DECLARATION OF CONFORMITY
to the requirements of the REACH regulation (1907/2006/EC)

To our Valued Customers,
and to whom it may concern:

On the basis of the information provided to date by our suppliers, pursuant to Article 33 of Regulation (EC)
1907/2006 (REACH), FLAEM NUOVA Spa declares that some of the articles supplied contain SVHC substances
(Substances of Very High Concern), included in the Candidate List, updated on 02/03/2026, including 253

substances, in concentrations greater than 0.1% weight/weight.

The list is available on the ECHA website at the following address: https://echa.europa.eu/it/candidate-list-table,

The detailed list is given below:

Articles Candidate List CAS Concentration Localization of the
Substance Name substance
Piston aerosols except type F2000 Lead 7439-92-1 >0.1% w/w
Aspirators (AR..., AS..., PS..,) Lead 7439-92-1 >0.1% w/w
Vacuum machinesMagic Vac Lead 7439-92-1 >0.1% wiw Brass eccentric
Respirat - -
espiratory physiotherapy devices Lead 7439-92-1 50.1% w/w
(codes VI....)
Candidate List Localization of the
Item Article Description Substance CAS Concentration
Name substance
- > [
SFGE2 LIFE PRO SPHYGMO BRAC.AUT.TMB Lead 7439-92-1 0.1% w/w
1490CS
- > [
SFG61 LIFE EVO SPHYGMO BRAC.AUT.TMB Lead 7439-92-1 0.1% w/w
1491S
. - ' 9 >0.19
SFG60 SPHYGMO MC PULS.TMB-1112)'17 1% Lead 7439-92-1 0.1% w/w .
FOC Steel magnetic valve
Item Artlclg . Candidate List Substance Name CAS Concentration Localization of the
Description substance
Lead Oxide 1317-36-8 >0.1% w/w
Img;‘r DIGITAL Lead Tetroxide 1314-41-6 >0.1% w/w
0,
TRM12 THERMOMETERS Basic lead carbonate 1319-46-6 >0.1% wiw
Pyrochlore, Yellow lead antimoniate 8012-00-8 >0.1% w/w Buzzer ceramics
Lead 7439-92-1 >0.1% w/w



https://echa.europa.eu/it/candidate-list-table
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Candidate List

