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AUGLYSING

um breytingu 4 samningi um gagnkvama vidurkenningu 4 samramismati,
vottoroum og merkingum milli Astraliu, Islands, Liechtenstein og Noregs.

Hinn 21. september 2018 var { Brussel gerdur samningur um breytingu 4 samningi um gagn-
kvaema vidurkenningu 4 samramismatti, vottordum og merkingum milli Astraliu, Iydveldisins fslands,
Furstadeemisins Liechtenstein og Konungsrikisins Noregs fra 29. april 1999, sbr. auglysingu i C-deild
Stjornartioinda nr. 24/2000, par sem samningurinn fra 1999 er birtur.

Samningurinn um breytinguna 6dladist gildi 1. mai 2022 og er birtur sem fylgiskjal med aug-
lysingu pessari.

betta er hér med gert almenningi kunnugt.

Utanrikisraduneytinu, 13. desember 2022.

boérdis Kolbrun Reykfjord Gylfadottir.

Martin Eyjolfsson.
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Fylgiskjal.
SAMNINGUR

MILLI ASTRAL{U OG LYDVELDISINS [SLANDS,
FURSTADZZEMISINS LIECHTENSTEINS OG KONUNGSRIKISINS NOREGS

UM BREYTINGU A SAMNINGNUM UM GAGNKVZAEMA VIDURKENNINGU
SAMRZAEMISMATS, VOTTORDA OG MERKINGA

MILLI ASTRALIU OG LYDVELDISINS [SLANDS, FURSTADAMISINS
LIECHTENSTEIN OG KONUNGSRIKISINS NOREGS

Lydveldid {sland, Furstadeemid Liechtenstein og Konungsrikid Noregur, hér a eftir nefnd EES-rikin
innan EFTA annars vegar og Astralia hins vegar (,,samningsadilarnir®),

SEM HAFA gert med sér samning um gagnkvaema vidurkenningu samraemismats, vottorda og
merkinga sem undirritadur var 29. april 1999 (hér & eftir nefndur ,,samningurinn um gagnkvema
vidurkenningu®),

SEM VEITA PVi ATHYGLI ad naudsynlegt er ad einfalda rekstur samningsins um gagnkvama
vidurkenningu,

SEM VEITA PVi ATHYGLI ad naudsynlegt er ad skyra stodu svidstengdu vidaukanna (e. Sectoral
Annexes) vid samninginn um gagnkvama vidurkenningu,

SEM VEITA ATHYGLI ndnum tengslum milli EFTA-rikjanna innan EES og Evrépusambandsins 4
grundvelli samningsins um Evropska efnahagssvadio og ad af peim sokum veaeri videigandi ad gera
pennan hlidsteeda samning milli Astraliu og pessara landa sem er jafngildur samningnum um
gagnkveema vidurkenningu samramismats, vottorda og merkinga milli Astraliu og Evropu-
sambandsins’,

PAR ED form svidstengdu vidaukanna er sett fram med itarlegum heetti i 3. gr. samningsins um
gagnkvaema vidurkenningu,

PAR ED 4. gr. samningsins um gagnkvama vidurkenningu takmarkar beitingu samningsins vid
i0nadarvorur sem eru upprunnar hja samningsadilunum samkvaemt upprunareglunum sem veita ekki
fridindi,

PAR ED samkvamt 12. gr. samningsins um gagnkvama vidurkenningu er komid a fot sameiginlegri
nefnd sem m.a. kemur til framkvaemda akvorounum um ad fella samr@mismatsstofur (e. conformity
assessment bodies) inn 1 eda 4 brott ur svidstengdu vidaukunum og setur fram verklag vardandi slika
innfellingu og brottfall,

PAR ED i 8. og 12. gr. samningsins um gagnkvama vidurkenningu er visad til formanns sameiginlegu
nefndarinnar,

PAR ED 12. gr. samningsins um gagnkvama vidurkenningu veitir sameiginlegu nefndinni ekki skyra
heimild til ad breyta svidstengdu vidaukunum nema med pvi ad koma til framkvaemda akvordun
tilnefningaryfirvalds um ad tilnefna eda afturkalla tilnefningu tiltekinnar samreemismatsstofu,

SEM HAFA [ HUGA ad breyta @tti 3. gr. samningsins um gagnkvaema vidurkenningu, badi til ad
endurspegla fyrirhugadar breytingar 4 12. gr. hans um a0 takmarka skyldu sameiginlegu nefndarinnar
til a0 viourkenna eda afturkalla vidurkenningu samremismatsstofa vid pau tilvik sem hinn
samningsadilinn véfengir skv. 8. gr. samningsins um gagnkvaema vidurkenningu, og til ad heimila
aukinn sveigjanleika i uppbyggingu svidstengdu vidaukanna vid samninginn,

! Stjtio. ESB L 359, 29.12.2012, bls. 2.
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SEM HAFA I HUGA ad til pess ad komast hja 6naudsynlegum takmérkunum i vidskiptum milli
samningsadilanna tti ad fella brott upprunatakmérkunina i 4. gr. samningsins um gagnkvama
vidurkenningu,

SEM HAFA [ HUGA ad i 1j6si pess ad samningsadilarnir deila med sér formannssaeti i sameiginlegu
nefndinni atti ad fella brott visanir til formanns sameiginlegu nefndarinnar i 8. og 12. gr. samningsins
um gagnkvama vidurkenningu,

SEM HAFA I HUGA ad aukin upplysingaskipti milli samningsadilanna vardandi rekstur samningsins
um gagnkvaema vidurkenningu munu greida fyrir rekstri hans,

SEM HAFA [ HUGA ad til pess ad unnt sé ad ganga timanlega fra adlogunum 4 svidstengdu vid-
aukunum til ad taka tillit til teekniframfara og annarra patta a bord vid steekkun Evrépska efnahags-
svaedisins etti a0 veita sameiginlegu nefndinni skyrar heimildir i 12. gr. samningsins um gagnkvama
vidurkenningu til ad breyta svidstengdu vidaukunum 4 drum svidum en til ad koma til framkvaemda
akvoroun tilnefningaryfirvalds um a0 tilnefna eda afturkalla tilnefningu tiltekinnar
samremismatsstofu og einnig til ad sampykkja nyja svidstengda vidauka,

SEM GERA SER GREIN FYRIR ad tiltekin landsbundin malsmedferd gaeti purft ad fara fram af halfu
samningsadilanna adur en breytingar 4 svidstengdu vidaukunum eda sampykkt nyrra svidstengdra
vidauka taka gildi,

SEM HAFA [ HUGA ad til pess ad einfalda rekstur samningsins um gagnkvama vidurkenningu ztti
a0 takmarka pau tilvik, par sem sameiginlega nefndin parf ad vidurkenna eda afturkalla vidurkenningu
samremismatsstofa, vid pau sem hinn samningsadilinn véfengir skv. 8. gr. samningsins um
gagnkvaema vidurkenningu,

SEM HAFA [ HUGA ad til pess ad einfalda rekstur samningsins um gagnkvama vidurkenningu ztti
a0 setja fram i 12. gr. hans einfaldari adferd vio vidurkenningu, afturkdéllun vidurkenningar og tima-
bundna nidurfellingu samreemismatsstofa og skyra stdouna vardandi samraeemismat sem framkvamt
er af stofum sem sidar s&ta timabundinni nidurfellingu eda afturkdllun,

HAFA ORDID ASATTIR UM EFTIRFARANDI:

1. gr.
Breytingar a samningnum um gagnkvema vidurkenningu.
Samningnum um gagnkvama vidurkenningu er hér meo breytt sem hér segir:
1. 1stad 2. mgr. 3. gr. kemur eftirfarandi:
,»2. Hver svidstengdur vidauki skal almennt innihalda eftirfarandi upplysingar:
a) yfirlysingu um gildissvid hans og umfang,
b) laga- og stjornsyslukrofur er varda samramismatsadferdirnar,
¢) tilnefningaryfirvold,
d) peer adferoir sem er beitt vio tilnefningu samremismatsstofa og viobotarakvaedi eftir pvi
sem porf krefur.*
e) vidbotarakvaedi eftir porfum.”.
2. 1stad 4. gr. kemur eftirfarandi:
4. gr.
Gildissvid og umfang.
Samningur pessi gildir um samraemismat 4 vorum sem eru tilgreindar i yfirlysingunni um
gildissvio og umfang i hverjum svidstengdum vidauka.*
3. 1stad 6. gr. kemur eftirfarandi:
,,0. gr.
Tilnefningaryfirvold.
1. Samningsadilarnir skulu tryggja ad tilnefningaryfirvdld, sem annast tilnefningu samraemis-
matsstofa, hafi naudsynlegt umbod og heimildir til ad tilnefna slikar stofur, fella tilnefningu
peirra timabundio ur gildi, aflétta slikri nidurfellingu og afturkalla tilnefningu peirra.
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2. Tilnefningaryfirvold skulu vid slikar tilnefningar, timabundnar nidurfellingar, afléttingar
nidurfellinga og afturkallanir beita peim tilnefningaradferdum sem settar eru fram i 12. gr. og
vidaukanum nema annad sé tilgreint i svidstengdu vidaukunum.*

4. 1stad 1. mgr. 7. gr. kemur eftirfarandi:

,»1. Samningsadilarnir skulu skiptast 4 upplysingum um peer adferdir sem notadar eru til ad tryggja
a0 tilnefndar samraemismatsstofur, sem starfa & peirra abyrgo, fullnegi peim laga- og
stjornsyslukrofum sem settar eru fram i sviostengdu vidaukunum og heefiskréfunum sem
tilgreindar eru i vidaukanum.*

5. Akvadum 8. gr. er breytt sem hér segir:

a) I stad 3. mgr. kemur eftirfarandi:

»3. Réttleta ber slika véfengingu a hlutlegan og rokstuddan hatt og skriflega gagnvart
hinum samningsadilanum og sameiginlegu nefndinni.*

b) I stad 6. mgr. kemur eftirfarandi:

,6. Akvedi sameiginlega nefndin ekki annad skal 16gbzra tilnefningaryfirvaldid leysa
véfengdu samraemismatsstofuna timabundid fra storfum fra pvi ad heefi hennar eda pad
ad hun fullnaegi settum krofum er véfengt par til annadhvort samkomulag neest i
sameiginlegu nefndinni um stodu stofunnar eda samningsadilinn sem lagdi véfeng-
inguna fram tilkynnir hinum samningsadilanum og sameiginlegu nefndinni ad hann sé
sattur vid heefi stofunnar og pad hvernig hun fullnaegir settum kréfum.*

6. 1stad9. gr. kemur eftirfarandi:

,9. gr.

Upplysingaskipti.

1. Samningsadilarnir skulu skiptast & upplysingum um framkvaemd laga- og stjornsyslufyrir-
maelanna sem tilgreind eru i svidstengdu vidaukunum og halda nakvaema skra yfir samraemis-
matsstofur sem hafa verid tilnefndar i samraemi vid pennan samning.

2. Hvor samningsadili um sig skal tilkynna hinum, i samreemi vio skuldbindingar sinar sam-
kvemt samningi Alpjédavidskiptastofnunarinnar um teeknilegar vioskiptahindranir, um paer
breytingar er hann hyggst gera 4 peim laga- og stjornsyslufyrirmaelum, sem tengjast vidfangs-
efni samnings pessa, og skal tilkynna hinum samningsadilanum um nyju fyrirmeaelin a.m.k. 60
dégum a0ur en pau 60last gildi nema kveodid sé 4 um annad i 3. mgr. pessarar greinar.

3. Dbegar samningsadili gripur til brynna adgerda, sem hann telur réttmaetar i ljosi Oryggis,
heilbrigdis eda umhverfisverndar til ad koma i veg fyrir yfirvofandi ahaettu af voldum voéru
sem fellur undir svidstengdan vidauka, skal hann tilkynna hinum samningsadilanum um
adgerdirnar og astedurnar fyrir beitingu peirra pegar i stad eda eins og annars er tilgreint i
svidstengda vidaukanum.*

7. Akvaedum 12. gr. er breytt sem hér segir:

a) I stad 3.—7. mgr. kemur eftirfarandi:

»3. Sameiginlega nefndin skal koma saman eigi sjaldnar en einu sinni & ari nema hun eda
samningsadilarnir akvedi annad. Halda ber aukafund eda -fundi gerist pess porfi pvi skyni
a0 tryggja skilvirka framkvamd samnings pessa eda fari annar hvor samningsadilanna
fram 4 pad.

4. Sameiginlegu nefndinni er heimilt ad fjalla um hvert pad mal er tengist framkvemd
samnings pessa. Hun skal einkum bera abyrgo 4 eftirfarandi:

a) ad breyta svidstengdu vidaukunum i samrami vid pennan samning,

b) ad skipst sé & upplysingum um per adferdir sem hvor samningsadila um sig beitir i
pvi skyni ad tryggja ad samraemismatsstofurnar viohaldi naudsynlegu haefi,

c) ad skipa, 1 samraemi vid 8. gr., sameiginlegan hop eda hopa sérfredinga til ad sann-
profa teknilega ferni samreemismatsstofu og hvort hiin uppfylli adrar kréfur sem
skipta mali,

d) ad skipst sé 4 upplysingum og ad samningsadilum sé tilkynnt um breytingar a laga-
eda stjornsyslufyrirmelum sem um getur i svidstengdu vidaukunum, m.a. peim sem
krefjast breytinga 4 svidstengdu vidaukunum,
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e) ad leysa ur hvers kyns alitamalum er tengjast beitingu pessa samnings og sviostengdra
vidauka vid hann og

f) a0 sampykkja nyja svidstengda vidauka i samraemi vid pennan samning.

