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turou Evropské unie pro Zeleznice.
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Poznamky CIA k prekladu dokumentu a pouZité terminologii

Pro preklad dokumentu byla pouzita terminologie technickych norem fady CSN EN ISO/IEC 17000, CSN EN ISO
9000, preklady relevantnich pravnich pfedpisu. Nicméné, v tomto dokumentu uvedené originalni terminy a vyrazy
nejsou jednoznacné ekvivalentni vuci poslednimu znéni uvedenych terminologickych norem, po zvazeni zejména
z hlediska srozumitelnosti textu, byl pouzit pfeklad nize uvedenych termina:

competence  kompetence (v souladu se sougasnou terminologii uplatiiovanou v CSN EN 1SO 9000, CSN EN
ISO/IEC 17021-1, CSN EN ISO/IEC 17021-2, CSN EN ISO/IEC 17021-3, CSN EN ISO/IEC
17025, CSN EN ISO/IEC 17011 nikoli ,odborna zpusobilost* jako v CSN EN ISO/IEC 17065

lead auditor ~ vedouci auditor

lead inspector vedouci inspektor
personnel/staff pracovnik/zaméstnanec
voluntary standards nezdvazné normy
mandatory standards zavazné normy
inspection items predméty inspekce
training and experience vzdélani a praxe

monitoring sledovani (v kontextu pravnich predpisi) monitoring (v kontextu poZzadavkd norem Fady
CSN EN ISO/IEC 17000, napf. ,monitoring. kompetence auditor()

lead assessor vedouci posuzovatel

assessor odborny posuzovatel
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Predmluva

Agentura Evropské unie pro Zeleznice vypracovala
tento dokument v ramci pfijimani ustanoveni tykajicich
se auditll pro sledovani oznamenych subjektd posuzo-
vani shody spravni radou podle ¢l. 34 odst. 4 nafizeni
o agenture €. 2016/796.

Spravni rada agentury dne 27. Eervna 2017 pfijala své
rozhodnuti ¢. 156 ,Ustanoveni o sledovani ozname-
nych subjektl posuzovani shody v ramci ¢l. 34 odst. 3
narizeni (EU) ¢. 2016/796, na které tento dokument
odkazuje.

V kontextu tohoto dokumentu:

— ,musi“ vyjadfuje pozadavek,

— ,ma"“ vyjadfuje doporuceni,

- ,smi“ vyjadfuje povoleni,

— ,muze" vyjadfuje moznost nebo schopnost.

Tento dokument byl vypracovan na zakladé vzoru v
souladu s politikou agentury. Tento dokument maze
byt kopirovan na €ernobilych kopirovacich pfistrojich,
aniz by byly ztraceny informace. Agentura navrhla
tento dokument pro oboustranné potistény papir for-
matu A4.
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Foreword

The European Union Agency for Railways has drafted
this document within the framework of the Ma-
nagement Board adoption of the provisions for audits
for monitoring notified conformity assessment bodies
as Agency Regulation 2016/796 Art 34.4.

The 27" of June 2017, the Management Board of the
Agency adopted its Decision No. 156 “Provisions on
auditing notified conformity assessment bodies in the
framework of Article 34 § 3 of Regulation (EU)
2016/796”, to which this document refers.

In the context of this document:

— “shall” indicates a requirement;

— ‘“should” indicates a recommendation;

- “may” indicates a permission;

— “can” indicates a possibility or a capability.

This document has been drafted using a template ac-
cording to the Agency policy. This document can be
photocopied with black/white machines without any
loss of information. The Agency designed this docu-
ment for A4 format paper, two sides.
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CAST 1: UVOD

Clenské staty jmenuji oznamujici organy odpovédné
za zavedeni a provadéni nezbytnych postupt pro po-
suzovani, oznamovani a sledovani subjektll odpovéd-
nych za posuzovani shody Zelezni¢nich produktd. Tyto
subjekty se nazyvaji organy posuzovani shody.
V tomto kontextu:

— Posuzovani je proces prokazujici, Ze organ posu-
zovani shody spliuje poZzadavky uvedené ve
smérnici o interoperabilité (EU) 2016/797.

— Oznameni je ukon oznamujiciho organu, ktery in-
formuje Evropskou komisi a ostatni ¢lenské staty,
Ze organ posuzovani shody spliuje vSechny poza-
davky uvedené ve smérnici o interoperabilité (EU)
2016/797.

— Sledovani je proces prokazujici, ze oznameny
subjekt posuzovani shody stéle splfiuje pozadavky
uvedené ve smérnici o interoperabilité (EU)
2016/797.

Oznamuijici organ clenského statu smi rozhodnout
o tom, Ze posuzovani a sledovani deleguje na:

— vnitrostatni akreditaéni organ (VAQO) v ramci evrop-
ské spoluprace pro akreditaci (EA) — pfi postupu
akreditace, nebo

— pfislusny vnitrostatni organ splfujici pravni poza-
davky uvedené ve smérnici o interoperabilité (EU)
2016/797 — pfi uznavani (tzn. nikoli pfi postupu ak-
reditace).

Oznamujici organ ¢lenského statu zdstava stale odpo-
védny za delegované ukoly.

Dotyény organ posuzovani shody smi vykonavat €in-
nosti oznameného subjektu, pouze pokud Komise Ci
jiné Clenské staty nevznesou v prabéhu zvoleného po-
stupu zadné namitky do:

— dvou tydn(l v pfipadé akreditace, nebo

— dvou mésicu v pfipadé uznani.

POZNAMKA 1: ,Modré pfirucka*“ k provadéni pravidel EU pro
vyrobky 2016 obsahuje ohledné vyse uvedenych témat vy-

Cerpévajici popis. Viz http://ec.europa.eu/DocsRoom/docu-
ments/18027.

O tomto technickém dokumentu
Tento technicky dokument obsahuje:

- CAsT1U0vVOD
obsahujici uvod do tématu posuzovani a akre-
ditace/uznavani pro oznamené subjekty, véetné
odkazl.

PART 1: INTRODUCTION

Member States shall appoint notifying authorities re-
sponsible for setting up and carrying out the necessary
procedures for the assessment, notification and moni-
toring of bodies responsible for the conformity as-
sessment of railway products. These bodies are called
conformity assessment bodies (CABs). In this context:

— Assessment is the process demonstrating that the
CAB fulfills the requirements identified in the Inte-
roperability Directive (EU) 2016/797.

— Notification is the act of the notifying authority in-
forming the European Commission and the other
Member States that a CAB meets all requirements
identified by the interoperability Directive (EU)
2016/797.

— Monitoring is the process demonstrating that the
notified conformity assessment body continues ful-
filling the requirements identified in the Interopera-
bility Directive (EU) 2016/797.

Member State’s notifying authority may decide to dele-
gate the assessment and monitoring to:

— anational accreditation body (NAB), within the Eu-
ropean Co-operation for accreditation (EA) — ac-
creditation path, or

— arelevant national authority complying with the le-
gal requirements identified in the Interoperability
Directive (EU) 2016/797 — recognition (i.e. non ac-
creditation) path.

The Member State’s notifying authority remains always
responsible for the delegated tasks.

The CAB concerned may perform the activities of a no-
tified body only where no objections are raised by the
Commission or by the other Member States pending
on the path followed, within:

— two weeks if accreditation , or

— two months if recognition.

NOTE 1: The 'Blue Guide' on the implementation of EU pro-
duct rules 2016 provides an exhaustive description about the
above ftopics. See hitp://ec.europa.eu/DocsRoom/docu-
ments/18027.

About this technical document
This technical document is composed by:

— PART 1 INTRODUCTION
which introduces the topic of assessments and
accreditation/recognition for NoBos, including re-
ferences.



- CAST 2.ARAMEC
stanovujici celkovy ramec pro uplatiiovani poza-
davkl popsanych v CASTI 2.B.

— CAST 2.B POZADAVKY
obsahujici pozadavky, které se pouziji, kdyz po-
suzujici subjekty Zadaji o oznameni v souladu
s dokumenty IOD.

POZNAMKA 1: v tomto dokumentu se pojmy orgén posuzo-
vani shody a ,certifikaéni organy” (s odkazem na ISO/IEC
17065) povazuji za synonyma.

1. Zkratky a akronymy
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— PART 2.A FRAMEWORK
which provides an overarching framework for the
application of the requirements described in
PART 2.B.

— PART 2.B REQUIREMENTS
which provides requirements to apply when as-
sessing bodies seeking notification under the
IODs.

NOTE 1: In this document the terms conformity assessment
bodies (CAB) and “certification body” (in reference to the
ISO/IEC 17065) are considered synonyms.

1. Abbreviations and acronyms

Tabulka 1: Tabulka zkratek a akronymGNPY

ok vienam
EA Evropska spoluprace pro akreditaci, jak je definovana v ¢lanku 14 odkaz [14]
ECNP2) Evropska komise
MS Clensky stat Evropské unie
AT Skupina posuzovateld
ERA, Agentura Agentura Evropské unie pro Zeleznice, viz odkaz [20] v Tabulce 3
NAB Vnitrostatni akredita¢ni organ, viz ¢l. 4 odkaz [15] v Tabulce 3
NSA Vnitrostatni bezpecnostni orgén, viz odkaz [19] v Tabulce 3
CAB Organ posuzovani shody

Rozhodnuti €. 713/2010,
rozhodnuti o Zelezni¢nich
modulech

Dokument viz odkaz [16] v Tabulce 3

Rozhodnuti o generickych
modulech

Dokumenty viz odkaz [14] v Tabulce 3

TSI

Technicka specifikace pro interoperabilitu

CSM-RA, nafizeni o CSM-
RANPB)

Dokument viz odkaz [17] v Tabulce 3

10D 2008 Dokument viz odkaz [11] v Tabulce 3
IOD 2016 Dokument viz odkaz [18] v Tabulce 3
QMS Systém managementu kvality

ISO/IEC 17065

Dokument viz odkaz [1] v Tabulce 2

ISO/IEC 17021

Dokument viz odkaz [2] v Tabulce 2

ISO/IEC 17020

Dokument viz odkaz [3] v Tabulce 2

NP1) NARODNI POZNAMKA do tabulky byly vioZeny zkratky SP, VP, OP a TE jejichZ anglicky ekvivalent neni v orginale

uveden.

NP2) NARODNI POZNAMKA  ve vyznamu certifikace nebo posouzeni shodyuvadéna podle kontextu rovnéz zkratka ES.

NP3) NARODNIi POZNAMKA CSM-RA (Common Safety Methods — Risk Assessment), viz Provadéci nafizeni Komise (EU)
€. 402/2013 ze dne 30. dub-na 2013 o spolecné bezpecnostni metodé pro hodnoceni a posuzovani rizik a o zruseni nafizeni

(ES) &. 352/2009.
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Zkratky, .
akronymy Vyznam
ISO/IEC 17025 Dokument viz odkaz [4] v Tabulce 2
ISO/IEC 17011 Dokument viz odkaz [5] v Tabulce 2
ISO 9001 Dokument viz odkaz [8] v Tabulce 2
ISO 19011 Dokument viz odkaz [10] v Tabulce 2
ILAC Mezinarodni spoluprace v oblasti akreditace laboratofiNP4 - mezinarodni
organizace pro subjekty, kterym je provadéno oznamovani, v souladu s
ISO/IEC 17011 a které jsou zapojeny do oznamovani subjektl posuzujicich
shodu
IAF Mezinarodni akreditacni forumNP®), Mezinarodni organizace pro subjekty,
kterym je provadéno oznamovani, v souladu s ISO/IEC 17011 a které jsou
zapojeny do oznamovani subjektl posuzujicich shodu
RSD Smeérnice o bezpecnosti Zeleznic, dokument viz odkaz [19], v Tabulce 3
SP Skupina posuzovateld
VP Vedouci posuzovatel SP
OP Odborny posuzovatel SP
TE Technicky expert SP

Table 1: Table of abbreviations and acronyms

Abbreviation,

acronyms Meaning
EA European Co-operation for accreditation as defined by art. 14 of [14]
EC European Commission
MS European Union Member State
AT Assessment team
ERA, Agency European Union Agency for Railways as defined by [20] in Table 3
NAB National Accreditation Body as defined by art. 4 of [15] in Table 3
NSA National safety authority as defined by [19] in Table 3
CAB Conformity Assessment Body

Decision 713/2010, decision Document [16] described in Table 3
on railway modules,

Decision on generic modules Documents [14] described in Table 3

TSI Technical Specification for Interoperability
Regulation on CSM-RA, Document [17] described in Table 3
CSM-RA

10D 2008 Document [11] described in Table 3

IOD 2016 Document [18] described in Table 3

QMS Quality Management System

ISO/IEC 17065 Document [1] described in Table 2

NP4 NARODNI POZNAMKA v originalnim zné&ni dokumentu je uveden nespravny vyznam ILAC (International Laboratory
Notification Cooperation), jedna se o Mezinarodni spoluprce v oblasti akreditace laboratofi (International Laboratory Accre-
ditation Cooperation).

NP5) NARODNI POZNAMKA v originalnim zn&ni dokumentu je uveden nespravny vyznam IAF (International Notification Fo-
rum), jedna se o Mezinarodni akredita¢ni forum (International Accreditation Forum).
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Abbreviation, .
Meaning
acronyms
ISO/IEC 17021 Document [2] described in Table 2
ISO/IEC 17020 Document [3] described in Table 2
ISO/IEC 17025 Document [4] described in Table 2
ISO/IEC 17011 Document [5] described in Table 2
ISO 9001 Document [8] described in Table 2
ISO 19011 Document [10] described in Table 2
ILAC International Laboratory Notification Cooperation - The international
organisation for notification bodies operating in accordance with ISO/IEC
17011 and involved in the notification of conformity assessment bodies
IAF International Notification Forum. The IAF is the world association of conformity
assessment notification bodies and other bodies interested in conformity
assessment in the fields of management systems, products, services,
personnel and other similar programmes of conformity assessment
RSD Railway safety Directive, Document [19] described in Table 3
2. Referenéni dokumenty 2. Reference documents

Znalost téchto normativnich dokumentd je zakladnim
predpokladem pro spravné pochopeni tohoto doku-

The knowledge of these standards is a fundamental
prerequisite for a correct understanding of this docu-

mentu. ment.
Tabulka 2: Tabulka referenénich dokumentt
Odkaz Nazev Verze

[1] EN ISO/IEC 17065 - Posuzovani shody — PoZadavky na organy certifikujici produkty, 2012
procesy a sluzby

[2] EN ISO/IEC 17021-1 - Posuzovani shody — Pozadavky na organy poskytujici sluzby 2015
audit a certifikace systémd managementu

[3] EN ISO/IEC 17020 - Posuzovani shody — Pozadavky pro ¢innost riznych typ(i organa | 2012
provadéjicich inspekci

[4] EN ISO/IEC 17025 - V3eobecné poZzadavky na zpuUsobilost zkudebnich a kalibraénich | 2005NP8)
laboratofi

[5] EN ISO/IEC 17011 - Posuzovani shody — V8eobecné pozadavky na akreditacni 2004NP7)
organy akreditujici organy posuzujici shodu

[6] IAF MD 5 - Doba trvani auditl systémi managementu kvality a systému 2015
environmentalniho managementu — 3. vydani, vydano dne 9. ¢ervna 2015; datum
aplikace 9. ¢ervna 2016

[6a] EA-2/17 INF — Pokyny EA pro akreditaci pro ucely ozndmeni 2014

[7] ISO 9000 — Systémy managementu kvality — Zakladni principy a slovnik 2015

[8] ISO 9001 — Systémy managementu kvality — Pozadavky 2008

[9] ISO 9001 — Systémy managementu kvality — Pozadavky 2015

NP6) NARODNI POZNAMKA V dobé vydani piekladu tohoto dokumentu byla vydana CSN EN ISO/IEC 17025:2018 V&eo-
becné pozadavky na kompetenci zkuSebnich a kalibra¢nich laboratofi

NP7) NARODNI POZNAMKA V dobé vydani piekladu tohoto dokumentu byla vydana CSN EN ISO/IEC 17011:2018 Posuzo-
vani shody - Pozadavky na akreditacni organy akreditujici organy posuzovani shody
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‘ [10] ‘ ISO 19011 — Smérnice pro audit systému managementu 2011
Table 2: Table of reference documents
Ref Title Version

[1] EN ISO/IEC 17065 - Conformity assessment — Requirements for bodies certifying 2012
products, processes and services

[2] EN ISO/IEC 17021-1 - Conformity assessment - Requirements for bodies providing 2015
audit and certification of management systems

[3] EN ISO/IEC 17020 - Conformity assessment — Requirements for the operation of 2012
various types of bodies performing inspection

[4] EN ISO/IEC 17025 - General requirements for the competence of testing and 2005
calibration laboratories

[5] EN ISO/IEC 17011 - Conformity assessment - General requirements for notification 2004
bodies accrediting conformity assessment bodies

[6] IAF MD 5 - Determination of Audit Time of Quality and Environmental Management 2015
Systems - Issue 3, issued on 09 June 2015; Application from 09 June 2016

[6 bis] EA-2/17 INF - EA Document on Accreditation for Notification Purposes 2014

[7] ISO 9000 - Quality management systems — Fundamentals and vocabulary 2015

[8] ISO 9001 - Quality management systems — Requirements 2008

[9] ISO 9001 - Quality management systems — Requirements 2015

[10] ISO 19011 - Guidelines for auditing management system 2011

3. Referencni pravni predpisy 3. Reference legislation

Znalost téchto pravnich pfedpist je zakladnim predpo-
kladem pro spravné pochopeni tohoto dokumentu.

The knowledge of this legislation is a fundamental
prerequisite for a correct understanding of this docu-
ment.

Tabulka 3: Tabulka referenénich pravnich predpisu

Odkaz Nazev Odkaz

[11] Smérnice Evropského parlamentu a Rady 2008/57/ES ze dne 17. ervna UF. vést. L 191,
2008 o interoperabilité Zelezni€niho systému ve Spoleenstvi 18.07.2008

[12] Smérnice Evropského parlamentu a Rady 2004/49/ES ze dne 29. dubna UF. vést. L 164,
2004 o bezpecnosti Zzeleznic SpoleCenstvi a 0 zméné smérnice Rady 30.04.2004. s. 44
95/18/ES o vydavani licenci Zelezni€nim podnikim a smérnice 2001/14/ES ’ '
o pfidélovani kapacity Zelezni¢ni infrastruktury, zpoplatnéni zelezni¢ni
infrastruktury a o vydavani osvéd&eni o bezpeénosti (Smérnice
o bezpecnosti zZeleznic)

[13] Nafizeni Evropského parlamentu a Rady (ES) ¢. 1335/2008 ze dne Ur. vést. L 354,
16. prosince 2008, kterym se méni nafizeni (ES) €. 881/2004 o zfizeni 31.12.2008
Evropské agentury pro Zeleznice (nafizeni o agenture)

[14] Rozhodnuti Evropského parlamentu a Rady €. 768/2008/ES ze dne UF. vést. L 218,
9. Cervence 2008 o spolecném ramci pro uvadéni vyrobkd na trh a o zruseni | 13 08.2008
rozhodnuti Rady 93/465/EHS

[15] Nafizeni Evropského parlamentu a Rady (ES) €. 765/2008 ze dne Ur. vést. L 218,
9. Cervence 2008, kterym se stanovi pozadavky na notifikaci a dozor nad 13.08.2008
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Odkaz Nazev Odkaz
trhem tykajici se uvadéni vyrobkl na trh a kterym se zrusuje nafizeni (EHS)
¢. 339/93 NP8)

[16] Rozhodnuti Komise ze dne 9. listopadu 2010 o modulech pro postupy UF. vést. L 319,
posuzovani shody, vhodnosti pro pouziti a ES ovéfovani, které maji byt 04.12.2010
pouzity v technickych specifikacich pro interoperabilitu pfijatych na zakladé
smérnice Evropského parlamentu a Rady 2008/57/ES (2010/713/EU)

[17] PROVADECI NARIZENI KOMISE (EU) &. 402/2013 ze dne 30. dubna 2013 Ur. vést. L 121/8,
o spole¢né bezpeénostni metodé pro hodnoceni a posuzovani rizik 03.05.2013
a o zruSeni nafizeni (ES) €. 352/2009

[18] SMERNICE EVROPSKEHO PARLAMENTU a RADY (EU) 2016/797 ze dne | UF. v&st. L 138/44,
11. kvétna 2016 o interoperabilité Zelezni¢niho systému v Evropské unii 26.05.2016
(pfepracované znéni)

[19] SMERNICE EVROPSKEHO PARLAMENTU a RADY (EU) 2016/798 ze dne | UF. vést. L 138/102,
11. kvétna 2016 o bezpecnosti Zeleznic (pfepracované znéni) 26.05.2016

[20] Nafizeni Evropského parlamentu a Rady (EU) 2016/796 ze dne 11. kvétna Ur. vést. L 138,
2016 o Agentuie Evropské unie pro Zeleznice a o zruSeni nafizeni (ES) 26.05.2016
¢. 881/2004

[21] NARIZENI EVROPSKEHO PARLAMENTU a RADY (ES) &. 1049/2001 ze UF. vést. L 145/43
dne 30. kvétna 2001 o pfistupu vefejnosti k dokumentiim Evropského 31.05.2001
parlamentu, Rady a Komise

[22] NARIZENI EVROPSKEHO PARLAMENTU a RADY (ES) &. 45/2001 ze dne | UF. vést. L 8/1
18. prosince 2000 o ochrané fyzickych osob v souvislosti se zpracovanim 12.01.2001
osobnich Udaju organy a institucemi Spole¢enstvi a o volném pohybu téchto
udaja

Table 3: Table of reference legislation
Ref Title Reference

(1]

Directive 2008/57/EC of the European Parliament and of the Council of 17
June 2008 on the interoperability of the rail system within the Community

OJ L 191, 18.07.2008

[12]

Directive 2004/49/EC of the European Parliament and of the Council of 29
April 2004 on safety on the Community’s railways and amending Council
Directive 95/18/EC on the licensing of railway undertakings and Directive
2001/14/EC on the allocation of railway infrastructure capacity and the
levying of charges for the use of railway infrastructure and safety certification
(Railway Safety Directive)

OJ L 164, 30.04.2004, p. 44,

[13]

Regulation (EC) N°1335/2008 of the European Parliament and of the Council
of 16 December 2008 amending Regulation (EC) No 881/2004 establishing a
European Railway Agency (Agency Regulation)

OJ L 354, 31.12.2008

[14]

Decision No 768/2008/EC of the European Parliament and of the Council of
9 July 2008 on a common framework for the marketing of products, and
repealing Council Decision 93/465/EEC

OJ L 218, 13.08.2008

(1]

Regulation (EC) No 765/2008 of the European Parliament and of the Council
of 9 July 2008 setting out the requirements for notification and market
surveillance relating to the marketing of products and repealing Regulation
(EEC) No 339/93

OJ L 218, 13.08.2008

[16]

Commission Decision of 9 November 2010 on modules for the procedures
for assessment of conformity, suitability for use and EC verification to be

OJ L 319, 04.12.2010

NP8) NARODNI POZNAMKA v originalnim zné&ni dokumentu je uveden nespravny nazev predpisu, jedna se o Nafizeni Ev-
ropského parlamentu a Rady (ES) &. 765/2008 ze dne 9. Cervence 2008, kterym se stanovi pozadavky na akreditaci a dozor
nad trhem tykajici se uvadéni vyrobku na trh a kterym se zrusuje nafizeni (EHS) ¢&. 339/93 (Regulation (EC) No 765/2008 of
the European Parliament and of the Council of 9 July 2008 setting out the requirements for accreditation and market survei-
llance relating to the marketing of products and repealing Regulation (EEC) No 339/93)
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Ref

Title

Reference

used in the technical specifications for interoperability adopted under
Directive 2008/57/EC of the European Parliament and of the Council
(2010/713/EU)

(7]

COMMISSION IMPLEMENTING REGULATION (EU) No 402/2013 of 30
April 2013 on the common safety method for risk evaluation and assessment
and repealing Regulation (EC) No 352/2009

OJ L 121/8, 3.5.2013

(8]

DIRECTIVE (EU) 2016/797 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 11 May 2016 on the interoperability of the rail system
within the European Union (recast)

OJ L 138/44, 26.5.2016

(9]

DIRECTIVE (EU) 2016/798 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 11 May 2016 on railway safety (recast)

OJ L 138/102, 26.5.2016

(20]

Regulation (EC) 2016/796 of the European Parliament and of the Council of
11 May 2016 on the European Union Agency for Railways and repealing
regulation (EC) No 881/2004

OJ L 138, 26.5.2016

(21]

REGULATION (EC) No 1049/2001 OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL of 30 May 2001 regarding public access to
European Parliament, Council and Commission documents

OJ L 145/43
31.05.2001

(22]

REGULATION (EC) No 45/2001 OF THE EUROPEAN PARLIAMENT AND
OF THE COUNCIL of 18 December2000 on the protection of individuals with
regard to the processing of personal data by the Community institutions and

OoJL8n
12.1.2001

bodies and on the free movement of such data

POZNAMKA 1: ma se za to, Ze vy$e uvedené pravni pfed-
pisy v kazdém jednotlivéem pfipadé zahrnuji vSechny pfi-
slusné zmény.

CAST 2.A: RAMEC

1. Cile schématu posuzovani

Cilem pouziti tohoto schématu posuzovani ma byt po-
skytnout oznamujicim organim ¢lenskych statd ujis-
téni, Ze organy posuzovani shody pouzivaji spravné
postupy a maji kompetenci k plnéni ¢innosti ozname-
nych organl posuzovani shody, jak jsou popsany v
pravnim ramci EU tykajicim se Zeleznice.

Informace o pouziti tohoto schématu posuzovani musi
byt uvedeny v(e):

— vystupu z oznameni,

— technické pfiloze pfipojené k vystupu z ozndmeni
a

— databazi NANDO.

2. PouZziti tohoto schématu posuzovani

Toto schéma posuzovani je uréeno ustanovenym
oznamujicim organim ¢lenskych statli podle

— ¢l 27 odst. 1 10D 2016 a
- ¢Cl. 28 odst. 1 |OD 2008.
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NOTE 1: the above legislation is in each case meant to inc-
lude all the applicable amendments.

PART 2.A: FRAMEWORK

1. Objectives of the assessment scheme

The application of this assessment scheme is intended
to provide confidence to Member States’ notifying aut-
horities that CABs have the correct procedures and
competence to perform notified conformity assessment
bodies’ activities as described in the EU railway legal
framework.

Information on the application of this assessment
scheme shall be provided in the:

— notification output;

— technical annex associated to the notification out-
put, and

— NANDO database.

2. Application of this assessment scheme

This assessment scheme is addressed to appointed
Member States notifying authorities as

— |OD 2016 art.27.1, and
— 10D 2008 art. 28.1.




Ustanovené oznamujici organy &lenskych statd maji
pouzivat toto schéma v ramci nezbytnych postupu sta-
novenych a provadénych v souvislosti s posuzovanim
subjektl posuzujicich shodu podle smérnice o intero-
perabilité.

3. Vlastnik schématu

Vlastnikem tohoto harmonizovaného schématu posu-
zovani je Agentura Evropské unie pro Zeleznice.

4. Vychozi norma pro schéma posuzovani

Pro schéma posuzovani je potfebna spolecna refe-
rencni norma.

Pfi stanovovani vychozi normy byly zohlednény nasle-
dujici principy:

— Pro zajisténi kompetence organu posuzovani
shody k pInéni ¢innosti oznameného subjektu se
povaZzuje za dostateCnou jedna mezinarodni
norma.

Tato vhodna norma musi pokryt veSkeré Cinnosti,
jejichz provedeni smi byt poZadovano od ozname-
ného subjektu posuzovani shody v souvislosti s
pfidélenymi moduly popsanymi v pfisludné/ych
TSI

Schéma posuzovani musi definovat co mozna ne-
jmensi pocet dalSich pozadavk( ve srovnani s vy-
branou vychozi normou.

Z téchto dlvodl je vychozi normou EN ISO/IEC
17065:2012 ,Posuzovani shody — Pozadavky na or-
gany certifikujici produkty, procesy a sluzby*.

POZNAMKA 1: Instalace je specifické forma produktu.

5. PoZadavky pravnich pfedpist

Toto schéma vychazi z harmonizované normy EN
ISO/IEC 17065:2012 ,Posuzovani shody — PoZzadavky
na organy certifikujici produkty, procesy a sluzby*.

Podle ¢lanku 33 smérnice o interoperabilité EU
2016/797 se predpoklada shoda s harmonizovanou
normou, Ze jsou splnény pozadavky stanovené ve
stejné smérnici EU 2016/797.

