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AUGLYSING

um samning um gagnkvaema vidurkenningu samrsemismats
milli Kanada og Islands, Liechtenstein og Noregs.

Samningur um gagnkvzema vidurkenningu samremismats milli Kanada og lydveldisins fslands,
furstademisins Liechtenstein og konungsrikisins Noregs, sem gerdur var i Brussel 4. jili 2000, 68ladist

gildi 1. jandar 2001.

Samningurinn er birtur sem fylgiskjal med auglysingu pessari.

Petta er hér med gert almenningi kunnugt.

Utanrikisrdouneytinu, 2. febriar 2001.

Halldor Asgrimsson.

Fylgiskjal.

SAMNINGUR
um gagnkvaema vidurkenningu
samraemismats milli Kanada og lydveldisins
Islands, furstadzemisins Liechtenstein og
konungsrikisins Noregs.

Kanada annars vegar og Ilydveldid Island,
furstademid Liechtenstein og konungsrikio Nor-
egur, hér a eftir nefnd EFTA-rikin innan EES
pegar visad er til peirra sameiginlega, hins vegar
(,,samningsadilarnir*),

hafa i huga ad Kanada og EFTA-rikin innan
EES hafa um langan aldur verid tengd vindttu-
bondum,

hafa i huga ad samningsadilunum er kappsmal
a0 treysta reglur um frjdls og 6hindrud millirikja-
vidskipti,

hafa i huga beett skilyrdi fyrir vidskiptum milli
samningsadilanna sem gagnkvem vidurkenning
préfana, vottorda og samre&mismatsmerkja mun
koma til leidar,

vidurkenna mikilvaegi pess ad vidhalda hau
gadastigi hvers samningsadila um sig 4 svidi
heilsufars og oryggis,

hafa i huga stodu sina sem adilar ad samn-
ingnum um stofnun Alpjédavidskiptastofnunar-
innar og gera sér einkum grein fyrir skuldbind-

Sverrir Haukur Gunnlaugsson.

AGREEMENT
on Mutual Recognition in Relation to
Conformity Assessment between Canada and
the Republic of Iceland, the Principality of
Liechtenstein, and the Kingdom of Norway

Canada, on the one hand, and the Republic of
Iceland, the Principality of Liechtenstein, and
the Kingdom of Norway, hereafter when referred
to collectively, to be known as the EEA EFTA
States, on the other, (“the Parties”),

Considering the traditional links of friendship
that exist between Canada and the EEA EFTA
States,

Considering the Parties’ interest in strengthen-
ing the rules governing free and unhindered
international trade,

Considering the improved conditions for trade
between the Parties which the mutual recognition
of tests, certificates and marks of conformity will
bring about,

Recognising the importance of maintaining
their respective high standards of health and
safety,

Bearing in mind their status as Parties to the
Agreement Establishing the World Trade
Organisation and conscious in particular of their
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ingum sinum samkvemt samningi Alpjédavid-
skiptastofnunarinnar um taknilegar vidskipta-
hindranir,

veita athygli nanum tengslum milli Evrépu-
bandalagsins og Islands, Liechtenstein og Noregs
med samningnum um Evrépska efnahagssva0id
sem kalla 4 ad hlidstedur samningur um gagn-
kvama vidurkenningu verdi gerdur milli Kanada
og pessara landa sem yrdi jafngildur samn-
ingnum milli Kanada og Evrépubandalagsins um
gagnkvema vidurkenningu,

0g hafa oroio dsatt um eftirfarandi:

1. gr.
Skilgreiningar.

[ samningi pessum og vidaukum vid hann skal
merking almennra hugtaka 4 svidi samremismats
vera su sem peim er gefin { skilgreiningum { 2.
leidbeiningabdk (dtgdfu frd 1996) Alpjodlegu
stadlasamtakanna (ISO) og Alpjédaraftekni-
nefndarinnar (IEC), nema annad sé sérstaklega
tilgreint { samningi pessum og vidaukum vid
hann um einstok sérsvid. Ad auki skal merking
og skilgreining eftirfarandi hugtaka { samningi
pessum vera sem hér greinir:

- ,,EFTA-rikin innan EES* merkir pau adildar-
riki Friverslunarsamtaka Evrépu sem eiga
adild ad Evrdépska efnahagssvedinu, p.e.
Island, Liechtenstein og Noregur. I samningi
pessum skal undantekningarlaust 4tt vid rikin
prji sameiginlega.

- ,,Samningur” merkir rammasamninginn og
alla vidauka vid hann um einstok sérsvid.

- Samremismat” merkir kerfisbundna athug-
un sem er gerd { pvi skyni ad komast ad pvi
ad hvada marki vara, vinnsluferli eda pjon-
usta fullnagir tilgreindum kréfum.

- Samraemismatsstofa® merkir stofnun sem
hefur med hondum starfsemi til ad skera ur
um hvort videigandi krofum {1 teknireglu-
gerdum eda -stodlum sé fullnegt.

-, Tilnefningaryfirvald“ merkir stofnun sem
hefur vald til pess ad tilnefna samr@mismats-
stofu, hafa eftirlit med henni eda nema ur
gildi timabundid eda afturkalla tilnefningu
samre&mismatsstofu sem heyrir undir vald-
svid hennar.

-, Tilnefning* merkir heimild sem tilnefning-
aryfirvald veitir samre@mismatsstofu til ad
stunda starfsemi 4 svidi samremismats.

- Eftirlitsyfirvald® merkir stjérnarstofnun eda
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obligations under the World Trade Organisation
Agreement on Technical Barriers To Trade,

Noting the close relationship between the
European Community and Iceland, Liechtenstein
and Norway through the Agreement on the
European Economic Area, which makes it appro-
priate to conclude a parallel mutual recognition
agreement between Canada and these countries
corresponding to the Mutual Recognition
Agreement between Canada and the European
Community,

Have agreed as follows:

Article 1
Definitions
General terms concerning conformity assess-
ment used in this Agreement and its annexes
shall have the meaning given in the definitions
contained in Guide 2 (1996 edition) of the

International Organisation for Standardisation

(ISO) and the International Electrotechnical

Commission (IEC), unless specifically defined

otherwise in this Agreement and its Sectoral

Annexes. In addition, the following terms and

definitions shall apply to this Agreement:

“EEA EFTA States” means those Members of
the European Free Trade Association that par-
ticipate in the European Economic Area, i.e.,
Iceland, Liechtenstein and Norway. When
used in this Agreement, without exception, it
refers to the three States collectively.

- “Agreement” means the Framework
Agreement and all the Sectoral Annexes.

- “Conformity Assessment” means systematic
examination to determine the extent to which
a product, process or service fulfils specified
requirements.

- “Conformity Assessment Body” means a
body engaged in the performance of proce-
dures for determining whether the relevant
requirements in technical regulations or stan-
dards are fulfilled.

- “Designating Authority” means a body with
power to designate, monitor, suspend desig-
nation or withdraw designation of Con-
formity Assessment Bodies under its juris-
diction.

- “Designation” means the authorization by a
Designating Authority of a Conformity
Assessment Body to perform conformity
assessment activities.

- “Regulatory Authority” means a government
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adra stofnun sem fer med lagalegan rétt til
pess ad fylgjast med notkun eda solu vara {
16gsogu samningsadila og hefur heimild til
pess ad gripa til adgerda til ad tryggja ad
vorur, sem eru markadssettar { 16gsdgu hans,
fullnegi lagaskilyrdum.

Komi fram ésamremi milli 2. leidbeininga-
bokar ISO/IEC og skilgreininga i samningi
pessum skulu skilgreiningarnar { samningnum
gilda.

2. gr.
Almennar skuldbindingar.

1. Vidaukar um einstok sérsvid vid ramma-
samning pennan eru o6adskiljanlegir hlutar
samnings pessa.

2. Kanada skal stadfesta nidurstddur samramis-
mats, medal annars samkvaemnivottun eins
og krafist er samkvaemt kanadiskum 16gum
og reglum sem eru tilgreind { vidaukunum um
einstok sérsvid, sem tilnefndar samraemis-
matsstofur eda -yfirvold 1 hverju EFTA-riki
innan EES um sig leggja fram { samraemi vid
samning pennan.

3. EFTA-rikin innan EES skulu hvert um sig
stadfesta nidurstodur samraemismats, medal
annars samkvaemnivottun eins og krafist er
samkvaemt 16gum og reglum EFTA-rikjanna
innan EES sem eru tilgreind { vidaukunum
um einstok sérsvid, sem tilnefndar samraem-
ismatsstofur eda -yfirvold i Kanada leggja
fram { samrami vid samning pennan.

4. Hafi bradabirgdareglur verid tilgreindar { vid-
aukunum um einstok sérsvid skulu reglurnar,
sem ad framan greinir, gilda eftir ad adlogun-
ardfanganum er farszllega lokid.

5. Eigi skal lita svo 4 ad { samningi pessum
felist gagnkvaem stadfesting 4 stodlum eda
teknireglugerdum samningsadilanna og {
honum felst ekki gagnkvem vidurkenning 4
jafngildi stadla eda teknireglugerda, nema
annad sé tilgreint { vidaukunum um einstok
sérsvid.

6. Akvadi samnings pessa gilda um gagn-
kvema vidurkenningu 4 samre&mismati milli
Kanada annars vegar og einstakra EFTA-
rikja innan EES hins vegar en ekki um gagn-
kvema vidurkenningu 4 samre&mismati milli
einstakra EFTA-rikja innan EES, nema
kvedid sé 4 um annad i samningi pessum.
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agency or other entity, that exercises a legal
right to control the use or sale of products
within a Party’s jurisdiction, and may take
enforcement action to ensure that products
marketed within its jurisdiction comply with
legal requirements.

In the event of an inconsistency between
ISO/IEC Guide 2 and definitions in this
Agreement, the definition in this Agreement
shall prevail.

Article 2
General Obligations

1. The Sectoral Annexes to this Framework
Agreement constitute integral parts of this
Agreement.

2. Canada shall accept the results of conformi-
ty assessment procedures, including certifi-
cations of compliance, as required by the
Canadian legislation and regulations identi-
fied in the Sectoral Annexes, produced by
designated Conformity Assessment Bodies or
Authorities in each EEA EFTA States in
accordance with this Agreement.

3. Each EEA EFTA State shall accept the
results of conformity assessment procedures,
including certifications of compliance, as
required by the legislation and regulations of
the EEA EFTA States identified in the
Sectoral Annexes, produced by designated
Conformity Assessment Bodies or Aut-
horities in Canada in accordance with this
Agreement.

4. Where transitional rules have been specified
in Sectoral Annexes, the above rules will
apply following the successful completion of
the transitional phase.

5. This Agreement shall not be construed to
entail mutual acceptance of standards or tech-
nical regulations of the Parties and, unless
otherwise specified in a Sectoral Annex, shall
not entail the mutual recognition of the
equivalence of standards or technical regula-
tions.

6. The provisions of this Agreement apply to
mutual recognition in relation to conformity
assessment between Canada, on the one
hand, and the individual EEA EFTA States,
on the other, but not to mutual recognition in
relation to conformity assessment between
individual EEA EFTA States, except if oth-
erwise provided for in this Agreement.
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3. gr.
Almennt gildissvio samningsins.
Samningur pessi gildir um samremismat
vegna vara sem vidaukarnir vid hann um ein-
stok sérsvid fjalla um. Vidaukarnir um ein-
stok sérsvid fjalla adeins um vorur sem samn-
ingurinn um gagnkvama vidurkenningu milli
Kanada og Evrépubandalagsins ner til.
Eftirfarandi atridi komi fram { sérhverjum
vidauka um einstok sérsvid, eftir pvi sem vid
a
1. yfirlysing um gildissvid hans og umfang
med tilliti til vara;

2. lysing laga- og stjérnsyslufyrirmela sem
gilda um samr@&mismatid og teknireglu-
gerdirnar;

3. skra um tilnefndar samraemismatsstofur
eda -yfirvold eda hvar megi fa slika skra;

4. skrd um yfirvold sem annast tilnefningu
samre&mismatsstofa og hvadan verklags-
reglur og vidmidanir eru komnar;

5. lysing 4 skyldum er lita ad gagnkvemri
vidurkenningu;

6. adlogunardztlun um einstok sérsvid;

7. lysing sameiginlegu sérsvidanefndarinn-
ar;

8. tengilidir einstakra svida 4 landsvadi
hvers samningsadila um sig;

9. leidbeiningar um urbatur.

AD pvi er vardar tiltekna voru eda svid skulu

sértaekar reglur { videigandi vidauka um ein-

stok sérsvid ganga framar almennari dkvaed-

um rammasamningsins.

4. gr.

Braoabirgoatilhdgun.
Samningsadilarnir eru sammdla um ad standa
vid skuldbindingar 4 adlogunartimabilinu,
sem ltta ad pvi ad vekja tiltrd, par sem kvedid
er & um per { vidaukunum um einstok sér-
svid.
Samningsadilarnir eru sammdla um ad { sér-
hverri adlogunardztlun um einstok sérsvid
skuli tilgreina frest til ad ljuka pvi ferli.
Samningsadilarnir geta breytt hvada adlogun-
artimabili sem er med gagnkvamu samkomu-
lagi fyrir tilstilli sameiginlegu nefndarinnar,
sem er komid 4 fot samkvaemt samningi
pessum, ad teknu tilliti til tilmela hlutadeig-
andi sameiginlegra sérsvidanefnda.
Umskipti frd adlogunarafanga til fullrar gagn-
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Article 3

General Coverage of the Agreement
This Agreement applies to conformity assess-
ment procedures for products covered by its
Sectoral Annexes. The Sectoral Annexes
shall only cover products that are covered by
the Mutual Recognition Agreement between
Canada and the European Community.
Each Sectoral Annex shall contain the fol-
lowing items, as appropriate:

1. astatement on the product scope and cov-
erage;

2. a description of the relevant legislative,
regulatory and administrative provisions
pertaining to the conformity assessment
procedures and technical regulations;

3. a list of designated Conformity Ass-
essment Bodies or Authorities, or a
source from which to obtain such a list;

4. alist of authorities responsible for desig-
nating the Conformity Assessment
Bodies and the source of the procedures
and criteria;

5. a description of the mutual recognition
obligations;

6. a Sectoral Transition Plan;

7. a description of the Joint Sectoral Group;

8. a sectoral contact point in each Party’s
territory;

9. guidelines for corrective actions.

For a given product or sector, the specific

rules contained in the relevant Sectoral

Annex shall prevail over the more general

provisions of the Framework Agreement.

Article 4
Transitional Arrangements
The Parties agree to implement the transition
commitments on confidence building where
included in the Sectoral Annexes.

The Parties agree that each Sectoral
Transition Plan shall specify a time period
for completion.

The Parties may amend any transition period
by mutual agreement through the Joint
Committee established under this Agree-
ment, taking account of recommendations
made by the relevant Joint Sectoral Groups.

Passage from the transitional phase to condi-
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kvemrar vidurkenningar skulu fara fram,
nema fyrir liggi skjalfestar sannanir er syni
skort 4 teknilegri faerni { tengslum vid sam-
remismat samningsadila.

5. gr.

Einkaréttarleg abyrgo.
Engu { samningi pessum er @®tlad ad breyta
eda afmarka merkingu gildandi laga 4 land-
svadi neins samningsadila um einkaréttar-
lega 4byrgd framleidenda, dreifenda, birgja,
samremismatsstofa, tilnefningaryfirvalda,
eftirlitsyfirvalda eda stjérnvalda gagnvart
neytendum eda hverjum 6drum, ad pvi er
vardar honnun, framleidslu, préfun, skodun,
dreifingu eda s6lu vara sem hafa verid vio-
fang samraemismats samkvemt samningi
pessum.
Samningsadilarnir eru samméla um ad sam-
remismatsstofur hvors um sig skuli gera vid-
eigandi rddstafanir vegna einkaréttarlegrar
abyrgdar sem kann ad myndast vegna rekst-
urs peirra og starfsemi samkvamt samningi
pessum. Samningsadilarnir skulu, ©6dru
hverju og fyrir tilstilli sameiginlegu nefndar-
innar, taka til umfjollunar hvort samramis-
matsstofur hvers um sig uppfylli afram fyrr-
nefnda krofu og hvort hagsmunir samnings-
adilanna njoti negilegrar verndar.
Kanada annars vegar og hvert EFTA-rikjanna
innan EES um sig hins vegar skal tilkynna
hinum samningsadilanum, er { hlut 4, um
hverja b4 malsh6foun eda annan malarekstur
sem er yfirvofandi eda hafinn 4 landsvadi
pess og 4 upptok sin ad rekja til eda tengist
samr&mismati sem samre&mismatsstofa hins
samningsadilans, er { hlut 4, framkvamdi.
Kanada annars vegar og hvert EFTA-rikjanna
innan EES um sig hins vegar skal vinna med
hinum samningsadilanum, er { hlut 4, ad rann-
sokn og vorn { hverju mdli sem er hofdad eda
vegna madlareksturs par sem hagsmunir ann-
ars hvors samningsadilans eru { hufi. Hlutad-
eigandi samningsadilar skulu einkum veita
hafilega adstod vid ad afla videigandi gagna
og a0 fa adgang ad lykilvitnum sem eru naud-
synleg vegna rannséknar og varnar pegar um
slika malsho6foun eda mélarekstur er ad raeda.

6. gr.
Tilnefningaryfirvold.
Hver samningsadili um sig skal tryggja ad til-
nefningaryfirvold, sem annast tilnefningu
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tions of full mutual recognition shall proceed
unless there is documented evidence demon-
strating a lack of technical competence in a
Party’s conformity assessment.

Article 5
Civil Liability

Nothing in this Agreement is intended to
change or modify the law in the territory of
any Party applicable to civil liability of man-
ufacturers, distributors, suppliers, Conform-
ity Assessment Bodies, Designating Bodies,
Regulatory Authorities or governments, to
consumers or among each other, in respect of
the design, manufacture, testing, inspection,
distribution or sale of products that have
undergone conformity assessment pursuant
to this Agreement.

The Parties agree that their respective
Conformity Assessment Bodies are required
to make adequate arrangements for liabilities
arising from their operations and activities
under this Agreement. The Parties, through
the Joint Committee, shall from time to time
consider whether their respective Conformity
Assessment Bodies continue to meet that
requirement and whether the interests of the
Parties are adequately protected.

Canada, on the one hand, and each of the
EEA EFTA States, on the other, shall
promptly notify the other Party concerned of
any suit or other proceedings threatened or
commenced in its territory arising from or in
connection with conformity assessment per-
formed by a Conformity Assessment Body of
the other Party concerned.

Canada, on the one hand, and each of the
EEA EFTA States, on the other, shall coop-
erate with the other Party concerned in the
investigation and defence of any suit or pro-
ceeding where the interests of either Party are
at risk. In particular, the Parties concerned
shall render reasonable assistance in obtain-
ing relevant documents and access to mater-
ial witnesses required in the investigation and
defence of such suits or proceedings.

Article 6
Designating Authorities
Each Party shall ensure that the Designating
Authorities responsible for designating the
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samre&mismatsstofanna sem eru tilgreindar {
vidaukunum um einstok sérsvid, hafi pad
umbod sem purfa pykir til pess ad tilnefna
slikar stofnanir, hafa eftirlit med peim, nema
tilnefningu timabundid dr gildi og afturkalla
tilnefningu peirra.

Sé tilnefning numin timabundid dr gildi eda
slikri 6gildingu aflétt skal tilnefningaryfir-
vald hlutadeigandi samningsadila tilkynna
hinum samningsadilunum og sameiginlegu
nefndinni um pad 4n tafar.
Samningsadilarnir skulu skiptast 4 upp-
lysingum um par verklagsreglur sem studst
er vio til pess ad tryggja ad tilnefndar sam-
remismatsstofur peirra fari dfram ad laga- og
stjérnsyslufyrirmelum samnings pessa.

7. gr.

Samremismatsstofur.
Samraemismatsstofur, sem eru tilnefndar a
landsvadi samningsadilans sem er utflytj-
andi, skulu starfa { samraemi vid krofur samn-
ingsadilans sem er innflytjandi og fullnegja
skilyrdum um hefi til ad meta samrami med
hlidsjon af peim krofum.
Tilnefningaryfirvold skulu, pegar pau til-
nefna slikar stofnanir, tilgreina, i hverjum
vidauka um sig, umfang pess samra@mismats
sem fyrrnefndar stofnanir hafa verid til-
nefndar til ad annast.
[ tilnefningu felst formlegur drskurdur hlut-
adeigandi samningsadila pess efnis ad vid-
komandi samra@mismatsstofa hafi synt fram a
vidunandi teknilega faerni til pess ad veita pa
pjoénustu sem tilnefningin kvedur 4 um og
hafi enn fremur sampykkt ad uppfylla krofur
hins samningsadilans, er { hlut 4, eins og sett
er fram { vidauka um einstok sérsvid.
Hvert tilnefningaryfirvald um sig mun, { sam-
remi vid skilmdla vidaukanna um einstok
sérsvid, lata 1 té, sé pess 6skad, yfirlysingu
um teknilega faerni peirra samre@mismats-
stofa sem pad hefur tilnefnt.

8. gr.
Sannproéfun og timabundin 6gilding
samremismatsstofa.
Kanada annars vegar og hvert EFTA-rikjanna
innan EES um sig hins vegar 4 rétt 4 ad
véfengja taknilega faerni og samkvaemni
samr@&mismatsstofa sem heyra undir valdsvid
hins samningsadilans er { hlut 4. Pessa réttar
skal adeins neytt vid sérstakar adstedur og

1.
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Conformity Assessment Bodies specified in
the Sectoral Annexes shall have the neces-
sary authority to designate, monitor, suspend
and withdraw the designations of such
Bodies.

In the case of suspension of a designation or
removal of such a suspension, the
Designating Authority of the Party concerned
shall immediately inform the other Parties
and the Joint Committee.

The Parties shall exchange information con-
cerning the procedures used to ensure that
their designated Conformity Assessment
Bodies continue to comply with the legisla-
tive, regulatory and administrative provisions
of this Agreement.

Article 7
Conformity Assessment Bodies

The Conformity Assessment Bodies desig-
nated in the territory of the exporting Party
shall operate to the requirements of the
importing Party and fulfil the conditions of
eligibility for conformity in relation to those
requirements.

In designating such bodies, the Designating
Authorities shall specify, in each Annex, the
scope of conformity assessment activities for
which such Bodies have been designated.

The designation constitutes a formal judge-
ment by the Party concerned that the
Conformity Assessment Body has demon-
strated an acceptable level of technical com-
petence in providing services identified in the
designation and further has agreed to comply
with the requirements of the other Party con-
cerned, as set out in a Sectoral Annex.

In accordance with the terms of the Sectoral
Annexes, each Designating Authority will
make available, if requested, a statement of
technical competence of its designated
Conformity Assessment Bodies.

Article 8
Verification and Suspension of Conformity
Assessment Bodies
Canada, on the one hand, and each of the
EEA EFTA States, on the other, has the right
to challenge the technical competence and
compliance of Conformity Assessment
Bodies under the jurisdiction of the other
Party concerned. This right will be exercised
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skal fera rok fyrir pvi, 4 hlutlegan og rok-
studdan hatt, { bréfi til sameiginlegu nefndar-
innar. Sameiginlega nefndin fjallar um slikar
beidnir.

. Pegar sameiginlega nefndin kemst ad peirri
nidurstddu, annadhvort ad eigin frumkvedi
eda ad tilm@lum vidkomandi sérsvida-
nefndar, ad sannpréfun teknilegrar ferni eda
samkvaemni samramismatsstofu, sem starfar
4 landsvadi samningsadila, sé naudsynleg
skal samningsadilinn, sem fer med yfirrdd 4
pvi landsvadi par sem umradd samremis-
matsstofa er stadsett, eda hlutadeigandi
samningsadilar, { sameiningu sé¢ samkomulag
par um, framkvaema slika sannpréfun 1 teka
t10. Samningsadilinn getur leitad adstodar til-
nefningaryfirvalds sins vid framkvamd sann-
préfunarinnar.

. Akvedi sameiginlega nefndin ekki annad skal
til pess bert tilnefningaryfirvald leysa sam-
remismatsstofuna, sem er véfengd, tima-
bundid undan skyldum sinum frd pvi ad
agreiningur um stédu hennar kemur fram
med formlegum hetti 1 sameiginlegu nefnd-
inni. Umredd stofnun skal leyst undan
skyldum sinum timabundid uns samkomulag
hefur nddst innan sameiginlegu nefndarinnar
um framtidarstodu stofnunarinnar.
Samramisvottord eda onnur upplysingaskjol
um voru, sem samr@mismatsstofa, sem sam-
eiginlega nefndin eda tilnefningaryfirvaldid
vikur sidar til hlidar, gefur ut, skulu halda
gildi sinu nema vidkomandi eftirlitsyfirvald
taki sérstaka dkvordun, 4 grundvelli heil-
brigdis- og Oryggissjonarmida, um ad taka
voruna af markadi.

9. gr.
Gagnkvem upplysingaskipti.
Kanada annars vegar og hvert EFTA-rikjanna
innan EES um sig hins vegar skal lata hinu {
té upplysingar um framkvemd laga- og
stjornsyslufyrirmelanna sem tilgreind eru i
vidaukunum um einstdk sérsvid.

Kanada annars vegar og hvert EFTA-rikjanna
innan EES um sig hins vegar skal tilkynna
hinu um breytingar, sem tengjast vidfangs-
efni samnings pessa, og um nyju fyrirmalin
minnst 60 dogum 4dur en pau Odlast gildi,
nema { peim tilvikum pegar oryggis-, heil-
brigdis- og umhverfisvernd kallar & brynni
adgerdir.

2. febrtar 2001

under exceptional circumstances only and
justified, in an objective and reasoned man-
ner in writing, to the Joint Committee. The
Joint Committee will discuss such requests.

Where the Joint Committee, either on its own
initiative or on a recommendation from the
relevant sectoral group, comes to the conclu-
sion that verification of technical competence
or compliance of a Conformity Assessment
Body operating in the territory of any of the
Parties is required, it will be carried out in a
timely manner by the Party in whose territo-
ry the Body in question is located, or by the
Parties concerned jointly if they agree. The
Party may seek the assistance of its
Designating Authority in carrying out the
verification.

Unless decided otherwise by the Joint
Committee, the contested Conformity
Assessment Body will be suspended by the
competent Designating Authority from the
time that a disagreement over the status of
that body has been confirmed in the Joint
Committee. The body in question shall
remain suspended until agreement has been
reached in the Joint Committee on the future
status of that Body.

A certificate of conformity or other docu-
mentation for a product issued by a
Conformity Assessment Body, that is subse-
quently removed by the Joint Committee or
Designating Authority, shall remain valid
unless there is a specific decision by the
appropriate Regulatory Authority based on
health and safety considerations for the
removal of the product from the market.

Article 9
Exchange of Information
Canada, on the one hand, and each of the

EEA EFTA States, on the other, shall

exchange information concerning the imple-
mentation of the legislative, regulatory and
administrative provisions identified in the
Sectoral Annexes.

Canada, on the one hand, and each of the

EEA EFTA States, on the other, shall inform

each other of changes related to the subject
matter of this Agreement, and shall, except
where considerations of safety, health and
environmental protection require more urgent
action, notify each other of the new provi-
sions at least 60 days before their entry into
force.
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. Hver samningsadili um sig skal tilkynna
hinum samningsadilanum eda -adilunum
pegar 1 stad um allar breytingar 4 tilnefning-
aryfirvoldum sinum og samremismats-
stofum.

10. gr.

Eftirlit med samningnum.
Samningsadilarnir geta haldid sérstaka sam-
radsfundi innan sameiginlegu nefndarinnar {
pvi skyni a0 tryggja fullnegjandi framkvamd
samnings pessa.

. Kanada getur annars vegar og hvert EFTA-
rikjanna innan EES um sig hins vegar farid
pess 4 leit vid gagnadila ad hann geri, fyrir
pess hond, dttektir 4 og endurmeti samram-
ismatsstofur sem vinna { samremi vid krofur
samningsadilans sem setur fram beidni um
slikt. Fyrrnefndur samningsadili skal kosta
uttektina.

. Tilnefndar samre@mismatsstofur skulu, i pvi
skyni ad studla ad einsleitri framkvemd sam-
re&mismatsins, sem kvedid er 4 um { I16gum og
reglum samningsadilanna, taka, eftir pvi sem
vid 4, pétt { fundum til ttskyringa sem eftir-
litsyfirvold hvers samningsadila 4 videigandi
svidum, sem vidaukarnir vid samning pennan
um sérsvid fjalla um, halda.

11. gr.
Sameiginlega nefndin.
. Koma skal 4 fét, samkvemt samningi pess-
um, sameiginlegri nefnd sem skipud er full-
trdum Kanada annars vegar og EFTA-rikj-
anna innan EES hins vegar og skal nefndin
bera dbyrgd 4 skilvirkri framkvaemd samn-
ingsins.
Sameiginlega nefndin tekur dkvardanir og
sampykkir tilmali med samhljéda sampykki.
Hun kemur saman eigi sjaldnar en einu sinni
4 ari, nema han akvedi annad. Nefndin setur
sér starfsreglur. Hin getur komid 4 f6t sam-
eiginlegri sérsvidanefnd vegna vidauka um
einstok sérsvid og getur falid slikum nefndum
sérstok verkefni. Hver samningsadili um sig
getur bodid fulltrdum sinum ur sameiginlegu
sérsvidanefndunum ad sxkja fundi sameigin-
legu nefndarinnar pegar hagsmunir hans, er
varda einstok sérsvid, eru umfjollunarefni
dagskrarlidar.
Sameiginlegu nefndinni er heimilt ad fjalla
um hvert pad madl er tengist framkvaemd
samnings pessa. Hin skal einkum bera
abyrgd 4 eftirfarandi:
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. Each Party shall promptly notify the other

Party or Parties of any changes of its
Designating Authorities and Conformity
Assessment Bodies.

Article 10
Monitoring of the Agreement

. The Parties may hold ad hoc consultations

within the Joint Committee to ensure the sat-
isfactory functioning of this Agreement.

. Canada, on the one hand, and each of the

EEA EFTA States, on the other, may request
each other to carry out, on its behalf, audits
and re-evaluations of Conformity Assess-
ment Bodies working to the requirements of
the requesting Party. The requesting Party
will bear the costs of the audit.

. In the interests of promoting a uniform appli-

cation of the conformity assessment proce-
dures provided for in the laws and regula-
tions of the Parties, the designated Con-
formity Assessment Bodies shall take part, as
appropriate, in interpretation sessions con-
ducted by the regulatory authorities in each
Party in the relevant areas covered by the
Sectoral Annexes to this Agreement.

Article 11
Joint Committee

. There shall be established under this

Agreement a Joint Committee composed of
Canada, on the one hand, and the EEA EFTA
States, on the other, which will be responsi-
ble for the effective functioning of the
Agreement.

. The Joint Committee shall take its decisions

and adopt its recommendations by consensus.
It will meet at least once a year unless it
decides otherwise. It shall determine its own
rules of procedure. It may establish a Joint
Sectoral Group under a Sectoral Annex, and
may delegate specific tasks to those Groups.
Each of the Parties may invite its representa-
tives from the Joint Sectoral Groups to attend
meetings of the Joint Committee when its
sectoral interests are the subject of an agen-
da item.

. The Joint Committee may consider any mat-

ter related to the operation of this Agreement.
In particular it shall be responsible for:



a) ad breyta vidaukunum um einstok sér-
svid;

b) ad hrinda i framkvaemd akvordun um ad
tilnefna tiltekna samramismatsstofu eda
afturkalla tilnefningu hennar;

c) ad skipst sé 4 upplysingum um per verk-
lagsreglur sem hver samningsadili beitir {
pvi skyni ad tryggja ad samr@mismats-
stofurnar, sem eru tilgreindar { vidauk-
unum um einstok sérsvid, vidhaldi ferni
sinni { peim meli sem naudsyn krefur;

d) ad dkvarda stodu samraeemismatsstofa sem
véfengt hefur verid ad hafi nagilega
teknilega ferni til ad bera;

e) ad skipst sé 4 upplysingum og ad samn-
ingsadilunum sé tilkynnt um breytingar 4
laga- eda stjornsyslufyrirmalum, sem um
getur { starfsgreinatengdu vidaukunum;
og

f) ad leysa hvers kyns vafamadl er tengjast
framkvaemd samnings pessa og vidauka
vid hann um einstok sérsvid, medal ann-
ars mal er varda heilbrigdi og Oryggi,
markadsadgang og samsvorun réttinda og
skuldbindinga samkvamt samningnum.

4. Hlutadeigandi samningsadilar skulu reda, sin
4 milli og utan sameiginlegu nefndarinnar,
médl sem alfarid eru tvihlida { edli sinu.

5. Eftirfarandi malsmedferd gildir um innfell-
ingu eda brottfellingu samremismatsstofu {
eda Ur vidauka um einstok sérsvid:

1. samningsadili, sem gerir tillogu um ad til-
nefna eda afturkalla tilnefningu samrem-
ismatsstofu, skal senda hinum samnings-
adilanum eda -adilunum skriflega tillogu
sina;

2. sampykki hinn samningsadilinn eda -adil-
arnir, er { hlut eiga, tilloguna eda 1idi 60
dagar dn pess ad andmalum sé hreyft skal
innfelling samramismatsstofu { eda brott-
felling ur vidauka um einstok sérsvid
koma til framkvamda; og

3. véfengi hinn samningsadilinn eda -adil-
arnir, er { hlut eiga, teknilega farni eda
samkvaemni tilnefndrar samramismats-
stofu 4dur en framangreindur 60 daga
frestur er Ut runninn getur sameiginlega
nefndin farid pess 4 leit vid samningsad-
ilann, er st6d ad tilnefningunni, ad hann
sannprofi, medal annars med hugsanlegri
uttekt, haefi hlutadeigandi stofnunar {
samremi vid dkvedi samnings pessa.

5.
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a) amending Sectoral annexes;

b) giving effect to the decision to designate
or withdraw the designation of a particu-
lar Conformity Assessment Body;

¢) exchanging information concerning the
procedures used by each Party to ensure
that the Conformity Assessment Bodies
specified in the Sectoral Annexes main-
tain the necessary level of competence;

d) determining the status of Conformity
Assessment Bodies whose technical com-
petence has been contested,;

e) exchanging information and notifying the
Parties of modifications of legislative,
regulatory and administrative provisions
referred to in the Sectoral Annexes; and

f) addressing any questions relating to the
operation of this Agreement and its
Sectoral Annexes, including questions
related to health and safety, market
access and the balance of rights and
obligations under the Agreement.

Matters that are strictly bilateral in nature

will be discussed between the Parties con-

cerned outside the Joint Committee.

The following procedure shall apply to the

inclusion in or withdrawal from a Sectoral

Annex of a Conformity Assessment Body:

1. Party designating or withdrawing desig-
nation of a Conformity Assessment Body
shall forward its proposal in writing to the
other Party or Parties;

2. in the event that the other Party or Parties
concerned consent to the proposal or
upon the expiry of 60 days without an
objection having been made, the inclu-
sion in or withdrawal from the Sectoral
Annex of the Conformity Assessment
Body shall take effect; and

3. 1in the event that the other Party or Parties
concerned challenge the technical com-
petence or compliance of a proposed
Conformity Assessment Body within the
said 60-day period, the Joint Committee
may request the proposing Party to carry
out a verification, which may include an
audit, of the Body concerned, in accor-
dance with the provisions of this
Agreement.
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6. Sameiginlega nefndin, sem komid er 4 fot

samkvemt samningi pessum, er 6hdd og
adskilin fra sameiginlegri nefnd sem kann ad
verda komid 4 f6t samkvamt sidari samningi
Kanada og EFTA um friverslun.

12. gr.

Sameiginlegar sérsvioanefndir.
Sameiginlega nefndin getur komid 4 f6t sam-
eiginlegum sérsvidanefndum vegna einstakra
vidauka um einstok sérsvid sem samanstanda
af vidokomandi tilnefningar- og eftirlitsyfir-
voldum og sérfredingum samningsadilanna.
Pessar nefndir munu fjalla um sérteek malefni
samremismats og eftirlits er varda tiltekid
svio.

Vidfangsefni, sem sameiginlegar sérsvida-

nefndir bera dbyrgd 4, geta medal annars

verid eftirfarandi:

1. ad kanna, ad beidni samningsadila, sér-
stok mdl sem upp koma vid framkvemd
adlogunardztlana um gagnkvema vidur-
kenningu og veita sameiginlegu nefndinni
radgjof um mdlefni er varda sameiginlega
hagsmuni;

2. ad veita, a0 beidni samningsadila, upplys-
ingar og radgjof um mal er varda fram-
kvemd og um reglur, verklag og sam-
remismatskerfi er varda tiltekinn vid-
auka;

3. ad endurskoda ymsa betti vidvikjandi
beitingu og framkvaemd hvers vidauka
um einstok sérsvid um sig, medal annars
heilbrigdis- og oryggispetti; og

4. ad fjalla um tdlkunaratridi, er snerta
krofur sem eru settar fram i vidaukunum
um einstok sérsvid, og beina, eftir pvi
sem vid 4, tilmelum til sameiginlegu
nefndarinnar.

13. gr.

Tengilioir einstakra svida, upplysingastjornun,

L.

aostod og neydaradgeroir.

Hver samningsadili um sig skal tilnefna og
stadfesta skriflega nodfn og heimilisfong
tengilida sem skulu dbyrgir fyrir starfsemi er
fellur undir sérhvern vidauka um einstok sér-
svid.