Sameiginlega nefndin skal tilkynna hvorum samningsadila um sig skriflega og an tafar

um hvers kyns breytingar & svidstengdu vidaukunum, sem eru gerdar i samraemi vid

pennan samning, og um nyja svidstengda vidauka, sem eru sampykktir i samraemi vid

pennan samning, og skulu per eda peir taka gildi fyrir bada samningsadila daginn sem

sameiginlegu nefndinni berst tilkynning fra hvorum samningsadila um sig til stadfestingar

a a0 lokid sé malsmedferd vegna gildistoku breytinganna eda nys svidstengds vidauka

nema samningsadilarnir hafi komist skriflegu ad gagnkveemu samkomulagi um annao.

Eftirfarandi adferd gildir um tilnefningu samraemismatsstofu:

a) samningsadili sem o6skar eftir pvi ad tilnefna samreemismatsstofu skal senda hinum
samningsadilanum tillogu sina par ad lttandi skriflega og pau fylgiskjol sem sameigin-
lega nefndin hefur skilgreint,

b) sampykki hinn samningsadilinn tilloguna eda 1idi 60 almanaksdagar an pess ad
andmealum sé komid & framfeeri { samreemi vid malsmeodferd sameiginlegu nefndar-
innar skal lita 4 samraemismatsstofuna sem tilnefnda samreemismatsstofu samkvamt
skilmalum 5. gr.,

c) véfengi hinn samningsadilinn, skv. 8. gr., teknilega ferni tilnefndu samreemismats-
stofunnar eda pad ad hun fullnegi settum krofum adur en framangreindur 60 daga
frestur rennur Ut getur sameiginlega nefndin akveodid ad lata fara fram sannprofun a
hlutadeigandi stofu i samremi vid 8. gr.,

d) ef ny samraeemismatsstofa er tilnefnd skal samremismat sem hin vinnur gilda frd og
med peim degi sem hun verdur tilnefnd samraemismatsstofa i samraemi vid pennan
samning,

e) hvor samningsadili um sig getur fellt tilnefningu samraemismatsstofu innan 16gsdgu
sinnar timabundid ur gildi, aflétt slikri nidurfellingu eda afturkallad tilnefninguna.
Hlutadeigandi samningsadili skal tilkynna hinum samningsadilanum og sameiginlegu
nefndinni an tafar um akvordun sina skriflega, dsamt dagsetningu akvordunarinnar.
Timabundin nidurfelling, aflétting nidurfellingar eda afturkollun skal taka gildi &
akvordunardegi samningsadilans,

f) 1 samremi vid 8. gr. getur hvor samningsadilanna sem er, vid sérstakar adsteour,
véfengt taeknilega feerni tilnefndrar samreemismatsstofu sem er undir 16gségu hins
samningsadilans. I pvi tilviki getur sameiginlega nefndin akvedid ad lita fara fram
sannprofun & vidkomandi stofu i samraemi vid 8. gr.

Sé tilnefning samraemismatsstofu felld timabundio ur gildi eda afturkéllud skal sam-
reemismat, sem hin vann adur en timabundna nidurfellingin eda afturk6llunin kom til
framkveemda, halda gildi sinu nema annadhvort abyrgi samningsadilinn hafi takmarkad
gildi pess eda ogilt pad eda sameiginlega nefndin akvedid annad. Samningsadilinn sem
fer med 16gsogu yfir samreemismatsstofu, sem satir timabundinni nidurfellingu eda
afturkollun, skal tilkynna hinum samningsadilanum skriflega um hvers kyns slikar breyt-
ingar sem varda takmdorkun gildis eda 6gildingu.*

b) Eftirfarandi malsgrein er baett vid:

,,9. Sameiginlega nefndin skal sja um ad uppfera sviostengdu vidaukana og senda samnings-

adilunum pa pegar breytingar taka gildi.“

8. Akvaedum 15. gr. er breytt sem hér segir:
a) [stad 1. mgr. kemur eftirfarandi:

,»1. Vidaukinn vid samning pennan er 6adskiljanlegur hluti hans. Svidstengdu vidaukarnir

mynda stjornunarfyrirkomulag fyrir framkvemd pessa samnings og hafa peir laegri stoou
en sattmali.*

b) 1 stad 3. mgr. kemur eftirfarandi:

»3. Sameiginlega nefndin getur sampykkt svidstengda vidauka sem akveedi 2. gr. eiga vid um

og mynda peir ramma um framkvamd samnings pessa .



Nr. 23 13. desember 2022

¢) Istad 4. mgr. kemur eftirfarandi:

4. Sameiginlega nefndin skal akvarda breytingar 4 svidstengdu vidaukunum og sampykkt

nyrra svidstengdra vidauka og taka peer gildi i samraemi vid 5. mgr. 12. gr.*
9. Vidaukanum er breytt sem hér segir:
a) Istad 9. mgr. kemur eftirfarandi:

,»9. Tilnefningaryfirvold skulu tilkynna fulltrGum samningsadila sins i sameiginlegu
nefndinni, sem komid er 4 fot skv. 12. gr. pessa samnings, um paer samreemismatsstofur
sem tilnefna &, fella timabundio Ur gildi eda afturkalla. Tilnefning samramismatsstofa,
timabundin nidurfelling tilnefningar eda afturkéllun skal fara fram i samreemi vid pennan
samning og starfsreglur sameiginlegu nefndarinnar.*

b) Istad 10. mgr. kemur eftirfarandi:

,»10. Tilnefningaryfirvaldio skal, pegar pad veitir fulltria samningsadila sins i sameiginlegu
nefndinni, sem komid er & f6t samkvaemt samningi pessum, radgjof um paer samraemis-
matsstofur sem 4 ad tilnefna, lata i t& eftirfarandi upplysingar um hverja samraemis-
matsstofu:

a) nafn hennar,
b) poéstfang hennar,
c¢) bréfasimaniimer og tolvupostfang,
d) peer vorur, ferli, stadla eda pjonustu sem henni er heimilt ad meta,
e) per samremismatsadferdir sem henni er heimilt ad nota og
f) hvada tilnefningaradferd er notud til pess ad akvarda heefi.”
10. Eftirfarandi kemur i stadinn fyrir svidstengda vidaukann um skodanir & godum framleidsluhattum
i lyfjagerd og vottun 4 framleidslulotum lyfja, p.m.t. 1. og 2. vidbeeti:

L, SVIDSTENGDUR VIDAUKI UM SKOPANIR A GOPUM
FRAMLEIDSLUHATTUM [ LYFJAGERD OG VOTTUN A
FRAMLEIDSLULOTUM LYFJA VID SAMNING ASTRAL{U OG EFTA-
RIKJANNA INNAN EES UM GAGNKVZAMA VIDURKENNINGU
SAMRZEMISMATS, VOTTORPA OG MERKINGA

GILDISSVID OG UMFANG

1. Samningadilarnir dkveda med gagnkvaemum hetti ad akveaedi pessa sviostengda vidauka muni
taka til allra lyfja, fioldaframleiddra i Astraliu og EFTA-rikjunum innan EES, sem kréfur um
goda framleidsluhatti (GPM) gilda um.

AJ pvi er vardar lyf sem falla undir pennan svidstengda vidauka mun hvor samningsadili um
sig viourkenna nidurstodur skodana hja framleidendum sem vidkomandi skodunarpjonusta
hins samningsadilans framkveemir, og videigandi framleidsluleyfi veitt af 16gbarum yfir-
voldum hins samningsadilans.

bar ad auki mun hinn samningsadilinn vidurkenna vottun framleidandans um ad hver fram-
leidslulota sé 1 samreemi vid forskriftir &n pess ad endurtekid eftirlit fari fram vid innflutning.
,Lyf (e. medicinal products)“ merkir allar vorur sem lyfjaloggjof EFTA-rikjanna innan EES
og Astraliu, sem um getur i I. peetti, gildir um. Skilgreiningin & lyfjum nzr yfir 611 lyf atlud
monnum og dyrum, & bord vid efnafredileg og liffredileg lyf, onemislyf, geislavirk lyf,
stooug lyf unnin Ur blodi eda blodvokva manna, forblondur til tilreidslu lyfjablandads dyra-
foours, og, eftir atvikum, vitamin, steinefni, jurtalyf og smaskammtalyf.

,,G00iIr framleidsluhaettir (GMP)“ eru sa pattur geedatryggingar sem tryggir ad framleidsla og
eftirlit med vorum vid framleidslu sé stdougt og i samraemi vid pa gaedastadla sem gilda um
fyrirhugada notkun peirra og i samraemi vid krofur markadsleyfisins sem innflutnings-
samningsadilinn veitir. Ad pvi er pennan svidstengda vidauka vardar na peir yfir kerfio sem
styrir pvi hvernig framleidandi fer forskriftir fyrir vorur og/eda vinnsluferli fra handhafa
markadsleyfis eda umsakjanda og tryggir ad lyfio sé framleitt i samraemi vid pessa forskrift
(jafngilt vottun um sérmenntadan starfsmann i EFTA-rikjunum innan EES).
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A0 pvi er vardar lyf, sem falla undir 16ggjof annars samningsadilans (,,samningsadilans sem
setur reglur®) en ekki hins, getur framleidslufyrirteekid farid fram & pad vid yfirvaldid, sem
tilnefnt er af viokomandi tengilid samningsadilans sem setur reglur og sem skradur er i 12. 1id
III. pattar, ad skodun fari fram af halfu par til barrar skodunarpjoénustu & stadnum. betta
akveedi mun m.a. gilda um framleidslu 4 virkum efnum i lyf og lyf & millistigi i framleidslu
og lyf sem eru @tlud eru til nota i kliniskum préfunum og ad auki um skodanir fyrir markads-
setningu sem eru akvednar med gagnkvemum hatti. Vinnutilhdgun er sundurlioud i b-1io 3.
mgr. I1I. pattar.

Vottun framleidenda.
A0 beidni utflytjanda, innflytjanda eda 16gbers yfirvalds hins samningsadilans munu yfirvold
sem bera abyrg0 4 ad veita framleidsluleyfi og 4 eftirliti med framleidslu lyfja votta ad fram-
leidandinn:
- hafi tilskilin leyfi til ad framleida viokomandi lyf eda til ad annast tilgreinda framleioslu-
adgerd (e. manufacturing operation),
- seti reglubundinni skodun yfirvalda og
- fari ad innlendum kréfum um goda framleidsluhatti sem viourkenndar eru sem jafngildar
af adildarrikjunum og um getur i I. paetti. Ef nota ma adrar kréfur um g6oda framleidsluhaetti
til viomidunar (i samraemi vid akvaedi b-lidar 3. mgr. II1. pattar) &4 pad ad koma fram &
vottordinu.
Vottordin munu einnig tilgreina framleidslustad (-stadi) (og samningsbundnar profunarstofur,
ef einhverjar eru). Sameiginlegi svidstengdi hopurinn akvedur snid vottordsins.
Vottord verda gefin ut skjott og @tti utgafa peirra ekki ad taka meira en prjatiu almanaksdaga.
[ undantekningartilvikum, t.d. pegar ny skodun parf ad fara fram, er heimilt ad lengja pennan
tima i sextiu almanaksdaga.

Vottun framleidslulota.

Hverri framleidslulotu sem flutt er Gt mun fylgja framleidslulotuvottord sem framleidandinn
utbyr (eiginvottord) eftir ad farid hefur fram full edlisgreining, magngreining 4 6llum virkum
innihaldsefnum og allar adrar profanir og eftirlit sem naudsynleg eru til ad tryggja ad gaeoi
vorunnar séu i samreemi vid krofur markadsleyfisins. Petta vottord stadfestir ad framleidslu-
lotan er i samraemi vid forskriftir og vardveitir innflytjandi framleidslulotunnar pad. Vottordid
skal vera tilteekt 16gbeeru yfirvaldi ad beioni pess.

Vid utgafu vottords mun framleidandinn taka til greina akvaedi gildandi vottunarkerfis
Alpjédaheilbrigdismélastofnunarinnar um gadi lyfja i umferd 4 alpjodlegum morkudum. I
vottordinu verda utlistadar sampykktar forskriftir vorunnar, tilvisun greiningaradferda og
greiningarnidurstoour. Vottordid mun innihalda yfirlysingu um ad gégn um vinnslu og
pokkun framleidslulotunnar hafi verid athugud og hafi verid i samraemi vid géda framleidslu-
haetti. Framleioslulotuvottordid verdur undirritad af peim sem ber abyrgd & lokasampykkt
framleidslulotunnar til s6lu eda afgreidslu, p.e.a.s. i EFTA-rikjunum innan EES peim ,,sér-
menntada starfsmanni sem um getur i videigandi 16ggjof i EFTA-rikjunum innan EES; {
Astraliu peim adilum sem bera abyrgd 4 gedaeftirliti med framleidslu eins og um getur i
videigandi astralskri 10ggjof.

