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ANNEX IV “Applications exempted from the restriction in Article 4(1) specific to medical  |{HEXBIV [4%(1)\ & 3RO ERRECLERFBRE <51 558 . (%)
devices and monitoring and control instruments” R | ERNARRA MR o | cof Hg | Pb |DEHP| BBP | DBP | DIBP
Equipment utilising or detecting ionising radiati TRBNROTR E 1= 2R ERE N5 RE
1 |Lead, cadmium and mercury in detectors for ionising radiation. THBRHGAREBICSENDH, HFIVLABLUKE | Currently under review in EU (Cat.8,9 others,Cat.9 industrial)
21 July 2023 (Cat8 in vitro) o o o
2 |Lead bearings in X-ray tubes. XIREDIB~T U7 Currently under review in EU (Cat.8,9 others)
21 July 2023 (Cat8 in vitro)
21 July 2024(Cat 9 industrial) o
3 |Leadin amplification devices: plate and capillary FRAR (A5 0F v #ATL—bE%rES  |Currently under review in EU (Cat89)
plate. U-FL-b) CAERBH
) o
2 |Lead in glass frit of X-ray tubes and image intensifiers and lead in glass frit binder for XIRES L CHAREEROH T A7 Y v bR EEhBA, KO [21)uly 2021 (Cat89 others)
assembly of gas lasers and for vacuum tubes that convert electromagnetic radiation into | 7 L — 4 & $17 T Al s £ UAAIAE BT I TS 5 AZEA® |21 uly 2023 (Cat8in vitro)
electrons. HIRTYy brA v KB ENDH Currently under review in EU (Cat.9 industrial) o
5 |Lead in shielding for ionising radiation. WHBHAO Y — L FIC&En 550 | Currently under review in EU (Cat.8,9 others,Cat.9 industrial)
21 July 2023 (Cat8 in vitro) o
6 |Lead in Xeray test objects XiE B A £ N5 21 July 2021 (Cat89 others)
21 July 2023 (Cat.8 in vitro) o
21 July 2024 (Cat.9 industrial)
7 |Lead stearate X-ray diffraction crystals. XIRE RO R T T Y B 21 July 2021 (Cat.8,9 others)
21 July 2023 (Cat.8 in vitro) o
21 July 2024 (Cat.9 industrial)
8 |Radioactive cadmium isotope source for portable X-ray fluorescence F—a7 I LR EARR 21 July 2021 (Cat.8,9 others)
21 July 2023 (Cat.8 in vitro) o
21 July 2024 (Cat.9 industrial)
Sensors, detectors and electrodes v Y-, REE. BE
T2 | Lead and cadmium in ion selective electrodes including glass of pH electrodes. (PHIR0 7 5 A& B 64 7V RIRIERN L& EBIE 294 | Currently under review in EU (Cat8,9) N 5
b |Lead anodes in electrochemical oxygen sensors. BRALPHEEL >V —ORIEE Currently under review in EU (Cat.8,9 others Cat.9 industrial)
21 July 2023 (Cat8in vitro) o
1c | Lead, cadmium and mercury in infra-red light detectors. FOBRHBICEENBH, HE 0L, AR Currently under review in EU (Cat8,9) - ~ 5
1d |Mercury in reference electrodes: low chloride mercury chloride, mercury sulphate and (HAEBEICE N BAR (EEROEKE, MBKIRS L UK [21)uly 2021 (Cat.8,9 others)
mercury oxide. ) 21 July 2023 (Cat.8 in vitro) o
21 July 2024 (Cat.9 industrial)
Others Zoft
Cadmium in helium-cadmium lasers. He-CdL—H¥—Ic&8EN2HFITL 21 July 2021 (Cat.8,9 others)
. 21 July 2023 (Cat8in vitro) .
Currently under review in U (Cat9 industrial) =
Lead and cadmium in atomic absorption spectroscopy lamps. FFRASNERD 7 > T AR NAREN F L 21 July 2021 (Cat89 others)
0 21 July 2023 (Cat.8 in vitro) o o
Currently under review in EU (Cat9 industrial)
Lead in alloys as a superconductor and thermal conductor in MRI. MRI E = & ] @I=&% |Currently under review in EU(Cat.8,9 others)
1 nam 21 July 2023 (Cat8 in vitro) o
21 July 2024(Cat.9 industrial)
Lead and cadmium in metallic bonds creating superconducting magnetic circuits in MRI, |MRI (S5 BERZITEE) . SQUID (HESEFF#i) . NMR | Currently under review in EU (Cat.8,9 others,Cat.9 industrial) Replaced in the Official Journal of
SQUID, NMR (Nuclear Magnetic Resonance) or FTMS (Fourier Transform Mass (Nuclear Magnetic Resonance) (B4.3£18) % = & FTMS (Fourier 30 June 2021 (Cat in vitro) the European Union L4 on Oct. 18,
4, | Spectrometen) detectors. Transform Mass Spectrometer) (7 — U TZRE B4 i) B B0H o o 2013 _ .
