narok.

{3) Urad rozhodne o autorizovanej osobe po dohode
s prisluinym ministerstvom. Ak neddjde medzi nimi k dohode,
urdi autorizovand osobu na ndvrh dradu vldda. Rozhodnutie
o autorizacii na zaklade uréenia vlady vyda trad.

{4} V rozhodnuti o autorizacii sa wuria podmienky
arozsah dodrZiavania jednotného postupu autorizovanych
osob.

(5) Ak o autorizicii rozhoduje ministerstvo podia
osobitnych predpisov') iirad metodicky usmerfiuje spolupracu
autorizovanych osdb.

(6) Urad alebo ministerstvo mbZu  rozhodnat’
o autorizacii na zdklade Ziadosti osoby uvedenej v § 1 pism. d)
a preukazania splnenia tychto podmienck:

a) zamestnava oscby, ktoré maji odborné predpoklady
aosobné schopnosti vykondvat® &innostt v procese
posudzovania zhody a povinnost’ zachovivat’ ml¢anlivost’
o skutoZnostiach, o ktorych sa dozvedia pri Einnosti
autorizovanej osoby,

b) ma technické prostriedky a pristrojové vybavenie potrebné
na vykonavanie postupov posudzovania zhody alebo
pristup k takymto zariadeniam,

c) je schopnad organizatne zabezpelit' nestrannost vykonu
¢innosti pri posudzovani zhody, objektivitu a nezaujatost’
koatrolnych nkonov, vecnost’ a nestrannost’
vypracivanych pisomnych sprav a protokolov, a to tak zo
strany vedicich ako itechnickych zamestnancov, zhmut'
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appropriate steps to ensure that the dossiers are
processed by another
notified body to enstre continuity;

(1) in addition, with regard to conformity assessment, the
sub-contracting of work shall be subject to certain
conditions
guaranteeing:

- the competence of the establishment operating as sub-
contractor,

on the basis of conformity with series EN 45 000
standards, and the

capability of the Member State that has netified the sub-
contracting

body to ensure effective monitoring of such compliance,

- the ability of the body notified to exercise effective
responsibility for the work carried out under sub-
contract;

(m) notified bodies which can prove their conformity with
harmonized

standards (EN 45 000 series), by submitting an
accreditation

certificate or other documentary evidence, are|

presumed to conform to

the requirements of the directives. Member States
having notified

bodies unable to prove their conformity with the
harmonized standards

(EN 45 000 series) may be requested to provide the
Commission with the

appropriate supporting documents on the basis of
which notification

was carried out;

anezaujato  vyhodnoti oznamené avlastné zistenia
a navrhy vietkych zainteresovanych subjektov,

d} je schopnd prijimat nezanjmé rozhodnutia vo vzfahu
k zdujmom vyrobcov ainych subjektov, které by mohli
mat’ z uréitého vysledku posudzavania zhody prospech,

e) je schopni zabezpelit ochranu ddajov, ktoré si
obchodnym tajomstvom a lidajov, ktoré by mohli byt
Zneufité,

f) ma zmluvné zabezpetenie tych iikonov, ktoré nemdze sdm
pri posudzovani zhody vykonat,

g) ma poistenie pre pripad zodpovednosti za Skody spdsobené
¢innost'ou autorizavanej osoby,

h) md sidlo alebo bydlisko na izemi Slovenskej republiky.

{7) Autorizovani osoba vedie dokumenticiu a
evidenciu, ktord preukazuje pinenie uvedenych podmienok
autorizicie.

(8) Pri autorizicii sa mdZe uznal osvedZenie
o akrediticii, pripadne iné ndlezy sved&ace o splneni
podmienok autorizicie.

{9} Vrozhodnuti o autorizicii trad o autorizovanej
osobe uvedie:

2) obchodné meno a sidlo,
b} identifikalné &islo,
¢) identifikatny kéd,

d) technicky predpis, padla ktorého autorizovani osoba bude
vykondvat posudzovanie zhody, postupy posudzovania
zhody a rozsah urlenych vyrobkov, na ktory sa autorizicia
vztahuje,

e) pravnu formu,

f) meno abydlisko osoby alebo 0sdb, kioré si Jtatutarnym

orgianom alebo jeho Elenmi, s uvedenim spdsobu, akym
konait v mene antorizovanei nachvy




)

konaji v mene autorizovanej osoby,
dobu platnosti autorizacie.

(10)Autorizovand  osoba  zabezpeZuje  Cinnosti

suvisiace s posudzovanim zhody vyrobkov s poZiadavkami
technickych predpisov. Je povinna najma:

a)

b)

<)

d)

a)

b)

Vykonaval’ technické wstenia objektivie ana drovni
poznatkov vedy atechmuky zpamych v dobe, ked sit
zZistenia vykonavané,

Vydavat na zaklade technickych zisteni certifikity alebo
iné dokumenty,

Bezodkladne oznamovat iradu vietky zmeny podmienok
uréenych na autorizaciu,

Na zaklade ziadosti poskytovat rovnopisy certifikitov
a inych dokumentov vritane sivisiacich dokladov dradu
aak je to nevyhnutné, aj inym autorizovanym osobdm
a v pripade, Ze to vyZaduje medzinarodnd zmiuva, ktorou
je Slovenska republiky viazana, aj zahrani¢nym osobam,

Spolupracovat’ s organmi dohfadu,

Na zaklade rozhodnutia dradu dokonZit proces
posudzovania zhody zadaty inou autorizovanou osobou.

{11) Autorizovani osoba je oprévnend:

Zrugif platnost’ ifiou vydaného certifikitu alebo iného
dokladu, ak zisti, Ze neboli dodrZané podmienky vydania
certifikatu,

Pri vykone €innosti nahliadnut’ do technickej, vyrobnej,
obchodnej a inej dokumenticie, tykajlicej sa posudzovania
zhody,  vstupovat’ de  vyrobnych,  skladovych
a obchodnych priestorov.

PouZivat na dokumentoch, ktoré podla tohto zikona
vydéiva, odilatok peciatky so $tatnym znakom, ktord je
evidovand aradom
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(n) a list’ of notified bodies must be published by the

Commission in

autorizované osoby dodrZiavajii ustanovenia tohto zikona
a podmienky uvedené v rozhodnuti o autorizacii.

{13) Ak autorizované osoba prestala spliat’ podmienky
ustanovené tymto zikonom a urdené v rozhodnuti o autorizacii,
alebo vo svojej &innosti porudila pravny predpis tykajici sa
rozsahu poverenia aobsahu &innosti, alebo ak oto
autorizovani osoba poZiada, alebo zanikne potreba na
autorizdciu, urad po dohode s ministerstvom rozhodnutie
o autorizdcii zmeni alebo zrudi. Ak autorizovana osoba poZiada
o zrulenie autorizacie, musi tak urobit’ najmenej Zest’ mesiacov
pred navrhovanym terminom zrudenia.

(14)Ak  1drad rozhodne o zrufeni . autorizicie
autorizovanej osoby podl'a odseku 13 ustanovi autorizovanil
osobu, kiord dokoné&i proces posidenia zhody.

(15)0rad  vo vestniku oznamuje  rozhodnutia
o autorizacii, 0 zmene autorizicie, alebo o zrufeni autorizicie,
ako a) zanik autorizovanej osoby,

(16) Ak nie je posudzovanim zhody uréeného
vyrobku poverend autorizovani osoba, zabezpeli posidenie
zhody vurad. Pri tejto Cinnosti vyuZiva technické zistenia
vykonané akreditovanymi osobami alebo technické zistenia
zahraniénych subjektov.

Znatky zhody

(1) Urgeny vyrobok, na ktorom sa vykonalo
postdenie zhody podl'a § 12 moZno oznadit’ znatkou zhody.

(2) Znatkami zhody su:

a) slovenska znatka zhody,
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the Official Journal of thé European Communities and

constantly
updated.

B. The principal guidelines for the affixing and use of the

CE
marking are the following:

{a) The CE marking symb
obligations

incumbent on manufactur
of the Community

olizes conformity to all the

ers for the product by virtue

directives providing for its affixing,

Thus, such conformity is
requirements

relating to safety, public hea
as

certain directives may imp

necessarily |

forming part of the essential

(b) The CE marking aff
symbolizes the

not limited to the essential
th, consumer protection, etc.,
ose specific obligations not

requirctnents,

ixed to industrial products

fact that the natural or legal person having affixed or

been

responsible for the affixi
verified that the

product conforms to
harimonization provisions

ng of the said marking has

all the Community total

which apply to it and has been the subject of the

appropriate

conformity evaluation procedures.

(c) Where the industrial products are subject to other

directives

concerning other aspects and which also provide for the

affixing of

the CE marking, the la}ttef must indicate that the

§17
§_21

§33

b) ostatné znatky CE
c) oznagenie CE,
d) zahrani¢né znatky zhody.

(3) Podnikatel’ podla § [ pism. e} je povinny oznadit’
utleny vyrobok znatkou zhody pred jeho uvedenim na trh
{d'alej len ,znatkar™}), ak tak ustanovuje technicky predpis.

Slovenska znacka zhody uréeného vyrobku
(1) Slovenska znatka zhody Cgg pozostdva zo
Stylizovaného pismenovéhe oznadenia uvedeného v prilohe.

(2) Slovenska znatka zhody urdeného vyrobku Cgy
osvedduje, Ze:

a) Viastnosti urleného vyrobku spifaji technické
poZiadavky na vyrobok avpripade stavebnych
vyrobkov aj technické poziadavky podla osobitného
predpisu,

b) boli dodrZané postpy posudzovania zhody
ustanovené tymto zikonom alebo inym osobitnym
predpisom.

(3) Kslovenskej znatke zhody Cgy pripdja znatkér
identifikagny koéd autorizovanej osoby v pripade, ak to
vyZaduje pouZity postup posudzovania zhody.

(4) Uréeny vyrobok, pri ktorom nebola preukdzana zhoda
vlastnostl podla § 12 ods. 2, nemoZe znadkiar oznadit’
slovenskou znatkou zhody Cg.

(5) Urad uverejni vo vestniku identifikatné  kédy
autorizovanych oséb.

Umiestilovanie slovenskej znacky zhody uréeného vyrobku

(1) Stovenski =znatku zhody urfeného vyrobku
umiestiiuje znalkar prednostne na vyrobok. Slovenskd znacka

P*

*) plna
kompatibi
lita

5 podpisan
im PECA
alebo po
vstupe do
EU

|
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products are also

presumed to conform to the provisions of those other
directives.
However, where one or more of these directives allow the
manufacturer, during a transitional period, to choose
which
arrangements to apply, the CE marking indicates
conformity to the
provisions only of those directives applied by the
manufacturer. In
this case, particulars of the directives applied, as
published in the
Official Journal of the European Communities, must be
given in the
documents, notices or instructions accompanying the
products or, where
appropriate, on the data plate.

(d) 1. The CE conformity marking must consist of the
initials'CE'
taking the following form:

If the CE marking is reduced or enlarged the proportions
given in
the above graduated drawing must be respected.

2. Where the directive concerned does not impose specific
dimensions, the CE marking must have a height of at
least 5 mm.

