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AUGLYSING

um samning um samramismat og sampykki idnadarvara
milli Ungverjalands og Islands, Liechtenstein og Noregs.

Samningur um samr@&mismat og sampykki idnadarvara milli lydveldisins Ungverjalands og
lydveldisins Islands, furstademisins Liechtenstein og konungsrikisins Noregs, sem gerdur var i Brussel

13. mars 2003, 6dladist gildi 1. desember 2003.

Samningurinn er birtur sem fylgiskjal med auglysingu pessari.

betta er hér med gert almenningi kunnugt.

Utanrikisrdduneytinu, 3. desember 2003.

Halldér Asgrimsson.

Fylgiskjal.

SAMNINGUR
um samragmismat og sampykki idnadarvara
milli rikisstjornar lydveldisins Ungverjalands
og Iydveldisins Islands, furstadzemisins
Liechtenstein og konungsrikisins Noregs.

RIKISSTJORN  LYDVELDISINS  UNG-
VERJALANDS, hér 4 eftir nefnd Ungverjaland,
annars vegar og LYDVELDID ISLAND,
FURSTADZAMID LIECHTENSTEIN og KON-
UNGSRIKID NOREGUR, hér 4 eftir sameigin-
lega nefnd EFTA-rikin innan EES, hins vegar,

TIL SAMANS nefnd ,,samningsadilarnir® hér
a eftir,

HAFA [ HUGA ad Ungverjaland og EFTA-
rikin innan EES eru bundin sterkum bondum,
einkum med friverslunarsamningnum 4 milli
EFTA-rikjanna og lydveldisins Ungverjalands,
sem var undirritadur 29. mars 1993,

HAFA [ HUGA hin ndnu samskipti Evrépu-
bandalagsins og EFTA-rikjanna innan EES
vegna samningsins um Evropska efnahags-
svaedid, hér 4 eftir nefndur ,,EES-samningurinn®,
sem var undirritadur 2. mai 1992 og ad med
honum eru EFTA-rikin innan EES pétttakendur
i innri markadnum og sampykkja og framkvama
par med 16ggjof bandalagsins,

Gunnar Snorri Gunnarsson.

AGREEMENT
on Conformity Assessment and Acceptance
of Industrial Products between the
Government of the Republic of Hungary and
the Republic of Iceland, the Principality of
Liechtenstein, and the Kingdom of Norway

THE GOVERNMENT OF THE REPUBLIC
OF HUNGARY, hereinafter referred to as
Hungary, on the one hand, and the REPUBLIC
OF ICELAND, the PRINCIPALITY OF
LIECHTENSTEIN, and the KINGDOM OF
NORWAY, hereafter when referred to collec-
tively, to be known as the EEA EFTA States, on
the other,

TOGETHER hereinafter referred to as the
“Parties”,

CONSIDERING the close ties that exist
between Hungary and the EEA EFTA States, in
particular through the Free Trade Agreement
between the EFTA States and the Republic of
Hungary signed on 29 March 1993,

CONSIDERING  the close relationship
between the European Community and the EEA
EFTA States through the Agreement on the
European Economic Area, hereinafter referred to
as “EEA Agreement”, signed on 2 May 1992,
through which the EEA EFTA States are inte-
grated into the Internal Market and thereby adopt
and implement Community legislation,
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PAR ED Ungverjaland hefur sétt um adild ad
Evrépusambandinu og slik adild hefur { for med
sér skilvirka framkvaemd réttarreglna Evropu-
bandalagsins,

PAR ED talid er rétt ad pessi samningur um
samremismat og sampykki idnadarvara milli
Ungverjalands og EFTA-rikjanna innan EES, hér
4 eftir nefndur ,,samningurinn®, verdi jafngildur
békuninni vid Evrépusamninginn um ad koma 4
samstarfi milli Evrépubandalaganna og adildar-
rikja peirra annars vegar og Ungverjalands hins
vegar um samr@mismat og sampykki idnadar-
vara, hér 4 eftir nefndur ,,PECA-samningurinn®,

HAFA [ HUGA ad 4 peim svidum, sem falla
undir pennan samning, eru 16g bandalagsins, sem
eru einnig tekin upp { EES-samninginn, innleidd
efnislega 1 16g Ungverjalands,

HAFA I HUGA sameiginlegan studning sinn
vid meginreglurnar um frjdlsan flutning 4 vérum
og ad studla ad gedum voru til ad tryggja heil-
brigdi og 6ryggi ibianna og vernd umhverfisins,

VILJA med pessum samningi kveda 4 um
gagnkvaemt sampykki idnadarvara, sem uppfylla
naudsynlegar krofur til ad unnt sé ad markads-
setja per a loglegan hatt hja samningsadilum, og
gagnkvema vidurkenningu 4 nidurstodum sam-
reemismats idnadarvara sem falla undir EES-16g-
¢jof eda landslog 1 Ungverjalandi,

HAFA HUGFAST ad tengslin milli EFTA-
rikjanna innan EES, med tilliti til samramismats,
falla undir EES-samninginn,

HAFA HUGFAST hver stada peirra er sem
adilar ad samningnum um stofnun Alpj6david-
skiptastofnunarinnar, einkum ad pvi er vardar
skyldur samkvemt samningnum um teknilegar
vidskiptahindranir sem er hluti af samningnum
um stofnun Alpjédavidskiptastofnunarinnar,

HAFA ORDID ASATT UM EFTIRFAR-
ANDI:

1. gr.
Tilgangur.

1. Tilgangurinn med pessum samningi er ad
audvelda Ungverjalandi annars vegar og ein-
stokum EFTA-rikjum innan EES hins vegar
ad rydja dr vegi teknilegum vidskiptahindr-
unum ad pvi er vardar idnadarvorur. Pessu
markmidi verdur best ndd med pvi ad Ung-

Nr. 34

WHEREAS Hungary has applied for member-
ship of the European Union and such member-
ship implies the effective implementation of the
acquis of the European Community,

WHEREAS it is appropriate to conclude this
Agreement on Conformity Assessment and
Acceptance of Industrial products between
Hungary and the EEA EFTA States, hereinafter
referred to as the “Agreement”, equivalent to the
Protocol to the Europe Agreement establishing
an  Association between the European
Communities and their Member States, of the
one part, and Hungary, of the other part, on
Conformity Assessment and Acceptance of
Industrial Products, hereinafter referred to as the
“PECA”,

CONSIDERING that, in the sectors covered
by this Agreement, the Hungarian national law
substantially takes over the Community law also
incorporated into the EEA Agreement,

CONSIDERING their shared commitment to
the principles of free movement of goods and to
promoting product quality, so as to ensure the
health and safety of their citizens and the pro-
tection of the environment,

DESIRING to conclude this Agreement pro-
viding for the application of the mutual accep-
tance of industrial products, which fulfill the
requirements to be lawfully placed on the mar-
ket in one of the Parties and of the mutual recog-
nition of the results of conformity assessment of
industrial products, which are subject to EEA
legislation or Hungarian national law,

BEARING IN MIND that the relations with
regard to conformity assessment between the
EEA EFTA States are governed by the EEA
Agreement,

BEARING IN MIND their status as Con-
tracting Parties to the Agreement establishing the
World Trade Organisation and conscious in par-
ticular of their obligations under the World Trade
Organisation Agreement on Technical Barriers
to Trade,

HAVE AGREED AS FOLLOWS:

Article 1

Purpose
1. The purpose of this Agreement is to facilitate
the elimination by Hungary, on the one hand.
and the individual EEA EFTA States, on the
other, of technical barriers to trade in respect
of industrial products. The means to this end
is the progressive adoption and implementa-
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verjaland sampykki og komi i framkvaemd
innlendum l6gum { afongum, sem jafngilda
bandalagslogum sem hafa einnig verid tekin
upp { EES-samninginn.

[ pessum samningi er kvedid 4 um:

a) gagnkvemt sampykki idnadarvara, sem
eru tilgreindar { vidaukunum um gagn-
kvemt sampykki idnadarvara, sem upp-
fylla naudsynlegar krofur til ad unnt sé ad
markadssetja par 4 loglegan hatt hja
samningsadila;

gagnkveema vidurkenningu nidurstadna
samre&mismats 4 idnadarvorum sem falla
undir EES-16ggjof og landslog i Ung-
verjalandi, en hvort tveggja er tilgreint {
vidaukunum um gagnkvema vidurkenn-
ingu 4 nidurstodum samramismats.

b)

2. gr.
Skilgreiningar.

[ samningi pessum er merking eftirfarandi
hugtaka sem hér segir:

~EFTA-rikin innan EES*: peir adilar ad Fri-
verslunarsamtokum Evrépu sem eiga adild ad
Evrépska efnahagssvadinu, p.e. Island, Liecht-
enstein og Noregur.

LHI0nadarvorur': vorur eins og tilgreint er { 2.
gr.! békunarinnar vid Evrépusamninginn um ad
koma 4 samstarfi milli Evrépubandalaganna og
adildarrikja peirra annars vegar og lydveldisins
Ungverjalands hins vegar um samra@&mismat og
sampykki idnadarvara (PECA).

,EES-16ggjof*: hvers konar 16ggerningur eda
framkv@mdarvenja Evropubandalagsins sem
hefur verid tekin upp { EES-samninginn og sidar
breytt med dakvordunum sameiginlegu EES-
nefndarinnar og gildir um tilteknar adstedur,
ahattu eda flokk iOnadarvara.

,Landslog 1 Ungverjalandi®: hvers konar 16g-
gerningur eda framkvemdarvenja sem nota skal
vid innleidingu Ungverjalands 4 16gum banda-
lagsins og gildir um tilteknar adstedur, dhettu
eda flokk idnadarvara.

Hugtokin, sem eru notud { pessum samningi,
skulu hafa somu merkingu og pau hafa { EES-
16ggjofinni og landslégum Ungverjalands.

"'12. gr.er visad { 9. gr. og bokun 3 vid Evrépusamninginn.
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tion by Hungary of national law, which is
equivalent to Community law also incorpo-
rated into the EEA Agreement.

2. This Agreement provides for:

(a) the mutual acceptance of industrial prod-
ucts, listed in the annexes on mutual
acceptance of industrial products, which
fulfill the requirements to be lawfully
placed on the market in one of the Parties;

(b) the mutual recognition of the results of
conformity assessment of industrial prod-
ucts subject to EEA legislation and to the
Hungarian national law, both listed in the
Annexes on mutual recognition of results
of conformity assessment.

Article 2
Definitions
For the purpose of this Agreement,

“EEA EFTA States” means those Members of
the European Free Trade Association that partic-
ipate in the European Economic Area, i.e.
Iceland, Liechtenstein and Norway.

“Industrial products” means products, as spec-
ified in Article 2! of the Protocol to the Europe
Agreement establishing an Association between
the European Communities and their Member
States, of the one part, and the Republic of
Hungary, of the other part, on Conformity
Assessment and Acceptance of Industrial
Products (PECA).

“EEA legislation” means any legal act and
implementing practice of the European
Community, as incorporated into the EEA
Agreement and subsequently amended by deci-
sions of the EEA Joint Committee, applicable to
a particular situation, risk or category of indus-
trial products.

“Hungarian national law” means any legal act
and implementing practice by which Hungary
takes over the Community law applicable to a
particular situation, risk or category of industri-
al products.

The terms used in this Agreement shall have
the meaning given in EEA legislation and
Hungarian national law.

! Article 3 refers to Article 8 and Protocol 3 of the Europe
Agreement.
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3. gr.
Gagnkvemt sampykki ionadarvara.

begar um er ad reeda gagnkvemt sampykki eru
samningsadilarnir sammadla um ad setja megi
iOnadarvorurnar, sem eru tilgreindar i vidauk-
unum um ,.gagnkvemt sampykki idnadarvara“
og uppfylla naudsynlegar krofur til ad unnt sé ad
markadssetja paer 4 16gmeatan hatt hja samnings-
adila, 4 markad hja hinum samningsadilanum an
frekari takmarkana. Petta hefur ekki dhrif 4 bonn
eda takmarkanir 4 innflutning, utflutning eda
umflutning voru sem réttletast af almennu sid-
g®di, allsherjarreglu eda almannaoryggi, vernd-
un lifs og heilsu manna eda dyra eda grédur-
vernd, verndun éendurnyjanlegra, innlendra aud-
linda, verndun pjoédarverdmata, sem hafa list-
rent, sogulegt eda fornfredilegt gildi, eda vernd
hugverkaréttar eda réttar 4 svidi idnadar og vid-
skipta, né heldur 4 reglur vardandi gull og silfur.
Slik bonn eda takmarkanir skulu pé ekki hafa {
for med sér handahéfskennda mismunun eda
duldar homlur { vidskiptum milli samningsadil-
anna.

4. gr.
Gagnkvem viourkenning d nidurstodum
samremismats.
Samningsadilarnir eru sammala um ad vidur-
kenna nidurstodur samra@mismats sem fer fram {
samremi vid EES-16ggjof eda landslog i Ung-
verjalandi sem eru tilgreind { vidaukunum um
»gagnkvaema vidurkenningu 4 nidurstodum sam-
remismats”. Samningsadilarnir skulu hvorki
krefjast pess ad matid sé endurtekid né setja fram
vidbotarkrofur vegna sampykkis 4 pvi samraemi.

9 BT,
Verndarskilmdlar.

Ef samningsadili kemst ad peirri nidurstodu ad
idnadarvara, sem er markadssett a yfirradasveaedi
hans 1 samremi vid pennan samning og notud 4
pann hétt sem fyrirhugad var, geti stofnad i hattu
oryggi eda heilsu notenda eda annarra einstak-
linga eda einhverjum 6drum l6gmatum hags-
munum, sem eru verndadir med 16gunum sem
eru tilgreind 1 vidaukunum, getur hann gert vid-
eigandi rddstafanir til ad taka slika voru af mark-
adi, banna ad hiin sé sett 4 markad, tekin 1 notkun
eda notud eda takmarkad frjilsan flutning
hennar. [ vidaukunum skal kvedid 4 um mals-
medferd sem beita skal 1 slikum tilvikum.
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Article 3
Mutual acceptance of industrial products

The Parties agree that, for the purpose of mutu-
al acceptance, industrial products listed in the
annexes on “mutual acceptance of industrial
products”, which fulfill the requirements to be
lawfully placed on the market of a Party, may be
placed on the market of the other Party, without
further restriction. This shall be without preju-
dice to prohibitions or restrictions on imports,
exports or goods in transit justified on grounds
of public morality, public policy or public secu-
rity; the protection of health and life of humans,
animals or plants; the protection of exhaustible
national resources; the protection of national
treasures of artistic, historic, or archaeological
value or the protection of intellectual, industrial
and commercial property or rules relating to gold
and silver. Such prohibitions or restrictions shall
not, however, constitute a means of arbitrary dis-
crimination or a disguised restriction on trade
between the Parties.

Article 4
Mutual recognition of the results of conformity
assessment procedures

The Parties agree to recognize the results of
conformity assessment procedures carried out in
accordance with the EEA legislation or
Hungarian national law listed in the Annexes on
“mutual recognition of the results of conformity
assessment”. The Parties shall not require proce-
dures to be repeated, nor shall they impose addi-
tional requirements, for the purposes of accept-
ing that conformity.

Article 5
Safeguard clause

Where a Party finds that an industrial product
placed on its territory by virtue of this
Agreement, and used in accordance with its
intended use, may compromise the safety or
health of users or other persons, or any other
legitimate concern protected by legislation iden-
tified in the Annexes, it may take appropriate
measures to withdraw such a product from the
market, to prohibit its placing on the market,
putting into service or use, or to restrict its free
movement. The Annexes shall provide for the
procedure to be applied in such cases.
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6. gr.
Gildissvio.

begar Ungverjaland sampykkir og framkveaemir
frekari landslog til innleidingar bandalagslogum
sem eru einnig tekin upp i EES-samninginn geta
samningsadilarnir breytt vidaukunum eda samid
um nyja { samremi vid malsmedferdina sem
melt er fyrir um 1 13. gr.

7. gr.
Uppruni.
Akvzdi pessa samnings skulu gilda um idnad-
arvorur 6had uppruna peirra.

8. gr.
Skyldur samningsadila ad pvi er vardar
yfirvold peirra og stofnanir.

1. Samningsadilarnir skulu sja til pess ad yfir-
vold 1 16gsogu peirra, sem bera abyrgd a skil-
virkri framkvaemd EES-l6ggjafar og lands-
laga 1 Ungverjalandi, beiti @vinlega slikum
16gum. Enn fremur skulu peir tryggja ad pessi
yfirvold hafi, ef vid 4, heimild til tilkynn-
ingar, frestunar eda afturkollunar 4 frestun
eda tilkynningu adila til ad tryggja samraemi
idnadarvara vid EES-16ggjof eda landslog
Ungverjalands eda til ad krefjast pess ad par
séu teknar af markadi.

2. Samningsadilarnir skulu sj4 til pess ad adilar,
sem eru tilkynntir 1 16gsdgu hvers og eins til
ad meta samremi vid krofur EES-1oggjafar
eda landslaga 1 Ungverjalandi, sem eru til-
greind 1 vidaukunum, uppfylli @vinlega
pessar krofur. Enn fremur skulu peir gera
allar naudsynlegar rddstafanir til ad tryggja
ad pessir adilar vidhaldi naudsynlegri hafni
til ad vinna pau verk sem tilkynnt hefur verid
ad peir annist.

3. Samningsadilarnir geta einungis tilkynnt
adila sem hafa verid tilkynntir samkvemt
PECA- og EES-samningnum.

9. gr.
Tilkynntir adilar.

1. T upphafi skulu adilarnir, sem eru tilkynntir
vegna pessa samnings, vera beir sem eru {
skrdm sem Ungverjaland og EFTA-rikin
innan EES hafa skipst 4 4dur en mdlsmedferd
fyrir gildistoku Iykur.

