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EXPLANATORY MEMORANDUM * .

~ A. General introduction .

- 1. This proposal has as its primary objective safefy-in the transport of transportable pressure

‘equipment. - Although the Council has already ensured, by adoptlon of Directives 94/55/EC' =~

and 96/49/EC?; a sufficiently high level of safety. in the transport of dangerous. goods -
including transportable pressure equipment - the aspect of free provision of transport services -
involving such equipment, including use and refilling, is not guaranteed. - That is to- say,"
there are additional national requu'ements which nnpede the free provision of transport-
-services for such equipment, as well as its use: Thése restrictions are mainly due to the
absence of a harmonised system for approvals for such equipment at the time of periodic
: 1nspect10ns in use, and consequently to a lack of recognition of approvals and marks issued
by inspecting bodres ‘Thus, the approval attesting the periodic inspection of the equlpment '
as carried .out-by a desrgnated inspection body .in one Member State should be recognised.
throughout all Member States. ThlS contrasts to the current situation where, for example,
gas cylinders transported from country x to country y and used may not be refilled i in country
~y-and transported back again to country b w1thout bemg retested mspected and approved SUE
country y.. ‘
Therefore although by Councﬂ D1rect1ves 94/55/EC and 96/49/EC great progress has been
‘made in harmonising. technical provisions for the- safe transport of transportable pressure -
equipment, particularly with regard to construction and use, certain measures still. remain to
 betakén. Although a limited number of Member States already operate a voluntary form of
~_ mutual recognition of -approvals for transportable presstire equipment for both- periodic

. . inspections- and placmg on the market, without requiring further testing, there. is no

" mandatory requirement obliging Member States to do so, so that unfortunately obstacles to
freedom to provide transport services still exist where other Member States require additional
inspection of approved . equlpment for use on the1r territory in the course of a. transport
operatlon AL A R . - :

Councnl D|rect1ve 94/55/EC of 21 November 1994 on the approximation of the laws of the Member States wnh regard to the
transport of dangerous goods by road OJ L 319/7, 12.12.94 : '

~

R Councrl Direcfive 96/49/EC of 23 July 1996 on. thc approxtmauon of the laws of the Member States with regard to the. transpon
. of dangerous goods by rall o) L 235/25 17.9.1996 : : .



2. A secondary objective is to ensure free circulation of such equipment on the Community
market. Although the Council recently adopted Directive 96/../EC?, covering the aspect of
placing on the market of pressure equipment, this Directive excludes transportable pressure
equipment from its scope, given that most technical aspects are already covered under the
- scope of Council Directives 94/55/EC and 96/49/EC. In its original proposal to the Council
for this Directive on pressure equipment (COM(93)319), the Commission already announced
that Community measures would be taken to ensure free circulation and use of transportable
~ pressure equipment where these aspects were not addressed through Council Directive
94/55/EC (see III, pg 1b of COM(93)319). Thus, this proposal will likewise seek to -
“overcome the additional national requirements which impede the .placing on the market of
transportable pressure’ equipment, through the establishment of uniform requiremients for
construction and use, taken from Directives 94/55/EC and 96/49/EC, recognition of
certification issued by approved bodies and the inclusion of a mark of conformity.

3. In order to fullfil the above objectives, this proposal provides for a guarantee of
transport safety by introducing new procedures for periodic inspection of all existing

- transportable pressure equipment in Annex.V, part II, as well as conformity - assessment
- procedures following the modular approach in Annex V, part I, for all new equipment other
than that manufactured in accordance wnth Council Directives 84/525/EEC4 84/526/EEC5
and 84/527/EECS.

Freedom to provide transport services ‘will be fully attained if, as a result of the
‘harmonisation provided by this proposal, ‘new transportable pressure equipment as well as

all existing equipment which complies with Council Directives 94/55/EC and 96/49/EC,

including cylinders manufactured in .conformity with Council Directives: 84/525/EEC;

84/526/EEC and 84/527/EEC, used in the context of a transport operation will be recogmsed E
. in othet Member States.

4. Existing equipment, manufactured to national standards, that does_nét comply with
. Council Directives 94/55/EC and 96/49/EC, d_()es not fall within the scope of this proposal.

5. There are large numbers of testing and certification houses currently existing in the 15
Member States, which under this proposal would take on the status of designated inspection
~bodies on condition that they meet the relevant criteria. This’ proposal provides that the
" inspection bodies have.to fulfill common quality criteria to be designated by the national
administrations. The basis of these criteria is taken from the newly developed and adopted
CEN- standard in the EN 45000 series, namely EN 45004 adopted in 1995 laying down
"General criteria for.the operation of various types of bodies performing inspection".

3 Council Directive 96/../EC on the approximation of the laws of the Member States concerning pressure equipment, OJL ..., ....

S

OJ L 300/1, 19.11.1984

(¥,

Of L 300/20, 19.11.1984

[~

OJ L 300/48, 19.11.1984



6. A posmve effect of thts proposal is the grantmg ‘of access to a larger market for products, ‘
fallmg within its scope with the twofold benefit of - economies of scale and reduced
‘admmrstratlve costs related'to approval of transportable pressure’ equipment. Such equipment
should be easily: identifiable to facilitate further its circulation.  The most effective way to
- do.so is to affix a distinguishing” mark to it (see Annex VII). Each Member State shall
recognise all equipment bearing such a mark, since it is a guarantee of compliance of the
equipment with the requirements of thls proposal that is, a guarantee of a high level of )
: safety of the equ1pment SRR - A "

7. As regards economic advantages of this Dlrectlve over the current 51tuat1on today the
situation of type approval for transportable pressure equipment is such that manufacturers
“have to submit their equipment for type approval to the national administration of all Member-
_ States where they intend to place their product on the market. Once this Directive enters into
f-force they will not be obliged to obtain approval from all Member States mdrvxdually,-
approval and marking in one Member State will be enough to place the equ1pment on the
: market or use it in any part of the, Commumty

8 Equlpment transported mto the Commumty from third countries can be approved. for:
periodic inspection by a-designated inspection body established- within ‘the Community
provided that this equlpment satisfies the provisions of this Directive. Also, new equipment
manufactured in third countries and placed on the Community market tor the ﬁrst time must
comply with the prov1s1ons of this Dlrectlve o -

9.In developing its proposal the Comm1ss1on consulted Member States govemments .as well.
as. European- trade federations such as: AEGPL EIGA, CEFIC, ECM, EPTA, UIP, thé
representative bodies of inspecting agencies, CEOC and ECUI, and the standardisation body
CEN, who in principle all agree on the need for regulation at Community level in this sector
in order to enhance safety and speed up the procedures for type approval of equipment. -

" B.-_Justification for action at Community level
Subsidiarity '

(@  What are the ob]ectlves of the proposed actron m relatron to the Commumty s
' obllgatlons‘7 , .

: The main ObjeCthC of the actron env1saged is to facrlltate the freedom to provxde'
transport services and to enhance safety in the transport of transportable pressure
~ equipment within the Community. In addition, the proposal regulates the placing
on the market of new equipment. All this can be achieved through a recognition

of approvals issued by Competent - Authorltles testing bodies (designated

inspection bodies), whether mdependent or in-house,’ and by aff1xmg a recogmsed
_ '_mark for approved equipment. : :

- (b .,Does competence for the planned actlvxty 11e solely wrth ‘the Commumty Or is it
_ shared with the Member States‘7

—— R R X N ' [ _—
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what would be the cost of inaction?

It is a'competence shared between the Community and the Member States. -

“ What is the Community dimension of the problem (for example, how many

Member States are involved and what solution has been used up to now)?

All Menrber\ States are already bound by Council Direetives 94/55/EC and

96/49/EC which establish the technical reéquirements for the transport of

dangerous goods including transportable pressure equipment. Further to these

“obligations Member States will need to transpose the provisions of this Directive
in order to adequately cover the aspects of placing on the market and periodic
- mspectxons of these goods within the Community.

What is the most effective solution taking into account the means avarlable to the
Commumty and those of the Member States"

Action at Commumty level is the only possible way to solve these problems. A
mutual recognition clause in the Council Directives 94/55/EC and 96/49/EC
would be insufficient given that, for the purposes of transport, a cylinder, for -
example, can already be approved in one Member States then filled and -

transported to another Member State. The obstacle arises in the course of a

transport operation when the cylinder needs to be refilled and moved again. At
this stage Member States require their own Competent Authority approval of the -
testmg of transportable pressure equipment. :

Therefore the complet-ion of the Internal- Market for transportable pressurised
equlpment as foreseen in Article 8A of the EEC Treaty, calls for measures that

*. can only be taken sausfactorﬂy at Community level in order to achieve thlS

objectwe f

What real . added value will the activity proposed by the Community prov1de and

A posmve effect of the principle of recognition of approvals of the equrpment
established in the Directive will be the free provision of transport services of such
equipment throughout the Community, as well as the elimination of  the
unnecessary costs and admlmstratlve procedures related to. the equipment

“approvals.

" As regards economic advantages of this Directive over the current situation, today -

the situation of type approval for transportable pressure equipment is such that
manufacturers have to submit their equipment for type approval to the national
administration of all Member States where they intend to place their product on
the market. These manufacturers already have to bear the costs related to
conformity assessment. Once this Directive enters into force, they will not be
obliged to obtain approval from all Member States individually; approval and
marking in one Member State will be enough to place the equipment on the
market or use it in any part of the Community. The consequent savmgs may be
reflected in the price of the’ equlpment '

5 -
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.—Moreover the - approval attestmg the periodic mspectlon of the equ1pment as
‘carried out by a designated inspection body in one Member State should be

' recogmsed throughout all Member States. This contrasts to the current situation
where, for example, gas cylinders transported from country x. to country y and . ..

useéd may not be refilled in country y and transported back agam to. country x

_:w1thout bemg retested mspected and approved .in country y.

' Embracrng certam tanks for the transport of dangerous goods w1th1n the scope of

this_ proposal, thereby assuring them free circulation, has unportant economic

: advantages cons1dermg the high value of such equlpment

A further advantage of recogmtlon of approvals is that 1t w111 allow better-use of
existing equipment. For example, where a company has premises in more than

E ~one country, transportable pressure equipment in excess in country x can be
transferred to country y for use w1thout incurring. additional costs for mspectlon
" . by the desrgnated mspectlon body of country y.. : -

~ What forms of action are available 10 the Commumty (recommendatlon ﬁnancral; R
t support regulatlon mutual recogmtron etc )‘7

' Actlon at 1nternat10nal level is 1nsufﬁcrent m the absence of efﬁcrent enforcement o
- possrbrhtres ‘ :

fIt is: consrdered that a Dlrectrve is the best means avarlable of achrevmg the goal |
‘of free circulation of this transportable pressure equipment. A Directive would -

allow the flexibility of amending existing national tules rather than abandoning:

" .these for a Regulatron A recommendation s considered insufficient given the

sensitive safety aspects mvolved in this transport Financial- support would clearly_ _
be 1nadequate - :

Is it necessary to have a umform Regulatron oris a Dlrectlve settmg out the
~ general objectlves suffxcrent leavmg unplementatlon at the level of the Member ’
,States" : ’

N 'The adoptxon of a Council Dtrectrve is the approprrate procedure for laymg down
- a legal framework to enhance safety performances of the equipment through a -
~ uniform and compulsory application of the technical provisions for the equipment -

- as set out in the Annexes to Directives 94/55/EC and 96/49/EC, while leaving to -

"~ the' Member -States the means of enforcernent and the unplementatlon of thls'
' D1rect1ve R S o N



Coherence with _other Community golicie .

This proposal for a Directive will fill the 1eg1slat1ve gap currently existing with regard to

- harmonised conditions for a Single Market in transportable pressure equipment, as it

complements not only existing Community legislation with regard to the transport of
dangerous goods but also that which estabhshes a Smgle Market for pressure equipment in
' general S : .

C._Scope of the proposal

This proposal requires that all transportable pressure equipment used for the transport of

dangerous -goods meets the provisions relating to such equipment in the Annexes to Council
- Directives 94/55/EC and/or 96/49/EC. (For the purposes of manufacture and type approval,

"cylinders covered under Directives 84/525/EEC 84/526/EEC and 84/527/EEC already =
satisfy these requlrements ) :

In addition, new equ1pment equipment has to be subjected to the conformity assessment‘
procedures set out in Annex V, part I, approved by a recognised. inspection body, in order
to bear the mark set out in Annex VIIL. -

Existing equipment meetmg the provisions set out in the Annexes to Council Directives
94/55/EC and 96/49/EC with regard to periodic inspection may bear the mark set out in
Annex VII if the testing and inspection is carried out by a recognised mspecnon body ‘and
the tests are carrled out in accordance with Part I of Annex V.

