ATTAITHXZEIZ MIZTOMOIHZHE I'TA EAETX0 BIOMHXANIKOY ITPOIONTOZX-

IMAPAI'QI'HXE XTO EPI'OXTAZXIO (EIIE)

CERTIFICATION REQUIREMENTS OF INDUSTRIAL PRODUCTS-FACTORY

PRODUCTION CONTROL (FPC)

IIinpogopicg yia Tnvy EmOBsdpnon/Audit Information

I'evikég Anartioeis:

1.

2.

O mehdng Ba artnBei g miotomoinong tov EINE f/kat Bropunyovikod tpoidvtog e v ypfion eOpLog
aitnong and to www.gmscert.com 1} pe GAAN P€Bodo VITOPOANG TANPOPOPIOY

O meldng mpénetl va kaBopioet OAEX t1g kpioeg diepyaocieg Kot tovg dgikteg emidoong yuw v
AcQAAE NG YPNONG TOV TPOIOVI®OV Tov KoTookevdlev/dubétel (6mov eivan Svvatd) oto
texunplopévo EINE v/kan Texvikd(00g) @dkero(0vg) Kot COUPOVA LLE TNV ATOVUEVT TIGTOTOINGT KOt
TG €PAPUOGIIES EVOPLOVICHEVES TEXVIKES Tpodiaypapéc. O kabopiopdg Ba yiver cOupmva pe Tig
AMOLTAOES TNG VOUOoOEsinG, TOV KOTOVOAMTY, TOV EVOLLMPEPOLUEVOV HLEPDOV KOl TOV ECMTEPIKAOV
QTTOLTHCEMV TOV TEAATT).

. Onov amatteiton and TG EPOPUOCIIES EVOPLOVIGUEVEG TEXVIKEG TPOSIAYPUPES TPETMEL VAL VITAPYOVLV

TEKUNPLOEVEG OLOOIKAGIES.

. Noa éyer devepynfel Aok Tomov ocdpewve pe T peBddovg doKIUOY TOL VIOSEIKVOOVTOL OTIC

GYETIKEG EVOPLLOVIGUEVES TEYVIKESG TPOSLOY PAPES.

. No éxet ektehecBel Evag TAMPNG KOKAOG ECOTEPIKMY emfempnoe@V Yo, OAES TIg amartioelg Tov EITE

(6tav epappdlerar)

Noa vrdpyst apyeio to omoio va amodekvdeL TV eQuployn TV KOptwv amaithoswv tov EIE (6tav
epapuoletar)

H de&oywyn kou n texpunpioon piog kot” ehdyioto Avackdmnong amd v Aloiknon oty omoio va
neptAapPavetal pio ektipnon g ovveyoVs KATAAANAOTNTOC, EXAPKELNS, OTOTEAECUOTIKOTNTOG KoL
onpeiov Pektimong tov EIIE (dtav epoppoletar).

Noa vrépyovv avtikelevikég amodeibelg 6t mapaxorovdeitoan ko petpdror to EINE 1/kat to mpoiov
GYETIKA LLE TOVG OTOYOVG Y1 TNV ACPAAELN KOl CULUOPP®OGCT) TOV TOPOYOUEVOD TPOTOVTOC.

General Requirements:

1.

2.

Customer will apply for the certification of the FPC and/or industrial product with the use of an

application form from www.qmscert.com or using other means of information submission.

The organizations shall determine ALL critical processes and performance indicators for the product

it produces or trades (where applicable) with regard to safety and use, in the documented FPC and/or

Technical Files, in agreement with the scope of certification and according to the applicable

harmonized standards and/or regulations. The determination shall be based on regulatory, consumer,

interested party and internal requirements of the organization.

Where required by the regulations, harmonized standards and technical specifications, there will be
documented procedures.

Have conducted type tests in accordance with the test methods specified in the relevant harmonized
technical specifications.

The completion and record of at least one full internal audit cycle for all applicable requirements of
the FPC (when applicable).

Records that prove the application and implementation of the FPC shall exist (when applicable).