Tengilidir einstakra svida munu almennt og
millilidalaust sja um ordsendingar um
athafnir sem mida ad pvi ad vekja tiltrd, um
neydaradgerdir og framkvamd laga og reglna
med tilliti til vara sem falla undir samning
pennan.
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6. The Joint Committee established under this

Agreement is independent of and separate
from the Joint Committee that may be estab-
lished under a future Canada-EFTA free
trade agreement.

Article 12
Joint Sectoral Groups
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 and regulato-
ry issues related to a given sector.

The responsibility of the Joint Sectoral
Groups may include the following:

1. at the request of any Party, to examine
specific problems arising in the imple-
mentation of any transitional plans for
mutual recognition and to give advisory
opinions to the Joint Committee on issues
of mutual concern;

2. furnish information and advice on any
matters relating to implementation, and
on the regulations, procedures and con-
formity assessment system related to a
particular Annex, as may be requested by
any Party;

3. review various aspects of the implemen-
tation and operation of each Sectoral
Annex, including health and safety
aspects; and

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

Article 13
Sectoral Contact Point, Management of

Information, Assistance and Emergency Action

1.

Each of the Parties shall appoint and confirm
in writing the names and addresses of
Contact Points to be responsible for activities
under each Sectoral Annex.

Communications  regarding  confidence-
building activities, emergency actions and
regulatory enforcement for products subject
to this Agreement will normally be handled
directly by the Sectoral Contact Points.
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14. gr.
Verndarskilmalar.
1. Hlutadeigandi eftirlitsyfirvold hja hverjum

samningsadila um sig hafa fullt umbod, sam-
kvaemt gildandi 16gum pess samningsadila, til
ad tilka og, eins og sett er fram { 2. mgr. hér
ad aftan, framfylgja videigandi dkvadum
laga og reglna { landi samningsadilans. Eftir-
litsyfirvald pess samningsadila sem er inn-
flytjandi er ekki 16glegur fulltrdi samningsad-
ilans sem er utflytjandi.

Hafi Kanada annars vegar eda eitthvert eitt
EFTA-riki innan EES hins vegar, eda eftir-
litsyfirvald pess, dstadu til ad @tla ad vara fra
hlutadeigandi samningsadila, sem fellur undir
vidauka um einstok sérsvid, geti stofnad
heilsu eda oryggi manna 4 landsvadi pess {
hattu, eda uppfylli ekki med 60rum hetti
krofu samkvamt gildandi vidauka um einstok
sérsvid, hefur samningsadilinn, 4 landsvadi
pvi par sem tekid er vid vorunni, fullt vald,
samkvaemt gildandi innlendum 16gum, til ad
gera tafarlaust videigandi radstafanir til ad
fjarlegja slikar vorur af markadi, banna
markadssetningu peirra, takmarka frjdlsan
flutning peirra eda hefja innkollun peirra. Eft-
irlitsyfirvaldid 4 landsvaedi par sem gripid
hefur verid til adgerda skal tilkynna motad-
ilum sinum og sameiginlegu nefndinni um
par innan fimmtan daga fra pvi ad gripid er
til slikra adgerda og tilgreina dstedur sem
pad hefur fyrir peim.

Samningsadilar eru sammaéla um ad ljika beri
landameraeftirliti og athugunum 4 vorum,
sem eru vottadar { samraemi vid krofur samn-
ingsadilans sem flytur per inn, eins fljott og
audiod er. Samningsadilar eru sammadla um ad
ljuka beri hvers konar eftirliti, sem tengist
flutningi innan landsveda peirra, 4 pann hatt
sem er ekki 6hagstadari en si medferd sem
innlendar vorur hljéta.

15. gr.
Markadsadgangur.

Skylda Kanada annars vegar og hvers EFTA-
rikis innan EES um sig hins vegar til ad veita
gagnkvema vidurkenningu samkvemt skil-
malum vidauka vid samning pennan um ein-
stok sérsvid er bundin pvi skilyrdi ad hinn
adilinn, er 1 hlut 4, haldi afram ad:
1. veita markadsadgang fyrir vorur sem, ad

loknu samra@mismati, er unnt ad syna

fram 4 ad uppfylli gildandi teknikrofur;

og
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Article 14
Safeguards

. The appropriate Regulatory Authorities of

each Party retain all authority under the
applicable law of that Party, to interpret and,
as set out in paragraph 2 below, enforce their
respective legislative and regulatory provi-
sions. A Regulatory Authority of the import-
ing Party is not the legal representative of the
exporting Party.

. When Canada, on the one hand, or any one

of the EEA EFTA States, on the other, or one
of their Regulatory Authorities has reasons to
believe that a product from the Party con-
cerned, covered under a Sectoral Annex, may
compromise the health or safety of persons
in its territory, or otherwise fails to satisfy a
requirement of the applicable sectoral Annex,
the Party in the receiving territory retains all
powers under its applicable domestic law to
take all appropriate and immediate measures
to withdraw such products from the market,
prohibit their placement on the market,
restrict their free movement, or initiate a
product recall. The Regulatory Authority in
whose territory the action has been taken
shall inform its counterparts and the Joint
Committee within fifteen days of taking such
action, giving its reasons.

. The Parties agree that border inspections and

checks of products certified to the importing
Party’s requirements shall be completed as
expeditiously as possible. With regard to any
inspections related to internal movement
within their respective territories, the Parties
agree that these shall be completed in a man-
ner no less favourable than for like domestic
goods.

Article 15
Market Access

. The obligation of Canada, on the one hand,

and each of the EEA EFTA States, on the

other, to accord mutual recognition within

the terms of a Sectoral Annex to this

Agreement is conditional upon the other

Party concerned continuing to:

1. provide access to its market for products
that, having been subjected to conformi-
ty assessment procedures, can be demon-
strated to meet the applicable technical
requirements; and
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2. vidhalda stjérnsyslustofnunum 4 svidi
laga og eftirlitsyfirvoldum sem hafa getu
til ad hrinda dkvadum samnings pessa i
framkvamd.

2. Innleidi samningsadili nytt eda aukalegt sam-
remismat, sem hefur ahrif a svid sem fellur
undir vidauka um einstok sérsvid, skal sam-
eiginlega nefndin fella slikt samra@mismat
undir gildissvid samnings pessa og videig-
andi vidauka, nema samningsadilarnir komi
sér saman um annad.

3. Hafi, pegar framfylgja 4 slikum nyjum og
aukalegum krofum, samra@mismatsstofur,
sem hinn samningsadilinn, er { hlut 4, hefur
tilnefnt, ekki verid vidurkenndar af halfu
samningsadilans, sem framfylgir kréfunum,
getur hinn samningsadilinn, er { hlut 4, skotid
skuldbindingum sinum, samkvaemt videig-
andi vidauka um einstok sérsvid, a frest.

16. gr.
Gjold.

Hver samningsadili um sig skal tryggja, ad pvi
er vardar samraemismat sem fer fram samkvaemt
samningi pessum og vidaukum vid hann um ein-
stok sérsvid, ad engin gjold séu 16gd 4, 4 land-
svadi hans, fyrir samr@mismatspjonustu sem
annar samningsadili letur { té.

17. gr.
Samningar vio énnur lond.
Skuldbindingar ~samkvaemt gagnkvemum

samningum um vidurkenningu, sem samningsad-
ili hefur gert vid land sem er ekki adili ad samn-
ingi pessum, hafa ekki gildi eda ahrif med tilliti
til annars samningsadila, nema samningsadilarnir
geri med sér skriflegan samning par um.

18. gr.
Sveedisbundio gildissvio.

Samningur pessi og vidaukar vid hann gilda
annars vegar um landsvadi Kanada og hins vegar
um landsvadi lyoveldisins fslands, furstademis-
ins Liechtenstein og konungsrikisins Noregs.

19. gr.
Vorsluadili, gildistaka, breytingar og
gildistimi.

1. Rikisstjorn Noregs skal, sem vorsluadili, til-
kynna oOllum rikjum, sem hafa undirritad
samning pennan, um athendingu skjala um
fullgildingu eda stadfestingu og um gildis-
toku samnings pessa. Vorsluadilinn skal
einnig tilkynna rikjunum um vidbét og gild-
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2. maintain in existence legal and regulato-
ry authorities capable of implementing
the provisions of this Agreement.

2. Where a Party introduces new or additional
conformity assessment procedures affecting a
sector covered by a Sectoral Annex the Joint
Committee shall, unless the Parties agree oth-
erwise, bring such procedures within the
scope of this Agreement and the relevant
Annex.

3. If, upon implementation of such new or addi-
tional requirements, Conformity Assessment
Bodies designated by the other Party con-
cerned in order to meet such requirements
have not been recognized by the Party imple-
menting the requirements, the other Party
concerned may suspend its obligations under
the Sectoral Annex in question.

Article 16
Fees
Each Party shall ensure that, for conformity
assessment procedures carried out pursuant to
this Agreement and its Sectoral Annexes, no fees
are charged in its territory for conformity assess-
ment services provided by any other Party.

Article 17
Agreements with Other Countries

Except where there is written agreement
between the Parties, obligations contained in
mutual recognition agreements concluded by any
Party with a country not party to this Agreement
shall have no force and effect with regard to
another Party.

Article 18
Territorial Application
This Agreement and its Annexes shall apply,
on the one hand, to the territory of Canada and,
on the other hand, to the territories of the
Republic of Iceland, the Principality of Liecht-
enstein, and the Kingdom of Norway.

Article 19
Depositary, Entry into Force, Modification and
Duration
1. The Government of Norway, acting as
Depositary, shall notify all States that have
signed this Agreement of the deposit of any
instruments of ratification or acceptance, as
well as the entry into force of this
Agreement. The Depositary shall also notify
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istoku sérhvers nys vidauka um einstok sér-
svid, sérhverja tilkynningu um uppsdgn og
pegar samningurinn er runninn ut.

. Samningur pessi er hddur fullgildingu eda
stadfestingu. Skjol um fullgildingu eda stad-
festingu skal afhenda vorsluadila til vard-
veislu.

. Samningur pessi og vidaukar vid hann 6dlast
gildi 4 fyrsta degi annars manadar eftir pann
dag er oll undirritunarriki hafa afhent skjol
sin um fullgildingu eda stadfestingu.

. Heimilt er ad breyta samningi pessum med
skriflegu  samkomulagi samningsadilanna.
Samningsadilarnir gera breytingar 4 Vvid-
aukum um einstok sérsvid eda taka dkvard-
anir um ad fella pa dr gildi 4 vettvangi sam-
eiginlegu nefndarinnar.

. Samningsadilunum er heimilt ad bata vid
vidaukum um einstok sérsvid med pvi ad til-
kynna vorsluadilanum um samkomulag sin 4
milli par um. Fyrrnefndir vidaukar 60last
gildi, sem hluti samnings pessa, 30 dogum
eftir pann dag er vorsluadilinn hefur moéttekid
tilkynningar allra samningsadila par ad luat-
andi.

. Sérhverjum adila ad samningi pessum er
heimilt ad segja honum upp med pvi ad senda
hinum samningsadilunum skriflega tilkynn-
ingu pess efnis med sex mdnada fyrirvara.
Segi eitt eda fleiri EFTA-riki innan EES
samningi pessum upp heldur hann gildi sinu
gagnvart peim EFTA-rikjum innan EES sem
eftir eru, annars vegar, og Kanada hins vegar.

20. gr.
Lokadkveeoi.
Samningur pessi og vidaukar vid hann um ein-
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the States of the addition and entry into force
of any new Sectoral Annexes, of any notifi-
cations of termination, and of the expiry of
the Agreement.

. This Agreement is subject to ratification or

acceptance. The instruments of ratification or
acceptance shall be deposited with the
Depositary.

. This Agreement and its Annexes shall enter

into force on the first day of the second
month following the depositing of instru-
ments of ratification or acceptance by all sig-
natory States.

. This Agreement may be amended by the

written agreement of the Parties. Amend-
ments to, or decisions to terminate Sectoral
Annexes, will be made by the Parties through
the Joint Committee.

. The Parties may add Sectoral Annexes by

notifying the Depositary of their agreement
to that effect. Such Annexes shall come into
force, as part of this Agreement, 30 days fol-
lowing the receipt by the Depositary of the
notifications of all Parties.

. Each Party to this Agreement may withdraw

therefrom with six months notice by means
of a written notification to the other Parties.
Should this Agreement be terminated by one
or more EEA EFTA States, the Agreement
will continue in force for the remaining EEA
EFTA States, on the one hand, and for
Canada, on the other.

Article 20
Final Provisions
This Agreement and the Sectoral Annexes are

stok sérsvid eru gerdir { fjorum frumeintokum 4
ensku og fronsku og eru badir textar jafngildir.

drawn up in four originals in the English and
French languages, each text being equally
authentic.

Undirritad { Brussel 4. juli 2000. Signed in Brussels, July 4, 2000.

Fyrir hond lydveldisins Islands
Gunnar Snorri Gunnarsson
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VIDAUKI UM EINSTOK SERSVID
sem fjallar um endabiinad til fjarskipa,
upplysingataeknibiinad og fjarskipta-
senditaeki.

1. Tilgangur.

Markmidid med pessum vidauka er ad koma 4
rammaskipulagi um stadfestingu préfunar-
skyrslna og, vid lok adlogunartimabilsins, sam-
remisvottorda sem eru gefin 1t 4 landsvadi Kan-
ada annars vegar og hvers EFTA-rikjanna innan
EES um sig hins vegar { samremi vid dkvadi
laga og reglna hins samningsadilans (innflytj-
anda), eins og um getur { fylgiskjali 1.

Vidauki pessi er vidauki um einstok sérsvid vid
rammasamninginn sem fjallar um gagnkvema
vidurkenningu samre@mismats milli Kanada og
lydveldisins fslands, furstadeemisins Liechten-
stein og konungsrikisins Noregs.

2. Gildissvid og umfang.

2.1. Akvadi pessa vidauka gilda um eftirtaldar
gerdir endabunadar til fjarskipta, fjarskipta-
senditekja og upplysingateknibunadar:

a) tzkjabunad, sem tengja 4 almennu fjar-
skiptaneti { pvi skyni ad senda, vinna dr
eda taka vid upplysingum, hvort sem til
stendur ad tengja takjabtinadinn beint
vid ,tengi* netsins eda millivirki med
sliku neti, par sem tekjabtinadurinn er
tengdur tengipunktinum beint eda
obeint. Tengikerfid getur verid myndad
af predi, utvarpsbylgjum, ljésbylgjum
eda verid af 60rum rafsegulfredilegum
toga;

b) takjabinad, sem unnt er ad tengja
almennu fjarskiptaneti jafnvel p6é hann
sé ekki @tladur til pess, t.d. upplysinga-
teknibtinad med fjarskiptatengibtinadi;

c) pa flokka fjarskiptasenditekja sem eru
skilgreindir og tilgreindir { fylgiskjali 2.

2.2. 1fylgiskjali 2 er ad finna skrd um tengingar
og pjonustu sem hvor samningsadili um sig
hefur med ad gera.

2.3. Samningsadilarnir eru sammadla um ad eftir-
farandi skra sé lysandi en ekki temandi skra
um flokka fjarskiptasenditekja sem um er
ad reda:
skammdragur btnadur, par med talinn 14g-
aflsbinadur 4 bord vid pradlausa sima/
hlj6dnema:
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SECTORAL ANNEX
on Telecommunications Terminal
Equipment, Information Technology
Equipment and Radio Transmitters

1. Purpose

The purpose of this Annex is to establish a
framework for the acceptance of test reports and,
at the end of a transitional period, certificates of
conformity issued in the territory of Canada, on
the one hand, and each of the EEA EFTA States,
on the other hand, in accordance with the regu-
latory requirements of the other (importing)
Party, as referenced in Attachment 1.

This Annex constitutes a sectoral annex to the
framework Agreement on Mutual Recognition of
Conformity Assessment between Canada and the
Republic of Iceland, the Principality of
Liechtenstein, and the Kingdom of Norway.

2.  Scope and Coverage

2.1 The provisions of this Annex shall apply to
the following types of telecommunications
terminal equipment, radio transmitters and
information technology equipment:

(a) equipment intended for connection to
the public telecommunications network
in order to send, process or receive
information, whether the equipment is
to be connected directly to the “termi-
nation” of the network or to interwork
with such a network, being connected
directly or indirectly to the termination
point. The system of connection may be
wire, radio, optical or other electromag-
netic means;

(b) equipment capable of being connected
to a public telecommunications net-
work even if it is not its intended pur-
pose, including information technology
equipment having a communication
port;

(c) those categories of radio transmitters
defined and specified in Attachment 2.

2.2 A list of the interfaces and services covered
by each Party is referenced in Attachment

2.

2.3 The Parties agree that the following is an
illustrative but not exhaustive list of cov-
ered categories of radio transmitters:

Short range devices, including low power
devices such as cordess telephones/micro-
phones;
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3.2.

feeranlegur binadur 4 landi, medal annars:

- feranlegt fjarskiptateki til einkanota
(PMR/PAMR)

- feranlegt samtalskerfi

- bodkerfi;

landfastur binadur:

- hreyfanlegur gervihnattabtnadur

- fastur gervihnattabunadur

- utsendingarbinadur

- butnadur til bylgjumelinga utsendinga.

Krofur vegna sampykKkis.

. Vidauki pessi gildir um allar 16gbodnar

krofur vegna sampykkis sem eru sam-
pykktar 4 landsva@dum samningsadilanna
og rikisstofnanir og/eda stofnanir, sem hafa
umbod 16gum samkvaemt til pess ad fram-
fylgja teknikrofum, gera vegna takjabin-
adarins sem um getur { fylgiskjali 2. Vid-
eigandi teknikrofur eru tilgreindar sam-
kvemt peirri 16ggjof sem um getur 1 fylgi-
skjali 1.

Beita ber krofum og samramismati, sem er
beitt gagnvart innlendum voérum, gagnvart
vorum eda nidurstodum samramismats,
sem eiga uppruna ad rekja til annars samn-
ingsadila, dn pess ad til komi aukalegar
krofur eda breytingar.

Starfsemi a svidi samramismats.

. Hver samningsadili um sig stadfestir hér

me0 ad samramismatsstofur Kanada annars
vegar og samra@mismatsstofur hvers EFTA-
rikjanna innan EES hins vegar, sem eru vid-
urkenndar samkvamt pessum vidauka, hafa
heimild til ad annast eftirfarandi, med tilliti
til teknikrafna hvers um sig, vegna binadar
til fjarskipta, upplysingateknibtinadar og
fjarskiptasenditakja:

- ad pvi er vardar krofur um tengingu
endabuinadar og fjarskiptasendingar,
préfanir, dtgafu og stadfestingu préfun-
arskyrslna, framkvemd naudsynlegs
teknilegs mats og vottun pess ad krof-
um laga og reglna, sem gilda 4 land-
svedum samningsadilanna um vorur
sem fjallad er um { pessum vidauka, sé
hlitt;

- ad pvi er vardar rafsegulsvidssamhafi
(EMC), vidurkenningu samkvamnivott-
orda hvers annars, yfirlysinga birgja og
skjalasafns um teknismidi hvers og
eins, eftir gerdum kréfum. Akvadum er

3.1
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Land mobile, including:
- Private Mobile Radio (PMR/PAMR)

- Mobile telecom

- Paging systems;
Terrestrial Fixed:

- Satellite mobile

- Satellite fixed

- Broadcast

- Radio determination.

The Approval Requirements

This Annex shall apply to all mandatory
approval requirements, adopted within the
territories of the Parties, by government
organizations and/or bodies which have the
legal powers to enforce a technical re-
quirement, for the equipment referenced in
Attachment 2. The relevant technical re-
quirements are specified under the legi-
slation referenced in Attachment 1.

Any requirements and conformity assess-
ment procedures applied to domestic prod-
ucts shall be applied with no additional
requirements or variations to products or
conformity assessment results originating
from another Party.

Conformity Assessment Activities
Each Party affirms that the Conformity
Assessment Bodies of Canada, on the one
hand, and of each of the EEA EFTA States,
on the other, recognized under this Annex,
are authorized to perform the following
activities with regard to each other’s tech-
nical requirements for telecommunications
terminal equipment, radio transmitters and
information technology equipment:

- for terminal attachment and radio trans-
mission requirements — testing, issuing
and acceptance of test reports, perfor-
mance of required technical evaluation
and certification of compliance to the
requirements of the laws and regula-
tions applicable in the territories of the
Parties for products covered under this
Annex;

- for electromagnetic  compatibility
(EMC) — the recognition of each other’s
certificates of compliance, suppliers’
declaration and Technical Construction
File, as required. The detailed pro-
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4.2.
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itarlega lyst { svidatengda vidaukanum
um rafsegulsvidssamhefi;

- ad pvi er vardar Oryggi/lagspennu, stad-
festingu préfunar og vottunar peirra vara
sem um redir med tilliti til krafna ann-
ars samningsadila 4 svidi rafmagnsor-
yggis. Akvaedum er itarlega lyst i svida-
tengda vidaukanum um rafmagnsoryggi;

- ad pvi er vardar gadastjérnun, vidur-
kenningu 4 g®dastjérnunarvottordum
eins samningsadila med tilliti til dkvada
laga og reglna annars samningsadila.

Samremisvottord, sem samramismats-
stofur hvers samningsadila um sig leggja
fram samkvemt dkvedum pessa vidauka,
verda vidurkennd af hdlfu yfirvalda annars
samningsadila dn pess ad vorurnar verdi
metnar frekar.

Stofnanir.

Tilnefningaryfirvold.

Tilnefningaryfirvold eru pau yfirvold og
stofnanir sem bera dbyrgd 4 tilnefningu og
pvi ad tryggja ferni samramismatsstofa til
ad profa og votta tekjabunad, sem fjallad er
um { pessum vidauka, med tilliti til krafna
annars samningsadila. Tilnefningaryfir-
voldin eru, ad pvi er pennan vidauka vardar,
talin upp {1 fylgiskjali 3. Tilnefningaryfir-
voldunum er heimilt ad nyta sér pjonustu
faggildingarkerfis sins pegar bau inna
skyldustorf sin af hendi.

Hver samningsadili um sig skal tilkynna
hinum samningsadilunum, innan tiu (10)
virkra daga, um breytingar 4 kenni tilnefn-
ingaryfirvalda sinna og umbodi peirra til ad
uppfylla skuldbindingar samkvamt pessum
vidauka.

Tilnefndar samre&mismatsstofur.

AD pvi er vardar pennan vidauka mun hver
samningsadili um sig tilnefna 16gbara sam-
remismatsstofu sem framkvamir samraem-
ismat med tilliti til krafna hins samningsad-
ilans er { hlut 4. Hver samningsadili um sig
skal sjd til pess a0 tilnefndu stofurnar upp-
fylli vidmidanir og stadla sem eru sett fram
i dkvedum laga og reglna hinna samnings-
adilanna. Samningsadilarnir skulu, begar
peir ganga frd tilnefningum, tiltaka per
vorur og adferdir sem vidkomandi stofa
hefur verid tilnefnd vegna. I fylgiskjali 4 er
a0 finna skra um tilnefndar stofur, dsamt
upplysingum um par vorur og adferdir sem
par hafa verid tilnefndar vegna.

|‘.-"$"
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visions are described in the sectoral
annex on EMC;

- for electrical safety/low voltage — the
acceptance of testing and certification
of the covered products to the electrical
safety requirements of another Party.
The detailed provisions are described in
the sectoral annex on electrical safety;

- for quality management — the re-
cognition of one Party’s quality man-
agement certificates in accordance with
the regulatory requirements of another
Party.

Certificates of conformity delivered by the

designated Conformity Assessment Bodies

of each Party under the provisions of this

Annex will be recognized by the authorities

of another Party without any further assess-

ment of the products.

Institutions

Designating Authorities

Designating Authorities are those authori-
ties and organizations responsible for des-
ignating and assuring the competence of
Conformity Assessment Bodies to test and
certify equipment covered by this Annex to
the requirements of another Party. The
Designating Authorities for the purpose of
this Annex are listed in Attachment 3. The
Designating Authorities may seek the ser-
vices of their accreditation system in carry-
ing out these responsibilities.

Each Party shall notify the other Parties
within ten (10) working days of changes in
the identity of their Designating Authorities
and their authority to carry out the obliga-
tions under this Annex.

Designated Conformity Assessment Bodies
For the purpose of this Annex, each Party

will  designate competent Conformity
Assessment Bodies to carry out conformity
assessment to the requirements of the other
Party concerned. Each Party shall ensure
that the designated bodies comply with the
criteria and standards set out in the regula-
tory requirements of the other Parties. In
making designations, the Parties shall indi-
cate the products and procedures for which
they have been designated. A list of desig-
nated bodies, together with an indication of
the products and procedures for which they
have been designated, is included in
Attachment 4.
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b)

¢)

d)

6.2.

6.3.

Vidurkenna ber ad samramismatsstofur,
sem eru tilnefndar samkvamt pessum vid-
auka, séu til pess berar ad framkvema pad
samra&mismat sem per hafa verid tilnefndar

vegna.
Tilnefning, timabundin 6gilding eda aftur-
kollun tilnefningar samramismatsstofa,

sem um getur { pessum vidauka, skal vera {
samremi vid malsmedferd sem sameigin-
lega nefndin, sem er komid 4 f6t samkvamt
rammasamningnum um gagnkvama vidur-
kenningu, dkvedur.

Sé 16gd0 fram keera eda komi upp adrar
adstedur 1 tengslum vid getu samremis-
matsstofu til pess ad starfa samkvaemt
akvadum pessa vidauka ber vidkomandi til-
nefningaryfirvaldi ad gripa til adgerda sem
hlutadeigandi samningsadilar s®tta sig vid.
Sameiginlega nefndin, sem er komid 4 fét
samkvemt rammasamningnum um gagn-
kvema vidurkenningu, getur tekid slik
urlausnarefni til umfjollunar, ef naudsyn
krefur, 1 pvi skyni ad finna lausn 4 peim.

Bradabirgoatilhogun.

. Gert er 140 fyrir 18 manada adlogunartima-

bili 4dur en dkvadi pessa vidauka, p.e. 4.
1idur, koma ad fullu til framkvaemda.

Samningsadilarnir munu nota fyrrnefnt

adlogunartimabil til pess ad:

a) skiptast 4 upplysingum um og auka
skilning 4 dkvadum laga og reglna
hvers og eins;

b) préa adferdir, til pess ad skiptast 4 upp-
lysingum um breytingar 4 teknikrofum
eda adferdum vid tilnefningu samram-
ismatsstofa, sem gagnkvaemt samkomu-
lag er um;

c) fylgjast med og leggja mat 4 storf til-
nefndra samra@mismatsstofa sem eru
unnin 4 adldgunartimabilinu.

A adlégunartimabilinu munu samningsad-
ilarnir einnig vidurkenna, med gagn-
kvemum heatti, préfunarskyrslur og skjol
peim tengd sem tilnefnd samra@mismats-
stofa annars samningsadila gefur ut { sam-
reemi vid dkvadi pessa vidauka. Sampykk-
isyfirvold, sem eru talin upp 1 fylgiskjali
5, skulu, i pessu skyni, stadfesta prof-
unarskyrslur og tengd skjol og matsgerdir
tilnefndra stofa 4 landsvedi annars samn-
ingsadila 1 pvi augnamidi ad sampykkja

(b)

(©)

(d)

6.2

6.3
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Conformity Assessment Bodies designated
under this Annex shall be recognized as
competent to perform the conformity
assessment activities for which they have
been designated.

Designation, suspension or withdrawal of
Conformity Assessment Bodies under this
Annex shall be in conformance with proce-
dures determined by the Joint Committee
established under the Framework Mutual
Recognition Agreement.

Where a complaint or any other circum-
stance arises concerning a Conformity
Assessment Body’s ability to perform under
this Annex, the appropriate Designating
Authority must take action to the mutual
satisfaction of the Parties concerned. Where
necessary, such problems may be consid-
ered by the Joint Committee established
under the Framework Mutual Recognition
Agreement in order to reach a solution.

Transitional Arrangement

There will be a transitional period of 18

months before the provisions of this Annex,

notably Section 4, become fully opera-
tional.

This transitional period will be used by the

Parties:

a) to exchange information on and to
develop better understanding of their
respective regulatory requirements;

b) to develop mutually agreed mechanisms
for exchanging information on changes
in technical requirements or methods of
designating Conformity Assessment
Bodies;

¢) to monitor and evaluate the work car-
ried out by designated Conformity
Assessment Bodies operating during the
transitional period.

During the transitional period, the Parties

will also reciprocally recognize test reports

and related documents issued by designat-
ed Conformity Assessment Bodies of
another Party in accordance with the provi-
sions of this Annex. To this end, the

approving authorities listed in Attachment 5

shall accept test reports and related docu-

ments, and evaluations from the designated
bodies in the territory of another Party, for
the purposes of approval, without imposing
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6.4.

6.5.

7.

pau 4n pess ad gera vidbotarkrofur og

skulu tryggja ad:

- heilleiki tilskilinna skjala sé kannadur
strax eftir vidtoku préfunarskyrsina;

- umsakjanda sé tilkynnt, 4 skyran og
fullkominn hatt, um alla annmarka;

- beidnir um vidbotarupplysingar séu tak-
markadar vid pad sem 4 vantar, dsam-
remi eda fravik frd teknireglugerdum
eda -stodlum;

- madlsmedferd vegna tekjabinadar, sem
er breytt i kjolfar dkvordunar um ad
samkvemni sé fyrir hendi, sé tak-
morkud vid naudsynlega mdlsmedferd
til pess ad skera ur um hvort um afram-
haldandi samraemi sé ad reda;

- krofum og samra@mismatsadferdum,
sem er beitt gagnvart innlendum vorum,
sé beitt 4n tilkomu aukakrafna eda fra-
vika ad pvi er vardar vorur eda nidur-
stodur préfana sem upprunnar eru hja
hinum samningsadilanum er { hlut 4.

Sérhvert sampykkisyfirvald skuldbindur sig
til pess ad gefa ut sampykki eda veita
umszkjanda radgjof eigi sidar en sex (6)
vikum eftir ad pad tekur vid préfun-
arskyrslu og matsgerd fra tilnefndri stofu 4
landsvadi hins samningsadilans er { hlut 4.
Kanada annars vegar og hvert EFTA-rikj-
anna innan EES um sig hins vegar mun, {
lok adlogunartimabilsins, koma 4 fullri og
gagnkvemri vidurkenningu samkvaemni-
vottorda sem tilnefndar stofur hvors um sig
gefa ut. Framkomnar tillogur 4 adlogunar-
timabilinu eda { lok pess, pess efnis ad tak-
marka gildissvid vidurkenningar tilnefndrar
samra@mismatsstofu eda ad utiloka hana frd
skranni um stofur, sem eru tilnefndar sam-
kvemt pessum vidauka, skulu byggdar 4
hlutlegum vidmidunum og skjalfestar.
Stofa, sem pannig hdttar til um, getur farid
fram 4 ad madl hennar verdi endurskodad
eftir ad naudsynlegar urbatur hafa verid
gerdar. Samningsadilarnir munu gera slikar
urbatur, ad pvi marki sem unnt er, 4dur en
adlogunartimabilinu Iykur.

Vidbotarakvaedi.

Undirverktakastarfsemi.

7.1.

Undirverktakastafsemi skal vera i samremi
vid dkvaedi hins samningsadilans, er i hlut
4, um undirverktakastarfsemi.
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additional requirements, and shall ensure

that:

- on receipt of test reports, related docu-
ments and a first evaluation of confor-
mity, the dossiers are promptly exam-
ined for completeness;

- the applicant is informed in a precise
and complete manner of any deficiencys;

- any request for additional information is
limited to omissions, inconsistencies or
variances from the technical regulations
or standards;

- procedures for equipment modified sub-
sequent to a determination of compli-
ance, are limited to procedures neces-
sary to determine continued confor-
mance;

- requirements and conformity assess-
ment procedures applied to domestic
products shall be applied with no addi-
tional requirements or variations to
products or test results originating from
the other Party concerned.

6.4 Each approving authority commits itself to

issuing approvals or advising the applicant
no later than six (6) weeks from receipt of
the test report and evaluation from a desig-
nated body in the territory of the other Party
concerned.

6.5 At the end of the transitional period,

7.

Canada, on the one hand, and each of the
EEA EFTA States, on the other, will pro-
ceed to full mutual recognition of certifi-
cates of compliance issued by their respec-
tive designated bodies . Any proposal made
during or at the end of the transitional peri-
od to limit the scope of recognition of any
designated Conformity Assessment Body or
to exclude it from the list of bodies desig-
nated under this Annex shall be based on
objective criteria and documented. Any
such body may apply for reconsideration
once the necessary corrective action has
been taken. To the extent possible, the
Parties will implement such action prior to
the expiry of the transitional period.

Additional Provisions

Sub-contracting
7.1 Any sub-contracting shall be in accordance

with the sub-contracting requirements of
the other Party concerned.
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7.2. Samramismatsstofurnar skulu skrd og vard-
veita upplysingar um athuganir sinar 4 faerni
undirverktaka sinna og hvort peir hliti sett-
um krofum og halda skrd um alla undirverk-
takastarfsemi.  Fyrrnefndar  upplysingar
skulu adgengilegar 6llum 60rum samnings-
adilum sé eftir peim leitad.

Eftirlit ad lokinni markadssetningu.

7.3. Samningsadilunum er heimilt, { pvi skyni
ad halda uppi eftirliti ad lokinni markads-
setningu, ad vidhalda gildandi dkvedum
um merkingu og nimer. Uthlutun nimera
getur farid fram 4 landsvadi samningsadil-
ans sem er utflytjandi. Samningsadilinn,
sem er innflytjandi, mun tuthluta ndmer-
unum.

7.4. Komi fram tilkynning um misnotkun sam-
remismerkis eda um hettu, par sem um
redir sampykkta voru sem fjallad er um {
pessum vidauka, munu hlutadeigandi samn-
ingsadilar skera tr um pad i sameiningu um
hve vidteka misnotkun er ad reda og hvers

konar drbatur ber ad gera og i hvada meli.

Sameiginleg fjarskiptanefnd.

7.5. Sameiginlega nefndin, sem er komid 4 fét
samkvemt rammasamningnum um gagn-
kvema vidurkenningu, getur skipad sam-
eiginlega fjarskiptanefnd sem kemur saman
eftir porfum {1 pvi skyni ad fjalla um tekni-
leg mdlefni og malefni 4 svidi samramis-
mats og teknipekkingar sem tengjast pess-
um vidauka.

Upplysingaskipti og gagnkvem adstod.

7.6. Hvor samningsadili um sig skal setja 4 stofn
tengilidi 1 pvi skyni ad veita svor vid 6llum
edlilegum fyrirspurnum frd hinum samn-
ingsadilanum um mdlsmedferd, reglur og
kerur.

7.7. Samningsadilunum er heimilt, eins og
kvedid er 4 um samkvaemt bradabirgdatil-
héguninni sem er sett fram { 1id 6.2 hér ad
framan, ad kosta sameiginlega tvaer mal-
stofur, adra { Kanada og hina { Evrépu, {
tengslum vid samberilegar mélstofur sem
Evrépubandalagid kann ad kosta, par sem
fjallad er um videigandi krofur 4 svidi tekni
og sampykki vara fyrsta 4rid eftir ad vid-
aukinn 60last gildi.

7.8. Samningsadilarnir skulu og upplysa hvern
annan um breytingar 4 videigandi reglum,
forskriftum, préfunaradferdum, stodlum og
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7.2 The Conformity Assessment Bodies shall
record and retain details of their investiga-
tion of the competence and compliance of
their subcontractors and maintain a register
of all sub-contracting. These details will be
available to any other Party on request.

Post-market Surveillance

7.3 For the purpose of post-market surveil-
lance, the Parties may maintain any exist-
ing labelling and numbering requirements.
The assignment of the numbers may take
place in the territory of the exporting Party.
The numbers will be allocated by the
importing Party.

7.4 When a report of misuse of a mark of con-
formity or of a hazard involving an
approved product covered under this Annex
has occurred, the Parties concerned will
jointly determine the scope of the misuse
and the nature and degree of corrective
action to be taken.

Joint Telecommunications Group

7.5 The Joint Committee established under the
Framework Mutual Recognition Agreement
may appoint a Joint Telecommunications
Group which shall meet as required to dis-
cuss technical, conformity assessment and
technology issues relating to this Annex.

Exchange of Information and Mutual Assistance

7.6 Each Party shall establish a contact point to
provide answers to all reasonable inquiries
from the other Party regarding procedures,
regulations and complaints.

7.7 As provided in the transitional arrange-
ments set out in Section 6.2 above, the
Parties may jointly sponsor two seminars,
one in Canada and one in Europe in con-
junction with any such seminar as may be
sponsored by the European Community,
concerning the relevant technical and prod-
uct approval requirements during the first
year after the Annex enters into force.

7.8 The Parties shall also inform each other of
changes to relevant regulations, specifica-
tions, test methods, standards and adminis-
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stjornsyslumedferd innan prjdtiu (30) virkra
daga frd pvi ad tilkynnt er um slikar breyt-
ingar innanlands.

Breytingar d reglum og uppfeersla vidaukans.

7.9. Samningsadilarnir munu uppfera bennan
vidauka verdi gerdar breytingar 4 reglunum,
sem um getur { fylgiskjali 1, eda nyjar
reglur settar sem hafa 4hrif 4 samraemismat
sem fer fram { landi samningsadilans.

Millivisanir.

7.10.Gildi krofur vidvikjandi rafmagnsoryggi
eda rafsegulsvidssamheafi einnig um vorur,
sem pessi vidauki fjallar um, gilda og vid-
eigandi dkvadi starfsgreinatengdu vidauk-
anna um rafmagnsoryggi og rafsegulsvids-
samhefi.

2. febrtar 2001

trative procedures within thirty (30) work-
ing days of their domestic notification.