3. The CE marking must be affixed to the product or to its
data

plate. However, where this is not possible or not
-1 warranted on account

of the nature of the product, it must be affixed to the
packaging, if

any, and to the accompanying documents, where the

directive concerned

zhody urceného vyrobku musi byl umiestnend na takom
mieste, aby bola viditelnd. V pripade, ak slovenski znatku
zhody urleného vyrobku nie je mozné umiestnit’ na vyrobok,
mofno ju umiestni’ na obal atoto uviest v sprievodne]
dokumentacii alebo, ak ju nie je moZné umiestnit’ ani na obal,
toto uviest' v sprievodnej dokumenticii,

(2) Slovenskd znacku zhody urfeného vyrobku méze
znalkér vyhotovit”

a) tlafou priamo na vyrobok, na obal, alebo je uvedena
v sprievodnej dokumentacii,

b) 5titkom alebo samolepiacou fdliou,

c) reliéfne alebo vyrazenim na vyrobok, alebo odliatim
do vyrobku,

d) ak to nie je moZné podfa pism. a) a¥ ¢} inym
spdsobom uréenym autorizovanou osobou.

(3) Slovenskd =znatka zhody urfeného vyrobku
v zdvislosti od spdsobu vyhotovenia musi byt

a) vyhotovend kontrastnymi farbami odolnymi proti
oteru,

b} wvyhotovena tak, aby odolala podmienkam vonkajiieho
prostredia,

¢) zabezpefend proti opotrebovaniu,

d) zabezpeCens proti opakovanému pouZitiu.

{4) Verkost' aspdsob umiesinenia slovenskej znacky
zhody urfeného vyrobku musia byt zvolené tak, aby znatka
nebola prekryvand ani nemohla byt spochybitovanid inym
oznalenim vyrobku, tak aby nemohlo déjst’ k zdmene iného
oznadenia za slovenski znatku zhody, ani kuvedeniv do
omylu.

Rozmery slovenskej znatky zhody uréeného vyrobku musia
byt také, aby bola Fahko identifikovaternd a Sitatef'nd.
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provides for such documenits.

4. The CE marking must be affixed visibly, legibly and
indelibly.

{e) Any industrial product covered by the technical
harmonization

divectives based on the principles of the global
approach must bear

the CE marking, save where the specific directives
provide otherwise; ]

such exceptions constitute derogations not from the
marking i

requirement but from the administrative procedures for
conformity i

evaluation, which may in certain cases be considered
too cumbersome.

Appropriate grounds must accordingly be given for any
exception to or

derogation from the marking requirement.

The CE marking is the only marking which certifies that
the
industrial products conform |to the directives based on the
principles

of the global approach.

[
Member States must refrain from introducing into their

national

regulations any reference to a conformity marking other
than the CE

marking in connection with conformity to all the
provisions contained

in the directives on CE marKing,.

() The CE marking must be affixed at the end of the
production
control phase.

Oznadenie CE

(1) Osobitné postavenie ma oznaZenie CE. Oznacenie
moZzno umiestnit’ na vyrobok, len ak bolo vydané na vyrobok
alebo ak je ku kaZdému vyrobku priloZen¢ vyhlasenie o zhode
s technickymi predpismi Eurépskych spolofenstiev. Vlida
nariadenim médZe ustanovit’ podrobnosti o pouzivani oznadenia
CE a o nélezitostiach tolito vyhlisenia o zhode.

(2) Oznatenie CE pozostiva zo Stylizovaného
pismenového oznadenia uvedeného v prilohe.

(3) Pri  vyhotoveni aumiestneni oznagenia CE
postupuje znackar obdobue ako pri umiestiiovani slovenskej
znatky zhody. Ustanovenie § 19 sa pouZije primerane.

Ochranné opatrenie
(1) Orgén dohladu méze uloZit' podnikatelovi:

i
;

i
I
v
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{g) The CE conformity marking must be followed by the
identification
number of the notified body within the meaning of
paragraph LA where
. the said body is involved in the production control
phase within the
* meaning of this Decision.

Such identification numbers must be assigned by the
Commission as

part of the body notification procedure. The Commission
must publish

lists of the notified bodies in the Official Journal of the
European

Communities; such lists must be updated regularly.

A notified body must be assigned the same number when
it is notified

under several directives. The Commission must ensure
that each

notified body receives a single identification number,
however many

directives it is notified under,

(h) It is necessary to lay down provisions conceming the
use of

certain products. In this case, the CE marking and the
identification

number of the notified body may be followed by a
pictogram or any

other mark indicating, for example, the category of
use,

(i) The affixing for any other marking liable to deceive
third

parties as to the meaning and form of the CE marking
must be

urtith - dobu  vpripade  dévodného  podozrenia
z nebezpe&enstva ohrozenia oprivnenych zdujmov,

b} zdkaz uvidzania uréenych vyrobkov na trh alebo
rozhodnutie o ich stiahnuti z trhu alebo z pouzivania, ak
preukazatelne ohrozuji oprivneny zdujem,

¢) urlenie povinnosti G¢innym spésobom bezodkladne
informovat’ o tomto nebezpecenstve osoby, ktoré by mohli
byt vystavené nebezpedenstvu pouZitim takéhoto urteného
vyrobku, ato v pripadoch, vktorych bolo uloZené
ochranné opatrenie podla pismena a} alebo b).

{2) Odvolanie podané proti rozhodnutiu 6 ochrannom
opatreni nema odkladny ti¢inok.

(3) Naklady stivisiace s ochrannym opatrenim zndda
ten, kto uréeny vyrobok ohrozujlci oprévneny ziujem uvidza
na trh.

Pokuty

1)) Organ dohladu uloZi pokutu do 5000000 Sk
tomu, kto

a} Neopravnene alebo klamlivo poui! slovensku znacku
zhody, alebo vyhldsenie o zhode, alebo certifikat
zhody,

b) uviedol na trh alebo distribuoval uréené vyrobky bez
vyhlisenia o zhode podl'a §13 ods. 1, certifikatu
zhody alebo bez urfeného oznadenia wvyrobkov
znatkou zhody podla § 17 ods. 3, alebo neoprivnene
uviedol na trh vyrobok,

c) nesplnil podmienky ochranného opatrenia.

(2) Urad na ziklade podnetu, alebo na zaklade
vlastného zistenia uloZi.pokutu do 1 000 000 Sk tomu, kio

a) neoprdvnene oznatil dokument zntatkou , STN*,

_ prohibited. ) b} neopravnene rozmnoZil a roziri] slovenski: technicki
normu
57 |
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() A product may bear different marks, for example
marks indicating

conformity to national ori European standards or with
traditional |

optional directives, provided such marks are not liable
to cause |

confusion with the CE mar;king.
Such marks may therefore only be affixed to the product,
is
packaging or the documentation accompanying the
product on condition
that the legibility and visibility of the CE marking are not
thereby |
reduced,

(k) The CE marking must be affixed by the manufacturer
or his agent
established within the Community. In exceptional, duly
warranted
cases, the specific directives may provide that the CE
marking can be
affixed by the person responsible for placing the
product an the
Community market.

The identification number of the notified body must be
affixed under
its responsibility either by the body itself or by the
manufacturer or
his agent established within the Community.

(1) Member States must take|all provisions of national law
necessary
to exclude any possibility‘ of confusion and to prevent
abuse of the CE
marking.

Without prejudice to the |provisions in the directive

normu, -
¢) neopravnene vystupoval ako autorizovana osoba,
d) neopravnene vydal certifikat.

3) Ministerstve hospodarstva na zdklade podnetu,
alebo na ziklade vlastného zistenia, uloZzi pokutu do
1 000 000 Sk tomu, kio ncoprivnenc vystupoval ako
akreditujica osoba, alcbo ako osoba, ktore) bolo vydand
osvedéenic o akreditacii, alebo nevratil  osvedienie
o akreditacii (§ 27 ods. 5).

(4) Pri opakovanom protiprdvnom Kkonani moino
uloZif pokutu podl'a odsekov 1 az 3 aZ do dvojndsobku
uloZenej pokuty.

{5) Pri ukladani pokuty sa prihliada na cenu vyrobku,
zivaZnost, spdsob, dlzku trvania a nasledky protipravacho
konania.

(6) Pokutu moZno uleZif do jedného roka odo diia,
ked’ sa orgdn opravneny na uloZenie pokuty dozvedel
o porudeni povinnosti, najneskdr viak do troch rokov odo
dia, ked’ k porueniu takejto povinnosti doslo,

(N Pokuta je splatnd do 30 dni od nadobudnutia
pravoplatnosti rozhodnutia o uloZeni pokuty.

Pokuta je prijmom 3titneho rozpoctu.

Uznévanie zahraniénych dokladov a znacick

(1) Slovenskou znackou zhody méze byt podla tohto
zikona aj zahranitnid znacka. Zahraniény doklad mbZze byt
dokladom o zhode, protokolom o skaskach, certifikatom
zhody, certifikaitom zhody typu alebo vyhlasenim o zhode
podlPa tohto zikona vtedy, ak tak ustanovuje medzinarodna
zmluva, ktorou je Slovenska republika viazana.

(2) Urad méZe, na zasade vzdjomnosti, uzndvat
zahranigné dokumenty, ktoré osvediuji posidenie zhody,

|
r

alebo zahranitni znatku ako slovenskd znatku zhody podla
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concerned

relating to the application of the safeguard clause, where a
| Member

State establishes that the CE marking has been affixed
unduly, the

manufacturer, his agent or, exceptionally, where the
specific

directives so provide, the person responsible for placing
the product

in question on the Community market is obliged to make
the product

comply and to end the infringement under conditions
imposed by the

Member State, Where non-compliance continues, the
Member State must

take all appropriate measures to restrict or prohibit the
placing on

the market of the product in question or ta ensure that it is
withdrawn from the market in accordance with the
procedures laid down

in the safeguard clauses.

§31

§32

tohto zdkona, alebo ako podklady na posidenie zhody, ak je
zabezpetend drovefi opravneného zaujmu zodpovedajiica
poZiadavkdm prislusnych technickych predpisov.

(3) Ak medzinfrodnd zmluva, ktorou je Slovenskd
republika viazand, neustanovuje inzk a ak Grad podl'a odseku 2
nerozhodo! o vzijomnom uzndvani podkladov na posidenie
zhody, mdZe autorizovani osoba na zAklade Ziadosti uznat
vysledky skafok certifikitov ain¥pekcii ainych (konov
vzrahujicich sa na posidenie zhody vykenanych v zahranidi.
K Ziadosti o uznanie zahranitného dokladu Ziadate! pripoji aj
Jjeho preklad do $tatneho jazyka.

(4) Urad uverejiiuje skutotnosti podla odseku | a 2
vo vestniku,

Ustanovenia odsekov 2 aZ 4 sa nevztahuji na vyrobky
upravené osobitnym predpisom.

Vyhlisenie o zhode

(1) Vyrobca alebo dovozca urdeného vyrobku je
povinny pred jeho uvedenim na trh vydat pisomné vyhlisenie
o zhode.

(2) Vyrobca alebo dovozca je opriavneny oznalit
uréeny vyrobok, na ktory bolo vydané vyhlasenie o zhode,
slovenskou znatkou zhody.

(3) Dokumentdcia o pouZitom postupe pri
posudzovani zhody a vvhlasenia o zhode a podklady k nemu je
vyrobca alebo dovozca povinny uchovavat na tzemi
Slovenskej republiky ana vyZiadanie kedykol'vek poskytnaf
orgdnom dohPadu do desiatich rokov od skon&enia vyroby,
dovozu alebo uvedenia na trh. Povinnost’ zabezpetdit’ uchovanie
dokumentov prechidza z vyrobcov a dovozcov, ktori zanikli
v désledku likvidacie, konkurzu alebo vyrovnania, na spréveu

E
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konkurznej podstaty alebo na likviditora. Na dovaZany
vyrobok oznaceny podlfa odseku 6 oznadenim CE nema
dovozca povinnost dokumenty o pouZitom  spdsobe
posudzovania zhody uchoviaval na (zemi Slovenskej
republiky, je v3ak povinny predloZit’ ich organu dohladu
v lehote nim urdenej a to v §titnom jazyku®).

