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GE Healthcare works with its suppliers to ensure compliance of articles imported or manufactured
within the European Union that are subject to the REACH regulation (EC- No 1907/2006), Article

33, and used in the production of GE Healthcare products.

Regarding the application of Article 33 of the REACH regulation and the publication of the Candidate
List of Substances of Very High Concern (SVHC) according to Article 59 of REACH regulation, GE
Healthcare is aware of its legal obligations and will comply with them.

GE Healthcare articles do not "intentionally release" substances under normal conditions of use.
Based on information from our suppliers to date, these substances are present in the following
products at a concentration greater than the threshold of 0.1% (w/w) at the article level:

Product Name Substance name CAS Number
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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GE Healthcare travaille avec ses fournisseurs pour assurer la conformité des articles importés ou
fabriqués dans I'Union européenne qui sont soumis au réglement REACH (CE-No 1907/2006), Article
33, et utilisés dans la production de ses produits.

En ce qui concerne l'application de I'article 33 du reglement REACH et la publication de la liste des
substances extrémement préoccupantes (SVHC) conformément a l'article 59 du reglement REACH, GE
Healthcare est consciente de ses obligations légales et s'y conformera.

Les articles GE Healthcare ne libérent pas intentionnellement des substances dans des conditions
normales d'utilisation.

Selon les informations dont disposent nos fournisseurs a ce jour, ces substances sont présentes dans
les produits suivants a une concentration supérieure au seuil de 0,1% masse a masse au niveau de
I'article :

Nom du produit Nom de la substance n°® CAS
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades trione, 1,3,5—tris(2—oxiranylmethyl)—
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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GE Healthcare pabotu cbc cBOUTE AOCTAaBYMLN, 32 A3 OCUTYPU CbOTBETCTBUE HA aPTUKYIUTE, BHECEHMU
WA Npon3BeaeHN B paMKnTe Ha EBponeinckmus cbios, KOMTo ca B 0bxBaTa Ha PernamenTta REACH (EO —
Ne 1907/2006), uneH 33, 1 KOUTO Ce M3M0A3BaT B NPOU3BOACTBOTO Ha NpoayKTuTe Ha GE Healthcare.
Mo OTHOLLEHWE Ha NpUAaraHeTo Ha YaeH 33 Ha PernameHTa REACH 1 ny61MKyBaHETO Ha CNUCHKA C
NpeasoXeHna 3a nopaxkaally cepmosHo besnokolcTeo Bellectsa (SVHC) cbrnacHo YneH 59 Ha
PernameHTta REACH GE Healthcare e ocBejomeHa OTHOCHO CBOUTE NPAaBHM 3a4b/IKEHNA U LLLE TU
cnasu.

ApTukynute Ha GE Healthcare He ,,0TAeNAT yMULIIEHO" BELLEeCTBa NPW HOPMAHM YCI0BUA Ha
ynoTtpeba.

Bb3 ocHOBa Ha MHPOPMALMA OT HaLLMTE AOCTaBYMLM KbM AHELIHA AaTa Te3W BELLeCTBa Ca HaMYHU B
cnefHUTe NPOAYKTM NPU KOHLUEHTPaUMA, No-roiama ot npara ot 0,1% o6eMHu NpougHTa, NPU HUBO Ha
APTUKRYN:

Mme Ha npoayKT HanmeHoBaHMe Ha BewectBoTo | CAS Ne
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades trione, 1,3,5—tris(2—oxiranylmethyl)—
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-3
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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Spole¢nost GE Healthcare spolupracuje se svymi dodavateli na zajisténi souladu vyrobk( dovazenych
nebo vyrobenych v Evropské unii, které podléhaji smérnici REACH (EC- ¢. 1907/2006), ¢lanek 33, a
pouZitych pfi vyrobé produktl GE Healthcare.

Pokud jde o aplikaci ¢lanku 33 nafizeni REACH a publikaci Candidate List of Substances of Very High
Concern (SVHC) (Seznam navrzenych latek vzbuzujicich mimoradné obavy) podle ¢lanku 59 smérnice
REACH, spole¢nost GE Healthcare si je védoma zdkonnych zavazk( a bude je dodrzZovat.