Regulatory Changes and Updating the Annex

7.9 In the event that there are changes to the
regulations referenced in Attachment 1 or
that new regulations are introduced affect-
ing conformity assessment procedures tak-
ing place in any Party, the Parties will
update this Annex.

Cross-referencing

7.10 Where products covered by this Annex are
subject also to Electrical Safety or EMC
requirements, the relevant provisions of the
sectoral annexes on Electrical Safety and
EMC will also apply.
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Fylgiskjal 1.
Laga- og stjornsyslufyrirmaeli.

EFTA-rikin innan EES

Kanada

Tilskipun Evrépupingsins og radsins 98/13/ EB
(1idur 4zg 1 XVIIIL kafla II. vidauka vid EES-
samninginn eins og hann er felldur inn med
akvordun nr. 32/99)

Tilskipun radsins 73/23/EBE (1. lidur X. kafla II.
vidauka vid EES-samninginn) med dordnum
breytingum samkvamt tilskipun radsins 93/68/
EBE (lidur 3c i XIX. kafla II. vidauka vid EES-
samninginn eins og hann er felldur inn med
akvordun nr. 7/94)

Tilskipun radsins 89/336/EBE (6. lidur X. kafla
II. vidauka vid EES-samninginn) med dordnum
breytingum samkvemt tilskipunum radsins
92/31/EBE (6. lidur X. kafla II. vidauka vid EES-
samninginn, undirlid aukid vid med akvordun nr.
7/94) og 93/68/EBE (lidur 3c i XIX. kafla II.
vidauka vid EES-samninginn eins og hann er
felldur inn med akvordun nr. 7/94)

Loggjof og reglugerdir EFTA-rikjanna innan
EES um:

a) 6samhfda hlidrena tengingu vid almenna
fjarskiptanetid

b) dsamhafda fjarskiptasendar (borgaraleg notk-
un)

Fjarskiptalog
L6g um pradlaus fjarskipti

Akvordun nr. 82-14 um samtalskerfi CRTC
Vottunarstadall CS-03

Vottunaradferd CP-01

Reglur um pradlaus fjarskipti

Malsmedferd

(RSP) #100:
Vottunaradferd fyrir fjarskiptabtinad

vidvikjandi  fjarskiptastodlum
Kanadisku rafmagnslogin

Skra um endabuinad (TEL)

Skra um fjarskiptabtinad (REL)

Skra um fjarskiptatekjastadla sem eru Ohadir
leyfum

Skrd um fjarskiptatekjastadla sem eru Oh4dir
vottordi til dtsendinga

Skra um tekjastadla { I. flokki

Skra um tekjastadla 1 II. flokki
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Attachment 1
Legislative, Regulatory and Administrative Provisions
EEA EFTA States Canada

Directive 98/13/EC of the European Parliament and
the Council (EEA Agreement, Annex II, Chapter
XVIII, point 4zg as inserted by Decision No 32/99)

Council Directive 73/23/EEC (EEA Agreement,
Annex II, Chapter X, Point 1) as amended by
Council Directive 93/68/EEC (EEA Agreement,
Annex II, Chapter XIX, point 3c as inserted by
Decision No 7/94)

Council Directive 89/336/EEC (EEA Agreement,
Annex II, Chapter X, Point 6), as amended by
Council Directives 92/31/EEC (EEA Agreement,
Annex II, Chapter X, Point 6 indent added by
Decision No 7/94) and 93/68/EEC (EEA
Agreement, Annex II, Chapter XIX, point 3c as
inserted by Decision No 7/94)

The legislation and regulations of the EEA EFTA
States in respect of:

(a) non-harmonized analogue connection to the
public switched telecommunications network;

(b) non-harmonized radio transmitters (civilian
application).

Handbook of the implementation of 98/13/EC
(ADLNB and ACTE approved).

Telecommunications Act
Radiocommunication Act

CRTC Telecom Decision No 82-14
Certification Standard CS-03
Certification Procedure CP-01
Radiocommunication Regulations

Radio Standards Procedure (RSP) #100: Radio
Equipment Certification Procedure

Canadian Electrical Code

Terminal Equipment List (TEL)

Radio Equipment List (REL)

Licence Exempt Radio Apparatus Standards List

Broadcasting Certificate Exempt Radio Apparatus
Standards List

The Category I Equipment Standards List

The Category II Equipment Standards List
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Fylgiskjal 2.
Gildissvid.
EFTA-rikin innan EES Kanada

Samkvamt sérheitum er um eftirtaldar tengingar
og pjonusta ad raeda:

ISDN-grunnhradatenging (BRA)
ISDN-frumtenging (PRA)
ISDN-talsimakerfi

X.21/V.24/V .35-tenging
X.25-tenging

Almennt fjarskiptanet (PSTN) 4n tals
Gerdir endabtinadar fyrir ONP-leigulinu:
- 64 kbits/sek

- 2048 kbit/s éskipulegur

- 2048 kbit/s skipulegur

- 34 Mbit/s tenging

- 140 Mbit/s tenging

2-prada hlidraenn

4-prada hlidraenn

Hlidranar tengingar vid almennu fjarskiptanetin

Allir samhafdir og 6samhafdir fjarskiptasendar,
ad undanskildum:

* lekningatekjum { skilningi 1. gr. tilskipunar
radsins 93/42/EBE fra 14. juni 1993 (lidur 27a {
IX. kafla II. vidauka vid EES-samninginn eins og
hann er felldur inn med akvordun nr. 7/94)

* virkum, igredanlegum lakningatekjum {
skilningi 1. gr. tilskipunar radsins 90/385/EBE fra
20. juni 1990 (7. lidur X. kafla II. vidauka vid
EES-samninginn)

* fhluta eda adskilinni teknieiningu okutekis {
skilningi tilskipunar rddsins 72/245/EBE fra 20.
juni 1972 (11. lidur I. kafla II. vidauka vid EES-
samninginn) eda tilskipunar radsins 92/61/EBE
fra 30. juni 1992 (lidur 45f { L. kafla II. vidauka
vid EES-samninginn eins og hann er felldur inn
med akvordun nr. 7/94)

* pradlausum fjarskiptabinadi, sem fjarskipta-
ahugamenn nota, { skilningi 53. skilgreiningar { 1.

Samkvamt sérheitum er um eftirtaldar tengingar
og pjonusta ad raeda:

ISDN-grunntenging
ISDN-frumtenging (PRA)
X.21-tenging

X.25-tenging

Tenging vid stafrena pjénustu:
- 1,2 kbps

- 2,4 kbps

- 9,6 kbps

- 4,8 kbps

- 19,2 kbps

- 56,0 kbps

- 64,0 kbps

- 1,544 kbps

- 45 Mbps

2-prada hlidrenar tengilinur/ops
4-prada hlidrenar tengilinur/ops

Hlidrenar tengingar vid almennu fjarskiptanetin

Allir fjarskiptasendar sem heyra undir reglur um
pradlaus fjarskipti (sja fylgiskjal 1), ad undan-
skildum:

* lekningatekjum og virkum, igredanlegum
leekningatekjum dsamt Ollum fjarskiptasendum
sem tengjast l&knispjonustu, medal annars tekj-
um, pradlausum fjarskiptaleidum til fjarmelinga
og 00rum fjarskiptabinadi sem er adallega not-
adur 4 sjukrahdsum og { heilsugasluadstodu

* neistakveikjukerfum oOkutekja dsamt Ollum
fjarskiptasendum sem tengjast neistakveikjukerf-
um Okutzekja

* pradlausum fjarskiptabinadi, sem fjarskipta-
dhugamenn nota, { skilningi 53. skilgreiningar { 1.
gr. fjarskiptareglna Alpjédafjarskiptasambandsins
(ITU), nema biinadurinn sé s6luvara

* bunadi til sjéferda, medal annars Ollum fjar-
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gr. fjarskiptareglna Alpjédafjarskiptasambandsins
(ITU), nema biinadurinn sé séluvara

* taekjabinadi innan gildissvids tilskipunar
96/98/EB (tilskipunar um btinad i bord { skipum)

* strengjum og 16gnum

* pradlausum fjarskiptabinadi sem er adeins til
vidtoku og einungis til pess ad taka vid hlj6d- og
sjénvarpsefni

* vorum, tekjum og ihlutum { skilningi 2. gr.
reglugerdar rddsins (EBE) nr. 3922/91 fra 16.
desember 1991 (lidur 66a i VI. kafla XIII. vid-
auka vid EES-samninginn) um samremingu 4
teknikrofum og stjornsyslumedferd a svidi flug-
mala

* binadi og kerfum fyrir flugumferdarpjénustu i
skilningi 1. gr. tilskipunar radsins 93/65/EBE fra
19. juli 1993 (lidur 66¢ i VI. kafla XIII. vidauka
vid EES-samninginn) um skilgreiningu og notkun
samhafora tekniforskrifta vegna kaupa 4 binadi
og kerfum fyrir flugumferdarpjénustu

* tekjum sem eru einungis notud { tengslum vid
starfsemi 4 svidi almannadryggis, varnarmadla,
oryggis rikisins (medal annars efnahagslegrar
velseldar rikisins pegar vidkomandi starfsemi

tengist malefnum 4 svidi oryggis rikisins) og
starfsemi rikisins 4 svidi hegningarlaga

Skilgreining fjarskiptasendis er sem hér greinir:
Hvada hatidnibinadur sem er eda samsetning
bdnadar sem er &tlud, eda sem unnt er ad nota,
til sendingar eda utsendingar tdkna, merkja,
ritmals, mynda, hlj6ds eda upplysinga, hvers
edlis sem er, med rafsegulbylgjum sem hafa legri
tidni en 3 000 GHz og er varpad it { geiminn 4n
pess ad peim sé€ beint af manna voldum. Ekki er
fjallad um fjarskiptasenda sem nota tidni undir 9
kHz ad pvi er vardar pennan vidauka

skiptasendum { tengslum vid skipaferdir, hvort

sem hann er um bord { skipum e®a { strand-
stodvum

* strengjum og l6gnum

* pradlausum fjarskiptabtinadi sem er adeins til
vidtoku og einungis til pess ad taka vid hlj6d- og
sjonvarpsefni

* taekjablinadi fyrir flug, medal annars O6llum
fjarskiptasendum { tengslum vid flugpjénustu
(almenna), annadhvort bunadi um bord i loft-
forum eda bunadi 4 jordu nidri, p.e. til leidsdgu
loftfara, flugumferdarstjérnar, vegna flugoryggis
og fjarskipta fyrir flugumferdarpjénustu (p.e. hér
er ekki att vid simapjonustu til og fra loftfari sem
er vidskiptalegs edlis)

* tekjum sem eru einungis notud { tengslum vid
starfsemi 4 svidi almannadryggis, varnarmadla,
oryggis rikisins (medal annars efnahagslegrar
velseldar rikisins pegar vidkomandi starfsemi
tengist malefnum 4 svidi Oryggis rikisins) og
starfsemi rikisins 4 svidi hegningarlaga

Skilgreining fjarskiptasendis er sem hér greinir:
Hvada hatidnibtinadur sem er eda samsetning
bunadar sem er &tlud, eda sem unnt er ad nota,
til sendingar eda utsendingar tdkna, merkja,
ritmdls, mynda, hlj6ds eda upplysinga, hvers
edlis sem er, med rafsegulbylgjum sem hafa lagri
tidni en 3 000 GHz og er varpad 1t { geiminn an
pess ad peim sé beint af manna voldum. Ekki er
fjallad um fjarskiptasenda sem nota tidni undir 9
kHz ad pvi er vardar pennan vidauka
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Attachment 2
Coverage
EEA EFTA States Canada

In specific terms, the following interfaces and
services are included:

ISDN Basic Rate Access
ISDN Primary Rate Access
ISDN Telephony
X.21/V.24/V .35 Access
X.25 Access

PSTN Non-Voice

ONP Leased Line Terminal types:
- 64 kbits/sec

- 2048 kbit/s unstructured
- 2048 kbit/s structured

- 34 Mbit/s access

- 140 Mbit/s access

2 wire analogue

4 wire analogue

Analogue connections to the public switched
telecommunications networks

All harmonized and non-harmonized radio
transmitters, with the exception of:

* A medical device within the meaning of
Atrticle 1 of Council Directive 93/42/EEC of 14
June 1993 (EEA Agreement, Annex II, Chapter
IX, point 27a as inserted by Decision No 7/94);

* An active implantable medical device within
the meaning of Article 1 of Council Directive
90/385/EEC of 20 June 1990 (EEA Agreement,
Annex II, Chapter X, point 7);

* A component or separate technical unit of a
vehicle within the meaning of Council Directive
72/245/EEC of 20 June 1972 (EEA Agreement,
Annex II, Chapter I, point 11) or Council
Directive 92/61/EEC of 30 June 1992 (EEA
Agreement, Annex II, Chapter I, point 45f, as
inserted by Decision No 7/94);

* Radio equipment used by radio amateurs
within Article 1, definition 53, of the ITU radio
regulations unless the equipment is available
commercially;

In specific terms, the following interfaces and
services are included:

ISDN Basic Access
ISDN Primary Rate Access
X.21 Access
X.25 Access
Digital Service Access
- 1.2 kbps
- 2.4 kbps
- 9.6 kbps
- 4.8 kbps
- 19.2 kbps
- 56.0 kbps
- 64.0 kbps
- 1,544 kbps
- 45 Mbps
2 wire analogue tie-trunks/ops
4 wire analogue tie-trunks/ops

Analogue connections to the public switched
telecommunications networks

All radio transmitters subject to Radiocom-
munication Regulations (See Appendix 1), with
the exception of:

* Medical devices and active implantable
medical devices including all radio transmitters
in connection with the medical service in-
cluding instruments, telemetry radio links and
other radio equipment primarily used in
hospitals and health care facilities;

* Spark ignition systems of vehicles including
all radio transmitters in connection with the
spark ignition systems of vehicles;

* Radio equipment used by radio amateurs
within Article 1, definition 53, of the ITU radio
regulations unless the equipment is available
commercially;

* Maritime equipment including all radio
transmitters in connection with the maritime
service, either ship-borne or shore installations;
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* Equipment within the scope of Directive
96/98/EC (The Marine Directive) (EEA
Agreement, Annex II, Chapter XXXII, point 1);

* Cable and wiring;

* Receive only radio equipment intended to be
used solely for the reception of sound and TV
Broadcasting Services;

* Products, appliances and components within
the meaning of Article 2 of Council Regulation
(EEC) 3922/91 of 16 December 1991 (EEA
Agreement, Annex XIII, Chapter VI, point 66a,
as inserted by Decision 7/94) on the
harmonization of technical requirements and
administrative procedures in the field of civil
aviation;

*  Air-traffic-management  equipment and
systems within the meaning of Article 1 of
Council Directive 93/65/EEC of 19 July 1993
(EEA Agreement, Annex XIII, Chapter VI,
point 66¢, as inserted by Decision 7/94) on the
definition and use of compatible technical
specifications for the procurement of air-traffic-
management equipment and systems;

* Apparatus exclusively used for activities
concerning public security, defence, State
security (including the economic well-being of
the State when the activities relate to State
security matters) and the activities of the State
in areas of criminal law.

A radio transmitter is defined as being any radio
frequency device or combination of devices
intended for, or capable of being used for any
transmission or emission of signs, signals,
writing, images, sounds or intelligence of any
nature by means of electro-magnetic waves of
frequencies lower than 3 000 GHz propagated
in space without artificial guide. For the
purpose of this Annex no radio transmitters
using frequencies lower than 9 kHz are covered.

* Cable and wiring;

* Receive-only radio equipment intended to be
used solely for the reception of sound and TV
Broadcasting Services;

* Aeronautical equipment including all radio
transmitters in connection with the aeronautical
(civil) service either air-borne or terrestrial
installations, for the purpose of aircraft
navigation, air traffic control, air safety and
radio communication for the air traffic service
(i.e. this does not include commercial telephone
service to and from aircraft);

* Apparatus exclusively used for activities
concerning public security, defence, State
security (including the economic well-being of
the State when the activities relate to State
security matters) and the activities of the State
in areas of criminal law.

A radio transmitter is defined as being any radio
frequency device or combination of devices
intended for, or capable of being used for any
transmission or emission of signs, signals,
writing, images, sounds or intelligence of any
nature by means of electro-magnetic waves of
frequencies lower than 3 000 GHz propagated
in space without artificial guide. For the
purpose of this Annex no radio transmitters
using frequencies lower than 9 kHz are covered.
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Fylgiskjal 3.
Tilnefningaryfirvold.

EFTA-rikin innan EES

Kanada

Island: Samgonguraduneytid
Liechtenstein: Rikisstjérn Liechtenstein'

Noregur: Raduneyti samgongu- og fjarskiptamala

Idnadarraduneyti Kanada vegna tengingar enda-
bunadar, fjarskiptasenda og rafsegulsvidssam-
hafis (Industry Canada for terminal attachment,
radio transmitters and EMC)

Stadlarad Kanada fyrir rafmagnsoryggi (Stand-
ards Council of Canada for electrical safety)

Stadlarad Kanada fyrir skraningaryfirvold geda-
stjornunarkerfa (Council of Canada for quality
management systems registrars)

I Rikisstjorn furstadeemisins Liechtenstein ber réttur til pess ad Gtnefna videigandi sérstakar innlendar stjérnsyslu-
stofnanir til pess ad tilnefna samramismatsstofur sidar meir.

Attachment 3
Designation Authorities

EEA EFTA States

Canada

Iceland
Ministry of Transportation

Liechtenstein
Government of Liechtenstein'

Norway
Ministry of Transport and Communications

Industry Canada for terminal attachment, radio
transmitters and EMC

Standards Council of Canada for electrical safety

Standards Council of Canada for quality management
systems registrars

! The Government of the Principality of Liechtenstein is entitled to appoint appropriate specific national administration
bodies as designators of conformity assessment bodies at a future date.

Fylgiskjal 4.
Tilnefndar samramismatsstofur.

(Hér skal gefa til kynna nafn, heimilisfang,
sima- og bréfasimandmer, tengilid, vorur, stadla
og samra&mismatsadferdir sem tilnefning gildir
um med visan til lagadkvada hins samningsadil-
ans eda -adilanna).

Attachement 4
Designated Conformity Assessment Bodies

(This should give name, address, telephone
and fax no., contact point, products, standards
and conformity assessment procedures for which
designation has been made, by reference to the
legislative requirements of the other Party or
Parties.)
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Fylgiskjal 5.
Sampykkisyfirvold.
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EFTA-rikin innan EES

Kanada

Island:
Pést- og fjarskiptastofnun

Liechtenstein:
Efnahagsstofnun Liechtenstein
(Office of National Economy)

Noregur:

Pést- og fjarskiptastofnun

(Norwegian Post and Telecommunications Aut-
hority)

[dnadarraduneyti Kanada (Industry Canada)

Attachment 5
Approval Authorities

EEA EFTA States

Canada

Iceland:
Post and Telecom Administration

Liechtenstein:
Office of National Economy

Norway:

Norwegian Post and Telecommunications Authority

Industry Canada

Vidbeetir 1.
Skra um stadla fyrir fjarskiptasenda sem fjarskiptareglugerdir gilda um.

Stadlar fyrir teekjabiinad sem veldur truflunum.

Lysing Titill Utgéfa Dagsetning

ICES 001 Hatidnivakar { i®nadi, visindum og lekn- | 3 7. mars 1998
ingum

ICES 003 Stafraen teeki 3 22. névember 1997

ICES 004 Haspennuridstraumsorkukerfi 2 23. jandar 1999
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Lysing Titill Utgifa Dagsetning
RSS Landstodvar og endabtnadur dskrifenda: | 2 19. agist 1990
(fjarskipta- radd-, gagna- og ténmoétud, farsimasendar | 1. aths.
stadlalysing) og -moéttokubinadur sem virkar 4 holf-
118 skiptu  farsimabandviddunum  824-849
MHz og 869-894 MHz
Vidbot vid 118 1 1. september 1990
Vidauki A vid | Holfskipt farstod - sampyodanleikastadall 22. oktober 1983
118 fyrir landst60
Vidskeyti Vidskeyti 1993-1 vid fjarskiptastadlalys- 12. juni 1993
1993-1 ingar (RSS) nr. 118
RSS 118 breytt | Breyting nr. 2 4 RSS-118 24, agust 1996
RSS 119 Hreyfanlegir og fastir fjarskiptasendar og 5 24, agust 1996
-moéttokubunadur 4 landi, 27,41-960 MHz
RSS 123 Légaflsfjarskiptabiinadur hadur leyfi 1til 24. febrdar 1996
bradabirgda
RSS 125 Hreyfanlegir og fastir fjarskiptasendar og | 2 24. agust 1996
-méttokubinadur 4 landi, 1,705 til 50,0
MHz, alallega métadir med tilliti til
sveifluviddar
RSS 128 800 MHz tveggja hatta holfskiptir simar 1 til 12. jini 1993
bradabirgda
RSS 128 breytt | Breytingar 4 RSS-128 24. agust 1996
RSS 129 800 MHz tveggja hitta CDMA, holfskiptir | 1 til 24. febriar 1996
simar bradabirgda
RSS 129 breytt | Breytingar 4 RSS-129 24. agust 1996
RSS 130 Stafraenir, pradlausir simar 4 bandviddinni | 2 23. jandar 1993
944 til 948,5 MHz
1. vidauki vid | CT2Plus 2. flokkur: lysing fyrir kanadiskar | 2 23. januar 1993
RSS 130 almennar og pradlausar tengingar fyrir
stafrena, pradlausa simapjonustu, m.a.
pjénustu 4 svidi almenns adgangs
1. fylgiskjal vid | Bradabirgdastadall —Fjarskiptastadlastofn- April 1992
RSS 130 unar Evrépu /I-ETS 300 131
RSS 131 Fjarskiptamerkjaeflar fyrir farsimapjonustu | 1 til 24. febraar 1996
bradabirgda
RSS 133 2 GHz einkafjarskiptapjénusta 1 til 29. névember 1997

bradabirgda
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RSS 134 900 MHz prongbandseinkafjarskiptapjon- | 1 til 24. 4gist 1996
usta bradabirgda

RSS 135 Stafrenn skannamoéttokubinadur 1til 26. oktéber 1996

bradabirgda

RSS 136 Farsimasendar og -méttokubunadur fyrir | 5 1. jandar 1977
land- og farstodvar sem virkar 4 26,960-
27,410 MHz bandviddinni fyrir almenna
fjarskiptapjénustu

RSS 137 Stadsetningar- og eftirlitspjonusta (902-928 | 1 til 29. névember 1997
MHz) bradabirgda

RSS 210 Lagaflsfjarskiptabinadur 6hadur leyfi 2 24. febriar 1996

Vidbotarlysingar fyrir fjarskiptastadla er ad finna i peim hluta atridaskrarinnar sem fjallar um

utsendingareglugerdir.

Taeknistadlar fyrir ttsendingartaeki.

Lysing Titill Utgifa Dagsetning

BETS-1 Teknistadlar og -krofur fyrir lagaflstil- | 1 1. névember 1996
kynningasenda 4 tidnisvidunum 525-1,705
kHz og 88-107,5 MHz

BETS-3 Teknistadlar og -krofur fyrir fjarskiptataeki | 1 1. névember 1996
sem mynda hluta af dtvarpsfyrirteki 4 svidi
stofnloftnetssjénvarps (MATV)

BETS-4 Taeknistadlar og -krofur fyrir sjénvarps- | 1 1. névember 1996
senda

BETS-5 Taknistadlar og -krofur fyrir AM-ttvarps- | 1 1. névember 1996
senda

BETS-6 Teknistadlar og -krofur fyrir FM-ttvarps- | 1 1. névember 1996
senda

BETS-8 Taknistadlar og -krofur fyrir FM-senda | 1 1. névember 1996
sem eru starfrektir { litlum afskekktum
samfélogum

BETS-9 Teknistadlar og -krofur fyrir sjonvarps- | 1 1. névember 1996
senda sem eru starfraektir { litlum afskekkt-
um samfélogum

BETS-10 Teknistadlar og -krofur fyrir sjonvarps- | 1 1. névember 1996
senda 4 bandviddinni 2,596-2,686 MHz

BETS-11 Teknikrofur sem varda greiningu utvarps- | 1 1. névember 1996

stodva
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Lysingar og stadlar fyrir itsendingar.

2. febrtar 2001

Lysing Titill Utgafa Dagsetning

BTS 1-1 Stadall fyrir ttvarpssendingar: viddma | 1 til 6. februar 1988
AM-itsendingar bradabirgda

BTS 1-2 Stadall fyrir Gtvarpssendingar: sendingar- | 1 til Névember 1989
mork utvarpstioni (RF) { tengslum vid AM- | bradabirgda
dtsendingar

BTS 3 Stadall fyrir utvarpssendingar: sjénvarps- | 2 Desember 1997
utsendingar

BS 14 Lysing dtsendingar: skjatexti { tengslum | 1 til 19. juni 1981
vid sjénvarpsutsendingar bradabirgda

Appendix 1

Radio Transmitters Standards List under Radiocommunication Regulations

Interference-causing Equipment Standards

Specification Title Issue Date
ICES 001 Industrial, Scientific and Medical Radio Frequency | 3 March 7, 1998
Generators
ICES 003 Digital Apparatus 3 November 22, 1997
ICES 004 Alternating Current High Voltage Power Systems 2 January 23, 1999
Radio Standards Specifications

Specification Title Issue Date

RSS 118 Land and Subscriber Stations: Voice, Data and | 2 Aug. 19, 1990
Tone Modulated, Angle Modulation Radio- | Note 1
telephone Transmitters and Receivers Operat-
ing in the Cellular Mobile Bands 824 - 849
MHz and 869 - 894 MHz

Addendum to 118 1 Sept. 1, 1990

Annex A to 118 Cellular System Mobile Station - Land Station Oct. 22, 1983
Compatibility Standard

Supplement 1993-1 Supplement 1993-1 To Radio Standards Speci- June 12, 1993
fications (RSSs) Nos. 118

RSS 118 mod Amendment No. 2 to RSS-118 Aug. 24, 1996

RSS 119 Land Mobile And Fixed Radio Transmitters | 5 Aug. 24, 1996
and Receivers, 27.41 - 960 MHz

RSS 123 Low Power Licensed Radiocommunication | 1 Feb. 24, 1996
Devices Provisional

RSS 125 Land Mobile And Fixed Radio Transmitters | 2 Aug. 24, 1996
and Receivers, 1.705 to 50.0 MHz, Primarily
Amplitude Modulated

RSS 128 800 MHz Dual-Mode Cellular Telephones 1 June 12, 1993

Provisional

RSS 128 mod Amendments to RSS-128 Aug. 24, 1996

RSS 129 800 MHz Dual-Mode CDMA Cellular Tele- | 1 Feb. 24, 1996
phones Provisional
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RSS 129 mod Amendments to RSS-129 Aug. 24, 1996

RSS 130 Digital Cordless Telephones in the Band 944 | 2 Jan. 23, 1993
to 948.5 MHz

Annex 1to RSS 130 | CT2Plus Class 2: Specification for the | 2 Jan. 23, 1993
Canadian Common Air Interface for Digital
Cordless Telephony, Including Public Access
Services

Attachment 1 to RSS | European Telecommunications Standards In- April 1992

130 stitute Interim Standard /I-ETS 300 131

RSS 131 Radio Signal Enhancers for the Mobile Tele- | 1 Feb. 24, 1996
phone Service Provisional

RSS 133 2 GHz Personal Communications Services 1 Nov. 29, 1997

Provisional

RSS 134 900 MHz Narrowband Personal Communi- | 1 Aug. 24, 1996
cations Service Provisional

RSS 135 Digital Scanner Receivers 1 Oct. 26, 1996

Provisional

RSS 136 Land and Mobile Station Radiotelephone | 5 Jan. 1, 1977
Transmitters and Receivers Operating in the
26.960 - 27.410 MHz General Radio Service
Band

RSS 137 Location and Monitoring Services (902-928 | 1 Nov. 29, 1997
MHz) Provisional

RSS 210 Low Power Licence-Exempt Radiocomm- | 2 Feb. 24, 1996
unication Devices

Additional radio standards specifications may be found in the broadcasting regulatory section of the
index.

Broadcast Equipment Technical Standards

Specification Title Issue Date

BETS-1 Technical Standards and Requirements for Low Power | 1 Nov. 1, 1996
Announce Transmitters in the Frequency Bands 525-1,705
kHz and 88-107.5 MHz

BETS-3 Technical Standards and Requirements for Radio | 1 Nov. 1, 1996
Apparatus that Form Part of a Master Antenna Television
(MATYV) Broadcasting Undertaking

BETS-4 Technical Standards and Requirements for Television | 1 Nov. 1, 1996
Broadcasting Transmitters

BETS-5 Technical Standards and Requirements for AM | 1 Nov. 1, 1996
Broadcasting Transmitters

BETS-6 Technical Standards and Requirements for FM | 1 Nov. 1, 1996
Broadcasting Transmitters

BETS-8 Technical Standards and Requirements for FM | 1 Nov. 1, 1996
Transmitters Operating in Small Remote Communities

BETS-9 Technical Standards and Requirements for Television | 1 Nov. 1, 1996
Transmitters Operating in small Remote Communities

BETS-10 Technical Standards and Requirements for Television | 1 Nov. 1, 1996
Transmitters in the 2,596-2,686 MHz Band

BETS-11 Technical Requirements Respecting the Identifications of | 1 Nov. 1, 1996
Broadcasting Stations
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Specification Title Issue Date

BTS 1-1 Broadcast Transmission Standard AM Broad- | 1 Feb. 6, 1988
casting Stereophonic Operation Provisional

BTS 1-2 Broadcast Transmission Standard: AM Broad- | 1 Nov. 1989
casting RF Emission Limits Provisional

BTS 3 Broadcasting Transmission Standard: Television | 2 Dec. 1997
Broadcasting

BS 14 Broadcast Specification: Television Broadcast | 1 June 19, 1981
Videotext Provisional

VIPAUKI UM EINSTOK SERSVID
sem fjallar um rafsegulsvidssamhzefi.

1. Gildissvid og umfang.

1.1. Akvadi pessa vidauka gilda um eftirfar-
andi:

rafsegulsvidssamhefi tekjabtinadar samanber
skilgreiningu { tilskipun rads EB 89/336/EBE fra
3. mai 1989 (6. lidur X. kafla II. vidauka vid
EES-samninginn) um samr@&mingu laga adildar-
rikjanna um rafsegulsvidssamhafi med dordnum
breytingum,

rafsegulsvidssamhefi tekjabinadar sem kved-
i0 er 4 um { lidum kanadisku laganna um prao-
laus fjarskipti.

2. Krofur.

2.1. Videigandi teknikrofur eru tilgreindar
undir peirri 16ggjof og reglugerdum sem um
getur { fylgiskjali 1.

2.2. Krofum og samremismati, sem einn samn-
ingsadili beitir gagnvart innlendum vérum,
skal beitt gagnvart vorum eda nidurstodum
samr@&mismats, sem eiga uppruna ad rekja
til hins samningsadilans er { hlut 4, 4n pess
ad til komi aukalegar krofur eda breytingar.

3. Starfsemi 4 svidi samraemismats.

3.1. Kanada annars vegar og hvert EFTA-rikj-
anna innan EES um sig hins vegar sam-
pykkir ad vidurkenna allar skyrslur, vottord
og skjalasofn um teknismidi frd hinum
samningsadilanum eda -adilunum, sem
krafa er gerd um samkvamt 16ggjof hvers
um sig, 4n pess ad vorurnar séu metnar
frekar.

SECTORAL ANNEX
on Electro-magnetic Compatibility (EMC)

1. Scope and Coverage

1.1 The provisions of this Annex shall apply to
the following:

Electromagnetic compatibility of equipment as
defined in EC Council Directive 89/336/EEC of
May 3, 1989 (EEA Agreement, Annex II,
Chapter X, point 6) on the approximation of the
laws of the Member States relating to electro-
magnetic compatibility and amendments thereto,

Electromagnetic compatibility of equipment
regulated under Sections of the Canadian Radio-
communication Act.

2. The Requirements

2.1 The relevant technical requirements are
specified under the legislation and regula-
tions referenced in Attachment 1.

2.2 Any requirements and conformity assess-
ment procedures applied by one Party to its
domestic products shall be applied with no
additional requirements or variations to
products or conformity assessment results
originating from the other Party concerned.

3. Conformity Assessment Activities

3.1 Canada, on the one hand, and each of the
EEA EFTA States, on the other, agree to
recognize all of the other Party or Parties’
reports, certificates, and Technical Con-
struction Files, as required, under their
respective legislation without any further
assessment of the products.
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3.2. Kanada annars vegar og hvert EFTA-rikj-
anna innan EES um sig hins vegar sam-
pbykkir ad vidurkenna yfirlysingar birgja
hvers annars um hvort settum kréfum sé
hlitt eins og 16g hvers og eins krefjast.

4.  Stofnanir.

4.1. Tilnefningaryfirvold.

a) Tilnefningaryfirvoldin eru, ad pvi er pennan
vidauka vardar, talin upp 1 fylgiskjali 2.

b) Hver samningsadili um sig skal tilkynna
hinum samningsadilanum eda -adilunum,
innan tiu (10) virkra daga, um breytingar 4
kenni tilnefningaryfirvalda sinna og umbodi
peirra til ad uppfylla skuldbindingar sam-
kvaemt pessum vidauka.

4.2. Tilnefndar samraemismatsstofur.

a) Vidurkenna ber ad samraemismatsstofur, sem
eru tilnefndar samkvaemt pessum vidauka,
séu til pess baerar ad framkvema samramis-
mat vegna rafsegulsvidssamhefis. Hver
samningsadili um sig skal sjd til pess a0 til-
nefndu stofurnar uppfylli vidmidanir og
stadla sem eru sett fram { dkvedum laga og
reglna hinna samningsadilanna. I fylgiskjali 3
er ad finna skrd um tilnefndar stofur.

b) Tilnefning, timabundin 6gilding eda aftur-
kollun tilnefningar samr@mismatsstofa, sem
um getur { pessum vidauka, skal vera i sam-
remi vid madalsmedferd sem sameiginlega
nefndin, sem er komid a fot samkvemt
rammasamningnum um gagnkvema vidur-
kenningu, dkvedur.

5. Bradabirgodatilhogun.

5.1. Akvzdi pessa vidauka um gagnkvama vid-
urkenningu, p.e. 3. lidur, taka gildi 18 mén-
udum eftir ad pessi vidauki 6dlast gildi.

5.2. A timabilinu frd pvi ad samningurinn er
undirritadur fram til pess ad hann tekur gildi
munu Kanada annars vegar og hvert EFTA-
rikjanna innan EES um sig hins vegar vinna
ad pvi { sameiningu:

1) ad auka pekkingu sina 4 dkvadum laga
og reglna hinna samningsadilanna;

2) ad skiptast 4 upplysingum og yfirfara
vinnu tilnefndra samra@mismatsstofa; og

3) ad syna fram 4 getu sina til pess ad
framkvema samraeemismat med tilliti til
krafna hins samningsadilans, er { hlut 4,
med peim hatti ad hvor um sig telji vid-
unandi.
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3.2 Canada, on the one hand, and each of the
EEA EFTA States, on the other, agree to
recognize each others’ suppliers declara-
tions of compliance, as required under their
respective legislation.

4. Institutions

4.1 Designating Authorities

(a) The designating authorities for the purpose of
this Annex are listed in Attachment 2.

(b) Each Party shall notify the other Party or
Parties within ten (10) working days of
changes in the identity of their Designating
Authorities and their authority to carry out
the obligations under this Annex.

4.2 Designated Conformity Assessment Bodies
(a) Conformity Assessment Bodies designated

under this Annex shall be recognized as com-
petent to perform the conformity assessment
activities for EMC. Each Party shall ensure
that the designated bodies comply with the
criteria and standards set out in the regulato-
ry requirements of the other Parties. A list of
designated bodies is included in Attachment
3.

(b) Designation, suspension or withdrawal of
Conformity Assessment Bodies under this
Annex shall be in conformance with proce-
dures determined by the Joint Committee
established under the Framework Mutual
Recognition Agreement.

5. Transitional Arrangement

5.1 The mutual recognition provisions of this
Annex, notably Section 3, will take effect
18 months following the entry into force of
this Annex.

5.2 During the period between the signing of
the Agreement and its coming into effect,
Canada, on the one hand, and each of the
EEA EFTA States, on the other, will work
together to:

1) enhance their respective familiarity with
each others’ regulatory requirements;

2) exchange information and review the
work carried out by designated confor-
mity assessment bodies; and

3) demonstrate to each others’ satisfaction
their capability to carry out conformity
assessment to the requirements of the
other Party concerned.
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6. Vidbotarakvadi.

Undirverktakastarfsemi.

6.1. Undirverktakastafsemi 4 svidi samramis-
mats skal vera { samrami vid dkvedi hins
samningsadilans eda -adilanna, er { hlut 4
eda eiga, um undirverktakastarfsemi.

6.2. Samramismatsstofurnar skulu skrd og vard-
veita upplysingar um athuganir sinar 4 faerni
undirverktaka sinna og pvi hvort peir hliti
settum krofum og halda skrd um alla undir-
verktakastarfsemi. Fyrrnefndar upplysingar
skulu adgengilegar hinum samningsadil-
anum eda -adilunum 4n tafar sé eftir peim
leitad.

Eftirlit ad lokinni markadssetningu.

6.3. Samningsadilunum er heimilt, { pvi skyni
ad halda uppi eftirliti ad lokinni markads-
setningu, ad setja dkvaedi um merkingu,
niimer eda audkenningu. Uthlutun nimera
eda dafesting merkja eda audkenna getur
farid fram 4 landsvadi samningsadilans
sem er utflytjandi.

Upplysingaskipti og gagnkvem adstod.

