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CERTIFIKACIUJSKA SHEMA - Modul D: Skladnost s tipom na podlagi
zagotavljanja kakovosti proizvodne

CERTIFICATION SCHEME — Module D: Declaration of conformity to type based on
quality assurance of the production process

1.2.

1.3.

1.4.

1.5.

1.5.1.

ZAHTEVE IN VODILA /| CRITERIA AND GUIDELINES
Zahteve za certificiranje / Certification criteria

Uredba (EU) 2016/425 evropskega parlamenta in sveta o osebni varovalni opremi
(v nadaljnjem Uredba (EU) 2016/425)

Regulation (EU) 2016/425 of the European parliament and of the council on personal
protective equipment (hereinafter referred to as Regulation (EU) 2016/425)

Zahteve za postopek ugotavljanja skladnosti
Requirements for a conformity assessment procedure

Priloga VIII, Modul D, Skladnost s tipom na podlagi zagotavljanja kakovosti proizvodnje
Annex VI, Module D, Conformity to type based on quality assurance of the production process

Zahteve za proizvod / Requirements for a product

Priloga II: Bistvene zdravstvene in varnostne zahteve
Annex II: Essential Health and Safety Requirements

Priloga lll: TehniCna dokumentacija za osebno varovalno opremo (v hadaljevanju OVO)
Annex lll: Technical documentation for Protective Personal Equipment (hereinafter PPE)

Harmonizirani standard za sistem vodenja kakovosti
Harmonised standard for quality management system

ISO 9001:2015 Sistemi vodenja kakovosti — Zahteve
1SO 9001:2015 Quality management systems — Requirements

Harmonizirani standardi oziroma normativni dokumenti za proizvod
Harmonised standard and normative documents for product

Oprema za varovanje dihal — polobrazne maske
Respiratory protective devices — Filtering half masks

EN 149: 2001+A1:2009, Oprema za varovanje dihal — polobrazne maske za zascito
pred delci — zahteve, preskusanje, oznacevanje

EN 149: 2001+A1:2009, Respiratory protective devices — Filtering half masks to
protect against particles — Requirements, testing, marking

EN ISO 16972: 2020, Oprema za varovanje dihal - Slovar in grafiéni simboli
EN ISO 16972: 2020, Respiratory protective devices - Vocabulary and graphical
symbols

EN 134: 1998, Oprema za varovanje dihal - Poimenovanje sestavnih delov
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1.5.2.

EN 134: 1998, Respiratory protective devices - Nomenclature of components

EN 143: 2000+A1:2006, Oprema za varovanje dihal - Filtri za za&¢ito pred delci -
Zahteve, presku$anje, oznacevanje

EN 143: 2000+A1:2006, Respiratory protective devices - Particle filters -
Requirements, testing, marking

EN 13274-7:2019, Oprema za varovanje dihal - Metode preskuSanja - Ugotavljanje
penetracije delcev v filter

EN 13274-7:2019, Respiratory protective devices - Methods of test - Determination of
particle filter penetration

EN I1SO 6941:2003, Tekstilije - Gorljivost - Meritve razsirjanja plamena navpi¢no
namescenih preskusancev

EN ISO 6941:2003, Textile fabrics - Burning behavior - Measurement of flame spread
properties of vertically oriented specimens

Oprema za varovanje dihal - Obrazne maske
Respiratory protective devices - Full face masks

EN 136: 1998/AC:2003, Oprema za varovanje dihal - Obrazne maske - Zahteve,
preskusanje, oznaCevanje

EN 136: 1998/AC:2003, Respiratory protective devices - Full face masks -
Requirements, testing, marking

EN 132: 1998, Oprema za varovanje dihal - Definicije
EN 132: 1998, Respiratory protective devices - Definitions

EN 134: 1998, Oprema za varovanje dihal - Poimenovanje sestavnih delov
EN 134: 1998, Respiratory protective devices - Nomenclature of components

EN 148-1:2018, Oprema za varovanje dihal - Navoji na maskah - Standardni navojni
prikljucki

EN 148-1:2018, Respiratory protective devices - Threads for facepieces - Standard
thread connection

EN 148-2:1999, Oprema za varovanje dihal - Navoji na maskah - Povezava s
srediS¢nim navojem

EN 148-2:1999, Respiratory protective devices - Threads for facepleces - Centre
thread connection

EN 148-3:1999, Oprema za varovanje dihal - Priklju¢ki na maskah - Navoj M 45x3
EN 148-3:1999, Respiratory protective devices - Threads for facepieces - Thread
connection M 45 x 3

EN I1SO 6941:2003, Tekstilije - Gorljivost - Meritve razsSirjanja plamena navpi¢no
names&cenih preskuSancev

EN ISO 6941:2003, Textile fabrics - Burning behaviour - Measurement of flame
spread properties of vertically oriented specimens
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1.5.3.

