LAGEMIDDELSTYRELSEN

DANISH MEDICINES AGENCY

Referat af Mgde i Udvalget for Medicinsk Udstyr

Dato: Mandag d. 24. august 2026 kl. 10.00 — 13.00
Sted: Leegemiddelstyrelsen, Axel Heides Gade 1, 2300 Kbh. Mgdelokale: Salix
DAGSORDEN

1. Velkomst / v. Leegemiddelstyrelsen
Laegemiddelstyrelsen bgd velkommen til mgdet.

2. Godkendelse af dagsorden / v. Leegemiddelstyrelsen
Dagsordenen blev godkendt uden bemaerkninger.

3. Orienteringspunkter / v. Leegemiddelstyrelsen
Leegemiddelstyrelsen orienterede om nyheder og aktuelt pa nationalt og internationalt plan.
Neevnet for Sundhedsapps

Leegemiddelstyrelsen orienterede om at Neevnet for Sundhedsapps afholdt sit 8. mgde i juni 2026,
hvor der blev anbefalet yderligere to Sundhedsapps. Dermed har naevnet nu i alt anbefalet 13
Sundhedsapps, der tilsammen daekker en bred vifte af digitale sundhedslgsninger, som kan
understgtte bade borgere og sundhedsprofessionelle.

Alle 13 apps er tilgaengelige via sundhed.dk, og siden maj 2026 har praktiserende laeger ogsa haft
mulighed for at anbefale relevante Sundhedsapps direkte til patienter gennem Min Laege-app.
Formalet er at ggre de anbefalede apps lettere tilgeengelige og styrke anvendelsen af relevante
digitale sundhedslgsninger i mgdet mellem patient og almen praksis.

Udvidet designering af Tiiv Siid Danmark

Leegemiddelstyrelsen orienterede om, at det danske bemyndigede organ TUV SUD Danmark i juni
2026 fik udvidet sin designering, og at virksomheden derfor nu kan certificere naesten alle typer
medicinsk udstyr.

Udvidelsen er resultatet af en omfattende proces med deltagelse af TUV SUD Danmark,
Leegemiddelstyrelsen, Europa-Kommissionen og nationale eksperter fra to andre EU-lande. Som led
i processen gennemfgrte Leegemiddelstyrelsen en fysisk inspektion af virksomheden med
deltagelse af eksperterne fra EU-kommissionen og de to andre EU-lande.

Den udvidede designering gger den samlede kapacitet blandt de bemyndigede organer i EU, og
forventes at ggr det lettere for fabrikanter med mange forskellige typer medicinsk udstyr at finde
ét bemyndiget organ, der kan certificere hele deres produktportefglje.



Al-Omnibussen

Leegemiddelstyrelsens orienterede om Al-Omnibussen og at der med denne foretages sendringer af
EU's Al-forordning (Al Act). Europa-Kommissionen fremlagde i slutningen af 2025 Al-omnibussen
som en del af den bredere "Digital Omnibus"-pakke. Formalet med denne er, at ggre
implementeringen af Al-reglerne mere praktisk og mindre administrativt byrdefuld, uden at zendre
ved grundlaeggende krav til sikkerhed og beskyttelse af borgere.

Den vedtagne Al-omnibus tradte i kraft i EU den 27. juli 2026. En af de vaesentligste sendringer, der
har betydning for medicinsk udstyr er, at Al Act ikke skal fungere som et parallelt og uafhaengigt
regelsaet, men sa vidt muligt integreres i MDR/IVDR. Med Al-omnibussen bliver det praeciseret, at
kravene under Al Act, der omhandler Al systemer, der er medicinsk udstyr, i hgj grad skal handteres
gennem de eksisterende MDR- og IVDR-processer.

Med Al-omnibussen bliver Al Act's krav til hgjrisiko-Al, der indgar i medicinsk udstyr, udskudt til 2.
august 2028. Formalet er at give fabrikanter, myndigheder og bemyndigede organer mere tid til at
implementere reglerne og afvente, at relevante standarder og vejledninger bliver gjort faerdige.
Den preeciserer at Al Act skal spille sammen med MDR og IVDR, sa aktgrer i hgjere grad kan
dokumentere overholdelse af Al-krav gennem de eksisterende regulatoriske processer i MDR/IVDR
i stedet for gennem et separat spor. Al-omnibussen giver samtidig de bemyndigede organer for
medicinsk udstyr mere tid til at blive klar til at certificere Al baseret medicinsk udstyr, sa fabrikanter
ikke skal igennem to separate regulatoriske spor under bade Al Act og MDR/IVDR.

Orientering om lovforslag om revidering af MDR/IVDR / v. Leegemiddelstyrelsen og Udvalget

Leegemiddelstyrelsen orienterede kort om status for behandlingen af lovforslaget om revidering af
MDR/IVDR. Forslaget behandles af nu af medlemsstaterne i Ministerradet og af Europa-
Parlamentet, og i juni 2026 praesenterede det afgaende cypriotiske formandskab en status pa
forhandlingerne. Udvalget kan laese naermere om de fremskridt der er gjort i forhandlingerne i den
offentliggjorte Fremskridtsrapport: https://data.consilium.europa.eu/doc/document/ST-9801-

2026-INIT/en/pdf. Forhandlingerne fortsaetter nu under det Irske formandskab, og der sigtes mod

en generel indstilling inden udgangen af aret.