The completion and documentation of at least one management review which includes an assessment
of the systems continuing suitability, adequacy and effectiveness and opportunities for improvement of
the FPC (when applicable).

Objective evidence that the FPC and/or the industrial product is monitored and measured in relation
to objectives for safety and compliance.
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IIpocdookieg EmOsmpnong / Audit Expectations

H emBe@pnon tov EIIE 1/kar 100 fropnyavikod mpoidvrog dieéayeton o 6vo Pdoeig

EmOsopnon ®aon I

O avikeevikdg otoxog g Pdong I eivor 1 cLAAOY TOV OTOPUITNTOV TANPOPOPLDY Y10 VO, UTOPEL Vo
npoypappaticdel n ®aon II. H avtiinym kot 1 katavonon tov EIE f/kar ¢ katdptiong tov Teyvikod(dv)
Dakélov(v) TOV TPOIOVIOV Kol OA®V T®V GTOSIOV TOpAY®OYNE, TNG TOAITIKNG TOV OVTIKEWWEVIKAOV GTOYMV
010V gQapprolovTal Kat E01KE TO ENiNEDO ETOYWOTNTAG Yo TV EMOEDPNOT.

H ®don I 00 dreldyeTon g TPOKATAPKTIKI EMOEDP 6] KOL EMOEDPN 6N TEKUNPiOOG.

Ta omoteléopoto g embedpnong katd v Pdon I Oa kowomombodv otov  mEAdTH,
ocouneptapfavopévav kot pepodv tov EINE f/kor g katackevng tov mpoidvtog ta omoio yprilouvv
TPOGOYNG KoL TOL pmopet va dnAwBodv wg Mn Zvppopedcels oty @don 1. H emkowvaovia pe tov meddt
Ba meptlapPavet kKot eldyoto
e A&iohdynon g cvppopemong tov EITE /ot tov Bropnyavikod Tpoidvtog | TIG AmalTtioEL TV
EPAPUOGIUOV EVOUPLOVIGUEVOV TEYVIKDV TPOILOLYPOPDV
e A&ohdynon g ovupdpEMOoNG NG OOKWNG TOMOV HE TIG TPOPAEYELS TOV EQUPLOCLOV
EVOPLOVIGUEVMV TEXVIKAOV TPOSLAYPAPDV.
e A&ioldynon tov cuvOnkdv Ttov TEPPAALOVTOG EPYOCIOG TOV TEAATN KOl THG OOQUAENG TMV
TOPOYOUEVDV TPOTOVTOV
o A&iohdynon TeV KpIoY®V dlEPYacstdV Kot aVTIKELEVIKOV oToy®mV Tov EITE 6tav epapudleto
o A&iohdynon g nebodoroyiag TV EMAEYUEVOV OTASIOV TOPOYOYNG N/KOL TEXVIKOV QOKEADY KoL
TPOJLOYPOPDV TOV TOPOYOLEVOL TPOIOVTOG
e Avapopég oe VOROBETIKEG amonT)oelS KaODG Kot 6€ GUVIESEUEVOLG KIVOUVOUS Yo TNV ACPAAELL
TOV TPOTOVIMV Kol AmalthoElg TG BE0MG Tov TEAATN OTNV AALGIdAG TAPAYM®YNG
o A&iohdynomn g dobECIUOTNTOG TV TOPMV
o  ATOTEAEGUOTO 1] TPOYPULLUOATIGHOG TOV ECMTEPIKOV EMBEMPNCEDV KO TNG ovackOnNnong and
droiknon 6tav epappoleton

H éxBeon emBemdpnong g @daong II Ba mepiéyst suprjuata ta onoio Bo KATASEIKVOIOVY GUUUOPE®ON KATE TNV
Ddon I g embedpnong.

O emke@oAng emBepntg pHe Tov meAdtn Oa anoeocifovv Toog &ival 0 OTOITOVUEVOG YPOVOG TOL TPEMEL VOl
pecorafnoet yio ) deEaymyn g emlbedpnons e Paong II Aapfdavovtag vwoyn tov ¥podvo o omoiog amarteiton
Yy v enihvon Bgpdtov mov Eyovv mpokvyel Kotd v Pdon I. O mpoypappotiopnds g Pdong I pmopei va
tpomomomBel aviroya pe ta gvpripata s Odaong I. H @don II g embempnong eivar duvatov va dieloybel petd to
népag e @aong I epdcoov 10 emrpénovy ta evppata g emBedpnong kotd v Pdon I ko epdoov cuvavécovv
eMBe@PNTNG Kot TELATNG.