154

EN ISO 6942:2022, Varovalna obleka - Zasdita pred toploto in ognjem - Metoda
presku$anja za vrednotenje materialov in izdelkov iz teh materialov, ki so izpostavljeni
viru toplotnega sevanja

EN ISO 6942:2022, Clothing for protection against heat and fire - Evaluation of
thermal behaviour of material and material assemblies when exposed to a source of
radiant heat

Oprema za varovanje dihal - Polobrazne in ¢etrtinske maske
Respiratory protective devices - Half masks and quarter masks

EN 140: 1998/AC:1999, Oprema za varovanje dihal - Polobrazne in Cetrtinske maske
- Zahteve, presku$anje, oznaCevanje

EN 140: 1998/AC:1999, Respiratory protective devices - Half masks and quarter
masks - Requirements, testing, marking

EN 132: 1998, Oprema za varovanje dihal - Definicije
EN 132: 1998, Respiratory protective devices - Definitions

EN 134: 1998, Oprema za varovanje dihal - Poimenovanje sestavnih delov
EN 134: 1998, Respiratory protective devices - Nomenclature of components

EN 148-1:2018, Oprema za varovanije dihal - Navoji na maskah - Standardni navojni
prikljucki

EN 148-1:2018, Respiratory protective devices - Threads for facepieces - Standard
thread connection

EN 148-2: 1999, Oprema za varovanje dihal - Navoji na maskah - Povezava s
srediS¢nim navojem

EN 148-2: 1999, Respiratory protective devices - Threads for facepieces - Centre
thread connection

EN ISO 6941: 2003, Tekstilije - Gorljivost - Meritve razSirjanja plamena navpi¢no
namesdenih preskuSancev

EN ISO 6941: 2003, Textile fabrics - Burning behaviour - Measurement of flame
spread properties of vertically oriented specimens

Oprema za varovanje dihal — Polobrazne maske z ventili za varovanje pred plini
ali plini in delci

Respiratory protective devices - Valved filtering half masks to protect against gases
or gases and particles

EN 405:2001+A1:2009, Oprema za varovanje dihal — Polobrazne maske z ventili za
varovanje pred plini ali plini in delci - Zahteve, preskusanje, oznaevanje

EN 405:2001+A1:2009, Respiratory protective devices - Valved filtering half masks to
protect against gases or gases and particles - Requirements, testing, marking

EN 132: 1998, Oprema za varovanje dihal - Definicije
EN 132: 1998, Respiratory protective devices — Definitions

EN 134: 1998, Oprema za varovanje dihal - Poimenovanje sestavnih delov
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1.5.5

1.5.6

EN 134: 1998, Respiratory protective devices - Nomenclature of components

EN 143: 2000+A1:2006, Oprema za varovanje dihal - Filtri za za&¢ito pred delci -
Zahteve, presku$anje, oznacevanje

EN 143: 2000+A1:2006, Respiratory protective devices - Particle filters -
Requirements, testing, marking

EN 13274-7:2019, Oprema za varovanje dihal - Metode preskuSanja - Ugotavljanje
penetracije delcev v filter

EN 13274-7:2019, Respiratory protective devices - Methods of test - Determination of
particle filter penetration

EN 14387:2021, Oprema za varovanje dihal - Filter(-ri) za pline in kombinirani filter(-
ri) - Zahteve,preskuSanje, oznacevanj

EN 14387:2021, Respiratory protective devices - Gas filter(s) and combined filter(s) -
Requirements, testing, marking

Oprema za varovanje dihal - Filtri za zascito pred delci
Respiratory protective devices - Particle filters

EN 143:2021, Oprema za varovanje dihal - Filtri za za$€ito pred delci - Zahteve,
preskusanje, oznaCevanje

EN 143:2021, Respiratory protective devices - Patrticle filters - Requirements, testing,
marking

EN ISO 16972:2020, Oprema za varovanje dihal - Slovar in grafi¢ni simboli
EN ISO 16972:2020, Respiratory protective devices - Vocabulary and graphical
symbols

EN 134: 1998, Oprema za varovanje dihal - Poimenovanje sestavnih delov
EN 134: 1998, Respiratory protective devices - Nomenclature of components