2. Sidan skal eftirfarandi méalsmedferd gilda um
pad pegar adilar eru tilkynntir til ad meta
samraemi vid krofur EES-16ggjafar eda lands-
laga i Ungverjalandi sem eru tilgreind { vid-
aukunum:
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Article 6
Extension of coverage

As Hungary adopts and implements further
national law taking over Community law, also
incorporated into the EEA Agreement, the
Parties may amend the Annexes or conclude new
ones, in accordance with the procedure laid down
in Article 13.

Article 7
Origin
The provisions of this Agreement shall apply
to industrial products irrespective of their origin.

Article 8
Obligation of Parties as regards their
authorities and bodies

1. The Parties shall ensure that authorities under
their jurisdiction which are responsible for the
effective implementation of EEA legislation
and Hungarian national law shall continuous-
ly apply it. Further, they shall ensure that
these authorities are able, where appropriate,
to notify, suspend, remove suspension and
withdraw notification of bodies, to ensure the
conformity of industrial products with EEA
legislation or Hungarian national law or to
require their withdrawal from the market.

2. The Parties shall ensure that bodies, notified
under their respective jurisdiction to assess
conformity in relation to requirements of
EEA legislation or Hungarian national law
specified in the Annexes, continuously com-
ply with these requirements. Further, they
shall take all necessary steps to ensure that
these bodies maintain the necessary compe-
tence to carry out the tasks for which they are
notified.

3. The Parties may notify only bodies notified
under the PECA and EEA Agreement respec-
tively.

Article 9
Notified bodies

1. Initially, the bodies notified for the purpose
of this Agreement shall be those included in
the lists, which Hungary and the EEA EFTA
States have exchanged before the completion
of the procedures for entry into force.

2. Afterwards, the following procedure shall
apply for the notification of bodies to assess
conformity in relation to the requirements of
EEA legislation or Hungarian national law
specified in the Annexes:
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a)

b)

samningsadili skal senda tilkynningu sina
skriflega til hinna samningsadilanna;

ad fenginni skriflegri kvittun hinna samn-
ingsadilanna fyrir mottoku telst adilinn
vera tilkynntur adili frd og med peim degi
og hafur til ad meta samremi vid krof-
urnar sem eru tilgreindar { vidaukunum.

Ef samningsadili dkvedur ad afturkalla til-
kynningu um adila { 16gsdgu sinni skal hann
greina hinum samningsadilunum fra pvi skrif-
lega. S4 adili skal haetta ad meta samreemi vid
krofurnar, sem eru tilgreindar { vidaukunum,
eigi sidar en pann dag sem tilkynning um hann
er afturkollud. Samremismat, sem fer fram
fyrir pann dag, heldur eigi ad sidur gildi sinu
nema sameiginlega nefndin dkvedi annad.

10. gr.

Sannprofun tilkynntra adila.
Hver samningsadili getur 6skad eftir pvi vid
hina samningsadilana ad peir sannprofi, 1 10g-
sOgu sinni, teknilega haefni tilkynnts adila og
ad hann uppfylli krofur. Slik beidni verdur ad
vera rokstudd til ad samningsadilinn, sem
hefur tilkynnt adilann, geti 14tid fara fram
umbedna sannpréfun og 14tid hina samnings-
adilana vita af pvi an tafar. Samningsadilarnir
geta einnig rannsakad tilkynnta adilann sam-
eiginlega med patttoku vidkomandi yfirvalda.
bess vegna skulu samningsadilarnir tryggja
ad tilkynntir adilar 1 16gsogu peirra syni
fullan samstarfsvilja. Samningsadilar skulu
gera allar videigandi radstafanir og beita
Ollum tiltekum rddum, sem kunna ad vera
naudsynleg, til ad leysa hvern pann vanda
sem upp kann ad koma.
Ef ekki reynist unnt ad leysa vandann a pann
hatt ad badir samningsadilar uni pvi geta peir
tilkynnt formanni sameiginlegu nefndarinnar
um andmeli sin og tiltekid dstedurnar fyrir
peim. Sameiginlega nefndin getur tekid
akvordun um videigandi adgerdir.
Afturkalla skal timabundid, ad hluta til eda ad
fullu, tilkynningu um adila og vidurkenningu
4 pvi ad hann sé haefur til ad meta samremi
vid krofurnar { EES-16ggjof eda landslogum
Ungverjalands, sem eru tilgreind i vidauk-
unum, {rd og med peim degi er sameiginlegu
nefndinni hefur verid tilkynnt um dgreining
samningsadilanna nema sameiginlega nefnd-
in dkvedi annad og par til hin gerir pad.

491

Nr. 34

(a) a Party shall forward its notification to
the other Parties in writing;

(b) on the acknowledgement of the other
Parties, given in writing, the body will be
considered as notified and as competent
to assess conformity in relation to the
requirements specified in the Annexes
from that date.

If a Party decides to withdraw a notified body
under its jurisdiction, it shall inform the other
Parties in writing. The body will cease to
assess conformity in relation to the require-
ments specified in the Annexes from the date
of its withdrawal at the latest. Nevertheless,
conformity assessment carried out before that
date shall remain valid, unless otherwise
decided by the Joint Committee.

Article 10
Verification of notified bodies

Each Party may request the other Parties to
verify the technical competence and compli-
ance of a notified body under its jurisdiction.
Such request will be justified in order to
allow the Party responsible for the notifica-
tion to carry out the requested verification
and report speedily to the other Parties. The
Parties may also jointly examine the body,
with the participation of the relevant author-
ities. To this end, the Parties shall ensure the
full co-operation of bodies under their juris-
diction. The Parties shall take all appropriate
steps, and use whatever available means may
be necessary, with a view to resolving any
problems which are detected.

If the problems cannot be resolved to the sat-
isfaction of both Parties, they may notify the
Chair of the Joint Committee of their dissent,
giving their reasons. The Joint Committee
may decide on appropriate action.

Unless and until decided otherwise by the Joint
Committee, the notification of the body and
the recognition of its competence to assess
conformity in relation to the requirements of
EEA legislation or Hungarian national law
specified in the Annexes shall be suspended in
part or totally from the date on which the dis-
agreement of the Parties has been notified to
the Chair of the Joint Committee.
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11. gr.
Upplysingaskipti og samstarf.
Til ad tryggja rétta og samremda beitingu og
tilkun pessa samnings skulu samningsadilar,
yfirvold peirra og tilkynntir adilar:

a) skiptast & 6llum vidkomandi upplysingum um
framkvamd laga og venja, p.m.t. og einkum
vardandi mélsmedferd til ad tryggja ad til-
kynntir adilar fari ad settum reglum;

b) taka patt, eftir pvi sem vid 4, { vidkomandi
kerfum fyrir upplysingar, samr@&mingu og
adra skylda starfsemi samningsadilanna;

¢) hvetja adila sina til samstarfs med pad fyrir
augum ad koma 4 fyrirkomulagi gagnkvemr-
ar vidurkenningar par sem pad er valfrjalst.

12, gr.
bagnarskylda.

Fulltrdum, sérfredingum og 6drum, sem koma
fram fyrir hond samningsadilanna, ber skylda til,
jafnvel eftir ad peir haetta storfum, ad halda leynd-
um upplysingum, sem peir hafa fengid { tengslum
vid pennan samning, sem eru af pvi tagi ad pagn-
arskylda gildir um paer. Oheimilt er ad nota paer
upplysingar { 6drum tilgangi en peim sem gert er
rad fyrir { pessum samningi.

13. gr.
Sameiginleg nefnd.

1. Hér med er komid 4 6t sameiginlegri nefnd
fulltrda samningsadilanna. Hun skal bera
abyrgd 4 skilvirkri framkvemd samningsins
og koma saman hvenar sem einhver samn-
ingsadilanna telur pad naudsynlegt.

2. Sameiginlega nefndin tekur dkvardanir og
sampykkir tilmali sin einrdma.

3. Sameiginlega nefndin setur sér starfsreglur
sem skulu m.a. innihalda dkvadi um fundar-
bodun, skipun fundarstjéra og skipunartima
hans. Hun getur dkvedid ad beina sérstokum
verkefnum til undirnefnda.

4. Sameiginlega nefndin getur tekid til umfjoll-
unar 6ll mdlefni sem tengjast rekstri pessa
samnings. Einkum skal hdn hafa vald til ad
taka dkvardanir um eftirfarandi:

a) ad breyta vidaukunum;

b) ad beta vid nyjum vidaukum;

¢) ad skipa sameiginlegan hop eda hopa sér-
fredinga til ad sannpréfa teknilega hefni
tilkynnts adila og hvort hann uppfylli
krofur;
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Article 11
Exchange of information and co-operation
In order to ensure a correct and uniform appli-
cation and interpretation of this Agreement, the

Parties, their authorities and their notified bodies

shall:

(a) exchange all relevant information concerning
implementation of law and practice includ-
ing, in particular, on procedure to ensure
compliance of notified bodies;

(b) take part, as appropriate, in the relevant
mechanisms of information, co-ordination
and other related activities of the Parties;

(c) encourage their bodies to co-operate with a
view to establishing mutual recognition
arrangements in the voluntary sphere.

Article 12
Confidentiality

Representatives, experts and other agents of
the Parties shall be required, even after their
duties have ceased, not to disclose information
acquired under this Agreement which is of the
kind covered by the obligation of professional
secrecy. This information may not be used for
purposes other than those envisaged by this
Agreement.

Article 13
Joint Committee
1. AlJoint Committee consisting of the represen-
tatives of the Parties is hereby established. It
shall be responsible for the effective function-
ing of the Agreement and shall meet whenev-
er deemed necessary by one of the Parties.
2. The Joint Committee shall take its decisions
and adopt its recommendations by consensus.
3. The Joint Committee shall determine its own
rules of procedure, which shall contain, inter
alia, provisions on the convening of meet-
ings, the appointment of the Chair and the
Chair’s term of office. It may decide to del-
egate specific tasks to sub-committees.
4. The Joint Committee may consider any mat-
ter related to the operation of this Agreement.
In particular, it shall have the power to take
decisions regarding:
a) amending the Annexes;
b) adding new Annexes;
¢) appointing a joint team or teams of
experts to verify the technical compe-
tence of a notified body and its compli-
ance with the requirements;
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d) ad skiptast 4 upplysingum um breytingar
eda fyrirhugadar breytingar 4 EES-log-
gjof og landslogum Ungverjalands sem
um getur { vidaukunum;

a0 fjalla um nyjar adferdir eda vidbdtar-
adferdir vid samremismat sem hafa ghrif
4 sérsvid sem fjallad er um 1 vidauka;

ad leysa ur dlitamdlum vardandi beitingu
pessa samnings.

Sameiginlega nefndin, sem komid er 4 fot
samkvaemt pessum samningi, er 6hdd og
adskilin frd sameiginlegu nefndinni sem
hefur verid komid 4 fot samkvemt samn-
ingnum 4 milli EFTA-rikjanna og lydveldis-
ins Ungverjalands.

Sameiginlega nefndin getur komid 4 fot sam-
eiginlegum sérsvidshépum vegna vidauka um
einstok sérsvid sem {1 eru videigandi tilnefn-
ingar- og eftirlitsyfirvold og sérfradingar
samningsadilanna. Pessir hopar munu fjalla
um sérstok maélefni er varda samremismat,
sampykki i0nadarvara og reglusetningu {
tengslum vid tiltekid sérsvid. Hlutverk sam-
eiginlegu sérsvidshopanna getur falist 1 eftir-
farandi:

a) ad kanna, ad beidni einhvers samningsad-
ila, sérstok vandamal sem koma upp vid
framkvemd  bradabirgdadetlana  um
gagnkvaema vidurkenningu og veita sam-
eiginlegu nefndinni radgefandi alit um
mdlefni sem varda alla adila;

ad veita upplysingar, ad beidni samnings-
adila, um malefni sem tengjast fram-
kvemd og um reglur, médlsmedferd og
samre&mismatskerfi er varda tiltekna vio-
auka;

ad endurskoda hinar ymsu hlidar fram-
kvaemdar og beitingar hvers vidauka um
einstok sérsvid;

ad athuga malefni er varda tdlkun kratna
i vidaukunum um einstok sérsvid og, ef
vid 4, beina tilmalum til sameiginlegu
nefndarinnar.

e)

f)

b)

©)

d)

14. gr.

Lausn deilumdla.
Hver samningsadili getur visad deilu um

tilkun og beitingu pessa samnings til sameigin-
legu nefndarinnar. Sameiginlega nefndin skal
leitast vid ad leysa deiluna og henni skulu veittar
allar upplysingar sem geta audveldad nakvaema
rannsokn 4 stodu mdla med pad { huga ad finna
vidunandi lausn. Med pad ad markmidi skal sam-
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d) exchanging information on proposed and
actual modifications of the EEA legisla-
tion and Hungarian national law referred
to in the Annexes;

considering new or additional conformity
assessment procedures affecting a sector
covered by an Annex;

resolving any questions relating to the
application of this Agreement.

The Joint Committee established under this
Agreement is independent of and separate
from the Joint Committee that has been
established under the Agreement between the
EFTA States and the Republic of Hungary.

e)

f)

The Joint Committee may establish Joint
Sectoral Groups for individual Sectoral
Annexes comprising the appropriate desig-
nating and regulatory authorities and experts
of the Parties. These groups will address the
specific conformity assessment, acceptance
of industrial products and regulatory issues
related to a given sector. The responsibility
of the Joint Sectoral Groups may include the
following:

a) at the request of a Party, to examine spe-
cific problems arising in the implementa-
tion of any transitional plans for mutual
recognition ant to give advisory opinions
to the Joint Committee on issues of mutu-
al concern;

furnish information and advice on any
matters relating to implementation, and on
the regulations, procedures and conformi-
ty assessment system related to a particu-
lar Annex, as may be requested by a Party;
review various aspects of the implemen-
tation and operation of each Sectoral
Annex;

consider issues of interpretation of
requirements in the Sectoral Annexes,
and where appropriate to make recom-
mendations to the Joint Committee.

b)

¢)

d)

Article 14

Dispute settlement
Any Party may refer any dispute relating to the

interpretation or application of this Agreement to
the Joint Committee. The Joint Committee shall
endeavour to settle the dispute, and must be sup-
plied with any information, which may facilitate

a

thorough examination of the situation with a

view to finding an acceptable solution. For that
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eiginlega nefndin leita allra leida til ad vidhalda
snurdulausri framkvaemd pessa samnings.

15. gr.
Samningar vid onnur lond.

Samningsadilarnir koma sér saman um ad geri
einhver af samningsadilunum samninga um sam-
remismat vid land, sem er ekki adili ad pessum
samningi, leggi pad ekki hinum samningsadil-
unum per skyldur & herdar ad sampykkja nidur-
stodur samremismats sem fer fram { pvi pridja
landi nema um pad sé Otvirett samkomulag
samningsadilanna { sameiginlegu nefndinni.

16. gr.
Vorsluadili.

1. Rikisstjorn Noregs, sem gegnir hlutverki
vorsluadila, skal tilkynna 6llum rikjum, sem
hata undirritad samning pennan, um ad hin
hati fengid skjol um fullgildingu eda stadfest-
ingu til vorslu og um gildistoku samnings
pessa. Vorsluadilinn skal einnig ldta rikin vita
um allar tilkynningar um uppsogn eda breyt-
ingar 4 samningnum og hvenar hann rennur tt.

2. Samningur bessi er hadur fullgildingu eda
stadfestingu. Skjol um fullgildingu eda stad-
festingu skulu afhent vorsluadila til vard-
veislu.

17. gr.
Gildistaka, breytingar og gildistimi.

1. Samningur pessi ¢0last gildi 4 fyrsta degi
annars manadar frd pvi ad allir samningsad-
ilar hafa athent vorsluadila skjol um fullgild-
ingu eda stadfestingu.

2. Ef samningsadili éskar eftir pvi ad fa samn-
ingi pessum breytt skal hann greina sameig-
inlegu nefndinni fra pvi, sbr. pé a- og b-1idi
4. mgr. 13. gr. Heimilt er ad dkveda breyt-
ingar med skriflegri malsmedferd ef samn-
ingsadilarnir koma sér saman um pad. Breyt-
ingarnar skulu taka gildi 30 dogum eftir ad
vorsluadilinn hefur moéttekid tilkynningu fra
Ollum samningsadilum um ad tilskilin, inn-
lend malsmedferd hafi farid fram.

3. Hver adili ad samningi pessum getur sagt
honum upp med sex mdnada fyrirvara med
skriflegri tilkynningu til vorsluadila. Ef eitt
eda fleiri EFTA-riki innan EES segja upp
samningi pessum helst samningurinn dfram {
gildi milli hinna EFTA-rikjanna innan EES
annars vegar og Ungverjalands hins vegar.
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purpose, the Joint Committee shall consider
every possible means of maintaining the smooth
functioning of this Agreement.

Article 15
Agreements with other countries

The Parties agree that agreements on confor-
mity assessment concluded by any Party with a
country which is not a party to this Agreement
shall not entail an obligation upon the other
Parties to accept the results of conformity assess-
ment procedures carried out in that third coun-
try, unless there is an explicit agreement between
the Parties in the Joint Committee.

Article 16
Depositary

1. The Government of Norway, acting as
Depositary, shall notify all States that have
signed this Agreement of the depositing of
instruments of ratification or acceptance, as
well as the entry into force of this Agreement.
The Depositary shall also notify the States of
any notifications of termination, amendments
and of the expiry of the Agreement.

2. This Agreement is subject to ratification or
acceptance. The instruments of ratification or
acceptance shall be deposited with the
Depositary.

Article 17
Entry into force, amendments and duration

1. This Agreement shall enter into force on the
first day of the second month following the
depositing of instruments of ratification or
acceptance by all Parties.

2. Without prejudice to Article 13 paragraph 4
letters (a) and (b), if a Party wishes to have
this Agreement amended, it shall inform the
Joint Committee. Amendments may be
decided by written procedure if the Parties so
agree. Amendments shall enter into force 30
days after receipt by the Depositary of the
notification of all Parties that the requisite
internal procedures have been completed.

