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the procedure for dismantling and decommis-

Royal Decree 1836/1999, of December 3",
approving the Regulation on Nuclear and
Radioactive Facilities

sioning permits.

CONSOLIDATED TEXT
Latest modification: March 8" 2014

The Regulation on nuclear and radioactive fa-
cilities currently in force was approved by De-
cree 2809/1972, of July 21% of that year. Since
then, various standards have been published that
have modified the reference framework govern-
ing the activities of the different bodies of the
Administration. The passing of Law 15/1980, of
April 22™ which created the Nuclear Safety
Council as the organisation solely responsible for
nuclear safety and radiological protection, makes
it especially necessary to completely revise the
text approved in 1972.

Events that also make such revision advisable
are the establishment of the State of Au-
tonomous Communities and the transfer to these
Communities of certain functions and services;
Spain’s joining the European Community; the
passing of the Industry Act, Law 21/1992, of July
16™, Law 6/1997, of April 14", on the Organisa-
tion and Operation of the General State Admin-
istration, which integrates the territorial services
of this General Administration in the Regional
Councils of the Government, and Law 30/1992,
of November 26", on the Legal System of Pub-
lic Administrations and General Administrative
Procedure, modified by Law 4/1999, of January
13" and the publication of Royal Legislative De-
cree 1302/1986, of June 28" on the assessment
of environmental impact.

As regards nuclear facilities, the main modifica-
tions introduced relate to the adaptation of the
documentation required in the different phases
of authorisation, the replacement of successive
extensions to provisional operating permits with
term-based operating permits and regulation of

The determination of the documentation re-
quired for the different permits has been made
on the basis of the evolution of safety require-
ments over the period of validity of Decree
2869/1972, of July 21%, approving the Regulation
now repealed, which have been established case
by case by way of Resolutions of the Ministry
of Industry and Energy and, since its constitu-
tion in 1981, by the Nuclear Safety Council.

As regards the replacement of the successive ex-
tensions to provisional operating permits, the
regulation now repealed was the result of the
scanty experience of nuclear power plant oper-
ation that was available in Spain in 1972. As a
precautionary measure, the legislator introduced
at that time the concept of the provisional op-
erating permit as an alternative to the granting
of a definitive operating permit, in order to pro-
vide the control bodies of the Administration
with sufficient time to obtain the basic data re-
quired to assess the safety of the facility in ques-
tion. National and international experience in
this field points to the advisability of replacing
these permits with an operating permit subject
to a fixed period of validity, provisional only dur-
ing such time as might be necessary for per-
formance of the programme of nuclear tests.

The Regulation repealed contained no forecasts
for the dismantling and decommissioning phas-
es of nuclear and radioactive facilities, for which
reason it is appropriate that the text approved
address all the procedures to be adhered to and
documentation to be provided by the licensees.

Another modification that affects especially
waste disposal facilities, nuclear reactors and
critical assemblies for research purposes is the
inclusion of the need to obtain a preliminary au-
thorisation, since it is obvious from experience



and as a result of the legislation on the decla-
ration of environmental impact that, like other
nuclear installations, these facilities should be
subjected to the entire regulatory process.

As regards radioactive facilities, two main mod-
ifications have been introduced. One derives
from the application of European Union stan-
dards, especially Council Directive 96/29/EU-
RATOM, of May 13" which establishes basic
standards relating to the protection of the health
of the workers and the general public against
the risks posed by ionising radiations and up-
dates the activities of radionuclides exempted
from administrative controls, this affecting the
classification of these facilities in categories and

exempted installations and activities.

The second modification refers to the adminis-
trative arrangements applicable to these facili-
ties, which are now graduated differently from
what was contemplated in the Regulation now
repealed. The procedures and documentation
now required for nuclear fuel cycle radioactive
facilities are the same as those required for nu-
clear installations.

For other radioactive facilities the procedures are
significantly simplified and are now reduced to
a single request or application that leads to the
granting of an operating permit.

The need to obtain a manufacturing permit
refers only to items of equipment incorporating
radioactive materials or producing ionising radi-
ations. As regards the approval of types of ap-

paratus producing ionising radiations for their
use to be exempt from authorisation as ra-
dioactive facilities, appendix II updates and re-
vises the regulations established in this respect
in the Order of March 20" 1975, adapting them
to the provisions set out for this type of excep-
tions in the European Union Directive.

The text of the Regulation now includes proce-
dures for the authorisation of technical assis-
tance and sales companies operating in the field
of radioactive facilities, extending the rules es-
tablished in Royal Decree 1891/1991, of De-
cember 30", and complementary provisions re-
ferring to radiodiagnosis facilities.

Also incorporated is the need for companies
transporting nuclear substances and radioactive
materials to be included on a Register to be set
up by the Directorate General for Energy.

Finally, it should be pointed out that the project
covering the present provision has been report-
ed to the Commission of the European Union,
in accordance with what is set out in article 33
of the Treaty establishing the European Atomic
Energy Community (EURATOM).

Pursuant to the above, in response to a proposal
by the Ministry of Industry and Energy, in keep-
ing with the regulation proposed by the Nuclear
Safety Council, with the approval of the Minis-
ter of Public Administrations, in agreement with
the Council of State, and following deliberation
by the Cabinet of Ministers during its meeting
of December 3™ 1999,



I HEREBY ORDAIN AS FOLLOWS:

Single Article. Regulation on nuclear and ra-
dioactive facilities

The Regulation on nuclear and radioactive fa-
cilities attached hereto is hereby approved.

Derogatory provision
Single. Repeal of standards

Decree 2869/1972, of July 21%, approving the
Regulation on nuclear and radioactive facilities,
the Order of the Ministry of Industry of March
20" 1975 on the homologation of radioactive ap-
paratus and all standards of equal or lower rank
contradicting or opposing the provisions of the
present Royal Decree are hereby made null and
void.

Final provisions
One. Development of precepts

The Minister of Industry and Energy is autho-
rised to approve whatever provisions might be

required for the application and development of
what is set out in the present Regulation.

The Nuclear Safety Council may draw up tech-
nical standards or guidelines to facilitate the ap-
plication of this Regulation.

Two. Basic nature

The present Regulation is a basic standard and
is drawn up pursuant to the provisions of arti-
cles 149.1.16.a and 25.a of the Constitution.
Three. Entry into force

The present Royal Decree shall enter into force
on the day following its publication in the Offi-
cial State Gazette.

Given in Madrid on December 3" 1999.

JUAN CARLOS R.

The Minister of Industry and Energy,
JOSEP PIQUE I CAMPS



Regulation on Nuclear and Radioactive
Facilities

Title I. General provisions

Single chapter
Application of the Regulation

Article 1. Objective

The objective of this Regulation is to regulate
the system of administrative authorisations for
both nuclear and radioactive facilities and other
specific activities relating to the application of
ionising radiations. It also covers the system of
personnel accreditations, the obligations of the
licensees of the facilities and inspection and con-
trol activities, all the above in accordance with
the Nuclear Energy Act, Law 25/1964, of April
29" Law 15/1980, of April 22", creating the Nu-
clear Safety Council, and the provisions of Eu-
ropean Community and national legislation on
projects subject to the assessment of environ-
mental impact.

Article 2. Competent authorities *

1. The application of the precepts of this Regu-
lation corresponds to the Ministry of Industry,
Energy and Tourism and to the Nuclear Safety
Council, without prejudice to the competences
of other departments and of the autonomous
communities.

2. The executive functions that in this Regula-
tion correspond to the Ministry of Industry, En-
ergy and Tourism, in relation to second and third
category radioactive facilities, shall be under-
stood to be attributed to the autonomous com-
munities when the said functions have been
transferred to the latter.

3. The operating permits for second and third
category radioactive facilities shall be valid for
the entire Spanish territory. Without prejudice to
the above, licensees planning to carry out any
of the activities for which they are authorized in
any specific part of the said territory shall noti-
fy the competent territorial Administration in
writing and may initiate the activity in question
as from the moment of notification.

Article 3. Register of radioactive facilities

1. All authorised facilities shall be entered on
the Register of Radioactive Facilities» kept by the
Directorate General for Energy. The Ministry of
Industry and Energy shall periodically issue in-
formation on the content of the said register to
the competent bodies.

2. At least once every month the autonomous
communities shall notify the Ministry of Indus-
try and Energy of the authorisations that they
have issued, and may set up their own registers
within their territory and realm of competence.

Article 3 b. Obligation to inform

1. Administrations competent to grant permits
or approve significant modifications to facilities
or activities that, in view of their characteristics
or situation, might imply an impact on a first
category nuclear or radioactive facility shall,
prior to granting such permit or modification,
provide the Nuclear Safety Council with the
corresponding safety report or sufficient infor-
mation on the matter for the said public body
to issue its mandatory report, which shall be
binding in the terms established by Law
15/1980, of April 22" creating the Nuclear Safe-
ty Council.

* Royal Decree 177/2015, of March 13", modifying the Regulation on nuclear and radioactive facilities, for adap-
tation to Law 20/2013, of December 9", guaranteeing the unity of the market.



2. If the Nuclear Safety Council were to con-
clude from its evaluation of this information that
an increase in the risk of the nuclear or ra-
dioactive facility as a result of the new installa-
tion or activity, or modification of the existing
installation or activity, cannot be ruled out,
measures might be developed for implementa-
tion at both the nuclear or radioactive facility
and non-nuclear facility or activity.

If the notification contemplated in the previous
section were not to occur, the Nuclear Safety
Council might officially contact the bodies of the
competent Administration to obtain the infor-
mation required to draw up the said report.

The bodies referred to above, in collaboration
with the Nuclear Safety Council, shall establish
communication protocols that ensure that the es-
tablishments thus determined and first category
nuclear and radioactive facilities considered ad-
equately exchange the data required to allow the
licensees to take into consideration the nature
and magnitude of the general risk of a serious
accident in their severe accident prevention poli-
cies, safety management systems, safety reports
and site emergency plans.

Article 4. Submittal of applications

1. Applications for the permits granted by the
Ministry of Industry, Tourism and Trade shall be
addressed to this Ministry and shall meet the re-
quirements set out in article 70 of the Law on
the Legal System of Public Administrations and
General Administrative Procedure. Such applica-
tions shall be accompanied by the documenta-
tion established in each particular case.

If the Ministry of Industry, Tourism and Trade
considers the documentation submitted to be in-
complete or its content insufficient, it shall re-
quire the submitting party to complete, clarify
or extend it within ten days.

2. The said Ministry shall provide a copy of all
the documentation to the Nuclear Safety Coun-
cil for the preparation of its mandatory report.

Likewise, and in accordance with the provisions
of article 28 of the Nuclear Energy Act, Law
25/1964, of April 29", it shall where appropri-
ate submit a copy of all the documentation to
those autonomous communities that have com-
petences in town and country planning and the
environment and in whose territory is located
the facility or the planning area foreseen in the
basic standards on planning for nuclear and ra-
diological emergencies, in order to allow these
communities to present allegations within one
month, as established in article 12.3 of this

Regulation.
Article 5. Renewal of permits

1. The renewal of permits shall be governed by
the same procedure as that by which they were
originally granted, attaching updated versions of
the documents on which such granting was based
or, where appropriate, whatever documentation
might be determined for each authorisation.

2. In the event of renewal of permits for nu-
clear facilities, the Nuclear Safety Council re-
port shall be submitted to the Ministry of In-
dustry, Energy and Tourism at least one month
prior to the date of expiry of the permit in
force. This term shall not be applicable in the
event of renewal of the operating permit fol-
lowing shutdown as envisaged in section 1 of
article 28.

Article 6. Mandatory reports

1. The reports of the Nuclear Safety Council for
the granting of permits for nuclear and radioac-
tive facilities and the manufacturing of appara-
tus, equipment or accessories generating ionis-

ing radiations shall in all cases be mandatory



and, furthermore, binding when negative or
denying such award or as regards the conditions
established when positive.

2. The procedures in which such reports are to
be issued may, exceptionally, be suspended by the
competent body for resolution, either indefinitely
up to the time of their issuing or for such period
as is considered adequate for their issuing, with
the reasons for suspension being justified.

3. Permits or licences to be granted by any pub-
lic Administration may not be denied or condi-
tioned for reasons of nuclear safety or radio-
logical protection, all decisions in this area
corresponding solely to the Nuclear Safety
Council.

4. Within its realm of competence the Nuclear
Safety Council may issue complementary tech-
nical instructions directly to the licensees, in or-
der to guarantee that the safety requirements
and conditions applicable to the facilities are
maintained and for better compliance with the
requirements established in the corresponding
permits.

5. The Nuclear Safety Council may interrupt on-
going work in the event of anomalies appear-
ing and affecting nuclear safety, until such
anomalies are corrected, and may propose can-
cellation of the permit if the anomalies are not
susceptible to correction. Likewise, it is autho-
rised to suspend the operation of facilities or
activities for nuclear safety and radiological pro-
tection reasons.