(4) Vyhlasenie o zhode nezbavuje vyrobcu alebo
dovozcu zodpovednosti za vadny vyrobok, ani za 3kody
spdsobené vadnym vyrobkom.

(5) Vyhlasenie o zhode, alebo pisomné potvrdenie, Ze
vyrobca alebo dovezca vydal vyhldsenie o zhode, je distributér
povinny kazdému na jeho Ziadost’:

ay predloZif’ na nahliadnutie,

b) vydal overeny rovnopis do 20 dnl od dorufenia Ziadosti a
na jeho néklady.

Vyhlasenie o zhode méZe vyrobca alebo dovozca, pri
vyrobkach s povodom v Slovenskej republike alebo v tatoch,
sktorymi je uzavretd medzindrodna zmluva, ktorou je
Slovenskd republika viazana, nahradit’ oznaéenim CE (§ 21).

Posudzovanie zhody
(1) Posudzovanie zhody je =zisfovanie, €i skuto€né
vlastnosti urteného vyrobku zodpovedaji ustanovenym
technickym poZiadavkim na urgeny vyrobok postupmi
uvedenymi v odseku 3,

(2} Zhoda sa povaZuje za preukazanil, ak urteny vyrobok
splita vietky technické poziadavky, ktoré sa naii vztahuju.

(3} Postupmi posudzovania zhody su:
a) posidenie zhody vyrobcom alebo dovozcom,

b) posudenie zhody wzorky typu (prototypu) vyrobku
autorizovanou osobou a vydanie certifikdtu autorizovanou
osobou (certifikdcia typu vyrobku),

c) postdenie zhody vyrobku s certifikovanym typom
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1. MODULES FOR CONFORMITY ASSESSMENT
Explanator‘y notes

Specific directives may allow the CE marking to be

d)

g)

h)

V)'!I'Dbkll;
posidenie systému kvality vyroby alebo jeho zloZiek

v podniku autorizovanou osobou a vykon#vanie in3pekcie
nad jeho riadnym fungovanim,

posidenie sysiému vystupnej kontroly kvality vyrobku
v podniku autorizovanou osobou a vykondvanie inipekcie
nad jeho riadnym fungovanim,

overovanie zhody vyrebku s certifikovanym typom
vyrobku alebo sustanovenymi poZiadavkami, ktoré
vykondva vyrobca alebo dovozca alebo autorizovand
osoba na kaZdom vyrobku alebo na Ztatisticky vybratej
vzarke,

overovanie zhody ka3dého vyrobku s technickymi
poziadavkami autorizovanou oscbou,

indpekcia riadneho fungovania systému manaZérstva
kvality v podniku autorizovanou osobou a v pripade
potreby  overenie zhody vyrobku s poZiadavkami
technickych predpisov v etape navrhu vyrobku,

iné postupy posudzovania zhody, ak je to nevyhnutné na
prevzatie obsahu technického predpisu vydaného organmi
Eurdpskeho Spologenstva.

(4) Pri posudzovani zhody sa mbZe pouZit’ certifikat alebo

zivery a vysledky in3pekcie.

(5) K technickym poZiadavkam uvedenym v § 2 pism. i)

ustanovi vldda nariadenim podrobnosti o:

a)

b)

uvadzani jednotlivych skupin urlenych vyrobkov na trh
v Zdvislosti od ich technickej zloZitosti a miery moZného
nebezpelenstva spojeného s ich pouZivanim,

postupoch alkonoch, ktoré musia byC splnené pri
posudzovani zhody (d’alej len ,postupy posudzovania
zhody™), a to ich koakretizdciou alebo kombindciou,

obsahu pristusnej dokumenticie v zavislosti od skupin
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affixed to the
packaging or the accompanying documentation, instead of
to the product
itself.

The declaration of conformity or the certificaie of
conformity
(whichever of the two applies in the directive concerned)
must cover
cither individual or several products and shall either
accompany the
product(s) covered or be kept by the manufacturer. The
appropriate
solution for the directive concerned will be specified.

References to Articles refer to the standard paragraphs of
Annex
11.B to the Council resolution of 7 May 1985 (OJ No C
136, 4. 6. 1985,
p. 1), which have become jstandard Articles in the'new
approacly’
directives.

The development of computerized communication of
cerlificates and
other documents issued by |notified bodies is envisaged
within INSIS.

§13

moZného ohrozenia oprdvneného ziujmu a spdsobu
posudzovania zhody,

d) obsahu vyhldsenia zhody v zdvislosti od pouZitého postupu
posudzovania zhody.

{6) Naklady spojené s posiidenim zhody hiradi podnikatel,
ktory Ziada o posiudenie zhody.

(7) Postupy posudzovania zhody sa mdZu pouZi aj na
preukazanie zhody aj iného ako uréeného vyrobku,

(8) Postupy posudzovania zhody sa mdZu pouZit’ aj pri
dobrovofnom vyhlasovani zhody so slovenskymi technickymi
normami.

Certifikicia
Certifikdcia je podla tohto zdkona <&innost autorizovang)
osoby, ktord vydanim certifikitu osved&i, Ze vlastnosti
urfeného wvyrobku a Cinnosti sivisiace s vyrobou, alebo
vlastnosti uréeného vyrobku alebo Einnosti siivisiace s vyrobou
si vsilade stechnickymi poZiadavkami na urfené vyrobky
v technickych predpisoch,

Indpekeia pri posudzovani zhody

(1) InSpekcia je &innost autorizovanc] osoby
siivisiaca s postupmi posudzovania zhody, ktora posudzuje, €i
ndvrh urcendho vyrobku, vyrobok, zariadenie alebo systém
kvality si vsilade stechnickymi poZiadavkami a preveruje
odborni droveii zamestnancov, uroven technického vybavenia,
uroveii  technologickych ainych procesov  a pouZivani
metodiku.

(2) Inspekciou na ugely posudzovania zhody nie je
¢innost’ organov dohf'adu.

Sko3anic uréencho vyrobku

VAL

#*)
poZiadavk
Y st
subsumov
ané

z jednotliv
ych
smernic
Nového
pristupu
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Specific directives may use modules A, C and H with
additional

provisions containing supplementary requirements.-which
figure in the

boxes in the modules.

Module C is designed to be used in combination with
module B (EC

type-examination). Modules D, E and F will also
normally be used in

combination with module B; however, in special cases
(for example,

when dealing with certain products of very simple design

akreditovane) osoby, vyrobcu alebo dovozcu, pri ktorej sa
zistujii vlastnosti alebo charakiteristiky urCeného vyrobku
s ciel'om posidit’ jeho zhodu s technickymi poZiadavkami.

and §12
construction) they may be used on their own. s viiz
bou

Module A (internal production control) na
§11

1. This module describes the procedure whereby the a
manufacturer or upre
his authorized representative established within the sneni
Community, who ami

carries out the obligations laid down in point 2, ensures v
and declares §14
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that the products concemed satisfy the requirements of

the directive r

that apply to them. The manufacturer or his authorized
manufacturer

established within the Community must affix the CE
marking to each '

product and draw up J a written declaration of
conformity.

2. The manufacturer mdst establish the technical
documentation

described in paragraph 3 and he or his authorized
representative

established with the Community must keep it for a
period ending at

least 10 years (2)(} after the last product has been
manufactured at I

the disposal of the relevant national authorities for
inspection

purposes.

Where neither the manufacturer nor his authorized
representative is
established within the Community, the obligation to keep
the technical
documentation available is the responsibility of the person
wheo places |

the product on the Commumlty market,

3. Technical documemation‘ must enable the conformity
of the product ‘

with the requiremenis of the directive to be assessed. it
must, as far

as relevant for such assessment, cover the design,
manufacture and

operation of the product (3)().

4. The manufacturer or his authorized representative must
keep a

§-16
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. copy of the declaration of conformity with the technical
documentation.

5. The manufacturer must take all measures necessary in
order that

the manufacturing process ensures compliance of the
manufactured

products with the technical documentation referred to in
point 2 and

with the requirements of the directive that apply to
them.

Module Aa

This module consists of module A, plus the following
supplementary
requirements;

For each product manufactured one or more tests on one
or more

specific aspects of the product must be carried out by the
manufacturer or on his behalf (4)(). The tests are carried
out on the

responsibility of a notified body chosen by the
manufacturer.

On the responsibility of the notified body, the
manufacturer must

affix the former's identification number during the
manufacturing

process.

Or:

A notified body chosen by the manufacturer must carry
out or have

carried out product checks at random intervals. An
adequate sample of .
the final products, taken on site by the notified body, must
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|
be

examined and appropriate tests as set out in the relevant
standard(s) i

referred to in Article 5, or equivalent tests, must be
carried out to

check the conformity of the product with the relevant
requirements of

the directive,

In those cases where one or fmore of the products checked
do not |

conform the notified body must take appropriate
measures.

The product checking must ijnclude the following aspects:

(Relevant aspects must be| specified here such as for
example the
statistical method to be applied, the sampling plan with its
operational characteristics, ¢tc.)

On the responsibility of the notified body, the
manufacturer must

affix the former's identification number during the
manufacturing

process.

Moduie B (EC type-examinaltion)

I. This module describes that part of the procedure by
which a

notified body ascertains and attests that a specimen,
represcntative

of the production envisagc‘d, meets the provisions of the
directive |

that apply to it. |

b

2. The application for the EC type-examination must be

lodged by the
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| manufacturer or his authorized representative
established within the
Community with a notified body of his choice,

The application must include:

- the name and address of the manufacturer and, if the
application

is lodged by the authorized representative, his name and
address in

addition,

- a written declaration that the same application has not
been
lodged with any other notified body,

- the technical documentation, as described in point 3,

The applicant must place at the disposal of the notified
body a

specimen, repesentative of the production envisaged and
hereinafter

called'type' (5)(). The notified body may request further
specimens if

needed for carrying out the test programme.

3. The technical documentation must enable the
conformity of the .

product with the requirements of the directive to be
assessed. It

must, as far as relevant for such assessment, cover the
design,

manufacture and operation of the product (6)().

4. The notified body must
4.1, examine the technical documentation, venfy that the

type has
been manufactured in conformity with the technical

67
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documentation and
identify the elements which have been designed in
accordance with the

relevant provisions of the standards referred to in Article
5, as
well as the components which have been designed
without applying the
relevant provisions of those standards;

42, perform or have performed the appropriate
examinations and
necessary tests to check whether, where the standards
referred to in

Article 5 have not been applied, the solutions adopted by
the
manufacturer mect the essential requirements of the
directive;

4.3. perform or have performed the appropriate
examinations and
necessary tests to check whether, where the manufacturer
has chosen to .
apply the relevant standards, these have actually been
applied; !

4.4, agree with the appliclant the location where the
examinations
and necessary tests will be carried out.

5. Where the type meets the provisions of the directive,
the
notified bedy must issue an EC type-examination
certificate to the
applicant. The certificate |must contain the name and
address of the
manufacturer, conclusions of the examination,
conditions for its
validity and thé necessary |data for identification of the
approved
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type (7).
A list of the relevant of the technical documentation must
be

annexed to the certificate and a copy kept by the notified
body.