EN 148-1:2018, Oprema za varovanje dihal - Navoji na maskah - Standardni navojni
prikljucki

EN 148-1:2018, Respiratory protective devices - Threads for facepieces - Standard
thread connection

EN 13274-3:2001, Oprema za varovanje dihal — Metode preskuSanja — 3. del:
Ugotavljanje dihalne upornosti

EN 13274-3:2001, Respiratory protective devices - Methods of test - Part 3:
Determination of breathing resistance

EN 13274-7:2019, Oprema za varovanje dihal - Metode preskuSanja - Ugotavljanje
penetracije delcev v filter

EN 13274-7:2019, Respiratory protective devices - Methods of test - Determination of
patrticle filter penetration

Oprema za varovanje dihal - Filter(-ri) za pline in kombinirani filter(-ri)
Respiratory protective devices - Gas filter(s) and combined filter(s)

EN 14387:2021, Oprema za varovanje dihal - Filter(-ri) za pline in kombinirani filter(-
ri) - Zahteve,preskusanje, oznacevanj
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1.5.7

EN 14387:2021, Respiratory protective devices - Gas filter(s) and combined filter(s) -
Requirements, testing, marking

EN 134: 1998, Oprema za varovanje dihal - Poimenovanje sestavnih delov
EN 134: 1998, Respiratory protective devices - Nomenclature of components

EN 143:2000+A1:2006, Oprema za varovanje dihal - Filtri za za&¢ito pred delci -
Zahteve, presku$anje, oznacevanje

EN 143:2000+A1:2006, Respiratory protective devices - Particle filters -
Requirements, testing, marking

EN 13274-3:2001, Oprema za varovanje dihal — Metode preskusanja — 3. del:
Ugotavljanje dihalne upornosti

EN 13274-3:2001, Respiratory protective devices - Methods of test - Part 3:
Determination of breathing resistance

EN 13274-7:2019, Oprema za varovanje dihal - Metode presku$anja - Ugotavljanje
penetracije delcev v filter

EN 13274-7:2019, Respiratory protective devices - Methods of test - Determination of
patrticle filter penetration

EN ISO 16972: 2020, Oprema za varovanje dihal - Slovar in grafi¢ni simboli
EN ISO 16972: 2020, Respiratory protective devices - Vocabulary and graphical
symbols

Oprema za varovanje dihal - Filter(-ri) za pline in kombinirani filter(-ri)
Respiratory protective devices - Gas filter(s) and combined filter(s)

EN 14387:2004+A1:2008, Oprema za varovanje dihal - Filter(-ri) za pline in
kombinirani filter(-ri) - Zahteve,preskuSanje, oznacevanj

EN 14387:2004+A1:2008, Respiratory protective devices - Gas filter(s) and combined
filter(s) - Requirements, testing, marking

EN 134: 1998, Oprema za varovanje dihal - Poimenovanje sestavnih delov
EN 134: 1998, Respiratory protective devices - Nomenclature of components

EN 143:2000+A1:2006, Oprema za varovanje dihal - Filtri za za&¢ito pred delci -
Zahteve, preskusanje, oznacCevanje

EN 143:2000+A1:2006, Respiratory protective devices - Particle filters -
Requirements, testing, marking

EN 148-1:2018, Oprema za varovanje dihal - Navoji na maskah - Standardni navojni
prikljucki

EN 148-1:2018, Respiratory protective devices - Threads for facepieces - Standard
thread connection

EN 148-2: 1999, Oprema za varovanje dihal - Navoji na maskah - Povezava s
srediSEnim navojem

EN 148-2: 1999, Respiratory protective devices - Threads for facepieces - Centre
thread connection

EN 148-3:1999, Oprema za varovanje dihal - Prikljucki na maskah - Navoj M 45x3
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1.5.8

EN 148-3:1999, Respiratory protective devices - Threads for facepieces - Thread
connection M 45 x 3

EN 13274-3:2001, Oprema za varovanje dihal — Metode preskusanja — 3. del:
Ugotavljanje dihalne upornosti

EN 13274-3:2001, Respiratory protective devices - Methods of test - Part 3:
Determination of breathing resistance

SIST EN 13274-5:2001 Oprema za varovanje dihal - Metode preskuSanja - 5. del:
Klimatski pogoji

SIST EN 13274-5:2001 Respiratory protective devices - Methods of test - Part 5:
Climatic conditions

EN 13274-7:2019, Oprema za varovanje dihal - Metode preskuSanja - Ugotavljanje
penetracije delcev v filter