6. The Nuclear Safety Council may require what-
ever additional documentation it considers to be
necessary in relation to nuclear safety and radi-
ological protection and shall, following the ap-
propriate studies and consultations, issue the
corresponding report, which shall be submitted
to the Ministry of Industry and Energy.

Article 7. Granting of permits

Following reception of the report from the Nu-
clear Safety Council, and the corresponding de-
cisions and reports, the Ministry of Industry,
Tourism and Trade will adopt the appropriate
resolution. The maximum period for notification
of this resolution shall be six months, unless the
suspension referred to in section 2 of the pre-
vious article is applicable, in which case the
aforementioned maximum period shall be ex-
tended by the period of suspension.

The authorisations granted shall identify the fol-
lowing:

a) Licensee of the permit.

b) Location of the facility.

¢) Activities that may be performed under the
permit granted.

d) Period of validity and conditions for renew-
al, where appropriate.

e) Purpose of the facility and, where appropri-
ate, its basic characteristics.

f) When applicable, nuclear substances and
other materials and equipment producing
ionising radiations whose possession or use
is authorised.

g) Official documents under which the corre-
sponding permit is granted and procedure for
its revision.

h) Requirements regarding personnel licences
for operation of the facility.

i) Guarantees to be contracted by the licensee
with respect to civil liability for nuclear dam-
age to third parties.



j) Limits and conditions regarding nuclear safe-
ty and radiological protection.

k) Other conditions that might be appropriate
to the case.

Article 8. Licensee’s responsibilities

1. The licensee of each permit shall be respon-
sible for the safe operation of the facility or ac-
tivity, in all cases in accordance with the provi-
sions of the official documents under which the
permit is granted. The licensee shall be respon-
sible for applying this documentation and keep-
ing it updated, for informing the Ministry of In-
dustry, Tourism and Trade and the Nuclear
Safety Council of whatever issues might affect
the conditions of the permit or nuclear safety
and radiological protection and, in general, for
meeting the requirements of the regulations in
force. The licensee shall also be responsible for
the facility in whatever emergency situations
might arise.

The licensee shall guarantee that all physical or
legal persons intervening as contractors or sub-
contractors also meet the requirements of the
previous paragraph, in the cases corresponding
to them.

2. As regards safeguards and the physical pro-
tection of nuclear materials, the licensee shall be
obliged to carry out activities relating to the
monitoring, control and custody of these mate-
rials, to allow for the performance of whatever
inspections and checks might be necessary,
when these arise as a result of the commitments
made by the Spanish State or of internal stan-
dards, and to inform the authorities of any rel-
evant event, in keeping with the specific stan-
dards applicable in this area.

3. The licensee shall continuously strive to im-
prove the nuclear safety and radiological pro-
tection conditions of his facility. In this respect

he shall analyse technical improvements and ex-
isting practices, in accordance with the require-
ments established by the Nuclear Safety Coun-
cil, and implement those considered most
adequate by the latter.

The Nuclear Safety Council may at any time re-
quire the analysis of the licensee for the imple-
mentation of improvements to nuclear safety and

radiological protection.

4. The licensees of nuclear or radioactive fa-
cilities or of activities relating to ionising radi-
ations shall be responsible for their safety. With
this ain in mind, the organisations responsible
for the management of these facilities or activ-
ities shall avail themselves of human and/or
material resources suitable for the maintenance
of conditions of safety and, in this respect, shall
require that all personnel performing services
in such nuclear and radioactive facilities whose
work is related to nuclear safety, radiological
protection or physical protection, or whose
activity might in some way interfere with the
operation of the facility, meet the mandatory
conditions of physical and psychological suit-
ability to safeguard nuclear and radiological
safety.

In this respect and regardless of their legal re-
lationship with the facility, these personnel may
be subjected to preventive analyses and controls
to detect the consumption of toxic substances
or drugs, these consisting of the performance
of certain tests under the direction of profes-
sionally accredited personnel. The tests shall be
performed on the basis of criteria of propor-
tionality in relation to their objectives, with the
minimum risk and maximum indemnity possi-
ble for the health of the individual affected and
the right to information on the tests to be per-
formed and their results, in all cases with full
respect for the dignity, intimacy and integrity of
the person.



The measures adopted shall be duly reported
to the representatives of the workers of the
facility, respecting the confidentiality of the re-
sults obtained.

What is contemplated in the previous paragraph
is understood to be without prejudice to other
corporate obligations arising from the health and
safety standards applicable at the work centre.

Article 8 b. Reporting of deficiencies

In accordance with the provisions of article 13
of Law 15/1980, of April 22™, creating the Nu-
clear Safety Council, and as regards the obliga-
tion of persons at the service of nuclear and ra-
dioactive facilities to inform the licensees of any
event that might affect the safe operation of such
facilities or radiological protection:

a) The licensee shall establish a procedure to
guarantee that all the personnel of the facility’s
organisation, and of contractor companies and
external companies rendering services at the fa-
cility, notify the licensee of those deficiencies
and malfunctions that, in the opinion of the no-
tifying party, might affect nuclear safety or radi-
ological protection, all the above without preju-
dice to the general rights of citizens established
in the corresponding laws.

This procedure shall be additional to the habit-
ual reporting channels and may be used at the
choice of the notifying party. Likewise, the no-
tifying party may make use of this procedure if,
having reported a deficiency using the habitual
channels of communication, he were to con-
clude that his denouncement or claim had not
received sufficient attention.

The procedure should include attention to all
communications, regardless of whether the no-
tifying parties are identified or anonymous, and
the communications shall be included on a num-

bered and dated register with a copy of the no-
tifications received and a reference to the infor-
mation provided in response and the verification
measures or steps taken as a result. Radioactive
facilities having scientific, medical, agricultural,
commercial or industrial functions, as described
in Title IIT of this Regulation, may opt to regis-
ter these notifications and the responses and ver-
ification measures or steps taken in the opera-
tions log referred to in Title VI of this Regulation.

If identified, the notifying party shall receive a
written response from the licensee of the facili-
ty within 7 working days with information on
the measures adopted or foreseen.

Following this period, without the licensee hav-
ing provided a written response to the notifying
party, the latter shall transmit the information in
question to the Nuclear Safety Council.

The procedure shall guarantee the existence of
an abbreviated arrangement for cases in which
the notifying party considers there to be reasons
for urgency, in which respect the licensee shall
be obliged to reply to the notifying party imme-
diately, and the latter may, if he considers it to
be appropriate, transmit the information to the
Nuclear Safety Council at the moment of identi-
fying the deficiency or malfunction appreciated.

Without prejudice to the above, Law 30/1992, of
November 26", on the Legal System of Public
Administrations and General Administrative Pro-
cedure shall be applicable as a supplementary
measure in this area.

b) The exercising of this right shall not imply
any adverse effects for the worker in his job
post, other than in those cases in which he were
determined to have acted in bad faith.

Any decision taken by the licensee that implies
any damage or harm to the labour-related rights



of workers who have exercised the right con-
templated in this article shall be considered null
and void.

Article 9. Coverage of risks

1. In no case shall the entry of nuclear sub-
stances or other radioactive materials into nu-
clear or radioactive facilities or the operation of
such facilities be permitted without the cover-
age of nuclear risks being guaranteed in accor-
dance with the provisions in force.

2. (Repealed)

3. Any variation, suspension or cancellation of
the coverage of nuclear risk shall be reported im-
mediately by the operator to the Directorate Gen-
eral for Energy and the Nuclear Safety Council,
the said Directorate General being responsible
for determining how to proceed in each case.

Article 10. Infringements

Any infringements of the provisions of the pres-
ent Regulation shall be penalised in accordance
with chapter XIV of the Nuclear Energy Act, Law
25/1964, of April 29", modified by the fifth ad-
ditional provision of the Electricity Industry Act,
Law 54/1997, of November 27".

b) Nuclear reactors: any structure containing nu-
clear fuels arranged in such a manner as to al-
low for a self-sustaining process of nuclear fis-
sion without the need for any additional source
of neutrons.

¢©) Manufacturing facilities using nuclear fuels to
produce nuclear substances and facilities for the
treatment of nuclear substances, including facil-
ities for the treatment or reprocessing of irradi-
ated nuclear fuels.

d) Facilities for the storage of nuclear sub-
stances, with the exception of locations at which
these substances are stored incidentally during
transport.

e) Devices and facilities using nuclear fusion or
fission reactions to produce energy or with a
view to producing or developing new energy
sources.

Article 12. Required authorisations

1. Nuclear facilities will require the following
authorisations, as appropriate:

a) Preliminary or site authorisation: this is an of-
ficial recognition of the proposed objective and
of the suitability of the selected site, granting of
which entitles the licensee to request a permit
for construction of the facility and to initiate the

Title 1l. Nuclear facilities preliminary infrastructure works authorised.

Chapter |
Classification and permits

b) Construction permit: this entitles the licensee
to initiate the construction of the facility and to

Article 11. Definitions
The following are nuclear facilities:
a) Nuclear power plants: any fixed facility for

the production of power by means of a nuclear
reactor.

apply for the operating permit.

¢) Operating permit: this entitles the licensee to
load the nuclear fuel or to introduce nuclear sub-
stances in the facility, to carry out the nuclear
testing programme and to operate the facility
within the conditions established in the permit.
This permit will first be granted provisionally,



until such time as the nuclear tests have been
successfully completed.

Likewise, and without prejudice to its eventual-
ly being renewed in accordance with the provi-
sions of section 1 of article 28, this permit enti-
tles the licensee, on shutdown of the activity for
which the facility was originally conceived and
in the terms established in the declaration of
such shutdown, to carry out the operations im-
posed by the Administration prior to the grant-
ing of the dismantling permit or the dismantling
and decommissioning permit in the case of fa-
cilities for the definitive disposal of spent nu-
clear fuel or radioactive waste.

d) Modification permit: this entitles the licensee
to introduce modifications in the design of the
facility or to its operating conditions, in those
cases in which the criteria, standards and con-
ditions on which the operating permit is based
are altered.

e) Modification performance and assembly per-
mit: this entitles the licensee to initiate the per-
formance, execution and assembly of those
modifications that, in view of their large scope
or because they imply significant works and as-
sembly operations, need to be expressly autho-
rised, in the opinion of the Directorate General
for Energy Policy and Mines or the Nuclear Safe-
ty Council.

f) Dismantling permit: on expiry of the operat-
ing permit, this entitles the licensee to initiate
activities for decontamination, the disassembly
of equipment, the demolition of structures and
the removal of materials, in order ultimately to
allow the site to be fully or partially cleared. The
dismantling process will end with a declaration
of decommissioning, which will release the li-
censee of the facility from his responsibility as
operator and, in the event of restricted clearance
of the site, will define the applicable limitations

on its use and the responsibility to maintain
them and monitor their compliance,

¢) Dismantling and decommissioning permit: in
the case of facilities for the definitive disposal
of spent nuclear fuel and radioactive waste, this
entitles the licensee to initiate the final engi-
neering works and other tasks required to guar-
antee the long-term safety of the disposal sys-
tem, as well as the dismantling of auxiliary
installations when this is determined, ultimately
allowing for the cordoning off of areas to be
subjected to radiological surveillance and con-
trol or controls of other types over a given pe-
riod, and for the release from control of the oth-
er areas of the site. The dismantling and
decommissioning process will conclude with a
decommissioning declaration issued by the Min-
istry of Industry, Energy and Tourism, following
a report by the Nuclear Safety Council.

Nuclear safety and radiological protection as-
pects will be regulated by the Nuclear Safety
Council during the dismantling and decommis-
sioning of the facility and during the stage of
control and surveillance subsequent to decom-
missioning, including the scope and content of
the safety demonstration or study in each stage.

In addition, the following should be authorised:

h) The temporary storage of nuclear substances
at a facility in the construction phase not hold-
ing an operating permit.

i) Change of nuclear facility ownership. The
new licensee shall accredit sufficient legal, tech-
nical and economic-financial capacity to under-
take the activities contemplated in the permit.

The authorisations contemplated in the previous
sections shall be granted following a report by
the Nuclear Safety Council, as established in this
Regulation.



2. The nuclear facilities referred to in paragraphs
b) and d) of article 11 of this Regulation, with
the exception of those for the definitive dispos-
al of spent nuclear fuel and radioactive waste,
may request the preliminary and construction
permits simultaneously.

3. Prior to the granting of the permits referred
to in section 1 of this article, with the exception
of those dealt with in paragraphs e) and h) of
the said section, the corresponding documenta-
tion shall be transferred to the autonomous com-
munity for a period of one month for the sub-
mittal of allegations, in accordance with the
provisions of article 4.2 of this Regulation.