It covers existing equipment, including receptacles and .tanks of Class 2, used for the
transport of gases of Class 2 as well as stabilized hydrogen cyanide of Class 6.1 and
‘hydrogen fluoride, anhydrous and hydrofluoric acid solution of Class 8 transported in
receptacles of Class 2. ' '

Under Co'unciL Directives 94/55/EC and 96/49/EC already today most "packagings",
including tanks, containing dangerous goods bear a "UN" mark. But this is not the case for
packagings for gases (Class 2) e.g. cylinders, " tubes, which - have. no widely
recognised/uniform mark. . '

A new mark is being 'proposed here Vfor all new transportable pressure equipment for the
purposes of placing on the market as well as for all existing equlpment for the purposes of
periodic inspection.

' Currently all gas cylinders complying with Council Directives 84/525/EEC, 84/526/EEC and
- 84/527/EEC are engraved with an e mark. - However, a different mark is being proposed for
such equipment here, because this Directive includes the aspect of conformity assessment, -
together with the recognition of approvals. issued by recognised inspection bodies for initial
and periodic inspections. So, the new mark will provide proof of periodic inspection by an
approved inspection body for all transportable pressure equipment covered by this proposal. -
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New transportable pressure equlpment complymg wrth the provisions of Counc11 Dlrectlves '

94/55/EC. and 96/49/EC and stamped with the authorized mark- prescrlbed by this Directive

would have free crrculatron mcludmg placmg on the market transport -and use in all 15
_Member States : s

- _‘Moreover existing transportable ‘pressuré equipment complying with the provisrons of -

Council Directives 94/55/EC and 96/49/EC and stamped with the authorized mark prescribed
by this Directive after periodic inspection would be able to be refilled and subsequently

C transported in all 15 Member States -

Existing transportable pressure equlpment manufactured according to national requirements - -

“which do not satisfy the provisions of Drrectlves 94/55/EC and 96/49/EC i is excluded from
‘ the scope of thls proposal

D C,ontents of the Droposal

:Artrcle 1 outllnes the purpose of this’ proposal and determines its. scope

Artlcle 2 defrnes the main terms used in the proposal 1nclud1ng the three types of i mspectlon :
body taken from EN 45004. S _

. Article 3 1ntroduces the requrrement for conformlty assessment procedures for the equlpment'_

and requires Member States:to permit free movement of new equipment approved and -

. inspected . in other Member States where th1s equrpment satisfies the requrrements of thrs

D1rect1ve

: Artrcle 4 1ntroduces a requrrement for periodic 1nspectlon in accordance with the procedures' =
- 'set_out in part I of Annex V. Italso requires Member States to perm1t free movement of
" existing equipment approved and inspected in other Member States where this equlpment'

sat1sf1es the requlrements of this. Directive ‘and bears the mark of Annex VII.

' Artrcle 5 establrshes the respon51b111t1es ‘of Member States. in designating notrﬁed bodies - -

(Type A inspection bodies) and wrthdrawmg approval where the criteria of Annexes I and

‘ II are no longer met. .

. Artlcle 6 sets out the. requirements to be 'rnet\b'y Type B inspection‘bod‘_ies,

Article ‘T sets out the.requirements to be ‘_metby 'Type C inspection b'o’dies.

Artlcle 8 mtroduces a requrrement for markmg equlpment conformmg to the requrrements '

of the D1rect1ve

_ Article 9 has been desrgned as‘a safeguard clause to cover the case where equipment is found -

by a Member State to be liable to cause darnage to health or endanger safety. Such cases will .

be handled through the Comm1ttee procedure set out in Artlcle 12. ~



Article 10 covers the case where marking according:to Article 8 has been unduly affixed.

_Artxcle 11 prov1des for adaptation of the Annexes to the Directive by the Comm1ssron The
procedure laid down in Article 12 will apply.

Artlcle 12 describes the procedure to be followed in the Committee to be used by this
- Directive. :

Artrcle 13 establishes the measures thh which each Member State has to comply in order
to enforce the Directive. .

Articles 14 and 15 : No comment.
Annex 1 'Minjrnurn criteria to be met when designating inspection bodies.

C

Annex II: Supplementary criteria to be met when des1gnatmg notified bOdlCS (1nspectron-
~bodies of Type A)

Annex III: Supplementary criteria to be met when designating inspection bodies of Type B.
,Annex.IV :Supplernentary criter'ra to be met when designating inspection bodies _of Type Cv.
Annex V: Conformity> assessment procedures and Procedures for periodic inspection
Annex VI : Modules to be followed for -conforrnity assessment |

Annex VII : Mark of conformity

l
|




. Proposal for a éounci_l Directive

on transportable pressure equipment

THE COUNCIL OF THE EUROPEAN UNION,

‘ Havmg regard to the Treaty estabhshmg the European Commumty, and in partxcular Artrcle ‘
75 1. (c) thereof :

Having regard to t_he proposal frorn the Commissi'dn‘,. S

. Acting in accordance ‘with. the procedure referred ‘to in Article 189e of the Treaty and in

cooperation with the European Parliament?,
' Having regard to the opinion of the- Economic and Social Committee®,

) . Whereas within the framework of the common transport pohcy further measures must be

, adopted to ensure transport safety,

orc ..
_oJiC...-

oIcC ..



Whereas each Member State currently requires all transportable equipment to be used on its
. territory. to undergo certification-and inspection, including periodic inspections, by its’
appointed bodies; whereas this practice requiring multiple approvals if equipment is to be

used in more than one State in the course of a ‘transport operation constitutes an obstacle to

the prov151on of transport servrces w1thm the Commumty, whereas actlon by the Community-
for a harmomsatlon of approval procedures is Justiﬁed in order to facilitate the use of .
transportable pressure equipment on the territory of another Member State in the context of \

a transport operation

Whereas measures should be adopted for the progressive establishment of a Single Market '

in. transport and in partrcular for free movement of transportable pressure equipment

Wherens action at Community level is the only possible way of achieving such
harmonisation,. since'Member States acting independently or through international agreements
cannot establish the same degree of harmonisation in the approvals for such equipment"
whereas, currently, recogmtion of approvals given in different Member States is not
satisfactory because of the element of discretion;

W,hereasr a Council Directive is the appropriate legal instrument to enhance safety in this
“equipment as. it provides a framework for uniform and compuls_ory application of the

‘approval procedures' by Member States; whereas, in order to eliminate discretionary

- elements, it is necessary to establish clearly in Annexes V and VI wh1ch approval procedures

- for initial and periodic mspection of the transportable pressure equlpment should be followed.

by Member States;

11.
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_ Whereas .‘Cou'ncil Directives 94/55'/VEC4‘ and 9'6/4'9/EC'5 have extended the application of the
- prov1srons -of the ADR and RID to cover national traffic in order to harrnonrse across the
| Community the COl’ldlthIlS under w‘nch dangerous goods are transported by road and by rail;

. ‘whereas the provisions reIatmg to transport equipment are 1a1d down In order to facilitate the
g .:'fprovrslon of transport serv1ces and that such Drrectwes apply to the transport of dangerous

’.goods

‘Whereas Council Dlrectlves 84/525/EEC6 84/ 526/EEC7 and 84/ 527/EEC8 on gas cyhnders

do not prov1de for the aspect of perlodlc 1nspect10n whereas therefore th1s Directive imposes o
such a requlrement also to the equlpment covered by those D1rect1ves ' ’
Whereas . in view of the nature of the risks mvolved in- the use of transportable pressure
"equlpment D1rect1ves 94/55/EC ‘and 96/49/EC establish a requlrement for’ certain such N
| equlpment to’ follow procedures for the assessment of conformlty, whereas thlS requlrernent
_‘,should be extended to cover all new. transportable pressure equlpment used for. the transport :

- of dangerous goods and falhng w1th1n the scope of Directives 94/55/EC and 96/49/EC

-Whereas recogmtlon of certrflcatlon of 1nspect10n ‘bodies desrgnated by the Competent
Authorrty of a Mernber State as well as of the conforrntty assessment procedures is the :'
’ . principal means of- removrng these obstacles to freedom to prov1de transport servrces
whereas. thlS ‘objective cannot be achleved satrsfactorrly at another level by the mdrvrdual

Member States

'_'goods by road of 21 Novémber 1994, O] L 319/7, 12.12.94

Councd Directive 96/49/EC on the approxrmatlon of the laws of the Member States with regard to the transpon ‘of dangerous ‘ . ) »
goods by rail of 23 July 1996 O L 235/25,. 17 9.1996 :

¢ orLaoon, 19411988 | E S
7 ‘orL30020, 19111984 . -

- 801 L 300/48, 19.11.1984 - o : L

12

Council Dlrecnve 94/55/1;(3 on the approxrmatlon of the’ laws of the Member States wuh regard to the transport of dangerous L



Whereas it is necessary to lay d‘own common rules to establish recoghitioﬂ of designated -
_inspection bodies which ensure compliance with the provisions of Directive 94/55/EC and
" 96/49/EC; whereas these common rules will have the effect of eliminating 'unnecessarj costs
and administrative procedures related to the approval of the equipment and of elirninating

technical barriers to trade;

Whereas Member States have to designate inspection bodies entitled to perform the
conformity assessment procedures and periodic inspections and they also have to ensure that
such bodies are independent, efficient-and professionally eapabl‘e‘ to carry out their appointed

tasks;

.-Whereas complianee with th.e technical provisions of the Annexes to Council'Directives '

94/55/EC and 96/49/EC for new equipment shall 5e proven‘by conformity assessment
| procedureé set out in Annex V, part I; whereas periddic inspeefions of existing equipment
" shall be carried out according to the procedures set out in Annex V, part II; -
Whereas equipment referred to in this Directive shouid bear a mark to indicate its compliance
_with the reqmrements of Directives 94/55/EC or 96/49/EC and this Directive and be placed
on the market, ﬁlled transported used refllled and transported in accordance with its -

1ntended purpose;

‘Whereas Member States shall allow transportable pressure equlpment bearing the mark in -
Annex VII to move freely on their terrltory, to be placed on the market, to be used in the
course of a transport operation or to be used in accordance with its intended purpose, without

further evaluation or technical requirements;
Whereas it is appropriate that the Commission takes measures to limit or prohibit the placing

on the market and use of equipment in cases where it presents a particular risk to safety, in

accordance with the procedure established in Article 12,2;

13



Whereas a srmphﬁed procedure 1nvolv1ng a consultatrve commrttee must be followed for the
purposes of administering the safeguard procedure of Article 9 as well as for amendment of

" the Annexes to this D1rect1ve - LT C

HAS _ADOPT_ED THIS DIRECTIVE :



1.

- Article 1

"The purpose of this Directive shall be to enhance safety with regard to tranépbrtaﬁle

pressure equipment approved for the inlanﬁ transport‘ of dangeroue goods and to ensure
the free movement, 1nc1ud1ng the aspects of placing on the market, repeated putting into

serv1ce and use of such equlpment within the Community.

. This Directive shall apply:

(a) to new trahsportable pressure equipment as defined in Article 2, with the
exception of gas cylinders bearmg an ¢ mark in accordance w1th Council
Directives 84/525/EEC 84/526/EEC and 84/527/EEC

,(b) - only for the purposes of periodic iﬁspections to:

new transportable pres’sure equipment as defined in Article 2 bearing a mark in

accordance with Annex VII of this Direcfi_ve;

" new and existing- gas c.ylindere bea’r'mg an e mark in accordance with Council
‘Directives 84/525/EEC, 84/526/EEC and 84/527/EEC; and l |

existing transportable pressure equipment as defined in Article 2 and meeting the

requirements of Council Directives 94/55/EC and 96/49/EC in force at 1 Jahuary_
1999. - - |

15
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3. Transportable pressure equtpment placed on the market before 1 January 1999 Wthh
~ doés not meet the requirements of Councrl Dlrectrves 94/55/ EC and 96/49/EC does not
fall within the scope of this Dlrectxve o ' '

© Article 2 .