5.1. Srovnani mezi pravnimi poZadavky
a timto schématem

I0OD 2016 a IOD 2008 stanovi pravni pozadavky pro
oznamené subjekty posuzovani shody:

¢lanek 30, 31, 32 a 34 10D 2016
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The appointed Member States notifying authorities
should apply this scheme in the framework of the ne-
cessary procedures set up and carried out concerning
the assessment of the conformity assessment bodies
for the interoperability Directives.

3. Scheme owner

The European Union Agency for Railway is the owner
of this harmonized assessment scheme.

4. Baseline standard for the assessment
scheme

A common reference standard is needed for the as-
sessment scheme.

The following principles have been considered in iden-
tifying the baseline standard:

One international standard shall be considered
sufficient to ensure the competence of the CAB to
perform NoBo activities.

The suitable standard shall cover all the activities
which a notified conformity assessment body may
be demanded to perform in relation to the assigned
modules described in the relevant TSI(s).

The assessment scheme shall define as few ad-
ditional requirements as possible in comparison to
the chosen baseline standard.

For these reasons, the baseline standard is the EN
ISO/IEC 17065:2012 “Conformity assessment — requi-
rements for bodies certifying products, processes and
services”.

NOTE 1: An installation is a specific form of product.

5. Legal requirements

This scheme is based on the harmonised standard EN
ISO/IEC 17065:2012 “Conformity assessment — requi-
rements for bodies certifying products, processes and
services”.

According to art. 33 of the interoperability Directive EU
2016/797, conformity with a harmonised standard pre-
sumes compliance with the requirements set out in the
same directive EU 2016/797.

5.1. Comparison between legal requirements
and this scheme

IOD 2016 and IOD 2008 provide legal requirements for
notified conformity assessment bodies:

IOD 2016 art. 30, 31, 32 and 34
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—  PRILOHA VIII 10D 2008.

SpInéni pozadavku uvedenych v tomto schématu po-
suzovani zajistuje splnéni pozadavkd obou smérnic.

V nasledujici tabulce jsou spojeny pravni poZzadavky
uvedenych smérnic a poZadavky tohoto schématu po-
suzovani.

POZNAM!SA 1. Nasledujici tabulka vychazi z EA-2/17 INF:
2014 — PRILOHA B. Viz dokument [6a] v tabulce 2 tohoto
dokumentu.

Tabulka 4: porovnani pozadavku:

— 10D 2008 ANNEX VIII.

Compliance to the requirements identified in this as-
sessment scheme ensures compliance with the requi-
rements of both directives.

The following table links the legal requirements of
these directives and those of this assessment scheme.

NOTE 1: The following table is based on EA-2/17 INF: 2014
- ANNEX B. See document [6bis] in table 2 of this document.

smérnice a schéma posuzovani

2008/57/ES , .
PBILOHA Vill Ustanoveni v textu EU 2016/797 Ustanoveni v textu
1 4.2 ¢l. 30 odst. 1 NepouZije se
2 4.2 ¢l. 30 odst. 2 411
2-druha véta 4.1 ¢l. 30 odst. 3 6.1,6.2,71,74,7.6
3 4.3 ¢l. 30 odst. 3a, b, ¢ 44,71,73,74,7.10
4 6.1 ¢lanek 30 (3-posledni 43,62,7.3
véta)
5 4.2 ¢l. 30 odst. 4 43
6 43 ¢l. 30 odst. 5 45
7 4.5 ¢l. 30 odst. 6 4
¢l. 30 odst. 7 4
¢l. 31 odst. 1 42
¢l. 31 odst. 2 42,52
¢l. 31 odst. 3, 4 4.2
¢l. 31 odst. 5 4.2,6.2
€l. 32 odst. 1a, b, c,d 6.1,6.2
¢€l. 32 odst. 2 42,52
¢lanek 33 NepouZije se

€l. 34 odst. 1,2, 3,4

6.2

Table 4: requirements comparison: directives and assessment scheme

Z‘I)\‘I)A?l/:):/\’;-lz Clause in text EU 2016/797 Clause in text
1 4.2 Art 30(1) Not applicable
2 4.2 Art 30(2) 411
2-second sentence 4.1 Art 30(3) 6.1,6.2,71,7.4,7.6
3 4.3 Art 30(3a, b, c) 44,71,73,74,7.10
4 6.1 Art 30(3-last sentence) 43,6.2,7.3
5 4.2 Art 30(4) 43
6 4.3 Art 30(5) 45
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7 45 Art 30(6) 4
Art 30(7) 4
Art 31(1) 42
Art 31(2) 42,52
Art 31(3, 4) 4.2
Art 31(5) 42,6.2
Art 32(1a, b, c, d) 6.1,6.2
Art 32(2) 42,52
Art 33 Not applicable
Art 34(1, 2, 3, 4) 6.2

6. Cyklus pro toto schéma posuzovani

Tento cyklus musi odpovidat ustanovenim uvedenym
v bodé 7.11 z ISO/IEC 17011.

7. Spoluprace mezi oznamujicimi organy a
jinymi subjekty

Oznamuijici organy jsou nabadany ke spolupraci s ji-
nymi subjekty / k delegovani jinych subjektl pro uplat-
fovani tohoto schématu posuzovani.

POZNAMKA 1: navrhovana spolupréce probihd mezi ozna-
mujicimi organy (nebo jejich zastupci) a organizacemi nale-
Zejicimi ke stejnému CS nebo k jinému CS jako (napf. se-
znam neni vycerpavajici):

Vnitrostatni akreditacni organy (v ramci koordinace
EA) pfi postupu akreditace

Pfislusné vnitrostatni organy pri postupu uznavani
Vnitrostatni bezpeénostni organy

vhodné nezavislé kompetentni organy.

8. Skupina posuzovateli oznamujicich
organu

Oznamuijici organy (nebo jejich zastupci) maji uplatfio-
vat ustanoveni v této kapitole.

Tato kapitola:

obsahuje podrobnosti o poZzadavcich upravenych
ve ¢lanku 28 10D 2016

smi byt pouzivana jako postup posuzovani uve-
deny v ¢lanku 29 |OD 2008.
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6. Cycle for this assessment scheme

The cycle shall conform to the provisions in point 7.11
of ISO/IEC 17011.

7. Cooperation between notifying authorities
and other entities

Notifying authorities are encouraged to cooperate
with/delegate other entities for the application of this
assessment scheme.

NOTE 1: the suggested cooperation is between notifying au-
thorities (or their delegates) and organisations belonging to
the same MS or to another MS such as (e.g. non exhaustive):

National Accreditation Bodies (within EA coordina-
tion) for accreditation path

Relevant national authorities for recognition path
National Safety Authorities

suitable independent competent bodies.

8. Notifying authorities assessment team

Notifying authorities (or their delegates) should apply
the provisions in this clause.

This clause:

details the requirements provided in art. 28 of IOD
2016

may be used as the procedure for assessment re-
ferred to in art. 29 of 10D 2008.
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8.1. Principy

Clenové skupiny posuzovatell (SP) oznamujicich or-
ganl musi byt vybirani na zakladé nasledujicich krité-
rif:

nezavislost,
kompetence a

ucéinnost

POZNAMKA 1: ISO/IEC 17011 odstavec 7.5.2 obsahuje vy-
svétleni tykajici se skupiny posu-zovateld.

Cilem je ustanovit skupinu posuzovatel(i zaloZzenou na
minimalnim poc¢tu zaméstnancl, ktefi jsou zcela kom-
petentni hodnotit posuzovany organ posuzovani
shody, véetné:

navrzeni a zavedeni systému managementu or-
ganu posuzovani shody,

kompetence zaméstnancl organu posuzovani
shody,

schopnosti organu posuzovani shody vykonavat
hodnotici a certifikacni ¢innosti,

organizacni strukturu organu posuzovani shody,
véetné vlastnictvi a souvisejicich subjektl a jejich
opatfeni pro fizeni nezavislosti a nestrannosti.

Posuzovani organu posuzovani shody musi byt prova-
déno:

podle pozadovanych podrobnosti stanovenych v
ISO/IEC 17065 a CASTI 2.B tohoto dokumentu a

naklady pro organ posuzovani shody.

8.2. Slozeni

Pocet osob, z nichz se skupina posuzovatelu sklada, a
jejich kvalifikace se smi liSit podle rozsahu nebo roz-
sahl posuzovani.

Obecné se ma skupina posuzovatell sestavat z osob
v nasledujicich rolich.

— Vedouci posuzovatel SP (VP),
Odborny posuzovatel SP (OP),

Technicky expert SP (TE).

POZNAMKA 1: nezamériujte vyse definované role s vybory,
se skupinami osob nebo s osobou, jak jsou popsany v bodé
5.1.3 CASTI 2.B tohoto dokumentu: prvni soubor roli odka-
zuje na skupinu posuzovateltl oznamujicich organu, druhy
na organy posuzovani shody.
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8.1. Principles

Members of the notifying authorities assessment team
(AT) shall be selected based on the following criteria:

Independence,

competence, and

efficiency.

NOTE 1: the ISO/IEC 17011 clause 7.5.2 provides clarifica-
tion regarding the assessment team.

The objective is to appoint an assessment team based
on the minimum number of staff having the complete
competence required to evaluate the CAB under as-
sessment, including:

the design and implementation of CAB’s ma-
nagement system;

the competence of the CAB’s staff;

the CAB’s ability to perform evaluation and certifi-
cation activities;

the organisational structure of the CAB, including
ownership and related bodies and its arran-
gements for managing independence and imparti-
ality.

The assessment of the CAB shall be performed:

according to the required details provided by
ISO/IEC 17065 and by Part 2.B of this document,
and

in the shortest time and with the lowest cost for the
CAB.

8.2. Composition

The number of persons composing the assessment
team and their qualification may vary according to the
scope or scopes of assessment.

As general guideline, an assessment team should inc-
lude the following roles.

AT Lead Assessor (LA);
AT Assessor (AS);
AT Technical expert (TE).

NOTE 1: do not confuse the roles defined above with the bo-
ards, group of persons or person described in Part 2.B of this
document point 5.1.3: the first set of roles refers to the noti-
fying authority assessment team, the second to the CAB.



Pfi posuzovani je béznou praxi, Ze v ramci skupiny je-
dina osoba smi vykonavat nékolik roli, pro které ma
nezbytnou kompetenci. Jméno, nazev stanoveny pro
tyto role se smi v kazdém posuzovacim tymu oznamu-
jicich organu lisit, kompetence vSak ma byt stejna, jak
je uvedeno v seznamu.

8.2.1. Vedouci posuzovatel SP (VP)

Osoba v kone¢ném dlsledku odpovédna za posuzo-
vani. Hlavni povinnosti vedouciho posuzovatele jsou:

— organizovat posuzovani,

— koordinovat skupinu posuzovateld,

— provadét posuzovani organu posuzovani shody:
o systému managementu,
o kompetence zaméstnancu,

— rozhodovat o neshodach a jejich klasifikaci,

— provadét dalsi sledovani s cilem uzavfit neshody.

8.2.2. Odborny posuzovatel SP (OP)

Tato osoba je odpovédna za:

— provadéni posuzovani organu posuzovani shody:
o systému managementu SPS,
o kompetence zaméstnancli SPS,

— uskutecnéné hodnotici a certifikacni Cinnosti,

— rozhodovani o neshodach a jejich klasifikaci

U slozitych projektd smi VP a OP vyzadovat podporu
technickych expertt (TE).

8.2.3. Technicky expert SP (TE)

V pfipadé potfeby osoba odpovédna ve skupiné posu-
zovatelll za specificka technicka hlediska béhem posu-
zovani na misté a vzdy v pfipadé potfeby béhem pro-
vadéni navstév na podporu VP nebo OP.

8.3. Nezavislost a nestrannost

Clenové skupiny posuzovatel( nesmi mit s organizaci,
ktera ma byt posuzovana, zadné odborné, finanéni, ro-
dinné nebo pratelské vazby Ci vazby jakéhokoli jiného
druhu, které by mohly narusit jejich nestrannost.

Posuzujici subjekt musi zajistit, aby byla ve skupiné
posuzovatelu zachovana nezavislost na nejvyssi
urovni.

Pokud ¢len skupiny posuzovateltl dfive pracoval pro
organ posuzovani shody, ktery je posuzovan, nesmi
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It is common assessment practice that a single person
may perform several roles within the team for which
he/she has the necessary competence. The name, title
provided for those roles may vary in each notifying au-
thority assessment team, however the competence
should remain the same as listed.

8.2.1. AT Lead Assessor (LA)

The person ultimately responsible for the assessment.
The Lead Assessor’s main responsibilities are to:

organise the assessment;

— coordinate the assessment Team;

— conduct the assessment of the CAB’s:
o management system;

o staff competence;

decide on non-conformities and their classification;

conduct the follow up to close the non-conformi-
ties.

8.2.2. AT Assessor (AS)
This person is responsible for:
— conducting the assessment of the CAB’s:
o management system;
o staff competence;
— evaluation and certification activities performed;

— deciding on non-conformities and their classifica-
tion.

For complex projects, the LA and AS may need the
support of Technical Experts (TEs).

8.2.3. AT Technical expert (TE)

Where required, the person responsible in the as-
sessment team for examining the specific technical
aspects, during on-site assessment and, whenever ne-
eded, during witnessing visits in support of the LA or
AS.

8.3. Independence and impartiality

Members of the assessment team shall not have any
professional, financial, family or friendship links or links
of any other kind with the organisation to be assessed,
which could compromise their impartiality.

The assessment entity shall ensure that the highest le-
vel of independence is maintained in the assessment
team.

Where a member of the assessment team has previ-
ously worked for the CAB being assessed, he/she can-
not be part of the assessment team until a minimum
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byt soucasti skupiny posuzovatelt po dobu, nez uply-
nou alespon dva roky od doby, kdy naposledy pro or-
gan posuzovani shody pracoval.

Osoba posuzujiciho subjektu, ktera je odpovédna za
nezavislost zaméstnancu, mize byt konzultovana v
pfipadé jakychkoli dotaz( tykajicich se toho, zda je
¢len tymu vyhovujici.

POZNAMKA 1: Pro zajisténi nestrannosti skupiny posuzova-
telt: vici organu posuzovani shody, ktery je posuzovan, se
bere v vahu obvykla praxe spocivajici ve zméné vedouciho
posuzovatele SP a technickych experti SP v kazdém cyklu
posuzovani. V téch pripadech, kdy neni mozné skupinu po-
suzovateltl zménit, musi byt prijata opatreni, aby bylo elimi-
novano jakékoli mozné riziko nestrannosti.

8.4. Kompetence

Kompetence potfebna ve skupiné posuzovatelt bude
zaviset na rozsahu posuzovani.

Nasledujici tabulka stanovi kvalifikaéni kritéria vybéru
pro skupinu posuzovatelu.

period of two years has elapsed since he/she last wor-
ked for the CAB.

The person of the assessment entity who is respon-
sible for independence of staff can be consulted in the
event of any queries regarding the compliance of a
team member.

NOTE 1: To ensure impartiality of the assessment team
towards CAB under assessment, it is considered a good
practice to change the AT Lead Assessor and the AT Tech-
nical experts in each cycle of assessment. In those cases
where it is not possible to change the assessment team, acti-
ons shall be taken to eliminate any possible risk of impartia-
lity.

8.4. Competence

The competence required in the assessment team will
depend on the scope of the assessment.

The following table provides the qualification selection
criteria for the assessment team.

Tabulka 5: Kompetencni kritéria skupiny posuzovatel(

Funkce Kompetence

Vedouci posuzovatel SP

Zpusobily jako vedouci posuzovatel podle ISO/IEC 17065.

Znalost schématu posuzovani pro oznamené subjekty pro Zeleznice.

Odborny posuzovatel SP

Zpusobily jako posuzovatel podle ISO/IEC 17065.

Znalost schématu posuzovani pro oznamené subjekty pro Zeleznice.

Zpusobily jako technicky expert alespori v rozsahu posuzovani podle

Technicky expert SP popisu v tomto schématu.
Znalost schématu posuzovani pro oznamené subjekty pro Zeleznice.
Table 5: Criteria of competence for assessment team
Function Competence

AT Lead Assessor

Qualified as lead assessor in ISO/IEC 17065.

Knowledge of assessment scheme for notified bodies for railways.

AT Assessor

Qualified as assessor in ISO/IEC 17065.

Knowledge of assessment scheme for notified bodies for railways.

AT Technical expert

Qualified as technical expert in at least part of scope of assessment
described in this scheme.

Knowledge of assessment scheme for notified bodies for railways.

8.5. Principy ucinnosti

Skupina posuzovatell musi pokryvat rozsah nebo roz-
sahy posuzovani s minimalnim moznym poctem ¢&lena.
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8.5. Principles of efficiency

The assessment team shall cover the assessment
scope or scopes with the minimum number of mem-
bers possible.



9. Poskytované informace

Jako vystup z posuzovani oznamujicim organem musi
byt zahrnuty alesporfi nasledujici informace.

Norma pro posouzeni: EN ISO/IEC 17065:2012
spoleéné se SCHEMATEM PRO POSUZOVANI
ZA UCELEM OZNAMENi PODLE SMERNICE
(EU) 2016/797 ¢i 2008/57/ES. Verze schématu z
roku 2016.

Rozsah posouzeni jak je definovan ve schématu
posuzovani.

Podpis odpovédné osoby organu, ktery provadi
posouzeni organu posuzovani shody

Pravni zaklad

Odkaz na pfilohy k osvédceni

Jednoznadna identifikace vystupu

Datum platnosti

Certifikace, posouzeni a souvisejici definice rozsahu
musi byt vefejné dostupné (napf. na internetovych
strankach pfislusného oznamujiciho organu).

POZNAMKA 1: Vystupem z posouzeni je obvykle dokument
obsahujici pozitivni vysledek posouzeni (napr.) certifikat.

CAST 2.B: POZADAVKY

Pokyny k vykladu

Organy posuzovani shody, které usiluji o oznameni
Evropské komisi ze strany &lenskych statd v ramci
smérnic EU o interoperabilité Zeleznic 2016/797/ES
(IOD 2016) ¢i 2008/57/ES (IOD 2008), musi splfiovat
nize uvedené pozadavky.

Toto schéma posuzovani vyuziva jako vychodisko
normu EN ISO/IEC 17065:2012 ,Posuzovani shody —
PoZadavky na organy certifikujici produkty, procesy a
sluzby“. Proto:

Plati veSkeré pozadavky obsazené v normé EN
ISO/IEC 17065:2012.

Toto schéma posuzovani neni v rozporu ani nevy-
luGuje jakykoli z pozadavki EN ISO/IEC
17065:2012.
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9. Information to provide

At least the following information shall be included as
output of the notifying authority assessment.

Assessment standard: EN ISO/IEC 17065:2012 to-
gether with the SCHEME FOR ASSESSMENT
FOR THE PURPOSE OF NOTIFICATION UNDER
THE DIRECTIVE (EU) 2016/797 or 2008/57/EC.
Scheme version 2016.

Scope of assessment as defined by the as-
sessment scheme.

Signature of the responsible person of the body
performing the assessment of the CAB

Legal basis

Reference to annexes of the certificate
— Output unique identification number
Validity date

Assessment certification and related scope definition
shall be publicly available (e.g. on the internet web site
of the related notifying authority).

NOTE 1: Usually the output of an assessment is a document
stating the positive result of the assessment (e.g.) a certifi-
cate.

PART 2.B: REQUIREMENTS

Reading instructions

Conformity assessment bodies (hereafter “CABs”) se-
eking notification by Member States to the European
Commission, within the scope of the EU Railway Inte-
roperability Directives 2016/797/EC (IOD 2016) or
2008/57/EC (10D 2008) have to fulfill the requirements
hereunder described.

This assessment scheme uses as baseline the stan-
dard EN ISO/IEC 17065:2012 “Conformity assessment
— Requirements for bodies certifying products, pro-
cesses and services”. Therefore:

All the requirements included in the standard EN
ISO/IEC 17065:2012 apply.

This assessment scheme does not contradict nor
exclude any of the requirements of the EN ISO/IEC
17065:2012.
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— Toto schéma posuzovani stanovuje rozsifena kri-
téria pro smérnice o interoperabilité zeleznic (od-
kaz na stranuNF9) v EN ISO/IEC 17065:2012).

Tato CAST 2.B:
— musi byt vykladana spole¢né s ISO/IEC 17065 a

— pouziva stejnou strukturu &islovani podle ISO/IEC
17065 azZ do druhé urovné (napf. 4.2).

Text obsazeny v této CASTI 2 musi byt tam, kde je to
naznaceno, pfipojen k textu ISO/IEC 17065.

Uvodni ustanoveni v kurzivé obsahuje informace o
tom, jak a kde zahrnout text do ISO/IEC 17065. Tyto
véty v kurzivé musi byt povazovany za metadata (po-
mucka pfi strukturalizaci textu).

V pfipadé, Ze neni nutné Zadné doplnéni ISO/IEC
17065, je zahrnuta véta ,PouZije se text z ISO/IEC
17065

\Y celém dokumentu Ize nalézt nékolik informativnich
POZNAMEK v kurzivé.

— This assessment scheme provides amplified crite-
ria for the railway interoperability directives (ref.
page v of the EN ISO/IEC 17065:2012).

This PART 2.B:
— shall be read together with ISO/IEC 17065, and

— follows the same numbering structure of the
ISO/IEC 17065 up to the second level (e.g. 4.2).

The text contained in this PART 2 shall be added to the
text of the ISO/IEC 17065 where indicated.

An introductory sentence in italic provides information
on how and where to include the text in the ISO/IEC
17065. These sentences in italic shall be considered
as metadata (aid in structuring the text).

In case no additions to the ISO/IEC 17065 are needed,
the sentence “Text in ISO/IEC 17065 applies” is inc-
luded.

Several informative NOTES in italic font can be found
throughout the document.

ok K ok ok ok ok o ok ok ok ok ok 3k o o ok ok ok ok ok ok oK oK oK ok ok ok ok K oK oK ok ok ko

Predmluva
Pouzije se text z ISO/IEC 17065.

Uvod

Na konec tvodu musi byt pfipojen nasledujici text.

Tento dokument popisuje rozSifena kritéria pro smér-
nice o interoperabilité Zeleznic, ktera maji byt uplat-
néna vedle obecnych kritérii popsanych v EN ISO/IEC
17065:2012.

Tato rozSifena kritéria vedle vSeobecnych pozadavki
obsahuji podrobnosti o konkrétnich hlediscich v oblasti
interoperability Zeleznice.

RozS8ifena kritéria stanovena v tomto dokumentu ne-
odporuji ani nevyluéuji zadny z pozadavku stanove-
nych ve vychozi normé

1. Pfedmét normyne1o

POZNAMKA 1: toto schéma posuzovéni souvisi s posuzova-
nim produktd. V tomto odstavci odstrarite slova ,proces” a
Sluzba“.

Foreword
Text in ISO/IEC 17065 applies.

Introduction

The following text shall be added at the end of the in-
troduction.

This document describes amplified criteria for the
railway interoperability directives to be applied in ad-
dition to the general criteria described in the EN
ISO/IEC 17065:2012.

The amplified criteria to the general requirements de-
tail the specific aspects of the railway interoperability
domain.

The amplified criteria set out in this document do not
contradict nor exclude any of the requirements set out
in the baseline standard.

1. Scope

NOTE 1: this assessment scheme relates to product as-
sessment. In this clause remove the terms “process” and
“service”.

NP9) NARODNI POZNAMKA V originalnim zn&ni dokumentu neni uvedena konkrétni strana, jedna se o véeobecny odkaz na

EN ISO/IEC 17065:2012.

NP10) NARODNI POZNAMKA  Nézev kapitoly ,Pfedmét normy* je analogicky kap 1 v CSN EN ISO/IEC 17065:2013, nejedna

se o pfedmét Uvodni kapitolu tohoto dokumentu.



Na konec odstavce musi byt pfipojen nasledujici text.

NiZze jsou uvedeny Ctyfi mozné pfedméty posouze-
niNP1) subsystémy:

— Infrastruktura,

— energie,

— fizeni a zabezpeceni,

— kolejova vozidla.

POZNAMKA 2: étyfi vy$e uvedené subsystémy predstavuji
Ctyfi produkty. Pokud to povede k rozhodnuti o certifikaci, je
mozné ovéfit i dalsi prvky, vychéazejici z vySe uvedenych sub-
systémd, kterym smi byt udéleny certifikaty ovéreni pro Ze-

lezni¢ni subsystéemy. MoZnym diléim prvkem smi byt napr.
nakladni vozy.

Kazdy pfedmét posouzeni se odkazuje na subsystémy
a veskeré prvky interoperability, které s nim souviseji,
jak definuje IOD a pfislusné TSI.

U organu posuzovani shody mlze byt posuzovan pro
jeden nebo nékolik téchto subsystéma.

POZNAMKA 4: rozsah posouzeni ,fizeni a zabezpedeni* za-
hrnuje jak subsystém, tak dil¢i prvKky interoperability, u:

— tratového fizeni a zabezpeceni a
—  palubniho fizeni a zabezpeceni.

Kazdy rozsah posouzeni:

— obsahuje veskeré pfislusné Zelezni¢ni moduly
podle popisu v pfislusném nebo pfislusnych TSI, a

— je podloZen jednou pfislusnou nebo nékolika pfi-
slusnymi TSI.

V pfipadé, Ze ma organ posuzovani shody dokumen-

tovany postup, ktery pokryva:

— analyzu zmén z TSI zpusobenou aktualizaci TSI,

— vysledné pozadavky na kompetenci zpUusobené ta-
kovymi zmé&nami a zavedenymi feSenimi, a

— jakékoli nezbytné aktualizace internich dokument(
a vzor( organu posuzovani shody,

pak musi byt organem posuzovani shody potvrzeno,
Ze rozsah posuzovani zahrnuje rovnéz takovou aktua-
lizaci TSI.
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The following text shall be added at the end of the
clause.

There are four possible scopes, as listed below:

— Infrastructure;
— Energy;
—  Control, Command and Signalling;

— Rolling stock

NOTE 2: the four scopes above represent four products.
Other possible scopes, as substructure of the above scopes,
are possible if they lead to a certification decision which may
grant certificates of verification for railway subsystems. A
possible substructure may be (e.qg.) for freight wagons.

Each scope of assessment refers to a subsystem and
all interoperability constituents related to it as defined
by the IOD and the relevant TSls.

CABs can be assessed for one or several of these sco-
pes.

NOTE 4: the assessment scope “control command and sig-
nalling” covers both subsystems, including interoperability
constituents, of:

—  trackside control-command and signalling, and
— on-board control-command and signalling.

Each scope of assessment:

— contains all the applicable railway modules as
described in the relevant TSI or TSls; and

— is underpinned by one or more relevant TSI.

In case the CAB has a documented procedure cove-
ring:

— the analysis of changes from a TSI caused by a
TSI amendment;

— the resulting competence requirements triggered
by such changes and implemented solutions, and

— any necessary upgrade of internal CAB documents
and templates,

then the CAB shall be permitted to claim that the as-
sessment scope includes also such TSI amendment.

NP11) NARODNI POZNAMKA Uvedené predméty posouzeni jsou v technickych normach a souvisejicich pravnich predpisech

uvadény jako ,, subsystémy*.
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Organ posuzovani shody musi poskytnout oznamuiji-
cimu organu odpovédnému za posuzovani a ozhamu-
jicimu organu pfislusné informace.

POZNAMKA 5: Tyto informace mohou byt poskytnuty béhem
kazdoroéni kontroly provadéné oznamujicim organem.

2. Citované dokumenty
Pouzije se text z ISO/IEC 17065.

3. Terminy a definice

Na konec odstavce musi byt pfipojen nasledujici text.

3.14 Kompetence

Schopnost vyuzivat znalosti a dovednosti k dosazeni
zamyslenych  vysledk. (Ref. to 3.10.4 of
ISO 9000:2015)

3.15 Schvaleni QMS

Schvaleni QMS oznacduje veSkerou &innost posuzo-
vani shody, kterou provadi organ posuzovani shody v
souvislosti se schopnosti Zadatele zavést a pouzit pro-
dukt souvisejici se systémem managementu kvality.
Tato €innost by mohla vést k pozitivhimu nebo nega-
tivnimu vysledku.

3.16 Akreditovana zkouska

Akreditovana zkouska je oznaceni pro:

zkousku provedenou zkusSebni laboratofi akredito-
vanou v souladu s ISO/IEC 17025 v rozsahu jejiho
osvédc&eni o akreditaci a souvisejici pfilohy, a

provadénou podle podminek a pravidel posuzo-
vani.
3.17 Uréené subjekty (DeBo)

Subjekty, které Clenské staty ustanovi jako odpovédné
za provedeni postupu ovéfovani, co se tyCe ozname-
nych vnitrostatnich technickych pravidel pro provadéni
zakladnich pozadavkd, pokud:

— neexistuje Zadna prislusna TSI, nebo
byla ozndmena vyjimka, nebo

zvlastni pfipad vyZaduje uplatnéni technickych
pravidel, ktera nejsou zahrnuta do pfislusné TSI.