Udvalgets medlemmer bekraeftede pa mgdet behovet for en revidering af forordningerne, og
udtrykte overordnet set at de var positive overfor det foreliggende revideringsforslag.
Revideringsforslaget bygger videre pa det nuvaerende regelszaet og skal ggre systemet mere
omkostningseffektivt. Flere medlemmer gav udtryk for vigtigheden af at revisionen skal reducere
de administrative byrder og rapporteringskrav, fierne ungdige bureaukratiske processer og skabe
stgrre forudsigelighed i de bemyndigede organers certificeringsprocesser og procedurer. Samtidig
var der en reekke medlemmer der gav udtryk for bekymring omkring for meget lempelse i krav til
udvalgt medicinsk udstyr f.eks. hgjrisikoudstyr, samt bekymring for manglende harmonisering, hvis
procedurer feelges uensartet eller viden gar tabt. Leegemiddelstyrelsen har noteret sig de forskellige
input og perspektiver til den igangvaerende revision og vil tage disse til efterretning i de videre
forhandlinger af revideringsforslaget.


https://data.consilium.europa.eu/doc/document/ST-9801-2026-INIT/en/pdf
https://data.consilium.europa.eu/doc/document/ST-9801-2026-INIT/en/pdf

Slides fra Laeegemiddelstyrelsens opleeg findes vedhaeftet.
Frokost

EU-begraensningen af PFAS under REACH-forordningen / v. Miljgstyrelsen

Ekstern oplaegsholder Peter Juhl Nielsen fra Miljgstyrelsen praesenterede indholdet af det
opdaterede begraensningsforslag af PFAS under REACH-forordningen.

PFAS er feellesbetegnelsen for en stor gruppe af syntetisk fremstillede kemikalier, som anvendes
bredt i samfundet herunder ogsa i medicinsk udstyr. Begraensningen forventes at gaelde for mere
end 10.000 PFAS, som betegnes som svaert nedbrydelige og derfor ophobes i miljget og i
mennesker med alvorlige sundhedseffekter til fglge.

Begraensningsforslag er resultatet af grundige vurderinger af information om PFAS-anvendelse i en
lang raekke sektorer, herunder sektoren for medicinsk udstyr, og vurderer blandt andet de
anvendte mangder, udledning til miljget, tilgaengelige alternativer og sociogkonomiske
konsekvenser ved forskellige begraensningsscenarier.

De fem lande bag forslaget Danmark, Norge, Sverige, Tyskland og Nederlandene laegger op til, at en
lang reekke produkter, artikler og blandinger bliver omfattet af et forbud, sa anvendelse og
udledning af PFAS i Europa minimeres hurtigst muligt. For udvalgte anvendelser vil der vaere
overgangsperioder indtil alternativer er udviklet, herunder ogsa for medicinsk udstyr. Oplaegget gav
anledning til en drgftelse af forslagets konsekvenser for forsyningssikkerheden af komponenter til
medicinsk udstyr.

Slides fra oplaegget findes vedheaftet og indeholder naermere om hvilke anvendelser der begraenses
og hvornar, herunder ogsa neermere om foresldede graensevardier, overgangsperioder for
medicinsk udstyr samt et indblik i tidslinjen for behandlingen af forslaget.

Eventuelt

Naeste mgde i Udvalget for Medicinsk Udstyr finder sted i Leegemiddelstyrelsen mandag den 23.
november 2026 kl. 10:00 — 13:00.
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Nye krav til bemyndigede organer ECEMIDDELSTYRELSEN

[

Pristilbud Frister
Krav til indhold af tilbud til fabrikanter med henblik pa at Maksimale frister fastsaettes for forskellige perioder i
sikre en palidelig estimering af de samlede efterspurgte certificeringsprocessen samt muligheder for afbrydelse af
ydelser og omkostninger frister

Monitorering af varighed og omkostninger Pracisering af procedure for recertificering

Preecisering af hvad en recertificering indeholder, og hvad
et bemyndiget organ kan kraeve af fabrikanten

Bemyndigede organer skal monitorere overholdelse af
frister samt omkostninger. En gang arligt skal en rapport
offentligggres.

Implementing requlation - EU - 2026/977 - EN - EUR-Lex
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Status pa revision af MDR/IVDR i Radet  esteesrypesen

Cypriotisk formandskab -

Farste gennemlaesning af lovforslaget i Radet iy

A

16. december 2025

EU-Kommissionen
offentliggjorde lovforslaget

/

Cypriotisk fremskridtsrapport: /

“Overall, delegations welcome the proposal and support its objectives of
incentives for innovation, simplification, reduction of disproportionate burden and
fostering more uniform practices of notified bodies. While examination of the
proposal in the Working Party is still ongoing, it seems that additional work
with a view to refining and complementing the proposal will be necessary
to reach a General Approach (...)”