 For the purposes of this D_lrective:'

‘transportable pressure equrpment shall mean reﬁllable equlpment 1nclud1ng valves and L
-other accessories of Class 2 of the Annexes to Counc11 Dtrectlves 94/55/EC and 96/49/EC '

approved for the transport of gases of Class 2 ‘as well as for the transport of stabrhzed :

hydrogen cyanide -of Class 6.1 and hydrogen ﬂuorxde anhydrous and hydroﬂuorrc acrd o

- solution of Class 8; it shall 1nclude receptacles demountable tanks tank containers (portable
-:.tanks) and tanks of tank wagons, tanks or. receptacles of battery vehrcles and tanks of tank

vehrcles as’ defmed in margmals 2211 and 10 014 211 and Appendtces X and XI paragraph

‘-1 1.3. respectlvely of the Annexes to those Drrectlves R

“mark’ shall mean the symbol referred to in Artlcle 8;

*conformity assessment procedures’ shall. mean those procedures ‘set out in Annex-V, part I;

nottﬁed body or Type A mspectlon body shall mean a body desrgnated by the nattonal‘ '
Competent Authorlty ofa Member State in conformlty wrth Amcle 5 and meettng the crlterla

ofAnnexesIandII ‘ o

- ’Type B 1nspect10n body shall mean a body desrgnated by the natlonal Competent Authorlty -

of a Member State in conformlty with Artrcle 6 and meetlng the crtterla of Annexes I and

1 j

16



"Type C inspection body’ shall mean a body designated by the national Competent Authority

of a Member State in conformity ‘with Article 7 and rneeting the criteria of Annexes I and o

IV;

- Article 3

L New transportable pressure equipment, with the exception of gas cylinders bearing an e
" rhark in accordance with Council Directives 84/525/EEC, 84/526/EEC and 84/527/EEC,
placed on-the market or put into service on' or after 1 January 1999 shall meet The

~ provisions appl_icable‘ to equipment of Class 2 of the Annexes to Council Directive

94/55/EC and 96/49/EC. Compliance of such transportable pressure equipment with -

these provisions shall be proven exclusively in accordance with the conformity assessment
' procedures set out in Annex V, part I'and specified in Annex VI.
2. Member States shall not prohrbrt restrict or impede the placing on the market or putting

. into service on their territory of transportable pressure equipment referred to in Article

1,2(a) which complies with this Directive and bears the marking in accordance with .

Article 8,1.

Article 4 -

1. For transportable pressure equipment mentioned in Article 1,2(b) c_omplinnce' of such

. equipment with- the ‘provisions of the ‘Annexes to Council Directives 94/55/EC and
96/49/EC shall be provén exclusively in accordance with the procedures for periodic

} inspection in’ Arinex V, part II.
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5 LA Member State wh1ch has desxgnated a notlﬁed body (1nspect10n body of Type A) shallv

2. Member States shall not prohibit, restrict or impede the use (including filling, r’mptying
‘and reﬁlhng) on their territory of transportable pressure equlpment referred to in Artlcle
. 1 2(b) Wthh comphes with- this Directive and béars- the markmg 1n acr'ordance w1th

: »Artlcle 8 2 mdlcatmg that it has undergone perlodlc msoectlon

" Article 5

. Member States shall mform the Comm1ss1on and the other’ Member States of the not1f1ed L
‘ _bodles (Type A ‘inspection bodles) whlch they have appornted to carry out the conformlty
assessment procedures according to Annex V part I, and/or to perforrn the task of
- periodic mspectlons according to Annex Vv, part II, rnodules 1 or?2, mcludmg the spe01f1c :
. tasks which those bodies carry out on behalf of the competent authorlty and the

' xdentrﬁcauon numbers ass1gned to them beforehand by the Comm1551on

"The Comm1551on shall pubhsh in the Oﬁiaal Journal. of the European Commumtzes a list

of the desrgnafed notified. bodies (Type A inspection bodles) w1th thelr 1dent1ﬁcat10n

- numbers and the tasks for wh1ch they have been desrgnated The Comm1ssxon shall

ensure that this list is kept up to date

). Member States shall apply the crlterla set out in Annexes Land II for the de31gnat10n of :
notified bodles (Type A 1nspect10n bodies). Each mspectlon body shall submit to the
"Member State which 1ntends to. des1gnate 1t complete 1nformat10n concermng, and .

a evxdence of comphance with the cr1ter1a in Annexes I and II }

=

w1thdraw such des1gnatlon if it finds that the body no longer meets the: crnena referred -

toin2. It shall nnmedxately 1nform the Comm1ss1on and the other Member States of any

such wrthdrawal of a desrgnatlon
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- Article 6

. Member States shall likewise inform the Commission and the other Mémber States of the
Type B inspection bodies which they haveappointed, in accordance with the ‘criteria of
paragraph 2,to cari'y out periodic inspections of transportable pressure equipment defined
in Artlcle 2, to ensure continued compliance ‘with the relevant provisions of Council
'Dlrectlves 94/55/EC and 96/49/EC -in" accordance with' the procedures laid down in
: “Annex V, partII, modules 1or2, mcludmg the spemﬁc tasks which these bodies carry
- out on behalf of the competent authonty and the identification numbers a551gned to them

. beforehand by the Commission.

- The Commission shall publish in the Official Journal of the European Communities a list
of the designated Type B inspection bodies, with their identification numbers and the
tasks for which they have been designated. The Commrssron shall ensure that this list

_ 1s kept up to date.

2. Member States shall apply the criteria set out in Annexes I and III for the desigrlation of
Type B inspection bodies. Each inspection body shall submit to the Member State which
*“intends..to de‘si‘gnate. it complete information concerning,. and e\_/idence of, compliance

‘with the criteria in Annexes I and TIL

. .A Member State which has designated an inspection body of Type B shall withdraw such
a designation if it ﬁnd_s, that the body no longer meets the criteria’ref_erred to in paragraph =
2 above. It shall immediately.' inform the Commission and the other Member States of

.dny such withdrawal of a designation.-
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Article 7

1 Member States shall hkew1se mform the Commission and the other Member States of the

Type (of inspection bodies wh1ch they have- appomted in accordance with the cr1ter1a of

.paragraph 2, to carry out penodlc mspectlons transportable pressure equrpment deﬁned o

‘ ".m Artlcle 2 to ensure contmued compllance w1th the relevant: prov151ons of Council
. Directives 94/55/EC and 96/49/EC in accordance with the procedures laid down in
Annex V, part II, modules l or 2, mcludmg the specrﬁc tasks whlch these: bodles carry
-out on behalf of the competent authorlty__ and the _1dent1_ﬁcat1on numbers ass1gned to them

beforehand by the' Commission.

. " The Corhntiss‘ion shall publish.'in the Official Journal of the Eur'opean'Comrnunities a tist s
of the designated Type C 1nspectton bodles w1th therr identification numbers and the
) ‘tasks for which they have been desrgnated The Comm1ss1on ‘shall ensure that thrs Tist -

~

is: kept up to date
2. Member States shall apply the criteria set out in Annexes I and IV for the desrgnatton of -

' Type C 1nspect10n bodies. Each 1nspect10n body shall submlt to the Member State which
o mtends to desrgnate it complete 1nformatlon concermng, and ev1dence of, complrance

- with the cr1ter1a in Annexes Iand IV. L

3. A Member State whrch has desrgnated an 1nspect10n body of Type C shall w1thdraw such
-a des1gnat10n if 1t finds’ that the body no Ionger meets the cr1ter1a referred to in paragraph
2 above. It shall 1mmed1ately 1nform the Comm1ssmn and the other Member States of B

o any such w1thdrawa1 of a de51gnat10n

20


Barbara
Rectangle

Barbara
Sticky Note
Completed set by Barbara


- Article 8

t
1

‘1. Equipment satisfying the provisions of Article 3,1 shall have a mark affixed to it by the
rhanufacturer or his autﬁorized representative established within the Com_munity. The
fbrm of the mark .,to. be used is set out in'Ajnnex' VII. This mark shali be imrhbvably,

' affixed and shall be accompanied by the identification number of the notified body ( Typé

_ A inspection body) which has performed the conformity assessment proeedure on the

- equipment, ag 'ébpropria‘te, as well as by the further reqﬁirémeﬁts for marking the’
equipment as set out in Directives 94/55/EC and 96/49/EC.

2. Fc;r the purposes of periodic inspections, ali traﬂsportable‘pfeséure equipment referred
to in-Article 4 shall have the mark set out in Annek Vil immovalﬂy affixed to it by a
designated Type A (notified'body), B or\ C inspection body. The mark shall be -
accompanied by the identification number of the body .whiéh ﬁas performed the periodic
inspection of the equiﬁmgnt, followed by a letter U of the same dimensions as the
number; to indicate in-use or in-service, as well as by the further requirements for

marking the-equipment as set out in D>irectives 9’4/55/EC and 96/49/EC.

3. For both cbnférmity assessment and p'e'riodic; inspections, the identification number of the
" inspection body shall be immovably affixed under its responsibility either by the body
itself or by the manufacturer or his authorized representative established within the

-~ Community. ‘ ' S

4. The affixing of markings on ti'ansportable‘ pressure equipment which are likely to mislead
| third parties with regard to the meaning or the graphics of the mark referred to in this
Directive éhall be prohibited. Any other marking may be éfﬁxed to pres;sure ‘equipment

: proVided i.hat-t'ht_: visibility and’ legibility of thé markiﬂg in' Annex VII is not thereby

réduced.
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Article 9 |
Where a. Member State establishes that equrpment when correctly, malntalned and used for 3
. its mtended purpose, is hable to endanger the. health and/or safety of | pe rsons ‘and, where
approprlate domestlc ammals or property, dunng transport and/ or use, notwrthstandrng the '
'fact that 1t bears a mark it shall unmedlately inform the: Commrss1on and approprlate .

measures shall be taken in accordance with the procedure lard down-in Artlcle 12,2

Article 10

~ Without prejudice. to Article 9, where a Member State establishes that the‘marktng as defrned

in-Article 8 has been unduly afﬁxed the manufacturer or his authorlzed representatlve ‘
: estabhshed w1th1n the Commumty, shall be obhged to make the equlpment conform as
. ' regards the provrslons concermng the markmg and to end the mfrmgement under ‘the

N .condltlons unposed by the Member State. '

T Should non-conformrty persist; the approprrate measures to restrrct or prohrbrt the placlng__

on the market, transport or use of the equrpment in questron or to ensure that it 1s w1thdrawn'
from the market or from crrculatlon shall be taken in accordance with the procedures lald '

) down in Artrcle 12; 2 : ‘

© Atticle 11 -

The Annexes to this Directive may be ameﬁded in accordance with the procedure laid down -
~ in Article 12,2. ' o - o ,

2 -



Article 12

- 1. The Commission shall be assisted by the Committee on the transport of dangerous goods

set up by Article 9 of Directive 94/55/EC?, hereinafter referred to as ’the'Committee’.

2. The representative of the Commission shall submit to the committee a draft of the
measures to be taken. The committee shall deliver its opinion on the draft within a time
~ limit which the chairm'an may lay down 'according to the 'mgcncy of the matte_r, if

‘ necessary by taking a vote.

" The opinion shall be recorded in the minutes; in addition, e;lch Membe_r State shal.ll have

the right to ask to have its position recorded in the minutes.

- The Commission shall fake the utmost account of the opinion delevered by the
~committee. It shall inform the committee of the manner in which its opinion has been

taken into account. -
. Article 13
1. The Member States shall adopt and publish the Vlaws, 'regulationé and administrative

proviéions- necessary for them to comply with this Directive before 30 June 1998. They

shall forthwith inform the Commission thereof.

When the Member States adopt those measures they shall include references to this
Directive or shall accompany them with such references -on their official publication. : B

The Member Statesl shall lay down the manner in which such references shall be made.