4. The Minister of Industry, Energy and Tourism
shall be responsible for granting the authorisa-
tions contemplated in section 1 of this article,
except for those referred to in paragraphs d), e)
and h), which shall be granted by the Director
General for Energy Policy and Mines.

Article 13. Information Committee

1. During the construction, operation and dis-
mantling of nuclear power plants there shall be an
Information Committee that shall operate as the
collegiate bodies contemplated in article 40.3 of
Law 6/1997, of April 14", on the Organisation and
Operation of the General State Administration.

2. This Committee, the members of which shall
be appointed by the Director General for Ener-
gy Policy and Mines, shall be made up of rep-
resentatives of the Ministry of Industry, Tourism
and Trade, the licensee of the facility, the Nu-
clear Safety Council, the regional delegations of
the Government and of the autonomous com-
munities in which the facility is housed, the Di-
rectorate General for Civil Defence and Emer-
gencies and the municipalities included in Zone
1 defined in the corresponding nuclear power
plant off-site emergency plans.

3. The Committee shall be presided over by the
representative of the Ministry of Industry,
Tourism and Trade, and the vice president shall
be the mayor of the municipality in whose ter-
ritory the facility is located. A staff member of
the Ministry of Industry, Tourism and Trade shall
act as secretary of the Committee and shall also
be appointed by the Director General for Ener-
gy Policy and Mines.

Other representatives appointed by the Director
General for Energy Policy and Mines, on his/her
own initiative or in response to a proposal by
the Committee, may form part of the latter.

4. The functions of this Committee shall be to
inform the different entities represented of the
development of the activities regulated in the
corresponding permits and jointly deal with oth-
er matters of interest to these entities.

Chapter 11
Preliminary authorisation

Article 14. Application

The application for the preliminary authorisation
shall be accompanied by the following docu-
mentation:

a) Declaration of the requirements to be met and
justification of the facility and the site selected.

b) Descriptive report. This report shall consist
of a description of the fundamental elements of
the facility and, in general, shall include basic
information on the installation, the technology
to be used, a preliminary supplies plan and fore-
casts for dismantling.

¢) Preliminary construction project. Phases of
performance and timeframe. Preliminary eco-
nomic study relating to financial investments and
costs foreseen.



d) Study characterising the site and the area of
influence of the facility, including sufficient data
on those parameters of the site that might af-
fect nuclear safety or radiological protection, in-
cluding demographic and ecological parame-
ters and activities relating to town and country
planning.

e) Organisation foreseen by the applicant for su-
pervision of the project and to guarantee qual-
ity during construction.

f) Description of the activities and preliminary
infrastructural works to be carried out following
granting of the authorisation and prior to appli-

cation for the construction permit.
Article 15. Procedure

1. On reception of the application for the pre-
liminary authorisation, the Ministry of Industry
and Energy shall send a copy to the correspon-
ding regional delegation of the Government for
the opening of a period of public information,
which shall begin with publication of an extract
announcement in the Official State Gazette and
that of the affected autonomous community, un-
derlining the purpose and the main characteris-
tics of the facility. This announcement shall es-
tablish that those persons and entities who
consider themselves to be affected by the proj-
ect shall have thirty days in which to submit
whatever written allegations they deem to be ap-
propriate to the corresponding regional delega-
tion of the Government.

2. The procedure for public information shall be
carried out jointly with that foreseen in the spe-
cific regulation for the environmental impact

study.

3. On expiry of the thirty-day period for public
information, the delegation of the Government
will carry out appropriate checks in relation to

both the documentation submitted and the writ-
ten allegations and will issue a report on both,
submitting the dossier to the Ministry of Indus-
try and Energy, with a copy to the Nuclear Safe-
ty Council.

Article 16. Reports

Before issuing the corresponding authorisation,
the Ministry of Industry and Energy will gather
reports from the other affected public Adminis-
trations and Institutions and from other Min-
istries, whenever the nature of the authorisation

SO requires.

Chapter Il
Construction permit

Article 17. Application

The application for the construction permit shall
be accompanied by the documentation specified
below:

a) General facility project.

b) Programme of acquisitions, including a list of
the different items and equipment and their ori-
gin.

©) Budget, financing, period for performance
and technical collaboration regime.

d) Economic study, updating the study submit-
ted with the application for the preliminary au-
thorisation.

e) Preliminary safety analysis report, which shall
include the following:

1. Description of the site and surrounding area,
with current data on parameters affecting nu-
clear safety and radiological protection, includ-



ing data on demography, ecology and land and
water use and any other data that might con-
tribute to a better understanding of the site,
along with plans for the surveillance and veri-
fication of basic parameters representative of
the site.

2. Description of the facility, including the cri-
teria adhered to in the design of those compo-
nents or systems on which the safety of the fa-
cility depends.

3. Analysis of foreseeable accidents and their

consequences.

4. Analytical radiological study estimating theo-
retically the potential radiological impact of the
facility on the population and the environment.

5. Updating of the organisation foreseen by the
applicant to supervise project performance and

guarantee quality during construction.

5. Organisation foreseen for the future opera-
tion of the facility and preliminary operating per-
sonnel training programme.

7. Pre-operational environmental radiological
surveillance programme, using as a basis the
conclusions obtained from the analytical radio-
logical study, allowing for the establishment of
the reference or radiological background level
of the area monitored.

8. Construction quality assurance programme.

f) Technological, economic and financial fore-
casts for dismantling and decommissioning.

¢) Administrative concessions and authorisa-
tions to be granted by other Ministries and pub-
lic Administrations, or documents accrediting ap-
plication for such concessions and authorisations
with all the necessary requirements.

Article 18. Pre-nuclear testing

During the construction and assembly of nuclear
facilities, and prior to the loading of nuclear fuel
or the acceptance of nuclear substances at the
installation, the licensee shall be obliged to per-
form a programme of nuclear tests which shall
include the tests, verifications and checks to be
carried out on the different systems of the
facility.

The objective of this pre-nuclear testing pro-
gramme is to accredit the adequate performance
of the different items of equipment or parts of
the facility, as regards both nuclear safety and
radiological protection and the applicable in-
dustrial and technical standards.

Article 19. Approval and performance

1. The pre-nuclear testing programme shall be
proposed by the licensee of the authorisation.
This programme, along with the technical con-
ditions for each test, must be approved prior to
performance by the Directorate General for En-
ergy, following a report by the Nuclear Safety
Council.

2. The tests and verifications shall be performed
under the responsibility of the licensee. Both the
procedures used for test performance and the
results obtained shall be duly documented. The
Directorate General for Energy shall, following
a report by the Nuclear Safety Council, indicate
which of the tests and verifications included in
the pre-nuclear testing programme are to be car-
ried out in the presence of inspectors from the
Nuclear Safety Council and the Ministry of In-
dustry and Energy.

3. The results of the pre-nuclear tests shall be
submitted to the Directorate General for Energy
and the Nuclear Safety Council for analysis be-

fore the operating permit may be granted.



Chapter IV

Operating permit

Article 20. Application

The application for the operating permit must
be accompanied by the following documents,
updating where appropriate the contents of
those submitted when requesting the construc-
tion permit:

a) Safety analysis report. This shall contain the
information required to carry out an analysis of
the facility from the point of view of nuclear
safety and radiological protection, as well as an
analysis and assessment of the risks implied by
operation of the facility under both normal and
accident conditions. It shall also include detailed
descriptions of the safety functions of all the
safety-related structures, systems and compo-
nents, their design basis and their operation un-
der all operating conditions, including shutdown
and accident conditions. The report shall also
identify the regulations, codes and standards ap-
plicable to the facility. In particular, the docu-
ments shall refer to the following issues:

1. Complementary data obtained during con-
struction on the site and its characteristics.

2. Description of the facility as constructed and
of the processes that are to take place at the in-
stallation. Included shall be a description of the
nuclear and non-nuclear instrumentation, con-
trol and protection systems, containment build-
ings or structures, auxiliary systems, radioactive
waste collection and disposal systems and any
other system or component of importance for
the safety of the facility.

3. Analysis of foreseeable accidents arising as a
result of the malfunctioning of items and appa-
ratus, operating errors or off-site agents and their

consequences.

4. Analytical radiological survey of the facility.

5. Operational environmental radiological sur-
veillance programme, with a view to assessing
the impact of operation of the facility.

b) Operating regulation. This document shall
contain the following information:

1. List of job posts entailing nuclear responsi-
bility, from operations manager or chief to su-
pervisors, operators, persons responsible for ra-
diological surveillance and persons responsible
for nuclear test performance.

2. Organisation. The document shall specify the
organisation and the functions of the personnel
of the facility under both normal and emergency
conditions. It shall also describe the safety man-
agement implemented. The basic educational
and training programmes for licensed and non-
licensed personnel shall be defined and the
technical competence for each specific mission
shall be established, along with the on-going
training programmes considered suitable.

3. Operating standards under normal and acci-
dent conditions. These standards and the pro-
cedures through which they are developed must
refer to the facility overall and to the different
systems of which it is made up.

¢) Operating technical specifications. These shall
contain the limit values of variables affecting
safety, the actuation limits of automatic protec-
tion systems, the minimum operating conditions,
the programme of revisions, calibration and pe-
riodic inspections of systems and components
and operational control.

d) Site emergency plan. This shall detail the
measures contemplated by the licensee and the
assignment of responsibilities to respond to ac-
cident conditions, with a view to mitigating the



consequences of such conditions, protecting the
personnel of the facility and immediately noti-
tying the competent bodies of their occurrence,
including initial assessment of the circumstances
and consequences of the situation. It shall also
set out the actions foreseen by the licensee to
aid in the protection interventions to be per-
formed outside the facility, in accordance with
the off-site emergency plans established by the
competent bodies, when so determined by the
Nuclear Safety Council.

e) Nuclear testing programme. This shall describe
the tests, their objectives, specific techniques and
foreseen results. For each test there shall be an
indication of the procedure to be adhered to, the
data to be gathered in their performance and the
maximum and minimum values foreseen for the
variables of interest during test performance. It
shall also include the safety criteria applicable for
the performance of these tests.

f) Quality assurance manual. This shall establish
the scope and content of the quality programme
applicable to the testing and operation of safety-
related systems, structures and components, as
well as to the design, manufacturing, construction,
testing and operation of modifications thereto.

2) Radiological protection manual. This docu-
ment shall include the radiological protection
standards of the facility.

h) Radioactive waste and spent fuel manage-
ment plan, incorporating where appropriate the
contracts established with management compa-
nies and including, among other things, a sys-
tem for the possible declassification or clearance
of waste materials with radioactive contents.

i) Final economic study, which shall analyse
compliance with the economic and financial
forecasts and establish the total and effective
sum of the facility.

j) Dismantling and decommissioning or shut-
down forecasts. This shall describe, among oth-
ers, the forecasts relating to the final manage-
ment of the radioactive wastes generated and
the cost study and economic and financial fore-
casts to guarantee such dismantling and de-
commissioning or shutdown. In this respect the
applicant shall provide proportionate guarantees
covering whatever costs and contingencies might
arise as a result of the processes of dismantling
and decommissioning or shutdown of the facil-
ity, even in the event of insolvency, shutdown
of the business or any other contingency, spec-
ifying the amounts of the said guarantees and
the manner in which they will be made effec-
tive, with the exception of those facilities for
which the financing of dismantling and decom-
missioning or shutdown were contemplated by
the sixth additional provision of the Electricity
Industry Act, Law 54/1997, of November 27", de-
clared in force by the Electricity Industry Act,
Law 24/2013, of December 26™.

The guarantee demanded in paragraph j) of the
present article shall be put into place prior to
granting of the operating permit. The Directorate
General for Energy Policy and Mines may, fol-
lowing a report by the Nuclear Safety Council,
authorise the updating of this guarantee in the
event of circumstances or modifications to the
facility that might have a significant impact on
its dismantling and decommissioning or shut-
down, or in accordance with the work already
performed in relation to these activities. This
guarantee shall be independent from any other
guarantee required by the environmental or min-
ing-related legislation.

Article 21. Nuclear testing

1. The operating permit shall be granted pro-
visionally, for the time required to carry out
the nuclear testing programme and analyse its

results.



2. The nuclear testing programme shall include
the set of tests, verifications and checks to be per-
formed on each of the different systems of the
facility, from the moment of the initial loading of
the nuclear fuel or the acceptance of nuclear sub-
stances at the installation to full operability, in-
cluding those to be carried out at nuclear pow-
er plants and reactors at one hundred percent of
the authorised thermal power level.

The provisions of article 19 shall be applicable
to the performance of the programme of nuclear
tests.

3. During the performance of the tests, the of-
ficial representatives of the Nuclear Safety Coun-
cil shall be empowered to suspend them at any
time when, in their opinion, their continuation
would be potentially dangerous. In such cases,
the Nuclear Safety Council shall adopt appro-
priate measures and inform the Directorate Gen-
eral for Energy.