3.18 subjekty pro posuzovani rizik (AsBo)

Subjekty definované v ¢l. 3 odst. 14 nafizeni o CSM-
RA.

22

The CAB shall provide adequate information to the no-
tifying authority responsible for assessment and to the
notifying authority.

NOTE 5: This information can be provided during the annual
supetrvision performed by notifying authority.

2. Normative references
Text in ISO/IEC 17065 applies.

3. Terms and definitions

The following text shall be added at the end of the
clause.

3.14 Competence

Ability to apply knowledge and skill to achieve intended
results. (Ref. to 3.10.4 of ISO 9000:2015)

3.15 QMS approval

QMS approval means the complete conformity as-
sessment activity performed by the CAB in relation to
the applicant’s ability to establish and apply a product
related Quality Management System. The activity
could lead to a positive or negative result.

3.16 Accredited test

Accredited test means:

a test performed by an test laboratory accredited
under the ISO/IEC 17025 within the limits of its ac-
creditation certificate and associated annex, and

performed under the conditions and rules of as-
sessment.

3.17 Designated bodies (DeBo)

Bodies designated by Member States responsible for
carrying out the verification procedure regarding noti-
fied national technical rules for implementing the es-
sential requirements when:

no relevant TSI exists, or

a derogation has been notified, or

a specific case requires the application of technical
rules not included in the relevant TSI.

3.18 CSM-RA assessment Bodies (AsBo)

Bodies as defined by art 3(14) of Regulation on CSM-
RA.



4. VSeobecné pozadavky

Nasledujici text musi byt pfipojen bezprostfedné za ka-
pitolu 4 a bezprostfedné prfed ¢lanek 4.1.

Organ posuzovani shody se musi pisemné zavazat:

— sledovat €innosti a pouzivat dokumenty koordi-
nacni skupiny oznamenych subjektt NB Rail,

— UcCastnit se vesSkerych plenarnich jednani koordi-
nacni skupiny nebo musi prokazat, Ze jsou infor-
movany o téchto jednanich a o zjisténich, a

— uorganu posuzovani shody, které posuzuji rozsah
fizeni a zabezpeceni, u€astnit se €innosti skupiny
ERTMSNP12) yvedené v ¢lanku 29 nafizeni (EU)
2016/796.

4.1. Pravni a smluvni zalezitosti

Bod 4.1.1: Na konec odstavce musi byt pfipojen nasle-
dujici text.

Orgén posuzovani shody musi:

— byt z pravniho hlediska nezavisly na nasledujicich
subjektech:

o vyrobce,

o zelezni¢nim podniku,

o provozovatel infrastruktury,

o drziteli,

o subjektu odpovédného za udrzbu (SOU).

— byt z funkéniho hlediska nezavisly na jakémkoli z
nasledujicich subjektu:

o na Ufadech povéfenych vydavanim:
= povoleni k uvedeni strukturalnich subsys-
tému a zelezni¢nich vozl do provozu,
= licenci
= osvédceni o bezpecénostiNP13),

o na subjektech pro vySetfovani nehod a mimo-
fadnych udalosti.

4.2. Management nestrannosti

Bod 4.2.3: Na konec bodu musi byt pfipojen nasledu-
Jici text.
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4. General requirements

The following text shall be added immediately after the
clause 4 and immediately before clause 4.1

The CAB shall commit itself in writing to:

— follow the activities and apply the documents of the
coordination group of notified bodies NB Rail,

— participate to all the coordination group plenary
meetings or shall demonstrate that they are infor-
med about the meetings and about the findings,
and

— For CABs assessed for the Control, Command and
Signalling scope, participate to the activities of the
ERTMS group referred in art. 29 of the Regulation
(EU) 2016/796.

4.1. Legal and contractual matters

Point 4.1.1: The following text shall be added at the end
of the clause

The CAB shall:

— be legally independent from the following entities:

o manufacturer

o arail transport undertaking;

o an infrastructure manager;

o akeeper;

o an entity in charge of maintenance (ECM);

— be functionally independent from any of the
following entities:

o authorities designated to issue:
= authorisations for placing in service structu-
ral subsystems and railway vehicles,
= licences,
= safety certificates,

o bodies in charge of investigations in the event
of accidents.

4.2. Management of Impartiality

Point 4.2.3: the following text shall be added at the end
of the point.

NP12) NARODNI POZNAMKA  (European Rail Traffic Management System) je evropsky systém Fizeni Zelezniéni dopravy.

NP13) NARODNI POZNAMKA  Jedna se o Smérnice Evropského parlamentu a Rady 2004/49/ES ze dne 29. dubna 2004 o
bezpecnosti Zeleznic Spolecenstvi a 0 zméné smérnice Rady 95/18/ES o vydavani licenci Zelezni¢nim podnikiim a smérnice
2001/14/ES o pfidélovani kapacity zZelezni¢ni infrastruktury, zpoplatnéni Zelezni¢ni infrastruktury a o vydavani osvédceni o
bezpecénosti (Smérnice o bezpecnosti Zeleznic), ¢l. 10 (vozidla) a ¢l. 11 (infrastruktuira).
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Identifikace rizika musi zahrnovat nasledujici prvky:

Vlastnictvi organu posuzovani shody, v€etné se-
znamu vlastnik( vétSinového podilu,

Popis sdilenych zdrojl, v€etné pracovnikl, zafi-
zeni a financi a budovani znacky.

Sdileni zdroju s jakymkoli ze subjektl uvedenych v
PRILOZE VIII 10D, bodé& 2 (viz bod 4.1 tohoto doku-
mentu) se povazZuje za nepfijatelné riziko pro nestran-
nost pro organ posuzovani shody.

Bod 4.2.5: na konec bodu musi byt pfipojen nasledujici
text.

Zavazky vrcholového vedeni musi byt dokumento-
vany.

Bod 4.2.6: na konec oznaenych odrazek musi byt pri-
pojen nasledujici text.

a) organ posuzovani shody nesmi byt rovnéz dodava-
telem, kupujicim, vlastnikem, uzivatelem produktd,
které posuzuje, ani povéfenym zastupcem jakékoli
z téchto stran. Organ posuzovani shody, jeho vr-
cholové vedeni a pracovnici odpovédni za prova-
déni hodnoticich Cinnosti (viz bod 7.4 ISO/IEC
17065), pfezkoumavani (viz bod 7.5 ISO/IEC
17065) a rozhodnuti o certifikaci (viz bod 7.6
ISO/IEC 17065) nesmi byt pfimo zapojeni do navr-
hovani, vyroby nebo konstrukce, marketingu, insta-
lace, pouziti nebo udrzby téchto produktd nebo za-
stupovat strany zapojené do téchto ¢innosti.

POZNAMKA 1: vyse uvedenym textem se provadi ustano-
veni ¢l. 31 odst. 3 a ¢l. 31 odst. 4 10D 2016

d) organ posuzovani shody nesmi zadnému klientovi
v ramci oznameni organu posuzovani shody nabi-
zet Zadné poradenstvi podle definice uvedené
v bodé 3.2.a ISO/IEC 17065,

organ posuzovani shody nesmi Zzadnému klientovi
Vv ramci oznameni organu posuzovani shody nabi-
zet zadné konzultace QMS nebo interni audit.

f)

Bod 4.2.10: Na konec bodu musi byt pfipojen nasledu-
jici text.

Specifikované obdobi nesmi byt krat$i nez 2 roky. Toto
obdobi smi byt zkraceno v kazdém jednotlivém pfi-

padé v zavislosti na pfislusném hodnoceni zalozeném
na dokumentovaném riziku.

Bod 4.2.11: Na konec bodu musi byt pfipojen nasledu-
Jici text.

Organ posuzovani shody musi vytvofit a aktualizovat
pfislusnou analyzu nestrannosti, ve které budou za-
znamenana zjisténa rizika a opatfeni.

4.3. Odpovédnost a financovani

Pouzije se text z ISO/IEC 17065.
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The risk identification shall include the following ele-
ments:

Ownership of the CAB, including the list of the ma-
jor share owners;

Description of shared resources, including person-
nel, facilities and finance, and branding.

Sharing resources with any of the entities listed in
ANNEX VIII of the 10D, point 2 (ref. to point 4.1 of this
document) is considered as unacceptable risk of im-
partiality for the CAB.

Point 4.2.5: the following text shall be added at the end
of the point.

The top management commitment shall be documen-
ted.

Point 4.2.6: the following text shall be added at the end
of the bullet points indicated.

a) CAB shall not be also the supplier, purchaser,
owner, user of the products which they assess, or
the authorised representative of any of those par-
ties. The CAB, its top-level management and the
personnel responsible for carrying out the activities
for evaluation (ref. point 7.4 of the ISO/IEC 17065),
review (ref. point 7.5 of the ISO/IEC 17065) and
certification decision ((ref. point 7.6 of the ISO/IEC
17065) shall not be directly involved in the design,
manufacture or construction, marketing, installa-
tion, use or maintenance of those products, or re-
present the parties engaged in those activities.

NOTE 1: the text above implement the provisions of art 31.3
and 31.4 of the IOD 2016

d) CAB shall not offer any consultancy, as defined in
3.2.a of ISO/IEC 17065, towards any client within

the scope of the CAB notification;

CAB shall not offer any QMS consultancy or inter-
nal audit to any client within the scope of the CAB
notification.

Point 4.2.10: the following text shall be added at the
end of the point.

9)

The specified period shall be not less than 2 years.
This period may be reduced on a case by case basis
depending on an appropriate documented risk based
evaluation.

Point 4.2.11: the following text shall be added at the
end of the point.

The CAB shall create and update an appropriate im-
partiality analysis which records identified risks and
actions.

4.3. Liability and financing

Text in ISO/IEC 17065 applies.



4.4. Nediskriminacni podminky
Pouzije se text z ISO/IEC 17065.

4.5. Davérnost
Pouzije se text z ISO/IEC 17065.

4.6. Vefejné dostupné informace
Pouzije se text z ISO/IEC 17065.

5. Pozadavky na strukturu

5.1. Organizacni struktura a vrcholové
vedeni

Bod 5.1.3: Na konec bodu musi byt pfipojen nasledu-
Jici text

Nasledujici tabulka ilustruje propojeni mezi prvky uve-
denymi pod odrazkami v bodé 5.1.3 a nazvy uvede-
nymi v tomto schématu posuzovani.

POZNAMKA 1: Nézev uvedeny v tomto dokumentu pro tyto
vybory, skupiny osob nebo osoby se mizZe liit v kaZzdém or-
ganu posuzovani shody; kompetence nicméné musi zistat
stejna.
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4.4. Non-discriminatory conditions
Text in ISO/IEC 17065 applies.

4.5. Confidentiality
Text in ISO/IEC 17065 applies.

4.6. Publicly available information
Text in ISO/IEC 17065 applies.

5. Structural requirements

5.1. Organizational structure and top
management

Point 5.1.3: the following text shall be added at the end
of the point

The following table illustrates the correspondence
between the elements of the bullet point listed in 5.1.3
and the names provided in this assessment scheme.

NOTE 1: The name provided in this document to those bo-
ards, groups of persons or persons can be different in each
CAB; nevertheless the competence shall remain the same.

Tabulka 6: Srovnavaci tabulka mezi polozkami uvedenymi v bodé 5.1.3, oznaéena osoba nebo skupina
osob a popis kompetence.

BODv 5.1.3 VYBOR, SKUPINA OSOB nebo OSOBY OZNACENE V TOMTO DOKUMENTU
h) Osoba s rozhodovaci pravomoci
9) Osoba provadéjici technické prezkoumani
f) Technicky vedouci (podle rozsahu posouzeni))

Table 6 : Correspondence table between items listed in 5.1.3, identified person or group of person and
competence description.

POINT IN 5.1.3

BOARD, GROUP OF PERSONS or PERSONS IDENTIFIED IN THIS DOCUMENT

Decision maker

Technical reviewer

Technical manager (per scope of assessment)

POZNAMKA 2: V$echny vybory, osoby nebo skupiny osob,
jak jsou popsény v bodé 5.1.3 ISO/IEC 17065, musi byt
oznaceny pro Ucely posouzeni; pouze u vyboru, osoby nebo
skupiny osob, jak jsou popsany v predchazejici tabulce (1.
osoba s rozhodovaci pravomoci, osoba provadéjici tech-
nické pfezkoumani a technicky vedouci), jsou vSak uvedeny
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NOTE 2: all the boards, persons or groups of persons as
described in 5.1.3 of ISO/IEC 17065 shall be identified for the
purposes of assessment; however only the boards, persons
or groups of persons as described in the previous table (i.e.
Decision maker, Technical reviewer and Technical manager)
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podrobnosti pro konkrétni ucel a oblast ptisobnosti tohoto do-
kumentu.

5.2. Mechanismus pro zabezpecovani
nestrannosti

Bod 5.2.3: Na konec bodu musi byt pfipojen nasledu-
jici text.

ERA musi byt zahrnuta do seznamu subjekt(l, kterym
mechanismus pro zabezpeovani ne-strannosti musi
sdélovat informace o provedenych nezavislych opat-
feni.

6. Pozadavky na zdroje

6.1. Pracovnici certifikaéniho organu

Bod 6.1.1.1: Na konec bodu musi byt pfipojen nasle-
dujici text.

Hodnoceni dostate¢ného poctu pracovnikl musi byt
provedeno pisemné.

Bod 6.1.1.2: Na konec bodu musi byt pfipojen nasle-
dujici text.

Vybor, skupina osob nebo osoba uvedend v tabulce v
bodé 5.1.3 museji splfovat kompetenéni charakteris-
tiky popsané v tomto dokumentu.

U kazdého rozsahu posouzeni se alespon jeden z vySe
uvedenych vybor(, skupin osob nebo osob uvedenych
v bodé 5.1.3 odrazkach h), g) a f) musi byt schopen se
ucastnit a aktivné pfispivat v ramci jednani koordinaéni
skupiny oznamenych subjektd, ktera jsou vedena v an-
glictiné (napf. NB-Rail).

Kompetence vyboru, skupiny osob nebo osoby uve-
dené v bodé 5.1.3 odrazkach h), g) a f) je popsana
jako:

have been detailed for the specific purpose and scope of this
document.

5.2. Mechanism for safeguarding Impartiality

Point 5.2.3: the following text shall be added at the end
of the point.

ERA shall be included in the list of bodies to which the
mechanism to safeguard impartially shall address
communication of independent actions undertaken.

6. Resource requirements

6.1. Certification body personnel

Point 6.1.1.1: the following text shall be added at the
end of the point.

The evaluation of the sufficient number of personnel
shall be produced in writing.

Point 6.1.1.2: the following text shall be added at the
end of the point.

The board, group of persons or person identified in the
table of 5.1.3 shall fulfii the competence profiles
described in this document.

Per each scope of assessment, at least one of the
above boards, groups of persons or person identified
in 5.1.3 bullet points h), g) and f) shall be able to parti-
cipate and contribute actively to notified bodies coordi-
nation group meetings held in English (e.g. NB-Rail).

The competence of the board, group of persons or per-
son identified in 5.1.3 bullet points h), g) and f) is
described as:

Tabulka 7: Popis skladby kompetence

POLOZKA PODPOLOZKA POZNAMKAly
Popis Cinnost, kterd mé byt vykonana
Vzdélani a praxe — Obecné DosazZeny akademicky titul

Specifické nad ramec obec-

a doloZena odborna praxe

ného
Znalosti — Pravni ramec Podrobnosti o potfebnych
o teoretickych znalostech
—  Technicka temata souvisejicich s pridélenou praci
— Netechnické dovednosti
Table 7: Competence composition description
ITEM SUB ITEM NOTEs
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Description

Activity to perform

Training and Experience General

Specific in addition to general

Achieved academic grade and
recorded professional experience

Knowledge

Legal Framework
Technical topics

Non-technical skills

Details on needed theoretical
knowledge related to the job
assigned

Posouzeni kompetence musi byt provedeno skupinou
posuzovateli oznamujiciho organu prostfednictvim
pohovoru a pfezkoumavani dakazd.

V PRILOZE C je uvedeny podrobny popis kompetence
pro vySe uvedeny vybor, skupinu osob nebo osoby
uvedené v tabulce obsazené v bodé 5.1.3 odrazkach
h), g) af).

Bod 6.1.2.1: Na konec bodu musi byt pfipojen nasle-
dujici text

Postup pro Fizeni kompetenci pracovnik(l musi zajistit
kontinuitu nezbytné kompetence.

POZNAMKA 1: Do managementu kompetenci maji patfit rov-
néz nasledujici prvky: pocate¢ni posouzeni kompetence,
prubézné vzdélavani, opétovné posouzeni a monitoring
kompetence.

Bod 6.1.2.1: Na konec odrazky a) musi byt pripojen na-
sledujici text.

V tomto dokumentu jsou v pfiloze C stanovena kritéria
na kompetenci u vyboru, skupiny osob nebo osoby, jez
jsou uvedeny v tabulce v bodé 5.1.3 odrazkach h), g)
af).

Bod 6.1.2.1: Na konec odrazky e) musi byt pfipojen na-
sledujici text.

Pro dozor nad pracovniky zapojenymi do hodnoticich
¢innosti a pro monitorovani dovednosti se musi pouzit
nasledujici pozadavky:

pro inspektory: body 6.1.8 a 6.1.9 ISO/IEC 17020,
a

posuzovatele QMS: body od 7.2.9 do 7.2.11
ISO/IEC 17021-1.

Bod 6.1.2.2: Na konec bodu musi byt pfipojen nasle-
dujici text.

Zmény zaznamU nezpusobuji nutnost doplfujiciho po-
souzeni oznamujiciho organu.

6.2. Zdroje pro hodnoceni

Bod 6.2.2.1: Na konec bodu musi byt pfipojen nasle-
dujici text.

27

The assessment of the competence shall be performed
by the notifying authority assessment team by means
of interviews and review of evidences.

ANNEX C provides the detailed competence descrip-
tion on the above mentioned board, group of persons
or person identified in the table of 5.1.3 bullet points h),
g) and f)

Point 6.1.2.1: the following text shall be added at the
end of the point

The procedure for management of competencies of the
personnel shall ensure the continuity of the necessary
competence.

NOTE 1: The competence management should include also
the following elements: initial competency assessment, on-
going training, competency re-assessment and monitoring.

Point 6.1.2.1: the following text shall be added at the
end of the bullet point a)

The criteria for the competence the board, group of
persons or person identified in table of 5.1.3 bullet point
h), g) and f) are provided in this document in Annex C.

Point 6.1.2.1: the following text shall be added at the
end of the bullet point e)

For the surveillance of the personnel involved in evalu-
ation activities and for skills monitoring, the following
requirements shall apply:

for inspectors: points 6.1.8 and 6.1.9 of ISO/IEC
17020, and

QMS Assessors: points from 7.2.9 to 7.2.11 of
ISO/IEC 17021-1.

Point 6.1.2.2: the following text shall be added at the
end of the point.

The modifications of the records do not trigger an ad-
ditional assessment from notifying authority.

6.2. Resources for evaluation

Point 6.2.2.1: the following text shall be added at the
end of the point.
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Organ posuzovani shody musi vést zaznamy s cilem
prokazat, Ze subjekty, kterym byly zadany subdodavky
formou outsourcingu, splfiuji pozadavky popsané v
bodé 7.4 tohoto dokumentu na zkous$eni, inspekci a
audit QMS.

V pfipadé&, Ze organ posuzovani shody zadal inspekéni
Cinnosti a schvaleni QMS, za néz je odpovédny jako
oznameny subjekt, formou outsourcingu podle modulu
nebo moduld, které klient zvoli, musi byt subjekty, jimz
je zadana subdodavka formou outsourcingu, akredito-
vany podle:

ISO/IEC 17020 typ a dle popisu v bodé A.1 pfilohy
a v pfripadé provadéni inspekci,

ISO/IEC 17021 v pfipadé schvalovani QMS.

Organ posuzovani shody smi rovnéz zadat formou out-
sourcingu hodnotici €innosti organu posuzovani shody
oznamené podle IOD 2016 nebo pfip. IOD 2008, ktera
ma stejny rozsah, pokud jde o oznameni.

POZNAMKA 1: orgén posuzovéni shody provédi inspekce,
které se zavaZe provést (viz bod 6.3.1 ISO/IEC 17020), ob-
vykle sam. Davody k zadani subdodavky mohou byt nasle-
dujici (viz POZNAMKA 1 k bodu 6.3.1 ISO/IEC 17020):

Nepredvidané nebo abnormalni zatiZeni,

Kli¢ovi pracovnici provadéjici inspekci nemaji
moznost ji provést,

Klicova zafizeni nebo casti vybaveni jsou docasné
nezpusobilé k pouZiti,

Cést smlouvy od klienta, do které spada inspekce,
kterou nepokryva rozsah organu posuzovani shody
nebo presahuje zpusobilost nebo zdroje organu po-
suzovani shody.

POZNAMKA 2: Vyuziti externich pracovnikt v rémei smiouvy
neni outsourcingem (viz POZNAMKA 2 k bodu 6.2.2.1
ISO/IEC 17065). Takovi najmuti pracovnici musi vykonavat
Cinnosti v ramci systému tykajici se odpovédnosti a kvality
oznameného subjektu. Pokud je najat subjekt i subjekty,
zZnamena to outsourcing.

POZNAMKA 3: Pouze za tyto dotéené ¢innosti (tzn. inspekce
a schvalovani QMS) jsou ¢&innosti, za které je odpovédny
oznameny subjekt v ramci svych hodnoticich ¢innosti. Mezi
¢innosti popsané v tomto bodé nepatfi zkusebni a inspekcni
Cinnosti, které patfi mezi povinnosti klienta oznameného sub-
jektu jako soucast dukazu o vyrobnich &innostech klienta.
Pokud se tyce ¢innosti souvisejicich se zkousenim podle po-
pisu v bodé 6.2.2.2., je mozna urcita flexibilita.

POZNAMKA 4: Hranice povinnosti mezi klientem a oznéme-
nym subjektem zaviseji na modelech, které klient zvolil, pfe-
depsané v kapitole 6 pfislusné/ych TSI. Tyto hranice jsou de-
finovany pfislusnymi moduly a kapitolou 6 pfislusné/ych TSI.

28

The CAB shall keep records to demonstrate that the
outsourced bodies fulfill the requirements as described
in point 7.4 of this document for respectively testing,
inspection and QMS audit.

In case the CAB outsources inspection activities and
QMS approval under its responsibility as NoBo, accor-
ding to the module or modules chosen by the client, the
outsourced bodies shall be accredited according to:

ISO/IEC 17020 type A as described in Point A.1 of
Annex A if providing inspections,

ISO/IEC 17021 if providing QMS approval.

The CAB may also outsource evaluation activities to a
CAB notified under the 10D 2016 or IOD 2008 (as ap-
plicable) having the same notification scope.

NOTE 1: the CAB shall itself normally perform the inspecti-
ons that it contracts to undertake (See 6.3.1 of ISO/IEC
17020). Reasons to subcontract can include the following
(see NOTE 1 on point 6.3.1 of the ISO/IEC 17020):

An unforeseen or abnormal overload;

Key inspection staff members being incapacitated

Key facilities or items of equipment being tempo-
rarily unfit for use;

Part of the contract from the client involving in-
spection not covered by the CAB’s scope or being
beyond the capability or resource of the CAB

NOTE 2: Use of external personnel under contract is not out-
sourcing (see NOTE 2 on point 6.2.2.1 of ISO/IEC 17065).
Such hired personnel shall carry out its activities under the
responsibility and quality system of the NoBo. Hiring a body
or bodies is outsourcing.

NOTE 3: The concerned activities (i.e. inspection and QMS
approval) are the ones under the responsibility of the NoBo
as part of its evaluation activities, and those ones only. The
activities described in this point do not include the testing and
inspection activities that are under the responsibility of the
client of the NoBo as part of the client evidence production
activities. Some flexibility is allowed as regards testing acti-
vities as described in point 6.2.2.2.

NOTE 4: The limits of responsibilities between the client and
the NoBo depend on the modules that have been chosen by
the client in line with the prescription of the chapter 6 of the
relevant TSI(s). These limits are defined by the respective
modules and chapter 6 of the relevant TSI(s).



POZNAMKA 5: Kategorizace typti A, B a C se vztahuje
pouze na inspekcéni organy.

6.2.2.2: Na konec bodu musi byt pfipojen nasledujici
text.

Organ posuzovani shody maze zadat formou outsour-
cingu nezavislym subjektim pouze specifické Ukoly
souvisejici se zkouSenim spadajici mezi hodnotici &in-
nosti v souladu s ustanovenimi kapitoly 6 pfislusné/ych
TSI a s hranicemi povinnosti definovanymi v pfislus-
ném modulu / pfislusnych modulech.

Podminky udéleni duivéry jsou popsany v bodé 7.4.
ZKOUSKA tohoto dokumentu.

POZNAMKA 1: Na akreditovanou zkou$ku a neakreditova-
nou zkou$ku se vztahuji odliSné podminky.

7. PoZadavky na proces

7.1. VSeobecné

Bod 7.1.2: Na konec bodu musi byt pfipojen nasledu-
Jici text.

PoZadavky jsou specifikovany podle (seznam neni vy-
Cerpavajici):

— zakladnich pozadavki, jak je definuje IOD 2008
a 10D 2016,

pozadavkl zahrnutych do rozhodnuti pro Zelez-
nicni moduly,

zakladnich parametrd zahrnutych do textu TSI,

norem uvedenych v textu TSI.

POZNAMKA 1: Tyto normy se obvykle nazyvaji zavazné
normy.

— Harmonizované evropské normy uplatfiované
zcela Ci ¢asteCné, jak jsou definovany Zzadatelem
za UcCelem spinéni zakladnich poZadavkd podle
definice v TSI

POZNAMKA 2: Tyto normy se obvykle nazyvaji nezavazné
normy.

— alternativni feSeni k harmonizovanym evropskym
normam, jako napf. ostatni vefejné normy, doku-
mentace podnik( a podnikové normy, uplathované
zcela &i Caste€né, jak jsou definovany zadatelem v
souvislosti s plnénim zakladnich pozadavkd dle
definice v TSI

POZNAMKA 3: Tyto normy se obvykle nazyvaji nezadvazné
normy.

technicka stanoviska ERA,
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NOTE 5: The categorization as Types A, B and C is appli-
cable to inspection bodies only.

6.2.2.2: the following text shall be added at the end of
the point.

The CAB can outsource to non-independent bodies
only specific testing tasks of the evaluation activities,
in line with the prescription of the chapter 6 of the rele-
vant TSI(s) and with the limits of responsibilities de-
fined in the chosen module(s).

Conditions for confidence are described in section
7.4.TEST of this document.

NOTE 1: different conditions apply for accredited test and
not-accredited test.

7. Process requirements

7.1. General

Point 7.1.2: the following text shall be added at the end
of the point.

Requirements are defined by (not exhaustive):

essential requirements as defined in the IOD 2008
and |IOD 2016

requirements included in the decision for railway
modules;

basic parameters included in the text of the TSls;

standards quoted in the text of the TSIs

NOTE 1: those standards are usually called mandatory stan-
dards.

— Harmonised European Standards applied in full or
in part, as defined by the applicant in order to meet
the essential requirements as defined in the TSIs

NOTE 2: those standards are usually called voluntary stan-
dards.

alternative solutions to Harmonised European
Standards, such as other public standards, docu-
mentation and company standards applied in full
or in part, as defined by the applicant in relation to
meet the essential requirements as defined in the
TSls

NOTE 3: those standards are usually called voluntary stan-
dards.

ERA technical opinions;
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— technické dokumenty ERA.

POZNAMKA 1: Toto schéma posuzovani zahrnuje implicitné
Jfazi prokazovani®, ktera neni v ISO/IEC 17065 definovana,
protoZe ji neprovadi organ posuzovani shody Zadajici o
oznameni.

Do ,faze prokazovani“ patfi dokumentace tykajici se
produktl, montaze a souvisejici dokumentace; posky-
tuje zakladni vstupy pro hodnoceni, prfezkoumavani
a rozhodnuti o certifikaci, které provadi organ posuzo-
vani shody Zadajici o oznameni.

Obr. &. 3 v této CASTI 2 ,Prilohy E* obsahuje grafické
znazornéni:

— Faze prokazovani (nezahrnuta v ISO/IEC 17065);
provadi jej jina organizace nez organ posuzovani
shody Zadajici o oznameni,

— Hodnoceni (zahrnuté do ISO/IEC 17065 — viz bod
7.4); provadi jej organ posuzovani shody Zadajici
0 oznameni,

— Prezkoumani (zahrnuté do ISO/IEC 17065 — viz
bod 7.5); provadi jej organ posuzovani shody Za-
dajici o oznameni,

— Rozhodnuti o certifikaci (zahrnuté do ISO/IEC
17065 — viz bod 7.6); provadi ji organ posuzovani
shody Zadajici o oznameni.