6.4. Hver samningsadili um sig skal setja 4 stofn
tengilidi 1 pvi skyni ad veita svor vid 6llum
edlilegum fyrirspurnum frd 60rum samn-
ingsadila um malsmedferd, reglur og kerur.

6.5. Samningsadilarnir skulu og upplysa hvern
annan um breytingar 4 videigandi reglum,
forskriftum, préfunaradferdum, stodlum og
stjérnsyslumedferd innan prjatiu (30) virkra
daga fra pvi ad tilkynnt er um slikar breyt-
ingar innanlands.

Breytingar d reglum og uppfersla vidaukans.

6.6. Samningsadilarnir munu uppfera pennan
vidauka verdi gerdar breytingar 4 tekniregl-
unum og samra&mismatinu, sem um getur {
fylgiskjali 1, eda verdi nyjar reglur settar
innan 16gsdgu samningsadila.

Millivisanir.

6.7. Pegar krofur vidvikjandi rafmagnsoryggi
eda tengikrofur 4 svidi utvarps eda fjar-
skipta gilda einnig um vorur, sem pessi vid-
auki fjallar um, gilda einnig videigandi
akvaedi starfsgreinatengdu vidaukanna um
rafmagnsoryggi, fjarskiptaendabuinad, upp-
lysingataeknibinad og fjarskiptasenda.

2. febrtar 2001

6. Additional Provisions

Sub-contracting

6.1 Any sub-contracting of conformity assess-
ment shall be in accordance with the sub-
contracting requirements of the other Party
or Parties concerned.

6.2 The Conformity Assessment Bodies shall
record and retain details of their investiga-
tion into the competence and compliance of
their subcontractors and maintain a register
of all sub-contracting. These details will be
available promptly to the other Party or
Parties concerned on request.

Post-market Surveillance

6.3 For the purpose of post-market surveil-
lance, the Parties may establish labelling,
numbering or marking requirements. The
assignment of numbers or affixing of labels
or marks may take place in the territory of
the exporting Party.

Exchange of Information and Mutual Assistance

6.4 Each Party shall establish a contact point to
provide answers to all reasonable inquiries
from another Party regarding procedures,
regulations and complaints.

6.5 The Parties shall also inform each other of
changes to relevant regulations, specifica-
tions, test methods, standards and adminis-
trative procedures within thirty (30) work-
ing days of their domestic notification.

Regulatory Changes and Updating the Annex

6.6 In the event that there are changes to the
technical regulations and conformity ass-
essment procedures referenced in Attach-
ment 1 or in the event of the introduction
of new regulations in the jurisdiction of any
Party, the Parties will update this Annex.

Cross Referencing

6.7 Where products covered by this Annex are
subject also to electrical safety or radio or
telecommunication  attachment require-
ments, the relevant provisions of the sec-
toral Annexes on electrical safety, telecom-
munication terminal equipment, informa-
tion technology equipment and radio trans-
mitters would also apply.



Nr. 1 2. febrtar 2001

Fylgiskjal 1.
Laga- og stjornsyslufyrirmaeli.

EFTA-rikin innan EES Kanada

Tilskipun radsins 89/336/EBE (6. lidur X. kafla | Log um pradlaus fjarskipti
II. vidauka vid EES-samninginn) med dordnum
breytingum samkvemt tilskipun rddsins 92/31/ | Reglur um préadlaus fjarskipti
EBE (6. lidur X. kafla II. vidauka vid EES- | (sja 1. vidbeti)

samninginn, undirlid aukid vid med akvordun nr.
7/94) og tilskipun Evrépupingsins og radsins | Skrd um tekjastadla { II. flokki
98/13/EB (lidur 4zg { X VIII. kafla II. vidauka vid
EES-samninginn eins og hann er felldur inn med
akvordun nr. 32/99)

Loggjof og reglugerdir EFTA-rikjanna innan EES
um rafsegulsvidssamhafi med tilliti til ésam-
hafora fjarskiptasenda (borgaraleg notkun)

Attachment 1
Legislative, Regulatory and Administrative Provisions

EEA EFTA States Canada

Council Directive 89/336/EEC (EEA Agreement, | Radiocommunication Act
Annex II, Chapter X, point 6), as amended by
Council Directive 92/31/EEC (EEA Agreement, | Radiocommunication Regulations
Annex II, Chapter X, point 6, indent added by | (see Appendix 1)

Decision No 7/94), and Directive 98/13/EC of the
European Parliament and of the Council (EEA | The Category II Equipment Standards List
Agreement, Annex II, Chapter XVIII, point 4zg as
inserted by Decision No 32/99)

The legislation and regulations of the EEA EFTA
States in respect of EMC for non-harmonized radio
transmitters (civilian application).




Fylgiskjal 2.
Tilnefningaryfirvold.

Tilnefningaryfirvald er, ad pvi er vardar Kan-
ada:
Idnadarraduneyti Kanada (Industry Canada).

Tilnefningaryfirvold, ad pvi er vardar EFTA-
rikin innan EES, eru sem hér greinir:
Island: Samgonguraduneytid
Liechtenstein: Rikisstjérn Liechtenstein®
Noregur: Stjérnarskrifstofa fyrir vorur og
rafmagnsoryggi (Directorate for
Product and Electrical Safety)
P.O. Box 8116
N-0032 OSLO
Fjarskiptastofnun Noregs (Nor-
wegian Telecommunications Aut-
hority (STF))
P.O. Box 447
Sentrum
N-0104 OSLO

Noregur:

Fylgiskjal 3.
Tilnefndar samramismatsstofur.

(Hér skal gefa til kynna nafn, heimilisfang,
sima- og bréfasimandmer, tengilid, vorur, stadla
og samra&mismatsadferdir sem tilnefning gildir
um med visan til lagadkvada hins samningsadil-
ans eda -adilanna).

2 Rikisstjérn furstademisins Liechtenstein ber réttur til
bess ad ttnefna videigandi sérstakar innlendar stjérnsyslu-
stofnanir til pess ad tilnefna samra@mismatsstofur sidar
meir.
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Attachment 2
Designating Authorites

The Designating Authority for Canada is:
Industry Canada.

The Designating Authorities for the EEA
EFTA States are as follows:
Iceland: Ministry of Transport
Liechtenstein: Government of Liechtenstein?
Norway: Directorate for Product and Elec-
trical Safety
P.O. Box 8116
N-0032 OSLO

Norwegian Telecommunications
Authority (STF)

P.O. Box 447

Sentrum

N-0104 OSLO

Norway:

Attachment 3
Designated Conformity Assessment Bodies

(This should give the name, address, telephone
and fax no., contact point, products, standards
and conformity assessment procedures for which
designation has been made, by reference to the
legislative requirements of the other Party or
Parties.)

2 The Government of the Principality of Liechtenstein is
entitled to appoint appropriate specific national adminis-
tration bodies as designators of conformity assessment
bodies at a future date.
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Viobaetir 1.
Stadlar fyrir teekjabiinad sem veldur truflunum.
Lysing Titill Utgéfa Dagsetning
ICES 001 Hatidnivakar { i0nadi, visindum og |3 7. mars 1998
leekningum
ICES 003 Stafren teki 3 22. névember 1997
ICES 004 Haspennuridstraumsorkukerfi 2 23. jandar 1999
Appendix 1
Interference-causing Equipment Standards
Specification Title Issue Date
ICES 001 Industrial, Scientific and Medical Radio Frequency 3 March 7, 1998
Generators
ICES 003 Digital Apparatus 3 November 22,
1997
ICES 004 Alternating Current High Voltage Power Systems 2 January 23, 1999

1.2.

VIPAUKI UM EINSTOK SERSVID
sem fjallar um rafmagnsoryggi.

Tilgangur.

. Markmidid med pessum vidauka er ad

koma 4 rammaskipulagi fullgildingar raf-
magnsvara med vidurkenningu samramis-
mats sem stofnanir, sem uppfylla krofur
annars samningsadila, framkvema, jafn-
framt pvi ad heildstedi oryggisfyrirkomu-
lags hja hverjum samningsadila um sig er
vid haldid.
[ vidauka pessum eru og settar fram verk-
lagsreglur um vidurkenningu:
a) EFTA-rikjanna innan EES 4 samramis-
matsstofum { Kanada; og

b) Kanada 4 samremismatsstofum i EFTA-
rikjunum innan EES.

Gildissvido og umfang.

. Vegna adgangs i EFTA-rikjunum innan

EES: Oryggi raffanga sem falla undir gild-
issvid lagspennutilskipunarinnar (tilskip-
unar rddsins 73/23/EBE fra 19. febrdar
1973 (1. lidur X. kafla II. vidauka vid EES-
samninginn) med 4ordnum breytingum
samkvamt tilskipun 93/68/EBE (1. lidur X.

1.2

SECTORAL ANNEX
on Electrical Safety

Purpose

The purpose of this Annex is to establish a

framework for the acceptance of electrical

products through the recognition of confor-
mity assessment carried out by bodies
which comply with the requirements of
another Party, while maintaining the
integrity of the safety system in each of the

Parties.

This Annex also sets out procedures for the

recognition of:

a) Conformity Assessment Bodies (CABs)
in Canada by the EEA EFTA States;
and

b) CABs in each of the EEA EFTA States
by Canada.

Scope and Coverage

For access to the EEA EFTA States: The
safety of electrical equipment falling with-
in the scope of the Low Voltage Directive
[LVD] (Council Directive 73/23/EEC of 19
February 1973 (EEA Agreement, Annex II,
Chapter X, point 1) as amended by
93/68/EEC (EEA Agreement, Annex II,
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kafla II. vidauka vid EES-samninginn, und-
irlid aukid vid med dkvordun nr. 7/94)).3

2.2. Vegna adgangs { Kanada: Lagspennuraf-
fong, par med talin lakningateki, sem
kanadisku rafmagnslogin fjalla um, nema
ad pvi er vardar per vorur sem eru utilok-
adar sérstaklega samkvemt lagspennutil-
skipuninni (adrar en lekningateki).

2.3. Laga- og stjornsyslufyrirmeli, sem gilda
hja hverjum samningsadila um sig, eru talin
upp 1 fylgiskjali 1, dsamt eftirlitsyfirvoldum
sem bera dbyrgd 4 rafmagnsoryggi.

3. Abyrg yfirvold/tilnefningaryfirvold.

3.1. Yfirvold, sem um getur { fylgiskjali 2, eru
par stofnanir/opinber yfirvold sem eru
abyrg fyrir pvi ad tryggja ferni og vald
samra@&mismatsstofa til pess ad votta ad raf-
fong 4 landsvadum peirra samramist krof-
um annars samningsadila.

4. Aologunarafangi.

4.1. Bradabirgdatilhogunin skal gilda i 4tjan
(18) ménudi fra pvi ad samningur pessi um
gagnkvema vidurkenningu 6dlast gildi.

4.2. Markmidid med adlogunardfanganum er ad
veita dbyrgum yfirvoldum/tilnefningaryfir-
voldum taekiferi til pess ad vekja tiltrd og
skapa skilning med tilliti til adferda hvers
annars vid vidurkenningu samramismats-
stofa og 4 getu pessara stofa til pess a0 fara
med umbod sin. Farszl endalok adlogunar-
afangans @ttu ad leida til dkvordunar
abyrgra yfirvalda pess efnis ad utnefndar
samraemismatsstofur séu { samremi vid
gildandi vidmidanir og hafar til pess ad
stunda starfsemi 4 svidi samramismats sem
hinn samningsadilinn eda hinir samningsad-
ilarnir, er 1 hlut 4 eda eiga, s®tta sig vid.

4.3. Medan 4 adlogunardfanganum stendur er
yfirvéldunum heimilt ad kosta sameiginlega
tvaer malstofur, adra i Kanada og hina {
tengslum vid samberilegar mélstofur sem
Evrépubandalagid kann ad kosta, um vid-
eigandi krofur 4 svidi tekni og sampykki.

3 Flokkar texkjabtinadar og fyrirbera utan gildissvids
lagspennutilskipunarinnar eru: rafbunadur til notkunar {
sprengiheattustodum, rafbinadur til geislalekninga og
leknisfredilegra nota, rafmagnshlutar fyrir voru- og
folkslyftur, rafmagnsmelar, tengilkleer og innstungur til
heimilisnota, styribinadur fyrir rafgirdingar, rafsegul-
ratmagnstruflanir, sérhefdur rafbinadur til notkunar {
skipum, loftférum e®a jarnbrautum { samremi vid
oryggisdkvadi sem alpjédastofnanir, sem adildarrikin eru
patttakendur {, setja.
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Chapter X, point 1, indent added by
Decision No 7/94)).3

2.2 For access to Canada: Low voltage electri-
cal equipment, including medical devices,
covered by the Canadian Electrical Code,
except for those products specifically
excluded under the LVD (other than med-
ical devices).

2.3 The legislative, regulatory and administra-
tive requirements applicable in each Party
and the regulatory authorities responsible
for electrical safety are listed in Attachment
1.

3. Responsible/Designating Authorities

3.1 Authorities set out in Attachment 2, are
those organizations/public authorities re-
sponsible for assuring the competence and
the control of CABs to certify electrical
equipment in their territories to the require-
ments of another Party.

4. Transition Phase

4.1 The transitional arrangements shall operate
for a term of eighteen (18) months from the
time this MRA enters into force.

4.2 The purpose of the transition phase is to
provide the Responsible/Designating Aut-
horities with an opportunity to build confi-
dence and understanding of each other’s
procedures for recognizing CABs and in the
ability of those bodies to carry out their
mandates. Successful completion of the
transition phase should result in the deter-
mination by the Responsible Authorities
that nominated CABs comply with the
applicable criteria and are competent to
conduct conformity assessment activities
acceptable to the other Party or Parties con-
cerned.

4.3 During the transition phase, the authorities
may jointly sponsor two seminars, one in
Canada and one in conjunction with such
seminars as may be sponsored by the EC,
concerning the relevant technical and prod-
uct approval requirements.

3 The categories of equipment and phenomena outside the
scope of the LVD Directive are: electrical equipment for use
in an explosive atmosphere; electrical equipment for
radiology and medical purposes; electrical parts for goods
and passenger lifts; electricity meters; plugs and socket
outlets for domestic use; electric fence controllers; radio-
electrical interferences; specialized electrical equipment for
use on ships, aircraft or railways, which complies with the
safety provisions drawn up by international bodies in which
Member States participate.
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5.2.

5.3.

. Medan a

Framkvaemd adlogunarafangans.
adlogunarafanganum  stendur
skulu kanadiskar samreemismatsstofur stad-
festa préfunarskyrslur og tengd skjol sem
utnefndar samreemismatsstofur 4 hinu land-
svadinu gefa ut. Ad pvi er vardar samrem-
ismatsstofur EFTA-rikjanna innan EES
skulu par uppfylla eftirfarandi krofur:

a) vera patttakandi i d@tlun Alpjédaraf-
tekninefndarinnar (IEC) um alheims-
fyrirkomulag samraemispréfana og vott-
unar raffanga (IECEE) vegna vidur-
kenningar nidurstadna préfana gagnvart
stodlum um Oryggi raffanga [dztlun um
vottunarstofur (CB-4ztlun)] samkvemt
fyrirkomulagi Alpjédarafteekninefndar-
innar um préfanir 4 samremi vid stadla
um Oryggi raffanga (IECEE), samanber
skilgreiningu i IECEE-skjali 02/1992-
05; eda

b) hafa samning vid vottunarstofnun, sem
stadlarad Kanada hefur faggilt, um full-
gildingu préfunargagna.

Medan 4 adlogunardfanganum stendur
munu samre&mismatsstofur EFTA-rikjanna
innan EES:

a) profa hvort vorur standist kanadiskar
krofur;

b) gefa ut heildarsafn skjala um préfanir
og mat (p.e. matsgdgn og -skyrslur) sem
framleidanda préfadra vara ber ad senda
vottunarstofnun { Kanada.

Kanadiskar vottunarstofnanir skulu tryggja:

a) ad par upplysi umszkjandann og vid-
komandi samremismatsstofu EFTA-
rikjanna innan EES ndkvaemlega og 4
fullkominn hatt um sérhvern annmarka;

b) ad per takmarki 6skir um vidbotar-
upplysingar eda -syni vid vanrekslu,
6samkvemni eda fravik frd teknireglu-
gerdunum eda -stodlunum; og

c) ad vottun fari fram { samraemi vid gild-
andi adferdir, par med talin notkun
merkis peirra.

Samraemismerking.

. Medan 4 adlogunardfanganum stendur skal

sameiginlega nefndin préa, fyrir alla adila,
asettanlegt fyrirkomulag og verklag, sem
ber ad nota vid merkingu vara sem flytja 4

52
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Operation of the Transition Phase
During the transition phase, Canadian
CABs shall accept test reports and related
documents issued by nominated CABs in
the other Territory. For the CABs of the
EEA EFTA States, they must satisfy the
following requirements:

a) be a participant in the International
Electrotechnical Commission (IEC)
Scheme of the IECEE for Recognition
of Results of Testing to Standards for
Safety of Electrical Equipment [Cer-
tification Bodies (CB) Scheme] under
the IEC System for Conformity Testing
to Standards for Safety of Electrical
Equipment (IECEE) as defined in
IECEE Document 02/1992-05; or

b) have a contractual arrangement for
acceptance of test data with a Cer-
tification Organization accredited by the
Standards Council of Canada.

During the transition phase, the CABs of

the EEA EFTA States will:

a) test products to Canadian requirements;

b) issue a comprehensive testing and eval-
uation file (i.e. assessment data, reports)
for submission by the manufacturer of
the tested products to a Certification
Organization in Canada.

Canadian Certification Organizations shall

ensure that:

a) they inform the applicant and the EEA
EFTA CAB concerned in a precise and
complete manner of any deficiencys;

b) they limit any request for additional
information or samples to omissions,
inconsistencies or variances from the
technical regulations or standards; and

¢) certification is done on the basis of
existing procedures, including the appli-
cation of their mark.

Marking of Conformity

During the transition phase, the Joint
Committee shall develop mutually accept-
able mechanisms and procedures for mark-
ing of products to be exported to Canada in
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ut til Kanada, { pvi skyni ad gefa til kynna
ad vorurnar samremist kanadiskum krof-
um. Slikar merkingar skulu vera 4 forredi
samre&mismatsstofa sem abyrg yfirvold/til-
nefningaryfirvold vidurkenna, gera kleift ad
grafast fyrir um vidkomandi voru, veita
neytendum nagjanlegar upplysingar og eigi
verda til pess ad peim verdi ruglad saman
vid adrar samremismerkingar. Ad pvi er
vardar adgang ad morkudum EFTA-rikj-
anna innan EES gildir CE-merkingin.

Framkvaemdaafangi.

. Medan 4 framkvaemdadfanganum stendur

munu samningsadilar koma 4 fullri og
gagnkvemri vidurkenningu nidurstadna
samr@&mismats eins og krafist er samkvemt
16ggjof hvers og eins. Samramismatsstofur,
sem abyrg yfirvold/tilnefningaryfirvold vio-
urkenna, skulu haga starfsemi sinni sem hér
greinir:

a) ad pvi er vardar adgang ad morkudum

EFTA-rikjanna innan EES:

komi upp efasemdir um voru { samremi

vid ldgspennutilskipunina skal hvert

EFTA-rikjanna innan EES um sig lita 4

skyrslu, sem kanadisk samra@mismats-

stofa, sem er vidurkennd samkvaemt
samningi pessum, tekur saman, sem
igildi skyrslu sem tilkynnt evrépsk stofa
tekur saman.

b) ad pvi er vardar adgang ad markadi {

Kanada:
samremismatsstofur ~ EFTA-rikjanna
innan EES munu hljéta faggildingu {
samremi vid0 vidmidanir Stadlardds
Kanada (SCC) vegna faggildingar vott-
unarstofa sem eru vidurkenndar { Kan-
ada og verdur gefid ut faggildingarvott-
ord peim til handa. Eftirtalin skilyrdi eru
talin jafngilda fyrrnefndum tilskildum
vidmidunum:

i) stadfesting 4 vidhlitandi frammi-
stodu medan 4 adlogunardfang-
anum stendur; og

ii) faggilding evropskrar faggildingar-
stofu i samremi vid gildandi og
videigandi leidbeiningar ISO/IEC
sem eru lagadar ad kanadiskum og
evropskum skilyrdum um faggild-
ingu vottunarstofnana; og

iii) vitnisburdur um leidir til pess ad
fylgja vottunarstarfsemi eftir, medal
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order to indicate their conformity with
Canadian requirements. Such markings
shall be under the control of CABs recog-
nized by the Responsible/Designating Aut-
horities, provide for traceability, give suffi-
cient information to consumers, and not
give rise to confusion with other markings
of conformity. For access to the markets of
the EEA EFTA States, the CE marking
shall apply.

Operational Phase

During the operational phase, the Parties
will proceed to full mutual recognition of
results of conformity assessment activities,
as required under their respective legisla-
tion. CABs recognized by the Respons-
ible/Designating Authorities shall operate
as follows:

a) For access to the markets of the EEA
EFTA States:
If a product is challenged under the
LVD, a report drawn up by a Canadian
CAB recognized under this Agreement
shall be considered by each of the EEA
EFTA States as if it were a report drawn
up by a European notified body.

b) For access to the Canadian market:

CABs from the EEA EFTA States will
be accredited in accordance with
Standards Council of Canada (SCC) cri-
teria for accreditation of certification
bodies recognized in Canada and will be
issued a Certificate of Accreditation.
The following conditions are deemed to
be equivalent to those prescribed crite-
ria:
i) Evidence of satisfactory perfor-
mance in the transition phase; and

ii) Accreditation by a European ac-
creditation organization according
to applicable and relevant ISO/IEC
Guides adapted to Canadian and
European conditions for accredita-
tion of certification organizations;
and

iii) Evidence of procedures for follow-
up of certification activities includ-
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annars dbending um hvada tengilidi
ber ad gripa til adgerda gegn fram-
leidendum vara ef naudsyn krefur.
7.2. Samningsadilar munu hvetja til pess ad

7.3.

8.1.

8.2.

8.3.

9.2.

gerdir verdi gagnkvemir samningar um
vidurkenningu milli evrépsku faggildingar-
stofanna og Stadlardds Kanada.

Eftir ad framkvemdadfanginn tekur gildi
verdur vidboétarsamremismatsstofum aukid
vid { samraemi vid reglurnar sem eru settar
fram { rammasamningnum og pessum vid-
auka.

Takmarkad gildissvid eda neitun um vid-
urkenningu ad pvi er vardar vottun.
Samremismatsstofa kann, ad framkominni
beidni par um, ad verda krafin um ad legg-
ja fram skjalfesta stadfestingu { pvi skyni ad
greida fyrir flutningi Ur adlogunardfanga
yfir 1 framkvemdadfanga.

Komi fram tillaga, medan adlogunarafang-
inn stendur yfir eda { lok hans, par sem farid
er fram 4 pad vid abyrg yfirvold/tilnefning-
aryfirvold ad pau takmarki gildissvid vidur-
kenningar tilnefndrar samramismatsstofu
eda eydi henni ur skranni um faggiltar/til-
nefndar stofur, { samrami vid malsmedferd-
ina sem er lyst { rammasamningnum, skal
grundvalla slika tillogu 4 hlutlegum for-
sendum og leggja hana, studda skjallegum
gdgnum med vidhlitandi hetti, fyrir sam-
eiginlegu nefndina.

Samremismatsstofu, sem hefur hlotid tak-
markada vidurkenningu eda verid neitad um
vidurkenningu, er heimilt ad sakja um ad
verda endurmetin eftir ad urbatur hafa
verid gerdar 4 starfsemi hennar.

Vottunarstarfsemi fylgt eftir.

. Yfirvold hja hverjum samningsadila (sja

fylgiskjol 1 og 2) vidhalda rétti til pess ad
véfengja frammistodu samra@mismatsstofa
sem starfa { tengslum vid vidfangsefni pessa
vidauka. (Yfirvold hja einum samningsad-
ila geta, ad framlagdri rokstuddri beidni par
um, 0skad eftir ad fa afhent eintak af vott-
unarskyrslunni sem er tekin saman ad krofu
peirra 4 landsvadi samningsadilans sem er
utflytjandi. Lata ber fyrrnefnda skyrslu { té
tafarlaust og 4n endurgjalds.)

Samramismatsstofur skulu hafa tlteka
adgerdadatlun, sem vottunarskjolstedingar

7.2

73

8.1

8.2

8.3

9.2
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ing the identification of a contact
point who shall be responsible for
initiating action with manufacturers
of the products when necessary.
The Parties will encourage the establish-
ment of mutual recognition agreements
between the European accreditation organi-
zations and the SCC.
Following the entry into force of the oper-
ational phase, the inclusion of additional
CABs will be done in accordance with the
rules set out in the Framework Agreement
and in this Annex.

Limited Scope or Denial of Recognition
for the Purposes of Certification

Upon request, a CAB may be required to
provide additional documentary evidence to
facilitate its passage from the transitional to
the operational phase.

In the event that a proposal is made during,
or at the end of the transition phase,
requesting a responsible/designating aut-
hority to limit the scope of recognition of
any designated CAB or to exclude it from
the list of bodies accredited/designated, in
accordance with the procedures outlined in
the Framework Agreement, such a propos-
al shall be based on objective reasons and
shall be properly documented in writing to
the Joint Committee.

A CAB which has been granted limited
recognition or has been denied recognition,
may apply for re-evaluation after corrective
action has been taken.

Follow Up of Certification Activities

The Authorities in each Party (see
Attachments 1 and 2) retain the right to
question the performance of CABs operat-
ing in the context of this Annex. (Upon rea-
soned request, the Authorities in one Party
may request a copy of the certification
report prepared to its requirements in the
territory of the exporting Party. This report
shall be provided promptly and without
charge.)

CABs shall have in place a plan of action
with their certification clients, for enabling
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peirra hafa 4 takteinum og gerir kleift ad
fjarlegja af solusvedum vorur sem sam-
remast ekki settum kréfum eda eru haettu-
legar. [ dztluninni skal bent 4 tengilid sem
er dbyrgur fyrir pvi ad gripa til adgerda
gagnvart framleidendum peirra vara sem
um raedir.

10. Sameiginleg nefnd um rafmagnsoryggi.

10.1. Sameiginlega nefndin, sem er stofnsett
samkvemt samningnum um gagnkvaema
vidurkenningu, skal skipa sameiginlega
nefnd um rafmagnsoryggi (JESG).

10.2. I rafmagnséryggisnefndinni sitja fulltrdar
fra Kanada og EFTA-rikjunum innan EES.

10.3. Rafmagnsoryggisnefndin getur tekid til
medferdar mdl er varda Kanada eda hvada
EFTA-riki innan EES sem er og skal eng-
inn samningsadili hafna beidni annars um
ad taka slik mal fyrir.

10.4. Rafmagnsoryggisnefndin getur gefid qt til-
meli til sameiginlegu nefndarinnar er
varda malefni sem fulltrdar, annadhvort
Kanada eda hvada EFTA-rikis innan EES
sem er, bera upp.

10.5. Rafmagnsoryggisnefndin setur sér starfs-
reglur og tekur dkvardanir og sampykkir
tilmali sin med samhljéda sampykki hlut-
adeigandi samningsadila. Ad samhlj6da
sampykki standa Kanada annars vegar og
EFTA-rikin innan EES hins vegar sem eiga
beinna hagsmuna ad gaeta { pvi mdli sem er
til umfjollunar.

Fylgiskjal 1.
Laga- og stjornsyslufyrirmzeli og
eftirlitsyfirvold
(vidvikjandi lidum 2.3 og 9.1).

EFTA-rikin innan EES.

Tilskipun radsins 73/23/EBE (1. lidur X. kafla II.
vidauka vid EES-samninginn) med 4dordnum
breytingum samkvamt tilskipun radsins 93/
68/EBE (1. lidur X. kafla II. vidauka vid EES-
samninginn, undirlid aukid vid med dkvordun nr.

7/94).
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the withdrawal of non-conforming or haz-
ardous products from the market place.
That plan shall identify a contact point who
shall be responsible for initiating action
with manufacturers of the products in ques-
tion.

10. Joint Electrical Safety Group

10.1 The Joint Committee established under the
Mutual Recognition Agreement shall
appoint a Joint Electrical Safety Group
(JESG).

10.2 The Group shall consist of representatives
from Canada and from the EEA EFTA
States.

10.3 The Group may review issues of concern
to Canada or any one of the EEA EFTA
States and no one shall refuse a request by
the other to address such issues.

10.4 The Group may issue recommendations to
the Joint Committee regarding concerns
raised by the representatives of either
Canada or any one of the EEA EFTA
States.

10.5 The Group shall establish its own rules of
procedures, and take its decisions and
adopt its recommendations by consensus of
the Parties concerned. The consensus will
be determined by Canada, on the one hand,
and by the EEA EFTA States that are
directly concerned by the matter under dis-
cussion.

Attachment 1
Legislative, Regulatory and Administrative
Requirements and Regulatory Autorities
(Re Articles 2.3 and 9.1)

The EEA EFTA States

Council Directive 73/23/EEC (EEA Agreement,
Annex II, Chapter X, point 1) as amended by
Council Directive 93/68/EEC (EEA Agreement,
Annex II, Chapter X, point 1, indent added by
Decision No 7/94).




Nr. 1

Kanada.

Framkvemd kanadisku rafmagnslaganna, eins og
visad er til peirra 1 fylkis-/svadisloggjofinni, er 4
forraedi eftirtalinna fylkis-/svadisbundinna eftir-
litsyfirvalda:

Alberta:

Log um oryggismdl (The Safety Codes Act)
Log sampykkt af 16ggjafarpingi Alberta 1991,
kafli S-0.5

Stjornardeild Alberta um bjénustu 4 svidi
atvinnu, tekni og oryggis (Alberta Department of
Labour, Technical and Safety Services)

Breska Kolumbia:

Log um rafmagnsoryggi (Electrical Safety Act),
109. kafli

Reglugerd um rafmagnsoryggi (Electrical Safety
Regulation)

B.C. Reg 253/96

Stjérnardeild um madlefni sveitarfélaga og hds-
nedismdl (Ministry of Municipal Affairs &
Housing)

Manitéba:

Vatnslog Manitéba fra 1976 (The Manitoba
Hydro Act, 1976)

Fylkisreglugerdir nr. 126-94 (Provincial Regul-
ations 126-94), breytt { september 1995
Vatnsstofnun Manitéba (Manitoba Hydro)

Nyja-Brinsvik:

Log um raflagnir og rafmagnseftirlit (The Elec-
trical Installation and Inspection Act)

84-165 Almenna reglugerdin

82-215 Reglugerd um varnir med tilliti til
lysingar (The Lighting Protection Regulation)
Stjérnardeild um framhaldsmenntun og atvinnu-
mdl (Department of Advanced Education and
Labour)

Nyfundnaland:

Log um almannadryggi (Public Safety Act)
Rafmagnsreglugerdir frd 1996 (Electrical Regul-
ations, 1996)

Stjérnardeild um opinbera pjénustu og landsveodi
(Department of Government Services and Lands)

Nordvesturlandsvedin:

Rafmagnsvarnarlogin (Electrical Protection Act)
R.SN.W.T. 1988, C.E-3

Stjornardeild um opinberar framkvemdir og
pjonustu (Department of Public Works and Serv-
ices)
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Canada

The Canadian Electrical Code as referenced in
the provincial/territorial legislation is under the
responsibility of the following provincial/territo-
rial Regulatory Authorities:

Alberta:
The Safety Codes Act,
Statutes of Alberta, 1991, Chapter S-0.5

Alberta Department of Labour, Technical and
Safety Services

British Columbia:
Electrical Safety Act, Chapter 109

Electrical Safety Regulation,

B.C. Reg 253/96
Ministry of Municipal Affairs & Housing

Manitoba:

The Manitoba Hydro Act, 1976
Provincial Regulations 126-94 amended in
September 1995

Manitoba Hydro

New Brunswick:

The Electrical Installation

and Inspection Act

84-165 The General Regulation

82-215 The Lighting Protection Regulation

Department of Advanced Education and Labour

Newfoundland:
Public Safety Act
Electrical Regulations, 1996

Department of Government Services and Lands

Northwest Territories:

Electrical Protection Act,

R.S.N.W.T. 1988, C.E-3

Department of Public Works and Services
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Noévaskotia:

Lo6g um raflagnir og rafmagnseftirlit (The Elec-
trical Installation and Inspection Act)
Stjérnardeild Novaskotia um atvinnumal (Nova
Scotia Department of Labour)

Ontari6:

Log um orkufyrirteeki (The Power Corporation
Act)

Endurskodud 16g sampykkt af loggjafarpingi
Ontari6 1990,

Kafli P18, III. lidur

Reglugerd Ontari6 nr. 612-94

Vatnsstofnun Ontarié (Ontario Hydro)

Prince Edward-eyja:

Log um rafmagnseftirlit (The Electrical Inspec-
tion Act)

Reglugerdir vid 16gin um rafmagnseftirlit (The
Electrical Inspection Act Regulations)
Stjérnardeild um samfélagsmal og fylkislog-
madur (Department of Community Affairs and
Attorney General)

Kvibekk:

Lo6g um raflagnir (Loi sur les installations élec-
triques, L.R.Q.), kafli I-13.01

Reglugerd um raflagnir (Reglement sur les
installations €lectriques), I-13.01, R. 3
Rafmagnslog Kvibekk (Code de 1’électricité du
Québec)

Stjérnardeild byggingarmdla i Kvibekk (Régie
du batiment du Québec)

Saskatchewan:

Log um rafmagnseftirlit fr4 1993 (The Electrical
Inspection Act, 1993)

Reglugerdir um rafmagnseftirlit (Electrical Ins-
pection Regulations)

Orkustofnun Saskatchewan (SaskPower)

Jikon:

Rafmagnsvarnarlogin (The Electrical Protection
Act)

Rafmagnsvarnarlog nr. OIC 1992-017 (OIC
1992-017 Electrical Protection Act)

Reglugerdir Jikon-fylkis (Yukon Regulations)
Stjérnardeild Jukon-fylkis um samfélagspjonustu
og samgongur (Yukon Department of Commun-
ity and Transportation Services)
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Nova Scotia:
The Electrical Installation and Inspection Act

Nova Scotia Department of Labour
Ontario:

The Power Corporation Act,
Revised Statutes of Ontario, 1990,
Chapter P18, Section III

Ontario Regulation 612-94

Ontario Hydro

Prince Edward Island:
The Electrical Inspection Act

The Electrical Inspection Act Regulations

Department of Community Affairs and Attorney
General

Québec:
Loi sur les installations électriques, L.R.Q.,
Chap. 1-13.01

Reglement sur les installations électriques, I-
13.01,R. 3

Code de 1’électricité du Québec

Régie du batiment du Québec

Saskatchewan:

The Electrical Inspection Act, 1993

Electrical Inspection Regulations

SaskPower

Yukon:
The Electrical Protection Act

OIC 1992-017 Electrical Protection Act
Yukon Regulations

Yukon Department of Community and Trans-
portation Services
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Fylgiskjal 2.
Tilnefningaryfirvold.

Rafmagnsoryggissvid
1. Yfirvold sem annast tilnefningu samramis-

matsstofa samkvamt samningi pessum eru:

a) [ EFTA-rikjunum innan EES:
Island:
Idnadarraduneytid
Liechtenstein:
Rikisstjérn Liechtenstein®
Noregur:
Raduneyti malefna sveitarstjérna og svada-
préunar
(Ministry of Local Government and Regional
Development)
b) [ Kanada
- Stadlardd Kanada, konunglegt alrikisfyr-
irteki sem var komid 4 fét med 16gum
loggjafans arid 1970 (16gunum var breytt
1996).

4 Rikisstjorn furstademisins Liechtenstein ber réttur til
pess ad utnefna videigandi sérstakar innlendar stjérnsyslu-
stofnanir til pess ad tilnefna samremismatsstofur sidar
meir.

VIPAUKI UM EINSTOK SERSVID
sem fjallar um skemmtibata.

1. Gildissvid og umfang.

1.1. Vidauki pessi gildir um alla skemmtibata,
medal annars einkabata, sem skulu sa&ta
samremismati eda hljéta sampykki af halfu
6hddrar samra@mismats- eda sampykktar-
stofu { einhverju EFTA-rikjanna innan EES
eda Kanada.

1.2. Videigandi 16ggjof hvers samningsadila um
sig sker Ur um pad vid hvada vorur er Att,

sem eru:
a) a0 pvi er vardar EFTA-rikin innan EES:
»skemmtibdtar”, samanber skilgrein-

ingu 1 1. gr. tilskipunar 94/25/EB (1.
lidur XXXI. kafla II. vidauka vid EES-
samninginn);

b) ad pvi er vardar Kanada: ,,skemmti-
batar, samanber skilgreiningu { 2. 1id
kanadisku siglingalaganna, endurskod-
ud 16g sampykkt af 16ggjafarpingi Kan-
ada, kafli S-9, med dordnum breyt-
ingum.

1.3. Samningsadilar sampykkja ad gagnkvem
vidurkenning fari fram samkvemt pessum
vidauka med hlidsjon af pvi fyrirkomulagi
sem hér greinir:
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Attachment 2
Designation Authorites

Electrical Safety Sector

1. The Authorities responsible for the designa-
tion of conformity assessment bodies under
this agreement are:

a) For the EEA EFTA States
Iceland
Ministry of Industry
Liechtenstein
The Government of Liechtenstein®
Norway
Ministry of Local Government and Regional
Development

b) For Canada
- The Standards Council of Canada, a
Federal Crown corporation established by
an Act of Parliament in 1970 (amended

in 1996).

4 The Government of the Principality of Liechtenstein is
entitled to appoint appropriate specific national adminis-
tration bodies as designators of conformity assessment
bodies at a future date.