Article 22. Test results

On completion of the nuclear testing pro-
gramme, the licensee of the permit shall submit
the following to the Directorate General for En-
ergy and the Nuclear Safety Council.

a) Nuclear testing programme results.

b) Proposal regarding modifications to the op-
erating technical specifications if the tests per-
formed suggest that their incorporation would
be advisable.

Article 23. Granting

The Nuclear Safety Council shall submit a report
to the Ministry of Industry and Energy on both
the results of the tests and the modifications to
be made, where appropriate, and on the condi-
tions for renewal of the operating permit for the
period established.

The Ministry of Industry and Energy will then
issue the new operating permit for the corre-
sponding period.

Article 24. Modification of conditions

The Directorate General for Energy, officially or
in response to a proposal by the Nuclear Safety
Council, within the realms of their respective com-
petences, may require the licensee of a permit to
incorporate new conditions or alter those already
included in the provisions of the permit in force.

Chapter V
Modifications to the facility

Article 25. Modification of facilities

1. Any modifications to the design or operating
conditions that affect the nuclear safety or radi-
ological protection of a facility, as well as the
performance of tests at the facility, shall be pre-
viously analysed by the licensee in order to ver-
ify that there is continued compliance with the
criteria, standards and conditions on which its
authorisation is based.

If the analysis carried out by the licensee con-
cludes that compliance with the requirements set
out in the previous paragraph continues to be
guaranteed, the licensee may then undertake the
modification or tests, periodically reporting on
performance to the Ministry of Industry and the
Nuclear Safety Council.

In the event that the design modification were
to imply modification of the criteria, standards
and conditions on which the operating permit
is based, the licensee shall request a modifica-
tion authorisation from the Ministry of Industry
and Energy, which must be effective before the
entry into service of the modification or the per-
formance of the tests.



2. Quite apart from the aforementioned autho-
risation, when in the opinion of the Directorate
General for Energy or the Nuclear Safety Coun-
cil the modification is major in scope or involves
significant construction or assembly works, the
Directorate General for Energy shall require the
licensee to apply for a performance and assem-
bly permit for the modification. In no case may
assembly or construction activities for this type
of modification be carried out prior to granting
of the corresponding authorisation.

3. The operator shall, with the frequency deter-
mined in Title VI of the Regulation, inform the
Directorate General for Energy and the Nuclear
Safety Council of the modifications foreseen, im-
plemented or in the course of implementation
and of the corresponding safety assessments.

Article 26. Request for authorisation

The request for authorisation to undertake the
modification shall be accompanied by the fol-
lowing documentation:

a) A technical description of the modification,
identifying the underlying reasons for it.

b) The safety assessment performed.

¢) Identification of the documents that would be
affected by the modification, including the text
proposed for the safety analysis and the oper-
ating technical specifications, where applicable.

d) Identification of the tests to be performed pri-
or to reinitiating operation.

Article 27. Documentation of the authori-
sation

When required in application of the provisions of
article 25, the request for authorisation for per-
formance and assembly of the modification shall
be accompanied by the following documentation.

a) General description of the modification, iden-
tifying the underlying reasons for it.

b) Standards to be applied in the design, con-
struction, assembly and testing of the modifi-
cation.

¢) Basic design of the modification.

d) Organisation foreseen and quality assurance
programme for project performance.

e) Identification of the scope and contents of
the analyses required to demonstrate the com-
patibility of the modification with the rest of the
facility and to guarantee continued maintenance
of its levels of safety.

f) Destination of the equipment to be replaced,
where appropriate.

g) Acquisitions plan and budget in the case of
major modifications.

Article 28. Definitive shutdown

1. The licensee of an operating permit shall in-
form the Ministry of Industry, Energy and
Tourism, with at least one year’s notice of the
foreseen date, of his intention to put an end to
the activity for which the facility was designed.
Both in this case and when the shutdown of the
activity is due to some other circumstance, the
Ministry of Industry, Energy and Tourism shall,
following a report by the Nuclear Safety Coun-
cil, declare the shutdown of the activity, estab-
lishing in the operating permit the conditions ap-
plicable to the activities to be performed at the
facility as from that moment and the period for
application for the dismantling or dismantling
and decommissioning permit.

The said shutdown of activity shall be definitive,
as from the date of entry into force of the cor-



responding declaration, when brought about for
reasons of nuclear safety or radiological protec-
tion. When the said shutdown of activity is due
to other reasons, the licensee may request the
renewal of the operating permit within one year
as from the date of entry into force of the afore-
mentioned declaration. The procedure to be ad-
hered to in this case shall be that established for
renewal of the operating permit, attaching up-
dates of the corresponding documents, to which
shall be added the additional documentation or
requirements determined in each case, taking
into account the specific situation of the facili-
ty, scientific and technological progress, the ap-
plicable standards and the in-house and indus-
try operating experience accumulated during the
operating period of the facility, along with oth-
er safety-related aspects. If this request is not
forthcoming within the aforementioned one-year
period, the declaration of shutdown shall like-
wise become definitive.

2. Prior to granting of the dismantling permit the
licensee of the operating permit shall have per-
formed the following:

a) Unloading of the fuel from the reactor and
the storage pools or, otherwise, availability of a
spent fuel management plan approved by the
Ministry of Industry and Energy, following a re-
port by the Nuclear Safety Council.

b) Conditioning of wastes generated during op-

of decommissioning. For the purposes of this
Regulation, dismantling shall be understood as
being the series of activities performed after
having obtained the corresponding authorisa-
tion, allowing the declaration of decommis-
sioning to be requested, which will imply de-
classification of the facility and the total or
restricted release of the site.

Article 30. Application

1. The application for the dismantling permit
shall be accompanied by the documentation in-
dicated in sections b), ¢), d), f), g), h) and k)
of article 20, its contents being adapted to the
dismantling situation of the facility.

In any case, the provisions of the applicable en-
vironmental legislation shall be complied with.
In addition, the application shall be accompa-
nied by the following documents:

a) Safety analysis, containing the following:

1. Descriptive study of the current status of the
facility, the site and its area of influence, con-
taining a radiological characterisation of the fa-
cility and its site prior to dismantling.

2. General dismantling project, containing the
scope of each phase of the project proposed, if
there are several, along with a description of
the expected state of the facility during and af-

eration. ter their performance. For the phase for which
authorisation is sought, whatever significant ac-
tivities and tasks might imply alterations to the
Chapter VI conditions of nuclear safety or radiological pro-
Dismantling permit and declaration of decom- tection should be specified.
missioning

Article 29. Necessary authorisations

The decommissioning of a nuclear facility will
require a dismantling permit and a declaration

3. Safety assessment of the dismantling project,
which shall contain the applicable radiological
standards and criteria and an analysis of acci-
dents, identifying the foreseen risks and corre-

sponding preventive measures.



4. Study of the environmental radiological im-
pact during performance of the dismantling pro-
gramme and after. This shall also contain an en-
vironmental radiological surveillance plan
applicable during performance of the disman-
tling programme.

b) Declassifiable materials control plan, which
shall include a description of the processes and
equipment used to verify compliance with the
radiological criteria for declassification of the
waste materials generated.

¢) Site restoration plan, which shall include the
proposal and justification of the methodology for
final radiological characterisation of the site, in
order to demonstrate compliance with the radi-
ological criteria established for its release, either
complete, partial or with restrictions on use.
There shall also be a proposal regarding the re-
sources required to establish and maintain insti-
tutional legal controls guaranteeing compliance
with the radiological criteria.

d) Economic study of the dismantling process,
with the financial investments and costs foreseen
for the performance of dismantling operations

up to decommissioning.

2. The Nuclear Safety Council shall define the
scope, content and preparation of the docu-
mentation listed through technical instructions or

guidelines or specific requirements.

Article 31. Ownership of dismantling

If the licensee of the dismantling activities is to
be different from the holder of the operating
permit, the former shall submit the correspon-
ding application. The transfer of ownership shall
be authorised jointly with the dismantling per-

mit and, previously, the holder of the operating
permit shall have met all the conditions set out
in article 28 of this Regulation.

Article 32. Content of the permit

The dismantling permit shall include the gener-
al approach to be adopted and, if the disman-
tling is to be carried out in different phases, shall
regulate only the activities contemplated for the
initial phase, the licensee being obliged to ap-
ply for a new permit for successive phases.

Article 33. Declaration of decommissioning

1. On completion of the dismantling activities,
and following verification of compliance with
what is established in the site restoration plan,
and the other technical conditions set out in the
dismantling programme, the Ministry of Indus-
try, Tourism and Trade will issue the declaration
of decommissioning, following a report by the
Nuclear Safety Council.

Prior to issuing the declaration of decommis-
sioning, the said Ministry shall transfer the mat-
ter to the corresponding autonomous communi-
ties with competence in relation to town and
country planning and the environment and in
whose territory the facility is located for them to
submit allegations within a period of one month,
in accordance with article 28 of the Nuclear En-
ergy Act, Law 25/1964, of April 29"

2. When necessary, the Ministry of Industry,
Tourism and Trade may, following a report by
the Nuclear Safety Council, opt to establish re-
strictions on use of the land on which the de-
commissioned nuclear facility was located, the
said land being inventoried in accordance with
article 81.



Title lll. Radioactive facilities b) The following are second category radioac-
tive facilities, as long as it is inappropriate to

Chapter |
Definition, classification and authorisations

classify them as first category:

Article 34. Definitions

1. Radioactive facilities are understood to be the
following:

a) Installations of any type that contain a source
of ionising radiation.

b) Apparatus producing ionising radiations and
operating at a potential difference in excess of
5 kilovolts.

¢) Establishments, laboratories, factories and fa-
cilities in which radioactive materials are pro-
duced, used, held, treated, handled or stored,
with the exception of incidental storage during
transport.

2. Radioactive facilities are classified in three

categories.
a) First category radioactive facilities are:

1. Facilities producing uranium, thorium and
their compounds.

2. Facilities producing natural uranium fuel as-
semblies.

3. Facilities using radioactive sources for indus-

trial irradiation purposes

4. Complex installations in which very high in-
ventories of radioactive substances are handled
or very high energy flux radiation beams are
produced, such that it have a significant poten-
tial radiological impact.

For the purposes of this Regulation, nuclear fuel
cycle radioactive facilities are those defined in
sections 1 and 2.

1. Installations in which radioactive nuclides
that may be used for scientific, medical, agri-
cultural, commercial or industrial purposes and
whose total activity is equal to or greater than
one thousand times the exception values estab-
lished in Nuclear Safety Council Instruction IS-
05 are handled or stored.

2. Installations using X-ray generating apparatus
that might operate at a peak voltage in excess
of 200 kilovolts.

3. Particle accelerators and facilities in which
neutron sources are stored.

¢) The following are third category radioactive
facilities:

1. Installations in which radioactive nuclides
whose total activity is greater than the exception
values established in Nuclear Safety Council In-
struction IS-05 are handled or stored.

2. Installations using X-ray generating apparatus
with a peak voltage of less than 200 kilovolts.

Article 35. Exemption from consideration as
a radioactive facility

For the purposes of this Regulation, installations
covered by the assumptions of appendix T will
not be considered radioactive facilities.

Article 36. Authorisations required

1. Nuclear fuel cycle radioactive facilities shall
require the following authorisations: preliminary
authorisation, construction permit, operating
permit, dismantling permit and declaration of
decommissioning or dismantling and shutdown



permit and declaration of shutdown and, where
appropriate, authorisation for modification and
change of ownership.

2. Radioactive facilities for scientific, medical, agri-
cultural, commercial or industrial purposes shall
require an operating permit, a declaration of de-
commissioning and, where appropriate, authori-
sation for modification and change of ownership.

Chapter Il
Nuclear fuel cycle radioactive facilities

Article 37. Applications

As regards the application and arrangements for
and the granting of preliminary authorisations,
construction, operating and modification permits,
authorisations for change of ownership, disman-
tling permits, permits for dismantling and shut-
down, declarations of decommissioning and dec-
larations of shutdown of first category nuclear
fuel cycle radioactive facilities, the provisions of
Title 1I of the present Regulations shall apply,
which regulate authorisations for nuclear facilities
and adaptation of the corresponding documents
to the special characteristics of such installations.

the construction of the floors, walls, ventilation

systems and other analogous items.

Where appropriate there shall be an explanation
of the choice of the radionuclides or radioactive
sources to be used at the facility and of the sol-
id, liquid and gaseous radioactive waste man-
agement systems foreseen for normal operation
and accident conditions, including contracts with
management companies and for re-exporting and
other arrangements, as appropriate in each case.

b) Safety assessment. This shall consist of an
analysis and assessment of the risks that might
arise as a result of operation of the facility un-
der normal conditions or in the event of an ac-
cident. Sufficient data shall be included for an
analysis of the risks of the facility, independently
of that submitted by the applicant.