3. Each Party to this Agreement may withdraw
there from with six months notice by means
of a written notification to the Depositary.
Should one or more EEA EFTA States with-
draw from this Agreement, the Agreement
will continue in force for the remaining EEA
EFTA States, on the one hand, and for
Hungary, on the other.
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4. Samningur pessi fellur tr gildi pann dag er

Ungverjaland gerist adili ad EES-samningn-
um.

18. gr.
Lokadkveedi.
Samningur pessi er gerdur i fjérum frumritum

4 ensku.

Gjort 1 Brussel 13. mars 2003.

VIDAUKAR

UM GAGNKVAEMA VIDURKENNINGU A

NIDURSTOPUM SAMRAMISMATS

Efnisyfirlit.

1. Vélar.

2. Rafmagnsoryggi.

3. Rafsegulsvidssamhefi.

4. Heitavatnskatlar.

5. Gasteki.

6. Lakningataki.

7. Godar starfsvenjur vid rannsoknir (GLP) 4

lyfjum sem @tlud eru ménnum.

Godir framleidsluhettir (GMP) lyfja sem
®tlud eru monnum: skodun og vottun fram-
leidslueininga.
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4. This Agreement shall be repealed on the date

of accession of Hungary to the EEA
Agreement.

Article 18
Final provisions
This Agreement is drawn up in four originals

in the English language.

Done at Brussels, 13 March 2003.

ANNEXES

ON MUTUAL RECOGNITION OF RESULTS

OF CONFORMITY ASSESSMENT

Table of contents

oy 9 =

Machinery

Electrical safety

Electromagnetic compatibility

Hot water boilers

Gas appliances

Medical devices

Good Laboratory Practice (GLP) for medici-
nal products for human use

Good Manufacturing Practice (GMP) for
medicinal products for human use: inspection
and batch certification
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Vidauki um gagnkvema vidurkenningu 4
nidurstodum samrzemismats:

1. VELAR

. PATTUR
EES-loggjof og landslog i Ungverjalandi.

EES-loggjof:

EES-samningurinn, 1. lidur XXIV. kafla IL

vidauka:
Tilskipun Evrépupingsins og rddsins
98/37/EB fra 22. juni 1998 um samram-
ingu laga adildarrikjanna um vélar (Stjtid.
EB L 207, 23.7.1998, bls. 1) eins og henni
var breytt med tilskipun Evrépupingsins
og radsins 98/79/EB fra 27. oktober 1998
(Sjtio. EB L 331, 7.12.1998, bls. 1).

Landslog i Ungverjalandi:

Urskurdur 21/1998. (IV.17.) Radherra i0nad-
ar-, vidskipta- og ferdamdla (IKIM) um
oryggiskrofur vardandi vélar og mat 4 sam-
reemi peirra (Magyar Kozlony 32, 17.4.1998,
bls. 2606) eins og honum var sidast breytt
med drskurdi 29/2000. (IX.13.) Radherra
efnahagsmadla (GM) (Magyar Kozlony 93,
13.9.2000, bls. 5712).

Urskurdur 4/1999. (I1.24.) Rédherra efna-
hagsmala (GM) um ndkvaemar reglur um til-
nefningu préfunar-, skodunar- og vottunarad-
ila fyrir samremismat teknilegra vara (Mag-
yar Koz1ony 14, 24.2.1999, bls. 1036) eins og
honum var siGast breytt med urskurdi
26/2001. (X.4.) Rdédherra efnahagsmala
(GM) (Magyar Kozlony 108, 4.10.2001, bls.
7228).

1. PATTUR
Tilkynningaryfirvold.

EF'l:A-rikin innan EES:
e Island:
Félagsmélaraduneytio

* Liechtenstein:
Rikisstjérn furstademisins Liechtenstein
(Die Regierung des Fiirstentums Liecht-
enstein)?

2 Rikisstjorn furstademisins Liechtenstein er heimilt ad dtnef-
na sérstakar, innlendar stjornsyslustofnanir til ad tilnefna
tilkynnta adila sidar.

3. desember 2003

Annex on Mutual Recognition of Results of
Conformity Assessment:

1. MACHINERY

SECTION I
EEA Legislation and
Hungarian National Law

EEA Legislation:
EEA Agreement, Annex II, Chapter XXIV,
point 1:
European Parliament and Council Di-
rective 98/37/EC of 22 June 1998 on the
approximation of the laws of the Member
States relating to machinery (OJ L 207,
23.07.1998, p.1), as amended by Eur-
opean Parliament and Council Directive
98/79/EC of 27 October 1998 (OJ L 331,
07.12.1998, p.1).
Hungarian National Law:
Decree 21/1998. (IV.17.) IKIM of the
Minister of Industry, Trade and Tourism on
the safety requirements of machinery and
assessment of their conformity (Magyar
Kozlony 32, 17.04.1998, p. 2606) as last
amended by Decree 29/2000 (IX.13.) GM of
Minister of Economic Affairs (Magyar
Kozlony 93, 13.09.2000, p.5712).
Decree 4/1999. (11.24.) GM of Minister of
Economic Affairs on the detailed rules on the
designation of testing, inspection and certifi-
cation bodies for conformity assessment of
technical products (Magyar Kozlony 14,
24.02.1999, p. 1036), as last amended by
Decree 26/2001. (X.4.) GM of Minister of
Economic Affairs (Magyar Ko6zlony 108,
4.10.2001, p. 7228).

SECTION 11
Notifying Authorities

EEA EFTA States:

¢ Jceland:
Félagsmalaraduneytid (Ministry of Social
Affairs)

e Liechtenstein:
Die Regierung des Fiirstentums Liecht-
enstein (The Government of Liecht-
enstein?)

2 The Government of the Principality of Liechtenstein is enti-
tled to appoint appropriate specific national administration
bodies as designators of notified bodies at a future date.
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* Noregur:
Réaduneyti stjérnsyslu  og vinnumadla
(Arbeids- og administrasjonsdeparte-

mentet)

Ungverjaland:
Raduneyti efnahags- og samgonguméla

(Gazdasagi és Kozlekedési Minisztérium)

II. PATTUR
Tilkynntir adilar.

EFTA-rikin innan EES:
Adilar sem EFTA-rikin innan EES hafa til-
kynnt i samremi vid EES-16ggjof, sem um
getur { . peetti, og Ungverjalandi er tilkynnt
um { samra&mi vid 9. gr. pessa samnings.

Ungverjaland:
Adilar sem Ungverjaland hefur tilnefnt i sam-
remi vid landslog 1 Ungverjalandi, sem um
getur { I. paetti, og EFTA-rikjunum innan EES
er tilkynnt um { samremi vid 9. gr. pessa
samnings.

IV. PATTUR
Sérstakt fyrirkomulag.

Verndarskilmalar.
A. Verndarskilmali vardandi idnadarvorur.

1. Ef samningsadili hefur gert radstofun med
pad fyrir augum ad synja um frjdlsan adgang
ad morkudum sinum fyrir CE-merktar idnad-
arvorur sem falla undir pennan vidauka skal
hann pegar { stad greina hinum samningsad-
ilunum fra pvi og tilgreina astedurnar fyrir
akvordun sinni og hvernig pad hefur verid
metid ad vorurnar standist ekki krofur.

2. Samningsadilarnir skulu fjalla um malid og
pau sonnunargdgn sem peir fa vitneskju um
og tilkynna hver 6drum um nidurstédur rann-
sokna sinna.

3. Verdi samningsadilarnir sammdla um pad
skulu peir gera videigandi rddstafanir til ad
tryggja ad slik vara verdi ekki sett 4 markad-
inn.

4. Verdi peir ekki sammadla um nidurstoour
slikra rannsékna skal malinu visad til sameig-
inlegu nefndarinnar sem getur dkvedid ad
leita eftir sérfredialiti.

5. Komist sameiginlega nefndin ad peirri nidur-
stodu ad radstofunin:

a) sé oréttmet, skal innlent yfirvald samn-
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* Norway:
Arbeids — og administrasjonsdeparte-
mentet (Ministry of Labour and Gov-
ernment Administration)
Hungary:
Gazdasdgi és Kozlekedési Minisztérium
(Ministry of Economy and Transport-MET)

SECTION III
Notified Bodies

EEA EFTA States:
Bodies which have been notified by the EEA
EFTA States in accordance with the EEA
legislation of Section I and notified to
Hungary in accordance with Article 9 of this
Agreement.

Hungary:
Bodies which have been designated by
Hungary in accordance with the Hungarian
national law of Section I and notified to the
EEA EFTA States in accordance with Article
9 of this Agreement.

SECTION IV
Specific Arrangements

Safeguard Clauses

A. Safeguard clause relating to industrial
products

1. Where a Party has taken a measure to deny
free access to its market for industrial prod-
ucts bearing the CE marking, subject to the
present Annex, it shall immediately inform
the other Parties, indicating the reasons for its
decision and how non-compliance has been
assessed.

2. The Parties shall consider the matter and the
evidence brought to their knowledge and
shall report to each other the results of its
investigations.

3. In case of agreement, the Parties shall take
appropriate measures to ensure that such
products are not placed on the market.

4. In case of disagreement on the outcome of
such investigations the matter shall be for-
warded to the Joint Committee who may
decide to have an expertise carried out.

5. Where the Joint Committee finds that the
measure is:

a) unjustified, the national authority of the
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ingsadilans, sem hefur gert radstéfunina,
afturkalla hana;

b) sé réttmet, skulu samningsadilarnir gera
videigandi rddstafanir til ad tryggja ad
slik vara verdi ekki sett 4 markadinn.

B. Verndarskilmdli vardandi samhafda
stadla.

Ef samningsadili telur ad samhafour stadall,
sem visad er til { 16gunum sem eru tilgreind {
pessum vidauka, uppfylli ekki grunnkrofur
peirrar 16ggjafar skal hann greina sameiginlegu
nefndinni frd pvi og tilgreina dstedurnar.

Vidauki um gagnkvzema vidurkenningu a
nidurstodum samramismats:

2. RAFMAGNSORYGGI

I. PATTUR
EES-loggjof og landslog i Ungverjalandi.

EES-loggjof:

EES-samningurinn, 1. lidur X. kafla II. vid-

auka:
Tilskipun radsins 73/23/EBE fra 19. febr-
tar 1973 um samhafingu laga adildarrikj-
anna um rafféng sem notud eru innan
akvedinna spennumarka (Stjtid. EB L 77,
26.3.1973, bls. 29) eins og henni var
sidast breytt med tilskipun 93/68/EBE
fra 22. juli 1993 (Stjtid. EB L 220,
30.8.1993, bls. 1).

Landslog i Ungverjalandi:

Urskurdur 79/1997. (XII1.31.) Radherra i0n-

adar-, vidskipta- og ferdamadla (IKIM) um

oryggiskrofur vardandi tiltekin raffong og

mat & samraemi vid krofurnar (Magyar Kozl-

ony 122, 31.12.1997, bls. 10100) eins og

honum var sidast breytt med urskurdi 3/2001.

(I.31.) Skrifstofa forsetisradherra (MeHVM)

(Magyar Kozlony 11, 31.1.2001, bls. 616).

Urskurdur 4/1999. (I1.24.) Radherra efna-
hagsmala (GM) um nakvamar reglur um
tilnefningu préfunar-, skodunar- og vott-
unaradila fyrir samremismat taknilegra
vara (Magyar Kozlony 14, 24.2.1999, bls.
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Party who has taken the measure shall
withdraw it;

b) justified, the Parties shall take appropri-
ate measures to ensure that such products
are not placed on the market.

B. Safeguard clause relating to harmonised
standards

Where one of the Parties considers that a har-
monised standard referred to in the legislation
defined in the present Annex does not meet the
essential requirements of such legislation, it shall
inform the Joint Committee giving the reasons
thereof.

Annex on Mutual Recognition of Results of
Conformity Assessment:

2. ELECTRICAL SAFETY

SECTION 1
EEA Legislation and
Hungarian National Law

EEA Legislation:

EEA Agreement, Annex I, Chapter X, point

1:
Council Directive 73/23/EEC of 19
February 1973 on the approximation of
the laws of the Member States relating to
electrical equipment designed for use
within certain voltage limits (OJ L 77,
26.03.1973, p. 29), as last amended by
Directive 93/68/EEC of 22 July 1993 (OJ
L 220, 30.08.1993, p.1).

Hungarian National Law:

Decree 79/1997. (XIL.31.) IKIM of the

Minister of Industry, Trade and Tourism on

safety requirements of certain electrical

equipment and assessment of conformity

with those requirements (Magyar Kozlony

122, 31.12.1997, p. 10100), as last amended

by Decree 3/2001. (1.31.) MeHVM of

Minister of Prime Minister’s Office (Magyar

Kozlony 11, 31.1.2001, p. 616).
Decree 4/1999. (11.24.) GM of Minister
of Economic Affairs on the detailed rules
on the designation of testing, inspection
and certification bodies for conformity
assessment of technical products (Magyar



3. desember 2003

1036) eins og honum var sidast breytt
med udrskurdi 26/2001. (X.4.) Radherra
efnahagsmdla (GM) (Magyar Kozlony
108, 4.10.2001, bls. 7228).

II. PATTUR
Tilkynningaryfirvold.

EFTA-rikin innan EES:
Island:
[dnadar- og vidskiptaraduneyti

Liechtenstein:
Rikisstjorn furstademisins Liechtenstein
(Die Regierung des Fiirstentums Liecht-
enstein)?

Noregur:
Raduneyti
(Arbeids-
mentet)
Samgongurdaduneytid
partementet)

Ungverjaland:

Réaduneyti efnahags- og samgodngumadla

(Gazdasagi és Kozlekedési Minisztérium)

stjornsyslu  og vinnumala
og administrasjonsdeparte-

(Samferdselsde-

[II. PATTUR
Tilkynntir adilar.

EFTA-rikin innan EES:
Adilar sem EFTA-rikin innan EES hafa til-
kynnt { samremi vid EES-16ggjof, sem um
getur 1 I. paetti, og Ungverjalandi er tilkynnt
um { samraemi vid 9. gr. pessa samnings.

Ungverjaland:
Adilar sem Ungverjaland hefur tilnefnt i sam-
remi vi0 landslog 1 Ungverjalandi, sem um
getur { I. peetti, og EFTA-rikjunum innan EES
er tilkynnt um { samremi vid 9. gr. pessa
samnings.

IV. PATTUR
Sérstakt fyrirkomulag.

Verndarskilmalar.
A. Verndarskilmali vardandi idnadarvorur.

1. Ef samningsadili hefur gert rddstofun med
pad fyrir augum ad synja um frjdlsan adgang
ad morkudum sinum fyrir CE-merktar idnad-

3 Rikisstjorn furstadeemisins Liechtenstein er heimilt ad dtnef-

na sérstakar, innlendar stjornsyslustofnanir til ad tilnefna

tilkynnta adila sidar.
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Ko6zlony 14, 24.02.1999, p. 1036), as last
amended by Decree 26/2001. (X.4.) GM
of Minister of Economic Affairs (Magyar
Kozlony 108, 4.10.2001, p. 7228).

SECTION 11
Notifying Authorities

EEA EFTA States:
* Iceland:
I0nadar- og vidskiptardaduneyti (Ministry
of Industry and Commerce)
Liechtenstein:
Die Regierung des Fiirstentums Liech-
tenstein  (The Government of Liech-
tenstein?)
Norway:
Arbeids- og administrasjons departe-
mentet (Ministry of Labour and Gov-
ernment Administration)
Samferdselsdepartementet (Ministry of
Transport and Communications)
Hungary:
Gazdasdgi és Kozlekedési Minisztérium
(Ministry of Economy and Transport - MET)

SECTION 11
Notified Bodies

EEA EFTA States:
Bodies which have been notified by the EEA
EFTA States in accordance with the EEA
legislation of Section I and notified to
Hungary in accordance with Article 9 of this
Agreement.

Hungary:
Bodies which have been designated by
Hungary in accordance with the Hungarian
national law of Section I and notified to the
EEA EFTA States in accordance with Article
9 of this Agreement.

SECTION 1V
Specific Arrangements

Safeguard Clauses

A. Safeguard clause relating to industrial
products

1. Where a Party has taken a measure to deny
free access to its market for industrial prod-
ucts bearing the CE marking, subject to the

3 The Government of the Principality of Liechtenstein is enti-
tled to appoint appropriate specific national administration
bodies as designators of notified bodies at a future date.
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arvorur sem falla undir pennan vidauka skal

hann pegar { stad greina hinum samningsad-

ilunum fra pvi og tilgreina dstedurnar fyrir
akvordun sinni og hvernig pad hefur verid
metid ad vorurnar standist ekki krofur.

2. Samningsadilarnir skulu fjalla um malid og
pau sonnunargdgn sem peir fa vitneskju um
og tilkynna hver 60rum um nidurstédur rann-
sokna sinna.

3. Verdi samningsadilarnir sammdéla um pad
skulu peir gera videigandi rddstafanir til ad
tryggja ad slik vara verdi ekki sett & markad-
inn.

4. Verdi peir ekki sammdla um nidurstodur
slikra rannsékna skal malinu visad til sameig-
inlegu nefndarinnar sem getur dkvedid ad
leita eftir sérfradidliti.

5. Komist sameiginlega nefndin ad peirri nidur-
stodu ad radstoéfunin:

a) sé oréumet, skal innlent yfirvald samn-
ingsadilans, sem hefur gert rddstofunina,
afturkalla hana;

b) sé réttmet, skulu samningsadilarnir gera
videigandi radstafanir til ad tryggja ad
slik vara verdi ekki sett 4 markadinn.

B. Verndarskilmdli vardandi samhaefda
stadla.

Ef samningsadili telur ad samhafdur stadall,
sem visad er til { 16gunum sem eru tilgreind {
bessum vidauka, uppfylli ekki grunnkrofur
peirrar 16ggjafar skal hann greina sameiginlegu
nefndinni frd pvi og tilgreina dstedurnar.