POZNAMKA 2: Klient orgénu posuzovéni shody smi pfedio-
Zit dikazy jakékoli organizace, kterou klient povaZuje za
vhodnou (vnitropodnikové organy, zkuSebni laboratore, vni-
tropodnikové inspekéni organy, outsourcing externimi or-
gany atd.). Na podminky pro predkladani dikazi se smi
vztahovat omezeni (napf. pripadné potfeby akreditované la-
boratore).

7.2. Zadost

Na konec oddilu musi byt pfipojen nasledujici text.

Certifikacni organ musi mit pisemny postup pro spravu
Zadosti.

Nezbytné informace, které maji byt obsazeny v za-
dosti, musi zahrnovat alespof nasledujici:

— jméno a adresa zadatele a v pfipadé, Ze Zadost
podava povéfeny zastupce, jméno a adresa pové-
feného zastupce,

— kontaktni Udaje (napf. telefonni Cislo kancelare,
mobilni telefonni &islo, e-mail atd.) fyzické osoby
vystupujici pro Zadatele nebo pro povéreného za-
stupce jako kontaktni osoba,

— v8echny pouzitelné informace tykajici se produktu
v€etné typu (tzn. identifikacni €. produktu, definice

— ERA technical documents.

NOTE 1: this assessment scheme includes implicitly an “evi-
dence phase” which is not defined in the ISO/IEC 17065, be-
cause it is not performed by the CAB seeking notification.

The “evidence phase” includes products, installations
and associated documentation; it produces fundamen-
tal inputs for the evaluation, review and certification de-
cision performed by the CAB seeking notification.

Fig 3 on this PART 2 “Annex E” provides a graphical
representation:

— Evidence phase (not included in the ISO/IEC
17065); it is performed by other organisation than
the CAB seeking notification;

—  Evaluation (included in the ISO/IEC 17065 - see
point 7.4); it is performed by the CAB seeking no-
tification;

— Review (included in the ISO/IEC 17065 — see point
7.5); it is performed by the CAB seeking notifica-
tion;

—  Certification decision (included in the ISO/IEC
17065 — see point 7.6); it is performed by the CAB
seeking notification.

NOTE 2: The client of the CAB may have produced the evi-
dences by any organisation the client deems appropriate (in-
house bodies, testing laboratories, in-house inspection bo-
dies, outsourcing to external bodies, etc.). Restrictions may
apply on conditions for producing evidences (e.g. possible
needs for accredited lab).

7.2. Application

The following text shall be added at the end of the
section.

The certification body shall have a written procedure to
manage applications.

The necessary information to be contained within the
application shall include at least the following:

— name and address of the applicant and, if the ap-
plication is lodged by the authorised representa-
tive, the name and address of the authorised re-
presentative;

— contact details (e.g. office phone, mobile phone, e-
mail etc.) of the physical person acting as contact
point for the applicant or for the authorised repre-
sentative;

— all relevant information for the product including
Type (i.e. product ID, product definition), and pro-
duct (i.e. configuration, version, interfaces);



produktu) a produktu (tzn. konfigurace, verze, roz-
hrani),

— vS8echny pfislusné TSI vcetné jakychkoli dostup-
nych i oCekavanych vyjimek,

— volba modulu & modult pro posouzeni,
— rozsah ISV (pokud se zadost tyka ISVNP14)),

— pisemné prohladeni obsahujici vyrok, ,Ze stejna
Zzadost nebyla podana zadnému jinému ozname-
nému subjektu®,

— jakykoli potfebny ES certifikatNP'9), soubor tech-
nické dokumentace, technicka dokumentace,

— v pfipadé pouziti ISV rovnéz certifikaty ISV, tech-
nické soubory ISV, prohlaseni ISV k jakymkoli pfed-
chazejicim modulim nebo ISV. Pokud tyto polozky
nejsou v dobé podani zadosti k dispozici, musi byt
presné definovan zamysleny rozsah ISV a rozhrani.

7.3. Pfezkoumani zadosti
Pouzije se text z ISO/IEC 17065.

7.4. Hodnoceni

Bod 7.4.1: Na konec bodu musi byt pfipojen nasledu-
Jici text.
Plan hodnoceni musi byt dokumentovan a musi jit o

prvni dokument faze hodnoceni. Pokud je to v priibéhu
projektu potfebné, plan musi byt aktualizovan.

Bod 7.4.2: Na konec bodu musi byt pfipojen nasledu-
jici text.

Povéfeni pracovnik(l plnénim kazdého hodnoticiho
ukolu musi byt provedeno pisemné.

Bod 7.4.9: Na konec bodu musi byt pfipojen nasledu-
Jici text.

U kazdého produktu, ktery je hodnocen, v zavislosti na
modulu, ktery si klient organu posuzovani shody zvoli,
musi byt vysledky faze hodnoceni zaznamenany do
zpravy o inspekci a zpravy z auditu QMS.

POZNAMKA 1: Podle pokynt k vykladu je zde tento bod
7.4.9 vloZen nespravné. Za bod 7.4.1 v této ¢asti dokumentu
je vioZzen pouze za ucelem zlepSeni srozumitelnosti tohoto
dokumentu.

Bod 7.4.3: Na konec bodu musi byt pfipojen nasledu-
jici text.

NP14) NARODNI POZNAMKA
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— all the applicable TSIs, including any available or
expected derogations;

— the choice of the module or modules for as-
sessment;

— the scope of ISV (if the application refers to an
ISV);

— the declaration in writing containing the statement
“that the same Application has not been lodged
with any other Notified Body”;

— any useful EC Certificate, Technical File, Technical
Documentation;

— in case of use of ISVs also ISV Certificates, ISV
Technical Files, ISV Declarations of any preceding
Modules or ISVs. If these are not available at time
of application, the intended ISV scope and inter-
faces shall be precisely defined.

7.3. Application review
Text in ISO/IEC 17065 applies.

7.4. Evaluation

Point 7.4.1: The following text shall be added at the end
of the point.

The plan for evaluation shall be documented and it
shall be the first document of the evaluation phase. The
plan shall be updated if and as required during the pro-
ject progress.

Point 7.4.2: The following text shall be added at the end
of the point.

The assignment of the personnel to perform each eva-
luation task shall be in writing.

Point 7.4.9: The following text shall be added at the end
of the point.

Per each product under evaluation, depending on the
module chosen by the client of the CAB, the results of
the evaluation phase shall be recorded by an in-
spection report and a QMS audit report.

NOTE 1: according to the reading instructions, this point
7.4.9 is here misplaced. It is placed in this part of the docu-
ment, after point 7.4.1, only to improve the readability of this
document.

Point 7.4.3: The following text shall be added at the end
of the point.

ISV ,Doc&asné prohlaseni o ovéfreni viz I0D 2008 pfiloha VI bod 2.2.1

NP15) NARODNI POZNAMKA  ES certifikat podle 10D 2008 ¢lanku 15



Technical document
MNB - Assessment scheme
000MRA1044 ver 1.1

V zavislosti na pfislusném zvoleném modulu nebo mo-
dulech musi hodnotici ukoly obsahovat alespor jednu
z nasledujicich polozek:

— zkou$eni,
— inspekce, a

— schvalovani systému managementu kvalit.

ZKOUSENI

Hodnotici Cinnosti souvisejici se zkousenim musi spl-
fovat pfislusné pozadavky ISO/IEC 17025 popsané v
tomto bodé.

Organ posuzovani shody musi zaijistit, aby zkouska
pouzita v jeho hodnoticich €innostech byla provedena
podle nasledujicich akceptanich kritérii:

— Kompetentnim, nezavislym a reprodukovatelnym
zpusobem podle pozadavkul ISO/IEC 17025, a

— v souladu s pfislusSnymi pozadavky normativnich
dokumentl na produkty a na jejich vyrobni proces.

Organ posuzovani shody musi dokumentovat metody
pro zajisténi téchto vySe uvedenych kritérii podle na-
sledujicich moznosti:

— akreditovana zkouska,

— neakreditovana zkouska.

POZNAMKA 1: Je béZnou praxi, Ze zkousky neprovadi
prfimo organ posuzovéani shody, ale jiné subjekty, podrob-
nosti, o nichZ jsou uvedeny v bodé ,, 7.4.ZKOUSKA.A — Akre-
ditovana zkouska“ a/nebo ,7.4.ZKOUSKA.ANP1®) _ Neakredi-
tovana zkouska*,

POZNAMKA 2: Zpravy ze zkousky musi dokumentovat vy-
sledky zkou$ky. Hodnoceni vysledku zkousky zahrnuté do
zpravy je soucasti ,hodnotici faze — INSPEKCE".

7.4. ZKOUSKA.A — Akreditovana zkouska

Posouzeni zajistuje nezbytné ujisténi a nezbytnou da-
véryhodnost Protokoll o zkouskach vypracovanych v
ramci takového posouzeni. Akreditovana zkouska je
preferovany zplsob, jak organ posuzovani shody pro-
kaze obg kritéria pfijatelnosti.

POZNAMKA 1: Je béznou praxi, Ze zkousky smluvné zajis-
tuji vyrobci a/nebo Zadatelé pfimo u akreditované zkuSebni
laboratore.

Depending of the appropriate module or modules cho-
sen, the evaluation tasks shall contain at least one of
the following:

— Testing,
— Inspection, and

— Quality Management System Approval.

TESTING

The evaluation activities related to testing shall follow
the applicable requirements of ISO/IEC 17025
described in this point.

The CAB shall ensure that the test used in its evalu-
ation activities have been carried out according the
following acceptance criteria:

— In competent, independent and reproducable man-
ner according to the requirements of ISO/IEC
17025, and

— in accordance with the applicable requirements of
normative documents for products and their manu-
facturing process.

The CAB shall have documented methods to ensure
these above criteria according to the following possibi-
lities:

— accredited test;

— non-accredited test.

NOTE 1: It is common practice that tests are not performed
directly by the CAB but by other bodies with the details pro-
vided in “7.4. TEST.A — Accredited test” and/or “7.4. TEST.A
— Non-accredited test”.

NOTE 2: The test reports shall document the test results. The
evaluation of the test results, included in the report, is part of
the “evaluation phase — INSPECTION”.

7.4.TEST.A — Accredited test

The assessment provides the necessary confidence
and trust in the test reports prepared under such as-
sessment. The accredited test is the preferred means
by CABs for demonstrating both acceptance criteria.

NOTE 1: It is common practice that tests are contracted by
manufacturers and/or applicants directly to accredited test la-
boratories.

NP16) NARODNI POZNAMKA  sprévné mé byt ,7.4.ZKOUSKA.B — Neakreditovana zkouska®.



Posouzeni zkuSebniho organu / laboratofe musi byt
provedeno signatafem multilaterarnich dohod EA nebo
ILAC.

POZNAMKA 2: v EU jde obvykle o vnitrostatni akreditacni
organy.

Akreditovana zkouska musi byt akceptovana, pouze
pokud:

protokol o zkousce zahrnuje platnou akreditaéni
znacku a/nebo identifikaéni islo posouzeni, a

organ posuzovani shody obdrzel od laboratofe pro-
vadeéjici zkousSku kopii certifikatu z posouzeni
vCetné jeho prilohy. Provadéna zkouska musi byt
provedena v ramci rozsahu a podle pravidel tohoto
posouzeni.

POZNAMKA 3: Certifikét z posouzeni a jeho prilohy mohou
byt rovnéz predloZeny elektronicky pfes internetové stranky.

7.4. ZKOUSKA.B — Neakreditovana zkouska

Organ posuzovani shody musi mit pfed provedenim
zkouSek zdokumentovan proces pro posouzeni kom-
petence neakreditované zkuSebni laboratofe. Tento
dokumentovany proces musi organ posuzovani shody
zajistovat, ze:

— pracovnik organu posuzovani shody, ktery posu-
zuje zkuSebni laboratofe, méa pfislusnou kompe-
tenci,

organ posuzovani shody vede evidenci k proka-
zani provedeného posouzeni viéi laboratofi, po-
kud se ty¢e souladu s pozadavky ISO/IEC 17025,
jak je uvedeno nize:

o Bod 4.1 Organizace

o Bod 4.5 Subdodavky zkousek a kalibraci

o Bod 4.9 Rizeni neshodnych praci pfi zkougeni
a/nebo kalibraci

o Bod 5.2 Osoby pracujici v laboratofi

o Bod 5.3 Prostory a podminky prostredi

o Bod 5.4 ZkuSebni a kalibracni metody a vali-
dace metod

o Bod 5.5 Zafizeni

o Bod 5.6 Navaznost méfeni

o Bod 5.7 Vzorkovani

o Bod 5.8 Zachazeni se zkuSebnimi a kalibracg-
nimi polozkami

o Bod 5.9 Zajistovani kvality vysledk(l zkouSek

a kalibraci
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The assessment of the test body / laboratory shall be
provided by a signatory of the multilateral agreement
of EA or ILAC.

NOTE 2: in EU these usually are the National accreditation
bodies.

An accredited test shall be accepted only if:

— the test report includes a valid assessment mark
and/or the assessment ID-number, and

if the CAB has received a copy of assessment cer-
tificate of the laboratory performing the test, inclu-
ding its annex. The performed test must have been
performed within the scope and subject to the rules
of this assessment.

NOTE 3: the assessment certificate and its annex can be
also provided electronically via website.

7.4.TEST.B — Non-accredited test

The CAB shall have a documented process for asses-
sing the technical competence of the non-accredited
testing laboratory before the performance of the tests.
This CAB documented process shall ensure that:

CAB staff who assesses the testing laboratories
have the adequate competence;

CAB keeps records to demonstrate the performed
assessment towards the laboratory for compliance
with requirements of ISO/IEC 17025 as below:

o Point 4.1 Organisation

o Point 4.5 Subcontracting of tests and calibrati-
ons

o Point 4.9 Control of nonconforming testing
and/or calibration work

o Point 5.2 Personnel

o Point 5.3 Accommodation and environmental
conditions

o Point 5.4 Test and calibration methods and
method validation

o Point 5.5 Equipment

o Point 5.6 Measurement traceability

o Point 5.7 Sampling

o Point 5.8 Handling of test and calibration items

o Point 5.9 Assuring the quality of test and

calibration results
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Bod 5.10 Uvadéni vysledkud

zkuSebni laboratof pfedklada vesSkeré zaznamy
o konkrétni zkouSce podle Zadosti organu posuzo-
vani shody,

o

je hodnocena a zaznamenavana kompetence
a nezavislost pracovnik( laboratore,

je pofizovan zaznam o ucasti v mezilaboratornim
porovnani nebo v programech zkouseni zpusobi-
losti (v pfipadé dostupnosti),

organ posuzovani shody periodicky, alespon kaz-
dych 24 mésicu, posuzuje laboratof, aby byla pro-
kazana jeji kompetence, pokud je to za ucelem
certifikace potfebné.

VysSe uvedeny seznam muaze TSI pozménit, pokud TSI
umozni provedeni urCité zkouSky neakreditovanymi
zkusebnimi laboratofemi (napf. tymy udrzby podléha-
jici manazerovi infrastruktury). v tomto pfipadé smi TSI
k pozadavkim, které jsou uvedeny vySe v tomto od-
dile, stanovit poZadavky alternativni.

INSPEKCE

Hodnotici ¢innosti souvisejici s inspekcemi musi spl-
fovat pfislusné pozadavky ISO/IEC 17020 popsané v
tomto bodé. Pozadavky na zdroje pro hodnoceni pfi
provadéni inspekci jsou popsany v bodé 6.1 tohoto do-
kumentu.

7.4. ISP.A Inspekéni metody, postupy a pozadavky

Bod 7.1 v&etné vSech pododdilt ISO/IEC 17020 se po-
uzije spole€né s niZze popsanymi pozadavky.

Na konec bodu 7.1.1 ISO/IEC 17020 musi byt pfipojen
nasledujici text.

Konkrétni metody, postupy a poZadavky na inspekci
musi byt odvozeny alespon z polozek uvedenych v na-
sledujicim seznamu.

popisy modull (napf. rozhodnuti €. 713/2010, pfi-
lohy v TSI atd.),

text TSI,

normy uvedené v textu TSI,

POZNAMKA 1: Tyto normy se obvykle nazyvaji zavazné
normy.

— harmonizované evropské normy uplathované
zcela Ci ¢aste€né, jak jsou definovany zadatelem
v souvislosti se spinénim zakladnich pozadavki
podle definice v TSI,

alternativni feSeni k harmonizovanym evropskym
normam, jako napf. ostatni vefejné normy, normy
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o Point 5.10 Reporting the results

the testing laboratory presents all records of a spe-
cific test under request by the CAB;

competence and independence of the laboratory
personnel are evaluated and recorded;

participation to inter-laboratory comparison or profi-
ciency-testing programmes is recorded (if avai-
lable);

CAB assesses periodically, at least every 24
months, the laboratory to demonstrate that its com-
petence is maintained, as far as required for the
purpose of the certification.

The above list can be amended by a TSI if the TSI per-
mits certain testing by non-accredited test laboratories
(e.g. by infrastructure manager’s maintenance teams).
In this case, the TSI may provide alternative require-
ments to those mentioned above in this section.

INSPECTIONS

The evaluation activities related to inspections shall
follow the applicable requirements of ISO/IEC 17020
described in this point. The requirements for the re-
sources for evaluation performing inspections are
described in point 6.1 of this document.

7.4. ISP.A Inspection methods, procedures and
requirements

Point 7.1 including all the subsections of ISO/IEC
17020 applies together with requirements as described
below.

Point 7.1.1 of ISO/IEC 17020 the following text shall be
added at the end.

The specific methods, procedures and requirements
for inspection shall be derived at least from the items
of the following list.

modules descriptions (e.g. Dec 713/2010, Annexes
in TSls, etc.);

the text of the TSls;
standards quoted in the text of the TSls;

NOTE 1: those standards are usually called mandatory stan-
dards.

Harmonised European Standards applied in full or
in part, as defined by the applicant in relation to
meet the essential requirements as defined in the
TSls;

alternative solutions to Harmonised European
Standards, such as other public standards, docu-
mentation and company standards applied in full or



tykajici se dokumentace a spolec¢nosti, uplatho-
vané zcela Ci ¢aste€né, jak jsou definovany zada-
telem v souvislosti se splnénim zakladnich poza-
davku podle definice v TSI,

POZNAMKA 2: Tyto normy uvedené ve dvou pfedchazeji-
cich odrazkach se obvykle nazyvaji nezavazné normy.

technicka stanoviska ERA,
technické dokumenty ERA,

dokumenty koordinaéni skupiny NB-Rail (napf.
RFU, Q/C a FAQ).

Metody, postupy a pozadavky na inspekci odvozené
od vySe uvedenych poloZek se musi pouzit sou¢asné.

Plan hodnoceni (viz bod 7.4.1 tohoto dokumentu) musi
odkazovat na tyto metody, postupy a poZzadavky.

POZNAMKA 3: Metody, postupy a poZadavky jsou obvykle
generického charakteru; mohou byt vSak i metody, postupy
a poZadavky na velmi specifické technické feSeni. v tomto
pfipadé Ize presny soubor metod, postupl a poZadavku,
které byly pouZity, stanovit pouze na konci uvedeného pro-
jektu.

Na konec bodu 7.1.3 z ISO/IEC 17020 musi byt pfipo-
jen nésledujici text:

Inspekéni metoda musi zahrnovat u kazdého inspek-
tovaného produktu konkrétni vy&erpavajici soupis.

POZNAMKA 1: Tento soupis Ize rozdélit dale do nékolika
soupist ve formatu maticového stylu.

Soupis musi systematicky zahrnovat alespon nasledu-
jici informace.

parametry TSI: strukturovany seznam vSech jed-
notlivych parametrt TSI, které maji byt posuzo-
vany,

POZNAMKA 2: Mize dojit k tomu, Ze parametr TSI musi byt
dale rozdélen do nékolika dilcich prvk( na podporu efektiv-
niho provedeni inspekce.

Mandatorni pozadavky TSI: odkazy na pfislusné
zavazné normy k vySe uvedenym parametrum TSI,
ostatni mandatorni odkazy v ramci TSI (napf. ka-
pitola 6 TSI, pfilohy TSI) a pokud jsou definovany
mandatorni odkazy na jiné technické dokumenty
TSI nebo technické dokumenty ERA,

Ostatni poZadavky (pouzité k posouzeni shody se
zakladnimi pozadavky): vyCerpavajici popis har-
monizovanych norem, nezavaznych norem a alter-
nativnich fedeni zvolenych pro konkrétni projekt,
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in part, as defined by the applicant in relation to
meet the essential requirements as defined in the
TSls;

NOTE 2: those standards mentioned in the two previous
bullet points are usually called voluntary standards.

ERA technical opinions;
ERA technical documents;

NB-Rail coordination group documents (e.g. RFUs,
Q/Cs, and FAQs).

The methods, procedures and requirements for in-
spection derived from the above listed items shall be
applied simultaneously.

The evaluation plan (see point 7.4.1 of this document)
shall reference to these methods, procedures and
requirements.

NOTE 3: the methods, procedure and requirements are usu-
ally of generic nature; however there could be methods, pro-
cedures and requirements for a very specific technical solu-
tion. In this case the exact set of methods, procedures and
requirements applied in a project can only be determined at
the end of that project.

Point 7.1.3 of ISO/IEC 17020 the following text shall be
added at the end

The inspection method shall include, for each product
under inspection, a specific exhaustive check list.

NOTE 1: The check list can be subdivided into several check
lists having a matrix style format.

The check list shall systematically include at least the
following information.

— TSI parameters: structured list of all individual TSI
parameters to be assessed;

NOTE 2: it can happen that a TSI parameter needs to be
subdivided into several sub-elements to support an efficient
performance of the inspection.

TSI mandatory requirements: references to appli-
cable mandatory standards to the aforementioned
TSI parameters, other mandatory references within
TSls (e.g. Chapter 6 of the TSIs, Annexes of TSIs)
and where they are defined mandatory references
to other TSIs or ERA Technical Documents;

Other requirements (used to assess conformity with
the essential requirements): exhaustive description
of project specific choices of harmonised standards,
voluntary standards and alternative solutions;
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— Pfedmét inspekce: odkazy k jednomu nebo néko-
lika dikazim pouzitym béhem inspekce vyse uve-
denych pozadavku. Pfedméty inspekce musi oka-
zovat na nasledujici bod 7.4.1SP.B,

— Vysledky inspekce: odborny usudek provedeny
pracovniky inspek&niho organu, zda se pfedmét
inspekce shoduje s vy3e uvedenymi pozadavky,
vCetné odkazu na jméno zaméstnance a datum
prohlaseni.

POZNAMKA 3: Je osvéd&enou praxi rozdélit vysledky in-
spekce do kategorii podle 3 druht vysledkt: vyhovujici, ne-
vyhovujici, nerelevantni (napr. poZadavky na shérace v pro-
jektu motorovych lokomotiv).

— Podminky pouziti: jakékoli podminky pro pouziti in-
spektovaného produktu, jak vyplyva z posouzeni
(napf. rychlostni limit pro kolejova vozidla).

POZNAMKA 4: Nésledujici pfiklad Ize povaZovat za dodr-
Zeni vy$e uvedeného minimalniho souboru informaci v mati-
covém formatu. Organ posuzovani shody vsak smi rozhod-
nout o doplnéni dalsich sloupct pro zvySeni srozumitelnosti,
nebo smi zaradit dal$i informace. Vyplnény soupis smi slou-
Zit jako soubor podrobnych informaci na podporu zpravy dle
definice uvedené v bodé 7.4.ISP.D tohoto dokumentu.

— Inspection items: references for one or several evi-
dences used during the inspection of the aforemen-
tioned requirements. The inspection items shall re-
fer to following point 7.4.1SP.B;

— Inspection results: professional judgment by the in-
spection body staff whether the inspection item
complies with the aforementioned requirements,
including reference to name of staff and date of sta-
tement.

NOTE 3: it is good practice to have inspection results cate-
gorised by 3 kinds of results: Compliant, Non-compliant, not
relevant (e.g. requirements for pantographs in a diesel lo-
comotive project).

— Conditions for use: any conditions for use of the
product under inspection as resulting from the as-
sessment (e.g. a speed limit for rolling stock).

NOTE 4: The following example can be considered as com-
plying with the above stated minimum set of information in a
matrix format. CABs may however decide to add additional
columns to increase readability or may include further infor-
mation. The completed check list may serve as collection of
detailed information to support the report as defined in point
7.4.1SP.D of this document.

Tabulka 8: Priklad matice soupisu

) ) PREDMET ] )
& PARAMETR MANDATORNI OSTATNI INSPEKCE VYSLEDKY | PODMINKY
) TSI POZADAVKY TSI POZADAVKY nebo INSPEKCE POUZITI
VZOREK
i-1
i 1302/2014 >6.2.34 posouzeni ma byt | >ZkuSebni Vyhovuje, >Max.
L&P TSI zaloZeno na Zprava rychlost
5 EN 14363:2005 k EN 14363: pani =160 km/h
Odstavec >Priloha J-1 Hodnoceni 2005 pro Novékova,
brzdiciho referencni viz .
4.2.34.2 (3 2.b
Prabéz"né( ) SEN14363:2005 procenta (lambda) | — identifikacni 2012?2”6 >M§7VX- ,
oy o k referenénimu kéd dokumentu zatizeni na
dynarlnlc,:ke (,c;r/.?/usne vozu XYZ“ napravu =
chovani odstavce) > popis vyrobeil 14,3t
a vypocet pro
>Priloha J-2(2) hodnoceni
brzdiciho
procenta
>ERA/TD/2012- (lambda) —
17/INT rev. 3.0 identifikacni
kod dokumentu
JABC”
1+1
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PREDMET
Nu | PARAMETR MANDATORNI OSTATNI INSPEKCE VYSLEDKY | PODMINKY
m TSI POZADAVKY TSI POZADAVKY nebo INSPEKCE POUZITI
VZOREK
i-1
! 1302/2014 >6.2.3.4 assessment to be | >Test Report to | Compliant, >Max. speed
L&P TSI based on EN14363:2005 | Mrs.Smith, | =160km/h
. . for reference
Clause >Appendix J-1 E;vrgzggfs.zoos bty 02.03.2016 Mo e
4.2.3.4.2 (3) evaluation to document ID load =14,3t
Running >EN14363:2005 . “ ”
> reference vehicle | code ‘XYZ
dynam/c (relevant clauses) >manufacturers
behaviour description and
>Appendix J-2(2) calculation for
Lambda-
>ERA/TD/2012- evaluation -
17/INT rev 3.0 document ID
code “ABC”
1+1

7.4. ISP.B Predmét inspekce a vzorky

Bod 7.2 véetné vsech pododdilt ISO/IEC 17020 se po-
uZije spole¢né s nize popsanymi poZadavky.

Na zacatek bodu 7.2.1 z ISO/IEC 17020 musi byt pri-
pojen nasledujici text.

Predmét inspekce a vzorky jsou definovany jako:

— predméty inspekce: jsou dokumenty, které vyka-
zuji urcité vlastnosti produktu,

— vzorky: jsou produkty, které mohou byt prototy-
pem, prvnim vyrobkem v sérii nebo produktem vy-
branym z hromadné vyroby.

POZNAMKA 1: VSechny dokumenty, které orgén posuzovani
shody pouziva pro ¢innosti souvisejici s posuzovanim shody,
se stavaji pfedmeéty inspekce.

Organ posuzovani shody musi obdrzet od Zadatele
soubor dokumentace k inspekci, specifickych pro aktu-
alné posuzovany produkt. Mezi pfedméty inspekce
musi patfit alespor nasledujici prvky.

— funkéni popis véetné rozhrani,

— technicky popis v&etné rozhrani,
— vykresy navrhu,

— vyrobni vykresy,

— monazni vykresy,

— provadéci vykresy,

— zpravy o simulacich a vypoctech,

7.4. ISP.B Inspection items and samples

Point 7.2 including all the subsections of ISO/IEC
17020 applies together with requirements as described
below.

Point 7.2.1 of ISO/IEC 17020 the following text shall be
added at the beginning.

Inspection items and inspection samples are defined
as:

— items: are documents which demonstrate certain
properties of a product;

— samples: are products, which can be a prototype, a
first in series or product taken from a mass produ-
ction.

NOTE 1: all documents used by the CAB for the conformity
assessment activity become items under inspection.

The CAB shall receive from the applicant a set of items
for inspection, specific for the product under as-
sessment. The items for inspection shall include at le-
ast the following elements.