¢) Verification of the facility. As specifically ap-
plicable in each case, a description shall be in-
cluded of the tests to which the facility is to be
subjected and, where necessary, the mainte-

nance plan contemplated.

d) Operating regulation. The working methods
and manipulation rules that guarantee the safe
operation of the facility shall be submitted. The
applicable radiological protection measures shall

also be described.

Chapter Il
Radioactive facilities for scientific, medical, agri-

cultural, commercial or industrial purposes A list of the personnel foreseen shall be includ-

Article 38. Applications

1. Radioactive facilities for scientific, medical,
agricultural, commercial or industrial purposes
shall apply for an operating permit. The appli-
cation shall be accompanied by at least the fol-
lowing documentation:

a) Descriptive report on the facility. This shall
include a description of the site and details of

ed, along with a description of the organisation
contemplated and a definition of the responsi-
bilities corresponding to each job post under
normal operating conditions and in the event of

an emergency.

e) Site emergency plan. This will set out the
measures contemplated by the licensee and the
assignment of responsibilities to address acci-
dent conditions, the aim being to mitigate their

consequences, protect the personnel of the fa-



cility and immediately notify the competent au-
thorities of their occurrence, including an initial
evaluation of the circumstances and the conse-
quences of the situation. In addition, it will es-
tablish the actions foreseen by the licensee to
assist in protection activities outside the facility,
in accordance with the off-site emergency plans
established by the competent authorities, when
so determined by the Nuclear Safety Council.

f) Forecasts regarding decommissioning and
economic coverage foreseen to guarantee this
phase under conditions of safety.

¢) Economic budget of the investment to be
made, constituted by the full and effective val-
ue of the radioactive facility or modification for
which authorisation is requested and including
all those components that, given their nature, are
affected by its operation.

h) Physical protection plan, if the facility has ra-
dioactive sources included within the scope of
application of the standards governing physical
protection.

This will describe the organisational measures,
components, equipment and systems whose ob-
jective is to achieve an acceptable level of se-
curity. The treatment of the information con-
tained in this plan shall be governed by specific
standards.

2. In the case of first category installations the
following shall also be attached:

a) Information on the site and surrounding land
in the description of the site.

¢) As part of the Operating Regulation:
1. Quality assurance manual and organisation

contemplated by the applicant to guarantee
quality during construction and operation.

2. Radiological Protection manual with the radi-
ological protection standards and procedures of
the facility.

3. Operating technical specifications containing
the limit values of variables affecting safety, the
actuation limits of automatic protection systems
and minimum operating conditions.

Article 39. Granting and effects of autho-
risation

1. The Ministry of Industry, Tourism and Trade
is responsible for granting operating permits, au-
thorisations of change of ownership and decla-
rations of decommissioning for the first catego-
ry radioactive facilities regulated in this chapter.
The corresponding documentation shall be
transferred to the Autonomous Community, such
that it may issue allegations within a period of
one month, in accordance with the provisions
of section 2 of article 4.

The Directorate General for Energy Policy and
Mines shall be responsible for issuing all other
authorisations for radioactive facilities.

2. The operating permit for the radioactive fa-
cility entitles the licensee to undertake the as-
sembly and preparation of the operations to be
carried out, in accordance with the provisions of
the regulations in force and the conditions of
the permit.

3. When the facility is ready to start operation,
the licensee shall notify the Nuclear Safety Coun-
cil in order for the latter to perform an inspec-

tion visit.

At such time as the Nuclear Safety Council con-
siders that the facility may operate safely, it will
issue a notification for start-up, which it will pro-
vide to the licensee, informing the Ministry of
Industry, Tourism and Trade thereof.



If the inspection performed by the Nuclear Safe-
ty Council determines that the facility does not
provide sufficient guarantees of nuclear safety or
radiological protection, and if the anomalies de-
tected are not corrected by the holder of the
permit within the period established, the Coun-
cil shall notify the Ministry of Industry, Tourism
and Trade in order for appropriate measures to
be adopted.

4. No radioactive facility regulated in this chap-
ter may start operation before issuing of the no-
tification for start-up, which is what entitles the
licensee to initiate operations.

Article 40. Changes and modifications

1. Changes and modifications affecting the fol-
lowing will require authorisation by the Ministry
of Industry, Tourism and Trade, through the same
arrangements as set out in articles 38 and 39:

a) Ownership of the facility.

b) Location of the facility.

©) Activities authorised by the permit granted.
d) The category of the facility.

e) The incorporation of new particle accelerat-
ing equipment generating ionising radiations or
the modification of existing such equipment.

f) The incorporation of additional radioactive
material not previously authorised with a total
activity higher than 3.7 GigaBequerels; for low-
er levels of activity the provisions of section 2
of this article shall apply.

g) Changes to equipment and structural changes
requiring substantial modification of the condi-
tions of the permit that might significantly affect
nuclear safety and radiological protection.

The Nuclear Safety Council will establish crite-
ria to determine when the modification requires
a preliminary inspection visit and the issuing of
a notification for start-up.

2. Changes and modifications affecting other as-
pects of design or of the operating conditions
authorised for the facility will require only the
express acceptance of the Nuclear Safety Coun-
cil prior to implementation, the latter notifying
the Ministry of Industry, Tourism and Trade.

2. All other changes and modifications may be
freely implemented by the licensees, who shall
inform the Ministry of Industry, Tourism and
Trade and the Nuclear Safety Council thereof
by way of the reports referred to section 2 of
article 73.

2. In addition to the above, in all cases the li-
censee shall provide the Ministry of Industry,
Tourism and Trade and the Nuclear Safety Coun-
cil with a revision of the documents referred to

in article 38 that are affected by the modification.

Article 41. Dismantling and decommissioning

The licensees of radioactive facilities shall be re-
sponsible for their dismantling and decommis-
sioning.

Applications for the declaration of decommis-
sioning shall be accompanied by the following
documentation:

a) Technical study of decommissioning per-
formed on the basis of the characteristics of the
facility, indicating the inventory of radioactive
wastes and materials and of apparatus produc-
ing ionising radiations, as well as their destina-
tion and the measures taken for the dismantling
of the facility and, where appropriate, its de-
contamination.



b) Economic report, including the cost of de-
commissioning and forecasts for financing.

Article 42. Declaration of decommissioning

Once the Nuclear Safety Council has checked
for the absence of radioactive substances and
equipment producing ionising radiations, along
with the results of the analysis of the contami-
nation of the facility, it will issue a report to the
Ministry of Industry and Energy, which will is-
sue the corresponding declaration of decom-
missioning.

Title IV. Inspection of nuclear and radioactive
facilities

Single chapter
Inspection activities

Article 43. Inspectors

1. The personnel of the Ministry of Industry and
Energy and of the Nuclear Safety Council ap-
pointed and empowered for performance of the
inspection and verification of nuclear and ra-
dioactive facilities shall be considered agents of
the authority in all matters relating to the exer-
cising of their tasks.

In the exercising of their mission, the said per-
sonnel may be accompanied by whatever ac-
credited experts might be considered necessary
and shall, having provided due identification,
have access to the installations to be inspected
without prior notice.

2. The Nuclear Safety Council may temporarily
or permanently station accredited personnel at
nuclear facilities for the performance of inspec-
tion and control missions.

Article 44. Licensee’s obligations

1. The licensees of nuclear or radioactive facil-
ities shall be obliged to:

a) Provide access for the inspectors to whatev-
er parts of the facility they consider to be nec-
essary for the performance of their tasks.

b) Facilitate the positioning of the equipment
and instrumentation required for the perform-
ance of the necessary tests and checks.

¢) Make available to the inspectors whatever in-
formation, documentation and technical re-
sources might be required for the performance
of their mission.

d) Allow the inspectors to take sufficient sam-
ples for the performance of the necessary analy-
ses and checks. If the holder of the authorisa-
tion so requests, a duly sealed and marked
control sample shall be left in his possession.

e) Provide access for the inspectors to the work
centres of the suppliers of equipment and serv-
ices relating to the safety of the facility and the
performance of activities, with the scope set out

in previous points b), ¢) and d).

2. The obligations described in points a), b),
o) and d) in section 1 shall include also the
organisation responsible for any establishment
or location in which equipment generating ion-
ising radiations or radioactive materials may be
found.

Article 45. Minutes

1. The results of the inspections shall be in-
cluded in minutes, copies of which shall be pro-
vided to the Ministry of Industry and Energy and
the licensee, or the person witnessing the in-
spection on his behalf.



In any case, the licensee of the facility or his rep-
resentative shall be invited to attend the inspec-
tion and sign the minutes. On signing, this per-
son may set out whatever comments he considers
to be appropriate. Refusal to do so shall not af-
fect the proceedings or the conclusions estab-
lished subsequently, and comments made with-
out signing shall not be taken into consideration.

2. The inspection minutes drawn up shall be
considered to be truthful as regards the matters
dealt with therein, without prejudice to whatev-
er evidence the licensee of the facility might pro-
vide in defence of his rights and interests.

The mere placing on record of the minutes shall
not exempt the party responsible for their prepa-
ration or issuing from including whatever evi-
dence might serve to justify the assertions made
or clarify the events occurring, using for this pur-
pose both the minutes themselves and whatev-
er means of proof might be necessary or ap-
propriate.

Article 46. Actions in the event of risk

1. In the event of manifest danger, the Ministry
of Industry, Tourism and Trade, and the Nuclear
Safety Council or its accredited inspectors, may,
within their respective realms of competence,
demand the immediate interruption of the
works, operation or activities, informing the said
Ministry of this action and explaining the un-
derlying reasons for it.

2. In the event of exceptional or emergency sit-
uations potentially affecting nuclear safety or ra-
diological protection, and when in the opinion of
the Nuclear Safety Council such situations origi-
nate in installations, equipment, companies or ac-
tivities not subject to the system of authorisations
of the nuclear legislation and might potentially af-
fect nuclear safety or radiological protection, the
provisions of the present chapter shall apply.

Title V. Personnel of nuclear and radioactive
facilities

Chapter |
Personnel licences and accreditations

Section 1. Nuclear fuel cycle nuclear and radioac-

tive facilities

Article 47. Licences

1. The personnel directing the operation of and
operating the control and protection devices of
nuclear fuel cycle nuclear or radioactive facilities
shall hold a supervisor and operator licence, re-
spectively, issued by the Nuclear Safety Council.

In the case of nuclear power plants, operation
is understood to mean any manoeuvre affecting
reactivity, the power level of the reactor or the
integrity of the barriers against the release of ra-
dioactive material, as set out in the operating

procedures.

Alterations to the core, including the loading and
unloading of fuel and its transfer, shall require
only supervision by a licensed individual with
no tasks other than such supervision assigned
to him. It shall be possible to obtain limited li-

cences exclusively for this purpose.

2. Persons involved in practical training exercis-
es in the presence and under the supervision of
a licensed operator or supervisor as part of an
operator or supervisor training programme shall
be exempted from the obligation to hold such
a licence.

3. In the case of facilities in the dismantling
phase, the Nuclear Safety Council will define the
systems operation and supervision activities and
the handling of radioactive materials to be per-
formed or directed by licensed personnel.
Throughout the performance of each dismantling



phase it will be possible to determine the need
for licensed personnel and the number of licences
required depending on the remaining risks.

4. In the case of other nuclear facilities, the Nu-
clear Safety Council will define what activities
should be performed by the licensed personnel.

5. In addition, nuclear fuel cycle nuclear and ra-
dioactive facilities shall be equipped with a Ra-
diological Protection Service, run by a person ac-
credited for this post by means of a Head of
Radiological Service Diploma issued by the Nu-
clear Safety Council. This requirement shall be ap-
plicable both during the operating phase of such
facilities and during the active phases of disman-
tling. The need for a Radiological Protection Serv-
ice during the inactive phases of dismantling shall
be determined on a case by case basis by the
CSN, in view of the radiological implications of
the work performed in each such phase.

Article 48. Characteristics of licences

The operator and supervisor licences for these
facilities shall be personal and non-transferable,
shall have a maximum period of validity of six
years and shall be specific to the facility in ques-
tion; they may not be used for other installations
unless this is expressly authorised by the Nu-
clear Safety Council.

Article 49. Applications

1. Supervisor licences may be requested, de-
pending on the type of facility and the missions
assigned during their operation, at least by uni-
versity graduates or persons with equivalent ac-
ademic qualifications.

2. Operator licences may be requested, de-
pending on the type of facility and the missions
assigned during their operation, at least by uni-

versity graduates or persons with equivalent ac-

ademic qualifications or by persons having com-
parable and adequate training in nuclear safety
and radiological protection, this to be favourably
assessed by the Nuclear Safety Council.