Vidauki um gagnkvaema vidurkenningu a
nidurstodum samrzemismats:

3. RAFSEGULSVIDSSAMHAFI

I. PATTUR
EES-loggjof og landslog i Ungverjalandi.

EES-loggjof:
EES-samningurinn, 6. lidur X. kafla og 3.
lidur XIX. kafla II. vidauka:
Tilskipun radsins 89/336/EBE fra 3. mai
1989 um samrazmingu laga adildarrikj-
anna um rafsegulsvidssamheafi (Stjtid.
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present Annex, it shall immediately inform
the other Parties, indicating the reasons for its
decision and how non-compliance has been
assessed.

2. The Parties shall consider the matter and the
evidence brought to their knowledge and
shall report to each other the results of their
investigations.

3. In case of agreement, the Parties shall take
appropriate measures to ensure that such
products are not placed on the market.

4. 1In case of disagreement on the outcome of
such investigations the matter shall be for-
warded to the Joint Committee who may
decide to have an expertise carried out.

5. Where the Joint Committee finds that the
measure is:

a) unjustified, the national authority of the
Party who has taken the measure shall
withdraw it;

b) justified, the Parties shall take appropri-
ate measures to ensure that such products
are not placed on the market.

B. Safeguard clause relating to harmonised
standards

Where one of the Parties considers that a har-
monised standard referred to in the legislation
defined in the present Annex does not meet the
essential requirements of such legislation, it shall
inform the Joint Committee giving the reasons
thereof.

Annex on Mutual Recognition of Results of
Conformity Assessment:

3. ELECTROMAGNETIC
COMPATIBILITY

SECTION I
EEA Legislation and
Hungarian National Law

EEA Legislation:
EEA Agreement, Annex II, Chapter X, point
6 and Chapter XIX, point 3:
Council Directive 89/336/EEC of 3 May
1989 on the approximation of the laws of
the Member States relating to electro-



3. desember 2003

EB L 139, 23.5.1989, bls. 19) eins og
henni var sidast breytt med

tilskipun radsins 93/68/EBE fra 22. juli
1993 (Stjtid. EB L 220, 30.8.1993, bls. 1).

Landslog i Ungverjalandi:
Sameiginlegur drskurdur 31/1999. (VI.11.)
Radherrar efnahagsmadla og samgongu-, fjar-
skipta- og vatnsmala (GM-KHVM) um raf-
segulsvidssamheafi (Magyar Kozlony 51,
11.6.1999, bls. 3302) eins og honum var
breytt med sameiginlegum trskurdi 58/1999
(X.27.) GM-KHVM (Magyar Kozlony 93,
27.10.1999, bls. 5840).
Urskurdur 4/1999. (I1.24.) Radherra efna-
hagsmdla (GM) um ndkvaemar reglur um til-
nefningu préfunar-, skodunar- og vottunarad-
ila fyrir samremismat teknilegra vara (Mag-
yar Kozlony 14, 24.2.1999, bls. 1036) eins og
honum var siGast breytt med udrskurdi
26/2001. (X.4.) Raoherra efnahagsmadla
(GM) (Magyar Kozlony 108, 4.10.2001, bls.
7228).
Urskurdur 22/1999. (VIIL4.) Ridherra sam-
gongu-, fjarskipta- og vatnsmdla (KHVM)
um nakvamar reglur um tilnefningu préfun-
ar-, skodunar- og vottunaradila fyrir sam-
remismat tiltekinna vara sem tengjast fjar-
skiptum og upplysingatekni (Magyar Kozl-
ony 69, 4.8.1999, bls. 4466).

II. PATTUR
Tilkynningaryfirvold.

EFTA-rikin innan EES:
Island:
[dnadar- og vidskiptardduneyti

Liechtenstein:
Rikisstjorn furstademisins Liechtenstein
(Die Regierung des Fiirstentums Liecht-
enstein)?

Noregur:
Réduneyti stjérnsyslu og vinnumala (Ar-
beids- og administrasjonsdepartementet)

Samgongurdduneytid  (Samferdselsde-

partementet)

+ Rikisstjorn furstadeemisins Liechtenstein er heimilt ad dtnef-
na sérstakar, innlendar stjornsyslustofnanir til ad tilnefna
tilkynnta adila sidar.
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magnetic compatibility (OJ L 139,
23.05.1989, p. 19) as last amended by
Council Directive 93/68/EEC of 22 July
1993 (OJ L 220, 30.08.1993, p.1).

Hungarian National Law:

Joint Decree 31/1999. (VI.11.) GM-KHVM
of the Ministers of Economic Affairs and
Transport, Communications and Water
Management on electromagnetic compatibil-
ity (Magyar Kozlony 51, 11.06.1999, p.
3302), as amended by Joint Decree 58/1999.
(X.27.) GM-KHVM (Magyar Ko6zlony 93,
27.10.1999, p. 5840).

Decree 4/1999. (11.24.) GM of Minister of
Economic Affairs on the detailed rules on the
designation of testing, inspection and certifi-
cation bodies for conformity assessment of
technical products (Magyar Kozlony 14,
24.02.1999, p. 1036),as last amended by
Decree 26/2001. (X.4.) GM of Minister of
Economic Affairs (Magyar Kozlony 108,
4.10.2001, p. 7228).

Decree 22/1999. (VIIL.4.) KHVM of Minister
of Transport, Communications and Water
Management on the detailed rules on the des-
ignation of testing, inspection and certifica-
tion bodies for conformity assessment of cer-
tain telecommunication and information
technology products (Magyar Ko6zlony 69,
04.08. 1999, p. 4466).

SECTION II
Notifying Authorities

EEA EFTA States:

e Iceland:
I0nadar- og vidskiptardduneyti (Ministry
of Industry and Commerce)

Liechtenstein:
Die Regierung des Fiirstentums Liech-
tenstein (The Government of Liech-
tenstein®)

Norway:
Arbeids- og administrasjonsdepartement-
et (Ministry of Labour and Government
Administration)
Samferdselsdepartementet (Ministry of
Transport and Communications)

4 The Government of the Principality of Liechtenstein is enti-
tled to appoint appropriate specific national administration
bodies as designators of notified bodies at a future date.
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Ungverjaland:

Rédduneyti efnahags- og samgongumadla
(Gazdasdgi és Kozlekedési Minisztérium)
Rdduneyti upplysinga- og fjarskiptamaéla
(Gazdasagi és Kozlekedési Minisztérium)

III. PATTUR
Tilkynntir adilar.

EFTA-rikin innan EES:

Adilar sem EFTA-rikin innan EES hafa til-
kynnt { samremi vid EES-16ggjof, sem um
getur { I. paetti, og Ungverjalandi er tilkynnt
um { samrami vid 9. gr. pessa samnings.

Ungverjaland:

Adilar sem Ungverjaland hefur tilnefnt { sam-
remi vid landslog 1 Ungverjalandi, sem um
getur { 1. peetti, og EFTA-rikjunum innan EES
er tilkynnt um { samremi vid 9. gr. pessa
samnings.

IV. PATTUR
Sérstakt fyrirkomulag.

Verndarskilmalar.

A.

1.

Verndarskilmali vardandi iOnadarvorur.

Ef samningsadili hefur gert rddstofun med
pad fyrir augum ad synja um frjalsan adgang
ad morkudum sinum fyrir CE-merktar idnad-
arvorur sem falla undir pennan vidauka skal
hann pegar { stad greina hinum samningsad-
ilunum fra pvi og tilgreina astedurnar fyrir
akvordun sinni og hvernig pad hefur verid
metid ad vorurnar standist ekki krofur.
Samningsadilarnir skulu fjalla um malid og
pau sonnunargdgn sem peir fa vitneskju um
og tilkynna hver 6drum um nidurstédur rann-
sokna sinna.
Verdi samningsadilarnir sammadla um pad
skulu peir gera videigandi radstafanir til ad
tryggja ad slik vara verdi ekki sett & markad-
inn.
Verdi peir ekki sammdla um nidurstodur
slikra ranns6kna skal mdlinu visad til sameig-
inlegu nefndarinnar sem getur akvedid ad
leita eftir sérfreedialiti.
Komist sameiginlega nefndin ad peirri nidur-
stodu ad radstofunin:
a) sé oréttmet, skal innlent yfirvald samn-
ingsadilans, sem hefur gert radstofunina,
afturkalla hana;
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Hungary:

Gazdasdgi €s Kozlekedési Minisztérium
(Ministry of Economy and Transport - MET)
Informatikai és Hirkozlési Minisztérium
(Ministry of Informatics and Communi-
cations — MIC)

SECTION III
Notified Bodies

EEA EFTA States:

Bodies which have been notified by the EEA
EFTA States in accordance with the EEA
legislation of Section I and notified to
Hungary in accordance with Article 9 of this
Agreement.

Hungary:

Bodies which have been designated by
Hungary in accordance with the Hungarian
national law of Section I and notified to the
EEA EFTA States in accordance with Article
9 of this Agreement.

SECTION 1V
Specific Arrangements

Safeguard Clauses

A.

1.

Safeguard clause relating to industrial
products

Where a Party has taken a measure to deny
free access to its market for industrial prod-
ucts bearing the CE marking, subject to the
present Annex, it shall immediately inform
the other Parties, indicating the reasons for its
decision and how non-compliance has been
assessed.

The Parties shall consider the matter and the
evidence brought to their knowledge and
shall report to each other the results of their
investigations.

In case of agreement, the Parties shall take
appropriate measures to ensure that such
products are not placed on the market.

In case of disagreement on the outcome of
such investigations the matter shall be for-
warded to the Joint Committee who may
decide to have an expertise carried out.
Where the Joint Committee finds that the
measure is:
a) unjustified, the national authority of the
Party who has taken the measure shall
withdraw it;
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b) sé réttmet, skulu samningsadilarnir gera
videigandi rddstafanir til ad tryggja ad
slik vara verdi ekki sett 4 markadinn.

B. Verndarskilmali  vardandi
stadla.

Ef samningsadili telur ad samhafdur stadall,
sem visad er til 1 16gunum sem eru tilgreind i
bessum vidauka, uppfylli ekki grunnkrofur
peirrar 16ggjafar skal hann greina sameiginlegu
nefndinni frd pvi og tilgreina dsteedurnar.

samhaefda

Vidauki um gagnkvaema vidurkenningu a
nidurstodum samrsemismats:

4. HEITAVATNSKATLAR

I. PATTUR
EES-loggjof og landslog i Ungverjalandi.

EES-loggjof:
EES-samningurinn, 3. lidur V. kafla II. vid-
auka: Tilskipun rddsins 92/42/EBE frd
21. mai 1992 um krofur vardandi orkunytni
nyrra heitavatnskatla sem brenna fljétandi
eda loftkenndu eldsneyti (Stjtid. EB L 167,
22.6.1992, bls. 17) eins og henni var breytt
med tilskipun radsins 93/68/EBE fra 22. juli
1993 (Stjtid. EB L 220, 30.8.1993, bls. 1).

Landslog i Ungverjalandi:
Urskurdur 20/1998. (IV.17.) Radherra idnad-
ar-, vidskipta- og ferdamdla (IKIM) um
krofur um skilvirkni heitavatnskatla sem
brenna fljétandi eda loftkenndu eldsneyti og
mat 4 samremi peirra (Magyar Kozlony 32,
17.4.1998, bls. 2603) eins og honum var sid-
ast breytt med drskurdi 3/2000. (1.31.) Rao-
herra efnahagsmala (GM) (Magyar Koz1lony
9, 31.1.2000, bls. 273).
Urskurdur 4/1999. (I1.24.) Radherra efna-
hagsmdla (GM) um ndkvemar reglur um til-
nefningu préfunar-, skodunar- og vottunarad-
ila fyrir samramismat teknilegra vara (Mag-
yar Kozlony 14, 24.2.1999, bls. 1036) eins og
honum var sidast breytt med drskurdi
26/2001. (X.4.) Raodherra efnahagsmadla
(GM) (Magyar Kozlony 108, 4.10.2001, bls.
7228).
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b) justified, the Parties shall take appropri-
ate measures to ensure that such products
are not placed on the market.

B. Safeguard clause relating to harmonised
standards

Where one of the Parties considers that a har-
monised standard referred to in the legislation
defined in the present Annex does not meet the
essential requirements of such legislation it shall
inform the Joint Committee giving the reasons
thereof.

Annex on Mutual Recognition of Results
of Conformity Assessment:

4. HOT WATER BOILERS

SECTION I
EEA Legislation and
Hungarian National Law

EEA Legislation:

EEA Agreement, Annex II, Chapter V, point
3: Council Directive 92/42/EEC of 21 May
1992 on efficiency requirements for new hot-
water boilers fired with liquid or gaseous
fuels (OJ L 167, 22.06.1992 p.17), as amend-
ed by Council Directive 93/68/EEC of 22
July 1993 (OJ L 220, 30.08.1993, p.1).

Hungarian National Law:

Decree 20/1998. (IV.17.) IKIM of the
Minister of Industry, Trade and Tourism on
efficiency requirements for hot water boilers
fired with liquid or gaseous fuels and assess-
ment of their conformity (Magyar Kozlony
32, 17.04.1998, p. 2603), as last amended by
Decree 3/2000. (I.31.) GM of Minister of
Economic Affairs (Magyar Kozlony 9,
31.1.2000, p. 273).

Decree 4/1999. (11.24.) GM of Minister of
Economic Affairs on the detailed rules on the
designation of testing, inspection and certifi-
cation bodies for conformity assessment of
technical products (Magyar Kozlony 14,
24.02.1999, p. 1036), as last amended by
Decree 26/2001. (X.4.) GM of Minister of
Economic Affairs (Magyar Kozlony 108,
4.10.2001, p. 7228).
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II. PATTUR
Tilkynningaryfirvold.

EFTA-rikin innan EES:
* Island:
Idnadar- og vidskiptardduneyti

¢ Liechtenstein:
Rikisstjorn furstademisins Liechtenstein
(Die Regierung des Fiirstentums Liech-
tenstein)?
* Noregur:
Rdduneyti sveitarstjérna og byggdapro-
unar (Kommunal- og regionaldeparte-
mentet)
Ungverjaland:
Raduneyti efnahags- og samgongumadla
(Gazdasdgi és Kozlekedési Minisztérium)

1. PATTUR
Tilkynntir adilar.

EFTA-rikin innan EES:
Adilar sem EFTA-rikin innan EES hafa til-
kynnt { samremi vid0 EES-16ggjof, sem um
getur { . patti, og Ungverjalandi er tilkynnt
um { samremi vid 9. gr. pessa samnings.

Ungverjaland:
Adilar sem Ungverjaland hefur tilnefnt { sam-
remi vid landslog { Ungverjalandi, sem um
getur { I. peetti, og EFTA-rikjunum innan EES
er tilkynnt um { samremi vid 9. gr. pessa
samnings.

IV. PATTUR
Sérstakt fyrirkomulag.

Verndarskilmalar.
A. Verndarskilmali vardandi idnadarvorur.

1. Ef samningsadili hefur gert rddstéfun med
bad fyrir augum ad synja um frjalsan adgang
ad morkudum sinum fyrir CE-merktar idnad-
arvorur sem falla undir pennan vidauka skal
hann pegar { stad greina hinum samningsad-
ilunum fra pvi og tilgreina dstedurnar fyrir
akvordun sinni og hvernig pad hefur verid
metid ad vorurnar standist ekki krofur.

2. Samningsadilarnir skulu fjalla um malid og
pau sonnunargdgn sem peir fa vitneskju um

3 Rikisstjorn furstadeemisins Liechtenstein er heimilt ad ttnef-
na sérstakar, innlendar stjornsyslustofnanir til ad tilnefna
tilkynnta adila sidar.
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SECTION II
Notifying Authorities

EEA EFTA States:
e Jceland:
I0nadar- og vidskiptaraduneyti (Ministry
of Industry and Commerce)
e Liechtenstein:
Die Regierung des Fiirstentums Liech-
tenstein (The Government of Liech-
tenstein’)
¢ Norway:
Kommunal- og regionaldepartementet
(Ministry of Local Government and
Regional Development)
Hungary:
Gazdasdgi és Kozlekedési Minisztérium
(Ministry of Economy and Transport — MET)

SECTION III
Notified Bodies

EEA EFTA States:
Bodies which have been notified by the EEA
EFTA States in accordance with the EEA
legislation of Section I and notified to
Hungary in accordance with Article 9 of this
Agreement.

Hungary:
Bodies which have been designated by
Hungary in accordance with the Hungarian
national law of Section I and notified to the
EEA EFTA States in accordance with Article
9 of this Agreement.

SECTION IV
Specific Arrangements

Safeguard Clauses

A. Safeguard clause relating to industrial
products

1. Where a Party has taken a measure to deny
free access to its market for industrial prod-
ucts bearing the CE marking, subject to the
present Annex, it shall immediately inform
the other Parties, indicating the reasons for its
decision and how non-compliance has been
assessed.

2. The Parties shall consider the matter and the
evidence brought to their knowledge and

> The Government of the Principality of Liechtenstein is enti-
tled to appoint appropriate specific national administration
bodies as designators of notified bodies at a future date.
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og tilkynna hver 6drum um nidurstodur rann-

sokna sinna.

3. Verdi samningsadilarnir sammaéla um pad
skulu peir gera videigandi radstafanir til ad
tryggja ad slik vara verdi ekki sett 4 markad-
inn.

4. Verdi peir ekki sammadla um nidurstédur
slikra rannsdkna skal mélinu visad til sameig-
inlegu nefndarinnar sem getur dakvedid ad
leita eftir sérfredidliti.

5. Komist sameiginlega nefndin ad peirri nidur-
stodu ad radstofunin:

a) sé oréttmeet, skal innlent yfirvald samn-
ingsadilans, sem hefur gert rdadstofunina,
afturkalla hana;

b) sé réttmet, skulu samningsadilarnir gera
videigandi rddstafanir til ad tryggja ad
slik vara verdi ekki sett & markadinn.