If the manufacturer is denied a type certification, the
notified
body must provide detailed reasons for such denial.

Provision must be made for an appeals procedure.

6. The applicant must inform the notified body that holds
the

technical documentation concemning the EC type-
examination certificate

of all modifications to the approved product which must
receive

additional approval where such changes may affect the
conformity with

the essential requirements or the prescribed conditions
-1 for use of the

product. This additional approval is given in the form of
an addition

to the original EC type-examination certificate.

7. Each notified body must communicate to the other
notified bodies

the relevant information concerning the EC type-
examination

certificates and additions issued and withdrawn (8)().

8. The other notified bodies may receive copies of the EC

type-examination certificates and/or their additions. The
Annexes to

the certificates must be kept at the disposal of the other
notified

bodies.

§14
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'
|

9. The manufacturer or his authorized representative must
keep with “

the technical documentation copies of EC type-
examination certificates

and their additions for a period ending at least 10 years
(9 aflter

the last product has been manufactured.
!

]
Where neither the manu:faclurcr nor his authorized
representative is [
established within the Community, the obligation to keep
the technical |
documentation available is the responsibility of the person
who places
the product on the Community market.

Module C (conformity to type)

[. This module describes| that part of the procedure
whereby the
manufacturer or his | authorized representative
established within the
Community ensures and| declares that the products
concerned are in
conformity with the type as described in the EC type-
examination
certificate and satisfy the|requirements of the directive
that applies
to them. The manufacturer or his authorized
representative established
within the Community must affix the CE marking to
each product and
draw up a written declaration of conformity.

2. The manufacturer must take all measures necessary to
ensure that

the manufacturing process assures compliance of the
manufactured

§15

§ 16

I
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products with the type as described in the EC type-
examination

certificate and with the requirements of the directive
that apply to

them.

3. The manufacturer or his authorized representative must
keepa !

copy of the declaration of conformity for a period
ending at least 10

years (10)() after the last product has been
manufactured.

Where neither the manufacturer nor his authorized
representative is

established within the Community, the obligation to keep
the technicat

documentation available is the responsibility of the person
who places

the product on the Community market.

1

Possible supplementary requirements:

For each product manufactured one or more tests on one
or more

specific aspects of the product must be carried out by the
manufacturer or on his behalf (11)(). The tests must be
carried out on

the responsibility of a notified body, chosen by the
manufacturer.

| On the responsibility of the notified body, the
manufacturer must

affix the former's identification number during the
manufacturing

process.

or
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A notified body chosen by the manufacturer must carry
out or have ‘!

carried out product checks at rahdom intervals. An
adequate sample of '

the final products, taken onlsite by the notified body, must
be
examined and appropriate tests as set out in the relevant
standard(s)
referred to in Article 5, lor equivalent tests, must be
carried out to
check the conformity of production with the relevant
requirements of
the directive. In those cases where one or more of the
products
checked do not conform, the notified body must take
appropriate ﬂ

mecasures.

The product checking must include the following aspects:

(Relevant aspects must be specified here such as for
example the
statistical method to be applied, the sampling plan with its
operational characteristics, etc.)

On the responsibility of the notified body, the
manufacturer must
affix the former's identification number during the
manufacturing
process.

Module D (12)(), (production quality assurance)

. This module describes|the pracedure whereby the
manufacturcr who
satisfies the obligations of point 2 ensures and declares
that the
products concerned [are in conformity with the type as
described in
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the EC type-examination certificate and] sausfy the
requirements of

the directive that apply to them. The manufacturer or his
authorized

representative established within the Community must
affix the CE

marking to each product and draw up a written
declaration of

conformity. The CE marking must be accompanied by
the identification

symbol of the notified body responsible for EC
monitoring as specified

in point 4.

2. The manufacturer must operate an approved quality
system for

production, final product inspection and testing as
specified in

paragraph 3 and is subject to monitoring as specified in
point 4,

3. Quality system

3.1. The manufacturer must lodge an application for
assessment of

his quality system with a notified body of his choice, for
the

products concerned.

The apptication must include;

- all relevant information for the product category
envisaged,

- the documentation concerning the quality system,
- if applicable, the technical documentatton of the

approved type } _
and a copy of the EC type-examination certificate.
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|
3.2. The quality system must ensure compliance of the
products [with !
the type as described inI the EC type-examination
certificate and] with
the requirements of the directive that apply to them.

All the elements, requiremen:ts and provisiaons adopted by
the :

manufacturer shall be documented n a systematic and
orderly mauner in

the form of written policies, |procedures and instructions.
The quality

system documentation must permit a consistent
interpretation of the

quality programmes, plan, manuals and records.

It must contain in particular and adequate description of:

- the quality objectives and the organizational structure,
responsibilities and powers of the management with
regard to product

quality,

- the manufacturing, quality control and quality assurance
techniques, processes and systematic actions that will be
used,

- the examinations and tests that will be carried out
before, during
and after manufacture, and the frequency with which
they will be

carried out,

- the quality records, such as inspection reports and test
data,
calibration data, qualification reports of the personnel
concerned,
elc.,
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- the means to monitor the achievement of the required
product |
quality and the effective operation of the quality system.

3.3. The notified body must assess the quality system to
determine

whether it satisfies the requirements referred to in point
32,1t

presumes conformity with these requirements in respect
of quality

systems that implement the relevant harmonized standard

(13)0.

The auditing feam must have at least one member with
experience of

evaluation in the product technology concemed. The
evaluation

procedure must include an inspection visit to the
manufacturer's

premises.

The decision must be notified to the manufactuer. The
notification

must contain the conclusions of the examination and the
reasoned

assessment decision.

3.4, The manufacturer must undertake to fulfil the
obligations

arising out of the quality system as approved and to
uphold it so that

it remains adequate and efficient.

The manufactuer or his authorized representative shall
keep the

notified body that has approved the quality system
informed of any

intended updating of the quality system.”
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}

The notified body must levaluate the maodifications
proposed and |

decide whether the amended quality system will still
satisfy the

requirements referred to in paragraph 3.2 or whether a re-
assessment
15 required.
It must notify its decision to the manufacturer. The
notification !
must contain the conclusions of the examination and the
reasoned
assessment decision. |

4. Surveillance under the responsibility of the notified
body

4.1. The purpose of surveillance is to make sure that the
manufacturer duly fulfils the obligations arising out of the
approved
quality system.

4.2. The manufacturer must ailow the notified body
entrance for |
inspection purposes to th
inspection and !
testing, and storage and must provide it with all necessary
information, in particular: |

1

- the guality system docume‘ntation,

e locations of manufacture,

- the quality records, such as inspection reports and test
data, |
calibration data, qualification reports of the personnel
concerned,

etc.

4.3. The notified body must periodically (14)() carry out
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audits to

make sure that the manufacturer maintains and applies the
quality

system and must provide an audit report to the
manufacturer,

4.4, Additionally the notified body may pay unexpected
visits to the

manufacturer. During such visits the notified body may
carry out, or

cause to be carried out, tests to verify that the quality
system is

functioning correctly, if necessary. The notified body
must provide

the manufacturer with a visit report and, if a test has taken
place,

with a test report.

5. The manufacturer must, for a period ending at ieast 10

years

| (15)() after the last product has been manufactured,
keep at the

disposal of the national authorities:

- the documentation referred to in the second indent of
point 3.1,

- the updating referred to in the second paragraph of point
34,

- the decisions and reports from the notified body which
are

referred to in the final paragraph of point 3.4, points 4.3
and 4.4,

§. Each notified body must give the other notified bodies
the .

relevant information concerning the guality system
approvals issued

7

bR




and withdrawn (16)().

Module E (17)() (product qdality assurance)

\
I. This module describes

manufacturer who

the procedure whereby the

satisfies the obligations of point 2 ensures and deciares

that the

products concerned [are in conformity with the type as

described in
the EC type-cxamination
requirements of

certificate and] satisfy the

the directive that apply to them. The manufacturer or his

authorized

representative established
affix the CE mark

to each product and drav
conformity. The

CE mark must be accor
symbol of the

within the Community must

¥ up a written declaration of

mpanied by the identification

notified body responsible for surveillance as specified in

point 4.

2. The manufacturer must
system for

final product inspection
paragraph 3 and

operate an approved quality

and testing as specified in

must be subject to surveillance as specified in point 4.

3. Quality system

3.1. The manufacturer must lodge an application for

assessment of
his quality system for the
notified body of
his choice.

The application must include:

products concerned, with a

78




- all relevant information for the product category
envisaged,

- the quality system's documentation,

- if applicable, the technical documentation of the
approved type
and a copy of the EC type-examination certificate.

3.2. Under the quality system, each product must be
examined and

appropriate tests as set out in the relevant standard(s)
referred to

in Article 5 or equivalent tests shall be carried out in order
to .

ensure its conformity with the relevant requirements of
the

directive. All the elements, requirements and provisions
adopted by

the manufacturer must be documented in a systematic and
orderly manner

in the form of written policies, procedures and
instructions, This

quality system documentation must ensure a common
understanding of

the quality programmes, plans, manuals and records.

It must contain in particular and adequate description of:

.| - the quality objectives and the organizational structure,
responsibilities and powers of the management with
regard to product
quality,

- the examinations and tests that will be carried out after
manyfacture,

- the means to monitor the effective operation of the |

quality
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system,

- quality records, such as inspection reports and test data,

calibration data, qualificat
concerned,
etc.

on tepoits of the personnel

|
3.3. The notified body must assess the quality system to

determine

whether it satisfics the requirements referred to in point

32 n

presumes conformity with these requirements in respect

of quality

systems that implement the relevant harmonized standard

(18)).

The auditing team must
experienced as an

assessor in the product
assessment procedure

have at least one member

technology concerned. The

must include an assesstnent visit to the manufacturet’s

premises.

The decision must be notified to the manufacturer, The

notification

must contain the conclusions of the examination and the

reasoned
assessment decision.

3.4, The manufacturer mus
obligations

arising from the quality s
maintain i in an

appropriate and efficient ma

t undertake to discharge the
system as approved and to

ner.

The manufacturer or his authorized representative must

keep the

notified body which has approved the quality system

informed of any

¢

|
v
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intended updating of the quality system,

The notified body must evaluate the modifications
proposed and .

decide whether the modified quality system will still
satisfy the

requirements referred to in paragraph 3.2 or whether a re-
assessment

is required.

It must notify its decision to the manufacturer. The
notification

must contain the conclusions of the examination and the
reasoned

assessment decision.

4. Surveillance under the responsibility of the notified
body

4.1. The purpose of surveiilance is to make sure that the
manufacturer duly fulfils the obligations arising out of the
approved

quality system.

4.2. The manufacturer must allow the notified body
entrance for

inspection purposes to the locations of inspection, testing
and

storage and shall provide it with all necessary
information, in

particular:

- the quality system documentation,
- the technical documentation,

- the quality records, such as inspection reports and test
data,

calibration data, gualification reports of the personnel
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concerned,

elc. “
4.3. The notified body musé periodically (19)() carry out
audits to
ensure that the manufacturer maintains and applies the
guality system
and must provide an audit report to the manufacturer.