I. PATTUR
Laga- og stjornsyslukrofur.
Med fyrirvara um III. patt munu almennar skodanir & gédum framleidsluhattum fara fram i

samreemi vid krofur utflutningssamningsadilans um goéda framleidsluhatti. Videigandi laga- og
stjornsyslufyrirmeli sem varda pennan sviostengda vidauka eru talin upp i vidbaetinum.

Samt sem a0ur skulu vidmidunargaedakrofur utflutningsvara, p.m.t. framleidsluadfero peirra

og voruforskriftir, vera par sem settar eru fram i vidkomandi markadsleyfi sem innflutnings-
samningsadilinn gefur ut.
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1. PATTUR
Opinberar skodunarpjonustur.

Samningsadilarnir hafa med gagnkveemum hetti sett fram skrar yfir opinberar skodunarpjon-
ustur sem varda pennan svidstengda vidauka og munu uppfzera peer. Fari samningsadili fram a
pad vid hinn samningsadilann ad hann lati i té afrit af nyjustu skram sinum yfir opinberar skod-
unarpjonustur mun samningsadilinn, sem beidninni er beint til, lata samningsadilanum, sem
leggur fram beidnina, i té afrit af pessum skram innan 30 almanaksdaga fra vidtokudegi beion-
innar.

II. PATTUR
Rekstrarakveedi.
1. Sending skodunarskyrslna.

A0 fenginni rokstuddri beidoni munu vidkomandi skodunarpjonustur senda afrit af sidustu

skodunarskyrslu um framleidslustadinn eda, i peim tilvikum pegar greiningin hefur verid i

hondum verktaka, um eftirlitsstadinn. Beidnin getur att vid ,,heildarskodunarskyrsiu (e. full

inspection report)“ eda ,,sérteeka skyrslu (e. detailed report)” (sja 2. 1id hér & eftir). Hvor
samningsadili um sig skal fjalla um pessar skodunarskyrslur med peim trinadarkvodum sem

upprunasamningsadilinn fer fram 4.

Ef ekki hefur farid fram skodun & framleidsluadgerdum vidkomandi lyfs nylega, p.e. pegar

11010 hafa meira en tvo ar fra sidustu skodun eda komid hefur i 1j6s a0 sérstok porf er & skodun,

er haegt ad fara fram a sérstaka og itarlega skodun. Samningsadilar munu sja til pess ad

skodunarskyrslur séu sendar ekki seinna en prjatiu almanaksddgum eftir ad um paer var bedio,
fresturinn lengist i sextiu daga ef ny skodun er framkvamd.
2. Skodunarskyrslur.

,.Heildarskodunarskyrsla“ felur i sér adalmoppu um framleidslustadinn (e. Site Master File)

(tekin saman af framleidandanum eda skodunaradilanum) og umsdgn skodunaradilans.

LHaértaek skyrsla® svarar sérteekum fyrirspurnum um fyrirtaeki fra hinum samningsadilanum.

3. Vidmidanir um g6da framleidsluhatti.

a) Framleidendur saeta skodunum i samraemi vid gildandi reglur utflutningssamningsadilans
um gdoa framleidsluhetti (sja 1. patt).

b) A0 pvi er vardar lyf sem falla undir lyfjaloggjof innflutningssamningsadilans en ekki
utflutningssamningsadilans mun par til baer innlend skodunarpjonusta, sem tilbuin er til ad
framkvaema skodun & vidkomandi framleidsluadgerdum, gera pad i samraemi vid eigin
krofur um goda framleidsluhatti eda, ef ekki er um ad reda sérstakar krofur um gooda
framleidsluhatti, i samreemi vid gildandi krofur innflutningssamningsadilans um goda
framleidsluhztti. betta 4 einnig vid pegar talio er ad godir framleidsluhaettir, sem eiga viod
4 stadnum, jafngildi ekki godum framleidsluhattum innflutningssamningsadilans ad pvi er
vardar gaedatryggingu hins fullbuna lyfs.

¢) Ad pvi er vardar tilteknar vorur eda voruflokka (t.d. lyf 4 rannséknastigi, grunnefni) verdur
jafngildi goéora framleiosluhatta dkvardad samkvaemt malsmedferd sem sameiginlegi
svidstengdi hopurinn akvedur.

4. EOdli skodana.

a) Vio skodun skal meta a kerfisbundinn hatt hvernig framleidandinn hlitir kréfum um goda
framleidsluhaetti. ber nefnast almennar skodanir & godum framleidsluhattum (einnig
fastar, reglubundnar eda kerfisbundnar skodanir).

b) 1 ,,voru- eda ferlismidudum* skodunum (sem geta verid skodanir sem fara fram 4dur en
markadssetning a sér stad, eftir pvi sem vid &) er sérstok ahersla 16g0 a framleidslu einnar
voru eda voruflokks eda ferli, eitt eda fleiri, og taka peer til mats 4 gildingu 4 og samraemi
vi0 sérstaka petti ferlis eda eftirlits eins og peim er lyst i markadsleyfinu. Ef naudsyn ber
til verda skodunaradila latnar 1 té videigandi voruupplysingar (gaedaskjol ir umsoknar-
/leyfisskjolum) i trinadi.

5. Gjold fyrir skodun/starfsstdo.
Fyrirkomulag vegna gjalda fyrir skodun/starfsstod akvardast af stadsetningu framleidandans.
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Gjold fyrir skooun/starfsstod verda ekki innheimt af framleidendum sem stadsettir eru a
yfirradasvaedi hins samningsadilans ad pvi er vardar vorur sem falla undir pennan svidstengda
vidauka.

Verndarakvaodi vegna skodana.

Samningsadilarnir vidurkenna med gagnkvaemum hatti ad hvor samningsadili um sig askilur
sér rétt til pess ad framkvama sina eigin skodun af 4stedum sem hinum samningsadilanum
eru gerdar ljosar. Tilkynna skal hinum samningsadilanum um slikar skodanir fyrir fram og
gefst honum kostur 4 ad taka patt i skoduninni. Einungis skal gripa til pessa verndarakvaedis
i undantekningartilvikum. Fari slik skodun fram ma endurheimta skodunarkostnadinn.
Upplysingaskipti milli yfirvalda og samraeming gadakrafna.

[ samraemi vid almenn dkvaedi pessa samnings munu samningsadilarnir skiptast 4 6llum vid-
eigandi upplysingum sem naudsynlegar eru til aframhaldandi gagnkveemrar vidurkenningar a
skodunum. Til a0 syna fram 4 getu pegar verulegar breytingar verda a reglukerfum hja 60rum
hvorum samningsadilanum ma hvor samningsadili um sig fara fram 4 sértaekar vidbotar-
upplysingar i tengslum vid opinbera skodunarpjonustu. Sérstakar beidnir af pessu tagi geta
tekid til upplysinga um pjalfun, skodunaradferda, almennra upplysinga og gagnaskipta og
gagnseis 1 uttektum stofnunar 4 opinberum skodunarpjonustum er varda rekstur pessa svids-
tengda vidauka. Slikar beidnir &ttu ad fara i gegnum og vera stjornad af sameiginlega svids-
tengda hopnum sem hluta af vidvarandi vidhaldsaztlun.

Auk pess munu vidkomandi yfirvold i Astraliu og EFTA-rikjunum innan EES einnig upplysa
hvert annad um allar nyjar teknileidbeiningar eda breytingar & skodunaradferdum. Hvor
samningsadili um sig mun radgast vid hinn adur en pear eru sampykktar.

Opinber lokasampykkt a framleidslulotum.

Opinber malsmeoferd vegna lokasampykktar framleioslulotu er vidbotarsannprofun 4 oryggi
og verkun onemislyfja (boluefna) og blodafleida sem par til ber yfirvold framkvema fyrir
dreifingu hverrar framleidslulotu. bessi samningur tekur ekki til pessarar gagnkvamu vidur-
kenningar a opinberri lokasampykkt framleidslulota. Pegar opinber malsmedferd vegna loka-
sampykktar framleidslulotu & vid mun framleidandinn p6 leggja fram, ad beidni innflutnings-
samningsadilans, vottord um opinbera lokasampykkt framleidslulotu ef eftirlitsyfirvold
utflutningssamningsadilans hafa préfad viokomandi framleioslulotu.

AJ pvi er EFTA-rikin innan EES vardar birtir Evropuskrifstofan um gadi lyfja og heilsu-
verndar opinbera malsmedferd vegna lokasampykktar & framleidslulotum lyfja sem eru etlud
ménnum. Ad pvi er Astraliu vardar er opinber malsmedferd vegna lokasampykktar fram-
leidslulota tilgreind 1 tekniskyrsluritrod Alpjodaheilbrigdismalastofnunarinnar ,,WHO
Technical Report Series, No 822, 1992,

bjalfun skodunarmanna.

[ samraemi vid almenn dkvzdi pessa samnings munu pjalfunarndmskeid fyrir skodunarmenn,
sem skipulogd eru af yfirvéldum, vera opin skodunarmdénnum hins samningsadilans.
Samningsadilarnir munu tilkynna hver 6drum um slik ndmskeio.

Sameiginlegar skodanir.

{ samrzemi vid almenn akvzadi pessa samnings og med gagnkvamu samkomulagi milli samn-
ingsadilanna ma heimila sameiginlegar skodanir. Pessum skodunum er @tlad ad vinna ad
sameiginlegum skilningi og talkun 4 framkvamd og krofum. Verklagsreglur sem sameigin-
legi svidstengdi hopurinn sampykkir munu rada skipulagi pessara skodana og pvi hvernig peer
eru framkvamdar.

Vidvorunarkerfi.

Samningsadilarnir munu koma sér saman um tengilidi til ad gera par til beerum yfirvoldum og
framleidendum kleift ad gera yfirvoldum hins samningsadilans tilhlydilega hratt vidvart um
galla, innkallanir framleidslulota, eftirlikingar og 6nnur vandamal vardandi gadi sem gaetu
krafist aukins eftirlits eda frestunar & dreifingu framleioslulotunnar. Komid verdur 4 med
gagnkvemum hetti itarlegu verklagi vegna vidvarana.
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Samningsadilarnir munu tryggja ad allar frestanir eda afturkallanir (i heild eda ad hluta) a4
framleidsluleyfum, sem stafa af pvi ad godum framleidsluhattum er ekki fylgt og sem gaetu
haft ahrif & vernd lydheilsu, séu tilkynntar hinum samningsadilanum tilhlydilega hratt.

12. Tengilidir.
Ad pvi er vardar pennan svidstengda vidauka eru tengilidir vegna teeknilegra mala, s.s. skipta
a skodunarskyrslum, pjalfunarnamskeida fyrir skodunarmenn og teeknikrafna, eftirfarandi:

Ad pvi er Astraliu vardar:

Ad pvi er vardar lyf fyrir menn: The Secretary

Therapeutic Goods Administration Department of Health
PO Box 100

Woden ACT 2606 Australia

Simanr. 1800 020 653 (fritt ef hringt er innan Astraliu) eda
Simanr. 61-6232-8644 (ef hringt er erlendis fra)
Bréfsimanr. 61-6203-1605

AJ pvi er vardar lyf fyrir dyr:

The Manager, Manufacturing Quality and Licensing Section Australian Pesticides and
Veterinary Medicines Authority

PO Box 6182

Kingston ACT 2604

Australia

Simanumer 61-6210-4701

Bréfsimanr. 61-6210-4874

https://apvma.gov.au

A0J pvi er vardar EFTA-rikin innan EES:
fsland

Utanrikisraduneytio

Raudararstigur 25,

105 Reykjavik

fsland

Simanr. 354 — 545 9900

Bréfsimanr. 354 — 562 2366

Liechtenstein

Amt fiir Gesundheit

/Office of Public Health
Aulestrasse 51

PO Box 684

9490 Vaduz

Liechtenstein

Simanr. 423 — 236 7346
Bréfsimanr. 423 — 236 7564

Noregur

Deputy Head of Department

Norwegian Ministry of Health and Care Services
Department Public Health

Pharmaceuticals Unit

Teatergata 9

N-0030 Oslo

Norway
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Simanr. 47 — 222 48701
Tolvupostur: postmottak@hod.dep.no

13. Sameiginlegur svidstengdur hopur.
Komid verdur a fot sameiginlegum svidstengdum hopi, skipudum fulltraum samningsadil-
anna, innan pessa svidstengda vidauka. Hann mun bera abyrgd & skilvirkri framkvaemd pessa
svidstengda vidauka. Hann gefur sameiginlegu nefndinni skyrslu eftir nanari akvoroun
hennar.
Sameiginlegi sviostengdi hopurinn setur sér starfsreglur. Hann tekur dkvardanir og sampykkir
tilmeaeli sin med samhljoda sampykki. Hann getur akvedid ad fela undirhépum tiltekin verk-
efni.

14. Agreiningur.
Badir samningsadilar munu gera sitt besta til ad leysa agreining sem upp kemur vardandi m.a.
hvernig framleidendur fylgja reglum og nidurstodur skodunarskyrslna. Oleystum agreiningi
verdur visa0 til sameiginlega svidstengda hopsins.