EN 13274-7:2019, Respiratory protective devices - Methods of test - Determination of
patrticle filter penetration

Oprema za varovanje dihal pri samoresSevanju — Filtracijske naprave s kapuco
za samoresSevanje ob pozaru

Respiratory protective devices for self-rescue - Filtering devices with hood for escape
from fire

EN 403:2004, Oprema za varovanje dihal pri samoreSevanju — Filtracijske naprave s
kapuco za samore$evanje ob pozZaru — Zahteve, preskusanje, oznacevanje

EN 403:2004, Respiratory protective devices for self-rescue - Filtering devices with
hood for escape from fire - Requirements, testing, marking

EN 132: 1998, Oprema za varovanje dihal - Definicije
EN 132: 1998, Respiratory protective devices — Definitions

EN 134: 1998, Oprema za varovanje dihal - Poimenovanje sestavnih delov
EN 134: 1998, Respiratory protective devices - Nomenclature of components

EN 136: 1998/AC:2003, Oprema za varovanje dihal - Obrazne maske - Zahteve,
preskusanje, oznaCevanje

EN 136: 1998/AC:2003, Respiratory protective devices - Full face masks -
Requirements, testing, marking

EN 140: 1998/AC:1999, Oprema za varovanje dihal - Polobrazne in Cetrtinske maske
- Zahteve, preskuSanje, oznaCevanje

EN 140: 1998/AC:1999, Respiratory protective devices - Half masks and quarter
masks - Requirements, testing, marking

EN 141: 2000, Oprema za varovanje dihal - Filtri za pline in kombinirani filtri -
Zahteve, preskusanje, oznacevanje

EN 141: 2000, Respiratory protective devices - Gas filters and combined filters -
Requirements, testing, marking

EN 143:2000+A1:2006, Oprema za varovanje dihal - Filtri za za&¢ito pred delci -
Zahteve, presku$anje, oznacevanje
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21.

EN 143:2000+A1:2006, Respiratory protective devices - Particle filters -
Requirements, testing, marking

EN 405:2001+A1:2009, Oprema za varovanje dihal — Polobrazne maske z ventili za
varovanje pred plini ali plini in delci - Zahteve, preskuSanje, oznagevanje

EN 405:2001+A1:2009, Respiratory protective devices - Valved filtering half masks to
protect against gases or gases and particles - Requirements, testing, marking

EN 13274-1:2001 Oprema za varovanje dihal - Metode preskuSanja - 1. del:
Ugotavljanje prepus€anja v notranjost in celotnega prepus&anja v notranjost

EN 13274-1:2001 Respiratory protective devices - Methods of test - Part 1:
Determination of inward leakage and total inward leakage

EN 13274-4:2020 Oprema za varovanje dihal - Metode presku$anja - 4. del: Preskusi
s plamenom

EN 13274-4:2020 Respiratory protective devices - Methods of test - Part 4: Flame
tests

EN 13274-5:2001 Oprema za varovanje dihal - Metode presku$anija - 5. del: Klimatski
pogoji

EN 13274-5:2001 Respiratory protective devices - Methods of test - Part 5: Climatic
conditions

NALOGE PROIZVAJALCA IN PRIGLASENEGA ORGANA
THE MANUFACTURER AND NOTIFIED BODY SHALL

Naloge proizvajalca / The manufacturer shall

- Proizvajalec upravlja odobren sistem kakovosti za proizvodnjo, pregled kon¢nega
proizvoda in preskusanje zadevne OVO iz to¢ke 3, Priloge VI, Uredbe (EU)
2016/425 ter je nadzorovan v skladu s tocko 4, Priloge VIII, Uredbe (EU) 2016/425.

- Proizvajalec predlozi zahtevek za oceno sistema kakovosti pri enem samem
priglaSenem organu, ki ga sam izbere.

- Proizvajalec je obves€en o rezultatih ocene. Obvestilo vsebuje ugotovitve presoje in
utemeljeno odlocitev o oceni. Proizvajalec ukrepa tako, da izpolni obveznosti, ki
izhajajo iz odobrenega sistema kakovosti, in ohrani njegovo primernost in u€inkovitost.

- Proizvajalec priglaseni organ, ki je odobril sistem kakovosti, obves¢a o vseh
nacrtovanih spremembah sistema kakovosti.

- Proizvajalec priglaSenemu organu za namene ocene omogoci dostop do krajev
proizvodnje, pregledovanja, preskusanja in skladis€enja ter mu zagotovi vse
potrebne informacije, zlasti:

o dokumentacijo o sistemu kakovosti;
o zapise kakovosti, kot so porocila o pregledih in podatki o preskusih, podatki
0 umerjanju opreme in porocila o strokovni usposobljenosti osebja.