Regulation to simplify rules on medical and in vitro diagnostic devices - Progress report,
https://data.consilium.europa.eu/doc/document/ST-9801-2026-INIT/en/pdf

v

Irsk formandskab
Formandskabet sigter mod en generel
indstilling inden udgangen af aret
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PFAS anvendelsesbegransning

Peter Juhl Nielsen — Miljgstyrelsen
Pejni@mst.dk, tIf. 21153067

Udvalg for Medicinsk Udstyr
August, 2026
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PFAS og geeldende lovgivning
-vorfor begraenses PFAS?
. Hvilke anvendelser begreenses og hvornar?

4 Status pa restriktionen
5. Spgrgsmal
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g! i z; Miljgministeriet
P FAS emmm  Miljostyrelsen

PFAS = Per- and polyfluoroalkylic substances

PFAS er defineret som fluorerede stoffer som indeholder minimum et fuldt fluoreret methyl eller methylen
kulstof atom (som ikke indeholder hverken H/CI/Br/l), dvs. PFAS er med fa undtagelser alle kemikalier som
minimum indeholder en perfluoreret methyl gruppe (-CF3) eller en perfluoreret methylene gruppe (-CF2-)
(OECD, 2021).

F F
~3 000 PFAS (Kemi, 2015) —o—n L
~4 730 PFAS med CAS nummer (OECD, 2018) F/ |
~12 043 (US EPA, 2021) j
>10 000 (ECHA, 2023)

CFR R'CF,R"

Unikke tekniske egenskaber:
Vand-, olie- og smudsafvisende (kombination). Modstandsdygtige overfor ekstremt hgje og lave
temperaturer (hgj termisk reekkevidde), resistent overfor staerke syrer og baser, lav friktion, slidstyrke,
elektrisk isolerende og inert m.fl.

O+ O—

C—F



PFAS universet

Sub-classes of PFASs Examples of

Individual compounds*®

Number of peer-reviewed
articles since 2002**

© PFBA (n=4) 928
'- PFPeA (njs) 698
Per- and polyfluoroalkyl substances (PFASs

© PFHXA (n=6) 1081
PeHiph (n=) 1186
PFOA (n=8) 4066
perfluoroalkyl carboxylic acids (PFCAS), C,F,,,,-COOH Ei PFC_AC‘OOH) i 5 155
n'2n+ PFUNA (n=m) 1069
R PFDOA (n=12) 1016
perfluoroalkyl acids (PFAAs) perfluoroalkane sulfonic acids (PFSAs), CF,.;-SO,H ;;{i o o
— K . . © PFTeA (n=14) 587
CofnetR perfluoroalkyl phosphonic acids (PFPAs), C F,,,-PO;H, PFBS (n=4) 54
PFSA O PFHXS (n=6) 1081
perfluoroalkyl phosphinic acids (PFPiAs), (C F5,,1)(CFs.1)-POH (CF —_:,o H) 4 gggzjg_ A 3507
perfluoroalkyl acids 0 3 ) pFBpAHl‘nl:) 343
~non- | perfluoroalkane sulfonyl fluoride (PASF) __ PASF-based substances (BEAAs) PFPAs il 2
polymers CFane1SOF C.F2ne1S0,R, R = NH, NHCH,CH,OH, etc. (CoFans—PO3H,) © PFDPA (n=10) 35
C4/C4 PFPIA (n,m=4) 4
o . PFPiAs- C6/C6 PFPIA (n,m=6) 12
| perfluoroalkyl iodides (PFAls) . Fluorotelomer iodides (FTIs) Fluorotelomer-based substances (CF.  ~POH—-C F, ) e Mgl 12
CoFani! C,F gne1CH,CH, | C,F 2041CH,CH,R, R = NH, NHCH,CH,OH, etc. n"an T EERN T Em ame i) 8
L n n ) ADONA(CFQ—O—CgFB—O—CHFCFI—COOH) 4
& PFESAs © GenX (C,F,—CF(CF,)—COOH) 26

per- and polyfluoroether carboxylic acids (PFECAs) PFECAs O EEA(C,FT0—C,f - O—CF.~COOH)
— per- and polyfluoroalkyl ether-based substances €., C,FsOC,F { OCF,COOH (CoFan=O=CpFyms—R) S R R m =
© MeFBSA (n=4,R=N(CH,JH) 25