Member States shail apply these provisions from 1 January 1999,

°  OrL319/7, 12.12.1994
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2 The Member States shall communicate to the Commrss1on the texts of the provrsnons of

' natronal law whrch they" adopt in the ﬁeld govemed by thlS Dlrectrve

- 3. Member States shall 1ay dow'n- the’ system of penalt'ies' for- breaehing the national
prov1s1ons adopted pursuant to thls Directive and shall take all the measures necessaryr'
. to ensure that those penalttes are apphed The penaltres thus prov1ded for shall be
_ effectlve, proportionate and dtssuaswe Member States shall notrfy the relevant
Aprovrsrons to. the Comm1ssron not later than 30 June 1998 and shall notrfy any_,

subsequent changes as soon as possrble

" Article 14

- This Dlrectrve shall enter into force on the twentleth day of its pubhcatlon m the Ofﬁcral

_ ’Journal of the European Commumtles

" Aticle 15

This 'Diréctive is addressed t_o the Member S\ta:tes., o
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~ ANNEX I - .

MINIMUM CRITERIA TO BE MET BY DESIGNATED ]I\ISPECTION BODIES OF
TYPES A (NOTIFIED BODIES), B OR C REFERRED TO IN ARTICLES 5, 6 & 7-

. A notified body/i mspectlon body that is part of an orgamzatmn involved in functions other

than inspection shall be 1dent1ﬁable within that organization.

The inspection body and its staff shall not engage in aﬁy activities that may conflict with
their independence of judgement and integrity in relation to their-inspection activities.

In particular the personnel of the inspection body shall be free from any commercial,

financial and other pressures which might affect their judgement, partlcularly from
persons Or organizations external to the inspection body with an interest in the results of
mspectlons carried out. The unpartlahty of the inspection personnel of the body must
be guaranteed :

The. 1nspeeuon' body shall have at its disposal the necessary personnel and possess' the

_necessary facilities to enable it to perform properly the technical and administrative tasks
connected with the 1nspect10n and verification operations. It must also have access to the -

equipment required to perform special verifications.

The 'staff responsible for inSpection'shall have appropriate qualifications, sound technical

‘and vocational training and a satisfactory knowledge of the requirements of the

inspections to be carried out-and adequate experience of such operations. In order to

~ guarantee a high level of safety the inspection body must be in a position to provide

expertise in the field of safety of transportable pressure equipment. The staff shall have

~ the ability to make professional judgements as to conformity with general requirements

using examination results and to report thereon. They shall also have the ability required
to draw up the certlﬁcates records and reports to demonstrate that the inspections have
been carried out. : -

“They shall also have relevant knowledge of the technology used for the manufacturing
~of the transportable pressure equipment, including accessories, which they inspect, of the

way .in which the equipment submitted to their inspections is used or is intended to be
used, and of the defects which may occur during use or in service.

The inspection body and its personnel shall carry out the assessments and verifications
with the highest degree of professional integrity and te anical competence. The inspection
body shall ensure confidentiality of information obtaiied in the course of its 1nspect10n
actlvmes Proprletary rlghts shall be protected. ‘

The remuneratlon of persons engaged in mspectlon activities shall not du'ectly depend on
the number of inspections carried out and in no case on the results of such 1nspect10ns
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8. The inspection body shall hiave adequate liability‘insurance unless its 'Iiébility is assumed -
by the State in accordance with national‘laws or by the organization of which it forms

' 9. The inspection body shail itself nomxaily —pqrforiﬁ the inspéctions which it c_(')ntracts't‘o- '

undertake. 'When an inspection body sub-contracts any part of the inspection, it shall

-~ ensure and be able to demonstrate that its sub-contractor is competent to perform the

service in question and shall take full responsibility for that sub-contracting. .
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ANNEXI_I

| CRITERIA SUPPLEMENTARY TO ANNEX I TO BE MET BY NOTIFIED

BODIES (DESIGNATED INSPECTION BODIES OF TYPE A) REFERRED TO IN

1.

ARTICLE 5

A not1f1ed body (Type A mspectlon body) shall be mdependent of the partles involved

- and shall therefore prov1de "third party” inspection servwes

-~

-The notified body/inspection body, and its staff responmble for carryirig out the
‘inspection shall not be the designer, manufacturer, supplier, purchaser, owner, user or

maintainer of the transportable. pressure equipment, including accessories, which_ that
body inspects, nor the authorised representative of any of these parties. They must not

be directly involved in the design, construction, marketing or .maintenance of the
_transportable pressure equipment, including accessories, nor represent the parties engaged
in these activities. This does not preclude the possibility of exchanges of technical

- information. between . the manufacturer of transportable pressure equipment and: the .
~ inspection body. .

. -

.. All interested parties shall have access to the services of the inspection body. There shall -

not be undue financial or other conditions. The procedures under which the body

" operates shall be administered in a non-discriminatory manner.




ANNEX m

CRITERIA SUPPLEMENTARY TO ANNEX I TO BE MET BY. DESIGNATED
o [NSPECTION BODIES OF TYPE B REFERRED TO lN ARTICLE 6

. -The body shall form a separate and 1dent1ﬁable part of an orgamsatron mvolved in the o
design, manufacture supply, use or maintenance of the items it 1nspects and shall have n
- ~been estabhshed to supply mspectlon serv1ces to 1ts parent orgamsatron

. “‘The 1nspectron body shall not' become dlrectly mvolved m the de51gn manufacture

- supply,. use of the transportable pressure equipment, 1nc1ud1ng accessorres mspected or
-‘srrmlar competrtrve items. L _ _

¢

. There shall be a clear separatron of the respons1b1ht1es of the inspection personnel from' R
" those of the personnel employed in the other functions, which shall be established by - =+
N »f‘orgamsatronal 1dent1ﬁcat10n and the reportmg methods of the 1nspectlon body wrthm the. ’

parent orgamsatlon

i Inspectlon services shall only be supphed to. the orgamsatlon of whrch the 1nspect10n body o
- forms a part and the chents to whom they supply gas o ‘ '
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ANNEX IV
CRITERIA SUPPLEMENTARY TO ANNEX I TO BE MET BY DESIGNATED
- INSPECTION BODIES OF TYPE C REFERRED TO IN ARTICLE 7

" _ There shall be a clear separation of the respon51b111t1es of the mspectlon personnel from those
of the personnel employed in the other functions, which shall be established by organisational
1dent1ﬁcat10n and the reportmg methods of the 1nspect10n body w1thm the parent organisation.
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.- ANNEX V
| "PARTI :
CONFORMITY ASSESSMENT PROCEDURES

Module A (mtemal productlon control)

1 Th1s module describes the procedure whereby the manufacturer or his authonzed

representative established within the- Community who carries out the obllgations laid

down.in section 2 ensures and declares that transportable pressure equipment satisfies the
_requirements of the Directive which apply to it. The manufacturer, or his authorized

representative established - within the Community, must affix the IT ‘marking to all-

transportable pressure equ1pment and draw up a written declaration of conforrmty

2. The manufacturer must draw up ‘the techmcal documentation descrrbed in section 3 and
either the manufacturer or his authorized representative established within the Community
must keep it at the disposal of the relevant national authorities for inspection. purposes
- for a period of ten years after the last .of -the transportable pressure. equrpment has been
rnanufactured : . '

Where, neither the manufacturer nor his authorized representative is established within the
Community, the obligation to keep the technical documentation available is the
_ responsibility of the person who places the transportable pressure equipment on the
Commumty market. - .

3. The technical’ documentatlon must enable an assessment to be made of the conformrty of .
the transportable pressure equipment with the requirements of the Directive which apply -
. to it. - It must, as far as is relevant for such assessment, cover the des1gn manufacture

-a descriptron of the solutlons adopted to meet the requirements of the Drrective

_ 'result's of the design calculations; examinations carried out, .etc.;

- and operatlon of the transportable pressure equipment and contain
T a general descrrptron of the transportable pressure equipment

: conceptual desrgn and manufacturmg drawmgs and dlagrams of components »
. sub- assemblies c1rcu1ts etc.;

, descriptions and explanations necessary for an understanding of the said drawings and

diagrarns and the operatlon of the transportable pressure equipment

1 e

test reports.
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4 " The manufacturer, or hlS authorized representanve established within the Community,
must keep a copy of the declaratlon of conformity with the technical documentation.

‘5. The manufacturer must take all measures necessary to ensure that the manufacturmg
process requires the manufactured transportable pressure equipment to comply with the
technical documentation -referred to in section 2 and with the reqmrements of “the
D1rect1ve whlch apply to it. :

1

Module Al (internal mahufacturing checks with monitoring of the 'final assessment)

' In addition to the requirements of modul€ A, the folloWing applies.

Final assessrﬁent niust' be performed 'by the manufacturer and monitored by means of .-
unexpected visits by a notified body (type A inspecti'on.body) chosen by the manufacturer.

During such visits, the notified body must: »
- .ensure that the manufacturer actually‘performs final assessment;

'~ take samples of transportable pressure equipment at the manufacturing or storage
premises in order to conduct checks. The notified body assesses the number of items of

equipment to sample and whether it is necessary to perform, or have performed, all or .

part of the final assessment of the transportable pressure equipment samples

Should one Or. more of the 1tems of transportable pressure equlpment not conform the
notified body must take approprlate measures.

On the responsibility of the notified body, the manufacturer must. afﬁx the former’s.

identification number on each item of transportable pressure equipment.

: Module B (EC. type—exammatxon)

1. Th1s module describes the part of the procedure by whlch a notified body (type A~
inspection body) ascertains and attests that a representative example of the production - -

) env1sagcd meets the provisions of the Directive which apply to it.

2. The apphcatlon for EC type- ~examination must be lodged by the manufacturer or by his

authorized representative established. w1th1n the Commumty with a smgle notified- body
of hlS choice.
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The apphcatlon must 1nc1ude

* the name and address of the manufacturer and if the apphcatlon is lodged by the .
authonzed representanve h1s name and address as well;

a ‘written declaratron that the same apphcatron has riot been lodged w1th any other |
‘ notlﬁed body;." : : —

- the technical docMentation describedin -section 3.

" The appllcant must place at the d1sposal of the notified body a representatrve example of

“the production envisaged, hereinafter- called "type". The notified body may request o

A'; further examples should the test programme so requrre
A type may cover several versions of transportable pressure equlpment prov1ded that the
drfferences between the versrons do not affect the level of safety

The techmcal documentatron must.enable an assessment to be made of the conforrmty of
the transportable pressure equipment: with the requirements of the Directive which apply
“to it. It must,-as far as is relevant for such assessment, cover the desrgn manufacture
. and operatlon of the transportable pressure equlpment and contam ~

a general descrlptlon of the type

- conceptual desrgn and manufacturmg drawmgs and dragrams of components
sub- assemblles circuits, etc.; -

- descrrptrons and explanatlons necessary for an understandmg of the sa1d drawmgs and
o _dlagrams and the. operation of the transportable pressure equ1pment

- a descrrpnon of the solutrons adopted to meet the essential requrrements of the
~ Directive;

= results of design calculations made, examinations carried out, etc.;
C~ test reports

- 1nformatlon concermng the tests prov1ded for in manufacture

information»concerning' the qualiﬁcatlons or approvals.
The notified 'body "must:

| examine the techmcal documentat1on verrfy that the type has been manufactured in
conformrty with it ‘and identify the components desrgned in accordance wrth the
relevant provrsrons of thc Dlrectlve : :

-
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4.2.

4.3,

4.4.

5.

In particular, the notified body must examine the technical documentation with respect
to the design-and the manufacturing procedures;

_perform or have performed the appropriate examinations and necessary tests to
establish whether the solutlons adopted by the manufacturer meet the requirements of
the Dlrectlve :

perform or have performed the appropriate. examinations and necessary tests to
establish whether the relevant provisions of the Directive have been applied;

- agree with the applicant the location where the exammatxons and necessary tests are
to be carried out.

Where. the type satisfies the provisions of the Directive which apply to -it, the notified
body must issue an EC type-examination certificate to the applicant. The certificate,
which should be valid for ten years and be renewable, must contain the name and address

“of the manufacturer, the conclusions of the examination and the necessary data for
'1dent1ﬁcat10n of the approved type. -

A list of the relevant parts of the technical documentation must be annexed to the
certificate and a copy kept by the notified body.

If the notified body refuses to issue an EC type-examination certificate to the
manufacturer or to his authorized representative established within the Community, that
body must provide detailed reasons for such refusal. Provision must be made for an
appeals procedure.

The applicant must inform the notified body that holds the technical documentation

- concerning the EC type-examination certificate of all modifications to the -approved

transportable pressure equipment; these are subject to additional approval where they may
affect conformity with the requirements-of the Directive or the prescribed conditions for
use of the transportable pressure equipment. This additional approval must be given in’
the form of an addition to the original EC type-examination certificate.