- Proizvajalec namesti oznako CE in na odgovornost priglaSenega organa (iz tocke
3.1 Uredbe (EU) 2016/425) identifikacijsko Stevilko tega organa na vsak
posamezni kos OVO, ki je v skladu s tipom, opisanim v certifikatu o EU-pregledu
tipa, in izpolnjuje veljavne zahteve iz te uredbe.

- Proizvajalec za vsak model OVO sestavi pisno izjavo EU o skladnosti in Se deset
let po tem, ko je bila OVO dana na trg, nacionalnim organom omogoca dostop do
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nje. Izjava EU o skladnosti opredeljuje model OVO, za katerega je bila sestavljena.
Na zahtevo se pristojnim organom predlozi izvod izjave EU o skladnosti.
Proizvajalec Se deset let po tem, ko je bila OVO dana na trg, omogoc€a drzavnim
organom dostop do:
o dokumentacije (iz to¢ke 3.1 Uredbe (EU) 2016/425),
o informacij v zvezi s spremembami (iz tocke 3.5 Uredbe (EU) 2016/425,
kakor je bila odobrena,
o odloditev in poroCil priglasenega organa (iz tock 3.5, 4.3 in 4.4. Uredbe
(EU) 2016/425).
Proizvajalec izpolnjuje sploSne zahteve certifikacijskega organa, objavljene na
spletni strani certifikacijskega organa.

The manufacturer shall operate an approved quality system for production, final
product inspection and testing of the PPE concerned as specified in point 3 of the
Regulation (EU) 2016/425 and shall be subject to surveillance as specified in point
4 of the Regulation (EU) 2016/425.
The manufacturer shall lodge an application for assessment of his quality system
with a single notified body of his choice.
The result of that assessment shall be notified to the manufacturer. The notification
shall contain the conclusions of the audit and the reasoned assessment decision.
The manufacturer shall undertake to fulfil the obligations arising out of the quality
system as approved and to maintain it so that it remains adequate and efficient.
The manufacturer shall keep the notified body that has approved the quality system
informed of any intended change to the quality system.
The manufacturer shall, for assessment purposes, allow the notified body access
tfo the manufacture, inspection, testing and storage sites and shall provide it with
all necessary information, in particular:
o the quality system documentation,
o the quality records, such as inspection reports and test data, calibration data
and qualification reports on the personnel concerned.
The manufacturer shall affix the CE marking and, under the responsibility of the notified body
referred to in point 3.1 of the Regulation (EU) 2016/425, the latter’s identification number to
each individual item of PPE that is in conformity with the type described in the EU type-
examination certificate and satisfies the applicable requirements of this Regulation.
The manufacturer shall draw up a written EU declaration of conformity for each
PPE model and keep it at the disposal of the national authorities for 10 years after
the PPE has been placed on the market. The EU declaration of conformity shall
identify the PPE model for which it has been drawn up. A copy of the EU declaration
of conformity shall be made available to the relevant authorities upon request.
The manufacturer shall, for 10 years after the PPE has been placed on the market,
keep at the disposal of the national authorities:
- the documentation referred to in point 3.1 (Regulation (EU) 2016/425),
- the information related to the change referred to in point 3.5 (Regulation (EU)
2016/425), as approved,
- the decisions and reports of the notified body referred to in points 3.5, 4.3
and 4.4 (Regulation (EU) 2016/425).
The manufacturer complies with the general requirements of the certification
body, as published on the certification body's website.
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2.2,

2.3.

Naloge proizvajalca
The manufacturer shall

Proizvajalec namesti oznako CE in na odgovornost priglaSenega organa (iz tocke
3.1 Uredbe (EU) 2016/425) identifikacijsko Stevilko tega organa na vsak
posamezni kos OVO, ki je v skladu s tipom, opisanim v certifikatu o EU-pregledu
tipa, in izpolnjuje veljavne zahteve iz te uredbe.
Proizvajalec za vsak model OVO sestavi pisno izjavo EU o skladnosti in Se deset
let po tem, ko je bila OVO dana na trg, nacionalnim organom omogoca dostop do
nje. Izjava EU o skladnosti opredeljuje model OVO, za katerega je bila sestavljena.
Na zahtevo se pristojnim organom predloZi izvod izjave EU o skladnosti.
Proizvajalec Se deset let po tem, ko je bila OVO dana na trg, omogoca drzavnim
organom dostop do:
o dokumentacije (iz to¢ke 3.1 Uredbe (EU) 2016/425),
o informacij v zvezi s spremembami (iz to¢ke 3.5 Uredbe (EU) 2016/425, kakor je
bila odobrena,
o odloditev in porodil priglaSenega organa (iz to¢k 3.5, 4.3 in 4.4. Uredbe (EU)
2016/425).
Zahtevek za oceno sistema kakovosti proizvajalec predloZi pri enem samem
priglaSenem organu, ki ga sam izbere.
Proizvajalec prigladeni organ, ki je odobril sistem kakovosti, obve$¢a o vseh
nacrtovanih spremembah sistema kakovosti.