4.4. Additionally, the notified body may pay unexpected
visits to }

the manufacturer, At the time of such visits, the notified
body may 1

carry oul tests or have them carried out in order to check
the proper
functioning of the quality |system where necessary; it
must provide [
the manufacturer with a visit report and, if a test has been
carried

out, with a test report.

5. The manufacturer must, for a period ending at least 10
years

(20)() after the last product has been manufactured,
keep at the

disposal of the national authorities;

- the documentation referred to in the third indent of point
31,

- the updating referred to in the second paragraph of point
34,

~ the decisions and reports| from the notified body which
are

referred to in the final paragraph of point 3.4, points 4.3
and 4.4.

i
1

6. Each notified body must forward to the other notified

|
|
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bodies the

relevant information concerning the quality system
approvals issued

. and withdrawn (21)().

Module F (22)() (product verification)

I. This module describes the procedure whereby a
manufacturer or his

authorized representative established within the
Community checks and

attests that the products subject to the provisions of
point 3 [are in
+ conformity with the type as described in the EC-type
examination

certificate and] satisfy the requirements of the directive
that apply

to them.

2. The manufacturer must take all measures necessary in
order that
< the manufacturing process ensures conformity of the
products [with the

type as described in the EC type-examination certificate
and) with the

requirements of the directive that apply to them. He
shall affix the

CE marking to each product and shall draw up a
declaration of

conformity.

3. The notified body must carry out the appropriate
examinations and

tests in order to check the conformity of the product
with the

requirements of the directive either by examination and
testing of
+ every product as specified in point 4 or by examination
and testing

g3
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of products on a statistical basis, as specified in point 5,
at the !
choice of the manufacture;r (23)().

3a. The manufacturer orihis authorized representative
imust keep a !

copy of the declaration of conformity for a period
ending at least 10

yecars (24)() aftler the last product has been
manufactured. L

4. Verification by examination and testing of every
product

4.1. All products must be individually examined and
appropriate
tests as set out in the rele!vant standard(s) referred to in
Article 5 '

or equivalent tests shall be carried out in order to verify
their
conformity with [the type| as described in the EC-type
examination
certificate and) the requirements of the directive that
apply to them.

4.2. The notified body must affix or cause to be affixed,
its '

identification symbo! to each approved product and draw
up a written

certificate of conformity relating to the tests carried out.

4.3. The manufacturer ot! his authorized representative
must ensure
that he is able to supply the]notified body's certificates of
conformity on request,

5, Statistical verification

v

5.1. The manufacturer must present his products in the

!

[
|
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form of

homogeneous lots and shall take all measures necessary in
order that

the manufacturing process ensures the homogeneity of
each lot

produced.

5.2, All'products must be available for verification in the
form of

homogeneous lots. A random sample shall be drawn from
each lot,

Products in a sample shall be individually examined and
appropriate

tests as set out in the relevant standard(s) referred to in
Article

5, or equivalent tests, shall be carried out to ensure their
conformity with the requirements of the directive which
apply to them

and to determine whether the lot is accepted or rejected.

5.3. The statistical procedure must use the following
elements:

{Relevant elements must be specified here such as, for
example, the

statistical method to be applied, the sampling plan with its
operational characteristics, etc.)

5.4. In the case of accepted lots, the notified body must
affix, or

cause to be affixed, its identification symbol to each
product and

shall draw up a written certificate of conformity relating
to the

tests carried out. All products in the lot may be put on the
market

except those products from the sample which were found
not to be in

conformity.
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If a lot is rejecled, the notified body or the competent
authority

must take appropriate measures to prevent the putting on
the market of

that lot. In the event of frequent rejection of lots the
notified body

may suspend the statistical Yeriﬁcation.

The manufacturer may, u:der the responsibility of the
notified body,

affix the latter’s identification symbol during the
manufacturing
process.

3.5. The manufacturer or|his authorized representative
must ensure
that he is able to supply the |notified body's certificates of
conformiity on request.

Module G (unit verification)

. This module describes the procedure whereby the
manufacturer
ensures and declares that the product concemed, which
has been issued
with the certificate referred to in point 2, conforms to
the
requirements of the directive that apply to it. The
manufacturer or
his authorized representative established within the
Community must
affix the CE marking to the product and draw up a
declaration of
conformity.

2. The notified body must examine the individual product
and carry

out the appropriate tests as set out in the relevant

1

1
i
i
|
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standard(s)
referred to in Article 5, or equivalent tests, to ensure its
conformity with the relevant requirements of the
directive,

The notified body must affix, or cause to be affixed, its
identification number on the approved preduct and shall
draw up a

certificate of conformity concerning the tests carried out.

3. The aim of the technical documentation is to enable
conformity

with the requirements of the directive to be assessed and
the design,

manufacture and operation of the product to be
understood {25)).

Module H (full quality assurance)

l. This module describes the procedure whereby the
manufacturer who

satisfies the obligations of paragraph 2 ensures and
declares that the

products concemed satisfy the requirements of the
directive that

apply to them. The manufacturer or his authorized
representative
| established within the Community must affix the CE

marking to each

product and draw up a written declaration of
conformity. The CE

marking must be accompanied by the identification
symbol of the

notified body responsible for the surveillance as
specified in point

4.

2., The manufacturer must operate an approved quality
system for
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design, manufacture and) final product inspection and
testing as

specified in point 3 and shall be subject to surveillance
as specified

in point 4.

3. Quality system

3.1. The manufacturer must lodge an application for
assessment of
his quality system with a notified body.

The application must include:

- all relevant information for the product category
envisaged, j

. | .
- the quality system's documentanon.

3.2. The quality system must ensure compliance of the
products with
the requirements of the directive that apply to them.

All the elements, requirements and provisions adopted by
the

manufacturer must be documented in a systematic and
orderly manner in

the form of written policies, procedures and instructions.
This

quality system documentation shall ensure a common
understanding of

the quality policies and \ procedures such as quality
programmes, plans, |

manuals and records.

o . | -
It must contain in particular an adequate description of:

- the quality objectives and the organizational structure,
responsibilities and powers of the management with

|

:

|
!
|
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regard to design
and product quality,

- the technical design specifications, including standards,
that

will be applied and, where the standards referred to in
Article 5 will

not be applied in full, the means that will be used to
ensure that the

essential requirements of the directive that apply to the
products

will be mer,

- the design control and design verification techniques,
processes’

and systematic actions that will be used when designing
the products

pertaining to the product category covered,

- the comresponding manufacturing, quality control and
quality

assurance techniques, processes and systematic actions
that will be

used,

- the examinations and tests that will be carried out
before, during

and after manufacture, and the frequency with which
they will be

carried out,

- the quality records, such as inspection reports and test
data,

calibration data, qualification reports of the personnel
concerned,

ete.,

- the means to monitor the achievement of the required
design and
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product quality and the effective operation of the quality
system. |

[
3.3. The notified body must assess the quality system to
determine :
whether it satisfies the requirements referred to in point
32 e
shall presume compliance with these requirements in
respect of quality
systcms that implement the|relevant harmomzed standard

(26)0.

The auditing team must| have at least one member
experienced as an
assessor in the product| technology concerned. The
evaluation procedure
shall include an assessment visit to the manufacturer's
premises,

The decision must be notified to the manufacturer. The
notification
must contain the conclusions of the examination and the
reasoned

assessment decision.

3.4, The manufacturer must undertake to fulfil the
abligaticas
arising out of the quality system as approved and to
uphold it so that
it remains adequate and efficient.

The manufacturer or his authorized representative must
keep the
notified body that has approved the quality system
informed of any

intended updating of the quality system.

The notified body must evaluate the modifications

proposed and

!
t
i
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decide whether the amended quality system will still
satisfy the

requirements referred to in paragraph 3.2 or whether a re-
assessment

is required.

It must notify its decision to the manufacturer. The
notification

shall contain the conclusions of the examination and the
reasoned

assessment decision,

4. EC surveillance under the responsibility of the notified
body

4.1. The purpose of surveillance is to make sure that the
manufacturer duly fulfils the obligations arising out of the
approved

quality system.

4.2. The manufacturer must allow the notified body
entrance for

inspection purposes to the locations of design,
manufacture,

inspection and testing, and storage, and shall provide it
with all

necessary information, in particular:

.| - the quality system documentation,

- the quality records as foreseen by the design part of the
quality

system, such as results of analyses, calculations, tests,
etc.,

- the quality records as foreseen by the manufacturing part
of the

quality system, such as inspection reports and test data,
calibration
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data, qualification reports| of the personnel concerned,
elc.

4.3. The notified body must periodically (27)() carry out
audits to

make sure that the manufacturer maintains and applies the
quality E

system and shall provide an audit report to the
manufacturcr. {

4.4. Additionally the notiﬁ!ed body may pay unexpected
visits to the

manufacturer. At the time of such visits, the notified body
may carry
out tests or have them carried out in order to check the
proper
functioning of the quality|system where necessary; it
must provide
the manufacturer with a visit report and, if a test has been
caried

out, with a test report.

5. The manufacturer must, for a period ending at least 10
years
(28)) after the last product has been manufactured,
keep at the
disposal of the national authorities:

- the documentation referred to in the second indent of the
second
subparagraph of point 3.1,

~ the updating referred to in the second subparagraph of
point 3.4,

- the decisions and reports|from the notified body which
are
referred to in the final subparagraph of point 3.4, points

4.3 and
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44,

6. Each notified body must forward to the other notified
bodies the

relevant information concerning the quality system
approvals issued

and withdrawn (29)().

Possible supplementary requirements:
Design examination

1. The manufacturer must lodge an application for
examination of the
design with a single notified body.

2. The application must enable the design, manufacture
and operation

of the product to be understood, and shall enable
conformity with the

requirements of the directive to be assessed.

It must include:

- the technical design specifications, including standards,
that
have been applied,

- the necessary supporting evidence for their adequacy, in

particular where the standards referred to in Article §
have not been

applied in full. This supporting evidence must include
the resuits of

tests carried out by the appropriate laboratory of the
manufacturer

or on his behalf.

3. The notified body must examine the application and
where the
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design meets the provisions of the directive that apply to
it must
issue an EC design examination certificate to the
applicant. The
certificate shall contain the conclusions of the
examination,
conditions for its wvalidity, the necessary data for
identification of
the approved design and, jif relevant, a description of the
product's
functioning,

4, The applicant must keep the notified body that has
issued the EC |

design examination certificate informed of any
modification to the

approved design. Modifications to the approved design
must receive |

additional approval from|the notified body that issued
the EC design

examination certificate where such changes may affect
the conformity

with the essential requirements of the directive or the
prescribed

conditions for use of the product. This additional
approval is given

in the form of an addition to the original EC design
examination

certificate.