Each notified body must communicate to the Member States the relevant information
concerning EC type- exammatlon certlﬁcates which it has w1thdrawn and, on request,
those it has issued.

Each notified body must also communicate to the other notified bodies the relevant
information concerning the EC-type-examination certificates it has withdrawn or refused.

‘The other notified bodies may receive copies of the EC type-examination certificates

and/or their additions. The annexes to the certificates must be held at the disposal of the
other notified bOdlCS
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9. The manufacturer or his authonzed representatlve estabhshed w1thm the Commumty, .

must keep with the technical documentation copies of EC. type-examination certificates.
and therr additions for a period of ten years . after the last of the transportable pressure
'equlpment has been manufactured : :

Where neither the manufacturer nor his authorized representatrve is estabhshed w1thm the
Community, the obligation to keep' the "technical documentatron avallable 1s the -
responsibility of the person who places the product on the Community market.

Module Bl (EC desrgn-exammatron)

1'.

Thls module descrlbes the part of the procedure whereby a notlﬁed body (type A

~ inspection body) ascertams and attests that the design of an item of transportable pressure

equrpment meets the provrsrons of the D1rect1ve which-apply to 1t

The manufacturer or his authorrzed representattve established wrthm the Commumty,
must lodge an application for EC design examination with a single notrﬁe_d_body

The apphcatron must mclude

- . the name and address of the manufacturer and if the apphcatlon is lodged by the
" authorized representative, hlS name and address as well '

—. a written. declaratron that the same apphcatron has not been lodged with any other
notlfred body, : .

- _the techmcal documentation’ deScribed in section 3.

i

The appllcatlon may cover several versrons of the transportable pressure equipment

prov1ded that the differences between the versrons do not affect the level of safety. .
The techmcal documentatlon must enable an assessment to be made of the conforrmty of
the transportable pressure equrpment with the requirements of the Directive which apply
to it: It must, as far as is relevant for such assessment, cover the design, manufacture’
and operatron of. the transportable pressure equlpment and contam :

- a gene'ral description‘of_ the transportable pressure equ1pment‘ .

= _conceptual design and manufacturmg drawrngs and dlagrams of components

‘sub-assembhes circuits, etc

- descrlptlons and explanatlons necessary for an understandmg of the sard drawrngs and

dragrams and the operatlon of the transportable pressure equlpment
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.~ adescription of the solutions adopted to meet the requirements. of the Directive; .

4,

4.1,

42.

4.3,

- 'the -necessary supporting evidence for the adequacy of the design solution; this
supporting evidence must include the results of tests carried out by the appropnate '
laboratory of the manufacturer or on his behalf; :

- results of design calculations made, examinations carried out, etc.

The notiﬁed' body must:

.examine the technical documentation and identify the components which have been
- designed in accordance with the relevant provisions of the Directive.

In particular, the notified body must:

 ~ assess the materials where these are not in conformity-with the relevant provrs1ons
of the Directive; :

- approve the procedures for joining the‘pressnre eqnipment parts;

o verify that the personnel undertaking the joining of pressure equlpment parts and
~ the non-destructive tests are qualified or approved;

perforrn the: necessary examinations to establish whether the solut1ons adopted by the
manufacturer meet the requrrements of the Dlrectlve

perform the necessary examinations to estabhsh whether the relevant provisions of the
' DlI‘CCthe have been applied.

Where the design meets the provisions of the Directive which apply to it, the notified

body must issue -an EC design-examination certificate to the applicant. The certificate
must contain the name and address of the applicant, the conclusions of the examination,
conditions for its validity and the necessary data for identification of the approved design.

A hst of the relevant parts of the technical documentation must be annexed to’ “the
certlflcate and a copy kept by the notified body

If the notified body refuses to issue -an EC -design-examination cert1ﬁcate to the

manufacturer or to his authorized representative established within the Commumty, that
body must. provide detailed reasons for such refusal ‘Provision must be made for an
appeals procedure oo
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6: . The applrcant must inform the not1ﬁed body that holds ‘the technical documentatlon

- concerning the EC design-examination certificate of all modifications to the approved

design; these are subject to additional approval where such changes may affect the -
conformrty of the transportable pressure equipment with the requirements of the Directive

- orthe prescrlbed conditions for use of the equipment. This additional approval must be,‘ :

glven in the form of an addrtlon to the orrgmal EC des1gn—exam1natron certlﬁcate

" 7. Each not1ﬁed body must commumcate to the Member States the relevant 1nformat1on' «
concerning EC desrgn-e)tarmnatlon certificates- whrch 1t has wrthdrawn and, on request
. those it has issued. :

- Each notlfred body must also commumcate to the other not1f1ed bod1es the relevant )

information .concerning ‘the EC desrgn—exammatron cert1ﬁcates 1t has wrthdrawn or -

refused

- 8. The other notrﬁed bodres may on request obtarn the relevant 1nformat1on concermng
- the EC des1gn—exammatlon certrfrcates and addmons granted

- the EC des1gn—exam1natron cert1f1cates and addrtrons wrthdrawn

- 9. The manufacturer,“or-hi’s authorized representative established within the Community,
must keep with-the technical documentation referred to in section 3 copies . of

EC design-examination certificates and their additions for a period of ten years after the .

last of the transportable pressure equipment has been manufactured.

Where ne1ther the manufacturer nor hlS authonzed representatrve is estabhshed w1th1n the
' -’Commumty, the obligation to -keep the technical documentation - available " i$ the'
responsibility of the person who places the product on the Commumty market.

~“Module C1 (conformity to type)
1 This module describes that part of the procedure whereby the: manufacturer or hlS E
authorized representative estabhshed within the Communrty, _ensures and declares that
transportable pressure equ1pment is in conformity with the type as descnbed in the
- EC type- exammatlon certificate and satisfies . the ‘requirements: of the- Directive which
apply to it." The manufacturer, or his authorized. representatrver established within the
: _Commumty, must affix the II marking to all transportable pressure equ1pment and draw
up a written declaratlon of conformrty ‘ :

2. The manufacturer must take all measures necessary to ensure that the manufacturing

~ process requires the manufactured transportable pressuré equipment to comply with the - -

type as described in the EC type exammatlon certrfrcate and with the requlrements of the
- D1rect1ve which apply to it. T : '
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3. The manufacturer, or his authorized representative established within the Community,

must keep a copy of the declaration of conformity for a period of ten years after the last
of the transportable pressure equipment has been manufactured

Where neither the manufacturer nor his authorized representative is established within the .
Community, the obligation to keep the technical documentation available is the
responsibility of the person who places the transportable pressure equrpment on the
Community market

Final assessment must be subject to momtonng in the form of unexpected visits by a
notlﬁed body (type A inspection body) chosen by the manufacturer.

’ Durmg such visits, the notified body must:

- ensure that the manufacturer actually performs final assessment;

- take samples of transportable pressure equipment at the manufacturing or storage
premises in order to conduct checks. The notified body must assess the number of
.items of equipment to sample and whether it is necessary to perform, or have
~ performed, all or part of final assessment on ‘the transportable pressure equipment
. samples

Should one or more of the items of transportable pressure equlpment not conform, the _
notified body must take approprlate measures. :

On the 'res,ponsibility of the notified body, the manufacturer must affix the former’s
identification number on each item of transportable pressure equipment.

Module D (production quality assurance)

1.
- -obligations of section 2 ensures and declares that the transportable pressure equipment .

This module describes the proeedure "whereby the manufacturer who. satisfies the

concerned is in conformity with the type described in the EC type-examination certificate
and satisfies the requirements of the Directive which apply to it. .The manufacturer, or .
his authorized representative established within the Community, must affix the II marking
to all transportable pressure equipment and draw up a written declaration of conformity.
The IT marking must be accompanied by the identification number of the notified body
(type A mspectlon body) respon51ble for Community survelllance as spec1ﬁed in
section 4.

The manufacturer must operate an approved quality system for produetien, final

inspection and testing as specified in section 3 and be subject to surveillance as specified -
in section 4. ' : ’
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3 Qualrty system :

31,
" . a notified body of his chorce

3.2.

33,

The manufacturer must lodge an apphcatlon for assessment of h1s quallty system w1th

The applrcatlon must,rnclude: o

" - all relevant information on the transportable pressure equipment concemed;

- the d0cumentation concerning the quality system;

-~ the technical documentatlon for . the approved type and ‘a copy of thc, o :

EC type-exammatron certlﬁcate -

The quahty system must ensure comphance of the transportable pressure equipment

- with the type described in.the EC type-examination - certlﬁcate and. w1th the'_
.~ requirements of the D1rect1ve which apply to it. ‘ :

. _All the elements requrrements and provisions adopted by the manufacturer must be -

documented in.a systematic and orderly manner ‘in the form of written' policies,

»procedures and instructions.  The quality system documentation . must permit a
_.consistent mterpretatron of the quahty programmes plans, manuals and records

It must ‘contam 1n partrcular an adequate desc’r1pt10n of: :

~ the quahty objectlves and the orgamzatlonal structure, responsrbllltles and powers' -
- of the management w1th regard to the quallty of the transportable pressure
equipment; - :

- "the manufacturing, quahty controI and qualrty assurance techmques processes and. - -

systematrc measures that will be used, partrcularly the procedures used; .

"~ the exammatrons and’ tests. that will be carrred out before, durlng and after )

manufacture; and the frequency w1th which they wrll be carrled out;

- the quahty records such- as 'mspectron reports and test data, calibration data,
reports concernrng the. quallflcatrons or approvals of the personnel concerned;

- - the means of monltorrng the achlevement of the requlred quahty and the effectrve |

operatron of the quahty system

‘The notified body must assess the quality system to determrne whether it satlsﬁes the :

requrrements reterred to in 3.2.

, The auditing team must have at least one memher with eXperienCe of as'sessing'thc

transportable pressure equipment concerned The assessment procedure must mclude

- an inspection visit to the manufacturer S premlses
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3.4,

-be made for an appeals procedure

The decision must be notified to the manufacturer. The notification must contain the

conclusions of the examination and the reasoned assessment dec1s1on Provision must

“The manufacturer must' undertake to fulfil the obligations arising out of the quality

system as approyed and to ensure that it remains satisfactory and efficient.

The manufacturer, or his authorized representative established within the Community,

- must inform the notified body that has approved the quahty system of any intended

ad]ustment to the quallty system.

The notified body must assess the proposed changes and decide whether the amended

~quality system will still satisfy the. requlrements referred to in 3.2 ‘or whether a
reassessment is required.

It must notify its decision to the manufacturer. The notification must contain the
" conclusions of the examination and the reasoned assessment decision.

4. Surveilla_nce underthe responsibility of the notified body

4.1.

4.2,

The purpose of survelllance is to make. sure that the manufacturer duly fulﬁls the
obllgatlons arising out of the approved quality system

%

The manufacturer must allow the notified body access for inspection purposes to the |

~ locations of manufacture, inspection, testing and storage and provide it with all

4.3.

4.4.

_necessary information, in particular:

- the qua11ty system documentatron'

- - the quality records, such as mspectton reports and test-data, calibration data o

reports concermng the quahﬁcatlons ‘of the personnel concemed etc

,’The notified body must carry out periodic audits to make sure that the manufacturer

maintains and applies the quality system and provide the manufacturef with an audit
report. The frequency of periodic audits must be such that a full Teassessment is

- carried out every three years.

In addition the notlﬁed body may. pay unexpected visits to the manufacturer. The

need for such additional visits, and the frequency thereof, will be determined on the .
basis of a visit control system operated by the notified body.. In particular, the
following factors must be considered in the visit control system: '

- the category of the equlpment; ‘

- the results of previous surveillance visits;

.~ the need to follow up corrective action;
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/

- "special conditions linked'to the approval of the’ s'ystém where applicable- o
- s1gmﬁcant changes in manufactunng orgamzatlon pollcy or techmques

Durlng such visits the notified body may carry ‘out or have camed out tests to- verlfy":
if necessary that the quality system is functioning correctly. The notified body must’

- provide the manufacturer with a vrsrt report and ifa test has taken place with a test

,jreport

5 The manufacturer must, for a penod of ten years after the last of the transportable

 pressure equlpment has been manufactured hold at the dlsposal of the natlonal'
authormes S = . .