The manufacturer shall affix the CE marking and, under the responsibility of the
notified body referred to in point 3.1, the latter's identification number to each
individual item of PPE that is in conformity with the type described in the EU type-
examination certificate and satisfies the applicable requirements of this Regulation.
The manufacturer shall draw up a written EU declaration of conformity for each
PPE model and keep it at the disposal of the national authorities for 10 years after
the PPE has been placed on the market. The EU declaration of conformity shall
identify the PPE model for which it has been drawn up. A copy of the EU declaration
of conformity shall be made available to the relevant authorities upon request.
The manufacturer shall, for 10 years after the PPE has been placed on the market,
keep at the disposal of the national authorities:

o the documentation referred to in point 3.1 (Regulation (EU) 2016/425),

o the information related to the change referred to in point 3.5 (Regulation (EU)

2016/425), as approved,
o the decisions and reports of the notified body referred to in points 3.5, 4.3
and 4.4. (Regulation (EU) 2016/425).

The manufacturer shall lodge an application for assessment of his quality system
with a single notified body of his choice.
The manufacturer shall keep the notified body that has approved the quality system
informed of any intended change to the quality system.

Naloge priglasenega organa / Notified body shall
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Priglaseni organ oceni sistem kakovosti, da ugotovi, ali sistem izpolnjuje zahteve,
navedene v toc¢ki 3.2 Priloge VIII Uredbe (EU) 2016/425.

PriglaSeni organ domneva skladnost s tistimi zahtevami glede elementov sistema kakovosti,
ki so skladni z ustreznimi specifikacijami ustreznega harmoniziranega standarda.
PriglaSeni organ oceni kakrSno koli predlagano spremembo in odloci, ali bo
spremenjeni sistem kakovosti Se vedno izpolnjeval zahteve iz tocke 3.2 Uredbe
(EU) 2016/425 ali pa je potrebna ponovna ocena.

Priglaseni organ proizvajalca pooblasti, da namesti njegovo identifikacijsko Stevilko
na vsak posamezni kos OVO, ki je v skladu s tipom, opisanim v certifikatu o EU-
pregledu tipa, in izpolnjuje veljavne zahteve iz te uredbe.

PriglaSeni organ opravlja redne preglede vsaj enkrat letno, s ¢imer zagotovi, da proizvajalec
vzdrzuje in izvaja sistem kakovosti, poroCila o teh pregledih pa poSilja proizvajalcu.

Poleg tega lahko priglaSeni organ nenapovedano obiS¢e proizvajalca. Med takdnimi
obiski sme priglaSeni organ, ¢e je potrebno, opraviti ali narociti preskuse OVO, da
preveri praviino delovanje sistema kakovosti. Priglaseni organ proizvajalcu poslje
porocilo o obisku; ¢e so bili izvedeni preskusi, poslje tudi porocilo o njih.

Vsak priglaseni organ svoje priglasitvene organe obvesti o izdanih ali umaknjenih
odobritvah sistema kakovosti in redno ali na zahtevo svojemu priglasitvenemu organu
omogoca dostop do seznama zavrnjenih, za¢asno preklicanih ali drugate omejenih
odobritev sistema kakovosti. PriglaSeni organ druge priglaSene organe obvesti o
odobritvah sistema kakovosti, ki jih je zavril, zacasno preklical, umaknil ali drugace
omejil, ter jih na zahtevo obvesti o odobritvah sistema kakovosti, ki jih je izdal.

The notified body shall assess the quality system to determine whether it satisfies
the requirements referred to in point 3.2 (Regulation (EU) 2016/425).

It shall presume conformity with those requirements in respect of the elements of
the quality system that comply with the corresponding specifications of the relevant
harmonised standard.

The notified body shall evaluate any proposed changes and decide whether the
modified quality system will continue to satisfy the requirements referred to in point
3.2 (Regulation (EU) 2016/425) or whether a reassessment is necessary.