(AR AL T EERAPIEENBRELUN K Y (20131018 BHLAZ 28 2)
Lo
Lead in counterweights. hov T4 b Currently under review in EU(Cat.8,9 others)
21 July 2023 (Cat8 in vitro)
3 21 July 2024(Cat 9 industrial) o
Lead in single crystal piezoelectric materials for ultrasonic transducers. BERFEDFRAOERECTY (EB) HEE 550 Currently under review in EU (Cat.8,9 others)
21 July 2023 (Cat8 in vitro)
1 o
21 July 2024 (Cat.9 industrial)
Lead in solders for bonding to ulrasonic transducers. E DT ORAMIEATI A0 Currently under review in EU (Cat 8,9 others)
21 July 2023 (Cat8 in vitro)
15 21 July 2024 (Cat9 industrial) o
Mercury in very high accuracy capacitance and loss measurement bridges and in high BREF v AR RBETREMET Y v Vi@ M BKRBE L |21 July 2021 (Cat89 others)
frequency RF switches and relays in monitoring and control instruments not exceeding | o4 45 & UBIEIER IS N B BABRFAA » F 5L 00U L— (=& |21 July 2023 (Cat8in vitro)
16 |20 mg of mercury per switch or relay. ENBIZA Y FEFUY L— 572U 20mgE R 4L kEE 21 July 2024 (Cat.9 industrial) o
Lead in solders in portable emergency defibrillators. A—2 7 VELRBHBOBALICEENDH Currently under review in EU (Cat.8,9 others)
7 21 July 2023 (Cat8 in vitro) o
21 July 2024 (Cat.9 industrial)
Lead in solders of high performance infrared imaging modules to detect in the range 8- |8~ 14um DB HFEOSHEFABERE S 2 —LOEATL Currently under review in EU (Cat.8,9 others)
T4pm. El 21 July 2023 (Cat8 in vitro)
18 21 July 2024(Cat 9 industrial) o
Lead in Liquid crystal on silicon (LCoS) displays. FAFN)TARTLALCRENDH 21 July 2021 (Cat.8,9 others)
o 21 July 2023 (Cat8in vitro) °
21 July 2024 (Cat.9 industrial)
Cadmium in X-ray measurement filters. XBHE7ALZ—ICEGENENAFITL Currently under review in EU (Cat.8,9 others)
21 July 2023 (Cat8 in vitro)
20 21 July 2024 (Cat9 industrial) o
Cadmium in phosphor coatings in image intensifiers for X-ray images until 31 December | (1) 20194125310 & TOXEEEAA X~ 4 > 5> 7 74 7 |(1)31 December 2019 (Added in the Official Journal of the
2019 and in spare parts for X-ray systems placed on the EU market before 1 January OEKEA—F 1Y (2)No deadiine European Union L4 on Oct. 18, 2013
a [ (2) 20204151 B LIS EURS 2 LA & XS R T ARIRAT 5 (20131018 LB
S—yRIEERENKIIL b
Lead acetate marker for use in stereotactic head frames for use with CT and MRIand in | CT# £ UMRIFIOEL~ v F 7 L— L, $&UH 7 £ UHFH |30 June 2021 |Added in the Official Journal of the
positioning systems for gamma beam and particle therapy equipment. Expires on 30 June |45t 0 f- o6 0 i b S5 1 F L1 &> 1 3 BEBR SR — B — European Union L4 on Oct. 18, 2013
S |22 SR : 2021468308 o (20131018 BHL4E)
Lead as an alloying element for bearings and wear surfaces in medical equipment BEMFBICE S ENBEFBBEOAT Y ¥ 75 & VEREREO L |30 June 2021 (Added in the Official Journal of the
exposed to onising radiation. Expires on 30 June 2021 DELERE LTOM. Europezn Union L4 on Oct. 18, 2013
2 AR : 20215665308 o (2013.10.18 E#L4E )
Lead enabling vacuum tight connections between aluminium and steel in X-ray image  |XiRA X =4 ¥ 5> 7 7 4 THRO T E =9 L EFOMOEZE |31 December 2019 Invalid
intensifiers. Expires on 31 December 2019. BERETRICT B8, Added in the Official Journal of the
AN : 20195128318 European Union L4 on Oct. 18, 2013
2 o (3
2013.10.18 & #L4EM)
Lead in the surface coatings of pin connector systems requiring nonmagnetic connectors [T (¥ #5 £ UEREKEE T 4 F 220°CLUT OIRE THIEMIC @A E [30 June 2021 (Added in the Official Journal of the
which are used durably at a temperature below -20 °C under normal operating and NTOBHHIEIR Y 4 EBBETHEY AR Y 4V AT LORE European Union L4 on Oct. 18, 2013
storage conditions. Expires on 30 June 2021 A—F4vrAERBR, (20131018 BHL4E)
s AHER : 2021465308 o]
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devices and monitoring and control instruments”