- and polyfluoroether sulfonic acids (PFESAs MeFOSA (n=8 R=N(CH,)H)
PRASs B, G PO 508 BB 14 NG >
polytetrafiuoroethylene (PTFE), AL PFASs PASF-based ey s a2
polyvinyidene fluoride (PVDF), (CoFane—R) substances © MeFOSE :’w—skaN‘:LHa\}c_,H‘:oH: 116
— fluoropolymers (FPs) — fluorinated ethylene propylene (FEP), (CFania=50,=R) $ e - NE EH ) o
perfluoroalkoxyl polymer (PFA), > over 3000 O SAMPAP {[C4F, SON(C,H.)C,H, 0],~PO,H} g
polyviny! fluoride (PVF), etc. PFASs may PFAA - o 100s of others
haVe been precul’sors O 2:2 FTOH [n=g,R=OH) 106
_ _ _ fluorinated (meth)acrylate polymers* on t:etgmba' Husictolamerbased i gl i
— polymers -+ side-chain fluorinated polymers — fluorinated urethane polymers* L substancess S Uil M et & 165
: 12:2 FTOH (n=12,R=0H)
fvorinated chatens polymers * These polymers are based on (CoFans=CHy—R) o SadPPled o). o] 3
¢ 2 diPAP [(CgF,,C, ,0),—PO,
monomers derived from PASFs or © 100s of others
- Pemuommwemefs {PFPES] —e4g. HOCH?O‘[cmF?ﬂ! -]ﬂcHon fluorotelomer-based raw materials. > polytetrafluoroethylene (PTFE)
fluoropolymers polyvinylidene fluoride (PVDF)
poly! fluorinated ethylene propylene (FEP)
others: o perfluoroalkoxyl polymer (PFA)

'perfluoropolyethers (PFPEs)
Organisation for Economic Cooperation and Development, 2015. Working Towards a Global Emission Inventory of PFASs: Focus

on PFCAs — Status Quo and the Way Forward. Paris: Environment, Health and Safety, Environmental Directorate, OECD/UNEP * PFASs in RED are those that have been restricted under national/regional/global regulatory or voluntary frameworks,
Global PFC Group. with or without specific exemptions (for details, see OECD (2015), Risk reduction approaches for PFASs. http://oe.cd/1AN).
** The numbers of articles (related to all aspects of research) were retrieved from SciFinder® on Nov. 1,2016.

k3 A Never-Ending Story of Per- and Polyfluoroalkyl Substances (PFASs)?
@ 5 / Miljgstyrelsen / PFAS anvendelsesbegreensning Zhanyun Wang, Jamie C. DeWitt, Christopher P. Higgins, and lan T. Cousins
Environmental Science & Technology 2017 51 (5), 2508-2518
DOI: 10.1021/acs.est.6b04806




Galdende PFAS regulering / EU

Miljgministeriet
Miljgstyrelsen

Stoffer/stofgrupper REACH (EU) Stockholmkonventionen Granseveardier
(Globalt) / POP (EU)

PFOS, salte heraf og PFOS-

besleegtede forbindelser Forbud (2006-2009)

PFOA, salte heraf og PFOA
beslaegtede forbindelser

TDFA and mono-, di- or tri-O-(alkyl)

el Begraenset siden 2021

C9-C14 PFCA, salte heraf og
beslaegtede stoffer

PFHxS, salte heraf og PFHxS
relaterede stoffer

Begraenset siden 2023.

Forbud siden 2009

Forbud siden 2020

Forslag om begraensning af C9-C21
indsendt i 2022. Indfgrt under
Stockholm Konventionen i 2025 —
stadig ikke fulgt vedtaget.

Begreenset siden 2023

0,025 mg/kg for PFOS and salts (ny
greenseveerdi)

1 mg/kg for PFOS-related
substances (ny graenseveerdi)

0,025 mg/kg for PFOA

1 mg/kg for PFOA-relaterede stoffer
| spray produkter, hvis
koncentrationen er = 2ug/kg - er det
kun tilladt professionelle der ma
anvende produkterne

25 ppb (0,025 mg/kg) for summen af
C9-C14 PFCA

260 ppb (0,26 mg/kg) for summen af
C9-C14 beslaegtede stoffer.
Koncentrationen af PFHxS 0,025

mg/kg
1 mg/kg for summen af alle PFHxS-
beslaegtede forbindelser

Fareklassificerede - CLP Kandidatlisten (SVHC)

=160 stoffer

=90 stoffer

Tabel med lovgivning pa MST.dk — "EU lovgivning om PFAS”

- "Oversigt over nuvaerende regulering og reguleringsforslag for PFAS”


https://mst.dk/erhverv/sikker-kemi/kemikalier/fokus-paa-saerlige-stoffer/pfas#:~:text=S%C3%A6rligt%20for%20detailhandlen-,Oversigt%20over%20nuv%C3%A6rende%20regulering%20og%20reguleringsforslag%20for%20PFAS,-Nogle%20PFAS%20er

Kommende PFAS regulering / EU

Miljgministeriet
Miljgstyrelsen

Stoffer/stofgrupper REACH (EU) Anden lovgivning

PFHXxA, salte heraf og PFHXA
relaterede stoffer

Begraensning finder anvendelse d.
10 oktober 2026*

Tradte i kraft d. 23 oktober 2025.
Finder virkning fra d. 23 oktober
2026, med overgangsperioder til
2035.