Localization of the

Item Article Description Substance CAS Concentration
substance
Name
VB11PK1 FUTURA MV basic Lead 7439-92-1 >0.1% w/w
VB13PK1 TEKNA MV 230/50 Lead 7439-92-1 >0.1% w/w
VB14PK1 MINIVAC BERK. Lead 7439-92-1 >0.1% w/w
VDXX.. MAGIC VAC MAXIMA 2/ AXOLUTE /BERK Lead 7439-92-1 >0.1% w/w
V972PK1 VANTAGE MV KIT 230/50 (4) Lead 7439-92-1 >0.1% w/w
VEXX.. MAGIC VAC ELITE 300 PLUS Lead 7439-92-1 >0.1% w/w
MAGIC VAC PROFESSIONAL JUMBO 30-
- - 0,
V7XX.. JUMBO 30 PLUS/ JUMBO 30 EVO Lead 7439-92-1 >0.1% w/w
VKO2PK1 COMPACT MV KIT 230V50HZ Lead 7439-92-1 >0.1% w/w
TABITHERMAE INAL.TERM.230V50HZ
- - 0,
ITOOEOO WHITE MED Lead 7439-92-1 >0.1% w/w
NS03P00 NEO SPIRE UK Lead 7439-92-1 >0.1% w/w
VIO7P00 PULMOWAVES PRO LINE 230V 50HZ UK Lead 7439-92-1 50.1% wiw
BREXIT
CF11P00 AR 4NEB 230/50 P20 UK (8) TUV Lead 7439-92-1 >0.1% w/w
ELXX ELIXIR-TYPE PISTON AEROSOL Lead 7439-92-1 >0.1% w/w
FJ59P00 AR DUO F400 230V 50HZ UK (6) TUV Lead 7439-92-1 >0.1% w/w
FUO3P00 AR RESPIRAIR F1000 UK 230/50 (6) Lead 7439-92-1 >0.1% w/w Wiring pins
SA07P00 AR GHIBLIPLUS F_?SS 230V50HZ UK (8) Lead 7439-92-1 >0.1% w/w
SCXX... PISTON AEROSOL Lead 7439-92-1 >0.1% w/w
AR AERO-NEB PROFESSIONAL 230V
- - 0,
NA16P00 AUS CHECK CLOTHES Lead 7439-92-1 >0.1% w/w
PT10P00 AR AERO-NEB MASTER F400 230V BLUE Lead 7439-92-1 50.1% wiw
TUV OK
AP5XX... AR AIR PRO F3000 Lead 7439-92-1 >0.1% w/w
CKXX CLENNY KID Lead 7439-92-1 >0.1% w/w
ALXX PISTON AEROSOL Lead 7439-92-1 >0.1% w/w
WIXX AR WINEB Lead 7439-92-1 >0.1% w/w
MIXX AR PROFINEB Lead 7439-92-1 >0.1% w/w
ASXX .. AS ASPIRA PLUS Lead 7439-92-1 >0.1% w/w
AR2XX.. AS ASPIRAGO 20 LT Lead 7439-92-1 >0.1% w/w
AR3XX.. AS ASPIRAGO 30 LT Lead 7439-92-1 >0.1% w/w
SPXX.. AS SUCTION PRO DP Lead 7439-92-1 >0.1% w/w
VKO2XX COMPACT MV
- - 0,
VS22XX EASY MV Lead 7439-92-1 >0.1% w/w
e Localization of the
Item Article Description Substance CAS Concentration
substance
Name
FUXX.. RESPIRAIR TYPE PISTON AEROSOL N-methyl 872-50-4 >0.1% w/w
pyrrolidone
DRXX... MOBILE NASAL SHOWERS, SPRINT N-methyl 872-50-4 0.1% Wiw