Original Japanese translation for referense BXHESE MR Scope and dates of applicability (RT B9
[ANNEX IV "Applications exempted from the restriction in Article 4(1) specific to medical EEIV [4%(1)i L ZRUEOERBECERNORBEICHT 58
o i’ P [t RAWARNANE e

(%)

Lead in the following applications that are used durably at a temperature below -20°C
under normal operating and storage conditions:

M @ARERAT T-20CE TE 5 BE CEANICERS N5 LT o)
A0

[Added in the Offcial Journal of the
uropean Union L168 on Apr. 19,

i
© 2016
(2016419 B3iLI681EH)
(@solders on printed circuit boards; ARG £ URRRE T 1 7 A20°CAA ORI CARMIERA & | Currently under review in EU (Cat8,9 others , Cat9 industrial)
(bitermination coatings of electrical and electranic components and coatings of printed |12 41 F1=5 £ AT 1B % ¢ 30 June 2021 (Cat8 in vitro)
g6 |Cruit boards; @7 > FEREREORAL,
(0solders for connecting wires and cables; O - WP OAMOT— 4 3 75 LU > b EREED
(d)solders connecting transducers and sensors. S
Lead in solders of electrical connections to temperature measurement sensors in devices [ 7 '~ 7 N . o
which are designed to be used periodically at temperatures below - 150 °C. (74 ¥ & EVT —TVERET 2T DDBALL
(A F 7Y 25 2~ 54U HEEHET B 1A
T4 FRIOCKBOBETERIITEDNS &5
SEORENE > ~OBRERIAE NI,
Leadin (@) PREANTEAE N5 & 5 (i & W BEOBREEE & UE |28 February 2023 [Added in the Official Journal of the
- solders, BRI SABESEE (MR) FOREOT A /> 4 AEOFE1mE European Union L4 on Oct. 18, 2013
- termination coatings of electrical and electronic components and printed circuit | o, %7-43 (2013.10.18 EHL4EI)
boards, (O TRABOL D ERENEHA 20 AR, CAlEs Added in the Official Journal of the.
- connections of electrical wires, shields and enclosed connectors, £ UE— LB RO OREH > BRI mOREROHS, European Union L245 on Sep. 22,
2022
which are used in OBTHEASATLUSUTLEFATLEHR 2022922 BHRLASEN
(2) magnetic fields within the sphere of 1 m radius around the isocentre of the magnetin | _ 1y , - K n
medical magnetic resonance imaging equipment,including patient monitors designed to | Lz ey
be used within this sphere, or —BH, Y- KB EUHAS AR 25 R OERES
(6) magnetic felds within 1 m distance from the externa surfaces of cyclotron magnets, |~ P11 e AT ERES
magnets for beam transport and beam direction control applied for particle therapy. AR : 2023%2528H.
7 (© 225BRAMH IS TROT I L OBEER S RS AL | ©
(OMRI non-integrated coils, for which the Declaration of Conformity of this modelis | MRIFE—% =4 /b, 712
issued for the first time before 23 September 202, or () BB LB SOMRIEE T, ERFMALEA X — > V5
(d)thl d::lces u:\udmg ln::‘ghrsled co\\‘s, Wl;\:: are usedtln rognete l\e\dstw\lhm FE S S DA A
sphere of 1 mradius around the isocentre of the magnet in medical magnetic resonance . -
1. 2024865308 LA H HRTENLELO,
imaging equipment, for which the Declaation of Conformity s issued for the fisttime [ 11~ 2024763 S0P A7 e FEnLY
before 30 June 2024. HRR 20215613305
Expires on 30 June 2027
Lead in solders for mounting cadmiurn telluride and cadmium zinc telluride digital aray | 7 AL A F = 9 s & U7 I LTS F S 9 L0275 L7 L £ |31 December 2017 (Added in the Official Journal of the.