5. The notified bodies must forward to the other notified
bodies the
relevant information concerning;

- the EC design examination certificates and additions
issued,

- the EC design approvals and additional approvals
withdrawn (30)0).
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(1)) The specific directives may provide for different
. arrangements.(2)() The specific directives may alter
this period.(3)()

The content of the technical documentation shall be
laid down

directive by directive in accordance with the products
concerned. For

example, the documentation must contain so far as
relevant for

assessment: - a general description of the product, -

conceptual

design and manufacturing drawings and schemes of
components,

sub-assemblies, circuits, etc., - descriptions and
explanations

necessary for the understanding of said drawings and
schemes and the

operation of the product, - a list of the standards
referred to in

Article 5, applied in full or in part, and descriptions of
the

solutions adopted to meet the essential requirements
of the directive

where the standards referred to in Article S have not
been applied, -

results of design calculations made, examinations
carried out, etc., -

test reports.{4)() If this option is adopted in a specific
directive,

the products concerned and the tests to be carried out
must be

specified.(5)() A type may cover several versions of
the product
« provided that the differences between the versions do
not affect the

level of safety and the other requirements concerning
the performance i

of the product{6)(} The content of the technical
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documentation must
be laid down directive by, directive in accordance with
the products
concerned. For example, the documentation must
contain as far as is
relevant for assessment: - a general type-description,
- conceptual
design and manufacturing drawings and schemes of
components,
sub-assemblies, circuils, etc., - descriptions and
explanations !
necessary for the understanding of said drawings and
schemes and the
operation of the product, - a list of the standards
referred to in

Article 5, applied in full or in part, and descriptions of

the

solutions adopted to meet the essential requirements
of the directive

where the standards referred to in Article 5 have not
been applied, -

results of design calculations made, examinations
carried out, elc., -

test reports.{7)() The specific directives may provide
for the

certificate to have a period of validity.(8)() The
specific directives

may provide for different arrangements.(9)) The
specific directives

may alter this period.(10)() If this option is adopted in
a specific

directive, the products concerned and the tests to be
carried gut must

be specified.(11)() The|specific directives may alter
this

period.(12)() Where this module is used without
module B: - points 2

and 3 of module A must be added between points 1

and 2 in order to

f
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incorporate the need for technical documentation, -
the words in

square brackets must be deleted.(13)) This
harmonized standard will

be EN 29 002, supplemented, if necessary, to take
into account the

specific nature of the products for which it is
implemented.(14)() In

the specific directives, the frequency may be
specified.(15)() The

specific directives may alter this period.(16)(} The
specific

directives may provide for different
arrangements.{17)() When this

module is used without module B: - points 2 and 3 of
module A must be

added between points 1 and 2 in order to incorporate
the need for

technical documentation, - the words in square
"| brackets must be

deleted.(18)(} This harmonized standard will be EN
29 003,

supplemented if necessary to allow for the specific
features of the

products for which it is implemented.(19)() The
intervals between

audits may be specified in the specific
directives.(20)() The

specific directives may alter this period.(21)(} The
specific

directives may provide for different
arrangements.(22)}() Where this
module is used without module B. - it must be

supplemented by points 2
. and 3 of module A (between points 1 and 2), so as to
introduce the

need for technical documentation, - the next in square
brackets must

be deleted.(23)) The manufacturer's discretion may
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be limited in the
specific directives.(24)()| The specific directives may
alter this
period.(25)(} The content of the technical
documentation shall be laid
down directive by directive in accordance with the
products concerned.
As an example, the documentation shall contain so far
as rclevant for
assessment: - a general description of the product, -
conceptual
design and manufacturing drawings and schemes of
components,
sub-assemblies, circuits, etc., - descriptions and
explanations
necessary for the understanding of said drawings and
schemes and the
operation of the product, - a list of the standards
referred to in
Atticle 5, applied in fulllor in part, and descriptions of

the

solutions adopted to meet the essential requirements
of the directive

where the standards referred to in Article 5 have not
been applied, -

results of design calculations made, examinations
carried out, etc.,

- test reports.(26)() This' harmonized standard shall be
EN 29 001, |

completed if necessary to take inio consideration the
specificity of

the products for which it is implemented.(27)() In the
specific

directives, the frequency may be specified.(28)() The
specific

directives may alter this period.(29)) The specific
directives may

provide for different amangements.(30)() The specific

directives may
!
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provide for different arrangements.

Bilue Bools

§22

m

@

&)

Akreditacia
. Akrediticia je <&innost, ktorou sa osvedfuje
sposobilost na  vykopdvanie skoSania  vyrobkov,
kalibrovanie  meradiel,  vykondvanie certifikalnej,
in3pekenej alebo obdobnej technicke) Zinnosti.

Subjektami akreditacie sa:
a) akreditujiica osoba a
b) akreditovand osoba

Akreditujica osoba je pravnickd osoba, ktoni na
zéklade jej Ziadosti ako jedinit rozhodnutim urdi
Ministerstvo hospodérstva Slovenskej republiky (d'alej len
wministerstve hospodérstva®) na vydivanie osvedCeni
o akreditacii podla odseku ! a na vykondvanie ¢innost
poda § 23, ak splita tieto podmienky:

a) nestrannost’ wvykonu ¢innostt  vofi  Ziadatelom
o akreditdciu, najmd  objektivitu  anezaujatost
kontrolnych  ikonov,  vecnost  a nestrannost
pisomnych spriv a protokolov a to tak zo strany
vediicich ako aj technickych zamestnancov
a schopnost’ zhmit® a nezaujato vvhodnotit’ ozndmené
a viastné zistenia a navrhy vietkych zainteresovanych
subjektov pri rozhodovani o udeleni akreditacie,

b} ochrana ddajov, ktoré si obchodnym tajomstvom,
ktoré by mohli byt zneuzité, adbdvemych uddajov
ziskanych poc¢as akreditacie,

¢) zosilad'ovanie poZiadaviek a postupov posudzovania
s pravidlami prisluinych medzindrodnych organizacii
pdsobiacich v oblasti akreditdcie, ktoré si uvedené
v medzindrodnych normach a eurdpskych normach
(dalej len ,akreditaéné pravidla®),

d) plnenic  povinnosti  vyplyvajicich  z &lensiva
v medzindrodnych organiziciich posobiacich v oblasti
akrediticie,

-y
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e) zabezpefenie finanénych zdrojov potrebnych na
akreditacnd £innost,

f) zamestndvanie zamestnancov, ktori si v trvalom
pracovnom pomere a ktor] maji odborné predpoklady
a osobné schopnosti vykonavat® &innosti vo vzfahu
k akreditdcii  amaji  povinnost  zachovévat
mi¢anlivost’ ¢ skuto&nostiach, o ktorych sa dozvedia
pri svojej Sinnosti.

(4) Akreditovana osoba je podnikatel alebo

pravnicka osoba (§ 1 pism. d}, ktord vykonava &innosti podfa
odseku 1 na zdklade osvedéenia o akreditacii (§ 26), vydaného
jei akreditujiicou osobou.

§23

a)

b)

d)

€)

Cinnost’ akreditujucej osoby
(1) Akreditujica osoba

na zéklade Ziadosti uchidzalov o akreditaciu vydiva
osvedtenia o akreditacii,

poskytuje na vyziadanie informdcie o zasadach,
podmienkach a postupe akreditacie a ¢ thrade nikladov za
akreditaciu.

véas ixpozon'mje akreditované osoby na zmeny
poziadaviek na akrediticiu, ktoré pripravuje,

vedie zoznam vydanych osvedZeni o akreditacii, vydané
osveddenia a ich zmeny zverejiiuje vo vestniku,

vykonava dozor nad dodrZiavanim akreditadnych pravidiel
akreditovanymi osobami. Ak akreditujGca osoba zisti
nedostatky v plneni tychto pravidiel, podla zivaZnosti
zistenych nedostatkov rozhodnutim pozastavi akreditciu
do odstrénenia nedostatkov alebo osvedéenie o akrediticii
odnime,

zabezpetuje vymenu skisenosti medzi osobami, ktoré
akreditovala a ziitastiluje sa na vymene skusenosti s inymi
zahrani¢nymi akreditujlicimi osobami.
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s élenstvom v medzindrodnych akreditaénych organiziciach
hradi ministerstvo hospodarstva len vrozsahu elenskych
prispevkov.

(3) Ministerstvo hospodarstva zrudi rozhodnutie
o urfeni akreditujicej osoby, ak akreditujiica osoba neplni
podmienky podla § 22 ods. 3 pfsm. a) a¥ f) alebo, ak ¢ to sama
poZiada,

(4) Rozhodnutie o ureni akreditujiicej osoby, ako aj
rozhodnutie o jeho zrufeni oznamuje ministerstvo hospodérstva
tiradu, ktory ho uverejni vo vestniku.

§ 24

Povinnosti akreditovanej osoby

(1) Akreditovand osoba musi po dobu platmosti
osvedienia o akreditacii spliiaf podmienky, za ktorych bola
akreditovana.

(2) Akreditované osoba bezodkladne oznamuje
akreditujicej osobe podstatné zmeny vzfahujice sa na jej
akreditdciu. Takymito zmenami st zmeny v predmete
arozsahu &innosti, organizatné zmeny, zmeny v persondlnej
oblasti v priamom vztahu k predmetu akreditécie alebo zmeny
formy vlastnictva.

(3) Akreditovana osoba je povinna umoZnit’ osobam
poverenym akreditujiitcou osobou pristup do objektov
a k zariadeniam, poskytnit® vietky 1daje potrebné na
preverenie  plnenia  akreditainych pravidiel a potrebnu
siginnost pri vykone ich Cinnosti,

(4) Akreditovand osoba hradi naklady spojené
s akreditdciou.

§ 25

Konanie o akreditacii

(1) Konanie sa zatina dhom dorulenia pisomnej
#iadosti  akreditovanej osoby o akrediticiv (d'alej len
w2iadatel™) akreditujicej osabe.

2y § 591 a% 600 Obchodného zakonnika,
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(2) Ziadost podl'a odseku 1 musi obsahovat™
a) identifikatné udaje o Ziadatel'ovi,

b) udaje o pravnej forme a postaven| Ziadatel'a,

c) druh poZadovanej akreditacie,

d) predmet arozsah poZadovanej akrediticie s uvedenim
prisluinych technickych $pecifikdcii,

¢) meno osoby zodpovednej za spravnost’ vysledkov Einnosti
Ziadatel'a,

f) daje o vzdelani, odbornych znalostiach, vycviku a praxi
odbornych zamestnancov Ziadatel'a,

g) zoznam technického zariadenia,

h} dokumenticiu popisujicu systém kvality.

(3) Ak Ziadost na zalatic konania nema naleZitosti
podla odseku 2 alebo mé iny nedostatok, akreditujica osoba
pisomne vyzve Ziadatel'a, aby v urdenej lehote Ziadost’ doplnil,
alebo aby odstranil jej iny nedostatok. Ak ju Ziadatel v tejto
lehote nedopini, alebo nedostatok neodstrani, akreditovand
osoba zastavi konanie a Ziadost’ vrati Ziadatel'ovi.

(4) Akreditujica osoba na zaklade Ziadosti doruci
Ziadatelovi do 10 dni odo diia, ked’ je Ziadost uplna, navrh
zmluvy o podmienkach vykonania akrediticie. Na obsah
a formu zmluvy sa primerane vzt'ahuji ustanovenia osobitnych
predpisov?).

(5) Akreditujiica osoba zastavi konanie a Ziadost
vriti Ziadatelovi, ak

a) Ziadatel po podani Ziadosti zanikol bez pravncho nastupcu,

b) Ziadate!’ odmietne navrh zmluvy podla odseku 4, alebo
zmluva nevznikne z iného doévodu,

c) prestala byt akreditujiicou osobou,

(6) Ak je akreditujiica osoba netinnd, najmé ak do
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jedného mesiaca od zatatia konana nedoruéi #iadatelovi ndvrh
zmluvy o podmienkach akrediticie, Ziadatel méZe Ziadost
vziat spaf. Ziadatel moZe vziat Ziadost spéf’ aj z iného dévodu
alebo bez udania dévodu aviak len pred uzavretim zmluvy
o podmienkach akreditacie.