SECTORAL ANNEX
on Recreational Craft

1. Scope and Coverage

1.1 This Annex applies to all recreational craft,
including personal watercraft, which are
subject, in any of the EEA EFTA States or
in Canada, to a conformity assessment or
approval procedure by an independent con-
formity assessment or approval body.

1.2 The product coverage shall be as deter-
mined by the relevant legislation of each
Party, which is:

a) for the EEA EFTA States: “Recreational
craft” as defined in Article 1 of Directive
94/25/EC (EEA Agreement, Annex II,
Chapter XXXI, point 1),

b) for Canada: “Pleasure craft” as defined in
Section 2 of the Canada Shipping Act,
Revised Statutes of Canada 1985, Ch S-
9, as amended.

1.3 Parties agree that mutual recognition will
operate under this Annex according to the
following arrangements:
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2.1.

2.2.

3.1.

3.2.

a) ad pvi er vardar mat med tilliti til kraf-
na hvers EFTA-rikis innan EES um sig
munu samremismatsstofur, sem Kan-
ada tilnefnir, dtbta samraemisvottord i
samremi vid dkvadi tilskipunar 94/
25/EB (1. lidur XXXI. kafla II. vidauka
vid EES-samninginn). Hlutadeigandi
EFTA-riki innan EES mun vidurkenna
fyrrnefnd vottord an pess ad par vorur,
sem pau gilda um, verdi metnar frekar;

b) ad pvi er vardar sampykki med tilliti til
krafna Kanada munu samramismats-
stofur, sem hvert EFTA-riki innan EES
um sig tilnefnir, gefa Gt vottord fyrir
vidkomandi voru i samraemi vid krof-
urnar, sem eru settar fram { reglugerdum
um smdbdta, og gefa ut videigandi sam-
reemisskilti og onnur naudsynleg skjol.
Heimilt er ad setja vorur, sem eru vott-
adar med fyrrgreindum hetti, 4 markad
i Kanada an pess ad par seti frekari
sampykkismedferd.

Laga- og stjornsyslufyrirmeeli.

AD pvi er vardar EFTA-rikin innan EES eru
krofurnar settar fram {: Tilskipun Evropu-
pingsins og radsins 94/ 25/EB frd 16. juni
1994 (1. lidur XXXI. kafla II. vidauka vid
EES-samninginn) um samramingu laga og
stjornsyslufyrirmela adildarrikjanna um
skemmtibdta.

A3 pvi er vardar Kanada eru krofurnar
settar fram f:

reglugerdum um smdbdta sem um getur {
utgafu samgongurdduneytis Kanada (Trans-
port Canada) #TP1332;

smidastodlum fyrir smabdta, medal annars
einkabdta eins og peir eru skilgreindir { og
vottadir med tilliti til ISO/DIS 13590.

Yfirvold sem annast tilnefningu sam-
reemismatsstofa eins og samraemismats-
stadlaeiningar segja fyrir um.

[ EFTA-rikjunum innan EES:
Stjornsyslustofnanir ~ adildarrikjanna eda
peir adilar sem eru tilnefndir 1 fylgiskjali 1.
I Kanada:

Kanadiska strandgaslan.

2.1
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a) for evaluation against the requirements
of each EEA EFTA State, conformity
assessment bodies designated by Can-
ada will establish certificates of compli-
ance according to the provisions of
Directive 94/25/EC (EEA Agreement,
Annex II, Chapter XXXI, point 1).
These certificates will be recognized in
the EEA EFTA State concerned without
any further assessment of the products
to which they relate;

b) for approval to Canadian requirements,
conformity assessment bodies designat-
ed by each EEA EFTA State will certi-
fy the product according to the require-
ments set out in Small Vessel
Regulations, and issue the appropriate
compliance plates and other required
documentation. Products so certified
may be placed on the Canadian market
without undergoing any further appro-
val procedures.

Legislative, Regulatory and Admini-
strative Requirements

For the EEA EFTA States, the requirements
are found in: Directive 94/25/EC of the
European Parliament and of the Council of
16 June 1994 (EEA Agreement, Annex II,
Chapter XXXI, point 1) on the approxima-
tion of the laws, regulations and adminis-
tration provisions of the member states
relating to recreational craft.

For Canada, the requirements are found in:

Small Vessel Regulations referenced in
Transport Canada’s Publication #TP1332;

Construction standards for small vessels
which includes personal watercraft as
defined by and certified to ISO/DIS 13590.

Authorities responsible for Designating
the Conformity Assessment Bodies as
specified by Conformity Assessment
Modules

For the EEA EFTA States:

Member States Administrations or entities
as indicated in Attachment 1.

For Canada:

Canadian Coast Guard.
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4.1.

4.2.

Hvernig tilnefna ber samrsemismats-
stofur.
Hver samningsadili um sig mun, ad pvi er
vardar pennan vidauka, tilnefna 16gbarar
samra@mismatsstofur sem skulu framkvaema
samremismat og annast um sampykki med
tilliti til krafna hins samningsadilans er {
hlut 4. Tilnefningin fer fram { samremi vid
verklagsreglurnar sem eru settar fram {
rammasamningnum um gagnkvaema vidur-
kenningu. I fylgiskjali 2 er ad finna skra um
tilnefndar samr@mismatsstofur, dsamt upp-
lysingum um per vorur og adferdir sem peer
hafa verid tilnefndar vegna.

Kanada annars vegar og hvert EFTA-rikj-

anna innan EES hins vegar mun sampykkja

ad samra&mismatsstofurnar samramist peim
krofum sem hinn samningsadilinn gerir
vegna slikra stofa.

Um er ad reda:

a) A0 pvi er vardar EFTA-rikin innan EES

er litid svo a4 ad stofur, sem eru til-
kynntar stofur i samremi vid tilskipun
94/25/EB (1. lidur XXXI. kafla II. vid-
auka vid EES-samninginn), samramist
kanadiskum krofum;
Htlkynnt stofa® er, ad pvi er vardar
EFTA-rikin innan EES, bridji adili sem
hefur umbod til pess ad vinna verk 4
svidi samra@mismats sem eru tilgreind {
tilskipun 94/25/EB (1. lidur XXXI.
kafla II. vidauka vid EES-samninginn)
og hlutadeigandi EFTA-riki innan EES
hefur tilnefnt dr hépi stofa sem heyra
undir 16gsdgu pess. Hin tilkynnta stofa
er haf, eins og tilskilid er, til pess ad
uppfylla krofurnar sem melt er fyrir um
i tilskipun 94/25/EB og hefur verid til-
kynnt til vidkomandi yfirvalda EFTA-
rikjanna innan EES er { hlut eiga og til
stjornarskrifstofu EFTA.

b) A8 pvi er vardar Kanada skulu verk-
lagsreglur og vidmidanir fyrir tilnefn-
ingu samre@mismatsstofa samremast
videigandi dkvadum tilskipunar 94/
25/EB (1. lidur XXXI. kafla II. vidauka
vid EES-samninginn).

Bradabirgoatilhogun.

. Gert er rad fyrir ad bradabirgdatilhogun

gildi {1 18 mdnudi 4dur en vidauki pessi
kemur til framkvemda. A pessu adlgunar-
timabili mun Kanada annars vegar og
EFTA-rikin innan EES hins vegar:

4.1

4.2
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Procedures for Designating Conformity

Bodies

For the purpose of this Annex, each Party

will  designate competent Conformity

Assessment Bodies to carry out conformity

assessment and approvals to the require-

ments of the other Party concerned. Such
designation will be carried out according to
the procedures set out in the Mutual

Recognition Framework Agreement. A list

of designated Conformity Assessment

Bodies, together with the products and pro-

cedures for which they have been designat-

ed, is in Attachment 2.

Canada, on the one hand, and each of the

EEA EFTA States, on the other, will accept

that the designated Conformity Assessment

Bodies comply with the requirements for

such bodies established by the other Party.

These are:

a) Forthe EEA EFTA States, bodies which
are Notified Bodies in accordance with
Directive 94/25/EC (EEA Agreement,
Annex II, Chapter XXXI, point 1), are
deemed to be in compliance with
Canadian requirements;

A “Notified Body” for the EEA EFTA
States is a third party authorized to per-
form the conformity assessment tasks
specified in Directive 94/25/EC (EEA
Agreement, Annex II, Chapter XXXI,
point 1), which has been appointed by
the EEA EFTA State concerned from
the bodies falling within its jurisdiction.
The Notified Body has the necessary
qualifications to meet the requirements
laid down in Directive 94/25/EC and
has been notified to the appropriate
authorities of the EEA EFTA States
concerned and to the EFTA Secretariat.

b) For Canada, the procedures and criteria
for designation of Conformity Ass-
essment Bodies shall comply with the
relevant provisions of Directive 94/
25/EC (EEA Agreement, Annex II,
Chapter XXXI, point 1).

Transitional Arrangement

There will be a transitional arrangement of
18 months prior to the operation of this
Annex. During this transitional period,
Canada, on the one hand, and the EEA
EFTA States, on the other, will:



a) skiptast 4 upplysingum um og studla ad
betri pekkingu 4 dkvaedum laga og
reglna hvers og eins; og

b) hrinda i framkvemd breytingum 4 svidi
stefnumida, loggjafar og stjérnsyslu
sem eru naudsynlegar vegna dkvaeda
pessa vidauka.

6. Vidbotarakvadi.

6.1. Samningsadilar skulu tryggja, { samremi
vid videigandi dkvadi rammasamningsins
um gagnkvama vidurkenningu, ad nofn til-
kynntra stofnana eda samra@mismatsstofa
hvers og eins séu avallt fyrirliggjandi og
munu, med reglubundnum hetti, lata 1 té
upplysingar um ttgefin vottord { pvi skyni
ad greida fyrir eftirliti ad lokinni markads-
setningu.

6.2. Samningsadilar vekja athygli 4 ad dkveoi
vidaukanna um raffong og rafsegulsvids-
samhefi gilda, ad pvi marki sem krofur
vegna rafmagnsoryggis eda rafsegulsvids-
samhefis gilda um vorur sem pessi vidauki
um einstok sérsvid fjallar um.

Fylgiskjal 1.
Tilnefningaryfirvold.

[ EFTA-rikjunum innan EES: Stjérnsyslu-
stofnanir adildarrikjanna eda adilar sem teknar
verda dkvardanir um.

Island:
Samgonguraduneytid

Liechtenstein:
Rikisstjérn Liechtenstein?

Noregur:
R4duneyti malefna barna og fjolskyldna

[ Kanada:
Kanadiska strandgaeslan

5 Rikisstjorn furstademisins Liechtenstein ber réttur til
pess ad utnefna videigandi sérstakar innlendar stjérnsyslu-
stofnanir til pess ad tilnefna samra@mismatsstofur sidar
meir.
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a) exchange information on, and develop
greater familiarity with, their respective
regulatory requirements; and

b) carry out the policy, legislative and reg-
ulatory changes necessary for the provi-
sions of this Annex.

6. Additional Provisions

6.1 In accordance with the relevant provisions
of the Mutual Recognition Framework
Agreement, the Parties shall ensure the con-
tinued availability of the names of their
respective Notified Bodies or Conformity
Assessment Bodies, and will regularly sup-
ply details of certifications issued in order
to facilitate post-market surveillance.

6.2 The Parties note that, to the extent that
requirements for electrical safety or elec-
tromagnetic compatibility apply to products
covered by this Sectoral Annex, the provi-
sions of the Sectoral Annexes on Electrical
Equipment and Electromagnetic Com-
patibility shall apply.

Attachment 1
Designating Authorities

For the EEA EFTA States: Member States
Administrations or entities to be determined.

Iceland:
Ministry of Transport

Liechtenstein:
The Government of Liechtenstein®

Norway:
Ministry of Children and Family Affairs

For Canada:
Canadian Coast Guard

5 The Government of the Principality of Liechtenstein is
entitled to appoint appropriate specific national adminis-
tration bodies as designators of conformity assessment
bodies at a future date.
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Fylgiskjal 2.
Tilnefndar samramismatsstofur.

EFTA-rikin innan EES:

Tilnefndar stofur, sem hvert EFTA-riki innan

EES um sig hefur tilkynnt um, en néfn peirra og
tilvisunarnimer hafa verid birt i Stjérnartio-
indum Evrépubandalaganna.

Kanada:
Verda akveOnar sidar.

VIDAUKI UM EINSTOK SERSVID

sem fjallar um vottun pess ad godir fram-
leidsluheettir séu viohafoir vid framleidslu

lyfjavara/lyfja.

Tilgangur.

. Kanada og EFTA-rikin innan EES hafa

préad pennan vidauka um einstok sérsvid
sem fjallar um vottun pess ad gédir fram-
leidsluhettir séu vidhafdir vid framleidslu
lyfjavara/lyfja og er vidauki vid samninginn
um gagnkvema vidurkenningu, { pvi skyni
ad:

a) efla tvihlida samstarf 4 svidi eftirlits;

b) koma 4 gagnkvemri vidurkenningu
vottunar pess ad godir framleidsluhattir
séu vidhafdir og stadfestingu fram-
leidsluheimilda/-leyfa sem  yfirvold,
sem tiltekid er ad séu jafngild eftir ad
adgerdum til pess ad vekja tiltra er far-
sellega lokid, gefa ut;

c) préa adstodu fyrir varanleg sam-
skipti/samrdd milli kanadiskra eftirlits-
yfirvalda og eftirlitsyfirvalda hvers
EFTA-rikis innan EES um sig { pvi
skyni ad gera fyrrnefndum yfirvoldum
kleift ad skera Gr um og vidhalda jafn-
gildi 4@tlana um ad godir framleidslu-
hattir séu vidhafdir.

Almenn atridi sem hafa ber i huga.

. S4 grundvollur, sem samningur um gagn-

kvema vidurkenningu vottunar pess ad

2. febrtar 2001

Attachment 2

Designated Conformity Assessment Bodies

EEA EFTA States:

Notified bodies which have been notified by
each EEA EFTA State, and whose names and
reference numbers have been published in the
Official Journal of the European Communities.

Canada:
To be determined.

SECTORAL ANNEX
on Medicinal Products/Drug, Good
Manufacturing Practices (GMP),
Compliance Certification

Purpose

This Mutual Recognition Agreement
(MRA) Sectoral Annex on Good Man-
ufacturing Practices (GMP) Compliance
Certification pertaining to medicinal prod-
ucts / drugs has been developed by Canada
and the EEA EFTA States to:

a) enhance bilateral regulatory coopera-
tion;

b) establish mutual recognition for GMP
compliance certification and acceptance
of Manufacturing Authorizations/Lic-
ences directly issued by the authorities
designated equivalent after the success-
ful completion of a confidence building
exercise;

c) develop an infrastructure for on-going
communications/consultations between
the Regulatory Authorities of Canada
and of each EEA EFTA State to enable
regulators to determine and maintain the
equivalency of their GMP compliance
programmes.

General Considerations
The underlying premise behind a MRA for
GMP compliance certification is that it can
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2.2.

2.3.

3.2.

g60ir framleidsluhettir séu vidhafdir er
reistur 4, er ad unnt sé ad syna fram 4 ad
Kanada annars vegar og hvert EFTA-rikj-
anna innan EES um sig hins vegar vinni
eftir jafngildum d@tlunum um ad goédir
framleidsluhattir séu vidhafdir og pvi sé
utgafa kanadisks yfirvalds eda yfirvalds
hvada EFTA-rikis innan EES sem er 4 vott-
ordi vegna framleidsluheimildar/-leyfis, par
sem stadfest er ad starfsstod vidhafi géda
framleidsluhetti, si naudsynlega stadfest-
ing sem hinn samningsadilinn, er { hlut 4,
parf til pess ad sampykkja ad starfsstodin sé
i samraeemi me0 tilliti til framleidslu/eftirlits
med lyfjavorum/lyfjum eda gefa tt hlidstaett
vottord um framleidsluheimild/-leyfi. Sa
skilningur skal rikja a0 ,,jafngildur® merki
ekki ,,eins“ en merki somu utkomu.
Stadfesting yfirvalds 4 vottordi um fram-
leidsluheimild/-leyfi, sem hitt yfirvaldid
gefur ut, er had pvi ad adgerdum til pess ad
vekja tiltrd sé farszllega lokid og mati 4
arangri hennar. Adeins er unnt ad stadfesta
vottun yfirvalda sem vinna eftir detlunum
um ad godir framleidsluhzattir séu vidhafdir
(nefna ma studningsgrunnvirki dkvaeda laga
og reglna, stadla, vinnsluferli og gedakerfi)
sem vidurkennt er med gagnkvemum hatti
ad séu jafngildar.

Vidaukinn um einstok sérsvid, sem fjallar
um go6da framleidsluhatti lyfjavara/lyfja,
hvilir 4 premur stodum:

a) hugmyndinni um dztlun um ad godir
framleidsluhettir séu vidhafdir (vid-
beetir 4);

b) detlun um gagnkvema advorun (vid-
beetir 5);

c) adlogunartimabili, pegar medal annars
er leitast vid ad vekja tiltrd (vidbetir 6).

Gildissvid og umfang.

. Akvadi pessa vidauka munu gilda um allar

lyfjavorur/lyf sem hafa farid 1 gegnum
framleidsluferli, eitt eda fleiri hvert eftir
annad, (t.d. tilbining, endurpokkun, merk-
ingu, profun, heildsolu) { Kanada og EFTA-
riki innan EES og krofur um géda fram-
leidsluhaetti gilda um { 16gsdgu beggja. Vid-
urkenning takmarkast vid framleidsluferlid
eda -ferlin sem varan fer { gegnum og er had
skodun 4 vidkomandi landsvedum samn-
ingsadilanna.

Vidauki pessi um einstok sérsvid getur
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be demonstrated that Canada, on the one
hand, and each of the EEA EFTA States, on
the other, have equivalent GMP compliance
programmes, and therefore the issuance of
a Certificate of Manufacturing Aut-
horization/Licence by an authority of
Canada or of any one of the EEA EFTA
States certifying that a facility is in compli-
ance with GMPs, would be all the evidence
required by the other Party concerned to
accept that facility as being in compliance
for manufacturing/control of medicinal/
drug products or to issue a similar
Certificate of Manufacturing Authorization/
Licence. It should be understood that equiv-
alent does not mean identical but it does
mean leading to the same result.

The acceptance by an authority of a
Certificate of Manufacturing Authorisation/
Licence issued by the other authority will
depend on the successful completion of a
confidence building exercise and on an
evaluation of its results. Only certification
by authorities with GMP compliance pro-
grammes (including the supporting infra-
structure of regulatory requirements, stan-
dards, processes, and quality systems, etc.)
mutually recognized as equivalent will be
accepted.

The Sectoral Annex on Medicinal Products
/Drug GMP is built on three pillars:

a) the concept of a GMP compliance pro-
gramme (Appendix 4);

b) a “two-way” alert system (Appendix 5);

¢) a transition period including a confi-
dence building exercise (Appendix 6).

Scope and Coverage

The provisions of this Annex will cover all
medicinal products/drugs which have und-
ergone one or a series of manufacturing
process(es) (e.g., fabrication, repackaging,
labeling, testing, wholesaling activities) in
Canada and in an EEA EFTA State, and to
which GMP requirements apply in both
jurisdictions. Recognition will be limited to
the manufacturing process(es) carried out
and subject to inspections in the respective
territories of the Parties.

This Sectoral Annex may also apply, on a
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3.3.

3.4.

3.5.

3.6.

einnig gilt, ad eigin dkvordun vidkomandi
adila, um vorur sem 16g eins samningsadila
gilda um en ekki annars, sampykki hlutad-
eigandi yfirvold pad.
Umfang med tilliti til vara skal vera pad er
16g hvers samningsadila um sig kveda 4 um.
[ 1. vidbati eru 16gin tilgreind og par er
einnig ad finna vidmidunarskrd um vidkom-
andi vorur.
[ g6dum framleidsluhattum felst, ad pvi er
vardar pennan vidauka, med hvada hatti
framleidandinn fer { hendur forskriftir vor-
unnar og/eda vinnsluferli frd handhafa
markadssetningarheimildar/kenninimers
lyfs eda nytjaleyfis eda umsakjanda og
peim felst trygging fyrir pvi ad varan sé
framleidd { samremi vid forskriftirnar
(jafngildir vottun vidurkennds adila {
EFTA-rikjunum innan EES).
Gooir framleidsluhettir eru sa hluti gaeda-
tryggingar sem gerir vist ad vorur séu
stodugt framleiddar, og med pvi fylgst ad
par séu, { samraemi vid gedastadla:
a) sem eiga vid um fyrirhugada notkun
peirra; og
b) sem krafa er gerd um samkvaemt mark-
adssetningarheimildinni eda vorufor-
skriftunum og samkvamt tthlutunarad-
ferd kennindmers lyfs eda nytjaleyfis-
ins.
Samningsadili mun framkvema voru- og
vinnsluskodanir ad beidni annars samnings-
adila. Ad pvi er vardar skodanir adur en
sampykki er veitt fellst Kanada annars
vegar og hvert EFTA-rikjanna innan EES
um sig hins vegar 4 ad pau skiptist 4
skyrslum um skodun adur en sampykki er
veitt ad pvi marki sem naudsyn krefur sam-
kvemt 16gum og reglum samningsadilans,
sem er innflytjandi, ad pvi er tekur til mals-
medferdar hvers um sig med tilliti til sam-
bykkis vara.
Lokasampykkt fyrir lifren lyfefni fra einni
framleidslulotu til annarrar er utilokud fra
samningi pessum.

Trunadarkvadir.

. Hver samningsadili um sig mun gata pess

ad dopinberar trinadarupplysingar um mal-
efni teknilegs, vidskiptalegs og visindalegs
edlis séu ekki birtar opinberlega, medal
annars vidskiptaleyndarmal og einkamal
vidkomandi adila sem annar samningsadili
leetur 1 té.
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voluntary basis, to products covered by the
legislation of one Party but not of another
if agreed to by the Authorities concerned.

The product coverage shall be as deter-
mined by the relevant legislation of each
Party. The Appendix 1 names the legisla-
tion and contains an indicative list of prod-
ucts concerned.

For the purpose of this Annex, GMP
includes the system whereby the manufac-
turer receives the specifications of the prod-
uct and/or process from the Marketing
Authorization (MA)/drug identification
number (DIN) or licence holder or applicant
and ensures the product is made in compli-
ance with the specifications (equivalent to
Qualified Person certification in the EEA
EFTA States).

The GMP is that part of quality assurance
which ensures that products are consistent-
ly produced and controlled to the quality
standards:

a) appropriate to their intended use, and

b) required by the MA or product specifi-
cations and by assignment procedure of
the DIN or the Licence.

Product or process oriented inspections will
be carried out by one Party at the request of
another Party. For pre-approval inspections,
Canada, on the one hand, and each of the
EEA EFTA States, on the other, agree to
exchange pre-approval inspection reports to
the extent required under the importing
Party’s laws and regulations, for the pur-
pose of their respective product approval
procedures.

Lot-to-lot release for biologicals is exclud-
ed from this Agreement.

Confidentiality

Each Party will protect from public disclo-
sure any non-public confidential technical,
commercial and scientific information,
including trade secrets and proprietary
information that is provided by another
Party.
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4.2. Hver samningsadili um sig askilur sér rétt
til pess ad birta opinberlega nidurstodur
samramismats, medal annars nidurstodur
skodunarskyrslna sem annar samningsadili
letur 1 té, pegar adstedur skapast sem geta
haft dhrif 4 6ryggi almannaheilbrigdis.

5. Stjérnunaradferdir.

5.1. Sameiginlegri sérsvidanefnd verdur komid
4 fot 1 pvi skyni ad annast framkvamd pessa
vidauka um einstok sérsvid. Sameiginlega
sérsvidanefndin mun taka dkvorun um
eigin samsetningu og setja sér starfsreglur.
Hlutverki nefndarinnar er lyst { vidbeeti 3. I
nefndinni eiga seti fulltrdar sem starfa vid
dztlun heilbrigdismalardduneytis Kanada
um lekningavorur og fulltrdar eftirlitsyfir-
valda hlutadeigandi EFTA-rikis innan EES.
Formennsku { nefndinni, sem er sameigin-
leg, gegnir fulltrii Kanada annars vegar og
fulltrii EFTA-rikjanna innan EES hins
vegar.

6. Lausn agreinings.

6.1. Agreiningi, sem yfirvoldin hafa ekki leyst
sin & milli, verdur visad til sameiginlegu
sérsvidanefndarinnar til lausnar. Sé sameig-
inlega sérsvidanefndin 6fer um ad leysa
fyrrnefndan 4greining getur Kanada eda
eitthvert EFTA-rikjanna innan EES lagt
malid fyrir sameiginlegu nefndina.

7. Adlogunartimabil.
7.1. Timarammi.

Timabil adgerda til pess ad vekja tiltrd hefst
vid undirritun samningsins um gagnkva@ma vio-
urkenningu og pess er venst ad pvi ljiki innan
18 ménada.

7.2. Aetlun um ad vekja tiltrd.

Sameiginlega sérsvidanefndin mun, { upphafi
adlogunartimabilsins, semja sameiginlega d@tlun
um ad vekja tiltrd. Pegar dztlunin kemur til fram-
kvemda verdur unnt ad skera ur um hefi yfir-
valds hvers samningsadila um sig til pess ad
standa ad vottun pess ad godir framleidsluhettir
séu vidhatdir (leidbeiningar veittar { vidbati 6).

7.3. Fjarhagsaatlun.
Sérhver adili ad samningnum um gagnkvaema

vidurkenningu er abyrgur fyrir kostnadi vegna
patttdku sinnar i ath6fnum sem mida ad pvi ad
vekja tiltrd.
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4.2 Each Party reserves the right to make pub-
lic the results of any conformity assess-
ment, including the conclusions of inspec-
tion reports, provided by another Party, in
situations in which public health safety may
be affected.

5. Management Mechanisms

5.1 A Joint Sectoral Group will be established
for the purposes of the management of this
Sectoral Annex. The Joint Sectoral Group
will establish its composition and determine
its own rules and procedures. Its role is
described in Appendix 3. The Group will
include representatives of the Therapeutic
Products Programme in Health Canada, and
of the relevant EEA EFTA State Regulatory
Authorities. It will be co-chaired by a rep-
resentative of Canada, on the one hand, and
a representative of the EEA EFTA States,
on the other.

6. Resolution of Divergent Views

6.1 Divergent views which have not been
resolved between the authorities will be
referred to the Joint Sectoral Group for res-
olution. In the case of inability of the Joint
Sectoral Group to resolve these divergent
views, Canada or any one of the EEA
EFTA States may bring the matter to the
attention of the Joint Committee.

7. Transition Period
7.1 Time Frame

The confidence building period will com-
mence upon the signing of the MRA and is

expected to be completed within 18 months.

7.2 Confidence Building Programme
At the beginning of the transitional period, the

Joint Sectoral Group will elaborate a Joint
Confidence Building Programme. The imple-
mentation of this programme will permit the
determination of the capability of each Party’s
Authority to perform GMP compliance certifica-
tion (guidance provided in Appendix 6).

73 Budget
Each of the Parties to the MRA will be respon-

sible for the costs of its participation in the con-
fidence building activities.
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7.4. Stjérnsyslufyrirmeeli.

Lyfjavorur/lyf fra framleidslustodum, sem eru
vel pekktir af pvi ad uppfylla kréfur um sam-
kvemni { landi samningsadilans sem er innflytj-
andi og hafa verid ferdir { skrd um vidurkennda
framleidslustadi, verda undanpegin krofum um
a0 prof verdi endurtekin. Sameiginlega sérsvida-
nefndin mun taka skrdna saman.

7.5. qu adlogunartimabils.
7.5.1. Ilok adlogunartimabilsins mun sameigin-

lega sérsvidanefndin gera sameiginlega
uttekt 4 jafngildi og nothafi samkvamn-
idetlana patttokuyfirvaldanna (vidbetir
2).
7.5.2. Pau yfirvold, sem vinna samkvamt datl-
unum sem Urskurdad er ad jafngildi ekki
dztlun hins samningsadilans, er { hlut 4,
um ad godir framleidsluhettir séu vid-
hafdir, verda ekki talin upp { vidbati 2 {
lok adlogunartimabilsins. Tillogur um ad
takmarka vidurkenningu pess ad yfirvald
sé jafngilt eda um ad utiloka skraningu
pess 1 vidbati 2 skulu byggdar 4 hlut-
l&egum vidmidunum og skjalfestum sonn-
unum.
Heimilt er ad skrd yfirvold { umraddan
viobeti med tilliti til framleidsluferla {
sérflokki (t.d. lifren lyfefni, geislavirk
lyf). Yfirvold, sem hafa verid ttilokud
(eda ekki skrad med tilliti til tiltekins
framleidsluferlis), geta sétt um ad stada
peirra verdi endurmetin eftir ad urbatur
hafa verid gerdar.

7.5.3.

8. Framkvaemdaafangi.
8.1. Almenn dkveedi.
1.1. Kanada annars vegar og hvert EFTA-rikj-
anna innan EES um sig hins vegar sam-
pbykkir ad hver samningsadili um sig
muni, ad pvi er vardar lyfjavorur/lyf sem
pessi vidauki um einstok sérsvid fjallar
um, vidurkenna lyktir datlunarinnar um
ad gooir framleidsluhattir séu vidhafdir,
sem hinn samningsadilinn, er { hlut 4,
framkvamir 4 landsvedi sinu, og videig-
andi vottord vegna framleidsluheimildar/
-leyfis sem yfirvold hins samningsadil-
ans, er { hlut 4, sem eru talin upp i vidbati
2 og metin jafngild, lata { té. Hinn samn-
ingsadilinn, er { hlut 4, mun auk pess vid-

i
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7.4 Administrative provision
Medicinal products/drugs from manufacturing

sites with a good track record of compliance in
the importing Party, and that have been placed
on a list of qualified sites, will be exempted from
retesting requirements. The list will be developed
by the Joint Sectoral Group.

7.5 End of Transitional Period

7.5.1 At the end of the transitional period, the
Joint Sectoral Group will proceed to a
joint evaluation of the equivalency and
capabilities of the compliance pro-
grammes of the participating Authorities
(Appendix 2).

Those determined as not being equivalent
to the GMP compliance programme of
the other Party concerned will not be list-
ed in Appendix 2 at the end of the tran-
sitional period. Proposals to limit the
recognition of the equivalence of an
authority or exclude it from Appendix 2
should be based on objective criteria and
documented evidence.

7.5.2

7.5.3 Authorities may be placed in this
Appendix for specific categories of man-
ufacturing processes (e.g., biologicals,
radiopharmaceuticals). Excluded Aut-
horities (or not included for a given man-
ufacturing process) may apply for re-con-
sideration of their status once the neces-
sary corrective measures have been

taken.

8.  Operational Phase

8.1 General provisions

8.1.1 Canada, on the one hand, and each of the
EEA EFTA States, on the other, agree
that, for medicinal products/drugs cov-
ered by this Sectoral Annex, each Party
will recognize the conclusions of the
GMP compliance programme carried out
by the other Party concerned in its terri-
tory, and the relevant Certificates of
Manufacturing Authorizations/Licences
granted by the deemed equivalent author-
ities of the other Party concerned listed in
Appendix 2. In addition, the certification
by the manufacturer on the conformity of
each batch will be recognized by the




. Stadbundin,

urkenna vottun framleidandans vidvikj-
andi samra@mi hverrar framleidsluein-
ingar 4n endurtekins eftirlits vid innflutn-
ing.

. Framleidendur, sem eru stadsettir 1 Kan-

ada eda { EFTA-riki innan EES og heyra
undir yfirvald sem er ekki skrad { vidobeti
2, geta 6skad pess ad eitthvert peirra yfir-
valda, sem eru talin upp { vidbati 2, fram-
kvemi skodun. Hinn adilinn eda adil-
arnir, er { hlut eiga, munu vidurkenna
framleidslueininguna og samkvamnivott-
ordid, sem eru gefin Ut samkvamt pessari
adferd, ad pvi tilskildu ad seinna sé unnt
ad tryggja jafngilda malsmedferd vid
framfylgd gagnvart vidkomandi starfst6d
ef um samkvamni er ekki ad reda.

logbaer skoOunarpjonusta,
sem er reidubdin til pess ad skoda vid-
komandi framleidslustarfsemi, skal, ad
pvi er vardar lyfjavorur/lyf, sem lyfjalog-
gjof samningsadilans, sem er innflytjandi,
fjallar um, framkvama skodun me0 tilliti
til géora framleidsluhdtta { eigin landi, ef
vid 4, eda, sé ekki um sérstakar krofur um
g6da framleidsluhtti ad reda, med tilliti
til g6dra framleidsluhdtta sem { gildi eru
hja peim samningsadila sem er innflytj-
andi. Petta 4 einnig vid pegar talid er ad
g60ir framleidsluhettir, sem gilda 4 vio-
komandi stad, jafngildi ekki g6dum fram-
leidsluhdttum samningsadilans, sem er
innflytjandi, med tilliti til gedatryggingar
fullunninna vara.

Akvadi petta getur einnig att vid um
framleidanda virkra lyfjafredilegra inni-
haldsefna, lyfja 4 millistigi { framleidslu
og vara til notkunar i kliniskum prof-
unum.

. Pau yfirvold, sem vidaukinn fjallar um,

eru abyrg fyrir pvi ad tryggt sé ad eftir-
litsyfirvoldum hins samningsadilans eda
-adilanna, sem { hlut eiga, sé tilkynnt an
tafar pegar framleidsluheimild er numin
timabundid dr gildi eda afturkollud (ad
6llu leyti eda ad hluta) sem geti haft dhrif
4 vernd almannaheilbrigdis, samanber
skilgreiningu i d@tlun um gagnkvama
advorun.

Samningsadilar munu gera samkomulag
sin 4 milli um tengilidi sem geri yfir-
voldum og framleidendum kleift ad upp-
lysa yfirvold hins samningsadilans eda
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other Party concerned without re-control
at import.

Manufacturers located in Canada or an
EEA EFTA State whose relevant author-
ity is not listed in Appendix 2 or is not
included for the relevant category manu-
facturing processes may ask that an
inspection be carried out by any of the
authorities listed in Appendix 2. The
batch and the compliance -certificates
issued according to this procedure will be
recognized by the other Party or Parties
concerned provided that equivalent
enforcement procedures against that
facility can be subsequently ensured in
case of non-compliance.

With respect to medicinal products/drugs
covered by the pharmaceutical legislation
of the importing Party but not the export-
ing one, the locally competent inspection
service willing to carry out an inspection
of the relevant manufacturing operations
shall inspect against its own GMPs if rel-
evant, or, in the absence of specific GMP
requirements, against the applicable
GMPs of the importing Party. This will
also be the case when the locally applic-
able GMPs are not considered equivalent,
in terms of quality assurance of the fin-
ished products, to the GMPs of the
importing Party.

This provision may also apply to the
manufacturer of active pharmaceutical
ingredients, intermediate products, and
products intended for use in clinical tri-
als.

It will be the responsibility of the author-
ities covered by the Annex to ensure that
any suspension or withdrawal (total or
partial) of a manufacturing authorization,
which could affect the protection of pub-
lic health, is communicated immediately
to the Regulatory Authorities of the other
Party or Parties concerned as defined in
the “two-way” alert programme.

Contact points will be agreed between the
Parties to permit authorities and manu-
facturers to inform the authorities of the
other Party or Parties concerned with the



Nr. 1

-adilanna sem { hlut eiga, eins skjott og
tilefnid bydur, pegar um er ad reda geda-
skort, afturkollun framleidslueininga,
sviknar vorur og énnur vandamal vidvikj-
andi gedum sem gatu kallad 4 vidbotar-
eftirlit med peirri voru sem um radir eda
timabundna st6dvun dreifingar hennar.

. Vottun framleidenda.

Yfirvold, sem annast ttgafu vottorda um
framleidsluheimildir/-leyfi og hafa yfir-
umsjén med framleidslu lyfjavara/lyfja,
munu, ad beidni utflytjanda, innflytjanda
eda yfirvalds hins samningsadilans er {
hlut 4, votta ad peir stadir, par sem fram-
leidsla og/eda eftirlit fer fram:

a) hafi videigandi heimild til pess ad
framleida vidkomandi lyfjavoru/lyf
og/eda hafa eftirlit med henni/pvi og
gera videigandi adgerdir sem til-
greindar eru;

b) séu skodadir reglulega af yfirvoldum;
0g

c) séu i samraemi vid krofur um goéda
framleidsluhetti sem Kanada annars
vegar og hvert EFTA-rikjanna innan
EES um sig hins vegar vidurkennir ad
séu jafngildar.

Framleidslustadur eda -stadir verda einn-

ig tilgreindir { vottordum um framleidslu-

heimildir/-leyfi. Damigert vottord af

pessu tagi er synt i vidbeti 7.

Gefa ber tt vottord um framleidsluheim-
ildir/-leyfi tafarlaust og skal slik utgafa
fara fram innan 30 almanaksdaga. Heim-
ilt er ad lengja pennan tima { 60 alman-
aksdaga { tilvikum pegar naudsynlegt er
ad framkvema skodun ad nyju.

. Vottun framleidslueininga.

Hverri framleidslueiningu um sig mun
fylgja framleidslueiningarvottord sem
framleidandinn gefur ut (framleidandinn
vottar sjlfur) ad undangenginni patt- og
magnbundinni allsherjargreiningu allra
virkra innihaldsefna 1 pvi skyni ad tryggja
ad eiginleikar varanna samramist krofum
sem eru gerdar vegna heimildar til mark-
adssetningar/sampykkis voru.

Framleidandinn mun, samfara utgafu
fyrrnefnds vottords, taka mid af dkvadum
gildandi 4atlunar Alpjédaheilbrigdis-
mdlastofnunarinnar um vottun sem fjallar
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appropriate speed in case of quality
defect, batch recalls, counterfeiting and
other problems concerning quality, which
could necessitate additional controls or
suspension of the distribution of the prod-
uct.