detectors to printed circuit boards. Expires on 31 December 2017. R8T > FERBIELICERT 3 L BOBALI AT AR, Europezn Union L4 on Oct. 18, 2013
2 MR : 20175125318, o (20131018 EHLAE)
Lead in alloys, s a superconductor or thermal conductor, used in cryo-cooler cold heads | B 418 (/17 = U 8) 45 & U/ /- 1 S/ & ) 203 A0 &8 /A 0% | Currently under review in EU_(Cat89 others ) (Added n the Official Journal of the.
andor i cryo-cooled cold probes and/or in cryo-cooled equipotential bonding systems, | & asasia » 145 £ 08/ - 115 30 June 2021 (Cat8 in vitro,Cat industria) Europezn Union L4 on Oct. 18, 2013
in medicaldevices (category 8) and/or in industrial monitoring and control INStrUMeNts. |14 (s 610 x 1o 5 4 7 4 o 75508 CAFR & 2 BB 5 (2013.10.18 L4
29 | Expires on 30 June 2021 FUREREL L TOBRNIEENDHR ©
AR : 2021565308
Hexavalent chromium in alkal dispensers used to create photocathodes in X-ray image | (1) 2019123318 & TOXIA A — 4 ¥ 7 v+ 7 7 4 7 OB | ()31 December 2019 (Added in the Official Journal of the.
intensifiers until 31 December 2019 and in spare parts for X-ray systems placed on the | 245 2 72512 FIuN 5115 77 U 7 4 A2 4125 £ ha /@2 0 L1 |@No deadiine European Union L4 on Oct. 18, 2013
EU market before 1 January 2020. (2) 20201 5 1ELFTICEURBIC LA & XS T LA AT (2013.10.18 L4
30 Aoy AENBAES AL
Lead, cadmium, hexavalent chromium, and polybrominated diphenyl ethers (PBDE)in | & #851 FE7sF A — 7 DBoBiE 20 X 7 LA 5> DEAIAAT1 01, & > |Currently under review in EU (Cat89 others, Cat9 industria) [Added n the Official Journal of the
spare parts recovered from and used for the repair or refurbishment of medical devices, |4 4 4550 B ASHE £ 11 & 1 254 ISIRY . HABHA |21 July 2024 (Cat in vitro) European Union L101 on Feb. 12,
including in vitro diagnostic medical devices, or electron microscopes and their s & LROT B Wiy 2016
accessories, provided that the reuse takes place n auditable closec-ioop business-to- | oy o ST (2016.2.12 B3L101:8H0)
business return systems and that each reuse of parts is notified to the customer. R N o . N
HEIOL, ABIBLERYTAEST 2 Z LT -7 (PBDD)
Expires on: o
313 |(a)21 July 2021 for the use in medical devices other than in vitro diagnostic medical ATHHIR - o o
devices; (@ ABITRERERUA DERER~OR : 201578218
(0121 July 2023 for the use in in vitro diagnosic medical devices; (AL RERSE~OE : 202357A218
(0121 July 2024 for the use in electron microscopes and their accessories. (OBFEHEL 20T 765 ) ~OWA : 204575218
Lead in solders on printed circuit boards of detectors and data acquisition units for [EH B (M) B2 A Z 1575 b 0 B8 E (PET) FIR |31 December 2019 (Added n the Official Journal of the.
Positron Emission Tomographs which are integrated into Magnetic Resonance Imaging [ 413845 £ 05— X IS0 7 ) > F EREEOIRALIEENS Europezn Union L4 on Oct. 18, 2013
32 | eauipment Expires on 31 December 2019. 8, ° (2013.10.18 L4
R 1 20195125318
Lead in solders on populated printed circuit boards used in Directive 93/42/EEC class la | ##% ER<. §%) 772 |dasslla :30 June 2016 [Added in the Official Journal of the
and llb mobile medical devices other than portable emergency defibrilators. Expires on [ 113 45 & 0% Ibo) 5D RS 1< (87 & 13 BEHLEH#H 7 ) » F R |classllb :31 December 2020 European Union L4 on Oct. 18, 2013