(7) Ak sa v konani preukdze, ¥e Ziadaterl splnil vietky
podmienky, alebo sa od nich odchyluje iba v nepodstatnych
drobnostiach, akreditujiica osoba vyda Ziadatel'ovi osvedéenie
o akrediticii (§ 26); inak mu oznami, Ze takéto osvedéenie
nevydd, pretoZe nesplni! akreditaéné pravidld. Oznimenie
otom sa Ziadatelovi dorufi pisomne; ozndmenie musi
obsahovat’ dévody nevydania osvedZenia o akrediticii.

(8) Osved&enie o akreditacii je platné odo dita, ktory
je v itom uvedeny ako defi platnosti.

§ 26 Osvedéenie o akrediticii
OsvedZ&enie o akrediticii obsahuje:

a) nazov akreditujicej osoby, ktord osvedfenie vydala a jej
sidlo, ’

b) obchodné meno a sidlo alebo miesto podnikania
akreditovanej osoby,

¢) predmet arozsah akrediticie suvedenim prislulnych
technickych Ipecifikicii vztahujicich sa na akreditaciv,

d) meno osoby alebo os6b, ktoré si Statutirnym organom
alebo Clenom 3tatutarneho orgdnu akreditovanej osoby,
s uvedenim sposobu, akym konaji v mene akreditovanej
oscby,

€) ¢&islo osvedienia o akrediticii a ditum nadobudnutia jeho
platnosti,

f) ndaje o podmienkach 2 platnosti osvedtenia o akreditcii,

g) dalie adaje, ak je to poirebné,

§27 Zru¥enie osved&enta o akreditacii
(1) Ak akreditujica  osoba  =zisti  nezhodu
akreditatnych pravidiel s osvedfenim o akreditdcii, vyzve
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akreditovanit osobu, aby ju odstrinila v primeranej lehote,
ktord nesmie byt dlhdia ako jeden mesiac. Ak sa tak nestane,
zadle akreditovanej osobe upovedomeni¢ o zadati konania
o zrueni akrediticie; o tom upovedomi akreditovand osobu.

(2) Konanie sa  zadina vditom dorudenia
upovedomenia ¢ jeho zaZati akreditovane) osobe,

(3) Akreditujiica osoba zru3i osvedgenie o akreditacii
podla § 26, ak sa v konani preukaZe, Ze

a) akreditovana osoba v urfenej lehote neodstranila nezhodu
akreditagnych pravidiel s osvedgenim o akreditacii,

b) systém kvality u akreditovanej osoby trvalo nezabezpetuje
poZadovani droveii kontroly,

c) cinnost' akreditovanej osoby bola zastavend na viac ako
Sest’ mesiacov,

d) akreditovand osoba vstipila do likvidacie.

{4} Ozndmenie  akreditujice] osoby o zrueni
osvedCenia o akreditdcii sa doruduje akreditovanej osobe.

{5) Do 14 dni od doru¢enia oznamenia podl'a odseku
3 je akreditovand osoba povinna vratic osveddenie o akreditdcii
akreditujucej osobe.

§28

Konanie o ndmietkach

(1) Proti postupu akreditujicej osoby v konani o
akreditacii a jej jednotlivym ukonom md akreditovand osoba
prave pisomne podaf namietky. MNamietky sa podévaji
akreditujiicej osobe do 10 dni odo dita uskutodnenia tkonu,
proti ktorému smerujd, ak v zmluve o podmienkach vykonu
akreditacie nie je dohodnutd dlhSia lehota. Namietky nemaju
odkladny uinok.

(2) Akreditujica osoba je povinnd neodkladne sa
zaoberat namietkami a preskimat’ napadnuty postup alebo
uko.

(3) Ak akreditujica osoba zisti opodstatnenost’
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nimietok, zabezpeti na ndklady toho, kto spdsobil tento
nedostatok, jeho odstranenie. Odstranenie nedostatku do troch
dni pisomne oznami Ziadatel'ovi.

(4) Ak akreditujica osoba zisti neopodstatnenost
namietok, pisomne to oznidmi akreditovanej oscbe do troch dnf
od skonéenia preskiimania namietok.

§29

Konante o preskimani

(1) Ziadatel je opravneny poziadat ministerstvo
hospodarstva o preskomanie postupu a dkonov akreditujicej
osoby, ak sa domnieva, Je sU vrozpore stymto zikonom.
O preskimanie mo#no poziadat’ do 15 dni odo dita dorudenia
oznimenia akreditujicej osoby o zastaveni konania atym
o odmietnuti vydania osved&enia o akrediticii alebo o jeho
zruseni.

(2) Ziadost sa podiva pisomne a musi obsahovat
a) ddaje o akreditovanej osobe a o akreditujicej osobe,

b) okolnost, ktori akreditovanid eosoba vidi ako porugenie
zékona,

¢) ndavrh na rozhodnutie ministerstva hospodarstva.

(3) Ministerstvo hospodarstva v konani preskama
spridvnost’ postupuy avkonov, ktoré vykonala akreditujica
osoba aich silad so zdkonom; preskiima najmi nezaujatost’
hodnotenia ziskanych Odajov, €i zdvery vychadzaji z navrhu
akreditovanej osoby, zo zmluvy o podmienkach akrediticie,
z protokolov o skiskach, z pisomnych sprdv a z vykonanych
infpekcii. Ak zisti opodstatnenost” Ziadosti, napadnuté dkony
akreditujicej osoby zruli; inak Ziadost' zamietne.

(4) Rozhodnutie  ministerstva  hospodérstva  je
kone&né a nie je moZné sa proti nemu odvolat’.
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Nirodna rada Slovenskej republiky

I1. volebné obdobie

Cislo: 1152/2001
1017a

Spolocna spriva

vyborov Narodnej rady Slovenskej republiky o vysledku prerokovania vliddneho navrim
zakona, ktorym sa meni a dopliia zdkon &. 264/1999 Z. z. o technickych poZiadavkich na
vyrobky a o posudzovam zhody a 0 zmene a dopineni niektorych zakonov (tlag 1017) v
: druhom ¢&itani

Vybor Narodnej rady Slovenskej republiky pre hospodarstvo, privatizaciu a podnikanie
v sulade s § 78 zakona NR SR & 350/1996 Z. z. o rokovacom poriadku Narodnej rady
Slovenskej republiky (dalej len ,rokovaci poriadok™) predklada Narodnej rade Slovenskej
republiky ako gestorsky vybor (dalej len ,,gestorsky vybor”) spoloéni spravu vyborov NR SR
k vladnemu névrhu zakona, ktorym sa meni a dopliia zdkon & 264/1999 Z. z. o technickych
poziadavkach na vyrobky a o posudzovani zhody a o zmene a doplneni niektorych zakonov
(tlag 1017) v druhom ¢itani.

L

Narodna rada Slovenskej republiky uznesenim &. 1466 z 12. juna 2001 pridelila viadny
navrh zékona na prerokovanie s terminom do 24. augusta 2001 vyborom:

Ustavnopravnemu vyboru NR SR

Vyboru NR SR pre pddohospodarstvo

Vyboru NR SR pre verejmi spravu _
Vyboru NR SR pre hospodarstvo, privatiziciu a podnikanie.

Ako gestorsky vybor urdila Vybor NR SR pre hospodarstvo, privatizdciu a podnikanie
na vypracovanie spoloénej spravy o vysledku prerokovania v lehote do 31. augusta 2001.

Uvedené vybory prerokovali prideleny navth a gestorsky vybor prerokoval a schvalil
podfa § 79 ods. 4 rokovacieho poriadku spolo&na spravu vyborov NR SR uznesenim &. 601
zo 4. septembra 2001. .

Iné vybory NR SR névrh neprerokovali.
IL
Gestorskému vyboru do zalatia jeho rokovania neoznamili poslanci, ktori nie s &lenmi
vyborov NR SR, uvedenych vuzneseni NR SR, svoje stanoviska podla § 75 ods. 2
rokovacieho poriadku.
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Vybory NR SR, ktorym bol prideleny vladny navrh zakona na prerokovanie, zaujali
tieto stanoviska:




Ustavnopravny v§bor NR SR prerokoval navrh 22. augusta 2001 a uznesenim & 648
odporudil Narodnej rade Slovenskej republiky navrh schvalit’ so zmenami a doplnkami.

Vybor NR SR pre pddohospodarstvo prerokoval navrh 23. augusta 2001 a uznesenim &,
283 odporutil Narodnej rade Slovenskej republiky navrh schvélit s pripomienkami.

Vybor NR SR pre verejni spravu prerokoval navrh 21.augusta 2001 a uznesemm ¢. 322
odporutil Nérodnej rade Slovenskej republiky navrh schvalif s pripomienkami.

Vybor NR SR pré hospodérstvo, privatiziciu a podnikanie prerokoval navrh
22. augusta 2001 a uznesenim & 585 odporudil Narodnej rade Slovenskej republiky navrh
schvalit’ so zmenami a dopinkami. '

IV.

Z uzneseni vyborov NR SR, uvedenych vbode III. tejto spravy, vyplyvaju tieto
pozmeiiujiice a dopliiujice navrhy s odpori¢anim gestorského vyboru:

KELL
1. K 1. bodu
V 1. bode upravit § 2 na znenie:
"§ 2 znie;

(1) Na aely tohto zdkona sa rozumie

a) vyrobkom kazda vec, ktora bola vyrobena, vytaZena alebo inak z:skana, bez ohl'adu na
stupeii jej spracovania a je uréend na uvedenie na trh, »

b) vyrobcom podnikatel, ktory vyt'azil, vyrobil alebo inym postupom ziskal vyrobok alebo sa
za vyrobcu oznaduje tym, Ze k vyrobku pripéja svoje obchodné meno, vyrobnil znatku
alebo iny identifikaény znak, ktory ho identifikuje ako vyrobeu, alebo ktory ho odliduje od
iného vyrobcu; vyrobcom méZe byt’ aj dovozca,

c) dovozcom podnikatel, ktory uvedie na trh vyrobok z iného §tatu alebo uvedenie takéhoto
vyrobku na trh sprostredkuje,

d) splnomocnencom slovenské pravnickd osoba™ alebo fyzicka osoba,? ktorii virobca alebo
dovozca poveril svojim zastupovanim vo veciach tykajiicich sa povinnosti vyplyvajiicich
z tohto zakona,

e) distributorom podnikatel’, ktory vyrobky predava, sprostredkiva ich predaj alebo ich inym
spdsobom poskytuje pouZivatelfom, aviak svojou &innost'ou priamo neo?lyvnuje
vlastnosti vyrobku (d'alej len "distribuuje"); distribiitorom je aj dodavatel™)

f) uvedenim vyrobku na trh okamih, ked’ vyrobok prvykrat prechadza odplatne alebo
bezodplatne z etapy vyroby alebo dovozu do etapy distribucie, a to aj v pripade, Ze je
uréeny pre vlastna potrebu,

g) uvedenim vyrobku do prevadzky okamih, ked’ vyrobok prvykrat prechadza odplatne alebo
bezodplatne z etapy vyroby alebo dovozu do etapy prevadzky, a to najmi po jeho
dokonCenej inStalacii alebo do etapy pouZivania, & uZ je uréeny pre potreby inych osdb
alebo pre vlastnii potrebu,

h) technickymi poZiadavkami na vyrobok poZadované charakteristiky vyrobku obsiahnuté v




technickom predpise alebo v technickej norme, ktoryml st
uroveii kvality,
GZitkové vlastnosti,
bezpetnost’,
rozmery,
nézov, pod ktorym sa predava,
znatky,
skti§anie vyrobku a ska§obné metddy,
balenie, |
oznaCovanie vyrobku alebo vybavenie §titkom,
. postupy posudzovama zhody vyrobku s pravnymi predpismi alebo s techmckyml
normani,
11 vyrobne metOdy a procesy, ktoré maju vplyv na charakteristiky vyrobku
12. iné pozxadavky nevyhnutné z dévodov ochrany oprivneného zaujmu alebo ochrany
spotrebitela,” ktoré sa tykajii Zivotného pouZitia alebo znedkodnenia vyrobku alebo
zmeny jeho i¢elu pouZitia, ak tieto podmienky mbdzu vyznamne ovplyvnit' zloZenie
alebo povahu vyrobku alebo jeho uvedenie na trh. _

SOXNO N WP

(2) Na 0gely tohto zikona sa povaZuje za vyrobok aj sluZba, ak je poskytovana
informa&nou spolo&nostou za tihradu, na dialku, elektr(‘)nickym sposobom a na zaklade -
individualnej Ziadosti prijimatela sluzby; za sluzbu sa nepovazuju: sluzby rozhlasového a
televizneho vy31e1a111a

‘Poznémka pod tiarou k odkazu 4a) znie:
»48) Zakon &. 308/2000 Z. z. o vysielani a retransmisii a 0 zmene za.kona ¢ 195/2000 Z. z.
0 telekomumkamach v zneni zakona &. 147/2001 Z. z.“

Ide o precizovanie texticie podfa Smemice &. 98/34/ES.
Zaroveii sa doplita odkaz na zakon o vysielani a retransmisii,
v ktorom je definované vysielanie.