IV. PATTUR
Breytingar a skranni yfir opinberar skodunarpjonustur.

Samningsadilarnir vidurkenna med gagnkvaemum hetti porfina a ad pessi svidstengdi vidauki
geti tekio tillit til breytinga, einkum ad pvi er vardar innkomu nyrra opinberra skodunarpjoénusta
eda breytingar a e0li eda hlutverki fyrirliggjandi 16gbeerra yfirvalda. Ef umtalsverdar breytingar
hafa ordid med tilliti til opinberra skodunarpjonusta mun sameiginlegi svidstengdi hopurinn taka
til skodunar hvada viobotarupplysingar eru naudsynlegar, ef einhverjar, til a0 sannreyna aztlanir
og koma 4 eda viohalda gagnkveemri vidurkenningu skodana i samrami vid 7. 1i0 I11. pattar.

[ samraemi vid pennan samning mun Lyfjastofnunin (Therapeutic Goods Administration
(TGA)) annast skodanir hja framleidendum dyralyfja i Astraliu fyrir hond Varnarefna- og dyra-
lyfjastofnunar Astraliu (Pesticides and Veterinary Medicines Authority (APVMA)) samkvaemt
gildandi astrolskum reglum um goda framleidsluhztti og leidbeiningum Evrépusambandsins um
goda framleidsluhaetti dyralyfja. EFTA-rikin innan EES munu vidurkenna nidurstddur skodana
sem Lyfjastofnunin framkveemir og vottord astralskra framleidenda um ad framleidslulotur
uppfylli krofur. Ef Varnarefna- og dyralyfjastofnun Astraliu (APVMA) fer ad framkvama
skodanir sjalf verda skodunarskyrslur einnig sendar reglulega til innflutningssamningsadilans par
til fengin er fullnaegjandi sannpréfun & skodunaraeetlun stofnunarinnar m.t.t. géora framleidslu-
hatta.

, VIDBETIR
SKRA YFIR GILDANDI LAGA- OG STJORNSYSLUFYRIRMZLI

A0 pvi er EFTA-rikin innan EES varoar:

Tilskipun framkveemdastjornarinnar 91/412/EBE fra 23. jali 1991 par sem melt er fyrir um
meginreglur og viomidunarreglur um go6da framleiosluhaetti i dyralyfjagerd, med doronum
breytingum

Tilskipun Evropupingsins og radsins 2001/82/EB fra 6. névember 2001 um Bandalagsreglur
um dyralyf, med dordonum breytingum

Tilskipun Evroépupingsins og radsins 2001/83/EB fra 6. névember 2001 um Bandalagsreglur
um lyf sem @tlud eru ménnum, med dordnum breytingum

Tilskipun framkveemdastjornarinnar 2003/94/EB fra 8. oktober 2003 par sem melt er fyrir
um meginreglur og vidmidunarreglur um géda framleidsluhatti ad pvi er vardar lyf og profunarlyf
sem @tlud eru ménnum, med dordnum breytingum
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Reglugerd Evropupingsins og radsins (EB) nr. 726/2004 fra 31. mars 2004 um malsmedferd
Bandalagsins vid veitingu leyfa fyrir manna- og dyralyfjum og eftirlit med peim lyfjum og um
stofnun Lyfjastofnunar Evropu, med dordnum breytingum

Leidbeiningar um gdoar starfsvenjur vid dreifingu (94/C 63/03)

4. bindi — Leiobeiningar um goda framleidsluhztti i lyfjagerd ad pvi er vardar lyf fyrir menn

og dyr

Ad bvi er Astraliu vardar:

Vorur fyrir menn:

Lo6g um vorur til lekninga fra 1989 (Therapeutic Goods Act 1989) og reglugerdir, fyrirmeaeli
og akvardanir samkvaemt peim, p.m.t. fyrirmali um stadla, t.d. merkingar, a4kvordunin um
meginreglur i framleidslu og astralskar reglur um goda framleidsluhaetti.

Vorur fyrir dyr:

Loggjof — Samveldio:

Log um efni til landbunadar og dyraleekninga (stjérnun) (Agricultural and Veterinary
Chemicals (Administration) Act), 1992

Lég um efni til landbunadar og dyralekninga (Agricultural and Veterinary Chemicals
Act), 1994

Lagabalkur um efni til landbinadar og dyralekninga (Agricultural and Veterinary
Chemicals Code Act), 1994

Reglugerdir um efni til landbinadar og dyralekninga (stjornun) (Agricultural and
Veterinary Chemicals (Administration) Regulations), 1995

Gerningur nr. 1 um efni til landbunadar og dyraleekninga (meginreglur i framleidslu)
(Agricultural and Veterinary Chemicals Instrument No 1 (Manufacturing Principles)),
2007

Reglugerdabalkur um efni til landbunadar og dyraleekninga (Agricultural and Veterinary
Chemicals Code Regulations), 1995

Loggjof — Nyja Sudur-Wales:

Log um fodur fyrir bufénad (Stock Foods Act), 1940

Log um lyf fyrir bufénad (Stock Medicines Act), 1989

Lég um lyoheilsu (Public Health Act), 1991

Log um eitur og vorur til lekninga (Poisons and Therapeutic Goods Act), 1966

Lo6g um varnarefni (Pesticides Act), 1979

Log um efni til landbunadar og dyralekninga (Nyja Sudur-Wales) (Agricultural and
Veterinary Chemicals (NSW) Act), 1994

p.m.t. reglugerdir, fyrirmali eda gerningar 4 grundvelli framangreindrar 16ggjafar

Loggjof — Viktoria:

Log um efnablondur fyrir dyr (Animal Preparations Act), 1987

Heilbrigdislog (Health Act), 1958

Log um fikniefni, eitur og takmorkunarskyld efni (Drugs, Poisons and Controlled
Substances Act), 1981

Log um efni til landbunadar og dyralekninga (Viktoria) (Agricultural and Veterinary
Chemicals (Victoria) Act), 1994

p.m.t. reglugerdir, fyrirmeaeli eda gerningar 4 grundvelli framangreindrar 16ggjatar

Loggjof — Queensland:

Lo6g um stadla 1 landbuinadi (Agricultural Standards Act), 1994
Lég um bufénad (Stock Act), 1915
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Heilbrigdislog (Health Act), 1937
Log um efni til landbunadar og dyraleekninga (Queensland) (Agricultural and Veterinary
Chemicals (Queensland) Act), 1994

pb.m.t. reglugeroir, fyrirmali eda gerningar 4 grundvelli framangreindrar 16ggjafar

Loggjof — Sudur-Astralia:

Log um lyf fyrir bafénad (Stock Medicines Act), 1939-1978

Log um f6dur fyrir bufénad (Stock Foods Act), 1941

Log um haettuleg efni (Dangerous Substances Act), 1986

Log um takmdrkunarskyld efni (Controlled Substances Act), 1984

Log um sjukdoma i bufénadi (Stock Diseases Act), 1934

Log um efni til landbunadar og dyralekninga (Sudur-Astralia) (Agricultural and
Veterinary Chemicals (SA) Act), 1994

p.m.t. reglugerdir, fyrirmeaeli eda gerningar 4 grundvelli framangreindrar 16ggjatar

Loggjof — Vestur-Astralia:

Log um efnablondur til dyraleekninga og dyrafoour (Veterinary Preparations and Animal
Feeding Stuffs Act), 1976-1982

Log um eitur (Poisons Act), 1964-1981

Heilbrigdislog (Health Act), 1911

Log um efni til landbunadar og dyralekninga (Vestur-Astralia) (Agricultural and
Veterinary Chemicals (WA) Act), 1995

Heilbrigdisreglugerdir (varnarefni) (Health (Pesticides) Regulations), 1956

p.m.t. reglugerdir, fyrirmali eda gerningar 4 grundvelli framangreindrar 16ggjafar

Loggjof — Tasmania:

Log um lyf til dyraleekninga (Veterinary Medicines Act), 1987

Log um eitur (Poisons Act), 1971

Log um lyoheilsu (Public Health Act), 1997

Log um efni til landbuinadar og dyraleekninga (Tasmania) (Agricultural and Veterinary
Chemicals (Tasmania) Act), 1994

Lo6g um varnarefni (Pesticides Act), 1968

p.m.t. reglugerdir, fyrirmaeli eda gerningar 4 grundvelli framangreindrar 16ggjatar

Loggjof — Nordursvedid (Northern Territory):

Log um eitur og haettuleg fikniefni (Poisons and Dangerous Drugs Act), 1983

Log um vorur til lekninga og snyrtivorur (Therapeutic Goods and Cosmetics Act), 1986
Log um sjukdoma i bafénadi (Stock Diseases Act), 1954

Log um efni til landbiinadar og dyralekninga (Nordursvadid) (Agricultural and
Veterinary Chemicals (NT) Act), 1994

pb.m.t. reglugerdir, fyrirmali eda gerningar 4 grundvelli framangreindrar 16ggjafar

Loggjof — Hofudborgarsvadi Astraliu

Log um umhverfisvernd (Environment Protection Act), 1997

b.m.t. reglugerdir, fyrirmeli eda gerningar 4 grundvelli framangreindrar 16ggjafar.*

11. Eftirfarandi kemur i stad sviostengda vidaukans um leekningataeki:
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,SVIDSTENGDUR VIPAUKI UM LEKNINGATZKI VID SAMNING
EFTA-RIKJANNA INNAN EES OG ASTRALIU UM GAGNKVZAMA
VIDURKENNINGU SAMRZEMISMATS, VOTTORDA OG MERKINGA

GILDISSVID OG UMFANG

Samningsadilarnir dkveda med gagnkvemum hetti a0 dkvaodi pessa svidstengda vidauka

gildi um eftirtaldar vorur:

Vorur til utflutnings til EFTA-rikjanna
innan EES

Vorur til Gtflutnings til Astraliu

1. Oll lekningateeki:

a) framleidd i Astraliu og

b) sem falla undir samremismats-
adferdir pridja adila, tengdar beedi
voru- og gaeodakerfum og

c) sem kve0id er 4 um i tilskipun radsins
90/385/EBE fra 20. juni 1990 um
samreemingu laga adildarrikjanna um
virk, igreodanleg lekningateki, med
dordnum breytingum, og

d) sem kvedid er 4 um i tilskipun radsins
93/42/EBE fra 14. joni 1993 um
leekningateki, med dordnum breyt-
ingum.

2. A0 pvier 1. mgr. vardar:

a) eru lekningateki, sem kvedid er 4 um
i viobaetinum, undanpegin og

b) ef ekki er kvedid 4 um annad eda
komist samningsadilar ekki ad gagn-
kvemu samkomulagi um annad,
fellur eftirfarandi ekki undir ,,fram-
leidslu® leekningataekis:

Oll lekningataeki:
a) framleidd i EFTA-rikjunum innan
EES og

b) sem falla undir samraemismats-
aoferdir, tengdar baedi voru- og gaeda-
kerfum, samkvaemt astrélskum 16gum
um vorur til lekninga fra 1989
(Therapeutic Goods Act 1989) og
reglugeroum um vorur til lekninga,
med dordnum breytingum.

. Ad bvier 1. mgr. vardar:

a) eru lekningateki, sem kvedid er 4 um
i viobaetinum, undanpegin og

b) ef ekki er kvedid & um annad eda
komist samningsadilar ekki a0 gagn-
kvemu samkomulagi um annad,
fellur eftirfarandi ekki undir ,,fram-
leioslu® leekningataekis:

Vorur til utflutnings til EFTA-rikjanna
innan EES

Vorur til Gtflutnings til Astraliu

i) ferli til endurheimtar eda endur-
nyjunar, s.s. ad gera vid, gera upp,
vidhaldsskoda eda endurgera eda

ii) adgerdir, s.s. pressun, merking, merk-
ing med mida, pokkun og undirbin-
ingur fyrir sélu, sem framkvemdar
eru einar og sér eda fleiri saman eda

iil) gaedaeftirlitskodanir eingéngu eda
iv) daudhreinsun eingdngu.

i) ferli til endurheimtar eda endur-
nyjunar, s.s. ad gera vid, gera upp,
vidhaldsskoda eda endurgera eda

ii) adgerdir, s.s. pressun, merking,
merking med mida, pokkun og
undirbiningur  fyrir s6lu, sem
framkveemdar eru einar og sér eda
fleiri saman eda

i) gaeodaeftirlitskodanir eingéngu eda

iv) daudhreinsun eingdéngu.
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I. PATTUR
Laga- og stjornsyslukrofur

Laga- og stjornsyslukrofur EFTA-rikjanna
innan EES sem samraemismatsstofur
tilnefndar af Astraliu munu meta
hvort hafi verid uppfylltar

Laga- og stjornsyslukrofur Astraliu sem
samramismatsstofur tilnefndar af EFTA-
rikjunum innan EES munu meta hvort
hafi verid uppfylltar

— Tilskipun radsins 90/385/EBE fra 20. juni
1990 um samremingu laga adildarrikjanna
um virk, igredanleg lekningateki, med
doronum breytingum

— Tilskipun radsins 93/42/EBE fra 14. juni
1993 um laekningateki, med doronum breyt-
ingum

— og hver konar 16ggjof sem er sampykkt a
grundvelli pessara tilskipana

— Lo6g um vorur til lekninga (Therapeutic
Goods Act), 1989, med dordonum breyt-
ingum

— Reglugerdir um vorur til laekninga (Thera-
peutic Goods Regulations), 1990, med
aordnum breytingum

— Reglugerdir um vorur til lekninga (leekn-
ingataeki) (Therapeutic Goods (Medical
Devices) Regulations), 2002, med
dordnum breytingum

— og undirskipud 16ggjof sem um getur i
framangreindum 16gum eda reglugerdum,
med dordnum breytingum (')

(") Almenn visun til undirskipadrar 16ggjafar i Astraliu sem um getur i 16gunum um vérur til
laekninga og reglugerdunum og til ad sja fyrir breytingar 4 16ggj6finni.