The FPC and/or Industrial Product Audit is conducted in two Stages.

Stage I Audit

The objective of Stage I is the collection of information necessary to be able to plan Stage II. Understanding
the FPC and/or the Technical File(s) of the products and all stages of production, the policy objectives
where applicable and especially the level of readiness for inspection.

Stage I will be conducted as a preliminary inspection and a documentation audit.

The results of the audit of Stage I will be communicated to the client, including parts of the FPC and/or
manufacture of the product that require attention and which can be declared as non-conformances in Stage
II. Communication with the customer will include at a minimum

Evaluation of compliance of FPC and/or industrial product with the requirements of the applicable
harmonized technical standards and specifications

Assessment of compliance of type testing according to applicable harmonized technical standards and
specifications.

Evaluation of the conditions of the working environment of the customer and the safety of the products
manufactured

Evaluation of critical processes and objectives of FPC when applicable

Evaluation of the methodology of selected stages of production and/or technical files and specifications of
the manufactured product

References to legislative requirements as well as associated risks to product safety and requirements of the
customer’s position in the production chain

Assessment of the availability of resources

Results or planning of internal audits and management review when applicable

Number: F-2106 Issue Date: July 31%, 2013
Revision No: 0 Revision Date: Page 2 of 4

© Q-CERT. Unauthorized use and distribution prohibited.




The inspection report of Phase II will also contain findings which will demonstrate compliance during Stage
I audit.

The Lead Auditor along with the customer will decide what is the required time to elapse for the inspection
of Stage II, taking into account the time required to resolve issues that have arisen during Stage 1. Stage II
planning can be modified depending on the findings of Stage I. Stage II of the inspection may be conducted
after the completion of Stage I provided that the findings in Stage I allow it and after agreement by the
auditor and the customer.

EmOsopnon ®@aon 11

H emBedpnon g Pdong II de&dyetan emTdOTOL TG EYKATAGTACELS TOV TEAGTN Le okomd TV a&loAdynon g
gpappoyng kot amotedeopatikodmrog tov EIE f/kat g KOTooKELNG TOL TPOIdVTOG TOV TEAATN COUP®VO LE TIG
QTOLTIOEL TOV EQUPLOCILMV EVUPLOVICUEVOV TEYVIKMV TPOJAYPAO®V, OTMG AVTEG EVOEXOLEVOG eEE1dIKEDOVTAL LLE
v KaBodnynon mov ekdideton amd v Opdda tov Kowvorompévav Opyavicpov.

KdéBe pépog tov EIIE 10 omoio éyxetl embempnfel mAnpog katd v enBsdpnon g ©dong I propei va eEapebel and
mv emBedpnon g @dong 1. H ékBeon g embempnong e Pdong 11, o mepihapfavel 6da ta supripata to omoia
vrootnpilovy CLUUOPP®OT TNG UTOLTHOELG KOTA TV dtdpketa g Ddong L.

H opdda embedpnong Ba cviréger avrikeipevikés amodeitels 61t to EIIE Guppope®@VETOL LE TIG OMOLTNOES TOV
EQUPUOCILOV EVOPLLOVICUEVOV TEYVIKOV TPOSLOYPUP®V KoL TIG OTULTHGELS TLIGTOTONGNG.

H opdda embedpnong 6o cvAléger amodeifelg TV SoKIM®V TOUMOV, OOTE vo eAEYEEL TO OMOTEAEGLATO TTOL
AapBavovtar amd tov EITE 1/kat Tov mtpoidvtoc, yio opotdtnta Kot a&lomiotio.