Vyrobky spole¢nosti GE Healthcare za normalnich podminek ,,zdmérné neuvolfiuji tyto latky.

Na zakladé aktualnich informaci od nasich dodavatell jsou tyto latky pritomny v nasledujicich
produktech v koncentraci vyssi nez 0,1 % hmotnosti na Urovni vyrobku:

Nazev produktu Nazev latky C. CAS
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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GE Healthcare trabaja con sus proveedores para garantizar el cumplimiento del reglamento REACH (CE
n.2 1907/2006), articulo 33, en articulos importados o fabricados dentro de la Unién Europea sujetos a
dicho reglamento y que se utilicen en la produccién de productos de GE Healthcare.

En relacion con la aplicacién del articulo 33 del reglamento REACH vy la publicacidn de la lista de
sustancias candidatas extremadamente preocupantes (SEP) de acuerdo con el articulo 59 del
reglamento REACH, GE Healthcare estd al tanto de sus obligaciones legales y las cumple.

Los articulos de GE Healthcare no "liberan intencionalmente" sustancias en condiciones normales de

uso.

Sobre la base de la informacién de nuestros proveedores hasta la fecha, estas sustancias estan
presentes en los siguientes productos con una concentracion mayor que el umbral del 0,1 % en peso a

nivel del articulo:

Nombre del producto Nombre de la sustancia namero CAS.

Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9

Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-

and Add-ons Boron oxide (B203) 1303-86-2

Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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GE Healthcare samarbejder med sine leverandgrer for at sikre overensstemmelse af artikler, der er
importeret eller fremstillet inden for EU, som er underlagt REACH-forordningen (EF nr. 1907/2006),
artikel 33, og som anvendes i produktionen af GE Healthcare-produkter.

Med hensyn til anvendelsen af artikel 33 i REACH-forordningen og offentligggrelsen af kandidatlisten
over szerligt farlige stoffer (SVHC) i henhold til artikel 59 i REACH-forordningen er GE Healthcare
bekendt med sine juridiske forpligtelser og vil overholde dem.

GE Healthcare-artikler "frigiver ikke tilsigtet" stoffer under normale brugsforhold.

Pa baggrund af oplysninger fra vores leverandgrer til dato findes disse stoffer i fglgende produkter ved
en koncentration, der er stgrre end graensevaerdien pa 0,1 vaegtprocent pa artikelniveau:

Produktnavn Stofnavn CAS-nr.
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
DOC2501829 Rev 1 Page 7 of 24



Approved

Rendered PDF File Page 9 of 25 DOC2501829, Rev:1

GE Healthcare

Surya Kunduri

REACH Regulations Leader
Product Compliance Engineering
Suryadutt.Kunduri@ge.com

M +33 664083106

K, Arunkumar

Senior systems Engineer
GEHC Mammo Engineering
arunkumar.k@ge.com

M +91 9535042229

GE Healthcare arbeitet mit seinen Lieferanten zusammen, um die Konformitat von Artikeln
sicherzustellen, die in die Europaische Union eingeflihrt oder dort hergestellt werden, die der REACH-
Verordnung (EG-Nr. 1907/2006), Artikel 33, unterliegen und die bei der Herstellung von

GE Healthcare-Produkten verwendet werden.

Hinsichtlich der Anwendung von Artikel 33 der REACH-Verordnung und der Veroffentlichung der
Kandidatenliste fir besonders besorgniserregende Stoffe (SVHC-Liste) gemal Artikel 59 der REACH-
Verordnung ist GE Healthcare sich seiner rechtlichen Verpflichtungen bewusst und wird diese
einhalten.

Artikel von GE Healthcare geben unter normalen Nutzungsbedingungen keine Stoffe ,absichtlich frei”.
Basierend auf Informationen unserer jetzigen Lieferanten sind diese Stoffe in den folgenden
Produkten mit einer héheren Konzentration als dem Schwellenwert von 0,1 % des Artikelgewichts
vorhanden:

Produktname Stoffname CAS-Nr.
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades trione, 1,3,5—tris(2—oxiranylmethyl)—
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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GE Healthcare teeb oma tarnijatega koostddd, et tagada nende Euroopa Liidus imporditud vai
toodetud toodete vastavus, millele kohaldub REACH-maaruse ((EU) nr 1907/2006) artikkel 33 ning
mida kasutatakse GE Healthcare'i toodete tootmisel.