— functional description, including interfaces;
— technical description, including interfaces;
— design drawings;

— manufacturing drawings;

— installation drawings;

— “as-built” drawings;

— simulations and calculations reports;
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zpravy o ovérovani a validaci,
zkuSebni program,

protokoly o zkouSkach,

zpravy o méfeni realného stavu,
zprava o finalni inspekci vyrobce,

pfipadné pfedchozi certifikaty (napf. certifikaty ES,
certifikaty ISVS atd.),

pokud existuji, tak pfedchozi soubor technické do-
kumentace / technicka dokumentace,

predchazejici prohlaseni pfipadného vyrobce,

stav posuzovaného produktu, pokud jde o:

o integraci do Zelezniéniho systému
o pouziti

o Uudrzbu

o uvedeni do provozu

v pfipadé potfeby:

o predchozi certifikaty tykajici se povoleni k uve-
deni vozidel do provozu,
o seznam dat potfebnych pro rejstfiky interope-

rability (napf. RINF, ERATV, NVR, atd.).

VySe uvedené pfedméty inspekce a vzorky k inspekci
musi:

byt zkontrolovany pomoci metod a postupu popsa-
nych v bodé 7.4.1SP.A tohoto dokumentu,

souviset s inspekci navrhu, vyroby, montaze, ko-
neénym zkouSenim, provozem a udrzbou inspek-
tovaného produktu.

POZNAMKA 2: v priimyslu je béznou praxi, Ze klient navrhne
organ posuzovani shody systém identifikace a oznac¢eni pro-
duktd/variant/sérii (véetné jakéhokoli hardwaru a softwaru);
organ posuzovani shody musi odsouhlasit vhodnost tako-
vych opatfeni.

7.4. ISP.C Zaznamy o inspekci

Bod 7.3.1. ISO/IEC 17020 se pouZije bez dalSich
prvka.

7.4.I1SP.D Zpravy o inspekci

Po inspekci kazdého kontrolovaného produktu musi
organ posuzovani shody pfedlozit nasledujici doku-
mentaci:

zpravu o inspekci, ve které jsou uvedena hlavni
zjiténi a odkazy na doplnujici pfislusny soubor
podrobnych informaci, a
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verification and validation reports;
testing programme;

test reports;

on-site measurement reports;

manufacturer’s final inspection report;

previous certificates where existing (e.g. ec certifi-
cates, isvs certificates etc.);

file/technical documentation

previous technical
where existing;

previous declaration by manufacturer where exis-
ting;

condition of the product under assessment for:

o integration into railway system
o use

o maintenance

o commissioning

where applicable:

o previous authorisation certificates for placing
into service;
o listing of data required for interoperability re-

gisters (e.g. rinf, eratv, nvr, etc.).

The above items and samples for inspection shall:

be inspected using the methods and procedures
described in point 7.4.ISP.A of this document;

relate to the inspection of the design, manufacture,
installation, final testing, operation and main-
tenance of the product under inspection.

NOTE 2: Itis normal industry practice that the client proposes
to the CAB a system of product/variant/series identification
and marking (including any hardware and software); the CAB
shall agree on the suitability of such arrangements.

7.4. ISP.C Inspection Records

Point 7.3.1. of ISO/IEC 17020 applies without additio-
nal elements.

7.4. ISP.D Inspection Reports

Following the inspection of each product under in-
spection, the CAB shall produce the following docu-
mentation:

— an inspection report in which the main findings are
identified and links are provided to the accompany-
ing appropriate collection of detailed information,
and



— doplAujici pFislusny soubor podrobnych informaci
na podporu zpravy a zlepSeni pochopeni zpravy

o inspekci.
Zprava musi uvadét jasné doporuceni organu posuzo-
vani shody k provedeni faze certifikace, v€etné jas-
ného prohladeni, zda inspekce pfinesla pozitivni vy-
sledky ¢i nikoli, v€éetné navrhi podminek a doby plat-
nosti.

POZNAMKA 1: doplfiujici soubor podrobnych informaci mé
obvykle zahrnovat soubor technické dokumentace, ktery
podporuje ES certifikat na konci faze certifikace.

Bod 7.4.1. ISO/IEC 17020 se pouZije s nasledujicimi
prvky.

Termin ,inspekéni certifikat® musi byt z textu vypustén.

Bod 7.3.2. ISO/IEC 17020 se pouZije bez dalSich
prvka.

Bod 7.4.2 ISO/IEC 17020 se pouZije s nasledujicimi
prvky:

Termin ,inspekéni certifikat® musi byt z textu vypustén.

Body od a) az po e) se pouZiji beze zmén.
Na konec bodu f) musi byt pripojen nasledujici text.

Stanovisko tykajici se shody musi byt poskytnuto jed-
notlivé pro kazdy parametr TSI v soupisu pod nadpi-
sem vysledky inspekce, jak definuje bod 7.4.1SP.A to-
hoto dokumentu.

Bod g) musi byt nahrazen nasledujicim textem.

g) celkova zjisténi z inspekce musi shrnout Stanovisko
tykajici se shody pro jednotlivé parametry TSI. Zjisténi
z inspekce musi byt uvedena ve zpraveé o kontrole, jak
je definovana v odstavci 7.4.9 tohoto dokumentu.

POZNAMKA 1: do zprévy o inspekci maji byt zahrnuty nasle-
dujici prvky:

—  priloha B ISO/IEC 17020 odrazka od a) do g)
pfiloha B ISO/IEC 17020 odrazka m)

Rovnéz smi byt pouZity ostatni prvky z pfilohy B
ISO/IEC 17020.

Bod 7.4.4 z ISO/IEC 17020 se pouZije bez dalSich
prvka.

POZNAMKA 2: Bod 7.4.3 z ISO/IEC 17020 nesmi byt pouZit.
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— an accompanying appropriate collection of detailed
information to support the report and to improve the
understanding of the inspection report.

The report shall make clear recommendation to the
CAB to perform the certification phase, including clear
statement whether the inspection has provided positive
results or not, including proposals for conditions and
validity period.

NOTE 1: the accompanying collection of detailed information
typically should be included in the technical file supporting
the EC certificate at the end of the certification phase.

Point 7.4.1. of ISO/IEC 17020 applies with the
following elements.

The term “inspection certificate” shall be removed from
the text.

Point 7.3.2. of ISO/IEC 17020 applies without additio-
nal elements.

Point 7.4.2 of ISO/IEC 17020 applies with the following
elements:

The term “inspection certificate” shall be removed from
the text.

Points from a) to e) apply without modifications.
Point f) the following text shall be added at the end.

The statements of conformity shall be provided indivi-
dually for each TSI parameter in the check list under
the heading inspection results as defined in 7.4.ISP.A
of this document.

Point g) shall be replaced by the following text.

g) the overall inspection findings shall summarise the
statements of conformity for the individual TSI parame-
ters. The inspection findings shall be reported within
the inspection report as defined in clause 7.4.9 of this
document.

NOTE 1: the following elements should be included in the
inspection reports:

Annex B of ISO/IEC 17020 bullet point from a) to g)
Annex B of ISO/IEC 17020 bullet point m)

Other elements from Annex B of ISO/IEC 17020 may
be applied as well.

Point 7.4.4. of ISO/IEC 17020 applies without additio-
nal elements.

NOTE 2: Point 7.4.3 of ISO/IEC 17020 shall not apply.
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SCHVALOVANI SYSTEMU
MANAGEMENTU KVALITY

Hodnotici c¢innosti souvisejici se systtmem ma-
nagementu kvality musi splfiovat pfislusné pozadavky
ISO/IEC 17021 popsané v tomto bodé. Pozadavky na
zdroje pro hodnoceni pfi provadéni auditd jsou
popsany v bodé 6.2 tohoto dokumentu.

V kontextu IOD a v tomto schématu termin ,certifikace
systému managementu® ISO/IEC 17021 musi byt vy-
klddan jako ,schvalovani systému managementu kva-
lity v ramci 10D pro pfesné definovany produkt®.

7.4. QMS.A - Zadost

Body od 9.1.1.ado 9.1.1d ISO/IEC 17021 musi byt po-
uZity s nize popsanymi rozSifenymi poZzadavky.

Zadost musi rovnéz zahrnovat alespoii:

jméno a adresu vyrobce((),

rozpis struktury projektu s uvedenim podrobnosti
0 jméné a adrese kazdého subjektu zapojeného
do vyroby, koneéné inspekci a periodickém zkou-
Seni. Musi do néj byt rovnéz zahrnuta veskera pra-
covisté souvisejici s projektem, hlavni subdodava-
telé a v pfipadé, Ze organu posuzovani shody neni
znamo jinak, pocet pracovnikl zapojenych do pro-
jektu na pracovistich,

u moduld typu H jméno a adresa zpracovatele na-
vrhu/zpracovatelt navrhu, zku$ebniho subjektu /
zkuSebnich organl a organu provadéjiciho / or-
ganu provadeéjicich ovéfovani a validaci.

POZNAMKA 1: je mozné, Ze je nékolik pracovist zpracové-
vajicich stejny produkt; tato smi pouZivat stejny QMS nebo
odlisné QMS.

dokumentace souvisejici se QMS relevantni pro
posuzovany produkt a podle potfeb organu posu-
zovani shody pro definovani rozsahu prace. v pfi-
padé, ze s produktem souvisi nékolik QMS, pak
dokumentace souvisejici se vSemi QMS,

jazyk/y pozadovany/é pro audit a zpravu z auditu,

POZNAMKA 2: jazyk zpravy z auditu musi byt v souladu s
Jazykem technického souboru.

jakékoli dalsi informace, které pozaduje popis mo-
dulu v rozhodnuti 2010/713/EU.

POZNAMKA 3: Bod 9.1.1.e se povaZuje za nepovinny.
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QUALITY MANAGEMENT SYSTEM
APPROVAL

The evaluation activities related to quality ma-
nagement system shall follow the applicable require-
ments of ISO/IEC 17021 described in this point. The
requirements for the resources for evaluation perfor-
ming audits are described in point 6.2 of this document.

In the context of the IOD and in this Scheme, the term
“‘Management System Certification” of the ISO/IEC
17021 shall be read as “Quality Management System
Approval in the framework of the 10D for a precisely
defined product”.

7.4. QMS.A - Application

Points from 9.1.1.a to 9.1.1d of ISO/IEC 17021 shall
apply with amplified requirements described below.

The application shall also at least include:

name and address of the manufacturer(s);

the project breakdown structure detailing the name
and address of each involved entity for production,
final inspection and serial testing. This shall include
all project related sites, main sub- suppliers, and
where this is not otherwise known to the CAB, the
number of staff involved in the project at the sites;

for H-type modules name and address of the desig-
ner(s), testing body(ies) and verification and vali-
dation body(ies).

NOTE 1: several sites processing the identical product are
possible; these may apply the same QMS or different QMS.

QMS related documentation relevant for the pro-
duct under assessment and as required by the CAB
to define the scope of work. In case of several QMS
being related to the product, documentation related
to all of them;

language(s) requested for the audit and for the audit
report;

NOTE 2: Language of the Audit Report shall be aligned with
language of the Technical File.

— any other information as required by the module
description in decision 2010/713/EU.

NOTE 3: Point 9.1.1.e shall be considered optional.



7.4. QMS.B — Prezkoumani zadosti

Na pfezkoumani Zadosti QMS musi byt vztaZen bod
7.3 tohoto dokumentu v kombinaci s bodem 9.1.2
ISO/IEC 17021.

7.4. QMS.C — Program audit

Bod 9.1.3.1 ISO/IEC 17021 musi byt pouZit s roz$ire-
nymi nize popsanymi poZadavky.

Program auditd je soucasti ,planu pro hodnotici ¢€in-
nosti, jak je definuje bod 7.4.1. ISO/IEC 17065.

Pokud se plan pro hodnotici ¢innosti zabyva v&emi po-
Zadavky na program auditd, nesmi se vyzadovat vy-
pracovani samostatného programu auditu.

Program auditll musi pokryt pouze ty aspekty poza-
davku systému managementu, které souviseji s pro-
duktem, ktery ma byt certifikovan.

Bod 9.1.3.2 ISO/IEC 17021 musi byt pouZit s roz$ire-
nymi niZe popsanymi poZadavky.

Program auditll musi pokryvat cely cyklus certifikace.
U prvotni certifikace musi zahrnovat po¢ateéni dvou-
stupfiovy audit, rozhodnuti o prvotni certifikaci a nasle-
dujici periodické audity pro ucely dozoru a/nebo recer-
tifikace v intervalech, jak jsou definovany v kazdé jed-
notlivé TSI. Musi byt zminéna moZnost neolekava-
nych navstév.

Kazdy periodicky Casovy interval zaCina poslednim
dnem souvisejiciho pfedchazejiciho auditu.

Stanoveni programu auditu a jakychkoli naslednych
Uprav musi zohlednovat velikost klienta, rozsah a slo-
zitost jeho systému managementu, produkty a pro-
cesy, jakoZz i prokazanou uroven efektivnosti systému
managementu a vysledky jakychkoli pfedchazejicich
auditd.

POZNAMKA 1: rozdily v periodickych intervalech certifikace
jsou z duvodu rozdilnych dob trvani mezi certifikaci ISO/IEC
17021 (formalné tfi roky) a schvaleni QUS upraveny v roz-
hodnuti o Zelezniénich modulech.

Bod 9.1.3.4 ISO/IEC 17021 se musi pouZzit s rozSire-
nymi niZe popsanymi poZadavky.

Organ posuzovani shody musi mit dokumentovany po-
stup tykajici se toho, jak je ,zohlednéna“ certifikace (i
vice certifikaci), ktera jiz byla zadateli udélena jinym
organem posuzovani shody pro pracovisté, rozsah ¢in-
nosti a doty&ny produkt / doty&né produkty.

Program auditll musi stanovit ‘cile, rozsah a kritéria
auditu‘ podle definice uvedené v bodé 7.4. QMS.G to-
hoto dokumentu.
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7.4. QMS.B - Application review

The QMS application review shall apply point 7.3 of this
document in combination with Point 9.1.2 of ISO/IEC
17021.

7.4. QMS.C - Audit Programme

Point 9.1.3.1 of ISO/IEC 17021 shall apply with ampli-
fied requirements described below.

The audit programme is a part of the “plan for the eva-
luation activities” as defined in ISO/IEC 17065 7.4.1.

If the plan for the evaluation activities addresses all the
requirements for the audit programme, it shall not be
required to prepare a separate audit programme.

The audit programme shall cover only the aspects of
the requirements of the management system related to
the product under certification.

Point 9.1.3.2 of ISO/IEC 17021 shall apply with ampli-
fied requirements described below.

The audit programme shall explain the full certification
cycle. For the initial certification shall include a two-
stage initial audit, the initial certification decision and
following periodic audits for surveillance and/ or re-cer-
tification at intervals as defined in each individual TSI.
The possibility for unexpected visits shall be menti-
oned.

Each periodic time interval begins with the last day of
the related preceding audit.

The determination of the audit programme and any
subsequent adjustments shall consider the size of the
client, the scope and complexity of its management
system, products and processes as well as demonstra-
ted level of management system effectiveness and the
results of any previous audits.

NOTE 1: differences in periodic intervals of certification are
due to the different durations between the cetrtification of the
ISO/IEC 17021 (nominally three years) and the QMS appro-
val provided by the Decision on Railway modules.

Point 9.1.3.4 of ISO/IEC 17021 shall apply with ampli-
fied requirements described below.

The CAB shall have a documented procedure on how
certification(s) already granted to the applicant for the
site(s) and scope of activities and product(s) in que-
stion by another CAB, is “taken into account”.

The Audit Programme shall determine the ‘Audit-Ob-
jectives, Scope and Criteria’ as defined in point
7.4.QMS.G of this document.
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7.4. QMS.D — Uréovéani doby trvani auditu

Bod 9.1.4 véetné vSech pododdilt ISO/IEC 17021 se
musi pouZzit s roz§ifenymi nize popsanymi poZadavky.

Doba trvani auditu musi byt upravena tak, aby se za-
méfila na QMS souvisejici s produktem, ktery ma byt
certifikovan.

POZNAMKA 1: IAF MD 5 se musi pouZit pouze s ohledem
na pocet pracovnik( souvisejiciho s produktem, ktery ma byt
certifikovan, a nikoli celkovy pocet zaméstnanct spoleénosti.

Bod 9.1.4.4 se musi pouZit s roz§ifenymi niZze popsa-
nymi poZadavky.

Jak je specifikovano v pfiloze C tohoto dokumentu, ve-
douciho auditora QMS / auditora QMS mohou doplrio-
vat technicti experti, aby byly splnény pozadavky na
kompetenci. v tomto pfipadé se jak doba zahrnujici
technického experta / technické experty, tak i doba za-
hrnujici vedouciho auditora / vedouci auditory, ktery je
podporuje / ktefi je podporuji, musi zapocitat pouze
jako 50 % doby jejich ucasti na auditnich €innostech.

Pokud je audit provadén ve stejnou dobu na stejném
pracovisti u pfekryvajicich se ¢innosti pro nékolik pro-
duktd, smi byt odpovidajicim zplsobem zkracena cel-
kova doba trvani auditu.

7.4. QMS.E - Vzorkovani na nékolika pracovistich

Bod 9.1.5ISO/IEC 17021 se musi pouZit s roz§ifenymi
niZze popsanymi pozZzadavky.

Audity museji zahrnovat navatévu prostor pfislusnych
dotéenych subjektl za ucelem provedeni posouzeni.

POZNAMKA 1: Pokud je do auditu zapojeno vice neZ jedno
pracoviste, je osvédcenou praxi vypracovat samostatny plan
auditu pro kazdé konkrétni pracovisté.

7.4. QMS.F - Vice norem systému managementu
Pouzije se bod 9.1.6 ISO/IEC 17021.

7.4. QMS.G - Urcovani cill, rozsahu, kritérii a
prvkl auditu

Bod 9.2.1 véetné vSech pododdilt ISO/IEC 17021 se
pouZije s roz§ifenymi nize popsanymi poZadavky.

Bod 9.2.1.2b ISO/IEC 17021 se pouZije s rozSifenymi
niZze popsanymi poZadavky.

Terminy poZzadavky ,zakon( a pfedpist” musi byt vy-
kladany jako pozadavky ,IOD a pfislusnych TSI

CiLE AUDITU

7.4. QMS.D — Determining audit time

Point 9.1.4 including all the subsections of ISO/IEC
17021 shall apply with amplified requirements
described below.

The audit time shall be adjusted to focus on the QMS
related to the product to be certified.

NOTE 1: IAF MD 5 shall apply taking into account only the
number of staff related to the product to be certified and not
the full number of staff of the company.

Point 9.1.4.4 shall apply with amplified requirements
described below.

As defined in Annex C of this document, the QMS Lead
Auditor / QMS Auditor can be accompanied by techni-
cal experts to fulfil the competency requirements. In
this case both the time accounted by the Technical Ex-
pert(s) as well as the time accounted by the Lead Au-
ditor/ Auditor(s) supported by them shall be accounted
only with 50% of their time of participation in the audit
activities.

If overlapping activities for several products are audi-
ted at the same time and site, the total duration may be
reduced accordingly.

7.4. QMS.E - Multi site sampling

Point 9.1.5 ISO/IEC 17021 shall apply with amplified
requirements described below.

Audits are required to include an assessment visit to
the premises of the relevant entities concerned.

NOTE 1: It is good practice to prepare a separate Audit Plan
for each specific Site if the audit involves more than one site.

7.4. QMS.F — Multiple management systems
Point 9.1.6 ISO/IEC 17021 applies.

7.4. QMS.G - Determining audit objectives, scope,
criteria and topics

Point 9.2.1 including all the subsections of ISO/IEC
17021 applies with amplified requirements described
below.

Point 9.2.1.2b of ISO/IEC 17021 applies with amplified
requirements described below.

The terms ‘statutory and regulatory’ requirements shall
be read as “IOD and applicable TSIs”.

AUDIT OBJECTIVES



Overit, ze QMS muze zajistit stalou shodu produktl se
v§emi pfisluSnymi pozadavky pfislusnych TSI.

Schvaleni QMS musi zajistit ddvéryhodnost, ze vy-
robce prokazal schopnost vyrabét produkty, které od-
povidaji TSI, které jsou ve vS8ech svych pfisludnych
hlediscich identické s tim prototypem navrhu odpovi-
dajicim TSI, na kterém jsou zalozZeny.

Schvaleni QMS odkazuje na pfesny typ produktu, ktery
ma byt certifikovan, a jeho konkrétni navrh a/nebo vy-
robni procesy.

ROZSAH AUDITU

Schvaleni QMS musi mit prostor pro produkt samotny
(pfedmét ES certifikace) a celkovy navrh, vyrobni pro-
cesy a konec¢nou inspekci, jak vyZaduje pouzity modul.

Pokud se vyrobni proces pouziva na nékolika praco-
vistich, musi byt specifikovan rozsah auditu tak, aby
byla ovéfena v8echna pracovisté.

KRITERIA AUDITU

Kritéria auditu jsou specificka pro toto schéma. Ve
vSech stadiich procesu musi QMS splhovat kombinaci
vS§ech pozadavkl na kritéria auditu pro vyrobni proces
vCetné konec¢né inspekce a u moduld typu H rovnéz
pro pfezkouSeni konstrukce a typu, jak vyplyva z na-
sledujicich zdroju kritérii auditu:

Zdroj kritérii auditu 1:  Popisy modull (napf. rozh. &.
713/2010, pfilohy v TSI atd.).

Zdroj kritérii auditu 2:  Text TSI.

Zdroj kritérii auditu 3:  Normy uvedené v textu TSI.

POZNAMKA 1: Normy uvedené v kritériich auditu zdroji 3
jsou obvykle znamé jako zavazné normy.

Zdroj kritérii auditu 4: Harmonizované evropské
normy uplatfiované zcela ¢i ¢astec¢né, jak jsou defino-
vany zadatelem v souvislosti se splnénim zakladnich
pozadavkU podle definice v TSI.

Zdroj kritérii auditu 5:  Alternativni feSeni k harmoni-
zovanym evropskym normam, jako jsou ostatni ve-
fejné normy, dokumentace a normativni dokumenty
spole€nosti, uplatiiované zcela &i ¢aste¢né, jak jsou
definovany zadatelem v souvislosti se spInénim za-
kladnich pozadavk dle definice v TSI.

POZNAMKA 2: normy uvedené v KA zdroji 4 a KA zdroji 5
jsou obvykle znamé jako nezavazné normy.

Technicka stanoviska ERA.
Zdroj kritérii auditu 7:  Technické dokumenty ERA.

Zdroj kritérii auditu 8:  Dokumenty koordinaéni sku-
piny NB-Rail (napf. RFU, Q/C, FAQ).

Zdroj kritérii auditu 6:
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To verify that the QMS is capable of maintaining the
continuous compliance of the product against all the
applicable requirements of the applicable TSls.

The QMS approval shall provide confidence that the
manufacturer has demonstrated the ability to re-pro-
duce TSI-compliant products which are in all their rele-
vant aspects identical to that TSI compliant design pro-
totype on which they are based.

The QMS approval refers to the precise type of product
to be certified and its specific design and/or production
processes.

AUDIT SCOPE

The QMS approval shall have a scope for the product
itself (object of the EC certification) and the overall de-
sign, manufacturing processes and final inspection as
required by the applied module.

If the manufacturing process is located on several si-
tes, the audit scope shall be defined in order to verify
all the sites.

AUDIT CRITERIA

The audit criteria are specific to this scheme. Throu-
ghout all the process’ stages the QMS shall satisfy the
combination of all audit criteria requirements for the
production process including the final inspection and,
for H-type Modules, also for the design and type testing
as resulting from the following audit criteria sources:

AC source 1: Modules descriptions (e.g. Dec
713/2010, Annexes in TSlIs, etc).

AC source 2:  The text of the TSls.

AC source 3: Standards quoted in the text of the
TSls.

NOTE 1: the standards identified in AC source 3 are usually
known as mandatory standards.

AC source 4: Harmonised European Standards ap-
plied in full or in part, as defined by the applicant in re-
lation to meet the essential requirements as defined in
the TSils.

AC source 5:  Alternative Solutions to Harmonised
European Standards such as other public standards,
documentation and company standards applied in full
orin part, as defined by the applicant in relation to meet
the essential requirements as defined in the TSls.

NOTE 2: the standards identified in AC source 4 and AC
source 5 are usually known as voluntary standards.

AC source 6: ERA technical opinions.
AC source 7:  ERA technical documents.
AC source 8: NB-Rail coordination group docu-

ments (e.g. RFUs, Q/Cs, FAQs).



Technical document
MNB - Assessment scheme
000MRA1044 ver 1.1

PRVKY AUDITU

Pro zavedeni generické struktury auditnich €innosti
QMS musi organ posuzovani shody zavést dokumen-
tovany pristup (napf. soupis) oznacujici nasledujici
prvky auditu pro vedeni tymu auditord a pro obecné in-
formace auditovanych subjektd.

POZNAMKA 1: tyto prvky auditu jsou odvozeny od generic-
kych kritérii auditu zahrnutych ve zdrojich kritérii auditu od 1
do 4.

Prvky auditu musi byt organem posuzovani shody vy-
tvofeny vice podrobnéji podle kritérii auditu specific-
kych pro produkt, ktery ma byt certifikovan.

POZNAMKA 2: ve sloZitych projektovych situacich se dopo-
rucuje pouZziti dalSich dil¢ich popisku.

Prvky auditu:

1. Obecné aspekty QMS, dokumentace QMS, Fizeni
dokument

Odpovédnost managementu

Lidské zdroje

Infrastrukturni zdroje

Navrh — planovani, vstupy, vystupy
Navrh —hodnoceni, ovéfovani a validace

Rizeni zmén navrhu

© N o g bk~ w0 DN

Vyroba / poskytovani sluzeb — provadéni, hodno-
ceni, ovéfovani a validace, uvolnéni produktu, fi-
zeni neshodnych produktd

9. Rizeni monitorovaciho a méficiho zafizeni

10.Nakupovani a fizeni nakupovaného zboZzi / sluzeb

11.Neustalé monitorovani, méreni, analyza

12.Neustalé zlepSovani — napravna opatfeni, preven-
tivni opatreni (véetné SMSNP17) projektu)

POZNAMKA 3: pro informaci a pro uvedeni dal§ich podrob-
nosti jsou v pfiloze F tohoto dokumentu uvedeny odkazy z
téchto prvka auditu na 2010/713/EU, ISO 9001:2008 a ISO
9001:2015.

Pokud jsou splnéna vSechna kritéria auditu, neni tim
auditovanému subjektu nafizeno, aby pouzival QMS
zaloZeny na I1ISO 9001.

Pokud je QMS hodnocen podle

o jako jsou moduly typu H, u kterych musi byt pro-
dukt zaloZen na ,existujicim navrhu®, nebo

AUDIT TOPICS

In order to establish a generic structure for QMS au-
diting activities, the CAB shall establish a documented
approach (e.g. a checklist) identifying the following au-
dit topics for guiding the audit team and for the general
information of the auditees.

NOTE 1: these Audit Topics have been derived from the ge-
neric audit criteria included in AC sources from 1 to 4.

The CAB shall developed in more depth and detail the
provided headings of the audit topics according to the
audit criteria specific to the product to be certified.

NOTE 2: in complex project situations, the application of ad-
ditional sub-headings is recommended.

Audit Topics:

1. General Aspects QMS, QMS Documentation, Do-
cument Management

Management Responsibility

Human Resources

Infrastructural Resources

Design - Planning, Inputs, Outputs

Design - Evaluation, Verification&Validation

Control of Design Changes

© N o o~ w DN

Production/ Service provision - Performance, Eva-
luation, Verification& Validation, Release of Produ-
cts, Control of non-conforming products

9. Control of Monitoring and Measurement Equipment

10.Procurement and Control of purchased goods/ ser-
vices

11.Continuous Monitoring, Measurement, Analysis

12.Continuous Improvement — Corrective Actions, Pre-
ventive Actions (incl. project SMS)

NOTE 3: for information and further guidance, in Annex F of
this document are provided references from these audit to-
pics to 2010/713/EU, to ISO 9001:2008 and ISO 9001:2015.

As long as all Audit Criteria are satisfied, this scheme
is not mandating the auditee to operate a QMS based
on ISO 9001.

If the QMS is evaluated according to

— such H-type Modules where the product must be
based on an “existing design” or

NP17) NARODNI POZNAMKA  Zkratka ,SMS* je uvedena také v originalu Technického dokumentu, znamena Safety Ma-

nagement Systems.



jako jsou moduly typu D,

smi mit organ posuzovani shody dokumentovany po-
stup pro vyjmuti kritérii auditu souvisejicich s nasledu-
jicim:

5. Navrh — planovani, vstupy, vystupy,

6. Navrh — hodnoceni, ovéfovani a validace.

Kromé toho u modult typu D smi byt vyjmut nasledujici
prvek auditu:

7. Rizeni zmén navrhu.

Pokud Zadatel pouziva systém managementu kvality,
ktery jiz akreditovany organ certifikoval, musi omezit
organ posuzovani shody podrobné posouzeni QMS
pouze na produkt, ktery ma byt certifikovan.