The notified body shall authorise the manufacturer to affix the notified body's
identification number to each individual item of PPE that is in conformity with the
type described in the EU type-examination certificate and satisfies the applicable
requirements of this Regulation.

The notified body shall carry out periodic audits, at least once a year, to make sure
that the manufacturer maintains and applies the quality system and shall provide
the manufacturer with an audit report.

In addition, the notified body may pay unexpected visits to the manufacturer.
During such visits, the notified body may, if necessary, carry out examinations or
tests of the PPE, or have them carried out, in order to verify that the quality system
is functioning correctly. The notified body shall provide the manufacturer with a visit
report and, if tests have been carried out, with a test report.

The notified body shall inform its notifying authority of quality system approvals
issued or withdrawn, and shall, periodically or upon request, make available to its
notifying authority the list of such quality system approvals refused, suspended or
otherwise restricted. The notified body shall inform the other notified bodies of

stran / page 10 od / of 14



L()TR|(_:® CERTIFIKACIJSKA SHEMA
e CERTIFICATION SCHEME | ML40C01A03
datum izdaje ZASCITNE MASKE IN FILTRI zamenjuje izdajo datum
2025-03-26 PROTECTIVE MASKS AND FILTERS 2024-01-08

quality system approvals which it has refused, suspended, withdrawn or otherwise
restricted, and, upon request, of such quality system approvals which it has issued.
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VRSTE POSTOPKOV / TYPES OF PROCEDURES

Zacetna presoja

Skladnost s tipom na podlagi zagotavljanja kakovosti proizvodnega procesa, se
izvede na zahtevo proizvajalca, in je del postopka ugotavljanja skladnosti, v okviru
katerega proizvajalec izpolni tocke 2., 5. ter 6. Priloge VIII, Uredbe (EU) 2016/425 in
izjavi, da je zadevna OVO v skladu s tipom, opisanim v certifikatu o EU-pregledu tipa
in izpolnjuje veljavne zahteve Uredbe (EU) 2016/425. Ob pogoju uspesno
zakljuCenega postopka zaletne presoje se izda certifikat o odobritvi sistema
kakovosti, ki je veljaven tri leta od zacetne presoje pod pogojem, da so izpolnjene vse
relevantne zahteve Uredbe (EU) 2016/425.

Vsi elementi, zahteve in dolo¢be, ki jih je sprejel proizvajalec, so sistemati¢no in urejeno
dokumentirani kot pisno dokumentirane politike, postopki in navodila. Dokumentacija sistema
kakovosti omogoca dosledno razlago programov kakovosti, nacrtov, prironikov in zapisov.

The initial assessment

Conformity to type based on quality assurance of the production process is the part
of a conformity assessment procedure whereby the manufacturer fulfils the
obligations laid down in points 2, 5 and 6, Annex VI, Regulation (EU) 2016/425, and
ensures and declares on his sole responsibility that the PPE concerned is in
conformity with the type described in the EU type- examination certificate and satisfies
the applicable requirements of this Regulation. If the initial assessment is successfully
completed, the certificate of quality system approval is issued. It is valid three years
from the beginning of the assessment process, if all the conditions satisfy the
requirements of the Regulation (EU) 2016/425.

All the elements, requirements and provisions adopted by the manufacturer shall be
documented in a systematic and orderly manner in the form of written policies,
procedures and instructions. The quality system documentation shall permit a
consistent interpretation of the quality programmes, plans, manuals and records.

Redne nadzorne presoje

Priglaseni organ opravlja redne preglede vsaj enkrat letno, s €imer zagotovi, da
proizvajalec vzdrZuje in izvaja sistem kakovosti, porocCila o teh pregledih pa poSilja
proizvajalcu.

Namen nadzora je zagotoviti, da proizvajalec ustrezno izpolnjuje obveznosti, ki
izhajajo iz odobrenega sistema kakovosti.

Regular surveillance assessment

The notified body shall carry out periodic audits, at least once a year, to make sure
that the manufacturer maintains and applies the quality system and shall provide the
manufacturer with an audit report.

The purpose of surveillance is to make sure that the manufacturer duly fulfils the
obligations arising out of the approved quality system.
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Siritev/sprememba obsega

Proizvajalec priglaSeni organ, ki je odobril sistem kakovosti, obved€a o vseh
nacrtovanih spremembah sistema kakovosti. PriglaSeni organ, na zahtevo
proizvajalca, oceni kakrsno koli predlagano spremembo in odloci, ali bo spremenjeni
sistem kakovosti Se vedno izpolnjeval zahteve iz tocke 3.2, Priloge VIII, Uredbe (EU)
2016/425 ali pa je potrebna ponovna ocena.