Certification of manufacturers
At the request of an exporter, an importer
or of an Authority of the other Party con-
cerned, the authorities responsible for
granting Certificates of Manufacturing
Authorizations/Licences and for the
supervision of the manufacture of medic-
inal products/drugs will certify that the
sites used for manufacture and/or control:
a) are appropriately authorized to man-
ufacture and/or control the relevant
medicinal product/drug or to carry
out the relevant specified operations,

b) are regularly
authorities, and

c¢) comply with the GMP requirements
recognized as equivalent by Canada,
on the one hand, and each of the
EEA EFTA States, on the other.

inspected by the

The Certificates of Manufacturing Aut-
horization/Licence will also identify the
site(s) of manufacture. An example of
such a certificate is attached at Appendix
7 for illustrative purposes.

Certificates of Manufacturing Authorisa-
tions/Licences will be issued expeditious-
ly, and the time taken should not exceed
30 calendar days. In cases when a new
inspection has to be carried out, this peri-
od may be extended to 60 calendar days.

Batch certification

Each batch exported will be accompanied
by a batch certificate issued by the man-
ufacturer (“self certification’) after a full
qualitative and quantitative analysis of all
active constituents to ensure that the qual-
ity of the products complies with the
requirements of the Marketing Aut-
horization/Product Approval.

When issuing this certificate, the manu-
facturer will take into account the provi-
sions of the current WHO certification
scheme on the quality of medicinal prod-



um eiginleika lyfjavara/lyfja sem verslad
er med 4 alpjédavettvangi. Vottordid er til
vitnis um ad framleidslueiningin sé { sam-
reemi vid forskriftirnar og hafi verid fram-
leidd { samreemi vid videigandi heimild til
markadssetningar/sampykki voru og 1 pvi
er gerd itarleg grein fyrir forskriftum vor-
unnar, peim greiningaradferdum sem
visad er til, fengnum greiningarnidur-
stodum, jafnframt pvi sem lyst er yfir pvi
ad skyrslur um vinnslu framleidslueining-
arinnar og pakkningu hafi verid yfirfarnar
og reynst vera { samremi vid géda fram-
leidsluheaetti.

Sa sem er dbyrgur fyrir pvi ad setja fram-
leidslueininguna i s6lu eda ad utvega
hana undirritar framleidslueiningarvott-
ordid. I EFTA-rikjunum innan EES er
visad til vidurkennds/vidurkenndra adila {
21. gr. tilskipunar 75/319/EBE (3. lidur
XII. kafla II. vidauka vid EES-samn-
inginn) og { Kanada er tdtnefndur adili,
sem annast gadaeftirlit vid framleidslu,
sd sem tilgreindur er { lid C.02.014 (1) {
2. hluta reglugerdanna um matveli og lyf.

. Gjold.

Fyrirkomulag vegna skodunar-/leyfis-
gjalda fer eftir stadsetningu framleidanda.
Atlanir um endurheimt kostnadar og
gjold vegna ttgafu framleidsluheimilda/
-leyfa i hverri 16gsogu um sig verda dfram
4 abyrgd vidkomandi adila { fyrrnefndri
16gsogu.

Samningsadilar skulu leitast vid ad
tryggja ad 4logd gjold vegna pjonustu
verdi kostnadartengd og taka mid af vio-
eigandi kostnadarpattum. Lati einn samn-
ingsadili enga pjonustu { té skulu engin
gjold 4logd.

. Hver samningsadili um sig askilur sér rétt

til pess ad framkvaema eigin skodun af
astedum sem hinum samningsadilanum,
er { hlut 4, er gerd grein fyrir. Tilkynna
ber hinum samningsadilanum um slika
skodun fyrirfram og 4 hann pess kost ad
taka patt i skoduninni. Adeins skal skir-
skota til pessa verndarskilmdla i undan-
tekningartilvikum.

. Akvordun pess efnis ad nema leyfi tima-

bundid ur gildi eda afturkalla pad er {
hondum pess samningsadila sem gefur
bad tt.

8.1.8
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ucts/drugs moving in international com-
merce. This certificate will attest that the
batch meets the specifications and has
been manufactured in accordance with
the relevant Marketing Authorization/
Product Approval, detailing the specifi-
cations of the product, the analytical
methods referenced, the analytical results
obtained, and containing a statement that
the batch processing and packaging
records were reviewed and found in con-
formity with GMPs.

The batch certificate will be signed by the
person responsible for releasing the batch
for sale or supply. In the EEA EFTA
States the “qualified person(s)” are
referred to in article 21 of Directive
75/319/EEC (EEA Agreement, Annex II,
Chapter XIII, point 3), and in Canada, the
nominated person responsible for manu-
facturing quality control is as specified in
the Food and Drug Regulations, Division
2, Section C.02.014 (1).

Fees

The regime of inspection/establishment
licence fees is determined by the location
of the manufacturer. The cost recovery
programmes and the fees pertaining to the
issuance of Manufacturing Authoriza-
tions/Licences in each jurisdiction will
remain the responsibility of that jurisdic-
tion.

The Parties shall endeavour to ensure that
any fees imposed for services will be
cost-oriented and take into account rele-
vant cost factors. If no services are ren-
dered by one Party, fees should not be
charged.

Each Party reserves the right to conduct
its own inspection for reasons identified
to the other Party concerned. Such
inspections are to be notified in advance
to the other Party, which has the option
of joining the inspection. Recourse to this
safeguard clause should be an exception.

The decision to suspend or revoke a
licence will rest with the issuing Party.



Nr. 1

8.2. Upplysingamidlun.

8.2.1.

8.2.2.

Kanada annars vegar og hvert EFTA-rikj-
anna innan EES um sig hins vegar mun, {
samraemi vid almenn dkvaedi vidaukans
um einstok sérsvid, skiptast 4 6llum naud-
synlegum upplysingum til pess ad unnt sé
ad skera ur um og vidhalda jafngildi detl-
ana um ad godir framleidsluhattir séu
vidhafoir. Hlutadeigandi yfirvold i Kan-
ada og 1 hverju EFTA-rikjanna innan EES
um sig munu auk pess upplysa hvert
annad um nyjar teknileidbeiningar, skod-
unaradferdir eda breytingar 4 skipulagn-
ingu (nefna md: leidbeiningarskjol, ut-
gafur visana til stadla, eydublod, skjol
vidvikjandi beitingu lagadkvaeda). Kan-
ada annars vegar og hvert EFTA-rikjanna
innan EES um sig hins vegar mun hafa
samrdd vid hinn samningsadilann eda
-adilana, 40ur en pad sampykkir fyrr-
nefndar breytingar, { pvi skyni ad tryggja
aframhaldandi jafngildi dxtlana um ad
g60ir framleidsluhattir séu vidhafdir.
Mail verda tekin upp innan sameiginlegu
sérsvidanefndarinnar.

Hlutadeigandi skodunarpjénusta (-pjon-
ustur) skal, ad framlagdri rokstuddri
beidni par um, framsenda eintak af sio-
ustu skyrslu um skodun framleidslu- eda
eftirlitsstadar sé um pad ad reda ad grein-
ingarstarfsemi sé bodin ut. Beidnin getur
vardad ,heildarskodunarskyrslu® eda
,sundurlidada skyrslu®. ,,Heildarskodun-
arskyrsla® tekur til dagbdkar framleidslu-
stadar (sem framleidandi heldur eda skod-
unarstofa) og munnlegrar skyrslu skodun-
arstofu. ,,Sundurlidud skyrsla“ svarar til-
teknum spurningum hins samningsadil-
ans, er { hlut 4, um vidkomandi fyrirtaki.
Samningsadilar munu sj4 til pess a0 slikar
sundurlidadar skyrslur séu framsendar
innan mest 30 almanaksdaga eda 60 alm-
anaksdaga fari ny skodun fram.

8.3. Gagnkvamt advorunarkerfi.

8.3.1.

8.3.2.

Sameiginlega  sérsvidanefndin  mun
tryggja ad skilvirkt og gagnkvemt advor-
unarkerfi sé dvallt tiltekt. Frumpéttum
kerfisins er lyst { vidbeti 5.

Yfirvoldin, sem vidaukinn fjallar um,
bera dbyrgd 4 pvi ad tryggt sé ad tima-
bundid afndm eda 6gilding samkvamni-
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8.2 Information Sharing

8.2.1

8.2.2

In accordance with the general provisions
of the Sectoral Annex, Canada, on the
one hand, and each of the EEA EFTA
States, on the other, will exchange all
information necessary to determine and
maintain the equivalence of GMP com-
pliance programmes. In addition, the rel-
evant authorities in Canada and in each
of the EEA EFTA States will keep each
other informed of all new technical guid-
ance, inspection procedures, or changes
in regulation (these include: guidance
documents, publications of references to
standards, forms, documents relating to
the application of legal requirements).
Canada, on the one hand, and each of the
EEA EFTA States, on the other, will con-
sult the other Party or Parties before
adopting these changes to ensure the con-
tinued equivalency of the GMP compli-
ance programmes. Concerns will be
raised to the Joint Sectoral Group.

Upon reasoned request, the relevant
inspection service(s) shall forward a copy
of the last inspection report of the manu-
facturing or control site, in case analyti-
cal operations are contracted out. The
request may concern a “full inspection
report” or a “detailed report”. A “full
inspection report” comprises a Site
Master File (compiled by the manufac-
turer or by the inspectorate) and a narra-
tive report by the inspectorate. A
“detailed report” responds to specific
queries about a firm by the other Party
concerned. Parties will ensure that such
inspection reports are forwarded in no
more than 30 calendar days, this period
being extended to 60 calendar days
should a new inspection be carried out.

8.3 Two-way Alert System

8.3.1

8.3.2

The Joint Sectoral Group will ensure that
an efficient and effective “two-way” alert
system is in place at all times. Elements
of such a system are described in
Appendix 5.

It shall be the responsibility of the author-
ities covered by the Annex to ensure that
any suspension or cancellation (total or



8.3.3.

9.2.

9.3.

10.
10.1.

10.2.

vottunar (ad ollu leyti eda ad hluta) sé til-
kynnt hinum yfirvoldunum, er { hlut eiga,
an tafar.

Kanada annars vegar og hvert EFT A-rikj-
anna innan EES um sig hins vegar skal til-
kynna hinum yfirvéldunum, er { hlut eiga,
um sérhverja stadfesta skyrslu um vand-
kvadi, um urbatur eda afturkollun sem
tengist vorum sem falla undir gildissvid
pessa vidauka um einstok sérsvid. Hver
samningsadili um sig mun svara sér-
stokum beidnum um upplysingar og mun
sja til pess ad yfirvold hafi handbarar
videigandi upplysingar sé eftir peim
leitad.

Abendingu um tengilidi er ad finna { vid-
beati 5.

Eftirlit med framkvaemd samningsins.

. Stodugt eftirlit med detlunum um ad godir

framleidsluhettir séu vidhafdir, sem ur-
skurdad hefur verid ad séu jafngildar i lok
pess timabils pegar adgerdir til pess ad
vekja tiltrd stodu yfir, og sidari dkvardanir
um jafngildi skal fara fram eda skulu teknar
samkvamt dztlun um ad vidhalda jafngildi
sem er préud og stjornad i sameiningu.
Sameiginlega sérsvidanefndin mun annast
framkvaemd fyrrnefndrar detlunar.
Samningsadilar skuldbinda sig til pess ad
hafa reglulega samrdd sin 4 milli, undir for-
sja sameiginlegu sérsvidanefndarinnar sem
er komid 4 fot samkvemt pessum vidauka,
i pvi skyni ad tryggja dframhaldandi gildi
og dreidanleika pessa vidauka. Kanada og
yfirvold 1 EFTA-rikjunum innan EES geta
skipulagt fundi til pess ad fjalla um sérstok
vafaatridi og mdlefni.

Yfirvold skulu taka patt { vidhaldsad-
gerdum, sem sameiginlega sérsvidanefndin
tekur akvordun um, { pvi skyni ad vidhalda

stodu sinni samanber upptalningu { vidbati
2.

Viobzaetar.

Vidbetar 1 og 2 eru 6adskiljanlegir hlutar
pessa vidauka um einstdk sérsvid.

I vidbetum 3,4, 5, 6 og 7 felast almennar
leidbeiningar.

833

9.2

9.3

10.
10.1

10.2
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partial) of certification of compliance is
communicated immediately to the other
relevant authorities.

Canada, on the one hand, and each of the
EEA EFTA States, on the other, shall
notify the other Party concerned of any
confirmed problem reports, corrective
actions, or recalls related to products cov-
ered under the scope of this Sectoral
Annex. Each Party will respond to special
requests for information and will ensure
that authorities make available relevant
information, as requested.

Contact points are identified in Appendix

S.

Monitoring of The Agreement

The continuous monitoring of the GMP
compliance programmes determined to be
equivalent at the conclusion of the confi-
dence building period and any subsequent
decisions concerning that equivalence must
be made according to a mutually developed
and managed equivalence maintenance pro-
gramme. This programme will be managed
by the Joint Sectoral Group.

The Parties undertake to hold regular con-
sultations, under the auspices of the Joint
Sectoral Group set up under this Annex, to
ensure the continued relevancy and accura-
cy of this annex. Canada and any of the
EEA EFTA State authorities may organize
meetings to discuss specific questions and
issues.

Authorities must participate in maintenance
activities, as established under the Joint
Sectoral Group, in order to maintain their
status as listed in Appendix 2.

Appendices

Appendices 1 and 2 constitute integral parts
of this Sectoral Annex.

Appendices 3, 4, 5, 6 and 7 are general
guidelines.
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Vidbaetir 1.

1. Skra um gildandi log.

1.1. T EFTA-rikjunum innan EES:
tilskipun 65/65 EBE (1. lidur XIII. kafla II.
vidauka vid EES-samninginn) med dordn-
um breytingum;
tilskipun 75/319 EBE (3. lidur XIII. kafla
II. vidauka vid EES-samninginn) med
dordnum breytingum;
tilskipun 81/851 EBE (5. lidur XIII. kafla
II. vidauka vid EES-samninginn) med
dordnum breytingum;
tilskipun 91/356 EBE (15. lidur XIII. kafla
II. vidauka vid EES-samninginn) med
dordnum breytingum;
tilskipun 91/412 EBE (lidur 15a i XIIL
kafla II. vidauka vid EES-samninginn, eins
og hann er felldur inn med 4akvordun nr.
7/94) med dordnum breytingum;
reglugerd (EB) nr. 2309/93°;
tilskipun 92/25/ EBE (lidur 15b { XTII. kafla
II. vidauka vid EES-samninginn, eins og
hann er felldur inn me® akvordun nr. 7/94);
leidbeiningar um géda starfshetti vid dreif-
ingu; og
gild utgéfa ,Leidbeininga um gdéda fram-
leidsluhaetti, IV. bindi reglna um lyfja-
vorur { Evrépubandalaginu.

1.2. 1 Kanada:

16g og reglugerdir um matveaeli og lyf (Food
and Drugs Act and Regulations);

16g um heilbrigdi dyra og reglugerdir um
utgafu leyfa fyrir efnum dr dyrarikinu
(Health of Animals Act and Regulations for
the issuance of permits for materials of ani-
mal origin).

2. Vidomidunarskra um vorur.

Um leid og vidurkennt er ad ndkvamar skil-
greiningar 4 lyfjavorum og lyfjum er ad finna {
16ggjofinni, sem um getur hér ad framan, er vid-
midunarskrd um vorur, sem samningurinn fjallar
um, birt hér ad aftan:

- lyf handa monnum, par med talin lyfsedil-
skyld lyf og lyf sem eru ekki lyfsedilskyld
asamt lyfjagasi;

- lifren lyfefni handa monnum, medal annars
boluefni, stodugar lyfjavorur fengnar dr bl6di
eda blodvokva ur monnum, lifren lekninga-
lyf og 6nemislyf;

6 Reglugerd bessi hefur verid tekin upp i EES-samninginn
med dkvordun sameiginlegu EES-nefndarinnar nr. 74/99.
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Appendix 1

1. List of Applicable Legislation

1.1 For the EEA EFTA States:
Directive 65/65 EEC (EEA Agreement,
Annex II, Chapter XIII, point 1) as modi-
fied;
Directive 75/319 EEC (EEA Agreement,
Annex II, Chapter XIII, point 3) as modi-
fied;
Directive 81/851 EEC (EEA Agreement,
Annex II, Chapter XIII, point 5) as modi-
fied;
Directive 91/356 EEC (EEA Agreement,
Annex II, Chapter XIII, point 15) as modi-
fied;
Directive 91/412 EEC (EEA Agreement,
Annex II, Chapter XIII, point 15a as insert-
ed by Decision No 7/94) as modified;

Regulation No (EC) 2309/936;

Directive 92/25/EEC (EEA Agreement,
Annex II, Chapter XIII, point 15b as insert-
ed by Decision No 7/94);

Guide to Good Distribution Practice; and

Current version of the “Guide To Good
Manufacturing Practice”, Volume IV of
Rules Governing Medicinal Products in the
European Community.

1.2 For Canada:
Food and Drugs Act and Regulations;

Health of Animals Act and Regulations for
the issuance of permits for materials of ani-
mal origin.

2. Indicative list of Products

Recognizing that precise definitions of
medicinal products and drugs are to be found in
the legislation referred to above, an indicative list
of products covered by the agreement is given
below:

- human pharmaceuticals including prescrip-
tion and non-prescription drugs, and medici-
nal gases;

- human biologicals including vaccines, stable
medicinal products derived from human
blood or human plasma, biotherapeutics, and
immunologicals;

6 This Regulation has been incorporated into the EEA
Agreement by EEA Joint Committee Decision No. 74/99.
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- geislavirk lyf handa ménnum;

- dyralyf, par med talin lyfsedilskyld lyf og Iyf
sem eru ekki lyfsedilskyld dsamt forblondum
fyrir gerd lyfjablandads dyrafédurs;

- par sem vid 4, vitamin, steinefni, lyf grasa-
lekna og smaskammtalyf; og

- virk lyfjafredileg innihaldsefni eda lyf {
lausri vigt (Ath.: reglusetning med tilliti til
g60ra framleidsluhdtta virkra lyfjafredilegra
innihaldsefna hefur ekki farid fram { sumum
EFTA-rikjum innan EES og ekki enn af hilfu
Kanada).

Vidbaetir 2.
Yfirvold.

[ EFTA-rikjunum innan EES:

Island:

Lyfjaeftirlit rikisins
Eidistorgi 15

IS-170 Seltjarnarnes

Simi: +354 520 21 00
Bréfasimi: +354 520 21 70

Liechtenstein:

Amt fiir Lebensmittelkontrolle und Veterinir-
wesen

Kontrollstelle fiir Arzneimittel

Postplatz 2,

Postfach 37

FL-9494 Schaan

Liechtenstein

Simi: +423 236 73 25

Bréfasimi: +423 236 73 10

Noregur:
Heilbrigdismalastjérn Noregs

Skrifstofa lyfjamala

(Norwegian Board of Health
Department of Pharmaceutical Services)
P.O. Box 8128 Dep.

N-0032 Oslo
Simi:
Bréfasimi:

+47 22 24 90 18
+47 22 24 90 17
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- human radiopharmaceuticals;

- veterinary pharmaceuticals, including pre-
scription and non-prescription drugs, and
pre-mixes for the preparation of veterinary
medicated feeds;

- where appropriate, vitamins, minerals, herbal
remedies and homeopathic medicinal prod-
ucts; and

- active pharmaceutical ingredients or bulk
pharmaceuticals (Note: APIs are not GMP
regulated for some EEA EFTA States and not
yet by Canada).

Appendix 2
Authorities

For the EEA EFTA States:

For Iceland:

The State Drug Inspectorate
Lyfjaeftirlit rikisins
Eidistorg 15

IS-170 Seltjarnarnes

Tel.: +354.520.21.00
Fax.:  +354.520.21.70

For Liechtenstein:

Amt fiir Lebensmittelkontrolle und Veterinir-
wesen

Kontrollstelle fiir Arzneimittel

Postplatz 2,

Postfach 37

FL-9494 Schaan

Liechtenstein

Tel.: +423 236 73 25

Fax.: +423 236 73 10

For Norway:
Norwegian Board of Health

Department of Pharmaceutical Services
P.O. Box 8128 Dep.

N-0032 Oslo

Tel.: +47.22.24.90.18

Fax.:  +47.22.24.90.17
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I Kanada:

Aztlun um lekningavorur, heilbrigdismalaradu-
neyti Kanada, Ottawa (Therapeutic Products
Programme, Health Canada, Ottawa)
Dyralyfjastofnun, matvelaskrifstofa, heilbrigdis-
mdlaraduneyti Kanada, Ottawa

(Bureau of Veterinary Drugs, Food Directorate,
Health Canada, Ottawa)

Viobaetir 3.
Sameiginleg sérsvidanefnd.

Sameiginlegri sérsvidanefnd verdur komid 4
fot sem skal annast framkvamd adgerda til pess
ad vekja tiltrd og ad peim loknum hafa eftirlit
med rekstri samningsins um gagnkvema vidur-
kenningu.

Formennsku { sameiginlegu sérsvidanefndinni,
sem er sameiginleg, gegna fulltrdi Kanada og
fulltrii EFTA-rikjanna innan EES og mun
nefndin taka dkvordun um eigin samsetningu um
leid og reynt er ad tryggja stodugleika { adild eftir
pvi sem vid verdur komid. Hlutverk sameigin-
legu sérsvidanefndarinnar er ad abyrgjast sam-
skipti vid sameiginlegu nefndina og hafa umsjén
med adlogunartimabilinu og fylgjast med afram-
haldandi framkvamd pessa vidauka, medal ann-
ars en p6 ekki einvérdungu:

- a0 taka dkvarOanir um naudsynlegar adgerdir
til pess ad unnt sé ad skilgreina og koma 4
jafngildi samkvamnidatlana og hinu gagn-
kvaema advorunarkerfi;

- ad meta drangur adgerda til pess ad vekja til-
tri og skera ur um hvada eftirlitsyfirvold séu
talin jafngild. Sameiginlega sérsvidanefndin
mun taka saman skrd um jafngildar eftirlits-
stofnanir og senda sameiginlegu nefndinni
tilmeeli sin;

- ad veita sérfredingum, sem munu styra mati
4 peim g6du framleidsluhdttum sem um
redir, leidbeiningar og standa ad sameigin-
legum verkefnum (t.d. skodun, verkstofum);
0g

- ad taka dkvardanir um naudsynlegt fyrir-
komulag vidhaldsa@tlunar samningsins um
gagnkvaema vidurkenningu.

Fundir sameiginlegu sérsvidanefndarinnar eru
haldnir eins oft og purfa pykir { pvi skyni ad sam-
bykkja starfsdetlun um fyrirkomulag pess ad
vekja tiltrd, finna lausn & mdlum og fylgjast med
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For Canada:
Therapeutic Products Programme, Health Can-
ada, Ottawa

Bureau of Veterinary Drugs, Food Directorate,
Health Canada, Ottawa

Appendix 3
Joint Sectoral Group

A Joint Sectoral Group (JSG) will be estab-
lished to manage the confidence building process
and to monitor the operations of the MRA there-
after.

The JSG will be co-chaired by a representative
from Canada and a representative for the EEA
EFTA States and will determine its own compo-
sition, ensuring, to as great a degree as possible,
consistent membership. The role of the JSG will
be to ensure communications with the Joint
Committee and to manage the transition period
and to monitor the continued implementation of
this annex including, but not limited to:

- making decisions on activities required to
define and establish the equivalence of com-
pliance programmes and the “two-way” alert
system;

- assessing the results of the confidence build-
ing exercise, and determining which regula-
tory authorities are deemed equivalent. The
JSG will prepare a list of the equivalent reg-
ulatory agencies and provide its recommen-
dations to the Joint Committee;

- providing directions to experts that will con-
duct the evaluation of the respective GMP
compliance programmes, and undertake joint
activities (e.g., inspections, workshops); and

- making decisions on the necessary arrange-
ments of the MRA maintenance programme.

The JSG will meet as needed to adopt the con-
fidence building working plan, resolve issues,
and monitor the progress of the confidence build-
ing exercise. The Joint Committee will be kept
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framvindu adgerda til pess ad vekja tiltrd. Sam-
eiginlega nefndin verdur upplyst um dagskrd og
nidurstodur funda og um framvindu madla &
adlogunartimanum.

Vidbaetir 4.
Pzettir azetlunar um ad godir framleidslu-
haettir séru vidhafoir.

1. Akvadi laga og reglna og gildissvid.

- Loggjof og reglugerdir sem veita umbod,
medal annars vald til pess ad framfylgja
l6gum og reglum, umbod veitt skodunar-
monnum til pess ad framkvama skodun,
vald til pess ad fjarlegja vorur af markadi
sem uppfylla ekki settar krofur o.s.frv.

- Hentug stjorntzki pegar hagsmuna-
arekstrar verda.

2. Stjérnsyslutilskipanir og -stefnumid.

- Malsmedferd vid tilnefningu skodunar-
manna.

- Stefna/leidbeiningar/médlsmedferd  med
tilliti til fullnustu (skodun, endurtekin
skodun, urbzatur).

- Starfsreglur/sidareglur.

- Pbjélfun/vottunarstefna/leidbeiningar.

- Stefna/mélsmeodferd/leidbeiningar  vid-
vikjandi stjérnun pegar um advorun er ad
reda eda hattudstand skapast.

- Stjérnskipulag, medal annars hlutverk og
abyrgd og tengsl med tilliti til skyrslu-
gjafar.

3. Stadlar um g6da framleidsluhzatti.

- Gildissvid/einstok atridi godra fram-
leidsluhdtta sem eru naudsynlegir til pess
ad hafa stjorn 4 framleidslu lyfjavara.

- Akvadi um gildingu vinnsluferlis.

4. Skodunartilfong.

- Monnun - menntun og hafi vid upphaf
starfa, vottun skodunarmanna.

- Fjoldi skodunarmanna midad vid umsvif
framleidslu (innanhdss, samningur um
verktdku, pridji adili).

- bjélfun/vottunardetlanir/ferli (t.d. pjalf-
unartioni).

- Geoatryggingarfyrirkomulag sem er
®tlad ad tryggja skilvirkni pjalfunardetl-
ana.
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informed of the agendas and conclusions of
meetings as well as on the progress made during
the transition period.

Appendix 4
Components of a GMP Complianc
Programme

. Legislative and Regulatory Requirements

and Scope

- Empowering legislation and regulations
including authority to enforce laws and
regulations, powers given to inspectors to
conduct inspections, authority to remove
violative products from the market, etc.

- Suitable controls on conflict of interest

. Regulatory Directives and Policies

- Procedures for designating inspectors

- Enforcement policies/guidelines/ proce-
dures (inspection, re-inspection, correc-
tive action)

- Codes of conduct/ethics

- Training/certification policies/guidelines

- Alert/crisis management policies/proce-
dures/guidelines

- Organizational structure, including roles,
responsibilities and reporting relation-
ships

. Good Manufacturing Practices (GMP)

Standards

- Scope/details of GMPs necessary for the
control of the manufacturing of drug
products

- Process validation requirements

. Inspection Resources

- Staffing - initial qualifications, certifi-
cation of inspectors

- Number of inspectors in relation to size of
industry (in-house, contract, third Party)

- Training/certification programmes/ pro-
cesses (e.g., frequency of training)

- Quality assurance mechanisms to ensure
effectiveness of training programmes
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. Tilhgun skodunar (forskodun, skodun og

eftirskodun).

- Skipulag skodunar (gerd, umfang, tima-
dztlanir, skodunardherslur, tilkynningar
um skodun, dhettutengd skodun).

- Undirbtuningur/krofur sem ber ad sinna
adur en skodun fer fram.

- Framsetning og innihald skodunar-
skyrslna (par med talin hjdlparteki, t.d.
vélbunadur).

- SkoOunaradferdir (adgangur ad skjolum
og gagnasOfnun fyrirtekis og endur-
skodun peirra, sofnun sonnunargagna,
endurskodun gagna, s6fnun syna, vidtol).

- Stadladar verklagsreglur um skodun.

- Adgerdir ad skodun lokinni (verklag vid
utgafu skyrslna, eftirfylgd, dkvordunar-
taka).

- Geymsla skodunargagna.

. Krofur um framgang skodunar.

- SkoOunartioni/-fjoldi, gedi og rétt tima-
setning skodunarskyrslna, vidmidunar-
reglur/tioni/verklag med tilliti til endur-
tekinnar skodunar og drbetur.

. Fullnustuvald og -adferdir.

- Fyrirtekjum tilkynnt skriflega um van-
efndir.

- Stjérnunaradferdir/-fyrirkomulag  pegar
um samkvemni er ekki ad rada (aftur-
kollun, timabundin 6gilding, sveling
vara, afturkollun leyfa, haldlagning, 16g-
sokn).

- Afryjunarleidir.

- Adrar radstafanir til pess ad studla ad pvi
ad fyrirteki uppfylli settar krofur ad
fasum og frjalsum vilja.

. Fyrirkomulag pegar um advorun er ad reda

eda hettudstand skapast.

- Adferdum beitt pegar um advorun er ad
raeda.

- Stjérnunaradferdir pegar heattudstand
skapast.

- Krofur um framgang pegar um advorun er
ad rada (videiganleiki og rétt timasetning
advorunar).

. Greiningargeta.

- Adgangur ad rannsoknarstofum sem hafa
adstodu til pess ad annast naudsynlega
greiningu.

- Stadladar verklagsreglur sem er ®tlad ad
treysta grundvoll greiningar.

- Gildingarferli greiningaradferda.
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. Inspection Procedures (pre-inspection, in-

spection, and post-inspection activities)

- Inspection strategy (type, scope, sched-
uling, focus of inspection, notification of
inspections, risk based inspections)

- Pre-inspection preparation/requirements

- Format and content of inspection reports
(including support tools e.g., hardware)

- Inspection methodology (access to and
review of firm’s files and databases,
collection of evidence, data review,
sample collection, interviews)

- Standard Operating Procedures (SOPs)
for inspection

- Post-inspection activities (procedures for
report issuance, follow-up, decision
making)

- Storage of inspection data

. Inspection Performance Standards

- Frequency/number of inspections, quality
and timeliness of inspection reports,
norms/frequency/procedures for re-in-
spection and corrective action

. Enforcement Powers and Procedures

- Provision of written notices of violation
to firms

- Non-compliance management proced-
ures/mechanisms  (recall, suspension,
quarantine of products, licence revo-
cation, seizure, prosecution)

- Appeal mechanisms
- Other measures to promote voluntary
compliance by firm

. Alert and Crisis Systems

- Alert mechanisms
- Crisis management mechanisms

- Alert performance standards (appro-
priateness and timeliness of alert)

. Analytical Capability

- Access to laboratories with capacity to
handle necessary analysis

- Standard Operating Procedures (SOPs)
for analytical support

- Processes for validation of analytical
methods
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10. Aztlun/radstafanir vegna eftirlits (sem fyrir-

teki og eftirlitsyfirvold gera).

- Adferdir vid urtoku og uttekt.

- Eftirlit med tilliti til afturkollunar (m.a.
konnun skilvirkni og sannpréfun verk-
lagsreglna).

- Skipulag/malsmedferd vegna kvartana
neytenda.

- Skipulag/malsmedferd vegna tilkynninga
um aukaverkanir.

- Skipulag/malsmedferd vegna tilkynninga
um gollud lyf.

11. Gadastjérnunarkerfi.

- Gadastjérnun/tryggingakerfi/verklags-
reglur til pess ad tryggja vidvarandi not-
hefi og skilvirkni stefnumida, adferda,
leidbeininga og skipulags sem er beitt til
pess ad nd fram markmidum &detlunar-
innar um ad godir framleidsluhettir séu
vidhafoir, p. m.t. sampykki stadla og
arlegar uttektir og endurskodun.

Vidbaetir 5.
Pzettir azetlunar um gagnkvaema advorun.

. Skjol.

- Skilgreining 4 pvi hvad telst vera hettu-
/neydardstand og vid hvada adstedur er
naudsynlegt ad senda ut advorun.

- Stadladar verklagsreglur.

- Adferdir vid ad meta og flokka heilsufars-
hattu.

- Tungumadl bodskipta og upplysingamidl-
unar.

. Stjérnskipan pegar h@ttudstand skapast.
- Greining hettudstands og bodskiptaleidir.

- Stofnsetning tengilida.
- Adferdir vid skyrslugjof.
. Framfylgd.
- Adferdir vio eftirfylgd.
- Adferdir vid drbatur.
. Gadatryggingarkerfi.
- Aetlun um lyfjagat.
- Eftirlit/fylgst med pvi ad urbatur séu
gerdar.
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10. Surveillance Programme/Measures (used by

11.

firm and by regulatory authority)
- Sampling and audit procedures

- Recall monitoring (including effec-
tiveness controls and verifications of pro-
cedures)

- Consumer complaint system/procedures

- Adverse reaction reporting system/proce-
dures

- Drug product defect reporting system/
procedures

Quality Management Systems

- Quality management/assurance system/
procedures to ensure the ongoing suit-
ability and effectiveness of policies, pro-
cedures, guidelines and systems used to
achieve the objectives of the GMP com-
pliance programme, including establish-
ment of standards and annual audit and
review.

Appendix 5
Components of a “Two-way” Alert
Programme

Documentation

- Definition of a crisis/emergency and
under what circumstances an alert is
required

- Standard Operating Procedures (SOPs)

- Mechanism of health hazards evaluation
and classification

- Language of communication and trans-
mission of information

Crisis Management System

- Crisis analysis and communication mech-
anisms

- Establishment of contact points

- Reporting mechanisms

Enforcement Procedures

- Follow-up mechanisms

- Corrective action procedures

Quality Assurance System

- Pharmacovigilance programme

- Surveillance/monitoring of implementa-
tion of corrective action
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Tengilioir.

Tengilidir vegna taknilegra vafaatrida, t.d.
gagnkvaemrar midlunar skodunarskyrslna, pjalf-
unarndmskeida fyrir skodunarmenn, taknilegra
krafna, ad pvi er vardar samning pennan, eru sem
hér greinir:

[ Kanada:

Adalframkvemdastjori detlunar um lekninga-

vorur, heilbrigdismalardduneyti Kanada (The
Director General, Therapeutic Products Prog-
ramme, Health Canada), Holland Cross, (Loc-
ator3102D2), 1600 Scott Street, Ottawa, Ontario,
KI1A 1B6, Canada. Simi: 1 613 957 0369, bréfa-
simi: 1 613 952 7756, netfang: dann_michols
@hc-sc.gc.ca
og
tengilidur vegna teknilegra vafaatrida:
Stofnun samkvaemni-, detlana- og samramingar-
mdla, skrifstofa samkvaemni og framfylgdar
(Office of Compliance, Planning and Coordin-
ation, Bureau of Compliance and Enforcement);
simi: 613 954 0513; bréfasimi: 613 952 9805

og
i EFTA-rikjunum innan EES:

A Tslandi:

Lyfjaeftirlit rikisins
Eidistorgi 15

IS-170 Seltjarnarnes

Simi: +354 520 21 00
Bréfasimi:  +354 520 21 70

I Liechtenstein:

Amt fiir Lebensmittelkontrolle und Veterinér-
wesen

Kontrollstelle fiir Arzneimittel

Postplatz 2,

Postfach 37

FL-9494 Schaan

Liechtenstein
Simi:
Bréfasimi:

+423 236 73 25
+423 236 73 10

[ Noregi:
Heilbrigdismalastjérn Noregs
Skrifstofa lyfjamala

Norwegian Board of Health
Department of Pharmaceutical Services
P.O. Box 8128 Dep.

N-0032 Oslo
Simi:
Bréfasimi:

+47 2224 90 18
+47 22 24 90 17
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Contact Points

For the purpose of this agreement, the contact
points for any technical question, such as
exchange of inspection reports, inspectors train-
ing sessions, technical requirements, will be:

For Canada:

The Director General, Therapeutic Products
Programme, Health Canada, Holland Cross,
(Locator3102D2), 1600 Scott Street, Ottawa,
Ontario, K1A 1B6, Canada Telephone 1-613-
957-0369, Fax 1-613-952-7756,  e-mail
dann_michols@hc-sc.gc.ca

and

Contact point for technical questions:

Office of Compliance, Planning and Co-
ordination, Bureau of Compliance and En-
forcement; Tel: 613-954-0513; Fax: 613-952-
9805

and
For the EEA EFTA States:

For Iceland:

The State Drug Inspectorate
Lyfjaeftirlit rikisins
Eidistorg 15

IS-170 Seltjarnarnes

Tel.: +354.520.21.00
Fax.:  +354.520.21.70

For Liechtenstein:

Amt fiir Lebensmittelkontrolle und Veterinir-
wesen

Kontrollstelle fiir Arzneimittel

Postplatz 2,

Postfach 37

FL-9494 Schaan

Liechtenstein

Tel.: +423 236 73 25

Fax.: +423 236 73 10

For Norway:

Norwegian Board of Health
Department of Pharmaceutical Services
P.O. Box 8128 Dep.

N-0032 Oslo

Tel.: +47.22.24.90.18

Fax.:  +47.22.24.90.17



) Viobeaetir 6.
Afangi a pvi timabili pegar adgerdi til pess
ad vekja tiltri standa yfir.

Urskurdur sameiginlegu sérsvidanefndarinnar
um jafngildi detlana um ad godir framleidslu-
haettir séu vidhafdir fer fram { eftirfarandi premur
afongum:

1. Endurskodun og mat skjala (gagnkvem
midlun skjala).

- Lagagerningar  (reglugerdir/loggjof/til-
skipanir)/leidbeiningar um géda fram-
leidsluheaetti.