Organ posuzovani shody nesmi cely QMS posuzovat
ZNnovu.

POZNAMKA 4: Priloha F tohoto dokumentu uvédi informace
o prvcich auditu, které nesmi byt v pfipadé QMS vyrobce,
ktery mé& byt certifikovan na ISO 9001:2008 ¢i
ISO 9001:2015, posuzovany znovu.

7.4. QMS.H — Vybér tymu auditorti a pridélovani
ukolti

Bod 9.2.2 véetné vSech pododdilt ISO/IEC 17021 se
pouZzije s rozSifenymi nize popsanymi poZadavky.

Kompetenéni kritéria vedouciho tymu auditord musi
byt popsana vbodé 6.2 zISO/IEC 17065 jako
,VEDOUCI| AUDITOR QMS*.

7.4. QMS.| - Plan auditu

Bod 9.2.3 véetné vSech pododdilt ISO/IEC 17021 se
pouZije s roz§ifenymi nize popsanymi poZadavky.

Plan auditu musi specifikovat konkrétni pouziti pro-
gramu auditu pro kazdy jednotlivy audit obsaZeny v za-
stfeSujicim programu auditu. Plan auditu musi odkazo-
vat na program audit(.

7.4. QMS.L — Pocatecni certifikacni audit

Pouzije se bod 9.3 vcéetné vsech pododdilt ISO/IEC
17021.

7.4. QMS.M - Provadéni auditt

Bod 9.4 v¢etné vSech pododdilt ISO/IEC 17021 se po-
uZzije s rozSifenymi nize popsanymi poZadavky.

Zjisténi uvedend v 9.4.8.2. v ISO/IEC 17021 musi byt
podavana samostatné pro kazdé kritérium auditu uve-
dené v bodé 7.4. QMS.G tohoto dokumentu.
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— any D-type Module,

the CAB may have a documented procedure to ex-
clude the audit criteria related as following:

5. Design - Planning, Inputs, Outputs,
6. Design - Evaluation, Verification& Validation.

In addition for D-type Modules, the following Audit To-
pic may be excluded:

7. Control of Design Changes.

If the applicant operates a quality management system
which is already certified by an accredited body, the
CAB shall limit the detailed QMS assessment to the
product to be certified only.

The CAB shall not assess again the entire QMS.

NOTE 4: Annex F of this document provides information
about the audit topics which shall not be re-assessed in case
of a manufacturer’s QMS certified to ISO 9001:2008 or ISO
9001:2015.

7.4. QMS.H - Audit team selection and
assignments

Point 9.2.2 including all the subsections of ISO/IEC
17021 applies with amplified requirements described
below.

The competence criteria of the audit team leader shall
be as described in point 6.2 of ISO/IEC 17065 as “QMS
LEAD AUDITOR".

7.4. QMS.I - Audit plan

Point 9.2.3 including all the subsections of ISO/IEC
17021 applies with amplified requirements described
below.

An audit plan shall define the specific application of the
audit programme to each individual audit contained in
the overarching audit programme. The Audit Plan shall
refer to the Audit Programme.

7.4. QMS.L - Initial certification audit

Point 9.3 including all the subsections of ISO/IEC
17021 applies.

7.4. QMS.M - Conducting audits

Point 9.4 including all the subsections of ISO/IEC
17021 applies with amplified requirements described
below.

The findings referred to in ISO/IEC 17021 9.4.8.2.k
shall be reported separately for each audit criterion lis-
ted in point 7.4.QMS.G of this document.
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POZNAMKA 1: Je osvédéenou praxi provadét fazi 1 auditu
Jjako audit na dalku.

7.4. QMS.N — Rozhodnuti o schvaleni

Bod 9.5 véetné vsech pododdilt ISO/IEC 17021 se po-
uZife s roz§ifenymi nize popsanymi poZadavky.

Organ posuzovani shody musi mit dokumentovany po-
stup pro udélovani schvaleni QMS v pfipadé zmén
TSI, podle néhoz jiz byl QMS schvalen.

7.4. QMS.O - Udrzovani schvaleni

Pouzije se bod 9.6 vcetné vSech pododdilt ISO/IEC
17021.

POZNAMKA 1: NepouZziji se body 9.7 aZz 9.9 z ISO/IEC
17021 véetné vdech pododdild.

7.5. Prezkoumani

Bod 7.5.1: Na konec bodu musi byt pfipojen nasledu-
jici text.

Povéreni pracovniku k provedeni Ukolu prezkoumani
musi byt provedeno pisemné.

Vybor, skupina osob nebo osoba, ktera byla ustano-
vena jako osoba, ktera ma celkové povérfeni a odpo-
védnost za pfezkoumani podle bodu 5.1.3 odrazka g),
se nazyva ,osoba provadéjici technické pfezkoumani*.

Osoba provadéjici technické pfezkoumani musi mit
kompetenci podle popisu v pfiloze C.

7.6. Rozhodnuti o certifikaci

Bod 7.6.2: Na konec bodu musi byt pfipojen nasledu-
jici text.

Povéreni pracovnik(l k provedeni Ukolu spojenych s
rozhodnutim o certifikaci musi byt provedeno pisemné.

Vybor, skupina osob nebo osoba povérené provede-
nim rozhodnuti o certifikaci podle bodu 5.1.3 odrazky
h) se nazyva ,osoba s rozhodovaci pravomoci*.

Osoba s rozhodovaci pravomoci musi mit kompetenci
podle popisu v pfiloze C.

POZNAMKA 1: je osvéddenou praxi pouzivat jako vzor pro
pridélovani ukolt souvisejicich s hodnocenim, prezkouma-
nim a rozhodnutim o certifikaci jediny dokument. Tento do-
kument smi mit v musi organu posuzovani nékolik nazvd
(napf. plan projektu, plan kvality projektu, pfidéleni projektu
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NOTE 1: It is good practice, to perform audit stage1 as
remote audit.

7.4. QMS.N - Approval decision

Point 9.5 including all the subsections of ISO/IEC
17021 applies with amplified requirements described
below.

The CAB shall have a documented procedure for gran-
ting QMS approval in case of amendments of the TSIs
against which the QMS has been already approved.

7.4. QMS.O - Maintaining approval

Point 9.6 including all the subsections of ISO/IEC
17021 applies.

NOTE 1: Points from 9.7 to 9.9 of ISO/IEC 17021 including
all the subsections do not apply.

7.5. Review

Point 7.5.1: The following text shall be added at the end
of the point.

The assignment of the personnel to perform revision
task shall be in writing.

The board, group of persons or person assigned to
have the overall authority and responsibility of revie-
wing as point 5.1.3 bullet point g) is called “Technical
Reviewer”.

The technical reviewer shall have the competence as
described in Annex C.

7.6. Certification decision

Point 7.6.2: The following text shall be added at the end
of the point.

The assignment of the personnel to perform certifica-
tion decision tasks shall be in writing.

The board, group of persons or person assigned to
make decisions on certification as point 5.1.3 bullet
point h) decision is called “Decision maker”.

The decision maker shall have the competence as
described in Annex C.

NOTE 1: itis a good practice to have in single document the
matrix of assignments for evaluation, revision and certifica-
tion decision tasks. This document may have several names
in the CAB (e.g. Project Plan, Project Quality Plan, Project
assignments...).



POZNAMKA 2: Jak stanovi bod 7.6.2, do 24dné faze hodno-
ceni produktu v ramci certifikace nesmi byt nikdy zapojena
osoba s rozhodovaci pravomoci. To znamena, Ze pokud ma
osoba s rozhodovaci pravomoci odpovidajici kompetenci,
muze vystupovat jako:

osoba provadéjici technické pfezkoumani,

o Jjiny vybor, skupina osob nebo osoba popsana v

tomto dokumentu jako (napf.) technicky vedouci
atd.

7.7. Certifikacni dokumentace
Pouzije se text z ISO/IEC 17065.

7.8. Seznam certifikovanych produktt
Pouzije se text z ISO/IEC 17065.

7.9. Dozor
Pouzije se text z ISO/IEC 17065.

7.10. Zmény ovliviujici certifikaci
Pouzije se text z ISO/IEC 17065.

7.11. Ukonceni, omezeni, pozastaveni nebo odnéti
certifikace

Pouzije se text z ISO/IEC 17065.

7.12. Zaznamy
Pouzije se text z ISO/IEC 17065.

7.13. Stiznosti a odvolani
Pouzije se text z ISO/IEC 17065.

8. PoZadavky na systém managementu

8.1. Moznosti
Pouzije se text z ISO/IEC 17065.

8.2. VSeobecna dokumentace systému
managementu (moznost A)

Pouzije se text z ISO/IEC 17065.

8.3. Rizeni dokumentt (moznost A)
Pouzije se text z ISO/IEC 17065.
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NOTE 2: As provided by point 7.6.2, the decision maker shall
never be involved in any phase of the evaluation of the pro-
duct under cetrtification. This implies that the decision maker,
if having the adequate competence, can act also as:

technical reviewer;

other board, group of persons or person described
in this document, such as (e.g.) technical manager,
etc.

7.7. Certification documentation
Text in ISO/IEC 17065 applies.

7.8. Directory of certified products
Text in ISO/IEC 17065 applies.

7.9. Surveillance
Text in ISO/IEC 17065 applies.

7.10. Changes affecting certification
Text in ISO/IEC 17065 applies.

7.11. Termination, reduction, suspension or
withdrawal of certification

Text in ISO/IEC 17065 applies.

7.12. Records
Text in ISO/IEC 17065 applies.

7.13. Complaints and appeals
Text in ISO/IEC 17065 applies.

8. Management system requirements

8.1. Options
Text in ISO/IEC 17065 applies.

8.2. General management system documentation
(Option A)

Text in ISO/IEC 17065 applies.

8.3. Control of documents (Option A)
Text in ISO/IEC 17065 applies.
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8.4. Rizeni zaznamii (moznost A) 8.4. Control of records (Option A)
Pouzije se text z ISO/IEC 17065. Text in ISO/IEC 17065 applies.

8.5. Pfezkoumani systému managementu 8.5. Management review (Option A)
(moznost A)

Pouzije se text z ISO/IEC 17065. Text in ISO/IEC 17065 applies.

8.6. Interni audity (moznost A) 8.6. Internal audits (Option A)
Pouzije se text z ISO/IEC 17065. Text in ISO/IEC 17065 applies.

8.7. Napravna opatreni (moznost A) 8.7. Corrective actions (Option A)
Pouzije se text z ISO/IEC 17065. Text in ISO/IEC 17065 applies.

8.8. Preventivni opatieni (moznost A) 8.8. Preventive actions (Option A)
Pouzije se text z ISO/IEC 17065. Text in ISO/IEC 17065 applies.
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Priloha A (informativni)

Principy tykajici se certifikacnich organu a jejich certifikacnich ¢innosti

Pouzije se text z ISO/IEC 17065.
Priloha B (informativni)

Aplikovani této mezinarodni normy na procesy a sluzby
Pouzije se text z ISO/IEC 17065.
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Annex A (informative)

Principles for product certification bodies and their certification activities
Text in ISO/IEC 17065 applies.

Annex B (informative)

Application of this international Standard for processes and services

Text in ISO/IEC 17065 applies.
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Priloha C (normativni)

Popisy kompetence

Tato pfiloha v ISO/IEC 17065 neexistuje.

Tato normativni pfiloha popisuje kompetenci vybort, skupin osob nebo osob ozna¢enych v bodé 5.1.3:
— osoba s rozhodovaci pravomoci;

— osoba provadgjici technické pfezkoumant;

— technicky vedouci (podle rozsahu posouzeni).

Nazvy uvedené v tomto dokumentu pro tyto vybory, skupiny osob nebo osoby se mohou lisit v kazdé organizaci;
kompetence nicméné musi zlstat stejna.

OSOBA S ROZHODOVACI PRAVOMOCI
Popis: jde o osobu / osoby povéfenou / povéfené €init rozhodnuti o certifikaci podle popisu v bodé 7.6.2.

Vzdélani a praxe

Obecné:
Musi se pouzit jedna nebo nékolik z nasledujicich moznosti:

— MAGISTERSKE vysokoskolské vzdélani (¢i ekvivalentni) v pfisluéném oboru + 6 let doloZenych odbornych
zkuSenosti, pokud mozno v oblasti Zeleznic,

—  BAKALARSKE vysoko$kolské vzdélani (& ekvivalentni) + 8 let prokazanych odbornych zkugenosti, pokud
mozno v oblasti Zeleznic,

— Relevantni technické odborné vzdélani v oblasti rozsahu posouzeni v dobé trvani alespon 2 roky + 11 let
dolozenych odbornych zkuSenosti, pokud mozno v oblasti Zeleznic.

Specifické nad ramec obecného:

Podrobné pochopeni pfislusnych pozadavk(l na certifikacni procesy organu posuzovani shody zalozené na
ISO/IEC 17065 a zkuSebni, inspekéni a auditni procesy zalozené na ISO/IEC 17025, ISO/IEC 17020 a ISO/IEC
17021.

Znalosti
Pravni rémec:
Zakladni pochopeni nasledujicich témat:

— smeérnice o interoperabilité 2008/57/ES a 2016/797: role oznameného subjektu, posouzeni shody ES,
vhodnost pouziti ES, ovéfeni ES, ¢lanek 18 tykajici se role oznameného subjektu v procesu ovéfeni, mista
povérfeni odpovédné za strukturalni subsystémy a za vozy, role: Zadatele, oznameného subjektu, ustanove-
ného subjektu, subjektd posuzovani podle nafizeni o CSM-RA; modernizace/obnova stavajiciho subsystému;
evropsky pravni ramec a vnitrostatni pravni ramec.

—  Zelezniéni moduly: rozhodnuti o0 modulech &. 713/2010, rozdil mezi modulem se QMS a bez QMS, pFislugné
moduly podle TSI.

— Smérnice o bezpecnosti zeleznic: CSM-RA, pravné platny text a pfiloha I.

— Technicka specifikace pro interoperabilitu: Struktura textu, dotéeny subsystém podle TSI, koncepty za-
vaznych norem, nezavazné normy, evropska norma, harmonizovana norma, alternativni feseni.

— Technické normy: v zavislosti na rozsahu posouzeni:

o  znalost obsahu norem citovanych v TSI, které tvofi zaklad rozsahu posouzeni, a
o  schopnost pochopit a vyhodnotit obsah primyslovych norem, které Ize pouzit ve fazi navrhu
nebo vyroby.
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— Doporuceni Komise 2014/897/EU o zalezitostech souvisejicich s uvedenim strukturalnich subsystému a
vozidel do provozu a jejich pouzivanim podle smérnic Evropského parlamentu a Rady 2008/57/ES a
2004/49/ES (rovnéz znamé jako ,DV29bis").

Technicka témata:

— Obecné pochopeni véech oblasti uvedenych v ,PRILOZE D: TECHNICKA TEMATA PODLE ROZSAHU
POSOUZENI*.

Non-technical skills:

— schopnost chapat a ohodnotit technické dokumenty, které jsou soucasti hodnoticiho souboru v zajmu vypra-
covani odtvodnéného rozhodnuti o certifikaci,

— prokazana schopnost provést spravné odborné posouzeni,

— schopnost a kompetence poskytnout €i neposkytnout certifikaci, pokud projekt hodnoceni produktu splfiuje Ci
nesplriuje kvalitativni poZzadavky.

OSOBA PROVADEJICI TECHNICKE PREZKOUMANI

Popis: Jde o osobu pfidélenou za Uuc¢elem provedeni pfezkoumani veskerych informaci a vysledkl souvisejicich
s hodnocenim podle popisu v bodé 7.5.1 ISO/IEC 17065.

Vzdélani a praxe
Obecné:

— MAGISTERSKE vysokoskolské vzdélani (&i ekvivalentni) v pfislusném oboru + 3 roky doloZenych odbornych
zkuSenosti, pokud mozno v oblasti Zeleznic,

-~ BAKALARSKE vysokoskolské vzdélani (& ekvivalentni) + 5 let prokazanych odbornych zku$enosti, pokud
mozno v oblasti Zeleznic,

— Relevantni technické odborné vzdélani v oblasti rozsahu posouzeni v dobé trvani alespori 2 roky + 8 let do-
loZzenych odbornych zkuSenosti, pokud mozno v oblasti Zeleznic.

Specifické nad ramec obecného:

— Vzdélani (interni i externi) v oblasti pfisluSnych pozadavk( na inspekéni procesy organu posuzovani shody
na zakladé ISO/IEC 17020, ISO/IEC 17021 a ISO/IEC 17065,

— Dolozené zkuSenosti ziskané dokonéenim alespon 5 projektt v jakémkoli rozsahu posouzeni alespori v jedné
z nasledujicich funkci: vedouci inspektor nebo vedouci auditor QMS.

Znalosti
Pravni ramec:
Podrobné pochopeni nasledujicich témat:

— smérnice o interoperabilité 2008/57/ES a 2016/797: role oznameného subjektu, posouzeni shody ES ,
vhodnost pouziti ES , ovéfeni ES , ¢lanek 18 tykajici se role oznameného subjektu v procesu ovéreni, mista
povéfeni odpovédné za strukturalni subsystémy a za vozy, role: Zadatele, ozndmeného subjektu, ustanove-
ného subjektu, subjektl posuzovani podle nafizeni o CSM-RA; modernizace/obnova stavajiciho subsystému;
evropsky pravni ramec a vnitrostatni pravni ramec.

—  Zelezniéni moduly: rozhodnuti o modulech &. 713/2010, rozdil mezi modulem s QMS a bez QMS, pFislusné
moduly podle TSI.

— Smérnice o bezpeénosti zeleznic: CSM-RA, pravni text a pfiloha I.

— Technicka specifikace pro interoperabilitu: Struktura textu, dot€eny subsystém podle TSI, koncepty za-
vaznych norem, nezavazné normy, harmonizovana evropska norma, alternativni feSeni.

— Technické normy: v zavislosti na rozsahu posouzeni:

o  znalost obsahu norem citovanych v TSI, které tvofi zaklad rozsahu posouzeni, a
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o  schopnost chapat a ohodnotit obsah pramyslovych norem, které Ize pouzit ve fazi navrhu nebo
vyroby.

— Doporuceni Komise 2014/897/EU o zalezZitostech souvisejicich s uvedenim strukturalnich subsystému a vo-
zidel do provozu a jejich pouzivanim podle smérnic Evropského parlamentu a Rady 2008/57/ES
a 2004/49/ES (rovnéz znamé jako ,DV29bis®).

— Koordinaéni skupina oznamenych subjektll NB-Rail: RfU, Q/C, jednani podskupiny, role ERA.
Technicka témata:

— Obecné pochopeni vdech oblasti uvedeny v ,PRILOZE D: TECHNICKA TEMATA PODLE ROZSAHU
POSOUZENI*.

Netechnické dovednosti

— Dobré pochopeni pfislusnych dokumentd, které jsou dostupné pouze v angli¢tiné jako (napfiklad): pozadavky
(subsety) ERA pro subsystém CCS, RfU a Q&C vydavané NB-Rail, pokyny ERA atd.

TECHNICKY VEDOUCI (PODLE ROZSAHU POSOUZENI)

Popis: u jednoho rozsahu organu posuzovani shody nebo nékolika rozsaht organu posuzovani shody ma celko-
vou kompetenci a odpovédnost zajistit, Ze u vSech projektl jsou vSechny ¢innosti faze hodnoceni spravné vypra-
covany, potvrzeny a zdokumentovany ve zpravach a jinych zaznamech podle popisu v bodé 7.4 z ISO/IEC 17065.
Faze hodnoceni zahrnuje vS8echny inspekce a vdechny audity QMS.

Vzdélani a praxe

Obecné:
Musi se pouZit jedna nebo nékolik z nasledujicich mozZnosti:

— MAGISTERSKE vysokoskolské vzdélani (&i ekvivalentni) v pfislusném oboru + 3 roky doloZenych odbornych
zkuSenosti relevantnich pro technicky rozsah, ve kterém ma osoba pracovat,

—  BAKALARSKE vysokogkolské vzd&lani (¢i ekvivalentni) v pFisluéném oboru + 5 let doloZenych odborné zku-
Senosti relevantnich pro technicky rozsah, ve kterém ma osoba pracovat,

— Relevantni technické odborné vzdélani v oblasti rozsahu posouzeni v dobé trvani alespori 2 roky + 8 let
dolozenych odbornych zkusenosti relevantnich pro technicky rozsah, ve kterém ma osoba pracovat.

Specifické nad ramec obecného:

— Vzdélani (interni &i externi) v oblasti pfislusnych pozadavkud na inspekéni procesy organu posuzovani shody
na zakladé ISO/IEC 17020, ISO/IEC 17021 a ISO/IEC 17065,

— Dolozené zkuSenosti ziskané dokonéenim alespori 5 projektt v jakémkoli rozsahu posouzeni alespori v jedné
z nasledujicich funkci: vedouci inspektor nebo vedouci auditor QMS.

Znalosti
Préavni ramec:
Podrobné pochopeni nasledujicich témat:

— smérnice o interoperabilité 2008/57/ES a 2016/797: role oznameného subjektu, posouzeni shody ES,
vhodnost k pouZiti ES, ovéfeni ES, ¢lanek 18 tykajici se role ozndmeného subjektu v procesu ovéieni, mista
povéfeni odpovédné za strukturalni subsystémy a za vozy, role: Zadatele, oznameného subjektu, ustanove-
ného subjektu, subjekty posuzovani podle nafizeni o CSM-RA; modernizace/obnova stavajiciho subsystému;
evropsky pravni ramec a vnitrostatni pravni ramec.

—  Zelezniéni moduly: rozhodnuti 0 modulech &. 713/2010, rozdil mezi modulem s QMS a bez QMS, prislugné
moduly podle TSI.

— Smérnice o bezpeénosti zeleznic €. 49/2004/ES: pfidéleni roli a odpovédnosti, management rizika a vy-
konnost v oblasti bezpecnosti, CSM-RA, pravni text a pfiloha .

— Technicka specifikace pro interoperabilitu: Struktura textu, dotéeny subsystém podle TSI, koncepty za-
vaznych norem, nezavazné normy, evropska norma, harmonizovana norma, alternativni feSeni.

53



Technical document
MNB - Assessment scheme
000MRA1044 ver 1.1

— Technické normy: v zavislosti na rozsahu posouzeni:

o Obecny Siroky prehled ohledné obsahu norem citovanych v TSI, které tvofi zaklad rozsahu posou-
zeni, a

o Schopnost chapat a ohodnotit obsah prdmyslovych norem, které Ize pouzit ve fazi navrhu nebo vy-
roby.

— Doporucéeni Komise 2014/897/EU o zalezitostech souvisejicich s uvedenim strukturalnich subsystém a vo-
zidel do provozu a jejich pouzivanim podle smérnic Evropského parlamentu a Rady 2008/57/ES
a 2004/49/ES (rovnéz znamé jako ,DV29bis*®).

— Koordinaéni skupina oznamenych subjektd NB-Rail: RfU, Q/C, jednani podskupiny, role ERA.

— Pozadavky v oblasti zdravi a bezpecnosti: kompetence v oblasti obecnych postupl pfi managementu bez-
pecnosti pracovnikl pfi vykonu ¢innosti na pracovisti (napf. zkousky za pomoci elektfinou napajeného vyba-
veni, zkousky kolejovych vozidel v pohybu, zkousky v tovarnach atd.).

Technicka témata:
—  Generické pochopeni, jak vyplyva z ,PRILOHY D: TECHNICKA TEMATA PODLE ROZSAHU POSOUZENI“.
Netechnické dovednosti:

— schopnost Fidit prabézné €innosti organu posuzovani shody pfi pribézném vzdélavani pracovniki a posuzo-
vani kompetence vcetné dostupnosti pracovniku pfi probihajicich projektech,

— schopnost fidit prabézné ¢innosti organu posuzovani shody pfi hodnoceni,

— kompetence portfolia, programovy a projektovy management organu posuzovani shody,

— schopnost sestavovat a koordinovat hodnotici tymy organu posuzovani shody,

— schopnost Fidit €innost, které jsou pfedmétem subdodavek,

- pochopeni rozhrani v ramci IOD, SBZ a pravnich pfedpist tykajicich se bezpe&né integrace,

— znalost obsahu mezinarodnich norem pro posuzovani shody jako napf. EN ISO/IEC 17020, EN ISO/IEC
17021, EN ISO/IEC 17025, EN ISO/IEC 17065,

— znalost schématu posuzovani u smérnice o interoperabilité,
— obecna znalost metodiky systému managementu kvality u vyrobce, tzn. 1ISO 9001,
— propojeni s NB-Rail a znalost RfU, Q/C, FAQ, interni organizace a interni pracovni dokumenty NB-Rail,

— dobré pochopeni pfislusnych dokumentd, které jsou dostupné pouze v angli¢tiné jako (napfiklad): pozadavky
(subsety) ERA pro subsystém CCS, RfU a Q&C vydavané NB-Rail, pokyny ERA atd.

Technického vedouciho smi podporovat:
— inspektofi pro inspekéni €innosti (viz bod 7.4.1SP tohoto dokumentu), a
— auditofi pro schvalovani systému managementu kvality (viz bod 7.4.QMS tohoto dokumentu).

Inspektofi a auditofi musi splfiovat popis kompetence obsazeny v tomto dokumentu.

INSPEKTOR (PODLE ROZSAHU POSOUZENI)

Popis: Podporuje rovnéz technického vedouciho pfi vykonu €innosti souvisejicich s inspekcemi v ramci rozsahu
posouzeni. Jako technicky expert smi podporovat auditora nebo vedouciho auditora. Rovnéz smi vystupovat jako
mentor pro ostatni inspektory.

Vzdélani a praxe

Obecné:
Musi se pouzit jedna nebo nékolik z nasledujicich moznosti:

-~ MAGISTERSKE vysokoskolské vzdélani (&i ekvivalentni) v pfislusném oboru + 3 roky doloZenych odbornych
zku$enosti relevantnich pro technicky rozsah, ve kterém ma osoba pracovat,
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— BAKALARSKE vysokogkolské vzdé&lani (&i ekvivalentni) v pfisluéném oboru + 5 let doloZenych odborné zku-
Senosti relevantnich pro technicky rozsah, ve kterém ma osoba pracovat,

— Relevantni technické odborné vzdélani v oblasti rozsahu posouzeni v dobé trvani alespor 2 roky + 8 let do-
loZenych odbornych zkuSenosti relevantnich pro technicky rozsah, ve kterém ma osoba pracovat.

Specifické nad ramec obecného:

— Vzdélani (interni &i externi) v oblasti pFisluSsnych pozadavk( na inspek&ni procesy organu posuzovani shody
na zakladé ISO/IEC 17020 a ISO/IEC 17065,

— Dolozené zkuSenosti ziskané v ramci zacviku podle ISO/IEC 17020 bodu 6.1.6 trvajiciho alespori 1 rok véetné
minimalni ucasti a dokumentovaného pozitivhiho posouzeni kompetence v 5 projektech v pfislusném tech-
nickém rozsahu, ve kterém ma osoba pracovat jako inspektor.

Znalosti
Pravni ramec:

— Obecné pochopeni evropského pravniho ramce souvisejiciho s Zeleznici, v€etné slovni terminologie (napf.
smérnice o interoperabilité 2008/57/ES a 2016/797, TSI a moduly).

Technicka témata:

— Podrobné pochopeni pfislusnych &asti ,PRILOHY D: TECHNICKA TEMATA PODLE ROZSAHU
POSOUZENI".

Netechnické dovednosti:

— dobré pochopeni pfislusnych dokumentd, které jsou dostupné pouze v angli¢tiné jako (napf. poZzadavky (sub-
sety) ERA pro subsystém CCS, RfU a Q&C vydavané NB-Rail, pokyny ERA atd.),

— schopnost vypracovavat a aktualizovat plany posuzovani pro projekty, véetné pozadavku posuzovani,

— pochopeni rozhrani s dal§im technickym rozsahem souvisejicim s interoperabilitou a integraci bezpec¢nosti,
— schopnost dohliZet na inspektory pracujici pod dohledem,

— schopnost analyzovat, zaujimat odborné stanovisko-usudek a rozhodovat,

— schopnost organizovat pfislusny projekt a vlastni praci,

— efektivni komunikaéni dovednosti,

— pisemné dovednosti pfi vypracovavani technickych zprav,

— dobra kvalita prace,

— nestranné a nediskrimina¢ni chovani.

VEDOUCI INSPEKTOR

Pokud je do projektu zapojeno nékolik inspektorli nebo zahrnuje €innosti, které jsou pfedmétem subdodavky,
jeden inspektor musi byt jmenovan jako ,vedouci inspektor®, ktery ma nasledujici dopliujici netechnické doved-
nosti:

— prokazana kompetence v projektovém managementu a v nejrozSifenéjSich IT nastrojich projektového ma-
nagementu,

— schopnost vypracovat plan posuzovani, véetné pozadavku posouzeni,
— schopnost sestavovat a fidit projektové tymy,
— schopnost koordinovat prace posuzovatell,

— schopnost dohlizet na Cinnosti, které jsou predmétem subdodavek.