PFAS i brandslukningsskum

PFAS i fgdevarekontaktmaterialer

PFAS i legetg;j

Universal PFAS restriction Indsendt til ECHA d. 13 januar
2023, opdateret i 2025 - RAC
vurdering er vedtaget, mens
SEACs udkast til vurdering stadig

er under udarbejdelse.

Vedtaget i regulering (EU) 2025/40,
finder anvendelse fra d. 12 august
2026

Vedtaget i regulering (EU)
2025/2509, finder anvendelse fra d.
1 august 2030.

25 ppb for summen af PFHXA,
salte heraf or 1000 ppb for
summen af PFHxA beslaegtede
stoffer.

1 mg/L i brandslukningsskum og
koncentrat. 50 mg/L i eksisterende
systemer, hvor fluor-frie alternativer
eribrug

25 PPB én PFAS, 250 PPB for
summen af PFAS og 50 PPM for
total fluor

Intentionel brug — ingen
greenseveerdi.

Foreslaet graenseveaerdi: 25 PPB én
PFAS, 250 PPB for summen af
PFAS og 50 PPM for total fluor

*Til den generelle befolkning; tekstiler, fodtgj, papir og pap til fadevarekontaktmaterialer, blandinger og kosmetik. Resterende tekstiler i 2027,
med undtagelse af medicinsk udstyr og PPE category lll, points (a), (c) to (f), (h), and (I) of Annex I.

Tabel med lovgivning pa MST.dk — "EU lovgivning om PFAS” - "Oversigt over nuvaerende regulering og reguleringsforslag for PFAS”



https://mst.dk/erhverv/sikker-kemi/kemikalier/fokus-paa-saerlige-stoffer/pfas#:~:text=S%C3%A6rligt%20for%20detailhandlen-,Oversigt%20over%20nuv%C3%A6rende%20regulering%20og%20reguleringsforslag%20for%20PFAS,-Nogle%20PFAS%20er

Begransninger under REACH

*Begraensningsforslag:

v’ Kemisk identitet

v'Farer, risiko og effekter

v’ Anvendelser

v'Tilgeengelige alternativer

v Samfundsgkonomisk analyse

European Chemicals Agency (ECHA)
Risk Assessment Committee (RAC)
Socio-economic Analysis Committee (SEAC)

@ 8 / Miljgstyrelsen / PFAS anven delsesbegraensning



Understanding the proces - REACH

Memberstate or ECHA scientific Comission Member states
ECHA committees

* Registry of

Councill and EU-
parlament

* Legality controle

» Assessment of the * Development of a * Vote on the
dossier by RAC final restriction proposal

and SEAC proposal
Experts to join RAC ‘
and SEAC meetings

Hgaring af grund- og
‘ ‘ neerhedsnotat

intention and vote

Development of
restriction dossier

¥

Call for evidence

¥

¥

(Second stakeholder Consultation on the
consultation) SEAC draft opinion

Interessentdeltagelse ved EU-

Miljgspecialudvalg

¥

Annex XV report
consultation

@ 9 / Miljgstyrelsen / PFAS anvendelsesbegraensning
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Farer/risiko

» Bioakkumulering

» Mobilitet

« Langtransport potentiale
* Ophobning i planter

» (Eco)toxicitet

* Hormoneffekter

« Kombinationseffekter

@ 11 / Miljgstyrelsen / PFAS anven delsesbegraensning



Tilstedevaerelse i miljoet
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Tonnager og emissioner

mTonnage (2020) ®Emissions (2020)

=> Tonnages and

100000 Emissions updated based
0000 on consultation input
1000 190,000 — 340,000 tonnes
e of PFASs newly introduced
100 to market annually
10 I | | | | 4.7 mio tonnes of emissions
Lo - y over 30 year period (2025 —

2055)
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14 originale sektorer baggrundsdokument

» Textiles (TULAC) » Applications of fluorinated gases

 Food contact materials and  Medical devices
packaging e Transport

* Metal plating and manufacture of < Electronics and semiconductors
metal products * Energy

 Consumer mixtures and « Construction products
miscellaneous consumer articles < Lubricants

« Cosmetic * Petroleum and mining

« Ski-wax
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8 nye sektorer

=> Additional sectors assessed in BD:
* -Printing applications

« Sealing applications

. .Machinery applications

« Other medical applications

« Military applications

- Explosives

 Technical textiles

 Broader industrial uses
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‘ a
PFAS manufacturing Cross-cutting assessments PEAS uses outside of assessment scopé
Manufacture of PFASs in the EU
from raw materials like monomers * Second-hand market. « Active substances in medicinal products for human &
or starting compounds : Spare parts for complex objects already in end use. veterinary u
*  Does not include formulation of _ Secondarv (reryrlad) matorizlz (o o nanar nlastics and textiles). - . Active s s in PPP & biocides.
PFAS containing mixtures or q Scientific research & development (SRSD). i
production of articles % | | Product & process-oriented research & development (PPORD). %4
L -