NASAL SHOWERS

pyrrolidone

Motor winding




Candidate List

Localization of the

Item Article Description Substance CAS Concentration substance
Name
AR2XX.. AS ASPIRA GO 20 LT Zl?i:tz:litrrnn ‘:;:j “ 26226'81 i >0.1% w/w
lead
AR3XX.. AS ASPIRAGO 30 LT Z'ﬁiﬂ'ﬂ?n (:r(:g o 26226'81 i >0.1% w/w
lead
AC0001C COMPLETE SPRAY HEAD MF32E00 Lead 7439-92-1 >0.1% w/w
ACO377P WI-NEB LI-ION BATTERY SET Lead 7439-92-1 >0.1% w/w
. R69430M ELECTR.CONTR.BOARD X Lead 2439991 20.1% wiw
69430
ALXX.. PISTON AEROSOL Lead 7439-92-1 >0.1% w/w
AERT AR ALPHANEB 400 230V50 P20 AZZ. Lead 2439991 20.1% wiw
ECHO
COXX.. AR COCCINELLA / BEETLE Lead 7439-92-1 >0.1% w/w
DRXX NE RHINO CLEAR MOBILE Lead 7439-92-1 >0.1% w/w
HNO8P0O AR INHALATOR T2000 230/50 Lead 7439-92-1 >0.1% w/w
ITOOEO0 | TABITHERMAE INHALE.TERM.230V50HZ Lead 7439-92-1 >0.1% w/w
INXX.. AR PISTON AEROSOL Lead 7439-92-1 >0.1% w/w
MFXX ELECTRONIC AEROSOLS Lead 7439-92-1 >0.1% w/w
MIXX.. PISTON AEROSOL Lead 7439-92-1 >0.1% w/w
MNXX.. PISTON AEROSOL Lead 7439-92-1 >0.1% w/w
NAXX.. PISTON AEROSOL Lead 7439-92-1 >0.1% w/w
ODO01P00 OXYLAST MED EASY Lead 7439-92-1 >0.1% w/w Buzzer ceramics
PNXX PISTON AEROSOL Lead 7439-92-1 >0.1% w/w
PT10P00 | AR AERO-NEB MASTER F400 230V BLUE Lead 7439-92-1 >0.1% w/w
SCXX... PISTON AEROSOL Lead 7439-92-1 >0.1% w/w
V2XX MAGIC VAC CHAMPION / MASTER Lead 7439-92-1 >0.1% w/w
V272PK1 PERFECT MV 230/50 (2) Lead 7439-92-1 >0.1% w/w
VAXX MAGIC VAC GENIUS MV BASIC Lead 7439-92-1 >0.1% w/w
V7xx. | MACICVACPROFESSIONALIUMBOS0- [\ oy [ 7450.00.1 | 50196 wim
VOXX MAGIC VAC LOS/LiAT/igE'M'CE /ALICE/ Lead 7439-92-1 >0.1% w/w
VB11PK1 FUTURA MV BASIC 230/50 UK Lead 7439-92-1 >0.1% w/w
VB13PK1 TEKNA MV 230/50 Lead 7439-92-1 >0.1% w/w
VB14PK1 MINIVAC BERK. Lead 7439-92-1 >0.1% w/w
VDXX.. | MAGIC VAC MAXIMA 2/ AXOLUTE/BERK. Lead 7439-92-1 >0.1% w/w
VEXX.. MAGIC VAC ELITE 300 PLUS Lead 7439-92-1 >0.1% w/w
VFO02PK1 EFFENNE AGILA 230/50 Lead 7439-92-1 >0.1% w/w
VKO2PK1 COMPACT MV KIT 230V50HZ Lead 7439-92-1 >0.1% w/w
VIO2P00 V'BROFLO\;VS\SV\'/TS':”:"ZANOMETER Lead 7439-92-1 >0.1% w/w
VIOBP00 PULMOWAWS 2 230V50HZ Lead 7439-92-1 >0.1% w/w
WIXX.. AR WI.NEB Lead 7439-92-1 >0.1% w/w
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Candidate List