- Skodunardztlanir (gildissvid, stefnumid,
leidbeiningar, verklagsreglur).

- Stjornskipan pegar hattudstand skapast
(gildissvid, vidmidanir, stefnumid, leid-
beiningar, verklagsreglur).

- Krofur vegna skodunarskyrslna.

- Kerfi greiningarstofa.

- Advorunarskyrslur.

2. Mat 4 adferdum og verklagsreglum.

- Uttekt 4 skipan og verklagsreglum.

- Gagnkvaem midlun/mat 4 skyrslum.

- Eftirlit med advorunarkerfum, medal ann-
ars malsmedferd vid afturkollun.

- Sameiginleg skodun hjd framleidendum
til pess ad skera ur um jafngildi skodun-
aradferda.

- Skipti 4 skodunarménnum eda skipulag
sameiginlegra verkstofa (valkvatt).

3. Akvordunartaka um drangur af starfinu og
nidurstdodur.

- Mat 4 drangri af adgerdum til pess ad
vekja tiltrd.

- Adgerdir sem ber ad gripa til, préun val-
kosta og lausna { tengslum vid mal sem
eru til umfjollunar.

- Akvordun um hvada par til barar stofn-
anir fullnegja matsvidmidunum.

- Akvordun skilyrda og adferda sem gilda
um varanlegt vidhald vottunardetlunar-
innar (préa gedastjornunarkerfi, dttektar-
adferd og samrddsferli/vidvarandi skod-
anaskipti).
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Appendix 6
Phases of a Confidence Building Period

The determination of the equivalency of the

GMP compliance programmes by the Joint
Sectoral Group will be designed around the fol-
lowing three phases:

L.

Review and evaluation of documentation

(exchange of documentation)

- Legal Instruments (regulations/legisla-
tion/directives)/guidelines on GMPs

- Inspection programmes (scope, policies,
directives, procedures)

- Crisis management systems (scope, crite-
ria, policies, directives, procedures)

- Requirements for inspection reports

- Analytical laboratory systems

- Alert reports

Evaluation of processes and procedures

- Audit of systems and procedures

- Exchange/evaluation of reports

- Monitoring of alert systems including
handling of recalls

- Joint inspections of manufacturers to
determine equivalency of inspection
methods

- Exchange of inspectors or organization of
joint workshops (optional)

Decision making on the success of the exer-

cise and conclusions

- Evaluation of results of the confidence
building exercise

- Action to take, development of options
and solutions to address issues

- Determination of competent agencies that
meet evaluation criteria

- Establishment of the conditions and
mechanisms for on-going maintenance of
the certification programme (develop
quality management system, audit mech-
anism and a consultation/on-going dia-
logue process)
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Vidbaetir 7.
Vottord fyrir lyfjaframleidanda i skilningi samningsins um gagnkvaema vidurkenningu sam-
reemismats milli Kanada annars vegar og EFTA-rikjanna innan EES hins vegar.

Samkvamt beidni:

.................................................................................................................. *)

hinn ....... Joveei] e (dagsetning)

(EIVISUD ¢ttt ettt eete e e ve e te e e veestbeebeeebeessseenseesaneesbeesssaennes )

1ogbart yfirvald ........ccoooeeieniiiiniiiineeeeee (*%*) stadfestir eftirfarandi:

FEIAZID. ...ttt ettt sttt st st b e st b e s b e b et b e et saeenesaee et
sem hefur 16gformlega skradd heimiliSfang: ...........cccceoeriiriiriiiiieeeeee e

hefur verid heimilad, samkvamt tilskipun 75/319/EBE (16. gr.) (3. lidur XIII. kafla II. vidauka vid
EES-samninginn) og tilskipun 81/851/EBE (24. gr.) (5. lidur XIII. kafla II. vidauka vid EES-
samninginn) sem hafa verid teknar upp 1 innlenda 16gZJOT ......cccevvieeieriiriienieieeeeeeeeee (**),
undir tilvisunarnimeri heimildar sem gildir um pann framleidslustad(-stadi) sem hér greinir (og paer
profunarstofur sem verktakasamningar hafa verid gerdir vid, ef um per er ad raeda):

ad stunda pd starfsemi sem hér greinir:

+ fullframleidslu (***)
+ takmarkada framleidslu (***), p.e. (einstakan 1id bpeirrar starfsemi sem er heimilud):

eftirtalinna  LyfJavara: ...
handa moénnum / fyrir dyr (¥**).

Skodun hja pessum framleidanda, sidast hinn ..../..../.... (dagsetning), hefur leitt i 1jés ad félagid
uppfyllir krofur um géda framleidsluhetti sem um getur i samningi pessum um gagnkvaema

vidurkenningu samramismats milli Kanada og EFTA-rikjanna innan EES.

weeeed].... (dagsetning) Fyrir hond hins 16gbzra yfirvalds,

(Nafn og undirskrift 4byrgdaradila)

*) : hér skal feera inn ttflutnings- eda innflutningsfyrirtaeki eda yfirvald sem leggur fram beidni.
(*%) : hér skal fera inn nafn og land vidkomandi 16gbzrs yfirvalds.
(k) : strika ber tt pad sem ekki 4 vid.
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Appendix 7
Certificate of Pharmaceutical Manufacturer in the Framework of the Agreement on Mutual
Recognition Relating to Conformity Assessment between Canada, on the one hand, and the
EEA EFTA STATES, on the other

As requested by

on....... YISO (date)

the Competent Authority of .........ccccooeeiieninieninieieneeeee (**) confirms the following:

The COMPANY ....ninit e e
whose legally registered address 181 «...ouueeenirntit i

has been authorized, under Directive 75/319/EEC (Article 16) (EEA Agreement, Annex II,
Chapter XIII, point 3) and Directive 81/851/EEC (Article 24) (EEA Agreement, Annex II,
Chapter XIII, point 5) transposed in the national legislation of .......................o..

.......................................................... (**), under the authorisation reference number covering
the following site(s) of manufacture (and contract testing laboratories, if any):

to carry out the following operations:

+ complete manufacture (**%*)

+ partial manufacture (***), i.e. (detail of operations authorized):

for the following medicinal ProduCt: .........oovviiiitiitiiiieeeee et

for human use / use in animals (**%*).

From the knowledge gained during inspections of this manufacturer, the latest of which was
conducted on ..../..../.... (date), it is considered that the company complies with the Good
Manufacturing Practice requirements referred to in the Agreement on Mutual Recognition

relating to Conformity Assessment between Canada and the EEA EFTA States.

weeef o] ... (date) For the Competent Authority,

(Name and signature of the office responsible)

*) : insert exporting or importing firm or requesting authority
(*%) : insert name and country of the Competent Authority
(F#F) : delete that which does not apply
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1.2.

2.2.

VIDAUKI UM EINSTOK SERSVID
sem fjallar um lsekningataeki.

Tilgangur.

. Kanada og EFTA-rikin innan EES hafa

préad pennan vidauka um samra@mismat og
samkvemnivottun laekningatekja {1 pvi
skyni a0 efla tvihlida samstarf 4 svidi eftir-
lits med lekningatekjum, jafnframt pvi ad
greida fyrir heimsvidskiptum og vidhalda
heilbrigdi og oryggi ad somu hdu gedum i
16gsogu beggja samningsadila.

Vidauki pessi kallar enn fremur 4 préun
adstodu  fyrir varanleg samskipti/samrad
milli eftirlits- og/eda tilnefningaryfirvalda
og samr@&mismatsstofa hvers samningsadila
um sig { pvi skyni ad gera eftirlitsyfir-
voldum kleift ad skera dr um og vidhalda
jafngildi hefni peirra 4 svidi samre@mismats
lekningatekja og ad préa samvinnu um
arvekni ad lokinni markadssetningu.

Gildissvid og umfang.

. Vidauki pessi gildir um 61l laekningataki

sem eru had samremismati i Kanada eda
hverju EFTA-rikjanna innan EES um sig,
medal annars visinda- og teknilegu mati 4
dhattusomum lekningatekjum og mati 4
gadakerfum, af hdlfu samremismatsstofu.

Videigandi 16ggjof hvers samningsadila um
sig sker Ur um bpad vid hvada vorur er Aatt,
sem er:

a) { EFTA-rikjunum innan EES:

- tilskipun 90/385/EBE (7. lidur X.
kafla II. vidauka vid EES-samning-
inn) frd 20. juni 1990 um samram-
ingu laga adildarrikjanna um virk,
igredanleg  lazkningateki, med
dordnum breytingum;

- tilskipun 93/42/EBE (lidur 27a 1 IX.
kafla II. vidauka vid EES-samning-
inn, eins og hann er felldur inn med
akvordun nr. 7/94) fra 14. jani 1993
um lekningateki, med dordnum
breytingum.

b) 1 Kanada:

- 16g um matveali og lyf og reglugerdir
um lakningataeki (tillogur gerdar til
birtingar 1998), eins og peim er
breytt hverju sinni;

1.2
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SECTORAL ANNEX
on Medical Devices

Purpose

This Mutual Recognition Agreement
(MRA) annex on conformity assessment
and compliance certification pertaining to
medical devices has been developed by
Canada and the EEA EFTA States to
enhance bilateral medical device regulatory
cooperation while facilitating global trade
and maintaining the same high standards of
health and safety in both jurisdictions.
Furthermore, this Annex calls for the devel-
opment of an infrastructure for on-going
communications/consultations between Re-
gulatory and/or Designating Authorities and
Conformity Assessment Bodies of each
Party to enable regulators to determine and
maintain the equivalence of their medical
device conformity assessment capabilities
and to develop a cooperative approach to
post-market vigilance.

Scope and Coverage
This Annex applies to all medical devices
which in Canada or in each of the EEA
EFTA States are subject to conformity
assessment procedures, including scientific
technical evaluations of high risk medical
devices and quality systems assessments,
by a Conformity Assessment Body.
The product coverage shall be as deter-
mined by the relevant legislation of each
Party, which is:
(a) for the EEA EFTA States
- Directive 90/385/EEC (EEA Agree-
ment, Annex II, Chapter X, point 7)
of 20 June, 1990 on the approxima-
tion of the laws of the Member States
relating to active implantable med-
ical devices, as amended;
- Directive 93/42/EEC (EEA Agree-
ment, Annex II, Chapter IX, point
27a as inserted by Decision No 7/94)
of 14 June, 1993 concerning medical
devices, as amended.

(b) for Canada
- The Food and Drugs Act and
Medical Devices Regulations (pro-
posed for promulgation 1998) as
amended from time to time;
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- kanadisku rafmagnslogin (med peim
hatti sem pau tengjast lakninga-
tekjum);

- 16g og reglugerdir um taeki sem hafa
utgeislun, eins og peim er breytt
hverju sinni (med peim hetti sem
pau tengjast lekningatekjum).

Vidaukinn gildir, samt sem adur, ekki

um eftirtaldar vorur:

- lekningataeki til greiningar { glasi;

- teki sem hafa ad geyma efni sem er
6adskiljanlegur hluti peirra og lita
ma 4 sem lyfjavoru sé pad notad eitt
og sér;

- brjostaigredlinga;

- lekningateki sem hafa ad geyma
vefi ir monnum eda dyrum.

Lakningateki, sem hafa ad geyma vefi ur
dyrum og sé sliku teki @tlad ad komast {
snertingu vid 6skaddada hud einvordungu,
verda po6 felld undir gildissvid pessa vid-
auka um einstok sérsvid.

Kanada annars vegar og hvert EFTA-rikj-
anna innan EES hins vegar geta engu ad
siour dkvedid, med gagnkvaemu samkomu-
lagi, ad rymka gildissvid pessa vidauka til
ad pad ndi til fyrrnefndra l&ekningatakja eda
hvada annarra lekningatakja sem er ad pvi
marki sem slik dkva0i er a0 finna { samn-
ingnum um gagnkvema vidurkenningu {
tengslum vid samra@mismat milli Kanada og
Evrépubandalagsins.

Tranadarkvadir.

. Hver samningsadili um sig mun gata pess

ad dopinberar trinadarupplysingar um mal-
efni teknilegs, vidskiptalegs og visindalegs
edlis, medal annars vidskiptaleyndarmal og
einkamdl vidkomandi adila sem hinn samn-
ingsadilinn latur { té, séu ekki birtar opin-
berlega.

Hver samningsadili um sig askilur sér rétt
til pess ad birta opinberlega nidurstodur
skyrslna um samr@mismat pegar adstedur
skapast sem geta haft dhrif 4 almannaheil-
brigdi og Oryggi.

Lausn agreinings.

. Agreiningi, sem eftirlitsyfirvold 4 svidi

lekningatekja hafa ekki leyst sin 4 milli,
verdur visad til sameiginlegu sérsvida-
nefndarinnar til lausnar. Sé sameiginlega
sérsvidanefndin o6fer um ad leysa fyrr-
nefndan 4greining getur hlutadeigandi

3.1
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- the Canadian Electrical Code (as it
relates to medical devices);

- the Radiation Emitting Devices Act
and Regulations as amended from
time to time (as they relate to med-
ical devices).

It shall not, however, apply to the fol-

lowing products:

- in vitro diagnostic medical devices

- devices incorporating, as an integral
part, a substance which, if used sep-
arately, may be considered to be a
medicinal product

- breast implants

- medical devices incorporating tissues
of human or animal origin.

However, medical devices incorporating
tissues of animal origin and where the
device is intended to come into contact with
intact skin only, will be included within the
scope of this Sectoral Annex.

Canada, on the one hand, and each of the
EEA EFTA States, on the other, may, how-
ever, decide by common agreement, to
extend the application of this Annex to the
aforementioned or any other medical
devices to the extent that such provisions
are included in the Mutual Recognition
Agreement in relation to conformity assess-
ment between Canada and the European
Community.

Confidentiality

Each Party will protect from public disclo-
sure any non-public confidential technical,
commercial and scientific information,
including trade secrets and proprietary
information provided by the other Party.

Each Party reserves the right to make pub-
lic the results of any conformity assessment
reports in situations in which public health
and safety may be affected.

Resolution of Divergent Views

Divergent views which have not been
resolved between the regulatory authorities
for medical devices will be referred to the
Joint Sectoral Group for resolution. In the
event that the Joint Sectoral Group is unable
to resolve these divergent views, the con-
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samningsadili lagt malid fyrir sameiginlegu
nefndina.

5. Stjérnunaradferdir.

5.1. Sameiginlegri sérsvidanefnd verdur komid
4 fot 1 pvi skyni ad annast framkvamd pessa
vidauka um einstok sérsvid. Hlutverk
nefndarinnar verdur ad skilgreina, koma 4
og leggja mat 4 adferdir vid og datlanir um
samremismat, ad koma 4 datlun um gagn-
kvaema advorun, ad annast framkvaemd
timabils adgerda til pess ad vekja tiltrd og
ad skilgreina daztlun um ad vidhalda og
treysta dframhaldandi rekstur samningsins
um gagnkvama vidurkenningu. I nefndinni
eiga sa@ti fulltrdar heilbrigdismalaradu-
neytis Kanada og fulltrdar 16gberra yfir-
valda EFTA-rikjanna innan EES og gegnir
fulltrdi Kanada annars vegar og fulltrii
EFTA-rikjanna innan EES hins vegar for-
mennsku { henni sem er sameiginleg.

6. Adlogunartimabil.
6.1. Timarammi.

Timabil adgerda til pess ad vekja tiltrd hefst
vid undirritun samningsins um gagnkvama vid-
urkenningu og pess er vanst ad pvi ljiki innan
18 ménada.

6.2. Aetlun um ad vekja tiltrd.

Sameiginlega sérsvidanefndin mun, { upphafi
adlogunartimabilsins, semja sameiginlega detlun
um ad vekja tiltrd (leidbeiningar veittar {
fylgiskjali 3). Framkvemd pessarar dztlunar skal
gera Kanada annars vegar og hverju EFTA-rikj-
anna um sig hins vegar kleift ad framkvama
samremismat { samremi vid krofur og verklag
hins samningsadilans er { hlut 4. Utkoman skal
hafa hagnyta pydingu fyrir dkvardanir er varda
framkvamdadfangann.

Eftirtaldar adgerdir og starfsemi skulu felast {
dztluninni um ad vekja tiltra:

a) skipulagning madlstofa { pvi skyni ad upplysa
eftirlits-/tilnefningaryfirvold og samramis-
matsstofur um reglukerfi, stjérnsyslumals-
medferd og -krofur hvers samningsadila um
sig;

b) starfreksla verkstofa sem er @tlad ad studla
ad sameiginlegum skilningi eftirlits-/tilnefn-
ingaryfirvalda og gagnkvemri midlun upp-
lysinga millum peirra um krofur og verklag
ad pvi er vardar tilnefningu og eftirlit med
samramismatsstofum;
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cerned Party may bring the matter to the
attention of the Joint Committee.

5. Management Mechanism

5.1 A Joint Sectoral Group will be established
for the purposes of management of this
Sectoral Annex. Its role will be to make
decisions concerning the definition, estab-
lishment, and evaluation of conformity
assessment procedures and programmes,
the establishment of the “two-way” alert
programme, the management of the confi-
dence building period and the definition of
a maintenance program supporting the con-
tinued operation of the MRA. The Group
will include representatives of Health
Canada and of the Competent Authorities of
the EEA EFTA States and will be co-
chaired by a representative of Canada, on
the one hand, and a representative of the
EEA EFTA States, on the other.

6. Transition Period
6.1 Time Frame

The confidence building period will com-
mence upon the signing of the MRA and is

expected to be completed within 18 months.

6.2 Confidence Building Programme
At the beginning of the transitional period, the

Joint Sectoral Group will elaborate a joint confi-

dence building programme (guidance provided

in Attachment 3). The implementation of this
program shall establish the capability of Canada,
on the one hand, and each of the EEA EFTA

States, on the other, to perform conformity

assessments in compliance with the requirements

and procedures of the other Party concerned. The
evidence shall provide practical relevance to the
decisions regarding the operational phase.

The confidence building programme should
include the following actions and activities:

a) The organization of seminars aiming to
inform Regulatory/Designating Authorities
and Conformity Assessment Bodies on each
Party’s regulatory system, procedures and
requirements;

b) The conduct of workshops aiming to provide,
for Regulatory/Designating Authorities, a
common understanding and exchange of
information regarding requirements and pro-
cedures for the designation and surveillance
of Conformity Assessment Bodies (CABs);
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¢)

d)

e)

2)

h)

ad pvi er vardar visinda- og taknilegt mat
verdur gerdur innri samanburdur sem er folg-
inn i samhlida mati (tvofalt mat af handa-
hoéfi), sem samre@mismatsstofa 4 hverju land-
svaedi um sig framkvamir, 4 pvi hvort tiltek-
inn framleidandi uppfylli teknilega séd
krofur vantanlegs markadar fyrir umradd
teeki. Til samanburdar skal midla, med gagn-
kvemum hetti, fullfrigengnum skyrslum og
tilmaelum. Stofnunin, sem hefur med® vidkom-
andi markad ad gera, getur gefid ut samrem-
isvottord medan fyrrnefndur innri saman-
burdur stendur yfir. Samanburdurinn skal
gerdur 4 grundvelli drtdoku negilegs fjolda til-
vika, sem dreifast um svid o6likra tengla vid
dha@ttusama tekni, med patttoku eftirlits-/til-
nefningaryfirvalda og samra@mismatsstofa
hvers samningsadila um sig. Kanada og hvert
EFTA-rikjanna innan EES um sig geta 6skad
eftir vidbotarstadfestingu 4 haefi eftirlits-/til-
nefningaryfirvalda og samre&mismatsstofa;

ad pvi er vardar mat 4 gedakerfum, fram-
kvemd innri samanburdar sem er félginn {
patttoku  eftirlits-/tilnefningaryfirvalda  {
dttektum sem samraemismatsstofur hins
samningsadilans, er { hlut 4, framkvaema 4
grundvelli krafna hans. Gerdur verdur saman-
burdur 4 framkvaemd uttektar og tttektarad-
ferdum og -skyrslum. Innri samanburdur skal
gerdur 4 grundvelli drtdoku negilegs fjolda til-
vika, sem dreifast um svid olikrar teekni, med
patttoku  eftirlits-/tilnefningaryfirvalda og
samremismatsstofa hvers samningsadila um
sig. Kanada og hvert EFTA-rikjanna innan
EES um sig geta 6skad eftir vidbotarstadfest-
ingu 4 hafi eftirlits-/tilnefningaryfirvalda og
samramismatsstofa;

utfaersla, proun og préfun gagnkvaems advor-
unarkerfis (sja leidbeiningar { fylgiskjali 4);

stofnun tengilida milli eftirlits-/tilnefningar-
yfirvalda og samr@mismatsstofa samnings-
adilanna;

patttaka { fundum par sem skipst er 4 upp-
lysingum med sérstakri dherslu 4 samramis-
mat og arvekni, medal annars pétttaka { ndm-
skeidum starfsmanna. Einnig verdur hvatt til
starfsmannaskipta; og

medan dxtlunin um ad vekja tiltrd stendur
yfir og pegar einn samningsadili hefur 6dlast
nagilega tiltrd 4 matsadferdir og -nidurstddur

9

d)

e)

)

h)
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For scientific technical evaluations, an inter-
comparison exercise which would consist of
parallel evaluations (double blind evalua-
tions), made by the Conformity Assessment
Body in each territory, of a manufacturer’s
technical submission against the require-
ments of the intended market for that device,
will be undertaken. Full reports and recom-
mendations shall be exchanged for compari-
son. A certificate of compliance can be
issued by the body responsible for the rele-
vant market during this inter-comparison
study. The inter-comparison study should
take place on a sampling basis comprising a
sufficient number of cases spread over the
range of different medium to high-risk tech-
nologies with the involvement of each
Party’s Regulatory/Designating Authorities
and CABs. Additional evidence with respect
to the competency of Regulatory/Designating
Authorities or CABs can be requested by
Canada and any of the EEA EFTA States;
For quality systems assessments, an inter-
comparison exercise which would consist of
the participation of Regulatory/Designating
Authorities in audits carried out by CABs of
the other Party concerned on the basis of
requirements of that Party. Audit manage-
ment, methods and reports will be compared.
The inter-comparison study should take place
on a sampling basis comprising a sufficient
number of cases spread over the range of dif-
ferent technologies with the involvement of
each Party’s regulatory/designating authori-
ties and CABs. Additional evidence with
respect to the competency of Regula-
tory/Designating Authorities or CABs can be
requested by Canada and any of the EEA
EFTA States;

The design, development and testing of a
two-way alert system (see guidance in
Attachment 4);

The establishment of contact points between
Regulatory/Designating ~ Authorities  and
CABs of the Parties;

The participation in information exchange
meetings with particular focus on conformi-
ty assessment and vigilance, including par-
ticipation in staff training sessions. The
exchange of staff will also be encouraged;
and

During the confidence building programme,
where one Party has developed sufficient
confidence in the evaluation methods and
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annars getur s fyrrnefndi, ad eigin dkvordun,
utbuid videigandi samraemisskjal sem veitir
markadsadgang 1 eigin 16gsdgu, sem byggist
4 matsskyrslum annars samningsadila, an
pess ad farid sé ad 6llum krofum.

Leggja ber pa merkingu { patttdku { starfsemi,
sem um getur { c- og d-lidum, ad um sé ad
reda leid til pess ad leggja fram, sem fyrir-
mynd, vidbotarstadfestingu { tengslum vid til-
nefningu samre@mismatsstofa og eftirlit med
peim.

6.3. Fjarhagsiatlun.
Sérhver adili ad samningnum um gagnkvema

vidurkenningu er dbyrgur fyrir kostnadi vegna
patttoku sinnar i ath6fnum sem mida ad pvi ad
vekja tiltrd.

6.4. Lok adlogunartimabils.
Sameiginlega sérsvidanefndin mun, eigi sidar

en 18 madnudum eftir ad samningur pessi 60last
gildi, meta sameiginlega pd reynslu sem hefur
verid aflad. Matid mun taka til nothafis sameig-
inlegu dztlunarinnar um ad vekja tiltrd, hefis eft-
irlits-/tilnefningaryfirvalda og hefis tilnefndra
samramismatsstofa.

Tilmeli um ad skrd samremismatsstofur {
fylgiskjal 2 pessa vidauka skulu koma fra eftir-
lits-/tilnefningaryfirvoldum, sem eru patttak-
endur og skrad { fylgiskjal 1, og beinast ad sam-
eiginlegu sérsvidanefndinni og byggjast 4 nidur-
stodum datlunarinnar um ad vekja tiltrd. Sam-
remismatsstofur, sem sameiginlega sérsvida-
nefndin hefur sampykkt, verda skrddar i fylgi-
skjal 2 4samt dbendingu um sérpekkingu peirra 4
svidi samr@mismats og pau teknisvid vidvikj-
andi lekningatekjum sem par eru vidurkenndar
vegna. Tilsvarandi eftirlits-/tilnefningaryfirvald,
sem ber abyrgd 4 tiltekinni samremismatsstofu,
verdur og skrad i fylgiskjal 2. Tillogur um ad tak-
marka vidurkenningu 4 hafi samramismatsstofa
skulu byggdar 4 hlutlegum sénnunargdgnum og
vera skjalfestar. Sameiginlega sérsvidanefndin
getur melst til pess ad samremismatsstofa verdi
ekki skrad { fylgiskjal 2 ad pvi tilskildu ad fyrir
liggi skjalfestar sannanir sem syni ad hlutadeig-
andi stofa sé vanheef. Samramismatsstofur, sem
hafa verid ttilokadar, geta sott um ad stada peirra
verdi endurmetin eftir ad naudsynlegar urbatur
hafa verid gerdar og pad stadfest.

Hafi ekki nddst samkomulag um eitthvert
peirra mala, sem um getur hér ad framan, { sam-
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results of the other, it may at its own discre-
tion, establish the relevant document of com-
pliance permitting market access for its own
jurisdiction based on the evaluation reports
of another Party without the full submission.
Participation in activities referenced under c)
and d) should be understood as means to pro-
vide, on an exemplary basis, supplementary
evidence in relation to the process of desig-
nation and surveillance of CABs.

6.3 Budget
Each of the Parties to the MRA will be respon-

sible for the costs of its participation in the con-
fidence building activities.

6.4 End of Transition Period

No later than 18 months after the entry into
force of this Agreement, the Joint Sectoral Group
shall proceed to a joint evaluation of the experi-
ence gained. This evaluation will cover the ade-
quacy of the confidence building programme, the
capabilities of Regulatory/Designating Aut-
horities and the capabilities of the designated
Conformity Assessment Bodies.

Recommendations to list CABs in Attachment
2 of this Annex shall be made by participating
Designating/Regulatory Authorities, listed in
Attachment 1, to the Joint Sectoral Group on the
basis of the results of the confidence building
programme. Conformity Assessment Bodies that
have been accepted by the Joint Sectoral Group
will be listed in Attachment 2 with an indication
of their specific conformity assessment expertise
and the fields of medical device technologies for
which they are recognized. The corresponding
Regulatory/ Designating Authority responsible
for a CAB will also be listed in Attachment 2.
Proposals to limit the recognition of capabilities
of CABs should be based on objective evidence
and documented. The Joint Sectoral Group may
recommend that a CAB not be listed in
Attachment 2, provided there is documented evi-
dence demonstrating its lack of capabilities.
Excluded CABs may apply for reconsideration
of their status once the necessary corrective mea-
sures have been taken and confirmed.

Where no agreement on any of the above mat-
ters has been reached in the Joint Sectoral Group,
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eiginlegu sérsvidanefndinni verdur mélinu visad
til sameiginlegu nefndarinnar samkvamt ramma-
samningnum.

Samningsadilarnir skulu hefja framkvemda-
afangann ad pvi tilskildu ad samra@mismatsstofa
frd hverjum samningsadila um sig sé talin upp {
fylgiskjali 2.

Vidaukinn um einstok sérsvid verdur einnig
endurskodadur { lok adlégunartimabilsins til pess
ad unnt sé ad taka tillit til frampréunar eftirlits
hja hverjum samningsadila um sig. Taka ber til
athugunar eina uttekt 4 pekkt/mati/gedakerfum
sem uppfyllir samtimis krofur { hverri 16gsogu
um sig.

7. Framkvaemdaafangi.
7.1. Almennar skuldbindingar.

Akvadi pessa lidar gilda einvrdungu um sam-
remismat sem samraemismatsstofur, sem eru
vidurkenndar samkvemt pessum vidauka um
einstok sérsvid, framkvaema 4 vidkomandi land-
svaedum { Kanada annars vegar og hverju EFTA-
rikjanna innan EES um sig hins vegar.

EFTA-rikin innan EES og Kanada eru sam-
madla um ad hver samningsadili um sig muni, ad
pvi er vardar lekningateki sem vidauki pessi
fjallar um, vidurkenna nidurstodur samremis-
mats, sem annar samningsadili framkvamir, og
samkvamnivottord, sem samramismatsstofa
annars samningsadila veita, an pess ad frekara
endurmat fari fram.

AD pvi er vardar mat med tilliti til krafna hvers
EFTA-rikis innan EES um sig skal heilbrigdis-
malaraduneyti Kanada, samraemismatsstofur,
sem Kanada tilnefnir, eda adrar samremismats-
stofur, sem EFTA-riki innan EES vidurkennir ad
séu til pess barar, stadfesta nidurstodur samram-
ismats, eins og um getur { tilskipununum um virk,
igredanleg laekningateki og lekningateki, og
gefa 1t videigandi samramisvottord. Abyrg yfir-
vold 1 EFTA-rikjunum innan EES munu sam-
bykkja, an frekara endurmats, vottunina sem
sonnun pess ad dkvaedum vidkomandi evropskra
tilskipana, sem ber ad uppfylla 4dur en vara er
sett 4 markad, sé hlitt.

AD pvi er vardar mat med tilliti til krafna Kan-
ada skulu samrazmismatsstofur EFTA-rikjanna
innan EES eda adrar samramismatsstofur, sem
Kanada vidurkennir ad séu til pess berar, stad-
festa nidurstodur athugunarinnar og leggja fyrir
heilbrigdismdlaraduneyti Kanada  studnings-
skyrslu 1 styttu formi dsamt samramisvottordi
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the matter will be referred to the Joint Committee
under the Framework Agreement.

The Parties shall enter into the operational
phase provided that there is representation of
each Party’s CABs in Attachment 2.

The Sectoral Annex will also be re-examined
at the end of the transitional period to take
account of the regulatory evolution of each Party.
Consideration shall be given to a single submis-
sion/evaluation/quality ~ systems  assessment
which simultaneously satisfies the requirements
of each jurisdiction.

7. Operational Phase
7.1 General Obligations

The provisions of this Section will apply only
to conformity assessment carried out in the
respective territories of Canada, on the one hand,
and of each of the EEA EFTA States, on the
other, by Conformity Assessment Bodies recog-
nized under this Sectoral Annex.

The EEA EFTA States and Canada agree that,
for medical devices covered by this Annex, each
Party will recognize the conclusions of the con-
formity assessment carried out by another Party
and the certificate of compliance granted by the
Conformity Assessment Body of another Party,
without further re-assessment.

For evaluation against the requirements of
each EEA EFTA State, Health Canada,
Conformity Assessment Bodies designated by
Canada or other Conformity Assessment Bodies
recognized as competent by an EEA EFTA State
shall establish the conclusions of completed con-
formity assessments as referred to in the Active
Implantable Medical Device and the Medical
Device Directives, and issue the appropriate cer-
tificate of compliance. The responsible authori-
ties in the EEA EFTA States will, without any
further re-assessment, accept the certification as
evidence of compliance with the premarket
requirements of the relevant European Direc-
tives.

For evaluating against Canadian requirements,
the CABs of the EEA EFTA States or other
Conformity Assessment Bodies recognized as
competent by Canada shall establish the conclu-
sions of the examination and submit to Health
Canada an abbreviated supporting report and cer-
tificate of compliance which includes such con-
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par sem nidurstédurnar eru tiundadar. Heilbrigd-
ismalaraduneyti Kanada mun, 4 grundvelli pess-
ara skjala og 4n frekara endurmats, sampykkja
vottunina sem sonnun pess ad dkvaedum kanad-
iskra reglugerda um lakningataki, sem ber ad
uppfylla 4dur en vara er sett 4 markad, sé hlitt.

Kanada annars vegar og hvert EFTA-rikjanna
innan EES um sig hins vegar skal, ad framlagdri
rokstuddri beidni par um, gera hinum samnings-
adilanum, er { hlut 4, kleift ad ndlgast allar upp-
lysingar sem hafa verid yfirfarnar sem lidur {
mati 4 lekningatekjum med dtgafu samkvamni-
vottorda { huga.

Kanada annars vegar og hvert EFTA-rikjanna
innan EES um sig hins vegar 4skilur sér rétt til
pess ad véfengja, hven®r sem er, upplysingar
vidvikjandi tilnefningarferlinu eda framkvaemd
samremismats med tilliti til peirra krafna sem
eru gerdar samkvaemt eftirlitsfyrirkomulagi pess.
Kanada annars vegar og hvert EFTA-rikjanna
innan EES um sig hins vegar dskilur sér enn
fremur rétt til pess ad framkvama sitt eigid sam-
remismat af dstedum sem hinum samningsadil-
anum, er { hlut 4, er gerd grein fyrir. Rokstudn-
ingur fyrir slikum uttektum skal byggdur 4 skjal-
festum sonnunum og tilkynna ber hinum samn-
ingsadilanum, er { hlut 4, fyrirfram um malid. Pad
skal heyra til undantekninga ad gripid sé til slikra
uttekta.

7.2. Maélsmedferd vid tilnefningu samremis-
matsstofa.

Malsmedferd, sem tilnefningaryfirvoldum
hvers samningsadila um sig ber ad fylgja pegar
tilnefna 4 samremismatsstofur, skal vera { sam-
remi vid vidmidanirnar sem melt er fyrir um {
reglugerdum eda leidbeiningum hins samnings-
adilans er { hlut 4 (valfrjdlsar leidbeiningar er ad
finna 1 fylgiskjali 5).

7.3. Skipst 4 upplysingum.

Kanada annars vegar og hvert EFTA-rikjanna
innan EES um sig hins vegar munu skiptast 4
6llum naudsynlegum upplysingum, i samrami
vid almenn dkvedi vidaukans, { pvi skyni ad
skera dir um og vidhalda jafngildi samreemismats-
adferda. Hver samningsadili um sig mun auk
pess deila med hinum samningsadilunum upp-
lysingum sem eiga rét ad rekja til reglukerfis
hans og hafa pydingu fyrir framkvemd samrem-
ismats (p.e. leidbeiningaskjol, utgafur tilvisana til
stadla, eydublod, skjol er varda beitingu laga-
akvada). Hver samningsadili um sig skal veita
eftirlits-/tilnefningaryfirvéldum og samramis-

2. febrtar 2001

clusions. Based on these documents, and without
any further re-assessment, Health Canada will
accept the certification as evidence of compli-
ance with the premarket requirements of the
Canadian Medical Devices Regulations.

Canada, on the one hand, and each of the EEA
EFTA States, on the other, shall make available
to the other Party concerned, upon reasoned
request, any information which has been
reviewed as part of the assessment of a medical
device for the purpose of issuing certificates of
compliance.

Canada, on the one hand, and each of the EEA
EFTA States, on the other, reserves the right, at
any time, to question information with respect to
the designation process or the performance of
conformity assessments against the requirements
of its regulatory regime. Furthermore, Canada,
on the one hand, and each of the EEA EFTA
States, on the other, reserve the right to conduct
its own conformity assessments for reasons iden-
tified to the other Party concerned. Justification
for such audits shall be based on documented
evidence and notification is to be provided in
advance to the other Party concerned. Recourse
to such audits should be an exception.

7.2 Procedures for Designation of CABs

The procedures to be followed by the
Designating Authorities of each Party in desig-
nating CABs shall respect the criteria laid down
in the regulations or guidelines of the other Party
concerned (non-binding guidance is provided in
Attachment 5).

7.3 Information Sharing

In accordance with the general provisions of
the Annex, Canada, on the one hand, and each
of the EEA EFTA States, on the other, will
exchange all information necessary to determine
and maintain equivalence of conformity assess-
ment procedures. In addition, each Party shall
share with the other Parties information generat-
ed within the framework of its regulatory system
which is relevant for the operation of conformi-
ty assessment procedures (i.e. guidance docu-
ments, publications of references to standards,
forms, documents relating to the application of
legal requirements). Each Party shall associate
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matsstofum adild ad adgerdum 4 svidi upp-
lysingaskipta og midlunar reynslu.

Allir, sem eiga patt 1 framkvemd pessa vid-
auka um einstok sérsvid, munu, vid sérstakar
adstedur og einkum ef neyOardstand skapast,
leitast vid ad utvega med skjotum haetti 61l skjol
sem hlutadeigandi samningsadili eda -adilar dska
eftir.

7.4. Gagnkvaemt advorunarkerfi.
Sameiginlega sérsvidanefndin mun tryggja ad

skilvirkt og gagnkvemt advorunarkerfi sé avallt
tiltekt. Frumpattum kerfisins er lyst { fylgiskjali
4.

Kanada annars vegar og hvert EFTA-rikjanna
innan EES um sig hins vegar skal tilkynna hinum
samningsadilanum, er { hlut 4, um sérhverja stad-
festa skyrslu um vandkvadi, um trbatur eda aft-
urkdllun sem tengist vorum sem pad hefur metid
samkvemt skilmdlum samnings pessa. Hver
samningsadili um sig mun svara sérstokum
beidnum um upplysingar um einstok teki og
mun sjd til pess ad tilnefnd yfirvold pess og sam-
remismatsstofur hafi handberar videigandi upp-
lysingar um fyrrnefnd teki sé eftir peim leitad.