Seoses REACH-mé&aruse artikli 33 kohaldamise ja vdga ohtlike ainete kandidaatainete nimekirja (SVHC)
avaldamisega REACH-maé&aruse artikli 59 kohaselt on GE Healthcare oma juriidilistest kohustustest
teadlik ning taidab neid.

GE Healthcare'i toodetest ei ole tavalistes kasutustingimustes ainete ,eraldumine ette ndhtud”.
Tarnijatelt saadud teabe kohaselt on need ained jargmistes toodetes olemas sisalduses, mis on toote
tasemel suurem kui piirvaartus 0,1 massiprotsenti:

Toote nimetus Aine nimetus CASi nr
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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H GE Healthcare cuvepyaletal pe Toug TPopunBeUTEG TNC yia TN SLacdAALGN TNC CUUUOPPWANE TwV
QVTLKELPEVWY TIOU EL0AYOVTAL 1) KATaoKeUAlovTal EVIOG TNC Eupwmaikng'Evwong, UTTOKEVTAL OTOV
kavoviopd REACH (EK- Ap. 1907/2006), ApBpo 33 Kot XpNOLUOTIOLOUVTOL YL, TNV TPy Wyr) TwV
npoidviwy TnS GE Healthcare.

Avadopkd e TNV epappoyr) tou ApBpou 33 tou kavoviouoU REACH kat tn édnuooieuon tou
Katahoyou umoPidLwv ouctwy ou pokaloUy oAU peyaAn avnouyia (Candidate List of Substances
of Very High Concern, SVHC) cUudwva pe to ApBpo 59 tou kavoviopol REACH, n GE Healthcare €xel
AGBEL yvwon TwV VOUILWY UTIOXPEWCEWY TNE Kol Ba CUULOPPWVETAL UE QUTEC.

Ta avtikeipeva tng GE Healthcare dev "ameheuBepwvouv eKoUGIWE" OUGIEC UTIO KAVOVIKEC CUVONKEC
Xprong.

Baoel mAnpodopLwV amod Toug MPOoUNBOeUTEG LOG EWG ONUEPA, QUTEC OL OUCLEG UTIAPYOUV OTA
TILPAKATW TIPOLOVTA O€ TTOCOCTO CUYKEVTPWONG LEYAAUTEPO ard To OpLo tou 0,1% Bdpog npog Bapog
o€ eminedo avtiKeLEVOU:

‘Ovopa poiovtoc Ovopaocia ovoiag Ap1Buog CAS
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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GE Healthcare suraduje s dobavljac¢ima kako bi osigurao sukladnost proizvoda uvezenih ili proizvedenih
u Europskoj uniji koji su podlozni uredbi REACH (EZ — br. 1907/2006), Clanak 33, a koriste se u
proizvodnji proizvoda tvrtke GE Healthcare.

Vezano uz primjenu Clanka 33 uredbe REACH i objave Popisa predlozenih posebno zabrinjavajuéih
tvari za odobrenje (SVHC) sukladno Clanku 59 uredbe REACH, GE Healthcare je upoznat sa svojim
pravnim obavezama i ispoStovat ¢e ih.

Proizvodi tvrtke GE Healthcare prilikom uobicajene uporabe tvari ne ,ispustaju namjerno”.

Na temelju podataka do sad dobivenih od nasih dobavljaca, ove su tvari prisutne u sljedeéim
proizvodima u koncentracijama vec¢ima od praga od 0,1 % masenog udjela na razini proizvoda:

Naziv proizvoda Naziv tvari CAS broj
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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GE Healthcare collabora con i suoi fornitori per garantire la conformita degli articoli importati o
prodotti nell'Unione Europea soggetti al regolamento REACH (CE N. 1907/2006), articolo 33, e
utilizzati nella fabbricazione di prodotti GE Healthcare.