- the documentation referred to in the secOnd indent of 3 v1'

- "‘the adJustments referred to in the second paragraph of 3. 4

- the decisions and reports from the notified body which are referred to in the last :

- paragraph of 3.3, the last paragraph of 3. 4, and in 4 3 and 4.4.

' .Each ‘notified body must communicate to the Member States the relevant mformatton
- concerning the quality system approvals which it has ‘withdrawn, and, on request those s

it has 1ssued

t. IEach nottfted body must also communicate to the other not1ﬁed bod1es the relevant.,

1nforrnat10r1 concerning the quality system approvals it has. withdrawn or refused

Module D1 (productron quahty assurance)

1

ThlS module -describes the procedure whereby the manufacturer who satlsﬁes the |

" obligations .of section 3 ‘ensures ‘and ‘declares that the items. of transportable pressure
_equipment concerned satisfy the requirements of the Directive which apply to them. The .
- manufacturer, or his authorized representative established within the Community, must.
affix the IT marking-to each item of iransportable pressure equipment and draw up a

written declaration of conformity. The IT marking must be accompanied by the |

1dent1ﬁcat10n number of the nottﬁed body (type A 1nspectton body) respon51ble for
' .Commumty survelllance as. specrﬁed in sectton 5 . :

The manufacturer must draw up the technical documentation described belo\tv N

_ The technical documentat1on must enable an assessment to be made of the conformlty of

the transportable pressure. equipment with the requirements of the Directive which apply- :
to it. It must, as far as is relevant for such assessment, cover the design, manufacture
and operatlon of the transportable pressure equtpment and contam -
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- _test reports.

4.1.

-4.2.

- a general description of the transportable pressure equipment;

- conceptual design and manufacturing drawmgs and diagrams of components

sub-assemblies, c1rcu1ts etc.;

— descriptions and explanations necessary for an understanding of the said drawings and
diagrams and the operation of the transportable pressure equipment;

- .a'desc'ription of the solutions adopted to meet the requirements of the Directive; .
~ results of design calculations made, examinations carried out, etc.;

The manufacturer must operate an approved quality system for prodUction: final
inspection and testing as specified in section 4 and be subject to surveillance as specified
in section 5. .

Quality system

The manufacturer must lodge an apphcatlon for assessment of hrs quality system with
a notlﬁed body of his chorce

- The application must 1nclude:

-= all relevant "information on the transportable’ pressure equipment concerned;

- the documentatlon concermng the quality system

The quality system must ensure compliance of the transportable pressure equlpment
, w;th the requirements of the Dlrectlve which apply to it.

© All the elements, requlrements and provisions adopted by the manufacturer must be

documented in a systematic and orderly manner in the form of written policies,

" procedures and instructions. The quality system documentation must permit .a
_ consistent interpretation of the quality programmes, plans, manuals and records.

: It must contain in particular an adequate description of:
- the quality objectives and the organizational structure, responsibilities and powers
of the management with regard to the quality of the transportable pressure

equipment;

- the manufacturing, quality control aud quality assurance techmques processes and
- systematlc measures that will be used; :
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4.3.

4.4,

_  the examinations and tests that w1ll be carried out before during and after - .
manufacture and the frequency with which they will be carrled out;

- ~ the, quality records ‘such 2 as mspection reports and test data “calibration data

) -reports concernmg the qualxﬁcations or approvals of the: personnel concerned

- the means of momtormg the achlevement of the requlred quahty and the effective

. 'operatlon of the quahty system

' The notlﬁed body must assess the quahty system to determme whether it satisﬁes the
) requirements referred to in 4.2. . : . -

The auditing team must have at least one member yvith experience of assessing the
transportable pressure equipment concerned. The assessment procedure must mclude :

- an 1nspect10n VlSlt tO the manufacturer S premlses

The decrsion must-be notif ed to the manufacturer. The notification must contam the

conclusrons of the examination and the reasoned assessme*rt decision. Provrslon must -

‘be made for an appeals procedure

The manufacturer must undertake to fl.llrll the obllgations arismg out of the quahty
system as approved and to ensure that 1t remains satisfactory and efﬁc1ent

. The manufacturer, or his authorized representative established within tiie Commumty, |
~must inform the notified body that has approved. the quauty system ‘of any intended

adjustment to the quality system

I' The notlfied body must. assess the proposed chan;_z,ec and decrde whether the amended

quality - system will still satisfy the requirefnents referred to in 4.2 or ‘whether a

reassessment is required

It must notify its decision to the manufacturer The notiﬁcation must contain the'

conclusrons of the exammation and the reasoned assessment decrsron

5. Surveillance under the responsrblhty of the n’otiﬁed body -

‘5".1.

52,

~The purpose of surveillance is to make sure that the manufacturer duly fulﬁls the
" obligations arising out of the approved quality system

The manufacturer must allow the notiﬁed body access for. mspection purposes to the .
locations of manufacture, mspection testing and storage and provide it with all’

,necessary mformation in partlcular i N

the quahty system documentation

the quallty records such as mspection reports and test data callbration data reports_ -
concernmg the quahﬁcations of the personnel concerned etc. . L
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53, °

.54,

The notified body must carry out period‘ic'audits to make sure that the rrianufactdrer
maintains and applies the quality system and provide the manufacturer with an audit
- report. The frequency -of periodic audits must be such that a full reassessment is
carrred out every three years. :
In addition the notified body may pay unexpected visits to the manufacturer. The
need for such additional visits, and the frequency thereof, will be.determined on the
basis -of a visit control system operated by the notified body. In particular, the
following factors must be considered in the visit control system: _ :
-.( - ‘the category of the equipment;
- the results of previous surveillance visits;
- the, need to follow up corrective aetiori; '

-- special coqditions lihked to the approval of the system; where applicable; -

significant changes in manufacturing organization-, policy or 'technicjues.

During such visits the notified body may carry out or have carried out tests to verify
if necessary that the quality system is functioning correctly. The notified body must
provide the manufacturer with a visit report and, if a test has taken place, with a test

. report. - - : : '

- The manufacturer must, for-a period of ten years after the last of the transportable

pressure equlprnent has. been manufactured, hold at the disposal of the natronal
authorities: -

— the technical documentation referred to in section 2;
- the docurrientatio'n referred.-to in the second indent of 4.1;
- the adjustments referred to in the second paragraph of 4.4; -

- the decisions and reports from the notified body which are referred to in the last
paragraph ‘of 4. 3 the last paragraph of 4.4, and in 5.3 and 5.4. :

Each notified body must communicate to the Member States the relevant information

~ concerning the quahty system approvals which it has wrthdrawn and, on request, those‘
-it has issued. o

Each notified body must also communicate to the other notified bodies the relevant
information concerning the quality system approvals it has withdrawn or refused.
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Module E (produc't quallty assurance)

1

Thls module descnbes the procedure whereby the manufacturer who satisfies the
obligations of section 2 ensures and declares that the transportable pressure equipment

~ is in conformity with the type as described in the EC type-examination certificate and

. satisfies the requirements of the Directive which apply to it. The manufacturer or his

" authorized representative estabhshed within the Commumty, must affix the II marking

- to each product and draw up a written declaration of conformrty The II marking must

'~ be accompanied by the identification number of the notified body (type A mspectron
. body) respons1ble for surverllance as spec1ﬁed in sectlon 4. :

. The manufacturer must operate an approved quahty system for the ﬁnal transportable :

pressure equipment- inspection and testing as specrﬁed in section 3 and be subject to

" surverllance as speaﬁed in section 4 ‘ \ o

3.

_:_3.1_.

3.2,

Quallty system

The. manufacturer must lodge an apphcatron for assessment of his quahty system for
the. transportable pressure equlpment wrth a notrﬁed body of his choice. -

The 'apphcatron must -mclude: a
- all relevant 1nformatlon on the transportable pressufe equrpment concemed
- the documentatron concermng the quahty system N .

- -the techmcal documentatlon for the approved type and a copy of the’ |
. EC type exammatron certrflcate

“Under the quallty system each item of transportable pressure equrpment ‘must be:
. examined- and appropriate tests must be carried out in order to ensure its conformity
with . the requrrements of the Directive’ wh1ch apply to it. All’ the elements,
tequirements and prov1s1ons adopted by the manufacturer must be documented ina
‘systematic . and orderly manner in the form of written policies, procedures and -
‘instructions.” This' quality. system documentation must permit a conslstent :
“'.‘1nterpretatron of the quahty programmes plans manuals and records.

It ‘must COntarn in particular an adequate descrrpuon- of:. .
- the quality objectives and the organizational structure, responsibilities and powers

- -of the management with regard to the quahty of the transportable pressure
equrpment I o _ o

~ the examinations and tests to be carried out_after_manufacture;

‘-,: the means of monitoring the effective Operation of the quality system;
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3.3.

3.4,

- the quality records, such as inspection reports and test data, calibration data,
. Teports concerning the qualifications or approvals of the personnel concerned.

The notified body must assess the quahty system to determme whether it satrsﬁes the
requirements referred to in 3.2.

The auditing team must have at least one member with experience of asscssing the
transportable pressure equipment concerned. The assessment procedure must include
an mspection visit to the manufacturer S premises. :

The decision must be-notiﬁed to the manufacturer. The notification must contain the
conclusions of ,the examination and'the reasoned assessment decision. .

The manufacturer must undertake to discharge the obligations arising from the quahty
system as approved and to ensure that it remains satlsfactory and efﬁc1ent

The manufacturer or his authorized representative established within the Community, -
must inform the notified body which has approved the quality system of any .intended"
adjustment to the quahty system.

The notlﬁed body must assess the proposed changes and decide whether the modified
quality- system will still satisfy the requirements referred to in 3.2 or whether a

reassessment is required.

It must‘notify its decision to the manufacturer. The notification must contain the

‘conclusions of the examination and the reasoned assessment decision.

4. Surveillance under the responsibility of the notified body

41,

4.2.

4.3.

The purpose of surveillance is to make sure that the manufacturer duly fulfils the
obhgations arismg out of the approved quality system

1The manufacturer must allow the notl_ﬁed body. access for inspection purposes to the
locations of inspection, testing and storage and provide it with all necessary

information, in particular:

- the quality system documentation;

- the technical documentation;

-~ the quality records, such as.inspection reports and test data, calibration data,

reports concerning the qualifications of the personnel concerned, etc.

"1_‘he notified body must carry out periodic audits to make sure that the manufacturer

- maintains and applies the quality system and provide the manufacturer with an audit
-report The frequency of periodic audits must be such that a full reassessment’ is

carried out every three years.
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4.4. In addition the notified body may pay unéxpected visits to the manufacturer. The
C need for such additional visits, and the frequency thereof, will be determined on the
basis of a visit control system operated by the fotified body. In particular, the
followmg factors must be consldered in the visit control system: : B o
— the category of the equipment;
T the' results of'previous surveillance'visits; ‘
S the need to 'follow up corrective- action'

- specral cond1t1ons Imked to the approval of the system where appltcable

’ 51gmﬁcant changes in manufacturlng orgamzatlon polrcy or techmques -

' Durmg such visits, the notlﬁed body may carry- out or have carrled out tests to verify -
if necessary that the quality system is. functioning correctly. The notified body must -
provide the manufacturer with a visit report and, if a test has taken place, with a test
report : : - : 3

5. The manufacturer must for a period of ten: years after 'the last of the tr'ansportable' |
pressure equipment has been manufactured hold at the disposal of the national
- authorities: ' : :
-~ the documentation referred to in _th_e second_indejntof v3.1;
- the adjustrnents referred"to in-‘the' second paragraph ‘of 3.4'

- - the decisions and reports from the nouﬁed body which are referred to in the last T
o paragraph of 3 3. the last paragraph of 3.4, and in4.3 and 4.4.