Localization of the

Item Article Description Substance CAS Concentration substance
Name
E600E01 NE NAUTILUS Il BASIC RF6 (VERS.A) Lead 7439-92-1 >0.1% w/w
E600E02 NE NAUTILUS Il BASIC (VERS.C) Lead 7439-92-1 >0.1% w/w
E600E03 NE NAUTILUS Il BASIC (VERS.D) Lead 7439-92-1 >0.1% w/w
VIO7P00 | PULMOWAVES PRO LINE 230V 50HZ UK Lead 7439-92-1 >0.1% w/w
VI02P00 VIBROFLOW C/MANO 230V50HZ Lead 7439-92-1 >0.1% w/w
VIO3P0O VIBROFLOW S/MANO 230V50HZ Lead 7439-92-1 >0.1% w/w
E601E00 NE NAUTILUS Il BASIC Lead 7439-92-1 >0.1% w/w
E602E00 NE ULTRASONIC 309097 (6) Lead 7439-92-1 >0.1% w/w
E607E00 NE FASTNEB Lead 7439-92-1 >0.1% w/w
H610E53 NE HANDYNEB BASIC 230V50HZ NEW Lead 7439-92-1 >0.1% w/w
E215E21 NE EASYNEB Il 15V 230V50HZ (8) NEW Lead 7439-92-1 >0.1% w/w
E300E22 NE EASYNEB VERSION 2003 Lead 7439-92-1 >0.1% w/w o
E300E21 NE ALISEO PLUS 230V50HZ 2017 (6) Lead 7439-92-1 >0.1% wiw Nigfa“rfﬁ::n
E312E21 NE EASYNEB 3 15V 230V50HZ (8) Lead 7439-92-1 >0.1% w/w
MF02E00 NE SMARTY 2.0 Lead 7439-92-1 >0.1% w/w
MFO3E00 NE FIFTY (1) Lead 7439-92-1 >0.1% w/w
MF04E00 NE SMARTY 2.0 (EST) Lead 7439-92-1 >0.1% w/w
MFO5E00 NE CLENNY WITH MICROPHONES Lead 7439-92-1 >0.1% w/w
MFO6E00 NE SMARTY 2.0 AUSTRALIA Lead 7439-92-1 >0.1% w/w
MF07E00 NE SMARTY 2.0 GR Lead 7439-92-1 >0.1% w/w
ACOB655P NEBULIZATION HEAD (RIC) Lead 7439-92-1 >0.1% w/w
ACO656P EXTRACTABLE COMPOUND MEDICINE Lead 2439-92-1 0.1% Wiw
TANK
MF3 ..EXX AR LIGHTNEB Lead 7439-92-1 >0.1% w/w
ACO001C COMPLETESTE:?;JELZER HEAD Lead 7439-92-1 >0.1% w/w
Candidate List Localization of the
Item Article Description Substance CAS Concentration substance
Name
AP5XX... AR AIR PRO F3000 Lead 7439-92-1 >0.1% w/w
AR2XX.. AS ASPIRAGO 20 LT Lead 7439-92-1 >0.1% w/w
AR3XX.. AS ASPIRAGO 30 LT Lead 7439-92-1 >0.1% w/w
ASXX AS ASPIRA PLUS Lead 7439-92-1 >0.1% w/w
PS11PO0 AS PORT TO SUCT.100/240V50/60 SWI Lead 2439-99-1 0.1% wiw
EU Pressure gauge
PS30P00 | AS PORT A SUCT.30L 100/240V50/60 EU Lead 7439-92-1 >0.1% w/w connection
P100P00 SUCT. PUMP II TRAC. 230V50HZ Lead 7439-92-1 >0.1% w/w
P400P00 FLAEM BREAST PUMP 230V50HZ Lead 7439-92-1 >0.1% w/w
SPXX.. AS SUCTION PRO DP Lead 7439-92-1 >0.1% w/w
VIXX.. MAGIC VAC PROFESSIONAL JUMBO 30- Lead 2439-92-1 0.1% Wiw

JUMBO 30 PLUS/JUMBO 30 EVO




(L LD Localization of the
Item Article Description Substance CAS Concentration
substance
Name
CKO01P00O AR CLENNY AKID Lead 7439-92-1 >0.1% w/w
VA30PK1 HUMMINGBIRD BABYFLAEM ABS 90040 Lead 7439-92-1 >0.1% w/w
VB13PK1 TEKNA MV 230/50 Lead 7439-92-1 >0.1% w/w
V051PK2 MINIMATIC MV 2010 WH. 230/50 Lead 7439-92-1 >0.1% w/w
V212PK1 MAGIC VAC CHAMPION / MASTER Lead 7439-92-1 >0.1% w/w Engine spacer
MAGIC VAC LOGICA/ PRIMICE / ALICE /
- - 0,
VOXX VANTAGE Lead 7439-92-1 >0.1% w/w
VDO04PK1 AXOLUTE MV 230/50 (3) ACP19016 Lead 7439-92-1 >0.1% w/w
VDO7PK1 AXOLUTE MV 230/50 UK (3) Lead 7439-92-1 >0.1% w/w
VA52PK1 CHEFFY KIT MV PROF.230V50HZ Lead 7439-92-1 >0.1% w/w
Candidate List Substance UL
Item Article Description CAS Concentration of the
Name
substance
VEXX.. MAGIC VAC ELITE 300 PLUS octamethyleyclotetrasiloxa | op o) 5 >0.1% wiw
ne (PBT and vPvB)
VF02PK1 AGILA 230/50 octamethylcyclotetrasiloxa | gop o7 5 >0.1% wiw
ne (PBT and vPvB)
MAGIC VAC LOGICA /FIRST octamethylcyclotetrasiloxa o
VOXX FRUIT/ALICE ne (PBT and vPvB) 556-67-2 >0-1% wiw ,
octamethylcyclotetrasiloxa Sealing to seal
V4AXX MAGIC VAC GENIUS MV BASIC yicy 556-67-2 >0.1% w/w the bags
ne (PBT and vPvB)
VB11PKA FUTURA MV BASIC 230/50 Uk | octamethyleyclotetrasiloxa |- ooq o) o >0.1% wiw
ne (PBT and vPvB)
VB13PK1 TEKNA MV 230/50 octamethylcyclotetrasiloxa | - gop o7 5 >0.1% w/w
ne (PBT and vPvB)
VB14PK1 MINIVAC BERK. octamethylcyclotetrasiloxa | op o7 5 >0.1% wiw
ne (PBT and vPvB)
Articles Candidate List Substance CAS Concentration Localization of the
Name substance
Magic Vac vacuum machines
Piston aerosol type Y3XX
geelieleis ARl triphenyl phosphate-TPP |  115-86-6 0.1%-2.5% w/w Outer shell, covers
Vases for aspirators
DRO04XX, DR17XX