O svoji odlocCitvi obvesti proizvajalca. Obvestilo vsebuje rezultate pregleda in
obrazlozitev odlocitve.

Expanding/change of the production

The manufacturer shall keep the notified body that has approved the quality system
informed of any intended change to the quality system. The notified body shall
evaluate any proposed changes and decide whether the modified quality system will
continue to satisfy the requirements referred to in point 3.2, Annex VI, Regulation
(EU) 2016/425, or whether a reassessment is necessary. It shall notify the
manufacturer of its decision.

The notification shall contain the conclusions of the examination and the reasoned
assessment decision.

Izredna nadzorna presoja
Priglaseni organ lahko nenapovedano obiS¢e proizvajalca. Med takSnimi obiski sme
priglaseni organ, Ce je potrebno, opraviti ali narociti preskuse OVO, da preveri pravilno
delovanje sistema kakovosti. PriglaSeni organ proizvajalcu poSlje poro€ilo o obisku;
Ce so bili izvedeni preskusi, poSlje tudi porocilo o njih. Presoja vklju€uje ocenjevalni
obisk v obratih proizvajalca.

Irregular surveillant assessment

The notified body may pay unexpected visits to the manufacturer. During such visits
the notified body may, if necessary, carry out examinations or tests of the PPE, or
have them carried out, in order to verify that the quality system is functioning correctly.
The notified body shall provide the manufacturer with a visit report and, if tests have
been carried out, with a test report. The audit shall include an assessment visit to the
manufacturer's premises.
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4, OPIS PROCESA /| PROCESS DESCRIPTION

Zacetna presoja, Siritev / sprememba obsega Opombe
The initial assessment, expanding/change of the scope | Comments
Seznanitev s postopkom / Process information
Vloga s strani proizvajalca Z zahtevano dokumentacijo
Application from the manufacturer With the required documentation
Sprejem in pregled vioge Pregled pristojnosti organa in pregled
Acceptance and review of the application popolnosti vioge
Verifying the competences of the body and
checking the completeness of the application
Dolocitev ocenjevalca Ocenjevalec, ki vodi postopek
Designation of the Assessor Procedure leading assessor
Pregled spremne dokumentacije Poziv za dopolnitev vlioge
Review of the supporting documentation Call for completion of the application
Potrditev vloge in zaCetek postopka Potrditev s strani priglasenega organa
Confirmation of the application and beginning of the process | Confirmation from the notified body
Plan postopka Potrditev s strani proizvajalca
Process plan Confirmation from the manufacturer
Izvedba postopka (ocenjevanje) Morebitni korektivni ukrepi
Performance of the process (assessment) Possible corrective actions
Zapis in odprava neskladnosti Proizvajalec poro¢a v roku
Reporting and elimination of disconformities Manufacturer shall report within deadline
Pregled porocila proizvajalca Morebiten poziv za dodatna pojasnila
Review of manufacturer's report A possible call for further clarification
Porocilo ocenjevalca O izpolnjevanju bistvenih zahtev
Report of the Assessor On fulfilling essential requirements
Pregled porocila s strani vodje priglaSenega organa Priprava certifikata
Review by the Notified body head Preparation of the certificate
Podpis certifikata Odgovorna oseba priglaSenega organa
Signature of the cetrtificate Responsible person of the notified body
Izdaja certifikata o odobritvi sistema kakovosti Uvrstitev v register certifikatov
Certificate issue of quality system approval Inclusion in the Register of Certificates
Veljavnost certifikata 3 let od izdaje Z rednimi letnimi ocenjevaniji
Validity 3 years from the date of issue With annual assessments
Revizija certifikata Proizvajalec poda novo vlogo
Revision of the certificate Manufacturer submits a new application
PodaljSanje veljavnosti certifikata Proizvajalec poda novo vlogo
Extension of validity of the certificate Manufacturer submits a new application

V kateremkoli koraku se lahko izda odlo€ba o zavrnitvi, Ce proizvajalec ne izpolnjuje zahtev oziroma ne
izpolnjuje predpisanih rokov za odpravo neskladnosti. O tem priglaSen organ obvesti regulatorja.

A rejection decision may be issued at any step if the manufacturer does not meet the requirements or
does not meet the prescribed deadlines for the elimination of non-compliance. The notified body shall
inform the regulator thereof.
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