6. Each notified body must. commumcate to the Member States the relévant mformatron '
B .concerning the quallty system' approvals whrch it has wrthdrawn and, on request those

it has issued. :

.Each notlﬁed body must also comrnumcate to the other nOtlflCd bodres the relevant
1nformatxon concernmg the quallty system approvals it has w1thdrawn or refused.
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Module E1 (product quality assurance)

1. This module describes the procedure whereby the manufacturer who satisfies the
obligations of section 3 ensures and declares that the transportable pressure equipment
satisfies the requirements of the Directive which apply to it. The manufacturer, or his
authorized representative established within the Community, must affix the IT marking
to each item of transportable pressure- equipment and draw up a written declaration of |

" conformity. The IT marking must be accompanied by the identification number of the
. notified body (type A inspection body) responsible for surveillance as specified in section
5. . : o v ~ : -

2. The manufacturer must draw up the technical documentation described below.
The technical documentation must enable nn_assessment to be made of the conformity of
the transportable pressure equipment with the requirements of the Directive which apply
- to it. It must, as far as is relevant for such assessment, cover the design, manufacture
and operatron of the transportable pressure equlpment and contam L,

~ a general description of the trémsportable pressure equipment;

- -conceptual de51gn and manufacturmg drawmgs and dlagrams of components
- sub-assembhes circuits, etc.;

- descnptlons and explanatlons necessary for an understandmg of the said drawmgs and -
diagrams and the operation of the traznsportable pressure equipment; -

- a description of the solutions adopted to meet the requirements of the Directive;

- results of design calculations made, examinations carried out, etc.;

test reports.

N

3. The manufacturer must operate an approved' quality ‘systern for the final transportable
‘pressure equipment 1nspectron and testing as specified in section 4 and be subject to
surveillance as specified in section 5. |

4. Quality— system :

4.1.  The manufacturer must lodge an apphcatlon for assessment of his quality system with
a notified body of his. choice. : .

The application must ‘in‘clude:
- all relevant information on the pressure equipment concerned;

- thje documentation concerning the qhali’ty system.
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. 4.2,

LY

43,

44

- the procedures used for the joimng of par_ts;

Under the quality system each Jitem of transportable pressure equlpment ‘must be
“examined and appropriate tests must be carried out ‘in order to ensure its conformlty,

~ with the-requirements of ‘the Directive which apply to it.. All the elements,

requxrements and provisions adopted by the manufacturer must be documented in a
- systematic -and orderly  manner in the form:of written policies, procedures and
- instructions.  This . quahty system documentation' must permit - a con51stent

: 1nterpretatron of the quality programmes plans manuals and records

It must contain in partlcular an adequate descrrptlon of: .

N

. of the management with: regard to the quahty of ‘the transportable pressure
' equrpment : : _ - . :

- .the examinations and tests to be carried out after manufacture;

- .the means of monito_rin'g the effective operation of the quality system;

‘ .- the quality records, such as’ inspection' reports and test data, calibration data,

‘ reports -conc'erning the.qualifications or approvals of the personne_l concerned. .

The notified body must assess the quahty system to deterrnme whether it satlsfres the ;
requirements referred to in 4. 2 - : :

The audltmg team must have at- least one member with experrence of assessmg the

‘ transportable pressure equipment concerned. The assessment procedure must 1nc1ude--
- an 1nspectron visit to the manufacturer s premlses

The decision must be notified to the manufacturer The notification must contain the

conclusions.of the examination and the reasoned assessment dec1s1on Provrslon must

be made for an appeals procedure o

The manufacturer must undertake to dlscharge the obhgatrons arlslng from the quality
system as approved and to ensure that it remarns satlsfactory and efficient.. ‘

" The manufaCturer ‘or his authorlzed representatrve established within the Community,
must inform the notified body which has approved the .quality system of any 1ntended
ad]ustment to the quahty system :

‘The notified body must assess the proposed 'cha‘nges and decide whether the modiﬁed-

+ quality system will ‘still satisfy the requrrements referred to in4. 2 or whether a -
reassessment 1s requrred e .

It must notify its” decision to the manufacturer. The notification must contam the
conclus1ons of the examrnatlon and the reasoned assessment decision.



5.1.

5.2.

53.

5.4.

5. Surveillance under the responsibility of the notrﬁed body

‘The purpose of survelllance is to make sure that the manufacturer duly fuiﬁls the

obllgatrons arising out of the approved quahty system

The manufacturer must allow the notified 'body access for inspection purposes to the
locations of inspection, testing and storage and provide it with all necessary :
1nformat10n in particular: o

- the quality systéem documentation;

- -the technical documentation;

- the quality records, such as inspection reports and test data, cahbratron data,
reports concerning the qualifications of the personnel concerned, etc.

The notified body must carry out periodic audits to make sure that the manufacturer
maintains and applies the quality system and provide the manufacturer with an audit
report. The frequency of periodic audits must be such that a full reassessment is

carried out every three years.

In addrtlon the notified bedy may pay unexpected visits to the manufacturer The
" need for such additional visits, and the frequency thereof, will be determined on the
" basis of a visit control system operated by the notified body. In particular, the
) followmg factors must be considered in the visit control system: - ‘

- the category of the equrpment
- the results of previous surveillance_ visits;

~ the need to-follow up corrective action;

- special conditions linked to the approval of the system, where applicable;

" significant changes in manufacturing organization, policy or techniques.

During such visits the notified body may carry out or have carried out tests to verify

if necessary that the quality system is functioning correctly. The notified body must
. provide the manufacturer with a visit report and, if a test has taken place, with a test

report.

6. The manufacturer must, for a period of ten years after the last of the transportable

pressure equipment has been manufactured, keep at the ‘disposal of the - national
authorities:

the technical documentation referred to in section 2;
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— the documentation referre_d to in lthe' third indent of 4.1;

_~ the adjustmeiits referred to in the second 'paragraph of 4.4,

= the‘ decisions and reports from the notified body which are referred to in the '-last‘
paragraph of 4. 3 the last’ paragraph of 44 and in53and5.4. " :

Each notlﬁed body must communicate to the Member States the relevant information

‘concerning the quahty system approvals Wthh it has wrthdrawn and on request those

1t has 1ssued

_ _Each notrfred body must also commumcate to the other notified bOdlCS the relevant-v
' mformatron concermng the quality system approvals it has w1thdrawn or refused

Module F (product verlficatlon)

1.

Thrs module descrrbes the procedure whereby a manufacturer, or hrs authorized
representative established within the ‘Community, . ensures - and declares -that the

~ transportable pressure equipment subject to the provrslons of sectlon 3 is in conformtty
. with the type descrrbed ' . )

- in the EC type-examination c_ertiﬁcate or

- in the EC design examination certificate

" and satisﬁes the requirements- of b'the.Directive ‘which apply to'it.

The: manufacturer ‘must take all measures necessary to ensure that the manufacturrng -
- process requlres the transportable pressure equipment to comply w1th the type descrrbed

- _1n the EC type-.exammatlon certlficate or
- in the EC design examination certificate

~ and with the requirements of the Directive which apply to it.:

The manufacturer, -or his authorized representative established within the Community,
must affix the II marking to all transportable pressure equrpment and draw up a
declaration of conforrmty : ' :

The notlfled body (type A tnspectlon body) must perform the- approprrate examrnatrons o

- and tests in order to check the conformity of the transportable ‘pressure equipment with -

the relevant requ1rements of the Directive’ bv examining and testing every product in
accordance with sectlon 4. - : : .
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The manufacturer, or h1s authorized representatwe estabhshed within the Commumty,

-must keep a copy of the declaration of conformity for a period of ten years after the last

4.

4.1,
4.2.

43.

1.

of the transportable pressure equrpment has been manufactured

Verification by exammatlon and testing of each item of transportable pressure equipment
to the type and the requirements of the Directive which apply to-it. -

relating to the tests carried out.

The manufacturer, or his authorized representative éstablished within the Community,
must ensure that the certificates of conformity issued by. the notified body can be
made available on request. -

| Module G (EC unit verification)

: This module describ_es the procedure whereby the manufacturer ensures and declares that

transportable pressure equipment which has been issued with the certrflcate/ referred to
in section 4.1 satisfies the requirements of the Directive which apply-to it. The
manufacturer must affix the II marking to the transportable pressure equrpment and draw
up a declaratron of conformrty

The manufacturer must apply to a notlﬁed body (type A mspectron body) of his choice

for umt venﬁcatlon

5

The. application must contain:

- 'the name and address of the manufacturer and the location of the transportable

'~ a written declaration to the effect that a srmrlar application has not been lodged with

pressure equlpment

) another notrﬁed body,
- - technical documentation.

The technical documentation must ehable the conformity of the transportable pressure

~equipment with the requirements of the Directive which apply to it to be assessed and the

design, manufacture and operation of the transportable pressure equlpment to be '

understood
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Each item of transportable ptess,ure equipment must be individually examined and .
must undergo appropriate examinations and tests in order to verify that it conforms

~ The notified body must affix its identification number or have it afﬁxe'd.'t(') each item -
of transportable pressure equipment and draw up a written certificate of conformity



The technical documentation must contain:

—. a general description‘ of the-transportable -pressure equipment; . - -

- conceptual de51gn and manufactunng drawmgs and dlagrams of components sub-'

: assembhes c1rcu1ts etc.;

- deSCI'lptIOIlS and explanatrons necessary for an understandmg of the said drawmgs and’ '
dlagrams and the operatlon of the: transportable pressure equlpment

- results of des1gn calculatlons made exammatlons carrled out etc.;

- fest reports.

4.1

4.2,

... The notrfled body must examine the des1gn and constructron of each 1tem of transportable _

pressure equipment and ‘during manufacture perform appropriate’ tests to ‘ensure its
conformrty with the requrrements of the Directive whlch apply to it. :

The notified body must affix its 1dent1f1catlon number or have it afflxed to the
transportable pressure equipment and draw up a certlfrcate of conformity for the tests.
" carried out. This certlflcate must-be kept for a perrod of ten years ' )

The manufacturer, or h1s authorlzed representatrve established wrthln the Commumty,if’
" must ensure- that the declaration of conformity and certlflcate of conform1ty issued by
‘the notified body can be made avallable on request

. Module H (full quahty assurance)

1

Thts module descrlbes the procedure whereby the .manufacturer who satlsfres the
obligations of section 2 ensures and declares that the. transportable pressure equipment .

-in question satisfies the requirements of the Directive which apply to it. The

~ affix the IT marking to each item of transportable pressure equipment and draw up a -

manufacturer, or-his authorized- ‘representative established within. the Communlty, must

written - declaration of conformity. The I markmg must be accompanied by the .
identification number of the notified body. (type A 1nspect10n body) responsible for the - -

, surverllance referred to m sectlon 4

The manufacturer must unplement an approved quality system for de51gn manufacture '

~ final mspectxon and testing as spec1ﬁed in section 3 and be subject to survelllance as
specrfled in section 4. : '

: 3.1.‘_

Quallty system . T

The manufacturer must lodge an apphcatlon for assessment of his quahty system w1th"_
a not1f1ed body of his chmce :
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3.2.

3.3

The application must include:

- all relevant information concerning the transportable pressure equipment in
- question;

- theidocumentation‘ concerning the quality system.

The quality system must ensure comphance of the transportable pressure equrpment
with the requirements of the Directive which apply to it.

All the elements, requirements and provisions adopted by -the manufacturer must be

documented in a systematic -and- orderly manner-in the form of written policies,
procedures and instructions. This quality system documentation must permit a
consistent interpretation of the procedural and quality measures such as programrnes

plans, manuals and records. .

"It must contain in p'artic_ular an adequate description of:

- the quality objectives and the organizational structure, responsibilities and powers
of the management with regard to the quahty of the design and to product quality;

- the techmcal desrgn specrﬁcations 1ncludmg standards that will be applied

~-- the design control and de51gn verification techniques, processes and systematic
measures that will be used when designing the transportable pressure equipment;

~ the corresponding manufacturing, quality control and quality assurance
techmques processes and systematic measures that will be used;

- the examinations and tests to be carried out before, during, and after
~ manufacture, and the frequency with which they will be carried out;

- the quality records, such as inspection reports and test data, calibration data,
* reports conceming the qualiﬁcations or approvals of the personnel concerned;

— the means of monitoring the achievement of the requrred transportable pressure
" “equipment desrgn and quality and the effective operatron of the quality system.

The notified body must assess the quahty system to determine whether it satisfies the
requirements referred to in 3.2.

-

. The auditing team must have at least one member with experience of assessing the

transportable pressure equipment concerned. The assessment procedure must include
a visit to the manufacturer S premrses :
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3.4,

The dec1s1on must be notrﬁed to the manufacturer The notification must contain the

concluswns of the examination and the reasoned assessment decrsron Prov1sron must .