Articles | Candidate List Substance Name CAS Concentration Localization of Articles
the substance

MAGIC VAC PROFESSIONAL JUMBO

- - > 0,
V7XX 30-JUMBO 30 PLUS/ JUMBO 30 EVO Lead 7439-92-1 0,1% w/w Plug contacts
TABITHERMAE INALA.TERM.230V50HZ Cap -safety
- - 0,

ITOOEOO WHITE MED Lead 7439-92-1 >0,1% w/w valve
00849 | DISPOSITIVO VERIFICA PRESSIONE Lead 7439-92-1 S01%why | Drassnozzles,
ACO819P brass joints

Articles Candidate List Substance CAS Concentration Localization of the
Name substance
Aspirators (AR...,AS..)and | Pperfluorobutanesulfonic | . . o >0.1% wiw Power cable
electrical accessories for acid PFBS
Aspirators i >0.1% w/w
P Decabromggg’g;”ylethane 84852-53-9 ’ Power cable

Recommendations for safe use, as required by Article 33, paragraph 1 of Regulation (EC) No.

1907/2006 (REACH) and subsequent amendments:

In brass motor eccentric joints, spacers, valves and pins, Lead is an alloying element (hence highly alloyed).
Similarly, lead compounds in ceramics are immersed and stable in the ceramic matrix: therefore, no exposure to
lead or the listed lead compounds is expected.

If the products need to be disposed of, we recommend only managing Flaem products as WEEE.

Regarding the presence of N-methyl pyrrolidone present in motor windings, octamethylcyclotetrasiloxane in
gaskets, triphenyl phosphate in plastic enclosures, PFBS and DBDPE in power supply cords, it is recommended
not to:

- burn the product and to dispose of it as WEEE

-use the product in accordance with the data on the rating plate.

In conclusion: under normal and reasonably foreseeable conditions of use, exposure to Candidate List substances
present in the listed articles is not expected.

However, during maintenance, repair and disposal operations, avoid direct contact with components affected by
the presence of Candidate List substances.

After use, it is recommended to follow normal hygiene practices (wash your hands after handling, do not eat while

wearing gloves, etc.).
For disposal, contact a licensed waste management company in accordance with national and local regulations.
Do not dispose of in the environment.

San Martino della Battaglia, Desenzano (BS), Italy 15/09/2026

In Faith,
The General Manager

Riccardo Abate

Note: The above information and our technical advice are provided in good faith but without any guarantee.
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FLAEM

Our advice does not exempt you from the obligation to verify its validity and test our products for suitability for the intended processes, uses, and compliance

with current regulations.