3. The Head of Radiological Service Diploma
may be requested by post-graduates with ade-
quate training in radiological protection.

Article 50. Processing of applications

Applications for operator or supervisor licences
and for the Head of Radiological Service diplo-
ma shall be addressed to the Nuclear Safety
Council and shall include the name and sur-
name(s), nationality, national identity card or, in
the case of foreign nationals, foreign resident
identification number or, if this is unavailable,
passport or travel document number, age and
address of the applicant.

The application shall be accompanied by the fol-
lowing documentation:

a) Information on the academic and profes-
sional qualifications of the applicant and on his

experience.

b) Declaration by the licensee of the facility set-
ting out the missions to be assigned to the ap-
plicant and the licensee’s favourable assessment
regarding his suitability for performance thereof.

©) Medical certificate of aptitude, issued by an
occupational risk prevention service following
analysis of the physical health and psychologi-
cal stability requirements for performance of the
activities involved in the job post of the licensed
person and those involving a risk of exposure
associated with the job post.

Article 51. Granting of licences

1. The Nuclear Safety Council shall grant licences
and diplomas to all those persons who have, in



the opinion of a panel set up by it, passed the
tests and practical examinations established in
the personnel training programmes approved, in
response to a proposal by the licensee, as part
of the operating regulation of the facility.

2. The aforementioned panel shall be made up
of a chairman and four members, three of which
shall be experts in the type of facility for which
the license is requested, one of them proposed
by the operator, and the fourth an expert in nu-
clear safety or radiological protection, who shall
act as secretary.

3. The licences and diplomas shall include the
limiting conditions considered to be suitable in
each case.

Article 52. Renewal

Operator and supervisor licences shall be re-
newed for maximum successive periods of six
years. Applicants for renewal shall request it at
least two months prior to the expiry date of their
current licence, attaching a declaration by the li-
censee of the facility accrediting the following:

a) They have continued to exercise effectively
and with due competence the specific missions
corresponding to each licence, fulfilling the con-
ditions of active presence in the job post estab-
lished in the technical standards approved by
the Nuclear Safety Council.

b) They have successfully attended the on-go-
ing training programme.

¢) They continue to be qualified as suitable for
the licensed job post by an occupational risk
prevention service, in the terms established in
point ¢) of article 50.

Article 53. Period of validity
(Deleted)

Article 54. Necessary communications
(Deleted)

Section 2. Radioactive facilities for scientific, medical,
agricultural, commercial or industrial purposes

Article 55. Licences

1. All personnel handling radioactive material or
equipment and those directing such activities at
facilities regulated in this section shall hold a
specific licence issued by the Nuclear Safety
Council.

2. There shall be two types of licences:

a) Operator licence, entitling the holder to han-
dle materials or equipment producing ionising
radiations in accordance with previously estab-
lished procedures and instructions.

b) Supervisor licence, entitling the holder to di-
rect and plan the operation of a radioactive fa-
cility and the activities of the operators.

3. The personnel accreditations for the man-
agement and operation of X-ray facilities for
medical diagnosis shall be governed by the pro-
visions of the standards specifically applicable
to this type of installations.

The licenses issued by the Nuclear Safety Coun-
cil shall be valid for the purposes of recognis-
ing training on safety and radiological protec-
tion, without prejudice to the qualifications and
requirements that might be demanded in each
specific case, professionally or as a result of the
techniques applied.

Article 56. Characteristics of licences
1. The operator and supervisor licences for this

type of facilities shall have a minimum period
of validity of five years and shall be personal



and non-transferable and specific to each field
of application. The Nuclear Safety Council shall
establish the fields of application into which the
activities of the licensed personnel are to be in-
cluded, on the basis of the different types of fa-
cility and depending on their purpose.

2. The Nuclear Safety Council shall keep a reg-
ister of operator and supervisor licences issued
by fields of application and facility. In this respect,
the holders of licences shall provide the Nuclear
Safety Council with data on the installations at
which they work or have a contract to work.

Article 57. Other services

In addition, and depending on the existing radi-
ological risk, the Nuclear Safety Council may re-
quire the licensees of radioactive facilities to have
an in-house or contracted radiological protection
service, to be led by at least one person accred-
ited for the post by the Nuclear Safety Council.

Article 58. Exceptions

The Nuclear Safety Council may exempt persons
directing or handling materials and equipment
producing ionising radiations from the obliga-
tion to obtain a licence at facilities which, in its

opinion, do not pose a significant risk.

Article 59. Applications

1. Operator licences for the facilities contem-
plated in this section may be requested by per-
sons who have completed at least their obliga-
tory secondary education, or equivalent.

2. Supervisor licences may be requested by per-
sons who have completed at least a university
degree course, or equivalent.

3. Head of Radiological Service diplomas may
be requested by persons who have completed

a post-graduate university degree course and
have been adequately trained in radiological
protection.

Article 60. Processing of applications

1. Applications for licences and diplomas shall
be addressed to the Nuclear Safety Council and
include the applicant’s name and surname(s),
nationality, national identity card or passport
number, age and address.

2. The application shall be accompanied by the
following documentation:

a) Information on the academic and profes-
sional training of the applicant and his experi-
ence, in keeping with the accreditation modes
contemplated in the next article.

b) Medical certificate of aptitude, issued by an
occupational risk prevention service following
analysis of the physical health and psychologi-
cal stability requirements for performance of the
activities involved in the job post of the licensed
person and those involving a risk of exposure
associated with the job post.

Article 61. Granting

1. The Nuclear Safety Council shall issue the li-
cences, in their respective fields of application,
and shall enter on the corresponding register
those who:

a) Accredit having passed the courses homolo-
gated previously by the Nuclear Safety Council
for each type of licence and field of application.

b) Hold academic qualifications based on pro-
grammes that, in the opinion of the Nuclear Safe-
ty Council, include the knowledge required for
a type of licence and field of application.



2. In all other cases, the licences and diplomas
shall be granted by the Nuclear Safety Council
in response to a proposal from a panel set up
by it, which shall judge whether the applicants
have, in their field of application, sufficient train-
ing and experience for the performance of the
job post in question. This panel shall be made
up a chairman and four members, experts in ra-
diological protection and in one of the fields of
application of the radioactive facilities, one of
whom shall act as secretary.

Article 62. Renewal

Operator and supervisor licences shall be re-
newed for periods equal to that of the initial is-
sue. In this respect, applicants shall request such
renewal two months prior to the date of expiry,
accrediting that they continue to be qualified as
suitable to work in the presence of ionising ra-
diations by a specialist medical service.

Section 3. Period of validity and suspension of li-
cences and diplomas

Article 63. Termination of validity

The licences and diplomas for all types of nu-
clear and radioactive facilities shall cease to be

valid for the following reasons:
a) On expiry, if not duly renewed.

b) On revocation, following appropriate pro-
ceedings, in the following cases and when af-
fecting nuclear safety or radiological protection:

1. Due to loss or substantial decrease of the
physical health or psychological stability of the
holder, accredited by the corresponding medical
certificates.

2. Due to the holder’s not voluntarily accepting
performance of the tests indicated by the li-

censee or the Nuclear Safety Council to check
his suitability.

3. Due to serious voluntary or negligent action
or omission in the performance of his functions.

4. Due to expiry of the contractual relationship,
in the case of nuclear and radioactive facilities
belonging to the nuclear fuel cycle.

¢) Due to decommissioning of the facility, in the
case of licences relating to nuclear and radioac-
tive facilities belonging to the nuclear fuel cycle.

d) Due to the renouncement of the licence
holder.

e) Due to disqualification deriving from sanc-
tions proceedings.

f) Due to any other circumstance, when con-
sidered necessary for reasons of safety, follow-
ing the corresponding sanctions proceedings.

Article 63 b). Suspension of licences and
diplomas

The Nuclear Safety Council may suspend li-
cences in the following cases:

a) For reasons of safety.

b) Due to loss of the technical qualifications re-
quired for the performance of the corresponding
functions.

¢) As a precautionary measure whenever sanc-
tions proceedings have been initiated, if it con-
siders this to be appropriate.

d) Due to inactivity whenever the job post for
which it was issued is not being performed un-
der the conditions and in accordance with the
terms established by the Nuclear Safety Council.



Article 63 c). Necessary communications

Any alteration in the physical or psychological
conditions of the holder of an operator or su-
pervisor licence or diploma that reduces his ca-
pacity or responsibility for performance of his
work shall be formally reported to the Nuclear
Safety Council within at most fifteen days as
from the date on which such alteration is de-
tected. If possible, this notification shall be made
by the affected person himself.

Chapter Il
Obligations of the operating personnel

Article 64. Operating personnel

1. At all nuclear or radioactive facilities subject-
ed to the authorisation process described in the
previous sections, at least the licensed person-
nel established in the corresponding permit shall
be on duty.

2. In the specific case of nuclear power plants, a
permanent team including at least one supervisor
and one operator shall be set up as from the mo-
ment in which the loading of nuclear fuel begins,
regardless of the operating status of the facility.

Article 65. Supervisors and operators

1. The supervisor shall be obliged to direct op-
erations in compliance with the operating tech-
nical specifications, the operating regulation, the
site emergency plan and any other document
pursuant to which the corresponding authorisa-
tion of the facility has been granted, as regards
its operation. Likewise, he shall adhere strictly
to the operating procedures, of which an up-
dated copy shall be kept permanently in a pre-
viously established location. When there is no
procedure for the performance of a given un-
foreseen operation that cannot be delayed, the

supervisor shall undertake to write up such a
procedure prior to performance and shall in-
clude it in the operations log. In the event of an
urgent situation, he shall adopt whatever meas-
ures he considers to be appropriate and place
them on record in the said log.

2. The operator shall be obliged to operate the
control and protection devices, under the direc-
tion of the supervisor, adhering strictly to the
operating procedures, the operating technical
specifications, the operating regulation and any
other official document of the facility, as regards
its operation.

Article 66. Obligations and faculties

1. The supervisors of nuclear or radioactive fa-
cilities are obliged to interrupt their operation at
any moment if they consider that the necessary
conditions of safety of the installation have been
reduced.

2. The operators of nuclear or radioactive facil-
ities are authorised to act in this same way if, in
addition to being faced with the circumstances
described above, they are unable to inform the
supervisor with the necessary haste.

3. The supervisors and operators are obliged to
inform the licensee of the facility of any defects
that, in their opinion, are to be found in the of-
ficial documents of the authorisation or in the
operating procedures, or of any other that might
affect nuclear safety or radiological protection,
via the procedure described in article 8 b).

4. The licensed personnel should be aware of
and authorise works carried out at the facility,
whenever these directly affect its operation.

Article 67. Information for workers

All persons working at nuclear or radioactive fa-
cilities must know and adhere to the standards



on protection against ionising radiations and
emergency response. In addition, all persons
performing tasks relating to nuclear safety or ra-
diological protection must have received the
training required for the suitable performance of
their functions. In this respect, the licensee of
the facility shall clearly define the necessary
knowledge and expertise and set up the neces-
sary training programmes, which shall be avail-
able to the Nuclear Safety Council for inspec-
tion.

Article 68. Head of Radiological Protection

Service

The Head of the Radiological Protection Service
is responsible for overseeing compliance with
the officially approved standards in relation to
radiological protection, keeping the supervisor
on duty duly informed at all times as regards
their application.

In the event of these standards not being ad-
hered to, he shall be obliged to notify the li-
censee of the facility in writing, keeping the cor-
responding register available for inspection.

Title VI. Operations log, archives and reports

Single chapter

Obligations of the licensee of the facility

Article 69. Operations log

The holder of a permit for a nuclear or ra-
dioactive facility shall be obliged to keep an op-
erations log clearly and specifically reflecting full
information on the operation of the installation.

Article 70. Conditions

1. The numbered operations log shall be au-
thorised, sealed and registered by the Nuclear

Safety Council; in this respect, the licensee shall
request this process from the said Organisation
with sufficient notice.

The operations log in use shall be kept in a suit-
able location. Copies that have been completed
shall be filed and shall remain in the custody of
the holder of the authorisation. Destruction or
loss of the log shall be reported as soon as pos-
sible to the Nuclear Safety Council for its ap-
propriate response.

2. The operations log may be checked and re-
vised by the personnel referred to in article 43
whenever they consider this to be appropriate,
and, if they consider it to be necessary, they shall
note down any pertinent observations.

Article 71. Contents

1. Depending on the nature of the facility, and
without limitation, the following information
shall be included, with the time and date: start-
up, power level and operation, shutdowns, in-
cidents of any type, checks, maintenance oper-
ations, modifications, levels of activity, off-site
releases of radioactive effluents and storage and

disposal of solid radioactive wastes.

Included in the operations log shall be the name
and signature of the supervisor or, where ap-
propriate, the operator on duty, and any
turnovers or replacements shall be shall be not-
ed down.