Per quanto riguarda |'applicazione dell'articolo 33 del regolamento REACH e la pubblicazione
dell'elenco delle sostanze candidate estremamente preoccupanti (SVHC, Substances of Very High
Concern) in conformita all'articolo 59 del regolamento REACH, GE Healthcare e a conoscenza dei suoi
obblighi legali e si impegna a rispettarli.

Gli articoli GE Healthcare non "rilasciano intenzionalmente" sostanze in condizioni di normale utilizzo.
In base alle informazioni aggiornate ad oggi ottenute dai nostri fornitori, queste sostanze sono
presenti nei seguenti prodotti in una concentrazione superiore alla soglia dello 0,1% in peso/peso a
livello di articolo:

Nome prodotto Denominazione della sostanza N. CAS
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-3
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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GE Healthcare sadarbojas ar saviem piegadatajiem, lai nodrosinatu atbilstibu Eiropas Savieniba
importétajam vai razotajam precém, uz kuram attiecas REACH regulas (EK Nr. 1907/2006) 33. pants un
kas tiek izmantotas GE Healthcare produktu razosana.

Attieciba uz REACH regulas 33. panta pielietojumu un kandidatvielu, kas rada Joti lielas bazas (SVHC),
publikaciju saskana ar REACH regulas 59. pantu GE Healthcare apzinas savas likumigas saistibas un tas
ieveros.

GE Healthcare preces normalos lietoSanas apstaklos “ti8i neizdala” vielas.

Pamatojoties uz lidzSinéjo informaciju no masu piegadatajiem, Sis vielas turpmak minétajos produktos
ir koncentracija, kas parsniedz 0,1 % svara robezveértibu péc svara preces liment:

Izstradajuma nosaukums Viela CAS Nr.
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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,GE Healthcare” bendradarbiauja su savo tiekéjais, kad uZztikrinty, jog prekés, importuotos arba
pagamintos Europos Sgjungoje, atitikty REACH reglamento (EB Nr. 1907/2006) 33 str. nuostatas, ir yra
naudojamos ,,GE Healthcare” produkty gamybai.

,GE Healthcare” supranta savo teisinius jsipareigojimus pagal REACH direktyvos 33 str. ir Labai didelj
susirtpinima kelianc¢iy medziagy kandidaty sarasg pagal REACH direktyvos 59 str., ir jy laikosi

,GE Healthcare” produktai jprastomis naudojimo sglygomis ,,sgmoningai neisskiria“ medziagy j ora.
Remiantis masy tiekéjy turima informacija, Sios medziagos toliau iSvardintuose produktuose yra
didesnés koncentracijos nei ribiné 0,1 % svorio pagal svorj koncentracija prekés lygiu:

Gaminio pavadinimas Cheminés medZiagos CAS Nr.
pavadinimas
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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A GE Healthcare egylittmUkodik a beszallitokkal annak biztositasa érdekében, hogy az Eurdpai Unidban
gyartott, az Eurdpai Unidba importalt, illetve a GE Healthcare termékek el&allitasa sordn felhasznalt
arucikkek megfeleljenek a REACH szabalyozés (EK 1907/2006) 33-as cikkelyének.

A GE Healthcare tisztdban van jogi kotelezettségeivel, és eleget tesz a REACH szabdlyozés 33-as
cikkelye és 59-es cikkelye (kiilén6s aggodalomra okot adé anyagok (SVHC) jel6ltlistdjanak publikaldsa)
altal elGirtaknak.

A GE Healthcare arucikkek normal felhasznalasi korilmények kdzott szandékosan nem bocsatanak ki
anyagot.

A beszallitoinktdl kapott aktudlis tajékoztatds szerint ezek az anyagok 0,1%-nal nagyobb
tomegkoncentraciéban vannak jelen az aldbbi termékekben:

Termék neve Anyag neve CAS-szam.
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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GE Healthcare tahdem mal-fornituri taghha biex tizgura konformita mal-oggetti importati jew
manifatturati fl-Unjoni Ewropea li huma soggetti ghall-Artikolu 33 tar-Regolament REACH (KE-

Nru 1907/2006), u jintuzaw fil-produzzjoni tal-prodotti ta’ GE Healthcare.