30 June 2016 for class lla and on 31 December 2020 for class b RO A T A E D, (2013.10.18 EHL4EH)
» IR ¢ 7 5 Alla 142016565308, o
AR : 2 7 Abi$202012A318
Lead as an activator in the fluorescent powder of discharge lamps when used for BSP (8asi205 ¢ Pb) EEAE B O BAEROLALY ¥ 7S WAIE NS |21 July 2021 (Added n the Official Journal of the.
extracorporeal photopheresis lamps containing BSP (Ba51,04:Pb) phosphors. Expires on |15 &0 i 5 » 7/ 0 & st 0 31 £ L <038, Europezn Union L4 on Oct. 18, 2013
34122 July 2021, AR : 202157 H228 © (2013.10.18 EHEL4EM)
Mercury in cold cathode fluorescent lamps for back-lighting liquid crystal displays, not | 201727 3221 & ) ke L7 & 1L ERAIOERS & UMBEEE |21 July 2024 (Added in the Official Journal of the.
exceeding 5 mg per lamp, used in industrial monitoring and controlinstruments placed [ 13 /5y 75 4 v 5 4 » FEEF 1 27 LA MOAREERS European Union L148 on M. 13,
35 |on the market before 22 uly 2017. Expires on 21 July 2024, S OB015 75 Y SmaE A KR, 2014
R : 202487721 (2014.3.13 LI4BIE )
Lead used in other than C-press compliant pin connector systems for industria ERAOERS & UBEEREANCT L AERLLE Y - 977 |31 December 2020 [Added in the Official Journal of the
monitoring and controlinstruments. Expires on 31 December 2020. May be used after | 4 - 2 7 L L CAER & 1T 10 B3 European Union L148 on Mar. 13,
that date in spare parts for industrial monitoring and control instruments placed on the | #4501 - 20004128318 2014
36 |market before T January 2021 202151518 & O #1IC L & NEERAOERS L UHBEEAOR o (2014313 BHLI4SEN)
T A=Y EDNT T MRS SRR
Lead in platinized pl d for conductivty atleast] EREREOL B HAL 1B UTORMHOD%C £ LIDHEAE Replaced in the Official Journal of
one of the following conditions applies: NBESH>EHLTERON the European Union L67 on Mar. 5,
o 2020
(202035 BHLETE £ 1)
(a)wide-range measurements with a conductivity range covering more than 1 order of | (a3 > 1D RIEAER 77 U 77— = > & L T1HIAE (512 42 |31 December 2025
magnitude (e.g. range between 0,1 mS/m and 5 mS/m) in laboratory applications for  [0.1mS/m~Sms/mL > ) % /S~ 5 (= HHEAEEFOMER ;
unknown concentrations;
(bmeasurements of solutions where an accuracy of +/~1 % of the sample range and [ty 715 2 { + X 1% DAL & BIE OETHEA KA T4 LT DD
where high corrosion resistance of the electrode are required for any of the following: | 5y -
37 (i) solutions with an acidity < pH 1; [Ym——
(i solutions with an alkalinity > pH 13; @) HISEO 717 ) 5T N
(i) corrosive solutions containing halogen gas; ()5 HAE R ORRIEOBR
of above must be performed with
portable instruments. R A < P
Eepires on 31 December 2075 (OBBREHETHE L7 T 57%00100mS/mbl E i
AR © 2025127310
Lead in solder in one interface of large area stacked die elements with more than 500 | CT £ X¥ % & OXAIREE TR & 115 M) S00% A 518 |31 December 2019 (Added n the Official Journal of the.
interconnects per interface which are used in X-ray detectors of computed tomography | 242 43 IR 4 4 T L 4 > F OVBBEOIE A LB DR, European Union L148 on Mr. 13,
and X-ray systems. HIHR20195125318, 2014
35 |Expites on 31 December 2019. May be used aftr that date in spare parts for CT and Xtayf e e 10 s oo s ey (o o (2014.3.13 B LI4BIE )