H opéda embempnong Ba embewpnost wavd aplBpd mapaderypdtov ond Tig dpacTnploTnTe TOL MEAATY TOL
oyetiCovtar pe to EIIE 7M/kou to mpoidv vy va AdPet opbf amdpoacn o€ oyxéon Le TNV €QUPUOYN Kot
amoteAespatikotnta tov EITE.

H opéda embedpnong 6o oamegvbuvlel oe wavo apBud and 10 TPocoMKO Tov TEAATN, GUUTEPIAAUPAVOULEVOL
TPOCHOTIKOV AEITOVPYING KOl OTEAEXDV, DOTE VO £EACPAAMGEL OTL TO GVLOTNHLA EQOPLOLETAL Kot givort KaTavonTo.

Oa embempnBovv ot S106VVIECELS LETAED AMATICEDY TOV EPAPLOCLULOV EVUPLOVIGUEVOV TEYVIKMV TPOJLALYPOPOV
HE TOVG OTOXOLG Yo TNV €MIdO0N TOL TPOIOVTOC, LE VOUODETIKEG OMOLTAOELS, KOOMG Kol He TG eml PEPOLG
VeLBuVOTNTES Kot HEIOTNTESG TOL TPOSHOTIKOV, AlToVpYieg Kot dtadikacieg KaBmS kot Sedopéva and TIC ECOTEPIKES
emBs@pnoets, 6mov epapuroletal, yio kabe Kpioyn diepyacia.

H opéda embBemdpnong Ba avolvoest 1ig mAnpoeopieg and v emibemdpnon, yw va kobopicel to €Opog TNg
KOVOTOINGNG MG TPOG TIG OMALTHCELG TNG MOTOTOINoNG Kot Bo amopacicet yio Tnv mpdtoot v omoia Ba Katabéoet
otov YrevBvvo Andeaong ITictonoinong. H opdda embedpnong dvvator va mpoteivel evkapieg PeAtimons otov
TEAAT YOPIg VO TPOYW®PA OE CUYKEKPLUEVEG TPOTACELS.

Stage II Audit

Stage II audit will take place at the site(s) of the client organization with the purpose to evaluate the implementation
and effectiveness of the client’s FPC or product according to requirements of harmonized standards and technical
specifications, as these are published in guidance documents issued by the Team of Notified Bodies.

Any part of the FPC that has been fully audited during the Stage I audit may not need to be re-audited during Stage
II. The Stage II audit report still; will include findings that support conformance to requirements from audit findings
during Stage I.

The inspection team will collect evidence of type tests to verify the results obtained by FPC and/or product
manufacture for similarity and reliability.

The audit team shall gather audit evidence that the FPC conforms to the standard and other certification requirements
of harmonized standards and technical specifications.

The audit team shall audit a sufficient number of examples of the activities of the client organization in relation to
the FPC and activities to get a sound appraisal of the implementation and effectiveness of the FPC and product
manufacture.

The audit team shall address a sufficient number of the staff, including operational personnel and management of the
audited facility to provide assurance that the system is implemented and understood within the organization.

Links between the normative requirements of harmonized standards and technical specifications, performance
objectives and targets, associated legal requirements, responsibilities and personnel competence, operations and
procedures, performance data and internal audit results, as applicable, per critical process shall be audited.

The audit team shall analyze all information and audit evidence gathered during the Stage I and Stage II audits to
determine the extent of fulfillment with all certification requirements and decide on the recommendation to be
submitted to the certification manager. The audit team may propose opportunities for improvement but shall not
recommend specific solutions.
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Evpipoto
Ta guprpoTo. KT yoplomolovvIol o€ TE6GEPQ EMimeda:

1. Zvppopeoon

2. Mn Zoppopemon Agvtepevovso/Minor (U Kavoroinon oG omaitnong Tov GYETIKOD EVOPUOVIGUEVOL
TPOTLTOV N TNG OYETIKNG vopobesiog 1 Tov Koavoviopov/dadwkacidv g QMSCERT ympic avriktvmo
oV ac@dAel Kkor TtV emidoon Tov TPOIdVTOC kot TNV omotelecpoTikotnto Tov EIE/mapaywyng
TPO1OVTOG)