'Abe made for an appeals procedure

The manufacturer must undertake to fulﬁl the obhgations arising out of the quality

‘system as approved and to ensure that 1t remains satisfactory and efﬁcrent

The manufacturer or his authorized representative es‘tablished within the Comrhunity,

must inform the notified body that has approved the quahty system of any intended

adjustment to the quahty system , B o . -

The notified body ‘must-assess the proposed changes and decide whethet the modlﬁed‘ _

'quality system will still satisfy the requrrements referred to in 3.2 or whether a

reassessment is required.

It must notlfy its dec1si_on to.the manufacturer. The notification must contain the

a conclusions of the examination and the reasoried assessment decision.

4. Surveillance under the respon51b111ty of the notlﬁed body

4.1

42,

4.3.

4.4.

. The purpose of this surveillance isto make sure that the manufacturer duly fulﬁls the.
L obhgations arising out of the approved quahty system

The manufacturer must allow the notified body access for 1nspect10n purposes to the
locations of design, manufacture,’ 1nspection testing and storage and pr0v1de it with _

all necessary 1nformat10n in partlcular '

- the quahty system documentatlon

~

- the quahty records prov1ded for in the de51gn part of the quahty system such as

results of analyses, calculations tests etc.;

- the quality records provided for in the manufactUring p'ar't of the quality system 3

such as ‘inspection reports and test data, calibration data, reports concermng the
: qualificatrons of the personnel concerned etc '

The notlfled body must carry out periodic audlts to.make sure that the manufacturer
maintains-and applies the quality system and prov1de the manufacturer with an audit.
report. - The frequency of periodic audtts must be such that a full reassessment is
carr1ed out every three years :

‘In addition ‘the notlﬁed body may pay’ unexpected v1s1ts to the manufacturer The

need for such additional visits, and the frequency thereof, will be determined on the '

~ basis of a visit control system operated by.the notified body. In particular “the
. following factors must be con31dered in the vxsrt control system: .
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- the cate'gory‘ of the equipmenti
~ the results of previous surveillauce visits;,
— . the need to followup corrective action;

v - special couditidns linkeri to th"e" approval of the system,_ where applicable;
- ‘significant changes in manufaeturing organization, policy 6r techniduea. .

During such visits the notified body may carry out or have carried out tests to verify
if necessary that the quality system is functioning correctly. The notified body must _
+ - provide the manufacturer with a visit report and, if a test has taken place, witha test
‘report..

5. The manufacturer must, for a period of ten years after the lasf of the transportable
pressure equipment has been manufactured keep at the dlsposal of the national
authorities: '

- the documentation referred to in the second indent of the second subparagraph of I3.,1;
- the adjustments referred to in the second subparagraph of 3.4,

- the decisions and reports from the notified body which are re'ferred to in the last
- subparagraph of 3.3, the last subparagraph of 3.4, and in 4.3 and 4.4.

6." Each notified body must communicate to the Member States the relevant information -
concerning the quality system approvals which it has withdrawn, and, on request, those
it has issued. ‘

Each notified body must also communicate .to the other notified bodies the relevant
.information eoncerning'. the quality system approvals it has withdrawn or refused.

Mudule Hi (full qualiiy assurance with design examinaﬁon and special surveillance of
the final test)

1. .'In addition to the requirements of module H, the following apply:
) (a) the rﬁariufacturer must lodge an application for examination of the design with the
notified body (type A inspection body); -

(b) the application must enable the design, manufacture and operation of the
transportable pressure equipment to be understood, and enable conforrmty wrth
the relevant requlrements of the Directive to be assessed.
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It must include" : : -

©

@

the techmcal desrgn spemﬁcatlons mcludmg standards Wthh have been applied;

~ the necessary supportrng evidence for therr adequacy Th1s supportlng ev1dence _’"
- must include the results of tests’ carried out by the approprlate laboratory of the
'manufacturer or on his behalf ‘ S ’

.the notified body must ex‘amine the application and where the design meets the

provisions of the Dlrectlve which apply to it issue an EC design-examination
certificate to the applr_cant The certificate must contdin the conclusions of the
examination, the conditions for its validity, the necessary ‘data for 1dent1ﬁcatron ,
of the approved design.and, if relevant, a descnptlon of the functlomng of the

: transportable pressure equlpment

the applicant ~must inform ‘the 'notified - : -body that - has = issued - the
EC desrgn-exammatlon certificate of all modifications to the approved design.

- Modifications to the. approved design must receive additional approval from the -

notified body that issued the EC demgn—examrnaﬂon certificate where they: may
affect conformity with the requirements of the Directive or the prescribed

| conditions for use of the transportable pressure equipment.  This additional
. approval must be given in the form of an addltron to the orlgmal EC

_ desrgn-exammatron certlﬁcate

@

’each not1ﬁed body must also communicate to the other notified bodies the relevant
. information concerning. the EC de51gn-exam1nat10n certlflcates it has w1thdrawn

or refused R : . .

Final assessment is subject to’ mcreased surveillance in thé form of unexpected visits

by the notified body. In the course of such visits, the notified body must conduct
exammatlons on the transportable pressure equlpment ‘ :

oY
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ANNEX V

- PART I |
PROCEDURES FOR PERIODIC INSPECTION

Module 1 (periodic inspection of product)

1.

3.1.

- 3.2,
- affixed to each product being periodically inspected immediately after the date of
periodic inspection and draw up a written certificate of conformity.

3.3.

This module describes the procedure whereby an owner enSures and declares that the

transportable pressure equipment subject to the provisions: of section 3 continues-to

meet the requu'ements of this Directive.

' The owner must take all measures necessary to'.ensure that the conditions of use and

of maintenance, in particular during filling, assure the continued conformity of the

* transportable pressure equipment with the requirements of this Directive. The owner,

or his authorised representative established within the Community, must affix the date

of his periodic inspection alongside the II marking to all transportable pressure _'

equipment and draw up a declaration of conforrmty

| The mspecnon body (type A,\B or C) must perform the appropriate examinations and
“tests in order to check the conformity of the transportable pressure equipment with the
- relevant requuements of the Directive by examining and testing every product. -

All transportable pressure equlpment must be examined 1nd1v1dually and appropnate
tests, as set out in the Annexes to Directives 94/55/EC and 96/49/EC, must be carried
out in order to verify their conformity with the requlrements of those Directives.

The’ mspectlon body (type A, Bor C) must affix its identification number or have it

The owner must keep a copy of the declaration of conformity required under section
2, as well as the certificate of conforrmty required under section 3. 2. until at least the

- next periodic inspection..
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Module 2 ‘;_(pe‘riodic inpection 'through quahty assuran_ce)

1.

3.1. |
- of his quality system for the transportable pressure equrpment wrth a notlﬁed body of L

This module. describes the -procedure whereby the owner. or his authorised

. representative who satisfies the obligations of section 2 ensures and declares that the
‘transportable pressure equipment continues to meet the requirements -of the Directive.
. The ownér or his authorised representatlve established in the Commumty must affix the -
.date of periodic inspection alongside the IT marking to all transportable. pressure -

equipment and draw up a declaration of conformity. The date of periodic inspection
must be accompanied by the identification number- of the notified body (type A
mspectlon body) responsrble for surverllanee as specified in pomt 4. ‘

. The OWner or his authorised representatrve must operate an approved quality' s'ystem'
for the periodic inspection and tests of the equipment as spemﬁed in sectlon 3, and -be
- subject to survelllance as specified in'point 4. ~ : '

- Quality ~system -

-

The owner or: his authorlsed representatlve must lodge an apphcatlon for assessment

. his chorce

32

‘ The'applieation must inelude:

= Lall relevant information on the transportable pressure equlpment bemg submrtted

for periodic 1nspectron,, ‘

- the doeurnentation regarding the quality system.

,Under the quahty system ‘each item of transportable pressure, equrpment must be."

examined and .appropriate tests must be carried out in order to ensure its conformrty .
‘with the requirements set out in the Annexes to Directives 94/55/EC and 96/49/EC.
All the elements, requlrements and provrslons adopted by the manufacturer must be -
documented in a systematic and orderly . manner in the form of wrrtten policies,

' prccedures and instructions. - This quallty system documentation must permit- a‘>

consistent 1nterpretatron of the quality programmes plans manuals and records

It must’ contam in partrcrlar an adequate descrrptron of: o

-+ the quahty objectlves and the organrsatronal structure, responsrbrhtres and powers

" of the management w1th regard to the qualrty of the transportable pressure -
equrpment - : : »

- . o

- the exammatlons and tests to be carrled out for the perlodrc 1nspectlon

- the means. of momtormg the effectrve operatron of the quahty system
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3.3

34

4.1

4.2

- the quality records, such as inspection reports and test data, calibration data,

reports conceming the quali‘ﬁcations or approvals of the personnel concerned.
The notified body must assess the quahty system to determine whether it satlsﬁes the
requn‘ements referred to in section 3.2. :

"The audltmg team must have .at least one member with experience of assessing the

transportable pressure equipment concerned. The assessment procedure must mclude

- an mspectxon visit to the manufacturer s premrses

The decision, must be notified to the owner or his authonsed representatxve The
notification must contain the conclus1ons of the examination and the reasoned

. assessment dec1s1on

' The owner or his authorised representative must undertake to discharge the obligations

arising from the quahty system as approved and to ensure that it remams satlsfactory
and efficient. :

The owner or his authorised representative must inform the notified body which has
approved the quality system of any intended adjustment to the quality system.

The notified body must assess the proposed changes and decide whether the modified
quality system will still satisfy the requirements referred to in section 3.2 or whether

a reassessment is required.

It must notify its decision to the owner or his authorised representative.  The

. notification must contain the conclusions of the exammatlon and the reasoned

assessment decision.
Surveillance under the re'spons‘iblity of the notified body

The purpose of survefllance is to make sure that the owner or his 'authorised
representative duly fulfils the obligations arising out of the approved quality system.

The owner or his authorised representative must allow the notified body access for.

. inspection purposes to.the locations of inspection, testing and storage and provide it

with all necessary information, in particular:

- the quality system documentation;

- the technical documentation;

- the quality records, such as inspection reports and test data, reports concerning
" the quahflcatlons of the personnel concerned, etc
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4.3

The notlﬁed body must carry out periodic audxts 1o make sure that the owner or his |
" authorised representative maintains and applies the quality system and provrde the

’ owner or his authonsed representatlve wrth an audit report.

44

In addition the notrﬁed body may pay unexpected v1s1ts to the owner or h1s authorrsed .
_ representative. Durmg such visits, the notified body may carry out or have carried out
' tests to verify if necessary that the quality system is functioning correctly The notified
‘body must provide the owner or his authorised. representatlve w1th a v1s1t report and,

if a test has taken place with a test report

The owner must, for a perrod of ten‘years from the date of the last perrodlc inspection
of the transportable pressure equipment, hol_d_ at the disposal of the national authorities:

- the documentation—referred to in the second'indent of 3.1;

- the adjustments referred to in the second paragraph of 3.4;

\

e the decxsrons and reports. from the notified body Wthh are referred to in the lasti '

‘paragraph of 3.4, and in 4 3 and 4.4.
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'ANNEX VI

~ MODULES TO BE FOLLOWED" FOR CONFO'RMITY'ASSESSMENT

The following table indicates which modules of conformity éssessment in accordance with
Annex V, part I shall be followed for transportable pressure equxpment prowded for under
Amcle 2. :

Type of tfansportable pressure equipment Moddieé -

-Réccptacles_ of Class 2 (not more than 100 MPa.litre) Al, or
- ‘ S " Bin combmauon w1th C1
- Receptacles of Class 2 (100 —.300 MPa litre) H, or

B in combmatlon w1th E; or -
B in combination with C1-

Receptacles of Class 2 (more than 300 MPa.litre), G, or

. including demountable tanks, tank containers - HI, or ,
portable tanks), tanks of tank wagons, tanks of - B in combination with D, or

~battery vehicles, tanks of tank vehicles . B in combination with F
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. . ANNEXVH
MARK OF CONFORMITY '

: The cdnformity markf sha_ll take the following form : .

-

. If the mark is reduced or enlarged, the propdrtiqns of the above draWirig must be respeéted. o

- The various components of the mark have sﬁbstantially ﬁhe same vertical dimensions, which -

- may.not be less than 5 mm.

~ This minimum dimension may be waived for small-scale devices.

~
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