B. Verndarskilmali vardandi samhaefda
stadla.

Ef samningsadili telur ad samhafour stadall,
sem visad er til { 16gunum sem eru tilgreind {
pessum vidauka, uppfylli ekki grunnkrofur
beirrar 16ggjafar skal hann greina sameiginlegu
nefndinni frd pvi og tilgreina dstedurnar.

Vidauki um gagnkvama vidurkenningu a
nidurstooum samraemismats:

S. GASTAKI

I. PATTUR
EES-loggjof og landslog i Ungverjalandi.

EES-loggjof:
EES-samningurinn, 2. lidur V. kafla II. vid-
auka:
Tilskipun rddsins 90/396/EBE fra 29. jini
1990 um samremingu laga adildarrikj-
anna vardandi taki sem brenna gasi
(S4jtid. EB L 196, 26.7.1990, bls. 15) eins
og henni var sidast breytt med tilskipun
radsins 93/68/EBE fra 22. jali 1993
(Stjtid. EB L 220, 30.8.1993, bls. 1).
Landslog i Ungverjalandi:
Urskurdur 22/1998. (IV.17.) Rddherra idnad-
ar-, vidskipta- og ferdamdla (IKIM) um til-
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shall report to each other the results of their
investigations.

In case of agreement, the Parties shall take
appropriate measures to ensure that such
products are not placed on the market.

[9%]

4. In case of disagreement on the outcome of
such investigations the matter shall be for-
warded to the Joint Committee who may
decide to have an expertise carried out.

5. Where the Joint Committee finds that the
measure is:

a) unjustified, the national authority of the
Party who has taken the measure shall
withdraw it;

b) justified, the Parties shall take appropri-
ate measures to ensure that such products
are not placed on the market.

B. Safeguard clause relating to harmonised
standards

Where one of the Parties considers that a
harmonised standard referred to in the legislation
defined in the present Annex does not meet the
essential requirements of such legislation, it shall
inform the Joint Committee giving the reasons
thereof.

Annex on Mutual Recognition of Results of
Conformity Assessment:

5. GAS APPLIANCES

SECTION I
EEA Legislation and
Hungarian National Law

EEA Legislation:
EEA Agreement, Annex II, Chapter V, point
’).
Council Directive 90/396/EEC of 29 June
1990 on the approximation of the laws of
the Member States relating to appliances
burning gaseous fuels (OJ L 196,
26.07.1990, p. 15), as last amended by
Council Directive 93/68/EEC of 22 July
1993 (OJ L 220, 30.08.1993, p. 1).
Hungarian National Law:
Decree 22/1998. (IV.17.) IKIM of the Min-
ister of Industry, Trade and Tourism on the
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tekin teeki sem brenna gasi og mat 4 samremi
peirra (Magyar Kozlony 32, 17.4.1998, bls.
2629) eins og honum var sidast breytt med
trskurdi 28/2000. (VIIL.29.) Radherra efna-
hagsmdla (GM) (Magyar Kozlony 89,
29.8.2000, bls. 5527).

Urskurdur 4/1999. (I1.24.) Radherra efna-
hagsmdla (GM) um ndkvaemar reglur um til-
nefningu préfunar-, skodunar- og vottunarad-
ila fyrir samramismat teknilegra vara (Mag-
yar Koz1ony 14, 24.2.1999, bls. 1036) eins og
honum var sidast breytt med urskurdi 26/
2001. (X.4.) Radherra efnahagsmala (GM)
(Magyar Kozlony 108, 4.10.2001, bls. 7228).

1. PATTUR
Tilkynningaryfirvold.

EFTA-rikin innan EES:
« Island:
Félagsmadlardduneytid

* Liechtenstein:
Rikisstjorn furstademisins Liechtenstein
(Die Regierung des Fiirstentums Liecht-
enstein)®

Noregur:
Raduneyti
(Arbeids-
mentet)

Ungverjaland:
Réduneyti efnahags- og samgongumaéla
(Gazdaségi és Kozlekedési Minisztérium)

L]
stjérnsyslu  og vinnumadla
og administrasjonsdeparte-

. PATTUR
Tilkynntir adilar.

EFTA-rikin innan EES:
Adilar sem EFTA-rikin innan EES hafa til-
kynnt { samraemi vid EES-16ggjof, sem um
getur 1 . paetti, og Ungverjalandi er tilkynnt
um { samraemi vid 9. gr. pessa samnings.

Ungverjaland:
Adilar sem Ungverjaland hefur tilnefnt 1 sam-
reemi vid landslog { Ungverjalandi, sem um
getur { I. paetti, og EFTA-rikjunum innan EES
er tilkynnt um {1 samraemi vid 9. gr. pessa
samnings.

¢ Rikisstjorn furstadeemisins Liechtenstein er heimilt ad ttnef-
na sérstakar, innlendar stjérnsyslustofnanir til ad tilnefna
tilkynnta adila sidar.
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design of certain appliances burning gaseous
fuels and the assessment of their conformity
(Magyar Kozlony 32, 17.04. 1998, p. 2629),
as last amended by Decree 28/2000. (VIII.
29.) GM of Minister of Economic Affairs
(Magyar Kozlony 89, 29.08.2000, p. 5527).
Decree 4/1999. (I11.24.) GM of Minister of
Economic Affairs on the detailed rules on the
designation of testing, inspection and certifi-
cation bodies for conformity assessment of
technical products (Magyar Kozlony 14,
24.02.1999, p. 1036), as last amended by
Decree 26/2001. (X.4.) GM of Minister of
Economic Affairs (Magyar Kozlony 108,
4.10.2001, p. 7228).

SECTION 1II
Notifying Authorities

EEA EFTA States:

* Iceland:
Félagsmadlaraduneytid (Ministry of Social
Affairs)

Liechtenstein:
Die Regierung des Fiirstentums Liech-
tenstein (The Government of Liech-
tenstein®)

Norway:
Arbeids- og administrasjonsdepartement-
et (Ministry of Labour and Government

Administration)
Hungary:
Gazdasdagi ¢és Kozlekedési Minisztérium

(Ministry of Economy and Transport - MET)

SECTION I1I
Notified Bodies

EEA EFTA States:
Bodies which have been notified by the EEA
EFTA States in accordance with the EEA
legislation of Section I and notified to
Hungary in accordance with Article 9 of this
Agreement.

Hungary:
Bodies which have been designated by
Hungary in accordance with the Hungarian
national law of Section I and notified to the
EEA EFTA States in accordance with Article
9 of this Agreement.

% The Government of the Principality of Liechtenstein is enti-
tled to appoint appropriate specific national administration
bodies as designators of notified bodies at a future date.
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IV. PATTUR
Sérstakt fyrirkomulag.

Verndarskilmalar.
A. Verndarskilmali vardandi iOnadarvorur.

1. Ef samningsadili hefur gert radstofun med
pad fyrir augum ad synja um frjdlsan adgang
ad morkudum sinum fyrir CE-merktar idnad-
arvorur sem falla undir pennan vidauka skal
hann pegar { stad greina hinum samningsad-
ilunum fra pvi og tilgreina astedurnar fyrir
akvordun sinni og hvernig pad hefur verid
metid ad vorurnar standist ekki krofur.

2. Samningsadilarnir skulu fjalla um malid og
pau sdnnunargdgn sem peir fd vitneskju um
og tilkynna hver 6drum um nidurstdodur rann-
sokna sinna.

3. Verdi samningsadilarnir sammala um bad
skulu peir gera videigandi radstafanir til ad
tryggja ad slik vara verdi ekki sett a4 markad-
inn.

4. Verdi beir ekki sammadla um nidurstodur
slikra rannsokna skal malinu visad til sameig-
inlegu nefndarinnar sem getur dkvedid ad
leita eftir sérfraedialiti.

5. Komist sameiginlega nefndin ad peirri nidur-
stodu ad radstofunin:

a) sé oréttmet, skal innlent yfirvald samn-
ingsadilans, sem hefur gert radst6funina,
afturkalla hana;

b) sé réttmet, skulu samningsadilarnir gera
videigandi rddstafanir til ad tryggja ad
slik vara verdi ekki sett 4 markadinn.

B. Verndarskilmali vardandi samhzaefda
stadla.

Ef samningsadili telur ad samhafdur stadall,
sem visad er til { logunum sem eru tilgreind {
pessum vidauka, uppfylli ekki grunnkrofur
peirrar 16ggjafar skal hann greina sameiginlegu
nefndinni frd pvi og tilgreina dstedurnar.
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SECTION IV
Specific Arrangements

Safeguard Clauses

A. Safeguard clause relating to industrial
products

1. Where a Party has taken a measure to deny
free access to its market for industrial prod-
ucts bearing the CE marking, subject to the
present Annex, it shall immediately inform
the other Parties, indicating the reasons for its
decision and how non-compliance has been
assessed.

2. The Parties shall consider the matter and the
evidence brought to their knowledge and
shall report to each other the results of their
investigations.

3. In case of agreement, the Parties shall take
appropriate measures to ensure that such
products are not placed on the market.

4. In case of disagreement on the outcome of
such investigations the matter shall be for-
warded to the Joint Committee who may
decide to have an expertise carried out.

5. Where the Joint Committee finds that the
measure is:

a) unjustified, the national authority of the
Party who has taken the measure shall
withdraw it;

b) justified, the Parties shall take appropri-
ate measures to ensure that such products
are not placed on the market.

B. Safeguard clause relating to harmonised
standards

Where one of the Parties considers that a har-
monised standard referred to in the legislation
defined in the present Annex does not meet the
essential requirements of such legislation, it shall
inform the Joint Committee giving the reasons
thereof.
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Vidauki um gagnkvaema vidurkenningu a
nidurstooum samraemismats:

6. LAEKNINGATAKI

L. PATTUR
EES-loggjof og landslog i Ungverjalandi.

EES-loggjof:
EES-samningurinn, 7. lidur X. kafla II. vid-
auka:
Tilskipun radsins 90/385/EBE frd 20. jini
1990 um samhafingu laga adildarrikj-
anna um virk, igredanleg lekningateki
(Stjtio. EB L 189, 20.7.1990, bls. 17) eins
og henni var sidast breytt med tilskipun
radsins  93/68/EBE fra 22. jali 1993
(Stjtid. EB L 220, 30.8.1993, bls. 1).
EES-samningurinn, 1. lidur XXX. kafla IL
vidauka:
Tilskipun radsins 93/42/EBE frd 14. jini
1993 um lekningateki (Stjtid. EB L 169,
12.7.1993. bls. 1) eins og henni var breytt
med tilskipun Evrépupingsins og radsins
98/79/EB fra 27. oktéber 1998 (Stjtid. EB
L 331, 7.12.1998, bls. 1).
Landslog 1 Ungverjalandi:
Urskurdur 47/1999. (X.6.) Raduneyti heil-
brigdismala (EiiM ) um leekningateki (Magyar
Kozlony 88, 6.10.1999, bls. 5512) eins og
honum var sidast breytt med arskurdi 29/2002.
(V.24.) Raddherra heilbrigdismala (EiM)
(Magyar Kozlony 72, 24.5.2002, bls. 4486).
Urskurdur 48/1999. (X.6.) Radherra heil-
brigdismdla (EiiM) um ndkvaemar reglur um
tilnefningu préfunar-, skodunar- og vottunar-
adila fyrir samremismat lekningatekja
(Magyar K6z16ny 88, 6.10.1999, bls. 5544).

II. PATTUR
Tilkynningaryfirvold.

EFTA-rikin innan EES:
e Island:
Heilbrigdis- og tryggingamdlardduneytid

e Liechtenstein:
Rikisstjorn furstademisins Liechtenstein
(Die Regierung des Fiirstentums Liecht-
enstein)’

7 Rikisstjorn furstademisins Liechtenstein er heimilt ad ttnef-

na sérstakar, innlendar stjornsyslustofnanir til ad tilnefna
tilkynnta adila sidar.
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Annex on Mutual Recognition of Results of
Conformity Assessment:

6. MEDICAL DEVICES

SECTION I
EEA Legislation and
Hungarian National Law

EEA Legislation:

EEA Agreement, Annex II, Chapter X, point

7:
Council Directive 90/385/EEC of 20 June
1990 on the approximation of the laws of
the Member States relating to active
implantable medical devices (OJ L 189,
20.07.1990, p. 17), as last amended by
Council Directive 93/68/EEC of 22 July
1993 (OJ L 220, 30.08.1993, p. 1).

EEA Agreement, Annex II, Chapter XXX,

point 1:
Council Directive 93/42/EEC of 14 June
1993 concerning medical devices (OJ L
169, 12.07.1993, p. 1), as amended by
European  Parliament and Council
Directive 98/79/EC of 27 October 1998
(OJ L 331, 07.12.1998, p.1).

Hungarian National Law:

Decree 47/1999. (X.6.) EiiM of the Ministry

of Health on medical devices (Magyar

Kozlony 88, 06.10.1999, p. 5512), as last

amended by Decree 29/2002. (V.24.) EiiM of

Minister of Health (Magyar Kozlény 72,

24.5.2002, p. 4486).

Decree 48/1999. (X.6.) EiiM of Minister of

Health on the detailed rules on the designa-

tion of testing, inspection and certification

bodies for conformity assessment of medical

devices (Magyar Kozlony 88, 06.10.1999, p.

5544).

SECTION 11
Notifying Authorities

EEA EFTA States:
e Iceland:
Heilbrigdis- og tryggingamdlaraduneytid
(Ministry of Health and Social Security)
e Liechtenstein:
Die Regierung des Fiirstentums Liech-
tenstein (The Government of Liech-
tenstein’)

7 The Government of the Principality of Liechtenstein is enti-

tled to appoint appropriate specific national administration
bodies as designators of notified bodies at a future date.



3. desember 2003

*  Noregur:
Heilbrigdisraduneytid
entet)

Ungverjaland:

Raduneyti heilbrigdismdla, félagsmdla og
fjolskyldumadla (Egészségiigyi, Szocidlis €s
Csaladiigyi Minisztérium)

(Helsedepartem-

[II. PATTUR
Tilkynntir adilar.

EFTA-rikin innan EES:
Adilar sem EFTA-rikin innan EES hafa til-
kynnt { samremi vid 16ggjof sina, sem um
getur { I. patti, og Ungverjalandi er tilkynnt
um { samraemi vid 9. gr. pessa samnings.

Ungverjaland:
Adilar sem Ungverjaland hefur tilnefnt { sam-
remi vid landslog 1 Ungverjalandi, sem um
getur i [. paetti, og Evropubandalaginu er til-
kynnt um { samremi vi0 9. gr. pessa samn-
ings.

IV. PATTUR
Sérstakt fyrirkomulag.

1. Skraning pess einstaklings sem ber dbyrgd
a markadssetningu teekja.
Framleidandi, sem setur l@kningatekin sem
um getur { 14. gr. tilskipunar 93/42/EBE
(EES-samningurinn, 1. lidur XXX. kafla II.
vidauka) og { videigandi landslogum Ung-
verjalands & markad einhvers samningsadil-
anna, skal tilkynna par til berum yfirvoldum
hja samningsadilanum par sem hann hefur
skrdda starfsstod um einstok atridi sem visad
er til { pessum dkvedum. Samningsadilarnir
skulu vidurkenna pd skraningu gagnkvaemt.
Framleidanda ber ekki skylda til ad tilnefna
einstakling dbyrgan fyrir markadssetningu
tekja 4 markadi sem komid hefur verid a 6t
a yfirrddasvaedi hinna samningsadilanna.

2. Merking laekningataekja.
Framleidendur hja samningsadilunum skulu
tilgreina nafn sitt eda vidskiptaheiti og heim-
ilisfang 4 merkimida lekningatekjanna eins
og tilgreint er { a-1id lidar 13.3 1 1. vidauka
vid tilskipun 93/42/EBE (EES-samningurinn,
1. lidur XXX. kafla II. vidauka) og { videig-
andi landslogum Ungverjalands. Peim ber
ekki skylda til ad tilgreina, 4 merkimida, ytri
umbtdum eda { notendaleidbeiningum, natn
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¢« Norway:
Helsedepartementet (Ministry of Health)

Hungary:
Egészségiigyi, Szocidlis és Csaladiigyi
Minisztérium (Ministry of Health, Social and
Family Affairs- MHSFA)

SECTION II1
Notified Bodies

EEA EFTA States:
Bodies which have been notified by the EEA
EFTA States in accordance with the EEA
EFTA States legislation of Section I and noti-
fied to Hungary in accordance with Article 9
of this Agreement.

Hungary:
Bodies which have been designated by
Hungary in accordance with the Hungarian
national law of Section I and notified to the
European Community in accordance with
Article 9 of this Agreement.

SECTION IV
Specific Arrangements

1. Registration of the person responsible for
placing devices on the market
Any manufacturer who places on the market
of one of the Parties the medical devices
referred to in Article 14 of Directive
93/42/EEC (EEA Agreement, Annex II,
Chapter XXX, point 1) and in the relevant
Hungarian national law shall inform the com-
petent authorities of the Party in which he has
his registered place of business of the partic-
ulars referred to in these provisions. The
Parties shall reciprocally recognise that reg-
istration. The manufacturer shall not be
obliged to designate a person responsible for
placing devices on the market established in
the territory of the other Parties.

2. Labelling of medical devices
Manufacturers of the Parties shall indicate
their name or trade name and address on the
label of medical devices as specified in
Annex 1, point 13.3(a) to Directive 93/
42/EEC (EEA Agreement, Annex II, Chapter
XXX, point 1) and in the relevant Hungarian
national law. They shall not be obliged to
indicate the name and address of the person
responsible for placing the device on the
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og heimilisfang einstaklingsins, sem ber
abyrgd a pvi a0 markadssetja tekid, né heldur
nafn og heimilisfang fulltrda eda innflytjanda
med stadfestu 4 yfirrddasvadi annars samn-
ingsadila.

Upplysingaskipti.

