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|_$( Starptautiskas akreditacijas aktualitates
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Galvenas temas

1. EK regula 765/2008

2. Parrobezu akreditacija, regulas 7.pants
3. Notificéto institliciju akreditacija

4. Modulara pieeja

5. Sektorshémas

6. EA tehnisko komiteju jaunumi
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EA un EK ligums

?—_

Eiropas akreditacijas kooperacija EA 2010.gada 30.jlnija
parakstija sadarbibas ligumu ar Eiropas Komisiju (EK).

Sis Ilgums nosaka attiecibas starp divam organizacijam, kuras
Isteno jauno Eiropas likumdoSanas paketi, seviski regulu
765/2008, un lai EA oficiali tiku atzita ka Eiropas akreditacijas
infrastruktlras organizacija.

Sadarbibas ligums noslégts uz 4 gadiem un paredz konkrétus
pasakumus sadarbibas vadliniju kopé&jas politikas mérku
sasniegSana. EA noslédza ari specialu l[igumu ar EK par
finans€juma sanemsanu 2010.gada, kur EK apnemas finansét
oficialas Eiropas akreditacijas infrastruktliras organizacijas
konkrétas aktivitates.

Lidzigu [igumu EA noslédza ari ar EFTA
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SOGS aktivitates

SENIOR OFFICIALS GROUP ON STANDARDISATION AND CONFORMITY ASSESSMENT POLICY

?——_

765/2008/EC prasibu interpretacijas
SOGS N595 — Parrobezu akreditacija (Art. 7 of Regulation 765/2008)
SOGS N612 — Standarti ANI

SOGS N640 — Notifikacija bez akreditacijas (Art. 5.2 of Regulation 765/2008)

EIROPAS PARLAMENTA UN PADOMES REGULA (EK) Nr. 765/2008, ar ko nosaka akreditacijas
un tirgus uzraudzibas prasibas attieciba uz produktu tirdzniecibu un atce| Regulu (EEK)
Nr.339/93 (OJ L218, page 30 of 13 August 2008)

EIROPAS PARLAMENTA UN PADOMES LEMUMS NR. 768/2008/EK par produktu tirdzniecibas
vienotu sistému (OJ L218, page 82 of 13 August 2008)
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Izmainas EA struktura

Padomdeveéju EA Generala
padome asambleja
Izpildkomiteja Sekretariats
I ]
Horizontalas Laboratoriju Inspekciju Sertifikacijas Komunikacijas Daudzpuséjas | Finansu
harmonizacijas komiteja komiteja komiteja un publikacijas atziSanas uzraudzibas
komiteja komiteja liguma komiteja
padome
I
Direktivu tikls Darba
grupas

Darba grupas atseviska slaida
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|_$( Izmainas EA aktivitates

?——_

EK finansejums

Papildus EA tehniskas komitejas (Horizontalas
harmonizacijas komiteja, Direktivu tikls, citas komitejas)

Nacionalo akreditacijas institlciju vertesana (EA vertetaju
macibas, akreditacija pec direktivam, direktivu tikla vaditaju
macibas)

EA 2/17

European
FII co-operation for
LAY o

Accreditation
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Parrobezu akreditacija

?——_

EK regulas 765/2008 7.punkts
SOGS N595 — Cross border accreditations

EA 2/13 EA parrobezu akreditacijas politika un sadarbibas procediira
starp EA dalibniekiem

Galvenie nosacijumi daudz-nacionalam atbilstibas novértéSanas institicijam:
- Akreditacijas sertifikata jabat uzraditai tai juridiskai vienibai, kura uznemas atbildibu
par visu vietéjo institlciju darbibam

- Vadosai instittcijai un vietéjam institticijam japieméro vienota kvalitates vadibas
sistéma

- vadosSajai institlcijai javar ietekmét un kontrolét vietéjas institlcijas

- Vietégjas institlicijas nedrikst piedavat akreditétos pakalpojumus ar savu logo un
nosaukumu

- Akreditéta ANI, t.i. vadosa institlicija nes pilnu atbildibu par vietgjo institliciju
veiktajam aktivitatém

- Ja vietéjas institlcijas veic “key activities”, tad institlcijas adrese ir jauzrada
akreditacijas aplieciba

- Vietéja institlcija var piedavat akreditétos pakalpojumus tikai akreditétas ANI varda
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EA 2/17 EA Guidance on the horizontal requirements for the
accreditation of conformity assessment bodies for notification purposes

?——_

- Mérkis

|zcelt notificéto institlciju prasibas 768/2008/EC Iemuma

NodroSinat, ka notificéto institlciju prasibas tiek izvertétas pie vertésanas
NodroSinat harmonizétu pieeju notificéto institlciju vertésana

Attélot elementu saistibu ANI standartos un 768/2008

- Visas notificéto institliciju prasibas ir noteiktas 768/2008 lemuma
- EA 2/17 nevar lietot ka atsevisku dokumentu,
- Var bat atskirtbas 768/2008 lemumu iestradajot konkrétaja direktiva