systems placed on the market before 1 January 2020.

LTI Z OB b AT,




Original Related substances
igi Japanese translation for referense AAHESER Scope and dates of applicability (BIRT 29HE) Remarks
ANNEX IV "Applications exempted from the restriction in Article 4(1) specific to medical EXEIV [4%(1)LIREOERRBOERIBMEIH 28 . (%)
devices and monitoring and control instruments” AR EANARRA R Cd | o | Hg | Pb |DEHP| BEP | DBP | DIBP

Lead in micro-channel plates (MCPs) used in equipment where at least one of the
following properties is present:

UTFORIEODEC EL1DNFET HRETEDNE YA 7AF v
YANTL— b (MCPs) D

(Added in the Official Journal of the
European Union L148 on Mar. 13,
2014

(20143.13 BHLIABEN)

(2) a compact size of the detector for electrons or ions, where the space for the detector
is limited to a maximum of 3 mm/MCP (detector thickness + space for installation of the
MCP), a maximum of 6 mm in total, and an alterative design yielding more space for the
detector i scientifically and technically impracticable;
(b) a two-dimensional spatial resolution for detecting electrons or ions, where at least
one of the following applies

() a response time shorter than 25 ns;

(i) a sample detection area larger than 149 mm’;

(i) a multiplication factor larger than 1,3 x 10°.
(©) a response time shorter than 5 ns for detecting electrons or ions;
(d) a sample detection area larger than 314 mm’ for detecting electrons or ions;
(e) a multiplication factor larger than 4,0 10’

The exemption expires on the following dates:
(@) 21 July 2021 for medical devices and monitoring and control instruments;
(b) 21 July 2023 for in-itro diagnostic medical devices;

(©) 21 July 2024 for industrial monitoring and control instruments.

(@) E3mm/MCP (REEOF S + MCPRER~— ), 2ETRS
6mmERE L LI RX—ZDNE WA XDOBTF F Il A A RHBE
O E YRE VRN —RE BT E T BRBRE T L £ HPIA
MR RER RS
(OB FOD %< L BIDODAMENDET £ 1134 7 2 Bt
TOERHRE

() 25ns & U LG ERR

) 149mm2 & Y K F 75 Rt

(i) 13103 5 Y K & LR
(BT % 72134 # > REFADSs £ Y 5EUEHH ©
()BT & 7154 4 REBOIOMM2E U A S A
(e)4.0x107 & U & Lt

ERRADHHBHRIEROEY .
(ERSE £ Bis L OCHIIRE 20214575218
(o)A BT RER S 1 202357A218
(ERAOEMRS £ UHEEE | 2024575218

Currently under review in U (Cat.8,9)

&

Lead in dielectric ceramic in capacitors for a rated voltage of less than 125 V AC or 250 V.
DC for industrial monitoring and control instruments.

Expires on 31 December 2020. May be used after that date in spare parts for industrial
monitoring and control instruments placed on the market before 1 January 2021.

0B S  UHEEER O ERTEACI2SVE 7 [EDCSOVE )
AELIYFIHOEOEBET Iy s FOM,
HUEE © 20204128318,

202141518 & U Hil b5 & N EEAO KRS £ UHBEERAD 2
RT A=Y IEDN T OB b WA

31 December 2020

(Added in the Official Journal of the
European Union L148 on Mar. 13,
2014

(2014.3.13 BHLIABEN)

Lead as a thermal stabiliser in polyvinyl chloride (PVC) used as base material in
and

used in in-vitro diagnostic medical devices for the analysis of blood and other body fluids

and body gases

Expires on 31 December 2018,

. fOEE EAHZNOLR D BB AERRE Clibh
3T, BE, FREOBRLENL Y YROTAHTH & LTE
HRBHVILE = (PVO) FOBEEAA E L TOH,

EIER : 20224734318

31 March 2022

Replaced in the Official Journal of
the European Union L67 on Mar. 5,
2020

(202035 BHLETE & 24)

Lead as a thermal stabilizer in polyvinyl chloride (PVC) used as base material in

an are
used in in-vitro diagnostic medical devices for the analysis of creatinine and blood urea
nitrogen in whole blood

Applies to category & and expires on 31 December 2023."