II. PATTUR
Tilnefndar samreemismatsstofur

Samramismatsstofur sem Astralia hefur
tilnefnt til ad meta vorur me0 tilliti til laga- og
stjornsyslukrafna EFTA-rikjanna innan EES

Samraemismatsstofur sem EFTA-rikin innan
EES hafa tilnefnt til ad meta vorur med tilliti
til laga- og stjornsyslukrafna Astraliu

Samningsadilarnir hafa med gagnkvemum
hatti komid a4 fot skram yfir tilnefndar sam-
reemismatsstofur og munu uppfzera paer

Samningsadilarnir hafa med gagn-
kvemum hetti komid a fot skram yfir til-
nefndar samraemismatsstofur og munu upp-
feera peer

II. PATTUR
Yfirvéld sem bera abyrgd a tilnefningu samreemismatsstofa med tilliti til pessa samnings

A0 pvi er vardar samreemismatsstofur sem
Astralia tilnefnir

A0 pvi er vardar samreemismatsstofur sem
EFTA-rikin innan EES tilnefha

— Raduneyti heilbrigdismala ad pvi er
vardar Lyfjastofnunina (Therapeutic
Goods Administration)

—  Island
Utanrikisraduneytid
Raudararstigur 25
105 Reykjavik
fsland

—  Liechtenstein
Amt fir Volkswirtschaft
/Office of Economic
Affairs
Postfach 684
9490 Vaduz
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Liechtenstein
—  Noregur
Norwegian Medicines
Agency
Stremsveien 96
N-0663 Oslo
Norway

IV. PATTUR
Adferdir vid tilnefningu samremismatsstofa

Adferdir sem Astraliu ber ad fylgja vid
tilnefningu samre@mismatsstofa til ad meta
vorur me0 tilliti til krafna EFTA-rikjanna
innan EES

Adferdir sem EFTA-rikjunum innan EES ber
a0 fylgja vid tilnefningu samreemismatsstofa
til ad meta vorur me0 tilliti til krafha Astraliu

Lyfjastofnun raduneytis heilbrigdis- og oldr-
unarmala (Therapeutic Goods Administration of
the Department of Health and Ageing) mun
uppfylla krofur peirra tilskipana sem skradar i 1.
peetti, med hlidsjon af akvoroun Evropupingsins
og radsins nr. 768/2008/EB fra 9. juli 2008 um
sameiginlegan ramma um markadssetningu a
vorum, med dordonum breytingum, ad svo miklu
leyti sem hun visar til adferdaeininga fyrir hin
ymsu prep samremismatsins og reglna um afest-
ingu og notkun CE-samramismerkja, og vera
tilnefnd ad pvi er vardar tiltekna flokka eda
undirflokka teekja og samremismatsadferdir. Ad
pvi er vardar vorur sem falla undir V. patt mun
tilnefning fara fram 4 grundvelli daetlunar um ao
vekja tiltra eins og um getur i 1id 1.2 1 V. peetti

@)

Samramismatsstofur munu uppfylla krofur
peirra tilskipana sem skrdoar i I. petti, med
hlidsjon af akvordun Evropupingsins og rads-
ins nr. 768/2008/EB fra 9. juli 2008 um sam-
eiginlegan ramma um markadssetningu a
vorum, med aordnum breytingum, ad svo
miklu leyti sem hin visar til adferdaeininga
fyrir hin ymsu prep samremismatsins og
reglna um afestingu og notkun CE-samraemis-
merkja, og vera tilnefndar ad pvi er vardar
tiltekna flokka eda undirflokka taekja og
samraemismatsadferdir. Ad pvi er vardar vorur
sem falla undir V. patt mun tilnefning fara
fram & grundvelli aztlunar um ad vekja tiltra
eins og um getur 1 1id 1.2 1 V. petti (?)

(") Pegar farsallega hefur tekist ad vekja tiltrii ad pvi er vardar teeki i V. paetti er gengid ut fra pvi

ad heefi sé fyrir hendi.
(2) begar farsellega hefur tekist ad vekja tiltra ad pvi er vardar taeeki i V. paetti er gengid ut fra pvi
a0 haefi sé fyrir hendi.
V. PATTUR
Vidbotarakveedi

1. A0 vekja tiltrd pegar um er ad reeda mjog ahaettusom teki.
1.1 Ferli sem midar ad pvi ad vekja tiltrt og efla tiltra 4 tilnefningarkerfum hvors samn-
ings—adila um sig 4 vid um eftirtalin leekningateeki:

peetti,

0g

sjuikdoma sem smitast vid kynmok.

virk igreedanleg taeki, eins og pau eru skilgreind i 16ggjofinni sem um getur i 1. peetti,
teeki sem eru flokkud sem taeki i III. flokki samkvaemt 16ggjofinni sem um getur i 1.

leekningateeki sem eru igraeedanlegir gerviaugasteinar,
leekningateeki sem eru seigfljotandi vokvi i auga (e. intra-ocular visco-elastic fluids)

laekningateeki sem eru tdlmar sem bent er 4 ad séu getnadarvorn eda komi i veg fyrir
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1.2 Samningsadilarnir munu koma 4 fot itarlegri aaetlun i pessu skyni sem tekur til Lyfja-
stofnunarinnar (Therapeutic Goods Administration) og logbaerra yfirvalda EFTA-
rikjanna innan EES.

1.3 Timabilid til ad vekja tiltra verdur endurskodad tveimur 4dum eftir pann dag sem pessi
sviostengdi vidauki, med dordnum breytingum, kemur til framkvamda.

1.4 Sértekar vidbotarkrofur vegna framprounar reglusetningar:

1.4.1 Hvor samningsadilinn sem er getur, i samraemi vid 2. gr., 7. gr. (1. mgr.), 8. gr.
(1. mgr.) og 9. gr. (1. mgr.) pessa samnings, farid fram a sértaekar viobotarkrofur
i tengslum vid samraemismatsstofur i peim tilgangi ad syna fram a reynslu i
reglukerfum sem eru i proun.

1.4.2 Pessar sérteeku krofur geta falio 1 sér pjalfun, uttektir & samraeemismatsstofum
undir eftirliti, heimsoknir og skipti & upplysingum og gdégnum, m.a. Uttektar-
skyrslum.

1.4.3bessar krofur geetu 4 sama hatt att vio i tengslum vio tilnefningu samraeemismats-
stofu 1 samreemi vi0 pennan samning.

Adferdir vid skraningu, innfarslu og innfellingu i Skra Astraliu yfir vorur til leekninga

(ARTQG).

2.1 Samningsadilarnir vidurkenna ad astralskar adferdir samkvaemt 16gunum um vorur til
lekninga fra 1989 ad pvi er vardar skraningu, innferslu eda innfellingu vara vegna
markadseftirlits og samsvarandi adferdir EFTA-rikjanna innan EES verda ekki fyrir
ahrifum af pessum samningi.

2.2 Innan ramma pessa samnings mun eftirlitsyfirvald Astraliu tafarlaust feera voru fra
EFTA-rikjunum innan EES & Skra Astraliu yfir vorur til lekninga an frekara mats &
vorunni. betta er had pvi ad borist hafi umsdékn um voruna, asamt tilskildu gjaldi og
vottun samramismatsstofunnar um ad krofum Astraliu hafi verid fylgt.

2.3 Hver pau gjold sem fylgja skraningu hja 6drum hvorum samningsadilanum munu adeins
tengjast kostnadi vid skraningu laekningataekisins, framfylgd og eftirliti samningsaoil-
anna eftir markadssetningu a pessu svidi.

Upplysingaskipti.

Samningsadilarnir sampykkja ad veita hvor 60rum upplysingar um:

— afturkdllun, timabundna nidurfellingu, takmorkun eda afnam vottoroa,

— meintilvik i tengslum vid gatarferli lekningateekja 4 vegum starfshopsins um hnattreena

samreemingu (GHTF),

— mal er varda vorudryggi og

— 16ggjof eda breytingu 4 gildandi 16ggjof sem sampykkt er & grundvelli peirra lagatexta sem

taldir eru upp i L. peetti.

Samningsadilarnir munu koma 4 6t tengilidum fyrir hvert pessara atrida.

Samningsadilarnir munu ihuga afleidingar pess ad koma & fot evropskum gagnabanka um

leekningateeki (Eudamed).

Enn fremur mun Lyfjastofnunin (Therapeutic Goods Administration) veita upplysingar um

utgefin vottord.

Ny 16ggjof.

Samningsadilarnir taka i sameiningu mid af pvi ad Astralia hyggst innleida nyja 16ggjof um

sjukdoémsgreiningar i glasi og ad hvers kyns nytt fyrirkomulag mun virda paer meginreglur

sem pessi samningur byggist 4.

Samningsadilarnir lysa pvi yfir med gagnkvemum heetti ad peir hyggist vikka ut gildissvio

pessa samnings og fella undir hann sjukdomsgreiningar i glasi um leid og astralska 16ggjofin

um sjukdomsgreiningar i glasi hefur verid sampykkt.

Radstafanir til ad vernda lydheilsu og almannadryggi.

Framkvaemd pessa svidstengda vidauka kemur ekki 1 veg fyrir ad samningsadili geri naudsyn-

legar radstafanir til ad vernda lyoheilsu og almannadryggi i samremi vid 16ggjofina sem um

getur i [. paetti. Hvor samningsadili um sig upplysir hinn samningsadilann um slikar radstaf-
anir me tilhlydilegum haetti.
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Sameiginlegur sviostengdur hopur.

Komid verdur 4 fot sameiginlegum svidstengdum hopi, skipudum fulltrium samningsadil-
anna, innan pessa svidstengda vidauka. Hann mun bera abyrgd 4 skilvirkri framkvaemd pessa
sviostengda vidauka. Hann gefur sameiginlegu nefndinni skyrslu eftir nanari akvordun
hennar.

Sameiginlegi svidstengdi hopurinn setur sér starfsreglur. Hann tekur dkvardanir og sampykkir
tilmeeli sin med samhljéda sampykki. Hann getur akvediod ad fela undirhopum tiltekin verk-
efni.

Agreiningur.

Badir samningsadilar munu gera sitt besta til ad leysa agreining sem upp kemur. Oleystum
agreiningi verour visao til sameiginlega svidstengda hopsins.

Viobcetir.

Akvadi pessa svidstengda vidauka gilda ekki um eftirtalin teeki:

leekningataeki sem innihalda eda eru framleidd med pvi ad nota frumur, vefi eda afleidur vefs
ur dyrum, sem hafa verid gerd 6lifvaenleg, par sem oryggi med tilliti til veira eda annarra efna
sem borist geta 4 milli krefst beitingar adferda med gildingu vid eydingu eda dvirkjun veira i
framleidsluferlinu,

leekningataeki sem innihalda vefi, frumur eda efni sem eiga uppruna sinn i 6rverum, bakterium
eda radbrigdum og @tlud eru til nota i eda & mannslikamann,

leekningateeki sem innihalda vefi eda afleidur peirra ir ménnum,

leekningataeki sem innihalda stodugar afleidur ur blodi eda blodvokva manna sem geta haft
onnur ahrif & mannslikamann en taekid sjalft,

leekningateeki sem innihalda eda er @tlad ad innihalda, sem 6adskiljanlegan hluta, efni sem,
ef pad er notad eitt og sér, veri hegt ad lita 4 sem lyf sem etlad er ad hafa dnnur ahrif 4
sjukling en teekio sjalft og

leekningateeki sem framleidandi etlar sérstaklega til nota til efnafraedilegrar sotthreinsunar a
00rum lekningatekjum, nema daudhreinsunarteeki sem nota purran hita, rakan hita eda
etylenoxid.

Badir samningsadilar geta, med gagnkvemu samkomulagi, akvedio ad vikka Ur beitingu pessa
svidstengda vidauka pannig ad hann taki til framangreindra laekningataekja.*

2. gr.
Gildistaka.

Samningur pessi 60last gildi 4 fyrsta degi annars manadar eftir pann dag er samningsadilarnir
hafa skipst & diplomatiskum ordsendingum er stadfesta ad lokid s¢ malsmeodferd hja hvorum um sig
vegna gildistoku samnings pessa.

Gjort i Brussel 21. september 2018 1 fjorum frumritum 4 ensku.