Eftirlitsyfirvoldin, sem vidauki pessi um ein-
stok sérsvid fjallar um, bera dbyrgd a pvi ad
tryggt sé ad timabundid afndm eda 6gilding sam-
kvaemnivottords (ad ollu leyti eda ad hluta) sé til-
kynnt samningsadilanum eda -adilunum, er { hlut
eiga, an tafar.

1.5. Gjold.

Fyrirkomulag vegna skraningar- eda samram-
ismatsgjalda fer eftir stadsetningu framleidanda.
Aztlanir um endurheimt kostnadar og gjold
vegna utgdfu samkvaemnivottords i hverri 16g-
sogu um sig verda afram 4 dbyrgd vidkomandi
adila { fyrrnefndri 16gsogu. Kanada eda EFTA-
rikin innan EES munu ekki leggja samraemis-
matsgjold 4 framleidendur sem eru stadsettir 4
landsvadi hins samningsadilans, er { hlut 4, hafi
samramismatsstofa, sem er stadsett 4 landsvadi
hlutadeigandi samningsadila, framkvaemt sam-
reemismatio.

7.6. Eftirlit med framkvaemd samningsins.
Stodugt eftirlit med jafngildi tilnefningarad-

ferda og samremismats vegna krafna hvers
samningsadila um sig, sem hafa verid urskurd-
adar jafngildar 1 lok pess timabils er adgerdir til
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Regulatory/Designating Authorities and Con-
formity Assessment Bodies of the other Party
concerned in activities of exchange of informa-
tion and experience.

In special cases, particularly in emergency sit-
uations, all those involved in the implementation
of this Sectoral Annex will endeavour to provide
all documentation requested by the Party or
Parties concerned in an expeditious manner.

7.4 Two-way Alert System

The Joint Sectoral Group will ensure that an
efficient and effective “two-way” Alert System
is in place at all times. Elements of such a sys-
tem are described in Attachment 4.

Canada, on the one hand, and each of the EEA
EFTA States, on the other, shall notify the other
Party concerned of any confirmed problem
reports, corrective actions, or recalls related to
products that it has evaluated under the terms of
this Agreement. Each Party will respond to spe-
cial requests for information on particular
devices and will ensure that its Designated
Authorities and Conformity Assessment Bodies
make available relevant information on these
devices, as requested.

It shall be the responsibility of the Regulatory
Authorities covered by this Sectoral Annex to
ensure that any suspension or cancellation (total
or partial) of a certificate of compliance is imme-
diately communicated to the Party or Parties con-
cerned.

7.5 Fees

The regime of registration or conformity
assessment fees is determined by the location of
the manufacturer. The cost recovery programmes
and the fees pertaining to the issuance of a cer-
tificate of compliance in each jurisdiction will
remain the responsibility of that jurisdiction.
Conformity assessment fees will not be charged
by Canada or any of the EEA EFTA States to
manufacturers located on the territory of the
other Party concerned, where the conformity
assessment was conducted by a Conformity
Assessment Body located in concerned Party’s
territory.

7.6 Monitoring of the Agreement

The continuous monitoring of the equivalency
of designation processes and conformity assess-
ments for each Party’s requirements that have
been determined to be equivalent at the conclu-
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pess ad vekja tiltra stédu yfir, og sidari dkvard-
anir um jafngildi skal fara fram eda skulu teknar
i samremi vid adgerdir sem eru prdadar og
stjornad { sameiningu og sndast um ad vidhalda
jafngildi og koma pvi { framkvemd. Sameigin-
lega sérsvidanefndin mun annast framkvaemd
pessara adgerda.

Samningsadilar skuldbinda sig til pess ad hafa
reglulega samrad sin 4 milli, innan sameiginlegu
sérsvidanefndarinnar sem er komid 4 f6t sam-
kvaemt pessum vidauka um einstok sérsvid, { pvi
skyni ad tryggja dframhaldandi gildi og areidan-
leika pessa vidauka um einstok sérsvio. Eftirlits-
/tilnefningaryfirvoldin  og samra@mismatsstof-
urnar munu skipuleggja fundi til pess ad fjalla um
sérstok vafaatridi og malefni.

Samramismatsstofur og eftirlits-/tilnefningar-
yfirvold skulu taka afram patt { vidhaldsad-
gerdum, sem sameiginlega sérsvidanefndin tekur
akvordun um og rdmast innan ramma pessa vio-
auka, { pvi skyni ad vidhalda st6du sinni sam-
kvemt pessum vidauka eins og fram kemur {
fylgiskjali 2.

Samningsadilar geta 6skad eftir ad eftirlits-/til-
nefningaryfirvoldum eda samra@mismatsstofum
verdi beatt vid fylgiskjal 2. Malsmedferd, pegar
sampykkja 4 ny eftirlits-/tilnefningaryfirvold, er
eins og lyst verdur { sameiginlegu dztluninni um
a0 vekja tiltrd. Samremismatsstofum verdur batt
vid fylgiskjal 2 ad fram komnum tilmalum
eftirlits-/tilnefningaryfirvalds og sameiginlegri
akvordun sameiginlegu sérsvidanefndarinnar.

7.7. Tengilidir.

Tengilidir eru tilgreindir til pess ad gera eftir-
litsyfirvoldum og framleidendum kleift ad
upplysa eftirlitsyfirvold hins samningsadilans, er
i hlut 4, 1 teka tid um galla, afturkallanir og
ozskileg tilvik sem gatu kallad 4 aukid eftirlit
eda ad dreifingu vidkomandi voru verdi hett um
stundarsakir eda ad samkvaemnivottord verdi
numid ur gildi timabundid eda 6gilt.

Tengilidir eru, ad pvi er vardar samning
pennan, sem hér greinir:
i Kanada:
Stjornarskrifstofa lekningavara, heilbrigdismaéla-
raduneyti Kanada (The Thereputic Products Dir-
ectorate, Health Canada); og

i EFTA-rikjunum innan EES:
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sion of the confidence building program, and any
subsequent decisions concerning that equiva-
lence, must be made according to mutually
developed and managed equivalence mainte-
nance and implementation activities. This will be
managed by the Joint Sectoral Group.

The Parties will undertake to hold regular con-
sultations, within the Joint Sectoral Group set up
under this Sectoral Annex to ensure the contin-
ued relevancy and accuracy of this Sectoral
Annex. The Regulatory/Designating Authorities
and Conformity Assessment Bodies will orga-
nize meetings to discuss specific questions and
issues.

Conformity Assessment Bodies and Re-
gulatory/Designating Authorities must continue
participation in maintenance activities, as estab-
lished by the Joint Sectoral Group, within the
framework of this Annex in order to maintain
their status under this Annex as indicated in
Attachment 2.

Parties may request the addition of Regulatory/
Designating Authorities or Conformity Ass-
essment Bodies to Attachment 2. The procedure
for the acceptance of new Regulatory/De-
signating Authorities will be as described in the
confidence building programme. Conformity
Assessment Bodies will be added to Attachment
2 upon recommendation from a Regulatory/
Designating Authority and joint decision by the
Joint Sectoral Group.

7.7 Contact Points
Contact points are identified in order to permit
Regulatory Authorities and manufacturers to
inform the Regulatory Authorities of the other
Party concerned with the appropriate speed in
case of quality defects, recalls, and adverse inci-
dents, which could necessitate additional con-
trols or, suspension of the distribution of the
product or, suspension or cancellation of a cer-
tificate of compliance.
For the purpose of this agreement, the contact
points will be:
for Canada:
The Thereputic Products Directorate, Health
Canada; and

for the EEA EFTA States:
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4 Islandi:

Heilbrigdis- og tryggingamalaraduneytid
Laugavegi 116

IS-150 Reykjavik

Simi: +354 560 97 00
Bréfasimi: ~ +354 551 91 65

i Liechtenstein:

Amt fiir Lebensmittelkontrolle und Veterinir-
wesen

Kontrollstelle fiir Arzneimittel

Postplatz 2,

Postfach 37

FL-94-94 Schaan

Liechtenstein
Simi:
Bréfasimi:

+423 236 73 25
+423 236 73 10

i Noregi:
Heilbrigdismalastjorn Noregs
(Skrifstofa lyfjaméla)
Norwegian Board of Health
(Medical Devices Section)
P.O. Box 8128 Dep.

N-0032 Oslo
Norway
Simi:
Bréfasimi:

+47 22 89 53/90 07
+47 22 24 90 17

8. Fylgiskjol.

Fylgiskjol 1 og 2 eru 6adskiljanlegir hlutar
bessa vidauka. Fylgiskjol 3, 4 og 5 eru almennar
leidbeiningar.
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Iceland:

Ministry of Health and Social Security
Laugavegur 116

IS-150 Reykjavik

Tel.: +354.560.97.00

Fax.:  +354.551.91.65

Liechtenstein:

Amt fiir Lebensmittelkontrolle und Veterinir-
wesen

Kontrollstelle fiir Arzneimittel

Postplatz 2,

Postfach 37

FL-94-94 Schaan

Liechtenstein

Tel.: +423 236 73 25

Fax.: +423 236 73 10

Norway:

Norwegian Board of Health
(Medical Devices Section)
P.O. Box 8128 Dep.
N-0032 Oslo

Norway

Tel.: +47.22.89.53/90.07
Fax.:  +47.22.24.90.17

8. Attachments

Attachments 1 and 2 constitute integral parts
of this Annex. Attachments 3, 4 and 5 are gen-
eral guidelines.
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Fylgiskjal 1.

Eftirlits-/tilnefningaryfirvold sem eru heefir

patttakendur med tilliti til samnings pessa.

Ad pvi er vardar samr@mismatsstofur sem
Kanada tilnefnir

Ad pvi er vardar samremismatsstofur sem
EFTA-rikin innan EES tilnefna

Kanada
Aatlun um lekningavorur, heilbrigdismala-
raduneyti Kanada

Island
Heilbrigdis- og tryggingamalardduneytid

Liechtenstein
Rikisstjérn Liechtenstein’

Noregur
Heilbrigdis- og félagsmalardduneytid

7 Rikisstjérn furstademisins Liechtenstein ber réttur til pess ad ttnefna videigandi sérstakar innlendar stjérnsyslustofnanir

til pess ad tilnefna samra@mismatsstofur sidar meir.

Attachment 1
Regulatory/ Designation Authorities Eligible to Participate in this Agreement

For the Conformity Assessment Bodies Designated
by Canada

For the Conformity Assessment Bodies Designated
by the EEA EFTA States

Canada
Therapeutic Products Programme, Health Canada

Iceland
Ministry of Health and Social Security

Liechtenstein
The Government of Liechtenstein’

Norway
Ministry of Health and Social Affairs

7 The Government of the Principality of Liechtenstein is entitled to appoint appropriate specific national administration
bodies as designators of conformity assessment bodies at a future date.

Fylgiskjal 2.
Tilnefndar samramismatsstofur og tilsvarandi tilnefningaryfirvold.

I Kanada

I EFTA-rikjunum innan EES

Verdur fragengid eftir ad sameiginlegri
dztlun um ad vekja tiltrd lykur

Verdur fragengid eftir ad sameiginlegri
dztlun um ad vekja tiltrd lykur

Attachment 2
Designated Conformity Assessment Bodies and their respective Designating Authorities

For Canada

For the EEA EFTA States

To be completed after the Confidence Building
Programme

To be completed after the Confidence Building
Programme
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; Fylgiskjal 3.
Afangar og frumpeettir asetlunar um ad
vekja tiltru.

. Endurskodun og mat frumpatta samraemis-

mats (skjalaskipti).
Akvadi laga og reglna og gildissvid.

- Loggjof og reglugerdir sem veita umbod,
medal annars vald til pess ad framfylgja
logum og reglum, umbod veitt mats-
monnum og uttektarménnum, vald til
pess ad fjarlegja vorur af markadi sem
uppfylla ekki settar krofur o.s.frv.

- Hentug stjorntzki pegar hagsmuna-
arekstrar verda.

Stjérnsyslutilskipanir og -stefnumid.

- Adferdir vid ad dkvarda hafi mats-
manna/dttektarmanna.

- Stefna/leidbeiningar/méalsmedferd.

- Starfsreglur/sidareglur.

- Pbjélfun/vottunarstefna/leidbeiningar.

- Stefna/mélsmeodferd/leidbeiningar  vid-
vikjandi stjérnun pegar um advorun er ad
reda eda hattudstand skapast.

- Stjornskipulag, medal annars hlutverk og
abyrgd og tengsl med tilliti til skyrslu-
gjafar.

Stjérnun, adferdir og starfsvenjur vid geda-

skodun.

- Gildissvid/einstok atridi  rekstrarstadla
o.s.frv.
- Hefi auttektarmanna, fjoldi, pjélfun,

gadatrygging, verktaka o.s.frv.

Adferdir og starfsvenjur vid visinda- og

teknilegt mat.

- Gildissvid/einstok — atridi
o.s.frv.

- Hefi matsmanna, fjoldi, pjalfun, geda-
trygging, verktaka o.s.frv.

Mats- og tuttektarskyrslur.

- Gildissvid og framsetning skyrslna.

- Krofur um innihald.

- Geymsla, endurheimt og adgangur ad
skyrslum.

- Gildissvid og framsetning skyrslna 1
styttu formi, nidurstodur samramismats
og vottord.

Tilhdgun tttektar og mats.

- Skipulag uttektar og mats (gerd, umfang,
timadatlanir, dhersluatridi, tilkynningar,
aheetta).

rekstrarstadla

A.

L.
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Attachment 3
Phases and Elements of a Confidence
Building Program

Review and Evaluation of Elements of

Conformity Assessment (exchange of docu-
mentation).

Legislative and Regulatory Requirements

and Scope

- Empowering legislation and regulations
including authority to enforce laws and
regulations, powers given to evaluators
and auditors, authority to remove vio-
lative products from the market, etc.

- Suitable controls on conflict of interest

Regulatory Directives and Policies

- Procedures for determining competency
of evaluators/auditors

- Enforcement policies/guidelines/proce-
dures

- Codes of conduct/ethics

- Training/certification policies/guidelines

- Alert/crisis management policies/proce-
dures/guidelines

- Organizational structure, including roles,
responsibilities and reporting relation-
ships

Quality Audit Management, Methodology

and Practices

- Scope/details of operating standards, etc.

- Auditor qualifications, numbers, training,
quality assurance, contracting, etc.

Scientific Technical Evaluation Methodology

and Practices

- Scope/details of operating standards, etc.

- Evaluator qualifications, numbers, train-
ing, quality assurance, contracting, etc.

Evaluation and Auditing Reports

- Scope and format of reports

- Content requirements

- Storage, retrieval and access to reports

- Scope and format of abbreviated reports,
conclusions of conformity assessment
and certificates

Auditing and Evaluation Procedures

- Audit and Evaluation strategy (type,
scope, scheduling, focus, notification,
risk)
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10.

11.

- Undirbtningur/krofur sem ber ad sinna
adur en uttekt eda mat fer fram.

- Adferdir (adgangur ad og endurskodun
skjala og gagnasafna fyrirtekis, séfnun
sonnunargagna, endurskodun gagna,
sofnun syna, viotol).

- Adgerdir ad uttekt og mati loknu (verklag
vid utgéfu skyrslna, eftirfylgd, dkvordun-
artaka).

- Sofnun/geymsla gagna og adgangur ad
peim.

Krofur um framgang uttektar og mats.

- Tidni/fjoldi, gadi og rétt timasetning
skyrslna, vidmidunarreglur/tidni/verklag
me0 tilliti til endurtekinnar uttektar eda
mats og urbatur.

Fullnustuvald og -adferdir.

- Fyrirtekjum tilkynnt skriflega um van-
efndir.

- Stjérnunaradferdir/-fyrirkomulag  pegar
um samkvemni er ekki ad rada (aftur-
kollun, timabundin 6gilding, sveling
vara, afturkollun leyfa, haldlagning, 16g-
sokn).

- Afryjunarleidir.

- Adrar radstafanir til pess ad studla ad pvi
ad fyrirteki uppfylli settar krofur ad
fasum og frjalsum vilja.

Fyrirkomulag pegar um advorun er ad reda

eda hettudstand skapast.

- Adferdum beitt pegar um advorun er ad
raeda.

- Stjérnunaradferdir
skapast.

- Krofur um framgang pegar um advorun er
ad rada (videiganleiki og rétt timasetning
advorunar).

Greiningargeta.

- Adgangur ad rannsoknarstofum sem hafa
adstodu til pess ad annast naudsynlega
greiningu.

- Stadladar verklagsreglur sem er ®tlad ad
treysta grundvoll greiningar.

- Gildingarferli greiningaradferda.

pegar hattudstand

Aztlun/radstafanir vegna eftirlits (sem fram-

leidendur og eftirlitsyfirvold gera).

- Adferdir vid urtoku og uttekt.

- Eftirlit med tilliti til afturkdllunar (m.a.
konnun skilvirkni og sannpréfun verk-
lagsreglna).

- Skipulag/milsmedferd vegna kvartana
neytenda.

10.

11.
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- Pre-audit or evaluation preparation/ re-
quirements

- Methodology (access to and review of
firm’s files and databases, collection of
evidence, data review, sample collection,
interviews)

- Post audit and evaluation activities
(procedures for report issuance, follow-
up, decision making)

- Collection/storage of and access to data

Auditing and Evaluation Performance Stand-

ards

- Frequency/number, quality and time-
liness of reports, norms/frequency/ pro-
cedures for reaudit or re-evaluation and
corrective action

Enforcement Powers and Procedures

- Provision of written notices of violations

to firms
- Non-compliance management proce-
dures/mechanisms (recall, suspension,

quarantine of products, certificate re-
vocation, seizure, prosecution)

- Appeal mechanisms

- Other measures to promote voluntary
compliance by firm

Alert and Crisis Systems

- Alert mechanisms

- Crisis management mechanisms

- Alert performance standards
opriateness and timeliness of alert)

(appr-

Analytical Capability

- Access to laboratories with capacity to
handle necessary analysis

- Standard Operating Procedures for
analytical support

- Processes for validation of analytical
methods

Surveillance Programme/Measures (used by

manufacturers and by regulatory authorities)

- Sampling and audit procedures

- Recall monitoring (including effectiv-
eness controls and verifications of
procedures)

- Consumer complaint systems/procedures
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12.

||w

(@

- Skipulag/malsmedferd vegna tilkynninga
um aukaverkanir.

Gadastjornunarkerfi

- Gaoastjérnun/tryggingakerfi/verklags-
reglur til pess ad tryggja vidvarandi not-
hefi og skilvirkni stefnumida, adferda,
leidbeininga og skipulags sem er beitt til
pess ad nd fram markmidum samramis-
matsd@tlunarinnar, p. m.t. sampykki

stadla og drlegar uttektir og endurskodun.

Innri samanburdur.

Uttekt 4 fyrirkomulagi og verklagi.
Framkvemd samhlida mats (tvofalt mat af
handahofi).

Vidmidanir fyrir gogn ur kliniskum prof-
unum.

Skipti/mat 4 skyrslum.

Eftirlit med advorunarkerfum, medal annars
medferd afturkallana.

Sameiginlegar tttektir 4 framleidendum { pvi
skyni ad skera ur um jafngildi tttektarad-
ferda.

Skipti 4 matsmonnum/dttektarménnum eda
skipulag sameiginlegra verkstofa (valfrjalst).

Akvérdunartaka um_4drangur af konnun 4
innri samanburdi.

Mat 4 nidurstodum.

Adgerdir sem ber ad gripa til, préun valkosta
og lausna { tengslum vid mal sem eru til
umfjollunar.

Akvordun um hvada par til bezrar stofnanir
fullnegi matsvidmidunum.

Akvordun skilyrda og adferda sem gilda um
varanlegt vidhald samningsins um gagn-
kvema vidurkenningu (préa gedastjérnunar-
kerfi, udttektaradferd og samradsferli/vidvar-
andi skodanaskipti).

2. febrtar 2001

- Adverse incident

procedures

reporting  systems/

12. Quality Management Systems

- Quality management/assurance systems/
procedures to ensure the ongoing
suitability and effectiveness of policies,
procedures, guidelines and systems used
to achieve the objectives of the con-
formity assessment programme, includ-
ing establishment of standards and annual
audit and review.

. Inter-Comparison Exercise

Audit of Systems and Procedures.

Conduct of Parallel Evaluations (double
blind)

Criteria for Clinical Trial Data

Exchange/evaluation of reports
Monitoring of alert systems
handling of recalls

Joint audits of manufacturers to determine
equivalency of audit methods

including

Exchange of evaluators/auditors or orga-
nization of joint workshops (optional)

C. Decision Making on the Success of the Inter-

Comparison Study

Evaluation of results

Action to take, development of options and
solutions to address issues

Determination of competent Conformity
Assessment Bodies that meet evaluation
criteria

Establishment of the conditions and
mechanisms for on-going maintenance of the
MRA (develop quality management system,
audit mechanism and a consultation/on-going
dialogue process)
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L.

Fylgiskjal 4.
Pzettir azetlunar um gagnkvaema advorun.

Skjol.

- Skilgreining 4 pvi hvad telst vera hattu-
/ney0ardstand og vid hvada adstedur er
naudsynlegt ad senda ut advorun.

- Stadladar verklagsreglur.

- Adferdir vid ad meta og flokka heilsufars-
hattu.

- Tungumadl bodskipta og upplysingamidl-
unar.

Stjérnskipan pegar hettudstand skapast.

- Greining hattudstands og bodskiptaleidir.

- Adgangur ad sendum gognum framleid-
anda, skyrslum um o&@skileg tilvik og
skyrslum samra@mismatsstofa.

- Stofnsetning tengilida.

- Adferdir vio skyrslugjof.

Framfylgd.

- Adferdir vio eftirfylgd.

- Adferdir vid drbatur.

Gadatryggingarkerfi.

- Aatlun um drvekni.

- Eftirlit/fylgst med pvi ad urbatur séu
gerdar.

Fylgiskjal 5.
Leiobeiningar: Verklag vio tilnefningu og
eftirlit med samrsemismatsstofum.

A. Almennar krofur og skilyrdi.

L.

Tilnefningaryfirvold skulu einungis tilnefna
samra@mismatsstofur sem unnt er ad skil-
greina 4 lagalega hatt.

Tilnefningaryfirvold skulu einungis tilnefna
samremismatsstofur sem geta synt fram 4 ad
per skilji, hafi reynslu vidvikjandi og séu
haefar til pess ad beita samramismatskrofum
og -adferdum samkvaemt laga- og stjorn-
syslufyrirma@lum annars samningsadila sem
per eru tilnefndar vegna.

Pegar vidkomandi adili synir fram 4 taekni-

lega getu sina skal mida vid eftirfarandi:

- teknilega pekkingu 4 peim vOrum,
vinnsluferlum eda pjénustu sem um
raedir;

2. febrtar 2001

Attachment 4
Components of a “Two-way” Alert
Programme

Documentation

- Definition of a crisis/emergency and
under what circumstances an alert is
required

- Standard Operating Procedures (SOPSs)

- Mechanism of health hazards evaluation
and classification

- Language of communication and trans-
mission of information

Crisis Management System

- Crisis analysis and communication mec-
hanisms

- Access to manufacturer’s submissions,
adverse incident reports and Conformity
Assessment Body reports

- Establishment of contact points

- Reporting mechanisms

Enforcement Procedures

- Follow-up mechanisms

- Corrective action procedures

Quality Assurance System

- Vigilance programme

- Surveillance/monitoring of implementa-
tion of corrective action

Attachment §
Guidelines: Procedures for the Designation
and Monitoring of Conformity Assessment
Bodies

A. General requirements and conditions

1.

Designating Authorities shall only designate
legally identifiable entities as Conformity
Assessment Bodies.

Designating Authorities shall only designate
Conformity Assessment Bodies able to
demonstrate that they understand, have
experience relevant to, and are competent to
apply the conformity assessment require-
ments and procedures of the legislative,
regulatory and administrative provisions of
another Party for which they are designated.
Demonstration of technical capabilities shall
be based on:

- technological knowledge of the relevant

products, processes or services;
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- skilning 4 teknistodlum og almennum
krofum um vernd gegn dhettu sem sost er
eftir tilnefningu vegna;

- reynslu 4 svidi gildandi laga- og stjorn-
syslufyrirmela;

- raunverulega getu til pess ad framkvaema
pad samra@mismat sem um radir;

- fulln®gjandi stjérn 4 peirri starfsemi 4
svidi samra@mismats sem um redir; og

- allar adrar adstedur sem eru naudsyn-
legar til pess ad tryggja ad samramis-
matid verdi @vinlega framkvemt 4 full-
naegjandi hatt.

Vidmidanir um teknilega getu skulu byggdar

4 alpjodlega vidurkenndum skjolum ad viod-

battum sérstokum tdlkunargégnum sem eru

tekin saman 6dru hverju.

Samningsadilar skulu studla ad pvi ad tilnefn-
ingar- og samra@mismatsadferdir verdi sam-
hefdar med samvinnu tilnefningaryfirvalda
og samr@mismatsstofa sem fer fram 4 sam-
remingarfundum, med patttoku { gagn-
kvemu vidurkenningarfyrirkomulagi og 4
fundum vinnuhdpa. Eigi faggildingarstofur
adild ad tilnefningarferlinu skal hvetja par til
patttoku 1 gagnkvemu vidurkenningarfyrir-
komulagi.

. Tilhogun urskurdar um hefni samraemis-

matsstofa.
Tilnefningaryfirvold geta beitt eftirtdldum
adferdum til pess ad skera dr um teknilega
getu  samremismatsstofa.  Samningsadili
mun, ef naudsyn krefur, benda vidkomandi
tilnefningaryfirvaldi 4 hugsanlegar leidir til
pess ad syna fram 4 hafni.
a) Faggilding
Med faggildingu skal gengid it fra taekni-
legri getu med tilliti til krafna annars
samningsadila pegar:

i) faggilding fer fram { samra&mi vid vio-
eigandi alpjodlegar gerdir (EN 45000
stadlana eda ISO/IEC-leidbeining-
arnar); og annadhvort

ii) faggildingarstofan tekur patt { gagn-
kvemu vidurkenningarfyrirkomulagi,
par sem hun undirgengst jafningjamat
sem er f6lgid 1 mati einstaklinga, sem

B.

6.
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- understanding of the technical standards
and the general risk protection require-
ments for which designation is sought;

- the experience relevant to the applicable
legislative, regulatory and administrative
provisions;

- the physical capability to perform the
relevant conformity assessment activity;

- an adequate management of the con-
formity assessment activities concerned;
and

- any other circumstance necessary to give
assurance that the conformity assessment
activity will be adequately performed on
a continuous basis.

The technical capability criteria shall be

based on internationally accepted documents

supplemented by specific interpretative
documents developed as appropriate from
time to time.

The Parties shall encourage harmonization of

designation and conformity assessment

procedures through cooperation between

Designating Authorities and Conformity

Assessment Bodies by means of coordination

meetings, participation in mutual recognition

arrangements, and working group meetings.

Where accreditation bodies participate in the

designation process they should be en-

couraged to participate in mutual recognition
arrangements.

System to Determine Conformity Ass-
essment Bodies’ Capabilities

The Designating Authorities may apply the
following processes to determine the
technical capabilities of Conformity Ass-
essment Bodies. If necessary, a Party will
indicate to the Designating Authority the
possible ways to demonstrate capabilities.
(a) Accreditation

Accreditation shall constitute a pre-

sumption of technical capability in re-

lation to the requirements of an other

Party when:

(1) the accreditation process is conducted
in conformance with the relevant
international ~ documentation (EN
45000 series or ISO/IEC guides); and
either,

(i) the accreditation body participates in
mutual recognition arrangements
where it is subject to peer evaluation
which  involves evaluation by
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b)

eru vidurkenndir sérfredingar 4 svidi
peirrar vinnu sem er verid ad meta, 4
hafni faggildingarstofa og samramis-
matsstofa sem paer faggilda; eda

iii) faggildingarstofan, sem starfar sam-
kvemt umbodi tilnefningaryfirvalds,
tekur patt, samkvaemt malsmedferd
sem verdur akvedin, i samanburdar-
dztlunum og gagnkvemum skiptum 4
teknilegri reynslu i pvi skyni ad
tryggja vidvarandi traust ad pvi er
vardar teknilega ferni vidkomandi
faggildingarstofa og samremismats-
stofa. Slikar dztlanir geta ndd yfir
sameiginlegt mat, sérdetlanir um
samvinnu eda jafningjamat.

bPegar faggilding samramismatsstofu
veitir einvordungu rétt til pess ad meta
hvort vorur, vinnsluferli eda pjonusta sé {
samremi vi0 tilteknar tekniforskriftir
skal takmarka tilnefningu vid slikar
teekniforskriftir.

bPegar samra@mismatsstofa leitar eftir til-
nefningu til pess ad meta hvort tiltekin
vara, vinnsluferli eda pjonusta sé { sam-
remi vid grunnkrofur skal faggildingar-
ferlid nd til grunnpdtta sem munu gera
kleift ad meta hafni (teknilega pekkingu
og skilning 4 almennt framsettum kréfum
um vernd gegn dhattu ad pvi er vardar pa
voru, vinnsluferli eda pjoénustu sem um
redir eda notkun hennar) vidkomandi
samremismatsstofu til pess ad meta hvort
fyrrnefndum grunnkréfum sé hlitt.

Onnur trraedi.
bPegar videigandi faggildingarfyrirkomu-
lag er ekki fyrir hendi, eda sérstakar
adstadur rikja, skulu vidkomandi tilnefn-
ingaryfirvold gera kréfu um ad samraem-
ismatsstofurnar syni fram 4 hafni sina
med 00rum heetti, til demis:

- med patttoku { svadisbundnu/alpjéd-
legu vidurkenningarfyrirkomulagi eda
vottunarkerfum;

- me0 reglubundnu jafningjamati;

- med hafnispréfunum; og

- samanburdi 4 samremismatsstofum.
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individuals with recognised expertise
in the field of the work being
evaluated, of the capabilities of
accreditation bodies and Conformity
Assessment Bodies accredited by
them, or
(iii) the accreditation body, operating
under the authority of a Designating
Authority, takes part, in accordance
with procedures to be agreed, in
comparison programmes and ex-
changes of technical experience in
order to ensure the continued con-
fidence in the technical competence of
the accreditation bodies and Con-
formity Assessment Bodies. Such
programmes may include joint ass-
essments, special cooperation pro-
grammes or peer evaluation.
When a Conformity Assessment Body is
only accredited to evaluate a product,
process or service for compliance with
particular technical specifications, de-
signation shall be limited to those
technical specifications.
When a Conformity Assessment Body
seeks designation to evaluate a particular
product, process or service for compli-
ance with essential requirements, the
accreditation process shall incorporate
elements which will permit assessment of
the capability (technological knowledge
and understanding of the generally stated
risk protection requirements of the prod-
uct, process or service or their use) of the
Conformity Assessment Body to evaluate
compliance with those essential require-
ments.

(b) Other means
When appropriate accreditation is not
available or when special circumstances
apply, the Designating Authorities shall
require the Conformity Assessment
Bodies to demonstrate their capabilities
through other means such as:

- participation in regional/international
mutual recognition arrangements or
certification systems;

- regular peer evaluations;

- proficiency testing; and

- comparisons between Conformity Ass-
essment Bodies.
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C. Evaluation of the Designation System
7. Once the designation systems to evaluate the

C. Mat 4 tilnefningarfyrirkomulagi.
7. Pegar hver samningsadili um sig hefur skil-

greint tilnefningarfyrirkomulag til pess ad
meta hafni samre@mismatsstofa er 6drum
samningsadila heimilt, ad hofou samradi vid
tilnefningaryfirvoldin, ad ganga ur skugga
um ad fyrirkomulagid tryggi med fullnegj-
andi hetti ad tilnefning samra@mismatsstofa
sé 1 samrami vid krofur hans.

fulltrda samningsadila sins 1 sameiginlegu

sérsvidanefndinni, sem er komid a fo6t sam-

kvemt samningi pessum, leidbeiningar um

par samramismatsstofur sem ber ad fella inn

i vidaukann um einstok sérsvid, leggja fram

eftirfarandi upplysingar um hverja samrem-

ismatsstofu:

a) nafn;

b) postfang;

¢) simbréfanimer;

d) pad svid vara, vinnsluferla og pjénustu
sem hun hefur heimild til ad meta;

e) par samremismatsadferdir sem henni er
heimilt ad nota; og

pa tilnefningaradferd sem er notud til pess
ad skera ur um hafni vidkomandi sam-
remismatsstofu.

)

capabilities of Conformity Assessment
Bodies have been defined by each Party,
another Party may, in consultation with the
Designating Authorities, check that the sys-
tems give sufficient assurance that the desig-
nation of the Conformity Assessment Bodies
satisfies its requirements.

D. Formleg tilnefning. D. Formal Designation
8. Tilnefningaryfirvold skulu hafa samrdd vid 8. Designating Authorities shall consult the
samra@mismatsstofur innan peirra eigin 16g- Conformity Assessment Bodies within their
sogu til pess ad komast ad vilja peirra til pess jurisdiction in order to determine their will-
ad verda tilnefndar samkvamt skilmdlum ingness to be designated under the terms of
bessa samnings. Fyrrnefnt samrdd skal na til this Agreement. Such consultation should
samremismatsstofa sem starfa ekki sam- include those Conformity Assessment Bodies
kvemt videigandi laga- og stjérnsyslufyrir- who do not operate under the respective leg-
malum sinna eigin samningsadila en kunna, islative, regulatory, and administrative
engu ad sidur, ad hafa hug 4 og getu til ad requirements of their own Party, but which
starfa { samremi vid laga- og stjornsyslufyr- may, nevertheless, be interested and capable
irmeli annars samningsadila. of working to the legislative, regulatory, and
administrative requirements of another Party.
9. Tilnefningaryfirvold skulu tilkynna fulltrdum 9. Designating Authorities shall inform their
samningsadila sinna { sameiginlegu sérsvida- Party’s representatives on the Joint Sectoral
nefndinni, sem er komid a fot samkvemt Group, established under this Agreement, of
samningi pessum, um samremismatsstofur the Conformity Assessment Bodies to be
sem til stendur ad fera i eda fella brott dr 2. included in or withdrawn from Attachment 2
fylgiskjali vidaukans um einstok sérsvid. Til- of the Sectoral Annex. Designation, suspen-
nefning, timabundin 6gilding eda afturkéllun sion or withdrawal of designation of Con-
tilnefningar samramismatsstofa skal fara formity Assessment Bodies shall take place
fram { samremi vid dkvaedi samnings pessa in accordance with the provisions of this
og starfsreglur sameiginlegu sérsvidanefnd- Agreement and the rules of procedure of the
arinnar. Joint Sectoral Group.
10. Tilnefningaryfirvald skal, pegar pad gefur 10. When advising their Party’s representative on

the Joint Sectoral Group established under
this Agreement, of the Conformity Ass-
essment Bodies to be included in the Sectoral
Annexes, the Designating Authority shall
provide the following details in respect of
each Conformity Assessment Body:

(a) the name;

(b) the postal address;

(c) the facsimile (fax) number;

(d) the range of products, processes, stan-
dards or services it is authorized to
assess;

(e) the conformity assessment procedures it
is authorized to carry out; and

(f) the designation procedure used to deter-
mine capabilities.
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E.

11.

12

13.

14

Eftirlit.

Tilnefningaryfirvold skulu vidhalda vidvar-
andi eftirliti med tilnefndum samramismats-
stofum, eda sja til pess ad pad sé gert, med
reglubundnum duttektum eda mati. Tidni og
edli slikra adgerda skulu vera i samrami vid
bestu starfsvenjur, sem njéta alpjédlegrar
vidurkenningar, eda eins og sameiginlega
sérsvidanefndin sampykkir.

. Tilnefningaryfirvold skulu gera kréfu um ad

tilnefndar samre@mismatsstofur taki patt {
hafnispréfunum eda 60rum videigandi sam-
anburdi sé unnt ad framkvema slikar
adgerdir teknilega innan edlilegra kostnadar-
marka.

Tilnefningaryfirvold skulu hafa samrad vid
motadila sina, eftir porfum, 1 pvi skyni ad
tryggja ad tiltrd 4 samramismatsferli og -ad-
ferdum sé vidhaldid. Samradid getur falist {
sameiginlegri patttoku { dttektum, sem tengj-
ast samremismati eda 60ru mati 4 samrem-
ismatsstofum, par sem slik patttaka er videig-
andi og teknilega framkvamanlegar innan
edlilegra kostnadarmarka.

. Tilnefningaryfirvold skulu hafa samrdd vid

hlutadeigandi eftirlitsyfirvold annars samn-
ingsadila, eftir porfum, { pvi skyni ad tryggja
ad engum dkvadum laga og reglna sé sleppt
og um pau sé fjallad 4 tilhlydilegan hatt.
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Monitoring

. Designating Authorities shall maintain, or

cause to maintain, ongoing surveillance over
designated Conformity Assessment Bodies
by means of regular audit or assessment. The
frequency and nature of such activities shall
be consistent with international best practices
or as agreed by the Joint Sectoral Group.

Designating Authorities shall require desig-
nated Conformity Assessment Bodies to par-
ticipate in proficiency testing or other appro-
priate comparison exercises where such exer-
cises are technically possible within reason-
able cost.

Designating Authorities shall consult as nec-
essary with their counterparts, to ensure the
maintenance of confidence in conformity
assessment processes and procedures. This
consultation may include joint participation
in audits related to conformity assessment
activities or other assessments of designated
Conformity Assessment Bodies, where such
participation is appropriate and technically
possible within reasonable cost.

Designating Authorities shall consult, as nec-
essary, with the relevant regulatory authori-
ties of another Party to ensure that all regu-
latory requirements are identified and are sat-
isfactorily addressed.