VEDOUCI AUDITOR QMS

Popis: podporuje technického vedouciho pfi auditnich &innostech QMS.
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Vzdélani a praxe

Obecné:

Musi se pouzit jedna nebo nékolik z nasledujicich moznosti:

MAGISTERSKE vysokogkolské vzdélani (&i ekvivalentni) v pfisluéném oboru + 3 roky doloZenych odbornych
zkuSenosti relevantnich pro systémy managementu kvality souvisejici s technickou oblasti, pokud mozno
v oblasti Zeleznic,

BAKALARSKE vysoko$kolské vzdélani (& ekvivalentni) + 5 let doloZenych odbornych zkugenosti relevant-
nich pro systémy managementu kvality souvisejici s technickou oblasti, pokud mozno v oblasti Zeleznic,

Relevantni technické odborné vzdélani v technické oblasti, pokud mozno alespon 2 roky v oblasti Zeleznic +
8 let doloZenych odbornych zkuSenosti relevantnich pro systémy managementu kvality souvisejici s technic-
kou oblasti, pokud mozno v oblasti zeleznic.

Specifické nad ramec obecného:

Specifické vzdélani jako auditor (interni €i externi) zalozené na ISO/IEC 17021 trvajici alespori 5 pracovnich
dni nebo 40 hodin prezenc¢niho vzdélavani pro vedeni auditd,

Vzdélani (interni i externi) v oblasti pFislusnych pozadavk( na inspekéni procesy organu posuzovani shody
na zakladé ISO/IEC 17020 a ISO/IEC 17065,

Ugast alespori na 3 auditech v oblasti Zeleznic, z toho jeden musi souviset s 10D, v tymu sestavajicim alespori
ze 2 osob, pfiCemz kazdy alespon v dobé trvani jednoho dne na drovni ,auditor v zacviku“ (odkaz na bod
9.2.2.1.4 ISO/IEC 17021) v pribéhu poslednich 24 mésicl pfed jmenovanim vedoucim auditorem.

Znalosti

Pravni ramec:

obecné pochopeni evropského pravniho ramce souvisejiciho s Zeleznici, véetné slovni terminologie (napf.
smeérnice o interoperabilité 2008/57/ES a 2016/797, TSI a moduly),

obecné uplatfiovani QMS a relevantnich aspektd projektu souvisejicich s bezpecnosti pfi aplikaci na proces
produkce Zelezniéni technologie,

typicky provoz a udrzba produktu,

typické vady v navrhu/produkci tohoto ¢i obdobnych produktt / této &i obdobné technologie a dfivéjsi vady,
které se projevily pfi pfedchozim pouziti téchto ¢ obdobnych produkti/technologii — omezeno na ty vady,
které mohou ovliviiovat bezpecénost, zdravi, zivotni prostfedi a jakykoli jiny zakladni pozadavek, jak jej defi-
nuje 2008/57/ES.

Technicka témata:

Podrobné pochopeni pfislusnych &asti ,PRILOHY D: TECHNICKA TEMATA PODLE ROZSAHU
POSOUZENI*,

Vedouciho auditora QMS mohou doprovazet technicti experti dle bodu 9.2.2.2.2 z ISO/IEC 17021 ke spInéni
téchto pozadavka.

Netechnické dovednosti:

auditorské dovednosti a znalosti: generické a vhodné pro konkrétni rozsah posouzeni,
pozadované osobni chovani podle popisu v pfiloze D z ISO/IEC 17021,

uplny seznam kritérii auditu celého projektu,

sestavovat a vést tym auditorq,

poZzadavky na management kvality podle pfislusnych Zelezni€nich norem,

pfislusné aspekty TSI,

pfislusné moduly,

chapat rozhrani s obvyklou certifikaci vyrobce (napf. ISO 9001).
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V pfipadé potfeby mohou vedouciho auditora QMS podporovat auditofi QMS.

AUDITOR QMS

Popis: podporuje vedouciho auditora QMS.

Vzdélani a praxe

Obecné:
Musi se pouZit jedna nebo nékolik z nasledujicich mozZnosti:

— MAGISTERSKE vysoko$kolské vzdélani (¢i ekvivalentni) v pfislusném oboru + 1 rok doloZenych odbornych
zkuSenosti relevantnich pro systémy managementu kvality souvisejici s technickou oblasti, pokud mozno
v oblasti Zeleznic,

— BAKALARSKE vysoko$kolské vzdélani (i ekvivalentni) + 3 roky doloZenych odbornych zku$enosti relevant-
nich pro systémy managementu kvality souvisejici s technickou oblasti, pokud mozZno v oblasti Zeleznic

— Relevantni technické odborné vzdélani v technické oblasti, pokud mozno alespori 2 roky v oblasti Zeleznic +
6 let doloZenych odbornych zkusenosti relevantnich pro systémy managementu kvality souvisejici s technic-
kou oblasti, pokud mozno v oblasti Zeleznic.

Specifické nad ramec obecného:

— Specifické vzdélani jako auditor (interni i externi) zalozené na ISO/IEC 17021 trvajici alespori 5 pracovnich
dni nebo 40 hodin prezenéniho vzdélavani pro vedeni audit(,

— Vzdélani (interni ¢i externi) v oblasti pFisluSsnych pozadavk( na inspek&ni procesy organu posuzovani shody
na zakladé ISO/IEC 17020 a ISO/IEC 17065,

— Ugast alespori na 2 auditech v oblasti Zeleznic, z toho jeden musi souviset s IOD, v tymu sestavajicim alespori
ze 2 osob, pficemz kazdy alespon v dobé trvani jednoho dne na urovni ,auditor v zacviku“ (odkaz na bod
9.2.2.1.4 zISO/IEC 17021) v pribéhu poslednich 24 mésicl pfed jmenovanim auditorem QMS.

Znalosti

Pravni ramec:

— Obecné pochopeni evropského pravniho ramce souvisejiciho s Zeleznici, v€etné slovni terminologie (napf.
smérnice o interoperabilité 2008/57/ES a 2016/797, TSI a moduly).

Technicka témata:

— Podrobné pochopeni pfislusnych &asti ,PRILOHY D: TECHNICKA TEMATA PODLE ROZSAHU
POSOUZENI“.

— Auditora QMS mohou doprovazet technicti experti dle bodu 9.2.2.2.2 z ISO/IEC 17021 pro splnéni téchto
pozadavku.

Netechnické dovednosti
— auditorské dovednosti a znalosti: generické a vhodné pro konkrétni rozsah posouzeni,

— pozadované osobni chovani podle popisu v pfiloze D z ISO/IEC 17021.
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Annex C (Normative)

Competence descriptions

This Annex does not exist in the ISO/IEC 17065.

This normative annex describes the competence of the boards, groups of persons or persons as identified in point
5.1.3:

decision maker;
technical reviewer;

technical manager (per scope of assessment).

The names provided to these boards, groups of persons or persons can be different in each organisation, ne-
vertheless the competence shall remain the same.

DECISION MAKER

Description: he/she is the person(s) assigned to make certification decision as described in 7.6.2.

Training and experience

General:

One or more of the following possibilities shall apply:

MASTER university degree (or equivalent) in a relevant subject + 6 years of proven professional experience
preferably relevant for the railways;

BACHELOR university degree (or equivalent) + 8 years of proven professional experience preferably relevant
for the railways;

Relevant technical vocational trainings in the field of the scope of the assessment of at least 2 years + 11 years
of proven professional experience preferably relevant for the railways.

Specific in addition to General:

Deep understanding of the relevant requirements for the CAB certification processes based on ISO/IEC 17065
and the testing, inspection and auditing processes based respectively on ISO/IEC 17025, ISO/IEC 17020 and
ISO/IEC 17021.

Knowledge

Legal framework:

Basic understanding on the following topics:

Interoperability Directives 2008/57/EC and 2016/797: role of NoBo, EC conformity assessment, EC suitabi-
lity of use, EC verification, art. 18 on the role of NoBo in the process of verification, authorization place in
service for structural subsystems and for vehicles, role of: applicant, NoBo, DeBo, Assessment bodies under
the CSM-RA; upgrade/renewal of an existing subsystem; European legal framework and National legal frame-
work.

Railway modules: decision on modules 713/2010, difference between module with QMS and without QMS,
Applicable modules according to TSls.

Railway Safety directive: CSM-RA, legal text and Annex I.

Technical Specifications for Interoperability: Text structure, affected subsystem per TSI, concepts of man-
datory standards, voluntary standards, European standard, harmonised standard, alternative solutions.

Technical standards: depending on the scope of the assessment:

o knowledge of the content of the standards quoted in the TSIs which are underpinning the assessment
scope, and
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o Ability to understand and evaluate the content of the industrial standards which can be used at desig-
ning or manufacturing phases.

— Commission recommendation 2014/897/EU on matters related to the placing in service and use of structural
subsystems and vehicles under Directives 2008/57/EC and 2004/49/EC of the European Parliament and of
the Council (also known as DV29bis).

Technical topics:

— General understanding of all the areas from “ANNEX D: TECHNICAL TOPICS PER SCOPE OF
ASSESSMENT”.

Non-technical skills:

— ability to understand and evaluate technical documents that are part of the Evaluation file to allow him/her to
make a justified certification decision;

— proven ability to apply sound professional judgement;

— ability and authority to provide or not provide the certification if the product evaluation project does or does not
fulfil the quality requirements.

TECHNICAL REVIEWER

Description: he/she is the person assigned for reviewing all the information and results related to the evaluation
as described in 7.5.1 of ISO/IEC 17065.

Training and experience
General

— MASTER university degree (or equivalent) in a relevant subject + 3 years of proven professional experience
preferably relevant for the railways;

— BACHELOR university degree (or equivalent) + 5 years of proven professional experience preferably relevant
for the railways;

— Relevant technical vocational trainings in the field of the scope of the assessment of at least 2 years + 8 years
of proven professional experience preferably relevant for the railways.

Specific in addition to General

— Training (internal or external) on the relevant requirements for the CAB inspection processes based on
ISO/IEC 17020, ISO/IEC 17021 and ISO/IEC 17065;

— Proven experience of at least 5 completed projects in any scope of assessment as at least one of the following:
lead inspector or QMS lead auditor.

Knowledge
Legal framework:
Deep understanding of the following topics:

— Interoperability Directives 2008/57/EC and 2016/797: role of NoBo, EC conformity assessment, EC suitabi-
lity of use, EC verification, art. 18 on the role of NoBo in the process of verification, authorization place in
service for structural subsystems and for vehicles, role of: applicant, NoBo, DeBo, Assessment bodies under
the CSM-RA; upgrade/renewal of an existing subsystem; European legal framework and National legal frame-
work.

— Railway modules: decision on modules 713/2010, difference between module with QMS and without QMS,
Applicable modules according to TSls.

— Railway Safety directive: CSM-RA, legal text and Annex I.

— Technical Specifications for Interoperability: Text structure, affected subsystem per TSI, concepts of man-
datory standards, voluntary standards, harmonised European standard, alternative solutions.

— Technical standards: depending on the scope of the assessment:
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o knowledge of the content of the standards quoted in the TSIs which are underpinning the assessment
scope, and

o Ability to understand and evaluate the content of the industrial standards which can be used at desig-
ning or manufacturing phases.

— Commission recommendation 2014/897/EU on matters related to the placing in service and use of structural
subsystems and vehicles under Directives 2008/57/EC and 2004/49/EC of the European Parliament and of
the Council (also known as DV29bis).

— Coordination group of the Notified bodies NB-Rail: RfU, Q/C, subgroup meetings, role of ERA.
Technical topics:

— General understanding of all the areas from “ANNEX D: TECHNICAL TOPICS PER SCOPE OF
ASSESSMENT".

Non-technical skills:

— Good understanding of relevant documents which are only available in English, such as (for example): ERA
CCS subset requirements, NB-Rail RfUs, NB-Rail Q&Cs, ERA guidance, etc.

TECHNICAL MANAGER (PER SCOPE OF ASSESSMENT)

Description: for one or more CAB scope or scopes of assessment, he/she has the overall authority and responsibility to
ensure that, for all projects, all the activities of the evaluation phase are correctly prepared, executed and documented in
reports and other records as described in point 7.4 of the ISO/IEC 17065. The evaluation phase includes all inspections and
all QMS audits.

Training and experience
General
One or more of the following possibilities shall apply:

— MASTER university degree (or equivalent) in a relevant subject + 3 years of proven professional experience
relevant for the technical scope in which the person is intended to work;

— BACHELOR university degree (or equivalent) + 5 years of proven professional experience relevant for the
technical scope in which the person is intended to work;

— Relevant technical vocational trainings in the field of the scope of the assessment of at least 2 years + 8 years
of proven professional experience relevant for the technical scope in which the person is intended to work.

Specific in addition to General

— Training (internal or external) on the relevant requirements for the CAB inspection processes based on
ISO/IEC 17020, ISO/IEC 17021 and ISO/IEC 17065;

— Proven experience of at least 5 completed projects in any scope of assessment as at least one of the following:
lead inspector or QMS lead auditor.

Knowledge
Legal framework:
Deep understanding of the following topics:

— Interoperability Directives 2008/57/EC and 2016/797: role of NoBo, EC conformity assessment, EC suitabi-
lity for use, EC verification, art. 18 on the role of NoBo in the process of verification, authorization place in
service for structural subsystems and for vehicles, role of: applicant, NoBo, DeBo, Assessment bodies under
the CSM-RA,; upgrade/renewal of an existing subsystem; European legal framework and National legal frame-
work.

— Railway modules: decision on modules 713/2010, difference between module with QMS and without QMS,
Applicable modules according to TSls.

— Railway Safety directive 49/2004/EC: allocation of roles and responsibilities, the management of risk and
safety performance, CSM-RA, legal text and Annex |.
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— Technical Specifications for Interoperability: Text structure, affected subsystem per TSI, concepts of man-
datory standards, voluntary standards, European standard, harmonised standard, alternative solutions.

— Technical standards: depending on the scope of the assessment:

o General broad overview of the content of the standards quoted in the TSls which are underpinning the assessment
scope, and

o Ability to understand and evaluate the content of the industrial standards which can be used at designing or manu-
facturing phases.

— Commission recommendation 2014/897/EU on matters related to the placing in service and use of structural
subsystems and vehicles under Directives 2008/57/EC and 2004/49/EC of the European Parliament and of
the Council (also known as DV29bis).

— Coordination group of the Notified bodies NB-Rail: RfU, Q/C, subgroup meetings, role of ERA.

— Health and safety requirements: competence of general procedures to manage staff safety for performing
on site activities (e.g. tests under energised equipment, with rolling stock in motion, in factories, etc.).

Technical topics:

— Generic understanding as applicable from “ANNEX D: TECHNICAL TOPICS PER SCOPE OF
ASSESSMENT”.

Non-technical skills:

— ability to manage on on-going basis the CAB activities for ongoing staff training and competency assessment
including staff availability for on-going projects;

— ability to manage on on-going basis the CAB activities for evaluation;

— competence of portfolio, programme and project management of CAB;

— ability to form and coordinate CAB evaluation teams;

— ability to manage subcontracted activities;

— understanding of the interfaces within the IOD, RSD and legislation in relation to safe integration;

— knowledge of the contents of the International standards for conformity assessment, such as EN ISO/IEC
17020, EN ISO/IEC 17021, EN ISO/IEC 17025, EN ISO/IEC 17065;

— knowledge of the assessment scheme for Interoperability directive;
— general knowledge of manufacturer’s quality management system methodology i.e. ISO 9001;

— interfacing with NB-Rail and knowledge of NB-Rail's RfUs, Q/Cs, FAQs, NB-Rail internal organisation and
internal working documents;

— good understanding of relevant documents which are only available in English, such as (for example): ERA
CCS subset requirements, NB-Rail RfUs, NB-Rail Q&Cs, ERA guidance, etc.

The Technical manager may be supported by:
— inspectors for inspection activities (ref. point 7.4.ISP of this document) and
— auditors for the quality management system approval (ref. point 7.4.QMS of this document).

The inspectors and auditors shall fulfil the competence description provided in this document.

INSPECTOR (PER SCOPE OF ASSESSMENT)

Description: Description: He/she also supports the technical manager in performing the activities related to
inspections within the scope of assessment. He/she may support auditor or lead auditor acting as technical expert.
He/she may also act as mentor to other inspectors.

Training and Experience
General

One or more of the following possibilities shall apply:
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MASTER university degree (or equivalent) in a relevant subject + 3 years of proven professional experience
relevant for the technical scope in which the person is intended to work;

BACHELOR university degree (or equivalent) + 5 years of proven professional experience relevant for the
technical scope in which the person is intended to work;

Relevant technical vocational trainings in the field of the scope of the assessment of at least 2 years + 8 years
of proven professional experience relevant for the technical scope in which the person is intended to work.

Specific in addition to General

Training (internal or external) on the relevant requirements for the CAB inspection processes based on
ISO/IEC 17020 and ISO/IEC 17065;

Proven experience of at least 1 year as mentoring period according to ISO/IEC 17020 point 6.1.6 including
minimum participation and documented positive assessment of his/her competences in 5 projects in the rele-
vant technical scope in which the person is intended to work as inspector.

Knowledge

Legal Framework:

General understanding of railway related European legal framework, including vocabulary (e.g. Interoperability
Directive 2008/57/EC and 2016/797, TSIs and modules).

Technical topics:

Deep understanding of relevant parts of “ANNEX D: TECHNICAL TOPICS PER SCOPE OF ASSESSMENT”.

Non-technical skills:

good understanding of relevant documents which are only available in English, such as (e.g. ERA CCS subset
requirements, NB-Rail RfUs, NB-Rail Q&Cs, ERA guidance, etc.);

ability to prepare and update assessment plans for the projects, including the assessment requirements;
understanding of the interfaces with other technical scope related to interoperability and safe integration;
ability to supervise inspectors under supervision works;

ability to analyse, judge and make decisions;

ability for appropriate project- and self-organisation;

effective communication skills;

writing skills for preparing technical reports;

good quality of work;

impartial and non-discriminatory behaviour.

LEAD INSPECTOR

If a project involves several inspectors or subcontracted activities, one inspector shall be nominated as “lead
inspector” with the following additional non-technical skills:

proven competence in project management and in the most spread project management IT tools;
ability to prepare assessment plan, including assessment requirements;

ability to form and direct project teams;

ability to coordinate assessors’ works;

ability to supervise subcontracted activities.

QMS LEAD AUDITOR

Description: he/she supports the technical manager in the QMS audits activities.

Training and experience

General
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One or more of the following possibilities shall apply:

MASTER university degree (or equivalent) in a relevant subject + 3 years of proven professional experience
relevant to quality management systems relating to a technical area, preferably in railways;

BACHELOR university degree (or equivalent) + 5 years of proven professional experience relevant to quality
management systems relating to a technical area, preferably in railways;

Relevant technical vocational trainings in technical area, preferably in railways of at least 2 years + 8 years of
proven professional experience relevant to quality management systems relating to a technical area, prefe-
rably in railways.

Specific in addition to General

Specific training as auditor (internal or external) based on the ISO/IEC 17021 lasting at least 5 working days
or 40 hours of class room style training for lead auditing;

Training (internal or external) on the relevant requirements for the CAB inspection processes based on
ISO/IEC 17020 and ISO/IEC 17065;

Participation in at least 3 audits in the railway domain, one of them shall be related to the 10D, of a team of at
least 2 persons at least each one day duration at least as level of “auditor in training” (reference to 9.2.2.1.4
of ISO/IEC 17021) during the last 24 months before nomination as Lead Auditor.

Knowledge

Legal Framework:

general understanding of railway related European legal framework, including vocabulary (e.g. Interoperability
Directive 2008/57/EC and 2016/797, TSls and modules);

general application of an QMS and relevant aspects of safety related aspects of a project when applied to the
railway technology production process;

typical operation and maintenance of the product;

typical design/production defects of this or similar products/ technology and on previous defects of which have
materialised in previous applications of this or similar products/ technology — limited to those defects which
could interfere with Safety, Health, the Environment or any other Essential Requirement as defined by
2008/57/EC.

Technical topics:

Deep understanding of relevant parts of “ANNEX D: TECHNICAL TOPICS PER SCOPE OF ASSESSMENT”.

The QMS Lead Auditor can be accompanied by technical experts as point 9.2.2.2.2 of ISO/IEC 17021 to fulfil
these requirements.

Non-technical skills:

auditing skills and knowledge: generic and appropriate for specific scope of assessment;
desirable personal behavior as described in Annex D of ISO/IEC 17021;

complete list of audit criteria of the complete project;

form and direct audit team;

quality management requirements of relevant railway standards;

relevant TSls aspects;

relevant modules;

understand interface with common manufacturer certification (e.g. ISO 9001).

If needed, the QMS lead auditor can be supported by QMS auditors.

QMS AUDITOR
Description: he/she supports the QMS lead auditor.
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Training and experience

General

One or more of the following possibilities shall apply:

MASTER university degree (or equivalent) in a relevant subject + 1 years of proven professional experience
relevant to quality management systems relating to a technical area, preferably in railways;

BACHELOR university degree (or equivalent) + 3 years of proven professional experience relevant to quality
management systems relating to a technical area, preferably in railways;

Relevant technical vocational trainings in technical area, preferably in railways of at least 2 years + 6 years of
proven professional experience relevant to quality management systems relating to a technical area, prefe-
rably in railways.

Specific in addition to General

Specific training as auditor (internal or external) based on the ISO/IEC 17021 lasting at least 5 working days
or 40 hours of class room style training for lead auditing;

Training (internal or external) on the relevant requirements for the CAB inspection processes based on
ISO/IEC 17020 and ISO/IEC 17065;

Participation in at least 2 audits in the railway domain, one of them shall be related to the IOD, of a team of at
least 2 persons at least each one day duration at least as level of “auditor in training” (reference to 9.2.2.1.4
of ISO/IEC 17021) during the last 24 months before nomination as QMS Auditor.

Knowledge

Legal framework:

General understanding of railway related European legal framework, including vocabulary (e.g. Interoperability
Directive 2008/57/EC and 2016/797, TSIs and modules).

Technical topics:

Deep understanding of relevant parts of “ANNEX D: TECHNICAL TOPICS PER SCOPE OF ASSESSMENT”.

The QMS Auditor can be accompanied by technical experts as point 9.2.2.2.2 of ISO/IEC 17021-1 to fulfil
these requirements.

Non-technical skills:

auditing skills and knowledge: generic and appropriate for specific scope of assessment;

desirable personal behaviour as described in Annex D of ISO/IEC 17021.
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Priloha D (normativni)

Seznam technickych témat podle rozsahu posouzeni

Tato pfiloha v ISO/IEC 17065 neexistuje.

Nasledujici seznam subsystémU se pouzije v souvislosti s rozsahem posouzeni, jak vysvétluje nasledujici tabulka.

Tabulka 9: Prislusné specifické znalosti podle rozsahu posouzeni

ROZSAH POSUZOVANI SEZNAM KONKRETNICH ZNALOSTI
Infrastruktura DO + D1
Energie DO + D2
Rizeni a zabezpe&eni DO + D3
Kolejova vozidla DO + D4

Obsah nasledujicich seznam(l se pouzije v plném rozsahu; obsah kazdého seznamu byl usporfadan do nékolika
skupin pouze pro Ucely zvySeni srozumitelnosti.

DO — OBECNE

Rozsah obecnych znalosti, specifickych pro Zeleznice.

Porozumeéni procesim a moznym zavadam souvisejicich s zivotnim cyklem Zelezni¢nich produkt, jako napf.
(seznam neni vyCerpavajici) navrh, vyvoj, vyroba, konstrukce, montaz, zkouseni, oprava a udrzba.

Pochopeni jakychkoli novych technologii souvisejicich se subsystémy.

Pochopeni zaglenéni produktu v ramci subsystému.

Pochopeni rizik odvozenych &i pravdépodobné odvozenych od integrace produktu do Zelezni€niho systému.
Pochopeni analyzy bezpecnosti a funkéni analyzy u subsystéma, pozadovanych TSI.

Schopnost provedeni spravného posouzeni jakékoli odchylky posuzovaného produktu ze souboru pozadavki
upravenych pfislu§nymi pravnimi pfedpisy v€etné (seznam neni vyCerpavajici) TSI, harmonizovanych norem,
evropskych a mezinarodnich norem, primyslovych norem.

D1 - INFRASTRUKTURA (INF, PRM, SRT)

Obecné

— Posouzeni praci nebo jejich navrhu nebo konstrukce nebo dohled nad nimi a technické znalosti v oblasti Ze-
lezniéni infrastruktury EU,

Stavebni prace a montaz

— Mosty, opérné zdi, protihlukové stény a jiné stavby odolavajici dopravnimu zatiZzeni nebo aerodynamickym
ucinkdm,

— Pozemni stavby, odolavajici dopravnimu zatiZeni,

—  Prdjezdny prafez (trati),

— Tunely vCetné zakladl tunelové konstrukce, pozarni odolnost tunelovych prvkl a zafizeni, evakuacni zafizeni
v tunelu véetné nouzového osvétleni, komunikace a postupy, v€etné analyzy bezpecnosti (napf. posouzeni
rizik),

— Informaéni zafizeni pro cestujici, v€etné vizualnich, hmatovych a zvukovych informaci, relevantnich parame-
tri a zkousek,

— Plosiny,
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— Mimouroviové pfechody pro cestujici,
Zelezniéni svriek

— Soucasti koleje (napf. kolejnice, prazce, upeviiovaci systémy atd.) v€etné procesu vyroby a koncepce odol-
nosti koleje vic&i dopravnimu zatizeni,

— Geometrické parametry koleje a popis trati,
— Vyhybky a kfiZzovatky,

Dokumentace (véetné odkazovanych norem, pfiloh a odkazovanych dokumentt)

— TSI Infrastruktura,
— TSI Osoby se snizenou schopnosti pohybu a orientace,

— TSI SRT Bezpecnost v zelezni¢nich tunelech pro prvky souvisejici s infrastrukturou.

D2 - ENERGIE
Obecné

— Posouzeni nebo navrh nebo konstrukce nebo dohled nad pracemi a technické znalosti v oblasti Zelezni¢ni
elektrické trakce EU,

Shérace

— Sbéraci listy, houkacky, ramena vcetné vyrobnich procesu,

— Vypocet kinematického obrysu sbérace,

Trolejové vedeni

— Materialy trolejovych vodi¢l v€etné vyrobnich procesd,

— Geometrie trolejového vedeni v€éetné mechanického navrhu a chovani,
— Dynamické chovani trolejového vedeni a jeho interakce se sbéragem,

— Provedeni dynamického méfeni na misté a interpretace vysledkl zkousek pritlacné sily, kterou vynaklada
sbérac na trolejové vedeni,

— Interpretace dat a pouziti simulaénich nastroju pouzivanych pro posouzeni dynamického chovani a kvality
odbéru proudu,

— Metodika a provedeni priibéZnych zkousek méfeni.

Napajeni

— Dodavka elektrické energie pro zeleznice: napéti, kmitocet, dimenzovani napajeni subsystému;
— Znalost oblasti napajeni a zejména elektrifikace Zelezni¢ni trakce EU,

— Vykon subsystému a propojeni s kolejovymi vozidly,

— Koordinacni opatfeni pro elektrickou ochranu zahrnujici rozhrani s ochranou kolejovych vozidel a uzemno-
vaci systém pro elektrické rozvodny,

— Harmonické a dynamické ucinky trakénich napajecich systémd AC,
— Znalost systémU rozvodu nizkého, vysokého a velmi vysokého napéti; vybaveni a pfipojeni nulového vodice

— Znalost interakce kolejovych vozidel se systémem napajeni jak v dimenzovani, tak pokud jde o harmonické
a dynamické ucinky,

Pravidla bezpeénosti napajeni
— Obecna znalost pravidel napajeni a ochranna opatfeni proti Urazu elektrickym proudem,
Dokumentace (véetné odkazovanych norem, pfiloh a odkazovanych dokumenti)

— TSI Energie,
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— TSI Bezpecnost v zelezni¢nich tunelech pro prvky souvisejici s energii.