Overar pplications of PFASs
lectronics and semiconductors - wires/cables: electrical and photonic components (inc. data storage): semiconductor manufacturing processes; heat transfer/management flu
Lubricants - mixtures for low-viscosity lubrication, greases, solid/dry films (e.g.. piston-rings) and slip/release agents - including in sealed articles/objects

allng appllcatlons - fluoropolymers and perfluoropolyethers used (i) to prevent leakage (ii) to contain pressures (iii) to exclude contamination (e.g., 0- rings, gaskets, pipes
= =fluoropolymers and perfluoropolyethers used (i) for self-lubricating (low friction) parts (ii) as structural elements (iii ron/durability

Sector-specific applications of PFASs (overarching applications of PFASs and PFAS manufacturing are not within the scope of sector-specific assessments)

'y s ~ [ \
Consumer mixtures & miscellaneous consumer articles Energy Breader industrial uses* 5
« Uses in scope: eyewear anti-fog: musical strings: fishing lines; synthetic turf + Uses in scope: wind turbines, solar panels, batteries, switchgear, % = In scope: catalysts and processing aids (e.g.. ionic liquids), solvents (for
« Related uses in other sectors: home textile treatments; razor blade coatings. hydrogen fuel cells & electrolysers. cleaning or extraction), hydraulic fluids
N . Related uses in other sectors: il & gas, hydropower, battery vents, hydrogen « Related uses in other sectors: metal plating; anti-acid coatings; hydraulic fluids
Cosmetics | storage. solid-oxide fuel cells, IAMC. J_in vehicles, y
+ Uses in scope: PFAS ingredients in casmetic products: PFASs used to B s - N E )
manufacture cosmetic ingredients (e.g.. peptide synthesis). Construction products ? Fluorinated g_ases - ) - _
+ Related uses in other sectors: manufacturing equipment; product packaging * Uses in scope: Architectural coatings. paints & adhesives, =] * In scope: heahng, venhlahoq a|r—cqnd|t|omng & "E'F”EJE"'at'Df_" (HVACR); _ %
- 4 greenhouse roofing, coil coated materials, anti-drip polymer additives, polymer foam blowing agents (foam insultation); propellants; clean-fire suppression;
Ski wax processing aids, window frames, plumbing. bridge & building bearings. cover gases, insulating gases in electrical equipment, paper preservation
+ Uses in scope: formulation & use of ski waxes. g * Related uses in other sectors: architectural & weatherproofing membranes, c Relé_ﬂed uses fn other_sectors_. metered dosg inhalgrs (MDls), MAC, transport
- —— —— = foam blowing agents (foam insulation), plain bearings for non-building | refrigeration, immersion cooling of electronic equipment. y
Medlca | applications, cable/wire insultation, metal plating & coil coating processes. Ir - - -\
in scope: implantable, invasive & other medical devices (e.g., wound ( ! ) .F?,?chogti?sﬂ?ﬂ::Eidgigltﬂli)oiﬁfrikaiggm for H
treatment, sterilisation gases); sterile & non-sterile medical device packaging. Metal pllatmg & manufacture of metal products ¥ A t & wat ) L ¢ .kD L g/ hicl T ol
+ Related uses in other sectors: excipients, immediate packaging, medicinal + Uses in scope: wetting agents & mist-suppressants, production of coated ol/grease re;ﬁ ;]ncel wa[eLr repedenc_e \baxing papirx\f&&lel-lc N wraTs .chol\;fmer
product packaging, drug delivery devices, medical textiles & venting, PPE, IVDs. metal articles/objects, razor blade coatings. E gl Elisalislr| e e m prodction, printing inks & lacquers for FLMs.
»  Related uses in other sectors: downstream use of coated metal products. * Related uses in other sectors: medicine/medical device packaging, water
ther medical applications® i A (W /
. s in scope: excipients. immediate packaging. drug delivery devices e.g.. TranSPOFt Q ﬂ a [ Printmg*
et S L G D Ll i SRl L L BChE = U5esin scope: automoltive, aerospace, watercraft, rail, » In scope: consumables (e.g., toners, latex printing inks, PTFE wax/powder),

agricultural, forestry, construction and industrial vehicles; mobile air

B — ; - . : : photosensitive materials, surfactants, permanent parts (e.g., plates and rollers)
- conditioning (MAC) & heat pumps; transport refrigeration; reflective signage. ; oo
TUULAC. (textlle's, leathelr- UDTOlSTerY- BPDE!FEEL caFDEtS)I b * Related uses in other sectors: balteries & fuel cells, Llextiles in vehicles, PPE, 2 Al e et e T S Rt ) (G
* Uses in scope: home textiles and treatment agents (e.g., carpets/upholstery); aircraft fire-extinguishers. pyrotechnic charges (e.q.. airbags). r - -
consumer and professional apparel; PPE; leather. L N it S os) J EXDlUSWBS*
» Related uses in other sectors: packaging, optical fibres, printing inks, technical Techni Y| * /nscope: military and civil applications - mining, pyrotechnics for vehicle

safety (e.q., airbags & seatbelts), flares. fireworks, ammunition.