- Parejas periods beidzas 2011.gada beigas vai lidz attiecigai direktivai
beidzas parejas periods
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19 darba grupas 27 jaunas pieejas direktivam, katrai darba grupai noziméts kurators

Direktivu tikls (Directive network)

LATAK kontaktpersona — Janis Rozenbahs

Network Directive AB nominated E-mail
convenors
1 87/404/EEC Simple Pressure Vessels
1 16 97/23/EC Pressure equipment Johann Huber johann.huber@stmas.bayern.de
20 99/36/EC Transportable pressure equipment
7 7 90/396/EEC Appliances burning gaseous fuels [Nets 1, 7 and 8 put together]
8 8 92/42/EEC Hot-water boilers
2 2 88/378/EEC Safety of toys Paulo Tavares plavares@ipac.pt
3] 3 89/106/EEC CPD Kallergis Georgios kallergis@esyd.ar
4 4 89/686/EEC Personal protective equipment (PPE) Vivi Syljeset Sglvergd  vss@akkreditert.no
5 90/384/EEC Non-automatic weighing instruments o . - )
kari.bjorkqvist .
° 24 2004/22/EC Measuring instruments Directive Kari Bjorkquist arl.borkavisti@swedac.se
6 90/385/EEC Active implantable medical devices
6 10 93/42/EEC Medical devices Franco Gattafoni f.qattafoni@accredia.it
18 98/79/EC In vitro diagnostic medical devices
9 9 93/15/EEC Explosives for civil uses
10 11 94/9/EC Equipment & protective systems/explosive atmospheres Bruno Buts Bruno.Buts@economie.fgov.be
11 12 94/25/EC Recreational craft
12 13 95/16/EC Lifts Vladimir Mucko viadimir.mucko@akreditacija.hr
14 96/48/EC Interoperability of Trans-European high-speed rail system
= 23 2001/16/EC Interoperability of trans-European conventional rail system Franck Sudan franck.sudan@ecofrac.fr
14 15 96/98/EC Marine equipment
Ralf Egner ralf.egner@dakks.de
15 17 98/37/EC Machinery
Johann Huber johann.huber@stmas.bayern.de
(co-convener)
19 99/5/EC Radio&Telecom terminal equipment
| fold@ukas.
16 | 25 2004/108/ Electromagnetic compatibility (EMC Alex Penfold alex penfold@ukas.com
Chris Bestwick chris.bestwick@ukas.com
17 21 2000/9/EC Cableway installations Mauro Jermini mauro.jermini@sas.ch
18 22 2000/14/EC Noise emission Karol Richter richter@snas.gov.sk
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Vai ir kadas papildus prasibas 768/2008 lemuma
Piemeri

?——_

Neatkariba
Konkréetak definétas prasibas, procediras intereSu konfliktu noveérsanai,
neietekmé&jamiba

Apdrosinasana (visparéja un profesionala civiltiesiskas atbildibas
apdroSinasana visa EEZ un citas darbibas valstis)

Pienakums informét nacionalas institlcijas

Sadarbiba
PiedaliSanas NoBo koordinacijas darba grupas aktivitatés, daliba Eiropas
standartizacijas darba, sadarbiba ar citam NoBo

Personala kompetence
Apaksligumi

Informacijas sniegSana nacionalajam instittcijam
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Direktivu tikls
(Directive Network)

?——_

- ldentificet direktivas specifiskos dokumentus, kurus jalieto vertétajiem un
ekspertiem un kur tos atrast;

- ldentificet kuri EA2/17 dokumenta punkti neattiecas uz konkreto direktivu
vai ir pretruna,;

- Izstradat dokumentu par tehniskajiem aspektiem, kuri javérté NB konkrétai
direktivai

- Definét svarigakos punktus NB vérteSanas procesam

- Apkopoto informaciju izplatit visam akreditacijas institicijam un sniegt
noradijumus par to izmantosanu

- Identificet un apkopot jautajumus, kuri raduSies vértéSanas procesos

- Nosdtit atbilstosos jautajumus attiecigajai EA tehniskai komitejai

- |zstradat akreditacijas sféras noformésanas piemérus attiecigajam
direktivam

- Veidot diskusiju forumu

- Sniegt atbildes uz jautajumiem
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Atbilstibas novértésanas moduli un atbilstibas

SOGS N 612

novértésanas standarti

Module

EN Standard(s) applicable

Al, A2

EN ISO/IEC 17025 (+ability to decide on conformity),

or

EN ISO/IEC 17020 (EN ISO/IEC 17025 to be taken into account for testing
required),

or

EN 45011 (EN ISO/IEC 17025 to be taken into account for testing required)

EN ISO/IEC 17020 (EN ISO/IEC 17025 to be taken into account for testing
required),

or

EN 45011 (EN 17025 to be taken into account for testing required)