[ samraemi vid 11. gr. pessa samnings skulu
samningsadilarnir einkum skiptast 4 peim
upplysingum sem um getur i videigandi EES-
16ggjof og landslogum Ungverjalands, svo
sem:

gognum er varda skrdningu framleidenda
og tekja;

gbgnum er varda skirteini sem eru gefin
it, peim breytt, aukid vid pau, sem eru
felld nidur timabundid, afturkollud eda er
synjad um;

gégnum sem hefur verid aflad { samremi
vid gdtarferlio.

Verndarskilmalar.
Verndarskilmali vardandi ionadarvorur.

Ef samningsadili hefur gert radstofun med
pad fyrir augum ad synja um frjdlsan adgang
a0 morkudum sinum fyrir CE-merktar idnad-
arvorur sem falla undir pennan vidauka skal
hann pegar { stad greina hinum samningsad-
ilunum fra pvi og tilgreina dst@durnar fyrir
dkvordun sinni og hvernig pad hefur verid
metid ad vorurnar standist ekki krofur.
Samningsadilarnir skulu fjalla um malid og
pau sonnunargdgn sem beir fa vitneskju um
og tilkynna hver 6drum um nidurstodur rann-
s6kna sinna.

Verdi samningsadilarnir sammdla um pad
skulu peir gera videigandi rddstafanir til ad
tryggja ad slik vara verdi ekki sett 4 markad-
inn.

Verdi peir ekki sammaéla um nidurstodur
slikra rannsokna skal malinu visad til sameig-
inlegu nefndarinnar sem getur dkvedid ad
leita eftir sérfraedialiti.

Komist sameiginlega nefndin ad peirri nidur-
stodu ad radstéfunin:

a) sé oréttmat, skal innlent yfirvald samn-
ingsadilans, sem hefur gert radstofunina,
afturkalla hana;

sé réttmet, skulu samningsadilarnir gera
videigandi radstafanir til ad tryggja ad
slik vara verdi ekki sett & markadinn.

b)
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market, of the representative or of the
importer established within the territory of
the other Parties on the label, outer packag-
ing or instructions for use.

Information exchanges

In accordance with Article 11 of this
Agreement, the Parties shall in particular
exchange the information referred to in the
relevant EEA legislation and Hungarian
national law, in particular:

data relating to registration of manufac-
turers and devices;

data relating to certificates issued, modi-
fied, supplemented, suspended, with-
drawn or refused;

data obtained in accordance with the vig-
ilance procedure.

Safeguard clauses

Safeguard clause relating to industrial
products

Where a Party has taken a measure to deny
free access to its market for industrial prod-
ucts bearing the CE marking, subject to the
present Annex, it shall immediately inform
the other Parties, indicating the reasons for its
decision and how non-compliance has been
assessed.

The Parties shall consider the matter and the
evidence brought to their knowledge and
shall report to each other the results of their
investigations.

In case of agreement, the Parties shall take
appropriate measures to ensure that such
products are not placed on the market.

In case of disagreement on the outcome of
such investigations the matter shall be for-
warded to the Joint Committee who may
decide to have an expertise carried out.
Where the Joint Committee finds that the
measure is:

a) unjustified, the national authority of the
Party who has taken the measure shall
withdraw it;

b) justified, the Parties shall take appropri-
ate measures to ensure that such products
are not placed on the market.
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B. Verndarskilmdli vardandi samhefda
stadla.

Ef samningsadili telur ad samhafdur stadall,
sem visad er til 1 logunum sem eru tilgreind {
pessum vidauka, uppfylli ekki grunnkrofur
slikrar 16ggjafar skal hann greina sameiginlegu

nefndinni frd pvi og tilgreina dstedurnar.

Vidauki um gagnkvama vidurkenningu a
nidurstodum samraemismats:

7. GODAR STARFSVENJUR
VID RANNSOKNIR A LYFJUM
SEM ATLUD ERU MONNUM

I. PATTUR
EES-loggjof og landslog i Ungverjalandi.

EES-loggjof:

Godar starfsvenjur vid rannsoknir:
EES-samningurinn, 8. lidur XV. kafla II. vio-
auka:

Tilskipun rddsins 87/18/EBE fra 18. des-
ember 1986 um samhefingu dkvaeda i
16gum og stjérnsyslufyrirmaelum um beit-
ingu meginreglna vardandi gédar starfs-
venjur vid rannsoknir og sannpréfun 4
beitingu peirra vegna préfana 4 efnum
(Stjtio. EB L 15, 17.1.1987, bls. 29) eins
og henni var sidast breytt med tilskipun
framkvemdastjérnarinnar ~ 1999/11/EB
fra 8. mars 1999 (Stjtio. EB L 77,
23.3.1999, bls. 8).

Eftirlit med godum starfsvenjum vid rannsoknir:
EES-samningurinn, 9. lidur XV. kafla II. vid-
auka:

Tilskipun radsins 88/320/EBE fra 9. juni
1988 um skodun og sannpréfun 4 g6dum
starfsvenjum vid rannsoknir (Stjtid. EB L
145, 11.6.1988, bls. 35) eins og henni var
sidast breytt med tilskipun framkvaemda-
stjérnarinnar 1999/12/EB frd 8. mars
1999 (Stjtid. EB L 77, 23.3.1999, bls. 22).
Lyf:
EES-samningurinn, 1. lidur XIII. kafla II.
vidauka:
Tilskipun radsins 87/21/EBE fra 22. des-
ember 1986 um breytingu 4 tilskipun
65/65/EBE um samramingu dkvaeda f{
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B. Safeguard clause relating to harmonised
standards

Where one of the Parties considers that a har-
monised standard referred to in the legislation
defined in the present Annex does not meet the
essential requirements of such legislation, it shall
inform the Joint Committee giving the reasons
thereof.

Annex on Mutual Recognition of Results of
Conformity Assessment:

7. GOOD LABORATORY PRACTICE
FOR MEDICINAL PRODUCTS
FOR HUMAN USE

SECTION 1
EEA Legislation and
Hungarian National Law

EEA Legislation:
Good Laboratory Practice:
EEA Agreement, Annex II, Chapter XV,
point 8:
Council Directive 87/18/EEC of 18
December 1986 on the harmonisation of
laws, regulations and administrative pro-
visions relating to the application of the
principles of good laboratory practice and
the verification of their applications for
tests on chemical substances ( OJ L 15,
17.01.1987, p. 29), as last amended by
Commission Directive 1999/11/EC of 8
March 1999 (OJ L 77, 23.03.1999, p. 8).

Monitoring of Good Laboratory Practice:
EEA Agreement, Annex II, Chapter XV,
point 9:
Council Directive 88/320/EEC of 9 June
1988 on the inspection and verification of
Good Laboratory Practice (GLP) (OJ L
145, 11.06.1988, p. 35), as last amended
by Commission Directive 1999/12/EC of
8 March 1999 (OJ L 77, 23.03.1999, p.
22).
Medicinal Products:
EEA Agreement, Annex II, Chapter XIII,

point 1:
Council Directive 87/21/EEC of 22
December 1986 amending Directive

65/65/EEC on the approximation of pro-



Nr. 34

16gum eda stjornsyslufyrirmalum um lyf
(Syjtid. EB L 15, 17.1.1987, bls. 36).

EES-samningurinn, 2. lidur XIII. kafla II.

vidauka:
Tilskipun radsins 87/19/EBE fra 22. des-
ember 1986 um breytingu 4 tilskipun
75/318/EBE um samremingu laga adild-
arrfkjanna um stadla og adferdarlysingar
fyrir efnagreiningar, lyfja- og eiturefna-
fredileg prof og kliniskar profanir 4
lyfjum (Sgtid. EB L 5, 17.1.1987, bls.
31).
Tilskipun framkvemdastjérnarinnar 91/
507/EBE fra 19. jali 1991 um breytingu 4
vidauka vid tilskipun rddsins 75/318/EBE
um samraemingu laga adildarrikjanna um
stadla og adferdarlysingar fyrir efnagrein-
ingar, lyfja- og eiturefnafredileg prof og
kliniskar profanir & lyfjum (Stjtio. EB L
270, 26.9.1991, bls. 32).

Landslog i Ungverjalandi:

Gaodar starfsvenjur vid rannscknir og eftirlit med

peim:
Sameiginlegur drskurdur 9/2001. (I11.30.)
Radherra heilbrigdismdla og radherra land-
buinadarmdla og byggdapréunar (EiM-FVM)
um beitingu gédra starfsvenja vid rannsoknir
og eftirlit med peim (Magyar Ko6zlony 37,
30.3.2001, bls. 2418).

Lyf:
Log XXV frd 1998 um lyf sem @tlud eru
monnum (Magyar Kozlony 28, 1.4.1998, bls.
2385) eins og peim var sidast breytt med
16gum LXX frd 2001 (Magyar Kozlony 118,
25.10.2001, bls. 8178).

II. PATTUR
Tilkynnt préfunaradstada.

[ pessum vidauka merkir hugtakid ,.tilkynnt
profunaradstada® profunaradstodu sem er vidur-
kennd samkvamt eftirlitsdetlun allra samnings-
adila um godar starfsvenjur vid rannsoknir.

Ar hvert skulu allir samningsadilar senda
hinum samningsadilunum skrd yfir préfunar-
stodvar sem, i ljosi nidurstadna skodunar og
uttektar 4 rannséknum, samrymast meginreglum
um gddar starfsvenjur vid rannséknir og einnig
upplysingar um skodunardaga eda uttektardaga,
hver stada beirra sé med tilliti til gédra starfs-
venja vid rannséknir og um sérfreedisvid peirra {

512

3. desember 2003

visions laid down by law, regulation or
administrative action relating to propri-
etary medicinal products (OJ L 15,
17.01.1987, p.36).

EEA Agreement, Annex II, Chapter XIII,

point 2:
Council Directive 87/19/EEC of 22 De-
cember 1986 amending Directive 75/
318/EEC on the approximation of the
laws of the Member States relating to
analytical, pharmaco-toxicological and
clinical standards and protocols in respect
of the testing of proprietary medicinal
products (OJ L 5, 17.01.1987, p.31).
Commission Directive 91/507/EEC of 19
July 1991 modifying the Annex to
Council Directive 75/318/EEC on the
approximation of the laws of Member
States relating to analytical, pharmaco-
toxicological and clinical standards and
protocols in respect of the testing of pro-
prietary medicinal products (OJ L 270,
26.09.1991, p.32).

Hungarian National Law:

Good Laboratory Practice and Monitoring of

Good Laboratory Practice:
Joint Decree 9/2001. (111.30.) EiM-FVM of
the Minister of Health and the Minister of
Agriculture and Rural Development on appli-
cation and verification of good laboratory
practice (Magyar Kozlony 37, 30.3.2001, p.
2418).

Medicinal Products:
Act XXV. of 1998 on medicines for human
use (Magyar Kozlony 28, 01.04.1998, p.
2385) as last amended by the Act LXX of
2001 (Magyar Kozlony 118, 25.10.2001, p.
8178).

SECTION 11
Notified Test Facilities

For the purpose of this Sectoral Annex, the
term “Notified Test Facilities” means the test
facilities recognised under each Party’s GLP
monitoring programme.

Each Party shall provide the other Parties at
least annually with a list of the test facilities
which, in the light of the results of the inspec-
tions and study audits conform to the GLP prin-
ciples as well as of the dates of inspection or
study audit, their GLP compliance status, and the
area of expertise in accordance with point 4 of
the Appendix to Annex III of the OECD
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samraemi vid 4. 1id vidbetisins vid III. vidauka {
dkvordun-tilmelum Efnahags- og framfarastofn-
unarinnar (OECD) fra 2. oktéber 1989 C (89)87
(lokautgafa).

Hver samningsadili skal dn tafar tilkynna
hinum samningsadilunum um pad ef skrdd prot-
unarstod 4 yfirrddasvadi hans vanrekir ad fara
ad meginreglum um gédar starfsvenjur vid rann-
sOknir 1 peim meali ad pad tefli i tvisynu heild-
stedi eda dreidanleika einhverra peirra athugana
sem hann framkvaemir. Préfunarstodin verdur
tekin af skrdnni sem tekin er saman i samremi
vid madlsgreinina hér ad framan.

1I. PATTUR
Tilkynningaryfirvold.

[ pessum vidauka merkir hugtakid , tilkynning-
aryfirvold™ eftirlitsyfirvold samningsadilanna ad
pvi er vardar gédar starfsvenjur vid rannsoknir.

EFTA-rikin innan EES:
* Island:
Heilbrigdis- og tryggingamalardduneytid

¢ Liechtenstein:
Embatti umhverfisverndar
Umweltschutz)®
e Noregur:
Melifredi- og faggildingarpjonusta Nor-
egs (Justervesenet)
Ungverjaland:
Lyfjafredistofnun Ungverjalands (Orszdgos
Gyogyszerészeti Intézet - OGY])

(Amt  fiir

IV. PATTUR
Sérstakt fyrirkomulag.

Akvadi pessa vidauka gilda um okliniskar
profanir 4 lyfjum, { samremi vid gédar starfs-
venjur vid rannséknir, sem geta verid hvort
heldur er efni eda efnabléndur og falla undir 16g
og stjornsyslufyrirmeeli sem eru tilgreind { I.
patti.

Ef ekki eru gefnar sérstakar skilgreiningar
gildir skilgreining hugtaka { meginreglum Efna-
hags- og framfarastofnunarinnar um gédar starfs-
venjur vid rannsoknir eins og fram kemur 1 II.
vidauka vid dkvordun rads Efnahags- og fram-
farastofnunarinnar fra 12. mai 1981 C(81)30
(lokautgdta), leidbeiningum um adferdir vid eft-
8 Rikisstjorn furstademisins Liechtenstein er heimilt ad dtnef-
na sérstakar, innlendar stjérnsyslustofnanir til ad tilnefna
tilkynnta adila sidar.
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Decision-Recommendation of 2 October 1989 C
(89)87(Final).

Each Party shall notify without delay the other
Parties when a listed test facility under its juris-
diction fails to conform to the GLP principles to
an extent which may jeopardise the integrity or
authenticity of any such studies it conducts. The
test facility will be deleted from the list estab-
lished in accordance with the preceding para-

graph.

SECTION III
Notifying Authorities

For the purpose of this Sectoral Annex, the
term “Notifying Authorities” means the GLP
Monitoring Authorities of the Parties.

EEA EFTA States:
e Jceland:
Heilbrigdis- og tryggingamalaraduneytid
(Ministry of Health and Social Security)
e Liechtenstein:
Amt fiir Umweltschutz (Office for
Environmental Protection)®
e Norway:
Justervesenet (Norwegian Metrology and
Accreditation Service)
Hungary:
Orszdagos Gyogyszerészeti Intézet - OGYI
(National Institute of Pharmacy)

SECTION IV
Specific Arrangements

The provisions of this Sectoral Annex apply to
the non-clinical testing of medicinal products
according to Good Laboratory Practice (GLP),
being either substances or preparations, covered
by the legislative, regulatory and administrative
requirements listed in section I.

Unless specific definitions are given, the defi-
nition of terms in the OECD Principles of Good
Laboratory Practice as contained in Annex II to
OECD Council Decision of 12 May 1981
C(81)30(Final), the Guides for Compliance
Monitoring Procedures for Good Laboratory
Practice as contained in Annex I to Council

8 The Government of the Principality of Liechtenstein is enti-
tled to appoint appropriate specific national administration
bodies as designators of notified bodies at a future date.
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irlit med pvi ad gédum starfsvenjum vid rann-
soknir sé fylgt, eins og pear eru settar fram { L
vidauka vid dkvordun-tilmaeli radsins frd 2. okt-
ober 1989 C(89)87 (lokadtgdfa) og sampykktar-
skjali um g6dar starfsvenjur vid rannsoknir
,Beiting meginreglna um goédar starfsvenjur vid
vettvangsrannsoknir (r6d af meginreglum Efna-
hags- og framfarastofnunarinnar um goédar starfs-
venjur vid rannsoknir og eftirlit med pvi ad peim
sé fylgt, nimer 6) med dordnum breytingum.

Samningsadilarnir vidurkenna datlanir hver
annars um ad fylgja gédum starfsvenjum vid
rannsOknir sem jafngildar ef per eru { samremi
vid 16g og stjornsyslufyrirmali, sem eru sett fram
i I. peetti, sem eru { samraemi vid akvordun-til-
meli Efnahags- og framfarastofnunarinnar fra 2.
oktéber 1989 C(89)87 (lokadtgafa). Samningsad-
ilarnir  sampykkja gagnkvemt nidurstodur
uttektar 4 rannséknum og skodun préfunarstodva
ad pvi er vardar pad hvort gédum starfsvenjum
vid rannsoknir, sem framkvaemdar eru af par til
barum yfirvoldum sem um getur 1 III. petti, sé
fylgt.

Pegar um er ad reda rannséknir og gogn unnin
Ur peim, sem eru upprunnin 4 yfirrddasvadi til-
tekins samningsadila, skal framkvama skodun 4
profunarstodvum og/eda uttekt 4 rannséknum {
samremi vid 10g og stjérnsyslufyrirmali pess
samningsadila.

Hver samningsadili vidurkennir rannsoknir og
gbgn, unnin dr peim, sem koma fra préfunarstod
annars samningsadila, sem veru pad rannséknir
og gOgn, unnin dr peim, sem koma fra préfunar-
stod par sem meginreglum um gdédar starfsvenjur
vid rannsoknir er fylgt 4 hans eigin yfirrdda-
svaedi, ad pvi tilskildu ad préfunarstodin sé til-
greind { skrdnni sem tekin var saman { samremi
vid II. patt.

Akvordun um ad beita dkvaedum pessa vidauka
verdur tekin af sameiginlegu nefndinni { 1josi
gagnkvemra, sameiginlegra vitjana sem fara
fram { Ungverjalandi { samremi vid tilraunaverk-
efni Efnahags- og framfarastofnunarinnar um
athuganir 4 innlendum eftirlitskerfum med tilliti
til pess hvort gédum starfsvenjum vid rannséknir
sé fylgt.

Malsmedferd vid beitingu verndarskilmal-

anna.