Fyrir hond Astraliu

Fyrir hond lydveldisins fslands

Fyrir hond Furstademisins Liechtensteins

Fyrir hond Konungsrikisins Noregs
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AGREEMENT

BETWEEN AUSTRALIA AND THE REPUBLIC OF ICELAND, THE PRINCIPALITY
OF LIECHTENSTEIN AND THE KINGDOM OF NORWAY

AMENDING THE AGREEMENT ON MUTUAL RECOGNITION IN RELATION
TO CONFORMITY ASSESSMENT, CERTIFICATES AND MARKINGS

BETWEEN AUSTRALIA AND THE REPUBLIC OF ICELAND, THE PRINCIPALITY
OF LIECHTENSTEIN AND THE KINGDOM OF NORWAY

The Republic of Iceland, the Principality of Liechtenstein and the Kingdom of Norway, hereafter
referred to as the EEA EFTA States, on the one hand, and Australia, on the other hand (“the Parties™);

HAVING concluded the Agreement on mutual recognition in relation to conformity assessment,
certificates and markings signed on 29 April 1999 (hereinafter ‘the Agreement on Mutual
Recognition’);

NOTING the need to simplify the operation of the Agreement on Mutual Recognition;

NOTING the need to clarify the status of the Sectoral Annexes of the Agreement on Mutual
Recognition;

NOTING the close relationship between the EEA EFTA States and the European Union through
the Agreement on the European Economic Area, which makes it appropriate to conclude this parallel
agreement between Australia and these countries equivalent to the Mutual Recognition Agreement in
relation to conformity assessment, certificates and markings between Australia and the European
Union';

WHEREAS Article 3 of the Agreement on Mutual Recognition sets out the form of the Sectoral
Annexes in detail;

WHEREAS Article 4 of the Agreement on Mutual Recognition restricts the application of the
Agreement to industrial products that originate in the Parties according to non-preferential rules of
origin;

WHEREAS Article 12 of the Agreement on Mutual Recognition establishes a Joint Committee
that, inter alia, gives effect to decisions on the inclusion of conformity assessment bodies in, and their
removal from, the Sectoral Annexes and sets out a procedure for such inclusion and removal;

WHEREAS Articles 8 and 12 of the Agreement on Mutual Recognition refer to the Chair of the
Joint Committee;

WHEREAS Atrticle 12 of the Agreement on Mutual Recognition does not explicitly empower
the Joint Committee to Amend the Sectoral Annexes, except to give effect to the decision by a
designating authority to designate or to withdraw Designation of a particular conformity assessment
body;

CONSIDERING that Article 3 of the Agreement on Mutual Recognition should be amended,
both to reflect the changes proposed to Article 12 thereof to limit the requirement for the Joint
Committee to take action on the recognition or withdrawal of recognition of conformity assessment
bodies to cases that have been contested by the other Party under Article 8 of the Agreement on Mutual
Recognition, and to allow greater flexibility in the structure of Sectoral Annexes to the Agreement;

CONSIDERING that in order that trade between the Parties is not unnecessarily restricted, the
origin restriction in Article 4 of the Agreement on Mutual Recognition should be deleted;

! OJ L 359, 29.12.2012, p. 2.
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CONSIDERING that in order to reflect the fact that the Joint Committee is co-chaired by the
Parties, the references to the Chair of the Joint Committee should be deleted from Articles 8 and 12 of
the Agreement on Mutual Recognition;

CONSIDERING that enhanced exchange of information between the Parties regarding the
operation of the Agreement on Mutual Recognition will facilitate its operation;

CONSIDERING that in order to make timely adaptations to the Sectoral Annexes so as to take
account of technical progress, and other factors such as enlargement of the EEA, the Joint Committee
should be explicitly empowered in Article 12 of the Agreement on Mutual Recognition to amend the
Sectoral Annexes in areas other than to give effect to the decision by a designating authority to
designate or to withdraw designation of a particular conformity assessment body, and also to adopt
new Sectoral Annexes;

RECOGNISING that the Parties may need to undertake certain domestic procedures before
amendments to the Sectoral Annexes or the adoption of new Sectoral Annexes take effect;

CONSIDERING that in order to simplify the operation of the Agreement on Mutual
Recognition, the need for the Joint Committee to take action on the recognition or withdrawal of
recognition of conformity assessment bodies should be limited to cases that have been contested by
the other Party under Article 8 of the Agreement on Mutual Recognition;

CONSIDERING that in order to simplify the operation of the Agreement on Mutual
Recognition, a simpler procedure for the recognition, withdrawal of recognition, and suspension of
conformity assessment bodies should be set up in Article 12 thereof, and the position regarding
conformity assessment carried out by bodies afterwards suspended or withdrawn should be clarified,

HAVE AGREED AS FOLLOWS:

ARTICLE 1
Amendments to the Agreement on Mutual Recognition.
The Agreement on Mutual Recognition is hereby amended as follows:
1. Article 3(2) is replaced by the following:
‘2. Each Sectoral Annex shall, in general, contain the following information:
a) a statement of its scope and coverage;
b) the legislative, regulatory and administrative requirements pertaining to the conformity
assessment procedures;
c) the designating authorities;
d) a set of procedures for the designation of conformity assessment bodies, and
e) additional provisions as required.’.
2. Article 4 is replaced by the following:

‘Article 4

Scope and coverage

This Agreement shall apply to the conformity assessment of products specified in the statement

of scope and coverage in each Sectoral Annex.’.

3. Article 6 is replaced by the following:

‘Article 6

Designating authorities

1. The Parties shall ensure that the designating authorities responsible for designating
conformity assessment bodies have the necessary power and competence to designate,
suspend, remove the suspension of, and withdraw the designation of, such bodies.

2. In making such designations, suspensions, removals of suspension and withdrawals,
designating authorities shall, unless specified otherwise in the Sectoral Annexes, observe the
procedures for designation set out in Article 12 and the Annex.’.

4. Article 7(1) is replaced by the following:
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‘1. The Parties shall exchange information concerning the procedures used to ensure that the
designated conformity assessment bodies under their responsibility comply with the
legislative, regulatory and administrative requirements outlined in the Sectoral Annexes and
the competence requirements specified in the Annex.’.

5. Article 8 is amended as follows:

a) paragraph 3 is replaced by the following:

3. Such contestation has to be justified in an objective and argued manner and in writing to
the other Party and to the Joint Committee.’

b) paragraph 6 is replaced by the following:

‘6. Except when decided otherwise by the Joint Committee, the contested conformity
assessment body shall be suspended by the competent designating authority from the time
its competence or compliance is challenged until either agreement is reached in the Joint
Committee on the status of that body or the challenging Party notifies the other Party and
the Joint Committee that it is satisfied as to the competence and compliance of that body.’.

6. Article 9 is replaced by the following:

‘Article 9

Exchange of information

1. The Parties shall exchange information concerning the implementation of the legislative,
regulatory and administrative provisions identified in the Sectoral Annexes and shall
maintain an accurate list of conformity assessment bodies designated in accordance with this
Agreement.

2. Consistent with their obligations under the World Trade Organization Agreement on
Technical Barriers to Trade, each Party shall inform the other Party of the changes it intends
to make to the legislative, regulatory and administrative provisions relating to the subject
matter of this Agreement and shall, except as provided for in paragraph 3 of this Article,
notify the other Party of the new provisions at least 60 calendar days before their entry into
force.

3. Where a Party takes urgent measures that it considers warranted by considerations of safety,
health or protection of the environment in order to eliminate an immediate risk posed by a
product covered by a Sectoral Annex, it shall notify the other Party of the measures and the
reasons for their imposition immediately, or as otherwise specified in the Sectoral Annex.’.

7. Atrticle 12 is amended as follows:

a) paragraphs 3 to 7 are replaced by the following:

‘3. The Joint Committee shall meet at least once a year unless the Joint Committee or the
Parties decide otherwise. If required for the effective functioning of this Agreement, or
at the request of either Party, an additional meeting or meetings shall be held.

4. The Joint Committee may consider any matter related to the functioning of this
Agreement. In particular, it shall be responsible for:

a) amending the Sectoral Annexes in accordance with this Agreement;

b) exchanging information concerning the procedures used by either Party to ensure that
the conformity assessment bodies maintain the necessary level of competence;

¢) in accordance with Article 8, appointing a joint team or teams of experts to verify the
technical competence of a conformity assessment body and its compliance with other
relevant requirements;

d) exchanging information and notifying the Parties of modifications of legislative,
regulatory and administrative provisions referred to in the Sectoral Annexes,
including those which require modification of the Sectoral Annexes;

e) resolving any questions relating to the application of this Agreement and its Sectoral
Annexes, and

f) adopting new Sectoral Annexes in accordance with this Agreement.

5. Any amendments to the Sectoral Annexes made in accordance with this Agreement and
any new Sectoral Annexes adopted in accordance with this Agreement shall be notified
promptly in writing by the Joint Committee to each Party, and shall come into effect for
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both Parties on the date on which the Joint Committee receives notification from each

Party confirming completion of their respective procedures for the amendments or new

Sectoral Annex to take effect, unless otherwise mutually determined in writing by the

Parties.

The following procedure shall apply in relation to the designation of a conformity

assessment body:

a) a Party wishing to designate a conformity assessment body shall forward its proposal
to that effect to the other Party in writing, adding supporting documentation as defined
by the Joint Committee;

b) in the event that the other Party consents to the proposal or upon the expiry of 60
calendar days without an objection having been lodged in accordance with the
procedures of the Joint Committee, the conformity assessment body shall be
considered to be a designated conformity assessment body under the terms of Article
5;

¢) in the event that, under Article 8, the other Party contests the technical competence or
compliance of the proposed conformity assessment body within the aforementioned
60-day period, the Joint Committee may decide to carry out a verification of the body
concerned, in accordance with Article 8;

d) in the case of the designation of a new conformity assessment body, conformity
assessment carried out by such a body shall be valid from the date on which it becomes
a designated conformity assessment body in accordance with this Agreement;

e) either Party may suspend, remove suspension or withdraw the designation of a
conformity assessment body under its jurisdiction. The Party concerned shall
immediately notify the other Party and the Joint Committee of its decision in writing,
together with the date of such decision. The suspension, removal of suspension or
withdrawal shall take effect from the date of the Party’s decision;

f) in accordance with Article 8, either Party may, in exceptional circumstances, contest
the technical competence of a designated conformity assessment body under the
jurisdiction of the other Party. In this case the Joint Committee may decide to carry
out a verification of the body concerned, in accordance with Article 8.

In the event that the designation of a conformity assessment body is suspended or

withdrawn, conformity assessment carried out by that body before the date of effect of

the suspension or withdrawal shall remain valid unless either the responsible Party has
limited or cancelled that validity, or the Joint Committee determines otherwise. The Party
under whose jurisdiction the suspended or withdrawn conformity assessment body was

operating shall notify the other Party in writing of any such changes relating to a

limitation or cancellation of validity.’;

b) the following paragraph is added:

The Joint Committee shall keep the Sectoral Annexes up-to-date and shall provide these

to the Parties upon the amendments taking effect.’

8. Article 15 is amended as follows:
a) paragraph 1 is replaced by the following:

‘1.

The Annex to this Agreement forms an integral part thereof. The Sectoral Annexes form
the administrative arrangements for the implementation of this Agreement and have less
than treaty status.’

b) paragraph 3 is replaced by the following:

‘3.

The Joint Committee may adopt Sectoral Annexes to which Article 2 applies and which
will provide the implementing arrangements for this Agreement.’;

¢) paragraph 4 is replaced by the following:

‘4.

Amendments to the Sectoral Annexes, and the adoption of new Sectoral Annexes, shall
be determined by the Joint Committee and come into effect in accordance with Article
12(5).’

9. The Annex is hereby amended as follows:
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a) paragraph 9 is replaced by the following:

‘9. Designating authorities shall inform their Party’s representatives on the Joint Committee,
established under Article 12 of this Agreement, of the conformity assessment bodies to
be designated, suspended or withdrawn. Designation, suspension or withdrawal of
designation of conformity assessment bodies shall take place in accordance with this
Agreement and the rules of procedure of the Joint Committee.’

b) paragraph 10 is replaced by the following:

‘10. When advising their Party’s representative on the Joint Committee established under this
Agreement of the conformity assessment bodies to be designated, 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 and e-mail address;
d) the range of products, processes, standards or services it is authorised to assess;
e) the conformity assessment procedures it is authorised to carry out, and
f) the designation procedure used to determine competence.’.
10. The Sectoral Annex on medicinal products GMP inspection and batch certification, including
Appendix 1 and Appendix 2, is replaced by the following:

‘SECTORAL ANNEX ON MEDICINAL PRODUCTS GMP INSPECTION AND
BATCH CERTIFICATION TO THE AUSTRALIA — EEA EFTA STATES
AGREEMENT ON MUTUAL RECOGNITION IN RELATION TO CONFORMITY
ASSESSMENT, CERTIFICATES AND MARKINGS

SCOPE AND COVERAGE

1. The Parties mutually establish that the provisions of this Sectoral Annex will cover all
medicinal products which are industrially manufactured in Australia and in the EEA EFTA
States, and to which Good Manufacturing Practice (GMP) requirements apply.

For medicinal products covered by this Sectoral Annex, each Party will recognise the
conclusions of inspections of manufacturers carried out by the relevant inspection services of
the other Party and the relevant manufacturing authorisations granted by the competent
authorities of the other Party.

In addition, the manufacturer’s certification of the conformity of each batch to its
specifications will be recognised by the other Party without re-control at import.