D3 — RIZENi a ZABEZPECENI

Obecné

— Principy zabezpeceni na Zeleznici,

—  Principy komunikace na Zeleznici,
Vlakovy zabezpecovaci systém

— Systém ffidy A,

— Systém tfidy B (v€etné principu a funkci),

— Rozhrani a bezpeéna integrace s ostatnimi palubnimi a tratovymi subsystémy a vlakovy zabezpec€ovaci sys-
tém tfidy A,

Radiokomunikace

- GSM-R,

— Rozhrani s ostatnimi komunikacnimi systémy (v€etné verejnych a specifickych pro zeleznice),
Balizy/EUROLOOP

— Montazni uspofradani (v€etné mechanickych a informacnich spojeni),

— Spravnost telegramu zasilanych v souvislosti s popisem trati,

— Komunikace prostfednictvim balizy a EUROLOOP,

Systém detekce viaku

— Kompatibilita s vozy,

— Elektromagneticka kompatibilita,

Dokumentace (véetné odkazovanych norem, pfiloh a odkazovanych dokumenttii)

— TSI Rizeni a zabezpeéeni,

D4 — KOLEJOVA VOZIDLA (LOC&PAS, NOI, WAG, SRT, PRM)

Konstrukce a mechanické soucasti

— Mechanické veli€iny jako napf. (seznam neni vyCerpavajici) zatizeni, tlaky, tnava materialu, vypodcty, simu-
lace a zkousky,

Sledovani interakce a méreni

— Dynamické chovani Zelezni¢nich vozidel jako napf. (seznam neni vyCerpavajici) zatizeni, parametry, zasa-
hovani do prajezdného prirezu,

— Elektromagneticka kompatibilita (véetné kompatibility se systémem detekce kolejovych vozidel),
Brzdéni

— Brzdovy systém obvykle instalovany na Zelezni¢nich vozidlech, napfiklad pneumatické brzdéni,
— Brzdny vykon jako napf. (seznam neni vy&erpavajici) vypocty, zkousky,

— Analyza funkéni bezpecénosti,

Prvky tykajici se cestujicich

— Funkéni analyza k funkcim jako napf. (seznam neni vyCerpavajici) dvefe pro cestujici, informacni systém,
vcetné bezpeclnosti,

Podminky prostiedi

- Zadna specificka technologie,
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Aerodynamické uéinky

— Mechanika kapalin jako napf. (seznam neni vyCerpavajici) pfislusné parametry, vypocty, simulace a zkousky,
Osvétleni a akustika

— Osvétlovaci technika jako napf. (seznam neni vyCerpavajici) intenzita barev a svétla,

— Akustika jako napf. (seznam neni vyCerpavajici) relevantni parametry, simulace, méfeni hladiny hluku,
Trakéni a elektricka zafizeni

— Systémy napajeni pouzivané na zeleznici,

— Pantografovy sbéra¢ proudu napf. (seznam neni vyCerpavajici) relevantni parametry, dynamické chovani,
simulace a zkou$ky,

— Bezpecnost elektrickych zafizeni; ochranna opatfeni,

Vozidlova €ast

— Rozhrani strojvedouci — stroj napf. (seznam neni vyCerpavajici) navrh, ergonomické aspekty,
Pozarni bezpecénost

— Hoflavost materiald

Servis

—  Z&dna specificka technologie,

Systém napajeni viaku

— Navrh trolejového vedeni a napajeni,

— Hoflavost kabelu a spolehlivost elektrickych zafizeni,

— Sbérac, sbéraci listy, materidly a chovani materialti sbérace ve vSech jeho soucastech,
Dokumentace (véetné odkazovanych norem, pfiloh a odkazovanych dokumentt)

— TSI Lokomotivy a kolejova vozidla pro pfepravu osob,

— TSI Kolejova vozidla — hluk,

— TSI Kolejové vozidla — nakladni vozy,

— TSI Osoby se snizenou schopnosti pohybu a orientace pro prvky tykajici se kolejovych vozidel,

— TSI Bezpecnost v Zelezni¢nich tunelech pro prvky tykajici se kolejovych vozidel.
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Annex D (Normative)

List of technical topics per scope of assessment

This Annex does not exist in the ISO/IEC 17065.

The following lists of items apply in relation to the scope of assessment as explained by the following table.

Table 9: Applicable specific knowledge per scope of assessment

SCOPE OF ASSESSMENT APPLICABLE LIST OF SPECIFIC KNOWLEDGE
Infrastructure DO + D1
Energy DO + D2
Command, Control and Signalling DO + D3
Rolling stock DO + D4

The content of the following lists is entirely applicable; only for readability sake, the content of the list has been
grouped into several macro items.

DO - GENERAL

A breadth of knowledge of general and specific railway

Understanding of the processes and potential defects related to the lifecycle of the railways products, such as —
non exhaustive — design, development, manufacturing, construction, assembly, testing, repairing and main-
tenance.

Understanding of any new technologies related to railways.

Understanding of integration of the product within the subsystem.

Understanding of the risk derived or likely to be derived from the integration of the product into the railway system.
Understanding of safety analysis and functional analysis for items required by TSls.

Ability to perform sound robust judgement on any deviation of the product under assessment from the complete
set of requirements provided by the applicable legislation including, non-exhaustive, TSIs, harmonised standards,
European and international standards, industrial standards.

D1 - INFRASTRUCTURE (INF, PRM, SRT)

General

— Assessment or design or construction or supervision of works and technical expertise in the field of EU railway
infrastructure;

Civil works and installations

— Bridges, retaining walls, noise barriers and other structures withstanding traffic loads or aerodynamic effects;
— Earthworks withstanding traffic loads;

— Structure gauge;

— Tunnels including basics of tunnel construction, fire behaviour of tunnel elements and equipment, evacuation
facilities in tunnel including emergency lighting, communication and procedures, including safety analysis (e.g.
risk assessment);

— Passengers’ stations building and installations, including visual, tactile and spoken information relevant para-
meters and tests;

— Platforms;
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— Level track crossings for passengers;
Permanent way

— Track components (e.g. rails, sleepers, fastening systems, etc.) including manufacturing processes, and con-
cepts of track resistance to traffic loads;

— Track alignment and layout;

— Switches and crossings;

Documents (including referenced standards, annexes and referenced documents)
— TSI Infrastructure;

— TSI Persons Reduced Mobility for items related to infrastructure;

— TSI Safety in Railway Tunnels for items related to infrastructure.

D2 - ENERGY
General

— Assessment or design or construction or supervision of works and technical expertise in the field of EU railway
traction electrification;

Pantograph

— Contact strips, horns, arms including manufacturing processes;

— Kinematic pantograph gauge calculation;

Overhead contact lines

— Contact wire materials including manufacturing processes;

— Geometry of the overhead contact line including mechanical design and behaviour;

— Dynamic behaviour of the overhead contact line and its interaction with the pantograph;

— Execution of site dynamic measurements and interpretation of the results from the tests of the contact forces
exerted by the pantograph to the overhead contact line;

— Interpretation of data and use of the simulation tools applied for assessment of dynamic behaviour and quality
of current collection;

— Methodology and execution of current measurement tests;

Power supply

— Energy power supply for railways: voltage, frequency, sizing power supply subsystem;

— Knowledge on the power supply domain, and in particular of the of EU railway traction electrification;
— Performance of the power supply subsystem and interface with rolling stock;

— Electrical protection coordination arrangements including interface with rolling stock protections and earthing
and grounding system for electrical substations;

— Harmonics and dynamic effects for AC traction power supply systems;

— Knowledge of low voltage, medium voltage and high voltage distribution systems; equipment and connection
of the neutral wire;

— Knowledge on rolling stock’s interaction with power supply system both in sizing/dimensioning and harmonics
and dynamic effects;

Electrical safety rules

— General knowledge of safety rules and protective provisions against electric shock;
Documents (including referenced standards, annexes and referenced documents)
— TSI Energy;

— TSI Safety in railway tunnels for items related to energy.

70



Technical document
MNB - Assessment scheme
000MRA1044 ver 1.1

D3 - COMMAND, CONTROL AND SIGNALLING
General

— Railway signalling principles;

— Railway communication principles;

Train protection system

— Class A system;

— Class B system (including principles and functionalities);

— Interfaces and safe integration with other subsystems on-board and trackside and class A train protection
system;

Radio communication

— GSM-R;

— Interfaces with other communication systems (including public and railway specific);
Balise/EUROLOOP

— Installation arrangements (including mechanical and information connections);

— Correctness of the telegrams sent in relation with the track layout;

— Communication via balise and EUROLOOP;

Train detection system

— Compatibility with vehicles;

— Electromagnetic compatibility;

Documents (including referenced standards, annexes and referenced documents)

— TSI Control Command and Signalling.

D4 — ROLLING STOCK (LOC&PAS, NOI, WAG, SRT, PRM)

Structure and mechanical parts
— Mechanical assembilies, such as (non-exhaustive) loads, stresses, fatigue, calculation, simulations and tests;
Track interaction and gauging

— Dynamic behaviour of railway vehicles such as (non exhaustive) loads, parameters, infringement with in-
frastructure gauge.

— Electromagnetic compatibility (including. compatibility with train detection system).
Braking

— Braking system usually fitted on railway vehicles example pneumatic breaking;

— Braking performance, such as (non-exhaustive) calculation, tests;

— Functional safety analysis;

Passenger related items

— Functional analysis on functions such as (non-exhaustive) passenger doors, information system, including
safety;

Environmental conditions

— No specific technology;

Aerodynamic effects

— Fluid mechanics such as (non-exhaustive) relevant parameters, calculations, simulations and tests;

Lights, and acoustics
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— Light technology such as (non-exhaustive) colour and luminous intensity;

— Acoustics such as (non-exhaustive) relevant parameters, simulation, noise level measurement;
Traction and electric equipment

— Power supply systems used in railways;

— Current collection via a pantograph such as (non-exhaustive) relevant parameters, dynamic behaviour, simu-
lations and tests;

— Safety of electric installations; protective measures;

Driver’s cab

— Driver’'s machine interface such as (non-exhaustive) design, ergonomic aspects;
Fire safety

— Fire behaviour of materials;

Servicing

— No specific technology;

Energy supply system to trains

— Design of overhead contact line and power supply;

— Fire behaviour of cables and reliability of electrical installations;

— Pantograph, contact strips, materials and materials’ behaviours of the pantograph in all its components.
Documents (including referenced standards, annexes and referenced documents)
— T8I Locomotives and passenger rolling stock;

— TSI Noise;

— TSI Wagon;

— TSI Persons Reduced Mobility for items related to rolling stock;

— TSI Safety in Railway Tunnels for items related to rolling stock.
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Priloha E (informativni)

Vyvojovy diagram dokumentu

Tato pfiloha:
— neni pfimo zminéna v ISO/IEC 17065;
— ma informativni hodnotu, nikoli normativni hodnotu;

— primarné odkazuje na interni ¢innosti oznamenych subjektl: ,Hodnoceni ,Pfezkoumani* a ,Rozhodnuti®.
Dalsi ¢asti obrazku jsou uvedeny jako obecny ramec.

Obr. 1 — odstranén
Obr. 2 — odstranén

Obr. 3: Vyvojovy diagram dokumentt
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POZNAMKY K OBR. 3:

1)

2)

3)

4

5)

ZAHAJOVACI faze neni pfimo zminéna v ISO/IEC 17065; jeden z mozZnych vystuptl ,zahajovaci“ faze je plan dikazu,
ktery specifikuje, ktery druh dikazl — véetné zkouSek — je potfebny, kdy maji byt provadény, kym a zda je potfebna
pritomnost oznameného subjektu (napr. pokud zkouseni provadi Zadatel bez akreditace). Jeden z hlavnich cilti planu
dokazovéani je vyloucit duplicitni préace, a tim sniZit néklady.

Faze DOKAZOVANI neni pfimo zminéna v ISO/IEC 17065; hlavnim vystupem je pfiprava vsech diikaz(, které bude
pozdéji posuzovat oznameny subjekt v procesech pro hodnoceni, pfezkoumavani a rozhodnuti o certifikaci.

Smi zahrnovat zpravy podle EN 50126, 50128, 50129 (napf. V&V, ISA atd.).

Vystup faze DOKAZOVANI, tzn. technické dokumentace, miize Zadatel zorganizovat riiznymi zptisoby pfi zohlednéni
poZadavkdl, jak je definuje dotyény zvoleny modul / definuji dotyéné zvolené moduly, napf.:

e  Samostatné/jednotlivé dokumenty (vykresy, vypocty, zpravy o zkouseni...),

e VySe uvedené samostatné/jednotlivé dokumenty, které doprovazi ,zprava/zpravy o posouzeni dikazi",
vystavené internim tymem Zadatele nebo vnitropodnikovym/internim nebo externim subjektem posuzovani
shody, ktery neni akreditovan podle ISO/IEC 17020,

e VySe uvedené samostatné/jednotlivé dokumenty, které doprovazi ,zprava/zpravy o posouzeni dikazi",
vystavena/é vnitropodnikovym/internim nebo externim subjektem posuzovani shody akreditovanym podle
ISO/IEC 17020.

VySe uvedena/é ,zprava/y o posouzeni dikazi” spociva/aji v nepovinném pfedbézném posouzeni technické doku-
mentace; smi podporovat naslednou préci, kterou provede oznameny subjekt (Cimz se snizi potfebné zdroje a na-
klady), zejména pokud je subjekt vystavujici zpravu/y o posouzeni dukazt akreditovan podle ISO/IEC 17020.

Posouzeni technické dokumentace (a jakychkoli doplfiujicich zpravach o posouzeni diikazt) predloZzené Zadatelem
Jje tlohou a odpovédnosti oznameného subjektu podle popisu ve ,fazi HODNOCENI".

Oznameny subjekt je jedinou osobou s rozhodovaci pravomoci pro jakékoli relevantni zaleZitosti tykajici se toho,
zda produkt/systém splriuje prislusné poZadavky.

Akreditované zkou$ky, které provedlia akreditovana zkuSebni laborator podle ISO/IEC 17025, jsou obvykle vzajemné
akceptovany (Cili nemusi byt opakovany).
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Annex E (Informative)

Documents flow chart

This Annex:
— does not have a direct reference in ISO/IEC 17065;
— has an informative value, not a normative value;

— is primarily referring to the notified bodies internal activities: “Evaluation” “Review” and “Decision”. Other secti-
ons of the figure are provided as general framework.

Figure 1 - Removed
Figure 2 - Removed

Figure 3 : Documents flow chart
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NOTEs of FIG. 3:

1)

2)

3)
4)

KICK-OFF phase has no direct reference in ISO/IEC 17065; one of the possible outputs of the “Kick off” phase is the
evidence plan, which defines which kind of evidences - including tests - are needed, when they are to be done, by
whom and whether NoBo presence is required (e.g. if testing is carried out by the applicant without accreditation).
One of the main aims of this evidence plan is avoiding double work and thus reducing costs.

EVIDENCE phase has no direct reference in ISO/IEC 17065; the main output is the preparation of all the evidences
which will be later assessed by the NoBo in the processes for evaluation, review and certification decision.

It may include reports according to EN 50126, 50128, 50129 (e.g. V&V, ISA etc.).

The output of the EVIDENCE phase, i.e. the technical documentation, can be organised by the applicant in different
ways, respecting the requirements defined by the concerned chosen module(s), e.g.:

o Separate/individual documents (drawings, calculations, testing reports...);

e The above-mentioned separate/individual documents accompanied by "evidence assessment re-
port(s)" issued by an internal team of the applicant or by an in-house/internal or external confor-
mity assessment body which is not accredited under ISO/IEC 17020;

e The above-mentioned separate/individual documents accompanied by "evidence assessment re-
port(s)" issued by an in-house/internal or external conformity assessment body accredited under
ISO/IEC 17020.

The above-mentioned "evidence assessment report(s)" consists in a voluntary pre-assessment of the technical
documentation; it may support the following work performed by the NoBo (thus reducing the needed resources and
costs), especially if the body issuing the evidence assessment report(s) is accredited according to the ISO/IEC
17020.

The above-mentioned "evidence assessment report(s)" consists in a voluntary pre-assessment of the technical
documentation; it may support the following work performed by the NoBo (thus reducing the needed resources and
costs), especially if the body issuing the evidence assessment report(s) is accredited according to the ISO/IEC
17020.

The evaluation of the technical documentation (and of any accompanying evidence assessment report(s)) delivered
by the applicant is the role and the responsibility of the NoBo, as described in the "EVALUATION phase”.

The NoBo is the sole decision maker for any issues of relevance whether a product/system complies with the
applicable requirements.

5) Accredited tests, which have been performed by an accredited test laboratory according to ISO/IEC 17025, are usu-

ally cross-accepted (thus do not need to be repeated).
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Priloha F (informativni)

Prvky auditu — korelace s ISO 9001

Tato pfiloha v ISO/IEC 17065 neexistuje. Tato pfiloha ma informativni hodnotu, nikoli normativni hodnotu.

Rozhodnuti o Zelezni¢nich modulech stanovi, Ze oznameny subjekt ,musi pfedpokladat shodu s témito poZa-
davky, pokud jde o prvky QMS, které splriuji odpovidajici specifikace [...] harmonizované normy*. Nejrelevantnéjsi
generickd harmonizované norma v tomto ohledu je EN ISO 9001 jak ve verzi z roku 2008, tak z roku 2015.

Kazdy prvek nasledujiciho seznamu obsahuje korelaci s 2010/713/EU a v zavorkach odkazy na odpovidajici
ustanoveni v ISO 9001:2008 a ISO 9001:2015.

POZNAMKA 1: Nésledujici seznam je koordinovén s bodem 7.4. QMS.G tohoto dokumentu.

Pokud Zadatel pouZiva systém managementu kvality, ktery certifikuje akreditovany subjekt, prvky auditu musi
zahrnovat pouze odkaz zvyraznény tuénym pismem a podtrzeny. Zbyvajici odkazy, které nejsou tu¢nym pis-
mem a nejsou zvyraznény, jiz maji byt pokryty b&hem hodnoceni pro ISO 9001:2008 nebo 1SO 9001:2015 pro
certifikaci akreditovanym subjektem.

1. Obecné aspekty QMS, dokumentace QMS, management dokumentt

2010/713/EU: VSechny prvky, pozadavky a ustanoveni, které byly pfijaty vyrobcem, musi byt systematicky a
fadné dokumentovany formou pisemnych politik, postupl a instrukci. Dokumentace systému managementu
kvality musi umoznit konsistentni interpretaci programu, pland, manuall a zaznamu tykajicich se kvality.

(ISO 9001:2008 4.1; 4.2)
(ISO 9001:2015 4.1 az4.4; 7.4, 7.5)

2. Odpovédnost managementu

2010/713/EU: cile v oblasti kvality a organiza¢ni struktura, odpovédnosti a pravomoci managementu, pokud
jde o navrh a kvalitu produktu,

(1SO 9001:2008 5.1a; 5.1b, ¢, d; 5.2 az 5.6)
(1SO 9001:2015 5.1.2a,b; 5.1 a2 5.3, 6.1; 6.2; 6.3)

3. Lidskeé zdroje
2010/713/EU: zaznamy o kvalité, jako napf. zpravy o kvalifikaci tykajici se dotéenych pracovnikl atd.,
(1SO 9001:2008 6.1a; 6.1b; 6.2)
(1SO 9001:20157.1.1;7.1.4; 7.1.6; 7.2; 7.3)

4. |Infrastrukturni zdroje

2010/713/EU: odpovidajici vyroba, techniky systému fizeni kvality a systému managementu kvality, procesy
a systematicka opatieni, ktera budou pouZity,

(ISO 9001:2008 6.1; 6.3; 6.4)
(ISO 9001:2015 7.1.1; 7.1.3; 7.1.4)

5. Navrh — planovani, vstupy, vystupy

2010/713/EU: specifikace technického navrhu, véetné norem, které budou pouzity, a pfipadné pfislusné har-
monizované normy a/nebo technické specifikace nebudou uplatnény v piném rozsahu, prostredky, které budou
pouzity pro zajisténi, ze budou spinény pozadavky TSI, které se vztahuji na produkt,

(ISO 9001:2008 7.1; 7.2; 7.2.3a,b; 7.3.1; 7.3.2; 7.3.3)
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(1ISO 9001:2015 8.1; 8.2; 8.3.1 aZ 8.3.3; 8.3.5)

6. Navrh — hodnoceni, ovérovani a validace

2010/713/EU: fizeni navrhu a techniky ovéfovani navrhu, procesy a systematicka opatfeni, které budou pou-
Zity pfi navrhovani produktu, nalezejici k pfisludné kategorii produktu,

(ISO 9001:2008 7.3.4; 7.3.5; 7.3.6)
(ISO 9001:2015 8.3.4)

7. Rizeni zmén navrhu

2010/713/EU: fizeni navrhu a techniky ovéfovani navrhu, procesy a systematicka opatieni, které budou pouzity
pfi navrhovani produktu, nalezejici k pfislusné kategorii produktu,

(1ISO 9001:2008 7.3.7)
(1SO 9001:2015 8.2.4; 8.3.6; 8.5.6)

8. Vyroba / poskytovani sluzeb — vykonnost, hodnoceni, ovéfovani a validace, uvoliovani produktl, fizeni ne-
shodnych produktl

2010/713/EUNP18): odpovidajici vyroba, fizeni kvality a techniky systému managementu kvality, procesy a sys-
tematicka opatfeni, ktera budou pouzita, provérky a zkousky, které budou provedeny pfed vyrobou, v priibéhu
vyroby a po ni, a frekvence, se kterou budou provedeny, prostfedky monitorovani, zda bylo dosazeno poza-
dovaného navrhu a kvality produktu a zda efektivné funguje systém managementu kvality.

(1ISO 9001:2008 7.1; 7.2; 7.2.3a,b; 7.5.1; 7.5.2; 7.5.3; 7.5.4; 7.5.5; 8.2; 8.3)
(1ISO 9001:2015 8.5.1; 8.5.2; 8.5.3; 8.5.4; 8.5.5; 8.6; 8.7; 9.1; 10.2)

9. Rizeni monitorovaciho a méficiho zafizeni

2010/713/EU: odpovidajici techniky systému fizeni kvality a systému managementu kvality, procesy a syste-
maticka opatfeni, ktera budou pouzita,

(1ISO 9001:2008 7.6)
(1SO 9001:2015 7.1.5; 8.5.1b)

10.Nakupovani a fizeni nakupovaného zbozi / sluzeb

2010/713/EU: odpovidajici techniky systému fizeni kvality a systému managementu kvality, procesy a syste-
maticka opatfeni, ktera budou pouZita,

(ISO 9001:2008 7.4)
(ISO 9001:2015 8.4)

11.Neustalé monitorovani, méreni, analyza

2010/713/EU: odpovidajici vyroba, Fizeni kvality a techniky systému managementu kvality, procesy a syste-
maticka opatfeni, které budou pouZzity, zaznamy o kvalité, jako napf. zpravy o inspekci a Udaje o zkouskach,
udaje o kalibraci, zpravy o kvalifikaci pfislusnych pracovniku atd., prostfedky monitorovani, zda bylo dosazeno
poZadovaného navrhu a kvality produktu a zda efektivné funguje systém managementu kvality,

(ISO 9001:2008 8.1; 8.2.1; 8.2.2; 8.2.3 8.2.4; 8.4)

NP18) NARODNI POZNAMKA V originale tohoto dokumentu je odkaz na 2011/713/EU vloZen omylem, spravné ma byt pouze
2010/713/EU.
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(1SO 9001:20155 9.1; 9.2; 9.3)

12.Neustalé zlepSovani — napravna opatieni, preventivni opatieni (véetné SMS NP9 projektu)

2010/713/EU: odpovidajici vyroba, techniky systému fizeni kvality a systému managementu kvality, procesy
a systematicka opatfeni, které budou pouzity,

(ISO 9001:2008 8.5)
(ISO 9001:2015 10.1; 10.2; 10.3)

NP19) NARODNI POZNAMKA  Zkratka ,SMS* je uvedena také v originalu Technického dokumentu, znamena Safety Ma-
nagement Systems.
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Annex F (Informative)

Audit Topics — correlations with ISO 9001

This Annex does not exist in the ISO/IEC 17065. This annex has an informative value, not a normative value.

The decision on railway modules states that the NoBo “shall presume conformity with those requirements in re-
spect of the elements of the QMS that comply with the corresponding specifications of the [...] harmonised stan-
dard”. The most relevant generic harmonized standard in this regard is the EN ISO 9001 in both 2008 and 2015
revision.

Each element of the following list contains the correlation with 2010/713/EU and in brackets the references to the
related clauses in ISO 9001:2008 and ISO 9001:2015.

NOTE 1: The following list is co-ordinated with point 7.4.QMS.G of this document.

If the applicant operates a quality management system certified by an accredited body, the audit topic shall include
only the reference highlighted in bold and underlined. The remaining references, not bold and not highlighted,
are meant to be already covered during the evaluation for ISO9001:2008 or 9001:2015 for certification by the
accredited body.

1. General Aspects of QMS, QMS Documentation, Document Management

2010/713/EU: All the elements, requirements and provisions adopted by the manufacturer shall be documen-
ted in a systematic and orderly manner in the form of written policies, procedures and instructions. The quality
management system documentation shall permit a consistent interpretation of the quality programmes, plans,
manuals and records.

(1ISO 9001:2008 4.1; 4.2)
(ISO 9001:20154.1t0 4.4; 7.4, 7.5)

2. Management Responsibility”

2010/713/EU: the quality objectives and the organisational structure, responsibilities and powers of the ma-
nagement with regard to design and product quality,

(1ISO 9001:2008 5.1a; 5.1b, ¢, d; 5.2 to 5.6)
(1ISO 9001:2015 5.1.2a,b; 5.1t0 5.3, 6.1; 6.2; 6.3)

3. Human Resources

2010/713/EU: the quality records, such as qualification reports on the personnel concerned, etc.,
(1ISO 9001:2008 6.1a; 6.1b; 6.2)
(1ISO 9001:20157.1.1; 7.1.1; 7.1.4; 7.1.6; 7.2; 7.3)

4. Infrastructural Resources

2010/713/EU: the corresponding manufacturing, quality control and quality management system techniques,
processes and systematic actions that will be used,

(1SO 9001:2008 6.1; 6.3; 6.4)
(1ISO 9001:20157.1.1; 7.1.3; 7.1.4)

5. Design - Planning, Inputs, Outputs

2010/713/EU: the technical design specifications, including standards, that will be applied and, where the re-
levant harmonised standards and/or technical specifications will not be applied in full, the means that will be
used to ensure that the requirements of the TSI that apply to the product will be met,
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(1ISO 9001:2008 7.1; 7.2; 7.2.3a,b; 7.3.1; 7.3.2; 7.3.3)
(1ISO 9001:2015 8.1 8.2; 8.3.1 to 8.3.3; 8.3.5)

Design - Evaluation, Verification& Validation

2010/713/EU: the design control and design verification techniques, processes and systematic actions that will
be used when designing the product pertaining to the product category covered,

(ISO 9001:2008 7.3.4; 7.3.5; 7.3.6)
(ISO 9001:2015 8.3.4)

. Control of Design Changes

2010/713/EU: the design control and design verification techniques, processes and systematic actions that will
be used when designing the product pertaining to the product category covered,

(ISO 9001:2008 7.3.7)
(ISO 9001:2015 8.2.4; 8.3.6; 8.5.6)

Production/ Service provision - Performance, Evaluation, Verification& Validation, Release of Products, Con-
trol of non-conforming products

2010/713/EU: 2011/713/EU: the corresponding manufacturing, quality control and quality management system
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 means of
monitoring the achievement of the required design and product quality and the effective operation of the quality
management system

(SO 9001:2008 7.1; 7.2; 7.2.3a,b; 7.5.1; 7.5.2; 7.5.3; 7.5.4; 7.5.5; 8.2; 8.3)
(SO 9001:2015 8.5.1; 8.5.2; 8.5.3; 8.5.4; 8.5.5; 8.6; 8.7; 9.1; 10.2)

Control of Monitoring and Measurement Equipment

2010/713/EU: the corresponding quality control and quality management system techniques, processes and
systematic actions that will be used,

(1SO 9001:2008 7.6)
(1ISO 9001:2015 7.1.5; 8.5.1b)

10.Procurement and Control of purchased goods/ services

11.

2010/713/EU: the corresponding quality control and quality management system techniques, processes and
systematic actions that will be used,

(ISO 9001:2008 7.4)
(ISO 9001:2015 8.4)

Continuous Monitoring, Measurement, Analysis

2010/713/EU: the corresponding manufacturing, quality control and quality management system techniques,
processes and systematic actions that will be used, the quality records, such as inspection reports and test
data, calibration data, qualification reports on the personnel concerned, etc., and the means of monitoring the
achievement of the required design and product quality and the effective operation of the quality management
system.

(ISO 9001:2008 8.1; 8.2.1; 8.2.2; 8.2.3 8.2.4; 8.4)
(ISO 9001:20155 9.1; 9.2; 9.3)
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12.Continuous Improvement — Corrective Actions, Preventive Actions (incl. project SMS)

2010/713/EU: the corresponding manufacturing, quality control and quality management system techniques,
processes and systematic actions that will be used

(1SO 9001:2008 8.5)
(1ISO 9001:2015 10.1; 10.2; 10.3)
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