3. Mn Zvppdépewon Kopww/Major (un wavomoinon piog Bocikig omaitnong Tov GYETIKOD EVAPLOVICUEVOL
TPOTOHTTOL N TNG GYETIKNG vopobesiog 1 Tov Kavoviopotd/dwadikacidv e QMSCERT pe avriktvmo oty
AGQAAELD KoL TNV €NIO0CT TOV TPOIOVTOG Kol TV amoteAespatikotnta tov EITE)

4. Evukopia/TIpdtacn Bertioong

Findings
Findings can be categorized into four levels:

1. Conforming

2. Minor Non Conforming (requirement not met against the harmonized standard, or legislation or regulation
or procedure of QMSCERT with no impact on performance and safety of the product as well as the
effectiveness of the FPC/ product manufacture).

3. Major Non Conforming (requirement not met against the harmonized standard, or legislation or regulation
or procedure of QMSCERT with impact on performance and safety of the product as well as the
effectiveness of the FPC/ product manufacture)

4. Opportunity/Proposal For Improvement

"Ex0gon Em0Osopnong

Me 10 1éh0g NG emBedpnoNg 0 emkeQuing embempntig Ba eTopdoet pio ékBeon embBedpnong n omoio Ha givon
eumotevtiky] otnv QMSCERT, otov meldrrn kot oto EXYA.

Audit Report

After audit completion the Lead Auditor will compile an Audit Report. The report is confidential to QMSCERT to
the organization and to ESYD.

Enontikég EmBsopijosig

Ot emontikég emBewpnoels de&dyovior coppova pe T anatioelg g Pdong I & Ddong I 1/kor Tov oyeTIKoD
EVOPLOVICUEVOL TPOTVTOV M TNG OYETIKNG vopobeciog oe pio emBemdpnon Kot TEKUNPIOVOVTOL GE TPOYPOLLLLN
eMBedpnong T0 0010 KOWOTOLEITAL GTOV TEAATN TPV ATd TNV EMBEDPNON.

H opdda embedpnong Oa eEetdlet ) cvyvoTNTO KOL TO ATOTEAEGUATE TOV SOKILMV TOL EKTEAOVVTIOL GTO TANIGLO
tov EITE /Kot Tov oyeTikod EVapUOVIGUEVODL TPOTOTTOL 1| TNG CXETIKNG VopoBesiog, Tpokeévou va enaindedet v
OTOTEAEGLLATIKT] TOVG EKTEAEDT).

Surveillance Audits

Surveillance audits shall be conducted according to the requirements of Stage I and Stage II and harmonized
standard or regulation in a single Stage. The organization shall be notified with an audit schedule prior to the audit
The audit team will examine the frequency and results of tests conducted under the FPC and/or the relevant
harmonized standard or the relevant legislation in order to verify their effective implementation.

EmOsopnon Enavomortomoinong

H emBedpnon enavamictomoinong de&dystor ovppova pe T anoutnoes g @dong I & ddong II ko propei va
SeEayBel o pia edon. Xe dvo edoeis Oa dieEaybel embedpnon enavamicTomoinong av VIAPYoVV HeYEANg KAILaKOG
aAlayéc oto EINE 1 otnv mopaywykn dadikacio ot 0moieg va SIKOoAOYOUV 0T TNV avAyKr).

Recertification Audit

Recertification audit shall be conducted according to the requirements of Stage I and Stage 11 and can fulfilled in one
Stage. A recertification audit shall be conducted in two Stages provided there are significant changes in the FPC that
justify it.

E101kég mpovoleg ava evapprovieuévi) TEXVIKI TPOSLaYpaQ1)

INoa kdBe evappoviopévn teyxvikn Tpodiaypaen Bo KovomolovvTal 6Tov TeEAdTY, TP omd TV Evapén g dadikaciog
TMGTOMOINGOTG KOl LETE TNV Arodoy1 TNG TPOSPOPAC, EWOIKES OTALTIOELS OOV EVOEIKVLTAL.

Special Requirements per Harmonized Technical Specification

For any harmonized technical specification client will be notified of special requirements where appropriate before
the initiation of the certification process and upon acceptance of the offer.
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