2. Before initiating any operation that might
leave out of service an item of equipment, in-
strument or system affecting nuclear safety or ra-
diological protection, this operation shall be ex-
plicitly authorised by the supervisor on duty,
who shall note down in the log the date and
time of the beginning and end of the operation
in question and the name of the person re-
sponsible for its performance.



Article 72. Filing of documents

The holder of the permit shall be obliged to file
all the documents and records required in this
Regulation, in other applicable provisions and in
the permits issued for the time periods estab-
lished in each case.

Article 73. Reports

The holder of the permit shall be obliged to sub-
mit the following reports to the Directorate Gen-
eral for Energy and the Nuclear Safety Council:

1. Nuclear facilities:

a) A monthly report, submitted within the first
fifteen days of the following month, describing
the operation of the facility and the most sig-
nificant activities.

b) Reports on any event implying an alteration
in the normal operation of the facility or po-
tentially affecting nuclear safety or radiological
protection.

¢) Annual reports, submitted within the first quar-
ter of each calendar year, on operating experi-
ence, design modifications; adaptation to the new
requirements of the Spanish legislation, applica-
ble international standards or applicable stan-
dards of the country of origin of the project; per-
sonnel initial and on-going training programme
activities; the results of the environmental radio-
logical surveillance programme and the statistical
results of personnel dosimetry controls.

d) In the case of nuclear power plants, and pri-
or to each refuelling or maintenance outage, a
report containing the activities foreseen for per-
formance during such outage. Likewise, prior to
start-up following the refuelling outage, a safe-
ty report on refuelling covering the next oper-

ating cycle.

2. Radioactive facilities:

a) An annual report, submitted within the first
quarter of each calendar year, containing a sum-
mary of the operations log and the statistical re-
sults of the personnel dosimetry controls.

b) Reports on any anomalies that might affect
safety or radiological protection and on the oc-
currence of accidents, with details of their cir-
cumstances.

©) In the case of first category radioactive fa-
cilities belonging to the nuclear fuel cycle, the
annual report referred to in previous paragraph
a) shall be quarterly. These facilities shall also
submit annual reports, within the first quarter
of each year, on the results of the environ-
mental radiological surveillance programmes
and adaptation to the new requirements of the
Spanish legislation or applicable international
standards.

Title VII. Other regulated activities

Chapter |
Authorisation of other activities

Article 74. Radioactive materials,
equipment, apparatus and accessories

1. The following shall require authorisation from
the Directorate General for Energy Policy and
Mines, following a report by the Nuclear Safety
Council,__without prejudice to the competences
of other departments:

a) The manufacturing of apparatus, equipment
and accessories incorporating radioactive mate-
rials or generating ionising radiations, even
though their use be included among the ex-
emptions contemplated in appendix I.



b) Introduction on the Spanish market of con-
sumer goods incorporating radioactive materials,
even though their use be included among the
exemptions contemplated in appendix I.

¢) The commercialisation of radioactive materi-
als and apparatus, equipment, accessories or any
other items incorporating radioactive materials
or generating ionising radiations, even though
their use be included among the exemptions
contemplated in appendix I, with the exception
of the consumer goods considered in point b).

d) The transfer of radioactive materials without
a license to any authorised entity. In this case it
will not be necessary to submit the documenta-
tion referred to in section 2.

e) Technical assistance with regard to radioac-
tive apparatus and equipment generating ionis-
ing radiations.

2. The application for authorisation shall be ac-
companied by the following documentation:

a) Identification of the company or entity: com-
pany name, tax identification number, address,
certificate of entry on the Mercantile Register and
description of business purpose.

b) Report on the activities to be carried out.

¢) Where appropriate, experience of the com-

pany in similar activities.

d) Organisation of the personnel and operating
standards of the company.

e) List of technical personnel on the payroll,
with information on their academic qualifications

and professional experience.

f) List of the facilities, equipment and material
resources available to the company or entity for
the performance of its activities.

2) Where appropriate, procedures to guarantee
the radiological protection of the professionally
exposed workers, depending on the tasks to be
performed.

3. Intracommunity imports, exports and move-
ments of radioactive materials shall be carried
out in compliance with the international com-
mitments entered into by Spain in this respect.

4. Those manufacturing, commercialisation and
technical assistance companies that, in view of
their activities, need to have available an autho-
rised radioactive facility may request a single au-
thorisation.

Article 75. Conditions

1. In those cases in which it is considered ap-
propriate in view of the nature of the appara-
tus, equipment or accessories, the authorisation
granted to manufacturing, commercialisation and
technical assistance companies may include the
obligation to keep a register of the activities per-
formed. They shall likewise be obliged to sub-
mit to the Directorate General for Energy and
the Nuclear Safety Council a quarterly list of vari-
ations on the register during the period.

2. Neither radioactive materials nor equipment
generating ionising radiations may be supplied
to entities not possessing such authorisation
when such materials or equipment require au-
thorisation as a radioactive facility for their pos-

session or use.

3. Whenever the authorised manufacturer or
supplier becomes aware that a model, item of
equipment or accessory commercialised by him
has a defect or non-conformity that might neg-
atively affect the reliability of its operation, he
shall formally notify his clients and the Nuclear
Safety Council as soon as possible and, in all
cases, within thirty calendar days of the detec-
tion of the said defect or non-conformity.



Article 76. Disposal and treatment of
radioactive substances

The disposal, recycling or reuse of radioactive
substances or of materials containing radioactive
substances from any nuclear or radioactive fa-
cility shall be subject to authorisation by the Di-
rectorate General for Energy, following a report
by the Nuclear Safety Council.

Nevertheless, the disposal, recycling or reuse of
such substances or materials may be exempted
from this requirement, as long as they contain
or are contaminated with radionuclides in con-
centrations or levels of activity equal to or low-
er than those established by the Ministry of In-
dustry and Energy, in relation to the definition
of radioactive waste referred to in the fourth ad-
ditional provision of the Electricity Industry Act,
Law 54/1997, of November 27",

Article 77. Transport

The transport of radioactive materials, and the
approval or validation of models of packages for
the transport of such materials, or special trans-
port of radioactive sources, when so required by
the specific regulations on the transport of haz-
ardous goods, shall be subject to authorisation
by the Directorate General for Energy, following
a mandatory and binding report by the Nuclear
Safety Council.

Article 78. Registration of transporters

1. The transporters of radioactive materials, in
non-excepted packages, shall declare this activ-
ity by entry on a register that will be set up for
this purpose at the Directorate General for En-
ergy Policy and Mines, known as the Register
of Transporters of Radioactive Materials». The
performance of radioactive materials transport
activities shall meet the requirements of both the
regulations on the transport of hazardous goods

and the regulation on the protection of health
against ionising radiations and other applicable
nuclear legislation.

2. Companies carrying out transport operations
under contract to other registered transporters
shall be exempted from entry on this register,
the latter being responsible for ensuring that the
former comply with the legislation applicable to
the transport of radioactive material.

3. Such transporters shall apply for entry on the
aforementioned register, attaching the following
documentation:

a) Business address of the entity.

b) Types of transport, frequencies and habitual
routes.

¢) Location and characteristics of facilities and
installations that may be used for the reception,
distribution and storage in transit of radioactive
materials.

4. Transporters shall notify the register of any
variations to the data reported.

5. The Directorate General for Energy Policy
and Mines shall notify the Nuclear Safety Coun-
cil and the Ministry of Public Works of any vari-
ation on the said register, for their information
and appropriate effects.

Article 79. Declaration

Facilities using natural thorium or uranium or
their compounds as chemical reagents, in non-
exempt quantities not exceeding three kilo-
grams, shall be subject to a procedure of decla-
ration before the Nuclear Safety Council.

This declaration shall include the name of the
licensee, the site of the facility, the reagent used
and the quantity of same.



Article 80. Storage of spent fuel

The design of casks used for the storage of spent
fuel must have been approved by the Directorate
General for Energy Policy and Mines, following
a mandatory and binding report by the Nuclear
Safety Council.

Chapter Il

Contaminated Areas

Article 81. Control of contaminated areas

1. The public Administrations or the licensees
of facilities or activities, regardless of whether
or not they are subject to the system of au-
thorisations contemplated in this Regulation,
shall inform the Nuclear Safety Council of any
event that might potentially lead to the radio-
logical contamination of land or hydrological

resources.

2. Whatever plans might be drawn up for the
mitigation of effects or the decontamination of
affected land or hydrological resources, this to
be undertaken by the licensees, shall be sub-
mitted to the Nuclear Safety Council for its
favourable appreciation. Following the applica-
tion of corrective actions, the Nuclear Safety
Council shall inspect the area and re-evaluate its
radiological conditions, and may issue a report
for appropriate action to be taken, determining
whatever limitations on use might be appropri-
ate for the affected land or resources, which it
shall refer to the corresponding autonomous
community.

3. The Nuclear Safety Council shall draw up an
inventory of plots or hydrological resources that
it knows to have been affected by radiological
contamination, notifying the competent authori-
ties for appropriate action to be taken.

Chapter Il
Appreciation, certification and validation of designs

Article 82. Appreciation of new designs or
models

1. Any person or entity may request that the Nu-
clear Safety Council issue a favourable declara-
tion regarding new designs, methodologies, sim-
ulation models or verification protocols relating
to the nuclear safety or radiological protection
of the facilities or activities referred to in this
Regulation, for which it shall submit an appli-
cation to the said organisation accompanied by
the documents necessary for such declaration to
be made.

2. The declaration of the Nuclear Safety Coun-
cil may be included as a reference in any sub-
sequent process of application for any of the au-
thorisations contemplated in this Regulation, as
long as the limits and conditions imposed in the
declaration are fulfilled.

Article 83. Certification and validation of

new designs and models

1. The following definitions are used for the
purposes of this Regulation:

a) Certification of conformity of a design: ac-
ceptance by the Nuclear Safety Council of its use
in Spain.

b) Validation of a design: acceptance by the Nu-
clear Safety Council of a certification of con-
formity or equivalent documentation issued by
the competent authority for nuclear safety and
radiological protection of another country,
whose technical standards are compatible with
those applied in Spain.

2. Designs, generic or otherwise, for the follow-
ing may be certified or validated, among others:



a) Nuclear fuel.

b) Safety assessment methodologies.
¢) Simulation models.

d) Verification protocols.

e) Spent fuel storage casks.

3. Any physical or legal person may request the
certification of conformity or validation of a de-
sign from the Nuclear Safety Council. Requests
for certification or validation shall be accompa-
nied by the following documents:

a) A description of the design to be certified or
validated, justifying the foreseen use.

b) Studies making it possible to guarantee that
the required conditions of safety are met.

¢) In the case of validations, documents ac-
crediting the certification of conformity or equiv-
alent documentation.

d) Any others that the applicant considers to be
necessary in support of his request.

Additional provisions

One. Uranium mine permits and restoration
plans

The operating permits and the performance of
restoration plans for uranium mines will require a
mandatory and binding report by the Nuclear
Safety Council in relation to radiological protec-
tion prior to granting by the competent authority.

Two. Entities providing radiological protec-
tion services

Entities contemplated in this Regulation or in
others developing the Nuclear Energy Act and

providing services in the field of radiological
protection, such as radiological protection serv-
ices or technical units, technical assistance com-
panies or dosimetry services, may be exempted
from consideration as radioactive facilities in re-
lation to radioactive calibration sources incor-
porated in measuring equipment whose posses-
sion and use are required for the performance
of their functions, this to be specified in the res-
olution by which they are authorised.

Three. Application of other provisions

1. The application of what is established in the
present Regulation is understood to be without
prejudice to compliance with the obligations aris-
ing from the commitments subscribed to by Spain
in relation to non-proliferation and to the provi-
sions of Royal Decree 158/1995, of February 3",
on the physical protection of nuclear materials.

2. Also applicable shall be what is established in
the current Regulations on the Protection of
Health against Ionising Radiations and in Royal
Decree 413/1997, of March 21%, on the opera-
tional protection of external workers running the
risk of exposure to ionising radiations due to their
intervening in the controlled zone, inasmuch as
they do not contradict the present Regulation.

3. The forecasts contained in the present Reg-
ulation shall be understood as being without
prejudice to the radioactive facilities for med-
ical purposes authorised in accordance with its
provisions meeting the requirements of the spe-
cific standards applicable in the said sector in
their subsequent operation.

4. Facilities containing X-ray apparatus for the
purposes of medical diagnosis, and the accredi-
tations of the personnel to direct or operate such
facilities, shall be governed by what is specifi-
cally regulated in Royal Decree 1891/1991, of De-
cember 30", and complementary provisions.