1. Hver samningsadili getur 6skad eftir frekari
skodun 4 préfunarstédvum eda tttekt 4 rann-
soknum ef rokstuddar efasemdir eru um pad
a0 rannsoknin hafi farid fram { samremi vid
gd0dar starfsvenjur vid rannsoknir.
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Decision-Recommendation of 2 October 1989
C(89)87(Final), the GLP Consensus Document
"The Application of the GLP Principles to Field
Studies’ (OECD Series on Principles of Good
Laboratory Practice and Compliance Monitoring,
Number 6), and all amendments made thereto,
shall apply.

The Parties recognise the equivalence of each
other’s GLP compliance programmes that are in
accordance with the legislative, regulatory, and
administrative requirements listed in Section I,
which are consistent with the OECD Decision-
Recommendation of 2 October 1989
C(89)87(Final). The Parties mutually accept the
conclusions of study audits and test facility
inspections on the GLP compliance status per-
formed by the competent authorities referred to
in section IIL

Test facility inspections and/or study audits
shall be carried out in accordance with the leg-
islative, regulatory, and administrative require-
ments of the Party under the jurisdiction of
which the studies and data generated therefrom
are produced.

Each Party recognises studies and data gener-
ated therefrom produced by a test facility of the
other Party as studies and data generated there-
from produced by the test facilities complying
with the GLP principles under its own jurisdic-
tion, provided that the test facility is included in
the list established in accordance with Section II.

The decision to apply the provisions of this
sectorial Annex will be taken by the Joint
Committee in the light of the Mutual Joint Visits
(MJV) carried out in Hungary according to the
OECD Pilot Project on Examination of National
GLP Compliance Monitoring Programmes.

Procedure for application of the safeguard

clause

1. Each Party may request further test facility
inspections or study audits if there is a doc-
umented doubt as to whether a study was
conducted in accordance with GLP.
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Samningsadilinn, padan sem godgnin eru upp-
runnin, skal fjalla um malid og pau sonnun-
argdgn sem hann fer vitneskju um. Hann skal
gefa hinum samningsadilunum skyrslu um
nidurstodur rannsékna sinna.

Verdi samningsadilarnir sammadla um bad
skal samningsadilinn, padan sem gognin eru
upprunnin, gera videigandi radstafanir til
umbdta & préfunarstddinni.

Ef efasemdir eru enn uppi, { sérstokum til-
vikum, og samningsadilinn, sem for fram a
skodun, getur rokstutt dhyggjuetni sitt getur
hann tilnefnt einn eda fleiri sérfredinga frd
peim yfirvoldum, sem eru tilgreind 1 III.
peatti, til ad taka patt 1 skodun 4 rannsoknar-
stofu eda dtttekt 4 rannsékn sem yfirvold
samningsadilanna lata gera { sameiningu
samkvamt dkvordun sameiginlegu nefndar-
innar.

Samstarf.

Hvert adildarriki getur, ad undangenginni
beidni, fengid ad fylgjast med skodun préfunar-
stodvar, sem bar til ber yfirvold annars samn-
ingsadila framkvema med sampykki vidkomandi
profunarstodvar, 1 peim tilgangi ad tryggja
aframhaldandi skilning 4 skodunaradferdum hins
samningsadilans.

Samningsadilarnir skulu veita hver 6drum vid-
bétarupplysingar um skodun 4 préfunarstéd eda
tttekt 4 rannsokn ef adrir samningsadilar leggja
fram sanngjarna beidni par ad lutandi.
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2. The Party from which the data are originat-
ing shall consider the matter and the evidence
brought to its knowledge. It shall report to the
other Parties the results of its investigations.

In case of agreement, the Party from which
the data are originating shall take appropriate
measures to rectify the situation of the test
facility.

If, in exceptional cases, doubts persist and
the requesting Party can justify a special con-
cern, it may, designate one or more experts
of its authorities listed in section III to par-
ticipate in a laboratory inspection or an audit
of a study conducted jointly by the authori-
ties of the Parties upon decision of the Joint
Commitee.

Co-operation

Each Party may, on request, participate as an
observer in an inspection of a test facility con-
ducted by the competent authorities of the other
Parties with the consent of the test facility con-
cerned in order to maintain a continuing under-
standing of the other Party’s inspection proce-
dures.

The Parties shall supply each other with addi-
tional information on a test facility inspection or
study audit in response to a reasonable request
from the other Parties.
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Vidauki um gagnkveaema vidurkenningu 4
nidurstodum samramismats:

8. GOPIR FRAMLEIDSLUHATTIR
LYFJA SEM ATLUDP ERU MONNUM:
SKODUN OG VOTTUN
FRAMLEIDSLUEININGA

I. PATTUR
EES-loggjof og landslog i Ungverjalandi.

EES-loggjof:

EES-samningurinn, 1. lidur XIII. kafla II.

vidauka:
Tilskipun radsins 65/65/EBE frd 26. jan-
tar 1965 um samremingu dkvada i
1ogum eda stjornsyslufyrirmalum um lyf
(Stjtio. EB L 22, 9.2.1965, bls. 369) eins
og henni var sidast breytt med tilskipun
radsins 93/39/EBE frd 14. jini 1993
(Stjtio. EB L 214, 24.8.1993, bls. 22).

EES-samningurinn, 2. 1idur XIII. kafla IIL
vidauka:
Tilskipun radsins 75/318/EBE fra 20. mai
1975 um samremingu laga adildarrikj-
anna um stadla og adferdarlysingar fyrir
efnagreiningar, lyfja- og eiturefnafradi-
leg prof og kliniskar préfanir 4 lyfjum
(Stjtid. EB L 147,9.6.1975, bls. 1) eins og
henni var sidast breytt med tilskipunum
framkvaemdastjérnarinnar ~ 1999/82/EB
og 1999/83/EB fra 8. september 1999
(Sjtid. EB L 243, 15.9.1999, bls. 7 0g 9).
EES-samningurinn, 3. lidur XIII. kafla IL
vidauka:
Tilskipun radsins 75/319/EBE frd 20. mai
1975 um samr@mingu dkvada { 16gum
eda stjornsyslufyrirmalum um lyf (Stjtid.
EB L 147,9.6.1975, bls. 13) eins og henni
var sidast breytt med tilskipun radsins
93/39/EBE frd 14. juni 1993 (Stjtid. EB L
214, 24.8.1993, bls. 22).

EES-samningurinn, 15. lidur XIII. kafla II

vidauka:
Tilskipun framkvemdastjérnarinnar 91/
356/EBE fra 13. juni 1991 par sem melt
er fyrir um meginreglur og vidmidunar-
reglur um goda framleidsluhetti lyfja sem
@tlud eru monnum (Stjtid. EB L 193,
17.7.1991, bls. 30).
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Annex on Mutual Recognition of Results of
Conformity Assessment:

8. GOOD MANUFACTURING PRACTICE
FOR MEDICINAL PRODUCTS
FOR HUMAN USE:
INSPECTION AND BATCH
CERTIFICATION

SECTION I
EEA Legislation and
Hungarian National Law

EEA Legislation:

EEA Agreement, Annex II, Chapter XIII,

point 1:
Council Directive 65/65/EEC, of 26
January 1965 on the approximation of
provisions laid down by law, regulation
or administrative action relating to medi-
cinal products (OJ L 22, 09.02.1965,
p.369), as last amended by Council
Directive 93/39/EEC of 14 June 1993 (OJ
L 214, 24.08.1993, p.22).

EEA Agreement, Annex II, Chapter XIII,

point 2:
Council Directive 75/318/EEC, of 20
May 1975 on the approximation of the
laws of the Member States relating to
analytical, pharmaco-toxicological and
clinical standards and protocols in respect
of the testing of medicinal products (OJ
L 147, 09.06.1975, p.1), as last amended
by Commission Directives 1999/82/EC
and 1999/83/EC of 8 September 1999 (OJ
L 243, 15.09.1999, p.7 and 9).

EEA Agreement, Annex II, Chapter XIII,

point 3:
Council Directive 75/319/EEC, of 20
May 1975 on the approximation of pro-
visions laid down by law, regulation or
administrative action relating to medici-
nal products (OJ L 147, 09.06.1975,
p-13), as last amended by Council
Directive 93/39/EEC of 14 June 1993 (OJ
L 214, 24.08.1993, p.22).

EEA Agreement, Annex II, Chapter XIII,

point 15:
Commission Directive 91/356/EEC, of
13 June 1991 laying down the principles
and guidelines of good manufacturing
practice for medicinal products for
human use (OJ L 193, 17.07.1991, p.30).
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Reglugerd rddsins (EBE) nr. 2309/93 frd
22. jali 1993 um malsmedferd bandalags-
ins vid veitingu leyfa fyrir lyfjum sem
@tlud eru monnum og dyrum og eftirlit
med peim og um stofnun Lyfjamélastofn-
unar Evrépu (Stjtio. EB L 214, 24.8.1993,
bls. 1) eins og henni var sidast breytt med
reglugerd framkvamdastjérnarinnar (EB)
nr. 649/98 fra 23. mars 1998 (Stjtid. EB
L 88, 24.3.1998, bls. 7).

Tilskipun rddsins 92/25/EBE frd 31. mars
1992 um heildsoludreifingu lyfja sem
@tlud eru ménnum (Stjtid. EB L 113,
30.4.1992, bls. 1) og leidbeiningar um
gbdar starfsvenjur vid dreifingu.
Leidbeiningar um géda framleidsluhatti, IV.
bindi reglna um lyf { Evrépubandalaginu.

Landslog i Ungverjalandi:

Urskurdur  37/2000. (I11.23.) Rikisstjérnin
(Korm.) um huglegar og hlutlegar krofur
vardandi framleidslu lyfja sem atlud eru
monnum (Magyar Kozlony 25, 23.3.2000,
bls. 1206).

Log XXV fra 1998 um lyf sem @tlud cru
monnum (Magyar Kozlony 28, 1.4.1998, bls.
2385).

Lagadrskurdur 31/1976, sem grundvallast 4
yfirlysingunni um gildistoku alpjédasattmal-
ans 9.-11. oktéber 1970 1 Genf, og fjallar um
gagnkvema vidurkenningu 4 eftirliti med
framleidslu lyfjavara. (Magyar Koz1ony 94,
11.12.1976, bls. 1139).

Urskurdur 12/2001. (IV.12.) Radherra heil-
brigdismdla (EuM) um skrdningu og mark-
adssetningu lyfjavara. (Magyar Kozlony 43,
12.4.2001, bls. 2924).

II. PATTUR

Opinber skodunarpjonusta samningsadila ad

pvi er vardar géda framleidsluhzetti.

EFTA-rikin innan EES:

fsland:
Lyfjastofnun

Liechtenstein:
Yfirvold eftirlits med lyfjum (Kontroll-
stelle fiir Arzneimittel beim Amt fiir
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Council Regulation (EEC) N° 2309/93,
of 22 July 1993 laying down Community
procedures for the authorisation and
supervision of medicinal products for
human and veterinary use and establish-
ing a European Agency for the Eva-
luation of Medicinal Products (OJ L 214,
24.08.1993, p.1) as last amended by
Commission Regulation (EC) N° 649/98
of 23 March 1998 (OJ L 88, 24.03.1998,
p- 7.
Council Directive 92/25/EEC, of 31
March 1992 on the wholesale distribution
of medicinal products for human use (OJ
L 113, 30.04.1992, p.1) and Guide to
Good Distribution Practice.

Guide to Good Manufacturing Practice, Vo-

lume IV of the Rules Governing Medicinal

Products in the European Community.

Hungarian National Law:

Decree 37/2000. (1I1.23.) Korm. of the
Government on the subjective and objective
requirements of manufacture of medicines
for human use (Magyar Kozlony 25,
23.03.2000, p. 1206).

Act XXV. of 1998 on medicines for human
use (Magyar Kozlony 28, 01.04.1998, p.
2385).

Law Decree 31/1976, which is based on the
proclamation of the international treaty came
into force on 9-11 October 1970 in Geneva,
dealing with the subject of mutual acknowl-
edgement of supervision during the manu-
facturing of pharmaceutical products.
(Magyar Kozlony 94, 11.12.1976, p.1139).
Decree 12/2001. (IV.12.) EuM of the
Minister of Health on the registration and
placing on the market of pharmaceutical
products. (Magyar Kozlony 43, 12.04.2001,
p. 2924).

SECTION II
Official GMP Inspection Services of Each
Party

EEA EFTA States:

Iceland:
Lyfjastofnun (The Icelandic Medicines
Control Agency)

Liechtenstein:
Kontrollstelle fiir Arzneimittel beim Amt
fiir Lebensmittelkontrolle und Veteri-
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Lebensmittelkontrolle und Veterinir-
wesen)?
* Noregur:

Lyfjastofnun Noregs (Legemiddelverket)

Ungverjaland:
Lyfjafredistofnun Ungverjalands (Orszagos
Gyégyszerészeti Intézet - OGYI).

[II. PATTUR
Sérstakt fyrirkomulag.

1. Skilgreiningar.

LLyf“: allar vorur sem lyfjaloggjof EFTA-rikj-
anna innan EES og Ungverjalands, sem skrdd
er { I. patti hér ad framan, gildir um.

, Godir framleidsluheettiv (GMP)*: samkvemt
skilgreiningu { tilskipun rddsins 91/356/EBE
(EES-samningurinn, 15. lidur XIII. kafla II.
vidauka) og videigandi 16ggjof Ungverja-
lands eins og skrdd er i I. peetti hér ad framan.

»Skodun*:  vettvangsskodun skodunarpjonust-
unnar, sem getid er 1 I1. patti hér ad framan,
4 framleidslustod til ad dkvarda hvort slik
framleidslustod sé starfreekt i samremi vid
g6da framleidsluhetti eda skuldbindingar
sem eru lidur { heimild til markadssetningar.

. Skodunarskyrsla*: skriflegar athugasemdir og
mat 4 samremi vid géda framleidsluhatti,
gerdar af yfirvaldi sem um getur { II. patti
hér ad framan.

2. Gildissvido og umfang.

1. Akvadi pessa vidauka na yfir 61l Iyf sem
@tlud eru monnum og eru fjoldaframleidd 1
Ungverjalandi og EFTA-rikjunum innan EES
og sem krofur EFTA-rikjanna innan EES og
Ungverjalands um géda framleidsluhatti
gilda um.

2. AQ pvi er vardar lyf, sem falla undir pennan
vidauka, skal hver samningsadili vidurkenna
nidurstodur skodunar sem vidkomandi skod-
unarpjénusta hinna samningsadilanna fram-

? Ad bvi er vardar Liechtenstein getur stofnun, sem er
stadsett 1 pridja landi, framkvemt skodun ad pvi tilskildu ad
stofnunin hafi verid sampykkt { Ungverjalandi. Nidurstodur
slikrar skodunar verda pé tilkynntar par til baru, innlendu
yfirvaldi eins og melt er fyrir um { pessum samningi. bad
yfirvald mun bera dbyrgd 4 ttgdfu vottorda um gédar starfs-
venjur vid rannséknir og pvi ad sampykkja framleidsluheim-
ildir eda -leyfi.
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ndarwesen (Control Authority for Medi-
cinal Products)?

* Norway:
Legemiddelverket (Norwegian Medicines
Agency)

Hungary:

Orszdgos Gyodgyszerészeti Intézet — OGYI
(National Institute of Pharmacy).

SECTION 111
Specific Arrangements

1. Definitions

“Medicinal products”: means all products regu-
lated by the pharmaceutical legislation in the
EEA EFTA States and Hungary as listed in
Section I above.

“Good Manufacturing Practice (GMP)”: as
defined in Council Directive 91/356/EEC
(EEA Agreement, Annex II, Chapter XIII,
point 15) and the relevant legislation of
Hungary as listed in Section I above.

“Inspection”: means an on-site evaluation of a
manufacturing facility carried out by an
inspection service listed in section II above
to determine whether such manufacturing
facility is operating in compliance with Good
Manufacturing Practice or commitments
made as part of the marketing authorisation.

“Inspection Report”: means the written observa-
tions and Good Manufacturing Practice com-
pliance assessment completed by an authori-
ty listed in Section II above.

2. Scope and coverage

1. The provisions of this Sectoral Annex cover
all medicinal products for human use which
are industrially manufactured in Hungary and
the EEA EFTA States, and to which the EEA
EFTA States and Hungarian GMP require-
ments apply.

2. For the medicinal products covered by this
Sectoral Annex, each Party shall recognise
the conclusions of inspections carried out by
the relevant inspection services of the other

 In the case of Liechtenstein, the inspections might be car-
ried out by a body located in a third country provided that this
body has been accepted by Hungary. However, the result of
these inspections will be reported to the competent national
authority as laid down in this Agreement. This authority will
be responsible for issuing the GLP compliance certification
and acceptance of Manufacturing Authorisations/ Licences.
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kvamir, svo og vidkomandi framleidsluleyfi,
sem par til baer yfirvold peirra hafa veitt.

Auk bess skulu hinir samningsadilarnir vid-
urkenna vottun framleidanda um ad hver
framleiOslulota sé 1 samreemi vid forskriftir
an frekara eftirlits vid innflutning.

3. Timabilio adur en rekstur hefst.

1.

A timabilinu 40ur en rekstur hefst skal skil-
virk framkvaemd laga og stjornsyslufyrir-
meala um goéda framleidsluhetti dkvedin {
samremi vid sameiginlega malsmedferd sem
EFTA-rikin innan EES og Ungverjaland taka
upp, ad teknu fullu tilliti til reglna Evrépu-
bandalagsins um géda framleidsluhatti.
Timabilid adur en rekstur hefst skal vera 6
manudir.

Sameiginlega nefndin mun r@zda pann
drangur sem nast med starfsemi 4 timabilinu
adur en rekstur hefst, ad fenginni tillogu par
til barra yfirvalda samningsadilanna. Sam-
eiginlega nefndin tekur dkvordun um fram-
lengingu eda lok timabilsins 4dur en rekstur
hefst. Rekstrartimabilid hefst strax eftir ad
pessu timabili Iykur med edlilegum hetti.