” Military™

+ In scope: Military vehicles, military eguipment

» Related uses in other sectors: military explosives, non-military HVACR, military
textiles, military PPE, uniforms and protective apparel.

textiles, dry cleaning of textiles,

ses in scope: Outdoar textiles (e g . tents, furniture), architectural &
weatherproofing membranes (tensile & non-tensile), filtration & separation

Petroleum & mining |<| media, medical textiles, textiles in transport vehicles (excluding interior).
+ Uses in scope: anti-foaming agents, tracers, wetting agents, foam stabilisers. Related uses in other sectors: greenhouse roufing. medical devices, fuel cells,
 Related uses in other sectors: Industrial automation/monitoring/control (|AMC). rinting inks, solvents for dry cleaning.

I\ AN
E— ———




Anvendelser og egenskaber

Medical devices

. Implantable medical devices (long term implants)

. Invasive medical devices (temporary tools)

. Non implanatable / non invasive medical devices

. Packaging for medical devices

. Electronic equipment (covered under electronics and
semiconductors)

Other medical applications
+ Excipients

* Immediate packaging

* Drug delivery devices

Technical textiles
+ Medical applications (surgical textiles)

Egenskaber:

Vand- og smudsafvisende egenskaber, andbarhed,
bioresistens og anti-stick, inert, biokompatibilitet,
holdbarhed, smareevne, gennemsigtighed, stabilitet og
steriliserbar etc.

5

o
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@ MEDICAL DEVICES

IMPLANTABLE MEDICAL DEVICES o

@

Fluorinated Heart valve Vascular
hernia mesh implant stent

INVASIVE MEDICAL DEVICES

ﬁ/ . /’/’/’

e
Flexible tubing / Dwelling

Catheter endoscope tube needle

VISION APPLICATIONS

&=

Rigid gas permeable Ophthalmic
contact lens lens

PACKAGING & DRUG DELIVERY

NON-INVASIVE DEVICES
& WOUND TREATMENT

P .///
#

Coated catheter / Wound dressing /
membrane sample bandage

@ SCANNERS & IMAGING

CT scanner

i
Q =™
J = ; . .
3 a £
[ o)
* / ¥
A . =Y / y, V!
- = = i d
i Medicine vial .
Blister packs with coated Transdermal F-HDPE bottle Pressurized Pre-filled Injection pen /
for tablets rubber stopper _ Patch i i metered-d syringe autoinjector
inhaler canister
HIGH PERFORMANCE CHEMICAL & BIOLOGICAL BARRIER & PROTECTIVE
& SAFETY © RESISTANCE 5% PROPERTIES

@ ELECTRONICS

Sterile medica[
packaging pouch

PCB board

TECHNICAL TEXTILES ™

| 8

» 24

L
— \ ¢
——
=
=
-
Surgical Surgical Face Clean air
gown drape mask suit

PRECISION ENGINEERED
SOLUTIONS

CCOMPLIANT WITH GLOBAL
REGULATIONS

Generated by use of Chatgpt




Gransevardier og yderligere krav

Ban on manufacture, use and placing on the market

As substances on their own

As a constituent = 25 ppb for any PFASs
A mixture = 250 ppb for sum of PFASs
An article = 50 ppm* for PFASs

* |If total fluorine exceeds 50 mg F/kg the manufacturer, importer or downstream user shall upon request provide to the
enforcement authorities a proof for the fluorine measured as content of either PFASs or non-PFASs.

Derogated uses

» Reporting obligations for 13.5 year derogation and fluorinated
gases — identity and quantity of PFAS

« Management plan for polymeric PFAS — Identity, justification
and conditions for safe use and disposal
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Restriction options (RO) assessed

RO1: Full ban after 18 months transition period

* Not proportionate for many sectors

RO2: Ban with use-specific and time-limited derogations (6.5 or

13.5 years) for uses with low substitution potential

=> Additional restriction option assessed in BD for certain sectors
e RO3: Continued use of PFASSs with strict emission limits, or additional emission controls

to increase the effectiveness of an RO2
« Sectors: Transport, Electronics and Semiconductors, Energy, Sealing Applications, Machinery
Applications, Technical Textiles, PFAS Manufacturing
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Overgangsperioder for medicinsk udstyr

w12 ars overgangsperiode

* PPE intended to protect users against risks as specified in Regulation (EU) 2016/425, Annex |, until 13.5 years after EiF
(supported by SEAC);

» refrigerants in laboratory test and measurement equipment until 13.5 years after EiF (not supported by SEAC);

* refrigerants in refrigerated centrifuges until 13.5 years after EiF (not supported by SEAC);

» coatings and films of electronic components (excluding displays and lenses) for 13.5 years after EiF (supported by SEAC);
* Photonics (incl. optic cables) for 13.5 years after EiF (Supported by SEAC);

» Wires and cables for 13.5 years after EiF (partly supported by SEAC);