5. Nuclear and radioactive facilities, overall or in
their parts, equipment and accessories, are also
subject to the applicable industrial and techni-
cal standards, to the extent that they are specif-
ically affected thereby, in accordance with the
provisions of section 4 of article 3 of the In-
dustry Act, Law 21/1992, of July 16™. In this re-
spect, the competent Administration of the area
in which the facilities are located shall be re-
sponsible for guaranteeing their compliance.

Four. Environmental impact assessment
procedure

The environmental impact assessment procedure
contemplated in Royal Legislative Decree
1/2008, of January 11" approving the adapted
text of the Project Environmental Impact As-
sessment Law, shall be incorporated in the sub-
stantive procedures for authorisation dealt with
in this Regulation.

Transitory provisions

One. Facilities currently holding provisional
operating permits

The provisions of article 20, paragraphs e), 1)
and j), will not be applicable to nuclear facili-
ties holding a provisional operating permit as of
the date of entry into force of the present Reg-
ulation, in accordance with Decree 2869/1972,
of July 21st.

Two. Previous procedures

Procedures included within the scope of appli-
cation of the present Regulation and initiated pri-
or to its entry into force shall ensure compliance
with the said Regulation by whatever activities
are to be performed subsequent to such entry
into force.

Three. Period of validity of authorisation

1. Authorisations valid as of the date of entry
into force of this Regulation shall remain valid
up to their date of expiry.

2. Over a period of two years as from the en-
try into force of this Regulation, the licensees of
radioactive facilities whose category might be
modified by its provisions shall regularise their
situation before the Ministry of Industry and En-
ergy, in keeping with the determinations adopt-
ed in application of this Regulation.

Four. Period of validity of licences

Current holders of operator or supervisor li-
cences or Head of Radiological Protection Serv-
ice diplomas who, as of the entry into force of
this Regulation, do not have the academic qual-
ifications required to obtain such licences or
diplomas, in accordance with the provisions of
its title V, may continue to carry out their func-
tions and, where appropriate, undertake the re-
newal of their accreditation in accordance with
the provisions of the present Regulation, except
as regards the new academic or qualification
requirements, which shall not be applicable to
them.

Five. Term for adaptation to new require-
ments

The licensees of activities and facilities subject
to the provisions of this Regulation on nuclear
and radioactive facilities who, as of the date of
entry into force of this Royal Decree, hold a
valid licence or permit, along with the trans-
porters of radioactive materials who are entered
on what has to date been called the Register of
Transporters of Nuclear Substances and Ra-
dioactive Materials, shall have a period of six
months to adapt to the new requirements es-
tablished therein.



Six. Nuclear facilities in which definitive
shutdown has been declared

All those facilities that, as of the entry into force
of Royal Decree 102/2014, of February 21, on
the responsible and safe management of spent
nuclear fuel and radioactive wastes, were to have
obtained the declaration of definitive shutdown
for reasons other than nuclear safety or radio-
logical protection, may use the established pro-
cedure to request the renewal of their operating
permits, in the terms set out in the new word-
ing of section 1 of article 28 of this Regulation,
as long as a period of one year as from the is-
suing of the declaration of shutdown has not
elapsed.

APPENDIX |
Radioactive facilities: classification and exemption

1. For the purposes of this Regulation, installa-
tions in which the situations set out below ex-

ist shall not be considered radioactive facilities:

a) Radioactive substances, if the total activity
does not exceed the exemption values indicat-
ed in the second column of table A of Nuclear
Safety Council Instruction IS/05.

b) Radioactive substances, if the activity per unit
of mass does not exceed the exemption values
indicated in the third column of table A of Nu-

clear Safety Council Instruction IS/05.

¢) The use of apparatus containing radioactive
substances exceeding the activities or values of
activity per unit of mass specified in points a)
or b), as long as they correspond to a type ap-
proved by the Ministry of Industry, Tourism and
Trade, in accordance with the provisions of ap-
pendix II. The resolution of approval shall spec-
ify the conditions for their disposal.

d) The use of all cathode ray tubes used to pro-
vide visual images or any other electrical appa-
ratus operating with a potential difference of no
more than 30 kV and electron microscopes, as
long as under normal operating conditions they
do not imply a dose rate of more than 1 pSv/h
at any point located at a distance of 0.1 m from
the accessible surface of the apparatus.

e) The handling of apparatus emitting ionising
radiations different from those contemplated in
point d), as long as they correspond to a type
approved by the Ministry of Industry, Tourism
and Trade, in accordance with the provisions of
appendix 1L

f) Material contaminated with radioactive sub-
stances arising from authorised releases declared
by the Ministry of Industry, Tourism and Trade,
following a report by the Nuclear Safety Coun-
cil, as not subject to subsequent controls.

¢) The Ministry of Industry, Tourism and Trade,
following a report by the Nuclear Safety Coun-
cil, may declare other practices to be exempt
when, despite exceeding the values indicated in
table A of Nuclear Safety Council Instruction
IS/05, the following conditions are met:

1. The effective dose expected for any member
of the public as a result of the exempted prac-
tice is around 10 uSv/year or lower, and

2. The collective effective committed dose per
year of performance of the practice does not ex-
ceed 1 Sv/person, or an evaluation of the opti-
misation of radiological protection shows that
exemption is the optimum condition.

3. The following rules shall be taken into ac-
count when using table A of Nuclear Safety
Council Instruction 1S/05:

a) When necessary, the Nuclear Safety Council
shall assign suitable values for the activities and



activities per unit of mass in the case of ra-
dionuclides not included in the said table A. The
values assigned in this way shall be comple-
mentary to those of table A.

b) Nuclides bearing the suffix «+ or «sec» in table
A represent the parent nuclides in secular equi-
librium with the corresponding daughter nu-
clides listed in table B of Nuclear Safety Coun-
cil Instruction IS/05. In this case, the values
included in table A refer only to the parent nu-
clide but already take into account the daugh-
ter nuclide(s) present.

©) In other cases of mixes of more than one nu-
clide, the exemption shall be maintained only if
the sum of the quotients between the total ac-
tivity present for each nuclide and the corre-
sponding value in table A of Nuclear Safety
Council Instruction IS/05 is lower than or equal
to 1. This rule shall apply also to the activities
per unit of mass when the different nuclides af-
fected are contained in one same matrix.

3. For the purposes of classification of radioac-
tive facilities in categories, as contemplated in
article 34, the reference as regards exempt ac-
tivity per nuclide shall be what is included in
the second column of table A of Nuclear Safety
Council Instruction IS/05, such that:

a) Third category facilities will be those at which
the activity is higher than the exemption value
and lower than one thousand times this value.

b) Second category facilities will be those at
which the activity is equal to or higher one thou-
sand times the exemption value.

©) In the case of mixes of isotopes, if the sum
of the quotients between the activity present in
each isotope and the exemption activity is be-
tween one and one thousand, the facility will be
classified as third category, and if equal to or
higher than one thousand, as second category.

APPENDIX I

Approval of types of radioactive apparatus

General conditions

1. In order for a type of apparatus incorporat-
ing radioactive substances or generating ionis-
ing radiations to be approved with a view to its
being exempted as a radioactive facility, it must
offer sufficient guarantees against the leakage of
ionising radiations, under both normal condi-
tions of use and others that might accidentally
arise, including possible incorrect use.

2. The apparatus must provide advantages jus-
tifying its use, given its potential risk.

3. If radioactive substances are contained, these
must exist in the form of an encapsulated source,
such that protection against any escape or leak-
age of the said radioactive substance is ensured.

4. Under normal operating conditions the ap-
paratus shall not present a dose rate higher than
1 pSv/h at any point located at a distance of 0.1
m from its accessible surface.

5. Type approval must be requested by the na-
tional manufacturer or, where appropriate, by
the importer.

Type approval for apparatus manufactured over-
seas will require its manufacture or distribution
to be authorised in the country of origin, or com-
ply with the legal requirements established in
that country, this to be demonstrated by way of
appropriate justifying documentation.

6. The application for type approval shall be
processed in accordance with article 4 of the
present Regulation.

Coverage may be provided by way of a single
type approval for apparatus from one same man-



ufacturer and for one same field of application;
apparatus incorporating radioactive substances
may not be included in the same approval as
apparatus generating ionising radiations.

The application shall be accompanied by the fol-
lowing documents:

a) Documentation accrediting that the applicant
has authorisation for a radioactive facility, in the
case of national manufacture.

b) Documentation allowing in-depth insight to
be gained into the type to be approved. This doc-
umentation shall contain at least the following:

1. Identification of the make and model of the
apparatus.

2. Detailed description of the apparatus and of its
safety systems. Where appropriate, characteristics
of the radioactive material and its encapsulation,

and of the possibility of gaining access to it.

3. Accrediting documentation including the re-
sults obtained from tests verified using the pro-
totype, with respect to the conditions of radio-
logical safety.

4. Drawings of apparatus.

5. Use to which it is to be put and foreseen
service lifetime.

6. Documentation accrediting that the apparatus
fulfils the purpose for which it is to be used. In
the case of new practices, the use of the appa-
ratus shall be justified compared to non-ra-
dioactive alternatives and an analysis shall be
presented of its advantages compared to the po-
tential risks that it entails.

7. Analysis of risks in situations that might arise

accidentally, including incorrect use. In the case

of apparatus containing radioactive material, the
analysis will consider access to the population
as a result of loss of control over it.

8. Operating manual, in Spanish, which will be
provided to users and will include the technical
characteristics of the apparatus and instructions
on use, information on risks and basic recom-
mendations regarding radiological protection to
be considered during use or, where appropriate,
in the event of an emergency, fault or breakdown.

9. Maintenance programme, in Spanish, includ-
ing where appropriate the periodic checks that
the manufacturer recommends be carried out on
systems or parameters affecting the safety of the
apparatus, expressly identifying those that, in
view of the risks involved, cannot be performed
by the user.

o) In the case of apparatus containing radioac-
tive material, a proposal shall be made for its
management at the end of its service lifetime.
Where appropriate, this proposal will be sup-
ported by an analysis of the risks that such man-
agement might imply for the population. If re-
moval by the original supplier is foreseen, an
original document issued by the latter and guar-
anteeing such removal shall be provided.

d) Documentation accrediting the quality assur-
ance standards applied by the manufacturer of
the apparatus producing ionising radiations.

e) In the case of national manufacture, authori-
sation for the manufacturing of apparatus pro-
ducing ionising radiations.

f) In the case of imported goods, the Directorate
General for Energy Policy and Mines or the Nu-
clear Safety Council may require the translation
into Spanish of whatever documentation is
deemed necessary, endorsed by the consulate in
Spain of the country of origin.



7. On reception of a copy of all the documen-
tation, the Nuclear Safety Council shall under-
take to issue its technical determination regard-
ing safety, for which purpose it may request
whatever clarifications it deems to be necessary
from the applicant, if this is considered appro-
priate.

8. The decision of the Nuclear Safety Council,
along with whatever clarifications have been
provided by the applicant, where appropriate,
shall be provided by the said organisation to
the Directorate General for Energy Policy and
Mines.

9. On reception of the decision of the Nuclear
Safety Council, the Directorate General for En-
ergy Policy and Mines shall adopt the appropri-
ate resolution.

10. In its type approving resolutions, the Direc-
torate General for Energy Policy and Mines will
describe the characteristics of the type, the use
to which it may be put, the conditions and ob-
ligations to which it is subject and its corre-
sponding letters and numbers, reserving the
right to impose new conditions. The aforemen-
tioned approving resolutions shall be published
in the Official State Gazette.

11. The Directorate General for Energy Policy
and Mines, in response to a proposal by the Nu-
clear Safety Council, may require the importer
or national manufacturer to carry out tests or
checks on certain supplied units, in order to ver-
ify that the conditions of safety of the type ap-
proved are maintained. If deviations are detect-
ed, the Directorate General for Energy Policy
and Mines may cancel the type approval.

12. The Spanish manufacturer or the importer
of apparatus with type approval shall be obliged
to provide the following documentation with
each individual unit:

a) A certificate setting out the following:

1. The serial number of the apparatus and its
date of manufacture.

2. Declaration that the type has been approved
by the Directorate General for Energy Policy
and Mines, indicating the approval number and
date of resolution and the date of the number
of the Official State Gazette in which it was
published.

3. That the apparatus corresponds exactly to the
type approved.

4. Use for which it has been authorised.

5. Treatment or destiny of the apparatus, and
where appropriate of the radioactive substance
it contains, at the end of its service lifetime.

6. Any other information established in the type
approval.

b) Specifications and conditions established in
the type approval.

¢) Operating manual in Spanish.

d) Any other documentation established in the
type approval.

13. The apparatus producing ionising radiations
supplied shall be labelled as established in the
corresponding type approval.

14. The user of the apparatus shall be obliged
to adhere to the conditions imposed by the Di-
rectorate General for Energy Policy and Mines
in the resolution by which the type is approved.

This document is purely informative in
nature and has no legal value.
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