ZAF0ILTT = BEUMAREEEDATOLD ORI BHER
WECAVLSNSERME, BUXAESSURERAEISRIBSIE
%> —RORH ELTALSIERYEILE =L (PVO) S OBEER
ELTon

h7Y—8 (ERNE) IE R,

HIMIR: 20234128318

31 December 2023

Mercury in t din imaging systems
capable of high operating frequency (> 50 MHz) modes of operation.
Expires on 30 June 2026,

B (>50MH2) € — F TR MEAEEREGLES 25 L
THNSBREREDF 2 2 ROKER,
AMHR : 2026565308

30 June 2026

[Added in the Official Journal of the
European Union L94 on Jan. 30,

(2015.1.30 2 #L94E )

Cadmium anodes in Hersch cells for oxygen sensors used in industrial monitoring and
control instruments, where sensitivity below 10 ppm is required.
Expires on 15 July 2023.

10ppmAHOBENTRE NBERALHS - APEETEAS NI
FEYFOEBOTAY 2L (A= 2t ) BN ITLT ) —
Ko

AWHR : 2023575158

15 July 2023

Added in the Offcial Journal of the
European Union L168 on Apr. 19,
2016

(2016.4.19 BHLI68:E1)

Cadmium in radiation tolerant video camera tubes designed for cameras with a centre
resolution greater than 450 TV lines which are used in environments with ionising
radiation exposure exceeding 100 Gy/hour and a total dose in excess of 100KGy.
Applies to category 9. Expires on 31 March 2027,

10ppmAHOBEHNER S 13 ELAENR - HERETEAS NHE
FELYDLBOTAY 2 £ (A= 2 £N) FONF IO LT
s-F

EEEDETIS TN

MR : 2027F3ANAET

31 March 2027(Cat.8,9 others , Cat9 industrial)

o

[Added in the Official Journal of the
European Union L67 on Mar. 5, 2020|
(202035 2 4L673E )

Bis(2-ethylhexyl) phthalate (DEHP) in ion-selective electrodes applied in
point of care analysis of ionic substances present in human body fluids
and/or in dialysate fluids

Expires on 21 July 2028

(FRCBIRISHET 54 4 AEREOHA ¥ + 4 77 THHI A
EnB AT EREREGO T 2L

BEE R(2-T F L~ L) (DEHP)

EIER : 202847 A218

21 July 2028 (Cat8 in vitro)

[Added in the Official Journal of the
European Union L402 on Aug. 11,
2021

(2021.8.11 2 4L402E )

Bis(2-ethylhexyl) phthalate (DEHP) in plastic components in MRI detector
colls.
Expires on 1 January 2024.

MRIRHE DA LD T 5 2F 5 7 B@HD T ZINEERQR-TF L~
2 L)(DEHP)
R : 202451818

Currently under review in U (Cat.8 in vitro)

Added in the Offcial Journal of the
European Union L402 on Aug. 11,
021

202
(2021.8.11 BHL402E1)

Bis(2-ethylhexy) phthalate (DEHP), butyl benzyl phthalate (8BP), dibuty!
phthalate (DBP) and diisobutyl phthalate (DIBP) in spare parts recovered
from and used for the repair o refurbishment of medical devices, including
invitro diagnostic medical devices, and their accessories, provided that the
reuse takes place in auditable closed-loop business-to-business return
systems and that each reuse of parts s notified to the customer.

Expires on 21 July 2028
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21 July 2028 (Cat8 in vitro)

[Added in the Official Journal of the
European Union L402 on Aug. 11,
2021

(2021.8.11 2 4L402E )

Lead in bismuth strontium calcium copper oxide (BSCCO) superconductor cables and
wiires and lead in electrical connections to these wires
Expires on 30 June 2027.
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30 July 2027

[Added in the Official Journal of the
European Union L245 on Sep. 22,

2022
(2022922 41245 )
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