Cl,C2

EN ISO/IEC 17025 (+ability to decide on conformity),

or

EN ISO/IEC 17020 (EN ISO/IEC 17025 to be taken into account for testing
required),

or

EN 45011 (EN ISO/IEC 17025 to be taken into account for testing required)

EN ISO/IEC 17021 (+product related knowledge)

EN ISO/IEC 17021 (+product related knowledge)

EN ISO/IEC 17025 (+ability to decide on conformity),

or

EN ISO/IEC 17020 (EN 17025 to be taken into account for testing required),
or

EN ISO/IEC 45011 (EN 17025 to be taken into account for testing required)

G

EN ISO/IEC 17020 (EN 17025 to be taken into account for testing required),
or
EN 45011 (EN 17025 to be taken into account for testing required)

EN ISO/IEC 17021 (+product related knowledge)

EN ISO/IEC 17021 (+product related knowledge) + EN ISO/IEC 17020 (EN
I[SO/IEC 17025 to be taken into account for testing required),

or

EN ISO/IEC 17021 (+product related knowledge) + EN ISO/IEC 45011 (EN
ISO/TEC 17025 to be taken into account for testing required)

13



Atbilstibas novertesanas moduli

One (1) plus (+) Model

Module Description EN45011 ISO/IEC  ISOTIEC 150 EC
17020 17021 17025
. . A Internal production control M/A MNIA MiA
EA H H C |Zve|dota darba A Internal production control plus 1+ t 1+t 1+ cd
supervised product testing
H Al A2 Intermnal production control plus | 4t 1+t 1+ cd
g ru pa par Standartu IZV6|I supervizsed product checks at
ey — . g = ms random intervals
notificéto institlciju B EC type examination 1+t 1+t
= wn C Conformity to type based on /A NI NiA N
akred |taC|Ja| internal production control
c1 Conformity to type based on 1+t 1+ 1 1+cd
internal production control plus
supervized product testing
C2 Conformity to type based on 1+t 1+t 1+ cd
internal production control plus
superviged product checks at
random
intervals
- D Conformity to type based on 1+ga 1+aqa 1+
Vel quality assurance of the . d Pl
production process
D1 Quality assurance of the 1 +ga 1 +ga 1+pj

production process

C E N/ C LC TC 1 ; Efnr:ﬂ :ﬁ;ﬁf ap:szf:jg;" 1 +ga 1 +ga 1+p)

_ . . . E1 Quality assurance of final 1+ ga 1+ qa 1+p)
product inspection and testing
SaIIdZInaJumS Starp Jauno F Conformity with type based on 1+t 1+t 1+ cd
1 )- 4 1 product verification
Ilkumdosanas paketl, F1 Conformity based on product 1+t 1+t 1+ cd
. verification
moduliem un ANI G Conformity based on unit T+t 1+t
> . verification
Standar‘t|em H Conformity based on full quality 1 +qa 1 +ga 1+ Pj
assurance
H1 Conformity based on full gquality 1+|:|;3 +t 1+qa +t 1+ p_j +
assurance plus design t

examination
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Atbilstibas novertesanas sektorshemas

?——_

EA 2/11 EA Policy, Criteria and procedure for the Evaluation and Recognition
of Sectorial Conformity Assessment Scheme for Inclusion in the EA MLA

EA apstiprinatas/izskatiSana sekojoSas sektorshémas:

ECN Independent Operators (EUREPGAP)
European Cancer Net ACEA/ACAR GLOBALGAP
CERTALARM ERA BRC

FOS SYNERGY FS MS FSSC 22000

EASC GFSI FAMI-QS

EOQ IFS UNIFE

ECRIN EOCC ENHSPO European
European Clinical European Organic Network of Safety and

Research Infrastructure Certification Council Health Professional

Network

EFISC, European Feed
Ingredients Safety Code

Organizations
Organic Exchange
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EA tehnisko komiteju aktualitates

Visu ILAC/IAF obligato dokumentu piemérosana EA biedriem

Starplaboratoriju salidzinoSo kalibréSanu/testéSanu programmas — salidzinamiba un
pieejamiba, 5gadu slidosais plans sakot no 2014.gada

References materialu razotaju un prasmes parbauzu organizatoru akreditacija
|lzsekojamibas jautajumi — NMI, akreditétas kalibréSanas laboratorijas
Elastiga akreditacija testéSana — vides un partikas testésana

Paraugu némeéju akreditacija

EA noradijumi par 17021 piemérosanu OHSAS 18001 (nepiecieSamiba)
Elastiga joma produktu sertifikacija

Sektorshémas

Jaunie standarti 17020, 17024, 17065

Vienotas akreditacijas apliecibas, akreditacijas ekvivalences pazinojumi
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$ Akreditacijas konference 2011

r—

Paldies par uzmanibu!
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