4. Rekstrartimabil.

Vottun framleidenda.

L.

Ad beidni utflytjanda, innflytjanda eda par til
baers yfirvalds hins samningsadilans skulu
yfirvold, sem bera dbyrgd 4 pvi ad veita fram-
leidsluleyfi og 4 framleidslueftirliti og eftirliti
med lyfjum, votta ad framleidandi lyfja:

a) hafi tilskilin leyfi til ad framleida og/eda
hafa eftirlit med vidkomandi lyfi eda til
ad annast videigandi, tilgreindar adgerdir;
b) uppfylli krofur EFTA-rikjanna innan EES
og Ungverjalands um gdéda framleidslu-
heetti; og

seti reglubundinni skodun par til baerrar
skodunarpjénustu.

A vottordunum skal einnig tilgreina fram-
leidslustad eda -stadi. Veittar verda leidbein-
ingar um sameiginleg eydublod fyrir slik
vottord.

Vottord skulu gefin ut skjott og etti utgafa
peirra ekki ad taka meira en 30 almanaks-
daga. T undantekningartilvikum, t.d. pbegar ny

¢)
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Parties and the relevant manufacturing autho-
risations granted by the Competent
Authorities of the other Parties.

In addition, the manufacturer’s certification
of the conformity of each batch to its speci-
fications shall be recognised by the other
Parties without re-control at import.

3. Pre-operational phase

4.

In the pre-operational phase the effective
implementation of legislative, regulatory and
administrative requirements on GMP will be
determined according to a common proce-
dure established by the EEA EFTA States
and Hungary taking fully account the GMP
rules of the European Community.

The length of the pre-operational phase will
be 6 months.

The results of the activities in the pre-opera-
tional phase will be discussed by the Joint
Committee on the proposal of the competent
authorities of the Parties. The Joint Com-
mittee will decide on the prolongation or ter-
mination of the pre-operational phase. The
operational phase will start immediately after
the successful termination of the pre-opera-
tional phase.

Operational phase

Certification of manufacturers

L.

2.

At the request of an exporter, importer or the
Competent Authority of the other party, the
authorities responsible for granting manufac-
turing authorisations and for supervision of
the manufacture and control of medicinal
products shall certify that the manufacturer of
the medicinal product:

a) is appropriately authorised to manufac-
ture and/or control the relevant medicinal
product or to carry out the relevant spec-
ified operations;

complies with the EEA EFTA States and
Hungarian GMP requirements; and

b)

¢) is regularly inspected by the competent
inspection service.

The certificates shall also identify the site(s)
of manufacture. Guidance on a common for-

mat for such certificate will be given.

Certificates shall be issued expeditiously, and
the time taken should not exceed 30 calendar
days. In exceptional cases, e.g. when a new
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skodun parf ad fara fram, er heimilt ad lengja
pennan frest { 60 daga.

Vottun d framleidslulotum.
4. Hverri framleidslulotu, sem er flutt tt, skal

fylgja framleidslulotuvottord, gefid Ut af
framleidandanum (eiginvottord) eftir ad farid
hefur fram full, pattbundin greining og magn-
greining 4 6llum virkum innihaldsefnum og
allar adrar profanir eda eftirlit sem naudsyn-
leg eru til ad tryggja ad gedi vorunnar séu {
samraemi vid krofur markadsleyfisins. Petta
vottord skal stadfesta ad framleidslulotan sé {
samremi vid forskriftir og hafi verid fram-
leidd 1 samreemi vid vidkomandi markads-
leyfi. Innflytjandi framleidslulotunnar skal
halda pessu vottordi og skal pad vera tiltekt
fyrir par til bart yfirvald ad beidni pess.

. Vid utgédfu vottords skal framleidandinn taka
tillit til gildandi dkveda EFTA-rikjanna
innan EES um vottun. Framleidslulotuvott-
ordid skal sa sem ber dbyrgd 4 lokasampykkt
framleidslulotunnar vegna dtflutnings undir-
rita, p.e. sd ,,sérmenntadi starfsmadur” sem
um getur i 17. gr. tilskipunar 75/319/EBE (3.
110 XIII. kafla II. vidauka vid EES-samning-
inn) og { i-lid 2. mgr. 24. gr. laga XXV frad
1998 um lyf sem @®tlud eru ménnum.

Opinber lokasampykkt d framleidslulotum.
6. Mailsmedferd vid opinbera lokasampykkt

framleidslulotu er vidbétarsannpréfun 4
oryggi og verkun 6nemisfradilegra lyfja (t.d.
béluefna) og blédhluta, sem bar til baer yfir-
vold framkvaema fyrir dreifingu hverrar fram-
leidslulotu. Pessi samningur ner ekki til
gagnkvaemrar vidurkenningar pessarar opin-
beru lokasampykktar 4 framleidslulotu.

Skooun.
7. Par til bar skodunarpjonusta 4 vidkomandi

stad skal framkvaema skodun 4 pvi hvort

krofurnar um géda framleidsluhatti, eins og

par eru tilgreindar { I. paetti, séu uppfylltar.

Framkvema ma eftirtaldar tegundir skod-

unar:

a) Almenna skodun eda kerfisbundna
skodun: framkvemd til ad athuga hvort
framleidandinn uppfylli almennt krofur
um goda framleidsluhatti (t.d. venjuleg
skodun sem near sérstaklega til grundvall-
arkrafna um géda framleidsluhetti).

b) Skodun 4 vinnsluferli: framkvamd til ad
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inspection has to be carried out, this period
may be extended to 60 days.

Batch certification

4.

Each batch exported shall be accompanied by
a batch certificate issued by the manufactur-
er (self certification) after a full qualitative
analysis, a quantitative analysis of all the
active constituents and all the other tests or
checks necessary to ensure the quality of the
product in accordance with the requirements
of the marketing authorisation. This certifi-
cate shall attest that the batch meets its spec-
ification and has been manufactured in accor-
dance with the relevant marketing authorisa-
tion. This certificate shall be retained by the
importer of the batch and will be made avail-
able upon request of the Competent
Authority.

When issuing a certificate, the manufacturer
shall take account of the provisions of the
current EEA EFTA States certification. The
batch certificate shall be signed by the per-
son responsible for releasing the batch for
export, i.e. the “qualified person” referred to
in Article 17 of Directive 75/319/EEC (EEA
Agreement, Annex II, Chapter XIII, point 3)
and in Article 24(2) i) of Act XXV of 1998
on medicines for human use.

Official batch release

6.

The official batch release procedure is an
additional verification of safety and efficacy
of immunological medicinal products (e.g.
vaccines) and blood derivatives, carried out
by the competent authorities before the dis-
tribution of each batch of product. This
Agreement does not encompass mutual
recognition of these official batch releases.

Inspections

7.

GMP inspections shall be carried out by the
locally competent inspection service against
the GMP requirements as listed in Section L.

The following types of inspections may be

carried out:

a) General or system inspections: carried
out to verify whether a manufacturer
complies generally with GMP require-
ments (e.g. routine inspection covering
especially the fundamental requirements
of GMP).

b) Process inspections: carried out to verify
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athuga hvort framleidandinn vidhafi sér-
stakt vinnsluferli samkvaemt kr6fum um
g60a framleidsluhetti (t.d. framleidslu 4
daudhreinsudu vatni).

Voruskodun: framkvemd til ad athuga
hvort framleidandinn framleidi tiltekid lyf
eda lyfjar6d samkvaemt krofum um géda
framleidsluhetti. Par er athyglinni beint
ad mati 4 samremi vid sérstok ferli eda
eftirlitspatti eins og lyst er { markads-
heimildinni (t.d. ,,skodun fyrir markads-
setningu®) og pess vegna skal skodunar-
madur vera kunnugur vidkomandi
upplysingum og hafa per tiltekar (skjol
um gedamdl og skjol um umsdknir eda
leyfi).

Fyrirkomulag vegna gjalda fyrir skodun/
starfsstod dkvardast af stadsetningu framleid-
andans. Gjold vegna skodunar/starfsstodvar
skal ekki innheimta af framleidendum vegna
vara sem falla undir pennan samning ef peir
eru stadsettir 4 yfirrddasvadi annars samn-
ingsadila.

Sending skodunarskyrsina.
10. A8 fenginni rokstuddri beidni skal vidkom-

1.

andi skodunarpjonusta senda afrit af sidustu
skodunarskyrslu um framleidslu- eda eftir-
litsstadinn ef greining hefur verid { hondum
verktaka. Vid umfjollun pessara skodun-
arskyrslna skulu allir samningsadilar geta
pagnarskyldu { peim meli sem samningsadili
upprunalandsins oskar eftir.

Ef ekki hefur farid fram skodun 4 framleidslu
vidkomandi lyfs nylega, p.e. pegar 1i0id hafa
meira en tvo dr fra sidustu skodun eda komid
hefur { 1jés ad sérstok porf er &4 skodun, er
hegt ad fara fram 4 sérstaka og {tarlega
skodun. Samningsadilarnir skulu tryggja ad
skodunarskyrslur séu sendar innan 30 alman-
aksdaga en framlengja ma pann frest i 60
daga ef ny skodun a ad fara fram.

Viovorunarkerfi.
12. Par til bar yfirvold skulu gera yfirvoldum

hinna samningsadilanna nzgilega fljott vid-
vart um galla, innkallanir framleidslulota, eft-
irlikingar og 6nnur vandamaél vardandi gadi
sem gatu gert pad naudsynlegt ad auka eftir-
lit eda fresta dreifingu framleidslulotunnar.
Samningsadilarnir skulu sampykkja na-
kvema malsmedferd vegna vidvorunar.
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whether a manufacturer conducts a cer-
tain process (es) according to GMP re-
quirements (e.g. production of sterile
water).

Product inspection: carried out to verify
whether a manufacturer produces certain
medicinal product or a series of prod-
uct(s) according to GMP requirements. It
focuses on the validation of compliance
with specific process or control aspects as
described in the marketing authorisation
(e.g. “pre-marketing” inspections) and
therefore the inspector shall have avail-
able and be conversant with the relevant
information (the quality dossier and an
application/authorisation dossier).

The regime of inspection/establishment fees
is determined by the manufacturer’s location.
Inspection/establishment fees will not be
charged to manufacturers located on the ter-
ritory of the other Party for products covered
by this Agreement.

)

Transmission of inspection reports
10. Upon reasoned request, the relevant inspec-

11.

tion services shall forward a copy of the last
inspection report of the manufacturing or
control site, in case analytical operations are
contracted out. Each Party shall deal with
these inspection reports with the degree of
confidentiality requested by the Party of ori-
gin.

If the manufacturing operations of the medi-
cinal product in question have not been
inspected recently, i.e. when the last inspec-
tion dates back to more than two years or a
particular need to inspect has been identified,
a specific and detailed inspection may be
requested. The Parties will ensure that
inspection reports are forwarded in no more
than 30 calendar days, this period being
extended to 60 days should a new inspection
be carried out.

Alert system
12. The Competent Authorities will inform the

authorities of the other Parties with the
appropriate speed in case of quality defect,
batch recalls, counterfeiting and other prob-
lems concerning quality, which could neces-
sitate additional controls or suspension of the
distribution of the batch. A detailed alert pro-
cedure shall be agreed between the Parties.
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13. Samningsadilarnir skulu tryggja ad allar
timabundnar nidurfellingar eda innkallanir (i
heild eda ad hluta) 4 framleidsluleyfum, sem
stafa af 6samraemi vid géda framleidsluhztti
og sem gatu haft dhrif 4 almannaheilbrigdi,
séu tilkynntar hinum samningsadilunum med
hafilegum flyti.

Upplysingaskipti d milli yfirvalda og samreming

gedakrafna.

14. 1 samraemi vid almenn dkvadi pessa samn-
ings skulu samningsadilarnir skiptast 4 6llum
upplysingum sem naudsynlegar eru til gagn-
kvaemrar vidurkenningar a skodun.

. Auk pess skulu par til bar yfirvold upplysa
hvert annad um allar nyjar teeknileidbeiningar
og skodunaradferdir. ~ Samningsadilarnir
skulu hafa samrdd hver vid annan 4dur en
peir taka per { notkun og skulu leitast vid ad
samrema par.

Pjdlfun skodunarmanna.

16.1 samremi vid almenn akvzadi pessa samn-
ings skulu pjalfunarndmskeid fyrir skodunar-
menn, sem skipulogd eru af yfirvoldum, vera
adgengileg fyrir skodunarmenn annarra
samningsadila. Samningsadilarnir skulu til-
kynna hver 6drum um slik ndmskeid.

Sameiginleg skodun.

17.1 samremi vid almenn dkvadi pessa samn-
ings og med gagnkvaemu samkomulagi samn-
ingsadilanna er hagt ad heimila sameiginlega
skodun. Slikri skodun er @tlad ad vinna ad
sameiginlegum skilningi og tulkun & starfs-
hittum og krofum. Fyrirkomulag og form
slikrar skodunar skal vera samkvaemt madls-
medferd sem samningsadilarnir sampykkja.

Tengilidir.

18. Ad pvi er vardar pennan samning eru tengi-
1idir vegna vidvorunarkerfisins og taeknilegra
mdla, t.d. til ad skiptast 4 skodunarskyrslum,
pjalfunarnamskeidum fyrir skodunarmenn og
teeknikrofum, sem hér segir:

Fyrir EFTA-rikin innan EES:

fsland:
Lyfjastofnun, Pdstholf 180, IS-172 Sel-
tjarnarnes

Liechtenstein:
Kontrollstelle fiir Arzneimittel beim Amt
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13. The Parties shall ensure that any suspension
or withdrawal (total or partial) of a manufac-
turing authorisation, based on non compli-
ance with GMP and which could affect the
protection of public health, is communicated
to each other with the appropriate degree of
urgency.

Exchange of information between authorities and

approximation of quality requirements

14. In accordance with the general provisions of
this Agreement, the Parties shall exchange
any information necessary for the mutual
recognition of inspections.

. In addition, the Competent Authorities shall
keep each other informed of any new techni-
cal guidance or inspection procedure. Each
Party shall consult the other before their
adoption and will endeavor to proceed
towards their approximation.

Inspectors training

16. In accordance with the general provisions of
this Agreement, training sessions for inspec-
tors, organised by the Authorities, shall be
accessible to inspectors of the other Parties.
The Parties will keep each other informed of
these sessions.

Joint inspections

17. In accordance with the general provisions of
this Agreement, and by mutual agreement
between the Parties, joint inspections may be
authorised. These inspections are intended to
develop common understanding and inter-
pretation of practice and requirements. The
setting up of these inspections and their form
shall be agreed through procedures approved
by the Parties.

Contact points

18. For the purpose of this Agreement, the con-
tact points for the alert system, any technical
question, such as exchange of inspection
reports, inspectors training sessions, techni-
cal requirements are:

For the EEA EFTA States:
¢ Jceland:
The Icelandic Medicines Control Ag-
ency, P.O.Box 180, IS-172 Seltjarnarnes
Liechtenstein:
Kontrollstelle fiir Arzneimittel beim Amt
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fiir Lebensmittelkontrolle und Veterinir-
wesen, Postplatz 2 FL-9494 Schaan (Eft-
irlitsstofnun fyrir lyf hja Skrifstofu mat-
velaeftirlits og dyraheilbrigdismala)
* Noregur:
Legemiddelverket, Sven Oftedals vei 6,
N-0950 Oslo (Lyfjastofnun Noregs).
Fyrir Ungverjaland:
Orszdgos Gyogyszerészeti Intézet, foi-
gazgatd, H-1051 Budapest, Zrinyi utca 3
(Adalskrifstofa lyfjastofnunar Ungverja-
lands)

Agreiningur.

19. Samningsadilarnir skulu gera pad sem { peirra
valdi stendur til ad leysa dgreining sem upp
kemur, m.a. um pad hvort framleidendur
fylgja reglum eda um nidurstodur skodun-
arskyrsina. Oleystum dgreiningi verdur visad
til sameiginlegu nefndarinnar.

5. Verndarskilmalar.

1. Ef samningsadili stadfestir, skriflega og 4
hlutlegan hatt med rokstudningi, ad hinn
samningsadilinn uppfylli ekki skilyrdi pessa
vidauka getur hann haft samrdd vid sameig-
inlegu nefndina. Sameiginlega nefndin getur
tekid dkvordun um adgerdir sem gripid
verdur til.

2. Hver samningsadili dskilur sér rétt til ad
framkvema sina eigin skodun af dstedum
sem hann tilkynnir hinum adilunum. Til-
kynna skal hinum samningsadilunum um
slika skodun fyrir fram og peir skulu eiga
kost 4 pvi ad taka pdtt 1 skoduninni. Pad atti
ad vera undantekning ad menn nyti sér
bennan verndarskilmala. Fari slik skodun
fram er hagt ad fa skodunargjaldid endur-
greitt.
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fiir Lebensmittelkontrolle und Veterinér-
wesen, Postplatz 2 FL.-9494 Schaan

* Norway:
Norwegian Medicines Agency, Sven
Oftedals vei 6, N-0950 Oslo.

For Hungary:
Orszagos Gyodgyszerészeti Intézet, foi-
gazgatd, Director General National Insti-
tute of Pharmacy, H-1051 Budapest,
Zrinyi utca 3

Divergence of views

19. The Parties shall use their best endeavors to
resolve any divergence of views concerning
inter alia compliance of manufacturers and
conclusions of inspection reports. Unre-
solved divergences of view will be referred
to the Joint Committee.

5. Safeguard clauses

Where a Party establishes in writing and in
an objective and reasoned manner that the
other Party is failing to comply with the con-
ditions of this Annex, it may consult the Joint
Committee. The Joint Committee may decide
on measures to be taken.

—

2. Each Party reserves the right to conduct its
own inspection for reasons identified to the
other Parties. Such inspections are to be noti-
fied in advance to the other Parties, which
has the option of joining the inspection.
Recourse to this safeguard clause should be
an exception. Should such an inspection take
place, inspection costs may be recovered.



