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A1191897U Die deutsche Medizintechnikindustrie: SPECTARIS Jahrbuch 2026 484
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aneadng (11.9%) Ad (11.7%) uazauu (6.1%) Wusdu dwiuyamnsudniedesiionisunme
voanfiniaglausia 138 tudugls T wanuinduandmieesiiuogi 60 Wudugls sesasn
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1.01 1.14 0.89 -21.49 0.89 0.44 0.87 +97.97
(HS code 9022)
NARAUT NN FVNTTY

2.70 3.29 3.12 -5.09 1.36 1.69 1.28 -24.15
(HS code 30)
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(Precision Medicine) wagn1siaunszuvasisaauluauag
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wialuladgunnddna ssuuinwianulasadenitleues wasnisiasuauduawesilgguniu
wialiaunsaddunusazquag Uaglaegisdaiiedunniedngs wuildudnarndulenia
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4. ngziyunazannsguduaiineades

1) e8I

gnsMBUIIINUsEmAlnegdUssmeeesuvemnuIn/sen1saua @a1usanig

sreazBunfiuduled https://auskunft.ezt-online.de/ezto/Welcome.do

983 wfin H.S 2151 EyaAnNsning
gunsaluaziad oldildlunng | 9018 0% 19%
WemMansnIsunng
wisedlinedaemansnsegn 9021 0% 7% %39 19%
alyziiey
wsesgunsainldienasd 9022 0% 19%
HARsuIINILAFUN I 30 0% 7% viv0 19%
AILERN 4015 2% - 5% 19%

gnsBUNINUTEWAlnedannmglsUremnuuIn/ensiui aunsangsiuasden

W lai https://ec.europa.eu/taxation_customs/dds2/taric/taric_consultation.jsp?Lang=en
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2) ﬂ:;]isl‘ﬁﬂ‘u Medical Devices Regulation ita¥ In Vitro Diagnostic Devices Regulation

nyssdaulndinnigaunsalmsunng waziasesllounvnddmsunsidadunisusnsienie
(IVDR) wu Yaane wden iade dnateduldidetui 26 wouniau 2564 Wnengluiliingusvasandn

W eENTEAUAMUUABAN BV UIBTUGEA AenNRTTIANaAA MY NounwiuaulUsslawas

v 1 [

N13ATI98UE DUNT UN WYY ANa1s (EUDAMED) wazsyia UDI uananil iy sasneuinsgiu

q

MINGUNY Wesessuninnssumenswmdadeiviuazasisnnudeiulussuvanssagueg ey

Key changes
8 [
/PN A
‘- 07 5 X
Productscope Implementation Rigorous post- Identification of
expansion of unique device market oversight person responsible for
identification regulatory compliance
Ls]
i ‘§>:E° J’::) E::n I::;&
= ] —
) ° @@®
Common Reclassification of More rigorous Systematic clinical No
specifications devices accarding clinical evidence evaluation of “grandfathering”
to risk, contact for class Ill and Class Ila and Class provisions
duration and implantable medical  I1lb medical devices
invasiveness devices

The IVDR, tuvsud.com

H Usenaun13asAnwiwazu Uanungseid sulnives EU 710788 Unsal n1en1sunme
p819ATIASA Ineanzee B9 EU Regulation 2017/745 (Medical Device) Way 2017/746 (In vitro diagnostic

v o

medical devices) ifnatsruldogradunismsiuaiiou wguaiau U 2564 wag 2565 (AUEIAU)

- ¥eya Medical Devices (Regulation (EU) 2017/745):

https://eur-lex.europa.eu/eli/reg/2017/745/0j/eng

- GUya:i,JUa In Vitro Diagnostic Devices (Regulation (EU) 2017/746):

https.//eur-lex.europa.eu/eli/reg/2017/746/0j/eng

3) nqseidey EU Pharmaceutical legislation (Directive 2001/83/EC, Regulation (EC) No
726/2004) Wag German Medicinal Products Act (Arzneimittelgesetz - AMG)

(%

n1sdseenadndaisndrludiannmglsulauy guinuas

Xy

devanuananninglsy (EU)
Al URnusTUUNgNIes WA Taelinguinevan 3 atuaiunuey Ae Regulation (EC)
No 726/2004 (AruAun1seusdifewuusitaugIuaInnisewisanainglsy (EMA)) Directive