* excipients in medicinal products for ophthalmic and dermatological therapies until 13.5 years after EiF (not assessed SEAC);
 implantable medical devices (including medical implants and meshes) until 13.5 years after EiF (supported by SEAC);

* invasive medical devices (e.g. tubes and catheters) until 13.5 years after EiF (supported by SEAC);

* packaging for medical devices until 13.5 years after EiF (supported by SEAC);

» coated canisters in pressurized metered-dose inhalers (pMDIs) until 13.5 years after EiF (not assessed by SEAC);

» coated plungers in pre-filled syringes until 13.5 years after EiF (not assessed by SEAC);

» pre-filled injection pens & autoinjectors until 13.5 years after EiF (not assessed by SEAC);

 Sealing applications & machinery 13.5 years after EiF (not assessed by SEAC);

» woven, knitted and nonwoven re-usable medical textiles as specified in Medical Device Regulation (EU) 2017/745 of the
European Parliament and of the Council with a minimum performance requirement of >20 cm hydrostatic head according to EN
13795 for 13.5 years (not assessed by SEAC);

5 ars overgangsperiode

« coatings and films on displays and lenses of electronic complex objects for 6.5 years after EiF (supported by SEAC);
« propellants in pressurized Metered-Dose Inhalers (pMDIs) until 6.5 years after EiF (not assessed by SEAC);
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Assessment of 14 sectors J

March 2023 — September 2023 2024 > 2026
Consultation and RAC & SEAC

recommendations

1)

7 Feb 2023
Publication of
draft proposal

May — July 2020
Call for evidence —
work on proposal
initiated

March 2024
RAC and SEAC initial meeting
adressing hazards, general

Jan 2020
First meeting — DK, SE,
NL, DE and NO

25 Sep 2023
End of consultation
approach, and the sectors:

Consumer mixtures, cosmetics
and ski wax

Juli 2021
2nd stakeholder
consultation. Aug 2025
Updated restriction proposal
published — based on >5600

consulation answers
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RAC and SEAC meetings
and development of opinions

2026-?

Commission prepares a
final proposal - parlament
& Member states vote

|

COM proposal for
restriction
Restriction enters into
force

December 2026
Final RAC and SEAC
opinion adopted

[ 11

March 2026
Last RAC and SEAC
meeting — RAC opinion
adopted

March/April 2026
Start of consultation on
SEAC draft opinion



Horing af SEACs udkast til vurdering

Hgringen varede fra marts til maj 2026 (60 dage)

SEAC sector evaluation -
specific questions
(14 Sectors and PFAS manufacturing)

Sections of SEAC draft opinion -
general questions

* Numerical questions
« Multi/single-choice questions
* Free text questions (character limit)

Free text questions
(character limit)

 Auvailability of alternatives
* Non-use scenario
» Impact estimates (costs)

Justification EU action required
Socio-economic analysis
Practicality

Use-specific* SEAC draft opinion section-specific
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Resultat af SEAC hgring

3511 hgringssvar
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e
e I A 6.1%
1
China |1 o
: = e S.3%
oty | Hoogary '
F =
it - il Coy 4.2%
husarin B
erfand . It ‘-
3 . sanistan 35%
austria [} Brazil[§
| K \J ; .
'. '3 3 an re of 1 woduct
| [
A y . b
wrway |} R~ 01% 21%
+ “» it I | ) A . Skl wax 01% ;'IHIl ONTact materials and pachag .
( 19%
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Figure - Count of comments per country Figure - Comments by survey/sector (share in %)

@ 25 / Miljgstyrelsen / PFAS anvendelsesbegraensning
Read more on ECHAs website: https://echa.europa.eu/documents/d/guest/news_seac_pfas_cons_stats#msdynmkt_trackingcontext=d2f634e3-e5ae-40b6-bd68-c1d07cf50000



Restriktionen resterende trin

Forslaget sendes til afstemning
ved EU-medlemsstater samt
EU radet og parlamentet. Nar

det bliver vedtaget vil
begraensningen blive
publiceret | EU-tidende

Kommissionen vil foresla en
begraensning af PFAS baseret
pa dossier submitters
restriktionsforslag og RAC og
SEAC vurdering af samme

Slutningen af 2026 — forventet

vedtagelse af SEAC opinion og

indsendelse af RAC og SEAC
opinion
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Vigtige dokumenter

Background Document updated based on Annex XV consultation comments published
(3300 pages):

« Laes «Draft Background Document» og bilag

» Laes «RAC opinion» and «SEAC draft opinion»

Summary of Background Document (20 pages):
 Inkluderer liste over alle foreslaede undtagelser
- fremgar af Annex 2

ECHA use mapping

e S

What you need to know about the
updated PFAS restriction dossier

! bau i EMEMMI . EQW:\@ ol

jency
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https://echa.europa.eu/restrictions-under-consideration/-/substance-rev/72301/term
https://mst.dk/media/hkqbbyyd/upfas-summary-of-bd-2.pdf
https://echa.europa.eu/documents/10162/0719a748-2fd0-66ee-0361-0e8b98e08d41
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