“Medicinal products” means all products regulated by the pharmaceutical legislation in the
EEA EFTA States and Australia referred to in Section I. The definition of medicinal products
includes all human and veterinary products, such as chemical and biological pharmaceuticals,
immunologicals, radiopharmaceuticals, stable medicinal products derived from human blood
or human plasma, pre-mixes for the preparation of veterinary medicated feedingstuffs, and,
where appropriate, vitamins, minerals, herbal remedies and homeopathic medicinal products.
“GMP” is that part of quality assurance which ensures that products are consistently produced
and controlled during manufacture to the quality standards appropriate to their intended use
and as required by the marketing authorisation granted by the importing Party. For the purpose
of this Sectoral Annex it includes the system whereby the manufacturer receives the
specification of the product and/or process from the marketing authorisation holder or
applicant and ensures that the medicinal product is made in compliance with this specification
(equivalent to Qualified Person certification in the EEA EFTA States).

2. With respect to medicinal products covered by the legislation of one Party (“regulating Party™)
but not the other, the manufacturing company may request the authority nominated by the
relevant contact point of the regulating Party listed in point 12 of Section III, for the purpose
of this Agreement, that an inspection be made by the locally competent inspection service.
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This provision will apply, inter alia, to the manufacture of active pharmaceutical ingredients
and intermediate products and products intended for use in clinical trials, as well as mutually
determined pre-marketing inspections. Operational arrangements are detailed under point 3(b)
of Section III.

Certification of manufacturers.
At the request of an exporter, importer or the competent authority of the other Party, the
authorities responsible for granting manufacturing authorisations and for supervision of the
manufacture of medicinal products will certify that the manufacturer:
- is appropriately authorised to manufacture the relevant medicinal product or to carry out
the relevant specified manufacturing operation;
- is regularly inspected by the authorities, and
- complies with the national GMP requirements recognised as equivalent by the two Parties,
referred to in Section I. Where different GMP requirements may be used as a reference (in
line with the provisions in point 3(b) of Section III), this is to be mentioned in the
certificate.
The certificates will also identify the site(s) of manufacture (and contract testing laboratories,
if any). The format of the certificate will be decided by the Joint Sectoral Group.
Certificates will be issued expeditiously, and the time taken should not exceed 30 calendar
days. In exceptional cases, such as when a new inspection has to be carried out, this period
may be extended to 60 calendar days.

Batch certification.

Each batch exported will be accompanied by a batch certificate prepared by the manufacturer
(self-certification) after a full qualitative analysis, a quantitative analysis of all the active
constituents and all the other tests or checks necessary to ensure the quality of the product in
accordance with the requirements of the marketing authorisation. This certificate will attest
that the batch meets its specifications and will be kept by the importer of the batch. It will be
made available upon request of the competent authority.

When issuing a certificate, the manufacturer will take account of the provisions of the current
WHO certification scheme on the quality of pharmaceutical products moving in international
commerce. The certificate will detail the agreed specifications of the product, the reference
of the analytical methods and the analytical results. It will contain a statement that the batch
processing and packaging records were reviewed and found in conformity with GMP. The
batch certificate will be signed by the person authorised to release the batch for sale or supply,
i.e. in the EEA EFTA States the “qualified person” as referred to in relevant legislation in the
EEA EFTA States; in Australia, the persons responsible for manufacturing quality control as
specified in the relevant Australian legislation.

SECTION I
Legislative, Regulatory and Administrative Requirements.
Subject to Section III, general GMP inspections will be carried out against the GMP

requirements of the exporting Party. The applicable legislative, regulatory and administrative
provisions related to this Sectoral Annex are listed in the Appendix.

However, the reference quality requirements of products to be exported, including their

manufacturing method and product specifications, will be those of the relevant product marketing
authorisation granted by the importing Party.

SECTION II
Official Inspection Services.
The lists of official inspection services related to this Sectoral Annex have been mutually

established by the Parties and will be maintained by them. If a Party requests from the other Party
a copy of its latest lists of official inspection services, the requested Party will provide the
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requesting Party with a copy of those lists within 30 calendar days of the date of receipt of that
request.

SECTION III
Operational Provisions.
1. Transmission of inspection reports

Upon reasoned request, the relevant inspection services will forward a copy of the last

inspection report of the manufacturing or control site, in case analytical operations are

contracted out. The request may concern a “full inspection report” or a “detailed report” (see
point (2). Each Party will deal with these inspection reports with the degree of confidentiality
requested by the Party of origin.

If the manufacturing operations of the medicinal product in question have not been inspected

recently, i.e. when the last inspection dates back to more than two years or a particular need

to inspect has been identified, a specific and detailed inspection may be requested. Parties will
ensure that 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.

2. Inspection reports

A “full inspection report” comprises a Site Master File (compiled by the manufacturer or by

the inspectorate) and a narrative report by the inspectorate. A “detailed report” responds to

specific queries about a firm by the other Party.
3. Reference GMP

a) Manufacturers will be inspected against the applicable GMP of the exporting Party (see
Section I).

b) With respect to medicinal products covered by the pharmaceutical legislation of the
importing Party but not the exporting one, the locally competent inspection service willing
to carry out an inspection of the relevant manufacturing operations will inspect against its
own GMP or, in the absence of specific GMP requirements, against the applicable GMP
of the importing Party. This will also be the case when the locally applicable GMP are not
considered equivalent, in terms of quality assurance of the finished product, to the GMP
of the importing Party.

¢) Equivalence of GMP requirements for specific products or classes of products (e.g.
investigational medicinal products, starting materials) will be determined according to a
procedure established by the Joint Sectoral Group.

4. Nature of inspections

a) Inspections will routinely assess the compliance of the manufacturer with GMP. These are
called general GMP inspections (also regular, periodic, or routine inspections).

b) “Product- or process-oriented” inspections (which may be “pre-marketing” inspections as
relevant) focus on the manufacture of one or one series of product(s) or process(es) and
include an assessment of the validation of and compliance with specific process or control
aspects as described in the marketing authorisation. Where necessary, relevant product
information (the quality dossier of an application/authorisation dossier) will be provided
in confidence to the inspectorate.

5. Inspection/establishment fees

The regime of inspection/establishment fees is determined by the manufacturer’s location.

Inspection/establishment fees will not be charged to manufacturers located on the territory of

the other Party for products covered by this Sectoral Annex.

6. Safeguard clause for inspections

The Parties mutually acknowledge that each Party reserves the right to conduct its own

inspection for reasons identified to the other Party. 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. Should such an inspection take place, inspection
costs may be recovered.

7. Exchange of information between authorities and approximation of quality requirements
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In accordance with the general provisions of this Agreement, the Parties will exchange any
relevant information necessary for the ongoing mutual recognition of inspections. For the
purposes of demonstration of capability in cases of significant changes to regulatory systems
in either of the Parties, additional specific information may be requested by either Party in
relation to an official inspection service. Such specific requests may cover information on
training, inspection procedures, general information and document exchange, and trans-
parency of agency audits of official inspection services relevant to the operation of this
Sectoral Annex. Such requests should be made through and managed by the Joint Sectoral
Group as part of an ongoing maintenance programme.

In addition, the relevant authorities in Australia and in the EEA EFTA States will keep each
other informed of any new technical guidance or changes to inspection procedures. Each Party
will consult the other before their adoption.

Official batch release

The official batch release procedure is an additional verification of safety and efficacy of
immunological medicinal products (vaccines) and blood derivatives, carried out by the
competent authorities before the distribution of each batch of product. This Agreement will
not encompass this mutual recognition of official batch releases. However, when an official
batch release procedure applies, the manufacturer will provide, at the request of the importing
Party, the official batch release certificate if the batch in question has been tested by the
control authorities of the exporting Party.

For the EEA EFTA States, the official batch release procedures for medicinal products for
human use are published by the European Directorate for the Quality of Medicines &
HealthCare. For Australia, the official batch release procedure is specified in document
“WHO Technical Report Series, No 822, 1992”.

Inspectors’ training

In accordance with the general provisions of this Agreement, training sessions for inspectors,
organised by the authorities, will be accessible to inspectors of the other Party. The Parties
will keep each other informed of these sessions.

Joint inspections

In accordance with the general provisions of this Agreement, and by mutual arrangement
between the Parties, joint inspections may be authorised. These inspections are intended to
develop common understanding and interpretation of practice and requirements. The setting
up of these inspections and their form will be established through procedures approved by the
Joint Sectoral Group.

Alert system

Contact points will be agreed between the Parties to permit competent authorities and
manufacturers to inform the authorities of the other Party with the appropriate speed in case
of quality defects, batch recalls, counterfeiting and other problems concerning quality, which
could necessitate additional controls or suspension of the distribution of the batch. A detailed
alert procedure will be mutually established.

The Parties will ensure that any suspension or withdrawal (total or partial) of a manufacturing
authorisation, based on non-compliance with GMP and which could affect the protection of
public health, is communicated to the other Party with the appropriate degree of urgency.
Contact points

or the purpose of this Sectoral Annex, the contact points for any technical question, such as
exchange of inspection reports, inspectors training sessions, technical requirements, will be:

For Australia:

For medicinal products for human use: The Secretary
Therapeutic Goods Administration Department of Health
PO Box 100

Woden ACT 2606 Australia

Tel. 1800 020 653 (Freecall within Australia) or
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Tel. 61-6232-8644 (calling from overseas)
Fax 61-6203-1605

For medicinal products for use in animals:

The Manager, Manufacturing Quality and Licensing Section Australian Pesticides and
Veterinary Medicines Authority

PO Box 6182

Kingston ACT 2604

Australia

Tel. 61-6210-4701

Fax 61-6210-4874

https://apvma.gov.au

For the EEA EFTA States:
Iceland:

Ministry for Foreign Affairs
Raudararstigur 25,

105 Reykjavik

Iceland

Tel. 354 — 545 9900

Fax 354 — 562 2366

Liechtenstein

Amt fiir Gesundheit
/Office of Public Health
Aulestrasse 51

PO Box 684

9490 Vaduz
Liechtenstein

Tel. 423 — 236 7346
Fax 423 — 236 7564

Norway

Deputy Head of Department

Norwegian Ministry of Health and Care Services
Department Public Health

Pharmaceuticals Unit

Teatergata 9

N-0030 Oslo

Norway

Tel. 47 — 222 48701

Email: postmottak@hod.dep.no

Joint Sectoral Group

A Joint Sectoral Group made up of representatives of the Parties will be established under this
Sectoral Annex. It will be responsible for the effective functioning of this Sectoral Annex. It
will report to the Joint Committee as the Joint Committee will determine.

The Joint Sectoral Group will determine its own rules of procedure. It will take its decisions
and adopt its recommendations by consensus. It may decide to delegate its tasks to subgroups.
Divergence of views

Both Parties will use their best endeavours to resolve any divergence of views concerning,
inter alia, compliance of manufacturers and conclusions of inspection reports. Unresolved
divergences of view will be referred to the Joint Sectoral Group.
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SECTION IV
Changes To The List Of Official Inspection Services.

The Parties mutually recognise the need for this Sectoral Annex to accommodate change,
particularly with regard to the entry of new official inspection services or changes in the nature
or role of established competent authorities. Where significant changes have occurred with regard
to official inspection services, the Joint Sectoral Group will consider what, if any, additional
information is required to verify programmes and establish or maintain mutual recognition of
inspections, in accordance with point 7 of Section III.

In accordance with this Agreement, the Australian veterinary medicinal product manu-
facturers will be inspected by the Therapeutic Goods Administration (TGA) on behalf of the
Australian Pesticides and Veterinary Medicines Authority (APVMA), according to the current
Australian code of GMP and the European Union GMP Guide for veterinary medicinal products.
The EEA EFTA States will recognise the conclusions of inspections carried out by the TGA and
Australian manufacturers’ certifications of batch conformity. Should APVMA begin to carry out
inspections itself, inspection reports will also be routinely transmitted to the importing Party until
there has been a satisfactory verification of the APVMA GMP inspection programme.

APPENDIX
LIST OF APPLICABLE LEGISLATIVE, REGULATORY AND ADMINISTRATIVE
PROVISIONS

For the EEA EFTA States:

Commission Directive 91/412/EEC of 23 July 1991 laying down the principles and guidelines
of good manufacturing practice for veterinary medicinal products, as amended;

Directive 2001/82/EC of the European Parliament and of the Council of 6 November 2001 on
the Community code relating to veterinary medicinal products, as amended;

Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on
the Community code relating to medicinal products for human use, as amended;

Commission Directive 2003/94/EC of 8 October 2003 laying down the principles and
guidelines of good manufacturing practice in respect of medicinal products for human use and
investigational medicinal products for human use, as amended;

Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March
2004 laying down Community procedures for the authorisation and supervision of medicinal
products for human and veterinary use and establishing a European Medicines Agency, as
amended,;

Guide to Good Distribution Practice (94/C 63/03);

Volume 4 — Guidelines for good manufacturing practices for medicinal products for human
and veterinary use.

For Australia:
For products for human use:

Therapeutic Goods Act 1989, and Regulations, Orders and Determinations thereunder,
including Orders setting standards such as labelling, the Determination establishing Manu-
facturing Principles and Australian Codes of Good Manufacturing Practice.