Ustavnopravay vybor NR SR
Vybor NR SR pre pddohospodarstvo
Vybor NR SR pre verejni spravu
Vybor NR SR pre hospodarstvo, privatizaciu a podnikanie
Gestorsky vybor odportiéa schvdlit
2. K9 bodu
Odsek 6 upravit' na znenie:
"(6) Urad po prerokovani s prisludnym ministerstvom a v pripade potreby so sithlasom
organov Eurdpskych spolocenstiev, urci technické normy vhodné na posudzovanie zhody;

uréenie technickej normy vhodnej na posudzovanie zhody oznami {irad vo vestniku.".

Ide o precizovanie textacie z dévodov uvedenych v Casti B bod
2.




Ustavnopravny vybor NR SR
Vybor NR SR pre pddohospodérstvo
Vybor NR SR pre verejnu spravu
~ Vybor NR SR pre hospodarstvo, privatizaciu a podnikanie
Gestorsky vybor odporuca schvalit
3. K 14. bodu

V textécii nahradit’ slova "dopliia tretia veta, ktora znie:" slovami "na konci pripéja tato
veta:",

Ide o legislativno-technicku ﬁpravu.
Ustavnoprévny vybor NR SR
Vybor NR SR pre pédohospodérstvo ,

Vybor NR SR pre verejn spravu
Vybor NR SR pre hospodarstvo, prlvatlzacm a podmka.me

Gestorsky vybor odporuca schvalit
- 4, K 15. bodu
V 15. bode text upravit na znenie:

"V § 9 ods. 1 a 3 sa slové "citacia "pism. f)" " nahradzaji slovami” 'slova "§ 2 pism. f)" " a
slova citaciou "citaciou "pism. 1) " " slovami "slovami "§ 2 ods. 1 pism. h)".".

Navrhnuté zmena je ddsledok navrhu znenia § 2.

Ustavnoprévny vybor NR SR

Vybor NR SR pre pddohospodarstvo

Vybor NR SR pre verejnu spravu .

Vybor NR SR pre hospodarstvo, privatiziciu a podnikanie

Gestorsky vybor odporica schvdlit
5. K 16. bodu

V textacii 16. bodu nahradit slova "citacia "pism. e)" " slovami "slova "§ 2 pism. )" " 2
slova "citaciou "pism. g) a h)" " nahradit’ slovami "slovami "§ 2 ods. 1 pism. f) a g)".".

Rovnaky dévod ako v 4. bode.

Ustavnopravny vybor NR SR

Vybor NR SR pre pddohospodarstvo

Vybor NR SR pre verejnu spravu

Vybor NR SR pre hospodarstvo, privatiziciu a podmkame




Gestorsky vybor odporuca schvalit
6. K 20. bodu

V texte 20. bodu nahradit’ slova "je povinny uviest’ na trh iba" slovami "méze uviest' na trh
len a vypustif slovo "ustanovenie".

Ide o legislativno-pravnu a leglslatwno-techmcku Upravu
textacie. ‘

Ijstavnoprévny vybor NR SR

Vybor NR SR pre pédohospodérstvo

Vybor NR SR pre verejni spravu

Vybor NR SR pre hospodarstvo, privatiziciu a podmkanle

Gestorsky vybor odporica schvdlit

7. K 26. bodu § 12 ods, 3

V § 12 ods. 3 sa vpismene i) slova ,Europskeho Spolocenstva” nahradit’ slovami
»Europskych spolotenstiev”.

Zjednocuje sa terminologia.
Ustavnopravny vibor NR SR
“Gestorsky vybor odpofziéa schvalit
8. K26 .bodu§120ds. 5az8
V § 12 odseky 5 a.i 8 upravit' na znenie:
"(5) Naklady spojené s postdenim zhody hradi podnikatel, ktory Ziada o posidenie zhody.

(6) Postupy posudzovama zhody sa m&Zu pouZit aj na preukézanie zhody aj iného ako
uréeného vyrobku.

(7) Postupy posudzovania zhody sa mézu pouzit’ aj pri dobrovolnom vyhlasovani zhody
50 slovenskymi technickymi normami.

(8) Nariadenie vlady Slovenskej republiky ustanovi podrobnosti o:

a) uvadzani jednotlivych skupin uréenych vyrobkov na trh v zdvislosti od ich technickej
zloZitosti a miery mozného nebezpedenstva spojeného s ich pouZivanim,
b) postupoch a tikonoch, ktoré musia byt splnené pri posudzovani zhody (d'alej len "postupy
posudzovania zhody"), a to ich konkretizéciou alebo kombinéciou,
¢) obsahu pnslusnej dokumentacie v z4vislosti od skupin urcenych vyrobkov, 1ch technickej
zloZitosti, miery moZného ohrozenia opravneného zaujmu a spdsobu posudzovania zhody,
d) obsahu vyhlasenia zhody v zavislosti od pouZitého postupu posudzovania zhody.



Ide o legislativno-systémowi ipravu textu,

Ustavnopravny vybor NR SR

Vybor NR SR pre pddohospodarstvo

Vybor NR SR pre verejnt spravu

Vybor NR SR pre hospodarstvo, privatiziciu a podnikanie

Gestorsky vybor odporica séhvcilit’
9. K 35. bodu | |
§ 21 upravit’ na znenie:
%821 znie:

‘(1) Osobitné postavenie ma oznafenie CE. OznaCenie moZzno umiestnit’ na vyroBok.,
len ak bolo vydané na vyrobok alebo ak je ku kazdému vyrobku priloZené vyhlasenie o zhode
s techmckyrm predplslm Eurépskych spoloCenstiev.

(2) Oznacenie CE pozostava zo Stylizovaného pismenového oznaCenia uvedeného v
- prilohe. . :

(3) Pri vyhotovoﬂrami a umiestiiovani oznadenia CE postupuje znackar 6bdobne_ako pri
umiestiiovani slovenskej znaéky zhody; § 19 sa pouZije primerane.

_ (4) Podrobnosti o pouzivani oznacenia CE a o néleZitostiach vyhlasema 0 zhode
ustanovi nariadenie vlady Slovenskej repubhky :

Ide o zostladenie textacie so znenim Rozhodnutia Rady €.
93/465/EHS a jej legislativno-technickt upravu (€ast’ B, bod 3
- stanoviska).

Ustavnopravny vybor NR SR

Vybor NR SR pre podohospodarstvo

Vybor NR SR pre verejnil spravu '

Vybor NR SR pre hospodarstvo, privatizaciu a podnikanie

Gestorsky vybor odporica schvdlit
10. K 39, bodu
Poznamku pod &iarou k odkazu 11 upravit' na znenie:

"11) Napriklad zakon Slovenske] narodnej rady & 71/1986 Zb. o Slovenskej
obchodnej inSpekcii v zneni neskorsich predpisov, zdkon Narodnej rady
Slovenskej republiky ¢ 272/1994 Z.z. o ochrane zdravia Tudi v zneni
neskor§ich predpisov, zékon & 140/1998 Z.z. o liekoch a zdravotnickych

pomdckach, o zmene zdkona & 455/1991 Zb. o Zivnostenskom podnikani
(Zivnostensky zakon) v zneni neskorfich predpisov a o zmene a doplneni




zikona Narodnej rady Slovenskej republiky &. 220/1996 Z.z. o reklame v zneni
neskorSich predpisov, zakon & 95/2000 Z.z. o inSpekcii prace a o zmene a
doplneni niektorych zékonov, zdkon & 142/2000 Z.z. o metrologii a o zmene a
doplneni niektorych zakonov, zékon ¢. 195/2000 Z.z. o telekomunikaciach v
zneni zakona &. 308/2000 Z.z.".

Ide o opravu nespravne citovanych zakonov.
Ustavnopravny vybor NR SR
Vybor NR SR pre pddohospodarstvo
Vybor NR SR pre verejni spravu
Vybor NR SR pre hospodarstvo, privatizaciu a podnikanie
Gestorsky vybor odporida schvalit

11L.KCLT

V €1. 1 nahradif’ slovo "oktobra” slovom "novembra".

S ohladom na stav prerokiivania predloieného navrhu zékona v
NR SR je navrhovany defi nadobudnutia GCinnosti neredlny.

Ustavnopravay vibor NR SR
Vybor NR SR pre pc“)dohospodérstvo

Vybor NR SR pre verejni spravu
Vybor NR SR pre hospodarstvo, pnvatlzacau a podmkame

Gestorsky vybor odporuca schvalit
V.
Gestorsky vybor odporuéa o navrhoch vyborov NR SR, ktoré si uvedené v spolotnej
Sprave hlasovat’ takto:
obodoch 1, 2, 3? 4,5,6,7,8, 9, 10211 hlasovat spoloéne snavrhom
schvalif. t

Gestorsky vybor na zaklade rokovani vyborov NR SR v stilade s § 79 ods. 4 pism. f)
rokovacieho poriadku

odporida Nirodnej rade Slovenskej republiky
vladny névrh zakona, ktorym sa meni a dopliia zikon & 264/1999 Z. z. o technickych

poZiadavkach na vyrobky a o posudzovani zhody a o zmene a doplneni niektorych zakonov
(tlag 1017)




schvilit
so zmenami a dopinkami ako s uveden¢ v spolonej sprave.

SuZasne poveril uznesenim vyboru & 601 zo 4. septembra spoloéného spravodajcu
vyborov predloZit Narodnej rade Slovenskej republiky spolo&mi spravu vyborov o vysledku
prerokovania vladneho navrhu zidkona a povenl ho oprivneniami podla § 79 ods. S
rokovacieho poriadku Narodnej rady Slovenske) republiky.

Bratislava, 4. se'ptembra 2001

Jaroslav Volf v.r.
predseda Vyboru NR SR pre
hospodarstvo, privatizaciu
a podnikanie