2001/83/EC (Useananguungensinees EU Wivenadymsessuuunaiy) wasnguuneveduly
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sesudsine Wy ngyminendadusisveasesud (AMG) a1unsadnuidoyaii uauled
https://www.ema.europa.eu/en/about-us/what-we-do/authorisation-medicines ag
https://www.zoll.de/EN/Businesses/Movement-of-goods/Import/Restrictions/Goods/Medicinal-

products-and-narcotics/Medicinal-products/medicinal-products_node.html
4) CE (Conformité Européenne) Mark dvsugunsainisunng

M315U583 CE Mark 1Jwiasoensnsnansinduaduinisesnuuunasn1suani lauinsgiu
AaNulasnadenudemuualuseiioutataAua N gIuNand uaignaInssuvesannnelsy
Y [ 1 a v I3 = 3 4 Y a =
N13UsENUATIRINaIATOUARUNAAS eI naeUsEIANTIudsgUnsalnsunne Hudamalulad
nImMsunndifesnisdmeduiluannmglsuddudoansnnuaenadewmiung szilouinse

\3esilounmevasglsy (Medical Device Regulation (EU) 2017/745 %30 MDR)

lagUnfua N15UTELEINAINARBAARBIALTINTINITATIVABUTLUUAMATNYDINHER Uag

(%
Y

p1ITIRINTRTUNeNEIILVATiaveNdnReIiuANNUABndsLaTaNTTOUL YBATENIE Al
< Y a A J a ° v o |
Tusg AuUszianvewns eflowuq lngdsunaaurdnanainglsyszmmvualidny ey

A vo . . = ) ° Y Ao a a Y
VllﬂiUiJ@UWﬂ&l (Notified Bodies) %QN’]UﬂqiicUi@Q@ﬂmiﬂqu MURUINANUUNTUTLLUUAINUEDAAR DY

(%
Y a

sl nsnssmieAudvaduduedousn dudaviefunudming wwdeadudiuinteu
Alda1elun1snsavaunarveyunImnsgiu CE 4 saufan1ssulnwousdonud saveq
guamusernrurieesiy mngwanlaludlusanzideuringsialuieesuivieaussinala
Tuannnglsy fudnasdeadudfuiinveudeniudsmeiionafniu dwiuns Swinelneguny
flaildsvouganussdeuniedunudlildsuueuswialuniniig Fudwvaniuaedeadie

NogvauTYNE WA / JundmTelsuiaveu (Hanunaanzidouvesgsialulszinagesuil)

Usngeguuaann vieuanaiseiegiaiulilulususihnsldeuvesdud

Gi’faaﬂa CE Mark: https://www.ema.europa.eu/en/human-regulatory/overview/medical-

devices#medical-devices-legislation-section

6) sneulaunginaldansiail PFAS (per- and polyfluoroalkyl substances)

1930153171 ANT5LY a5 PFAS atelingseideu REACH vasanaing lsuvneil

agluduganigveanisuszidiuna wazarndnazusenmateduld nnelud 2570 Tnelinani5398uadin

a5tadl aana 11919 d@2uLd aulesnunanelsa wu Sy 1sadu 1sAnauie nasnauan

A1EMNTRTYAUT wazarusavinaneseuundeuiu Med s1engrungdeiuazdnadanuld
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https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices#medical-devices-with-an-ancillary-medicinal-substance-section และ
https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices#medical-devices-with-an-ancillary-medicinal-substance-section และ
https://www.zoll.de/EN/Businesses/Movement-of-goods/Import/Restrictions/Goods/Medicinal-products-and-narcotics/Medicinal-products/medicinal-products_node.html
https://www.zoll.de/EN/Businesses/Movement-of-goods/Import/Restrictions/Goods/Medicinal-products-and-narcotics/Medicinal-products/medicinal-products_node.html
https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices#medical-devices-legislation-section
https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices#medical-devices-legislation-section

Y

AUNNUALENNIANTENINNUTENA B UASUNSIALASA

funaengunanioet Wy wuawmes wsewiilalifansens dmeniuila udunds ussydoet

sullUfsgunsalmamsunmg awnsofnwdeyaiandule® https/environment.ec.europa.eu

et {nandndudesinsienistanfiddiuusenouves PFAS viavun wiauszylszian
TouNIUNARAARBINUTUAIULAREIIUNTT ITIRABURKNER TandUATeNAUNTaUdAMSUNISARRAIN
s¥yUaA "Contains intentionally added PFAS" (Sd@iunauvad PFAS) auiingmanemvun uas

Y o

UfjUAnuderivuanisseaudeyausy it
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TneAdadwiunuiieliaunsowisiulusanlanld warduivedvaeiliiunmseeniuidinunimg
nswdalaunsgiu Judulenavesuszneunisivefiszunswuioduussneesiuiionmuiuwas
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