For products for veterinary use:
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Legislation — Commonwealth:

Agricultural and Veterinary Chemicals (Administration) Act, 1992

Agricultural and Veterinary Chemicals Act, 1994

Agricultural and Veterinary Chemicals Code Act, 1994

Agricultural and Veterinary Chemicals (Administration) Regulations, 1995

Agricultural and Veterinary Chemicals Instrument No 1 (Manufacturing Principles), 2007
Agricultural and Veterinary Chemicals Code Regulations, 1995

Legislation — New South Wales:

Stock Foods Act, 1940

Stock Medicines Act, 1989

Public Health Act, 1991

Poisons and Therapeutic Goods Act, 1966

Pesticides Act, 1979

Agricultural and Veterinary Chemicals (NSW) Act, 1994

including any regulations, orders or instruments made under the above legislation

Legislation — Victoria:

Animal Preparations Act, 1987

Health Act, 1958

Drugs, Poisons and Controlled Substances Act, 1981
Agricultural and Veterinary Chemicals (Victoria) Act, 1994

including any regulations, orders or instruments made under the above legislation

Legislation — Queensland:

Agricultural Standards Act, 1994

Stock Act, 1915

Health Act, 1937

Agricultural and Veterinary Chemicals (Queensland) Act, 1994

including any regulations, orders or instruments made under the above legislation

Legislation — South Australia:

Stock Medicines Act, 1939-1978

Stock Foods Act, 1941

Dangerous Substances Act, 1986

Controlled Substances Act, 1984

Stock Diseases Act, 1934

Agricultural and Veterinary Chemicals (SA) Act, 1994

including any regulations, orders or instruments made under the above legislation

Legislation — Western Australia:

Veterinary Preparations and Animal Feeding Stuffs Act, 1976-1982
Poisons Act, 1964-1981

Health Act, 1911

Agricultural and Veterinary Chemicals (WA) Act, 1995

Health (Pesticides) Regulations, 1956

including any regulations, orders or instruments made under the above legislation

Legislation — Tasmania:

Veterinary Medicines Act, 1987

Poisons Act, 1971

Public Health Act, 1997

Agricultural and Veterinary Chemicals (Tasmania) Act, 1994
Pesticides Act, 1968

including any regulations, orders or instruments made under the above legislation
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Legislation — Northern Territory:

- Poisons and Dangerous Drugs Act, 1983

- Therapeutic Goods and Cosmetics Act, 1986

- Stock Diseases Act, 1954

- Agricultural and Veterinary Chemicals (NT) Act, 1994

including any regulations, orders or instruments made under the above legislation

Legislation — Australian Capital Territory
- Environment Protection Act, 1997
including any regulations, orders or instruments made under the above legislation.’.

11. The Sectoral Annex on medical devices is replaced by the following:

‘SECTORAL ANNEX ON MEDICAL DEVICES TO THE EEA EFTA-AUSTRALIA
AGREEMENT ON MUTUAL RECOGNITION IN RELATION TO CONFORMITY
ASSESSMENT, CERTIFICATES AND MARKINGS

SCOPE AND COVERAGE
The Parties mutually establish that the provisions of this Sectoral Annex will apply to the

following products:

Products for export to the EEA EFTA States Products for export to Australia
1. All medical devices: 3. All medical devices:
a) manufactured in Australia; and a) manufactured in the EEA EFTA
b) subject to third party conformity States; and
assessment procedures, both product- b) subject to conformity assessment
and quality systems- related; and procedures, both product- and quality
¢) provided for in Council Directive systems-related, under the Australian
90/385/EEC of 20 June 1990 on the ap- Therapeutic Goods Act 1989 and
proximation of the laws of the Member Therapeutic Goods Regulations, as
States relating to active implantable amended.
medical devices, as amended; and 4. For the purposes of paragraph 1:
d) provided for in Council Directive a) medical devices provided for in the
93/42/EEC of 14 June 1993 con- Appendix are excluded; and
cerning medical devices, as amended. b) unless otherwise provided for or by
2. For the purposes of paragraph 1: mutual arrangement by the Parties,
a) medical devices provided for in the “manufacture” of a medical device
Appendix are excluded; and does not include:

b) unless otherwise provided for or by
mutual arrangement by the Parties,
“manufacture” of a medical device
does not include:

1.

il

Products for export to the EEA EFTA States Products for export to Australia

i.  restoration or renovation processes such as | i.  restoration or renovation processes such as
repairing, re-conditioning, overhauling or repairing, re-conditioning, overhauling or
refurbishing; or refurbishing; or
operations such as pressing, labelling, | ii. operations such as pressing, labelling,
ticketing, packaging and preparation for ticketing, packaging and preparation for
sale, conducted alone or in combination sale, conducted alone or in combination
with each other; or with each other; or
quality control inspections alone; or iii. quality control inspections alone; or

iii.
iv.

sterilisation alone. iv. sterilisation alone.
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SECTION I
LEGISLATIVE, REGULATORY AND ADMINISTRATIVE REQUIREMENTS

Legislative, regulatory and administrative
requirements of the EEA EFTA States with
which Australian-designated conformity
assessment bodies will assess compliance

Legislative, regulatory and administrative
requirements of Australia with which EEA
EFTA States-designated conformity
assessment bodies will assess compliance

— Council Directive 90/385/EEC of 20 June
1990 on the approximation of the laws of
the Member States relating to active
implantable medical devices, as amended

— Council Directive 93/42/EEC of 14 June
1993 concerning medical devices, as
amended

— and any legislation adopted on the basis of
these Directives

— Therapeutic Goods Act 1989, as amended

— Therapeutic Goods Regulations 1990, as
amended

— Therapeutic Goods (Medical
Regulations 2002, as amended

— and any subordinate legislation referred to
in the above Acts or Regulations, as
amended (1)

Devices)

(1) General reference to Australia’s subordinate legislation referred to in the Therapeutic Goods
Act and Regulations and to anticipate any legislative changes.

SECTION II
DESIGNATED CONFORMITY ASSESSMENT BODIES

Conformity assessment bodies designated by
Australia to assess products against the EEA
EFTA States’ legislative, regulatory and
administrative requirements

Conformity assessment bodies designated by
the EEA EFTA States to assess products
against Australia’s legislative, regulatory and
administrative requirements

The lists of designated conformity assessment
bodies have been mutually established by the
Parties and will be maintained by them

The lists of designated conformity assessment
bodies have been mutually established by the
Parties and will be maintained by them

SECTION III
AUTHORITIES RESPONSIBLE FOR DESIGNATING THE CONFORMITY
ASSESSMENT BODIES FOR THE PURPOSES OF THIS AGREEMENT

For the conformity assessment bodies
designated by Australia

For the conformity assessment bodies
designated by the EEA EFTA States

— Department of Health for the Therapeutic
Goods Administration

— lIceland

Ministry for Foreign Affairs
Rauoararstigur 25

105 Reykjavik

Iceland

— Liechtenstein

Amt fiir Volkswirtschaft
/Office of Economic Affairs
Postfach 684

9490 Vaduz

Liechtenstein
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— Norway

Norwegian Medicines Agency
Stremsveien 96

N-0663 Oslo

Norway

SECTION 1V
PROCEDURES FOR DESIGNATING CONFORMITY ASSESSMENT BODIES

Procedures to be followed by Australia in
designating conformity assessment bodies to
assess products against the EEA EFTA States’
requirements

Procedures to be followed by the EEA EFTA

States’ in designating conformity assessment

bodies to assess products against Australia’s
requirements

The Therapeutic Goods Administration of the
Department of Health and Ageing will meet the
requirements of the Directives listed in Section
I, taking into account Decision No
768/2008/EC of the European Parliament and
of the Council of 9 July 2008 on a common
framework for the marketing of products, as
amended, insofar as it refers to the modules for
the various phases of the conformity assess-
ment procedures and the rules for the affixing
and use of the CE conformity marking, and be
designated for specific categories or classes of
devices and conformity assessment procedures.
For products covered by Section V, designation
will occur on the basis of a confidence- building
programme as referred to in point 1.2 of Section
V.

Conformity assessment bodies will meet the
requirements mentioned in the Directives listed
in Section I, taking into account Decision No
768/2008/EC of the European Parliament and
of the Council of 9 July 2008 on a common
framework for the marketing of products, as
amended, insofar as it refers to the modules for
the various phases of the conformity assess-
ment procedures and the rules for the affixing
and use of the CE conformity marking, and be
designated for specific categories or classes of
devices and conformity assessment procedures.
For products covered by Section V, designation
will occur on the basis of a confidence- building
programme as referred to in point 1.2 of Section
V. ()

(I)  Presumption of competence is following successful completion of confidence-building for Section V devices.
(2)  Presumption of competence is following successful completion of confidence-building for Section V devices.

SECTION V
ADDITIONAL PROVISIONS
1. Confidence-building with respect to high-risk devices
1.1 A confidence-building process for the purpose of strengthening confidence in the
designating systems of each of the Parties will apply for the following medical devices:
- active implantable devices as defined in the legislation referred to in Section I;
- devices that are classified as class III devices under the legislation referred to in

Section I;

- medical devices that are implantable intra-ocular lenses;
- medical devices that are intra-ocular visco-elastic fluids, and
- medical devices that are a barrier indicated for contraception or prevention of the

sexual transmission of disease.
1.2

The Parties will establish a detailed programme to this effect involving the Therapeutic

Goods Administration and the EEA EFTA States’ competent authorities.

1.3

The confidence-building period will be reviewed after two years commencing from the

date this Sectoral Annex, as amended, becomes effective.

1.4

Additional specific requirements for regulatory progress:

1.4.1 Inpursuance of Articles 2, 7(1), 8(1) and 9(1) of this Agreement, either Party may
request additional specific requirements in relation to the conformity assessment
bodies for the purposes of demonstration of experience in the evolving regulatory
systems.
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1.4.2 These specific requirements may include training, observed conformity assess-
ment body audits, visits and information and document exchange, including audit
reports.

1.4.3 These requirements may likewise be applicable in relation to the designation of a
conformity assessment body in accordance with this Agreement.

Registration, listing and inclusion procedures for the Australian Register of Therapeutic

Goods (ARTG)

2.1 The Parties recognise that Australian procedures under the Therapeutic Goods Act 1989
for the registration, listing or inclusion of products for market surveillance purposes, and
corresponding procedures of the EEA EFTA States, are unaffected by this Agreement.

2.2 Within the framework of this Agreement, the Australian Regulatory Authority will
without delay enter a product from the EEA EFTA States on the ARTG without further
assessment of the product. This is contingent upon receipt of a product application
accompanied by the prescribed fee and the conformity assessment body’s certification
to Australia’s requirements.

2.3 Any fees attached to registration by either Party will be related only to the costs of the
medical device registration, enforcement and post-market surveillance activities of the
Parties in this sector.

Exchange of information

The Parties agree to inform each other of:

- certificates withdrawn, suspended, restricted or revoked;

- adverse events in the context of the GHTF medical device vigilance procedure;

- matters concerning product safety; and

- any legislation or amendment to existing legislation adopted on the basis of the legal texts

listed in Section I.

The Parties will establish contact points for each of these purposes.

The Parties will consider the consequences of the establishment of European Database on

Medical Devices (Eudamed).

In addition, the Therapeutic Goods Administration will advise of any certificates issued.

New legislation

The Parties jointly note that Australia is to introduce new legislation concerning in vitro

diagnostics (IVDs), and that any new arrangements will respect the principles on which this

Agreement is based.

The Parties mutually declare their plan to extend the scope of this Agreement to IVDs as soon

as the Australian legislation on IVDs is in place.

Measures to protect public health and safety

Implementation of this Sectoral Annex will not constrain a Party from taking measures

necessary to protect public health and safety, in accordance with the legislation referred to in

Section 1. Each Party will duly inform the other Party of such measures.

Joint Sectoral Group

A Joint Sectoral Group made up of representatives of the Parties will be established under this

Sectoral Annex. It will be responsible for the effective functioning of this Sectoral Annex. It

will report to the Joint Committee as the latter will determine.

The Joint Sectoral Group will determine its own rules of procedure. It will take its decisions

and adopt its recommendations by consensus. It may decide to delegate its tasks to subgroups.

Divergence of views

Both Parties will use their best endeavours to resolve any divergence of views. Unresolved

divergences of view will be referred to the Joint Sectoral Group.

Appendix

The provisions of this Sectoral Annex will not apply to the following devices:

medical devices that contain or are manufactured using cells, tissues or tissue derivatives of
animal origin that have been rendered non-viable, where the safety with regard to viruses or
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other transferable agents requires validated methods for elimination or viral inactivation in the
course of the manufacturing process;

medical devices that contain tissues, cells or substances of microbial, bacterial or recombinant
origin and are intended for use in or on the human body;

medical devices incorporating tissues or tissue derivatives of human origin;

medical devices incorporating stable derivatives of human blood or human plasma that are
liable to act on the human body in a way that is ancillary to the device;

medical devices that incorporate, or intend to incorporate, as an integral part, a substance that,
if used separately, might be considered to be a medicine that is intended to act on a patient in
a way that is ancillary to the device, and

medical devices that are intended by the manufacturer specifically to be used for chemical
disinfection of other medical devices, except for sterilisers using dry heat, moist heat or
ethylene oxide.

Both Parties may decide by mutual arrangement to extend the application of this Sectoral Annex
to the afore- mentioned medical devices.’

Article 2
Entry into force.

This Agreement shall enter into force on the first day of the second month following the date on
which the Parties have exchanged diplomatic notes confirming the completion of their respective
procedures for entry into force of this Agreement.

Done in Brussels on 21 September 2018 in four originals in the English language

For Australia

For the Republic of Iceland

For the Principality of Liechtenstein

For the Kingdom of Norway

C-deild — Utgafudagur: 16. febraar 2023
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