Fir-rigward tal-applikazzjoni tal-Artikolu 33 tar-Regolament REACH u I-pubblikazzjoni tal-Lista ta’
Kandidati ta’ Sustanzi ta’ Thassib Serju Hafna (SVHC) skont I-Artikolu 59 tar-Regolament REACH, GE
Healthcare hija konxja dwar |-obbligi legali taghha u se tikkonforma maghhom.

L-oggetti ta’ GE Healthcare ma “jirrilaxxawx intenzjonalment” sustanzi f'’kundizzjonijiet normali ta’ uzu.
Abbazi tal-informazzjoni mill-fornituri taghna sa issa, dawn is-sustanzi huma prezenti fil-prodotti li
gejjin f'’koncentrazzjoni akbar mil-limitu ta’ 0.1 % piz b’piz fil-livell tal-oggett:

Isem il-prodott Isem tas-sustanza Nru CAS
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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GE Healthcare werkt samen met zijn leveranciers om ervoor te zorgen dat artikelen die zijn
geimporteerd of geproduceerd binnen de Europese Unie voldoen aan de REACH-verordening (EG-nr.
1907/2006) artikel 33 en worden gebruikt bij de productie van GE Healthcare-producten.

GE Healthcare is op de hoogte van zijn wettelijke verplichtingen omtrent de toepassing van artikel 33
van de REACH-verordening en de publicatie van de Kandidaatslijst van zeer zorgwekkende stoffen
volgens artikel 59 van de REACH-verordening, en zal deze naleven.

Onder normale omstandigheden geven de artikelen van GE Healthcare niet 'opzettelijk' stoffen af.
Op basis van de huidige informatie van onze leveranciers zijn deze stoffen aanwezig in de volgende
producten met een hogere concentratie dan de drempel van 0,1% gewicht per gewicht op
artikelniveau:

Productnaam Naan van de stof CAS-nr.
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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Firma GE Healthcare wspotpracuje ze swoimi dostawcami w celu zagwarantowania zgodnosci
importowanych do Unii Europejskiej lub wytwarzanych na jej obszarze produktéw podlegajgcych
artykutowi 33 rozporzadzenia REACH (rozporzadzenie WE nr 1907/2006), ktére sg stosowane w
procesie produkcji wyrobdéw firmy GE Healthcare.

Firma GE Healthcare ma $wiadomos¢ prawnych zobowigzan wynikajgcych z artykutu 33
rozporzgdzenia REACH i publikacji listy kandydackiej substancji stanowigcych bardzo duze zagrozenie
(SVHC), zgodnie z artykutem 59 rozporzgdzenia REACH, i bedzie ich przestrzegac.

Prawidtowo uzytkowanych produktow firmy GE Healthcare nie dotyczy zjawisko ,,zamierzonego
uwalniania” substanciji.

Z informacji przekazanych nam dotychczas przez naszych dostawcow wynika, ze wspomniane
substancje wystepujg w nastepujgcych produktach w stezeniu przekraczajgcym wartosé graniczng
wynoszacy 0,1% wagi produktu:

Nazwa produktu Nazwa substancji Nr CAS
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades trione, 1,3,5—tris(2—oxiranylmethyl)—
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
DOC2501829 Rev 1 Page 18 of 24



Approved

Rendered PDF File Page 20 of 25 DOC2501829, Rev:1

GE Healthcare

Surya Kunduri

REACH Regulations Leader
Product Compliance Engineering
Suryadutt.Kunduri@ge.com

M +33 664083106

K, Arunkumar

Senior systems Engineer
GEHC Mammo Engineering
arunkumar.k@ge.com

M +91 9535042229

A GE Healthcare trabalha com os seus fornecedores para assegurar a conformidade dos artigos
importados ou fabricados dentro da Unido Europeia sujeitos ao artigo 33.2 do regulamento REACH (CE
—N.2 1907/2006) e que sdo utilizados no fabrico de produtos da GE Healthcare.

Relativamente a aplicacdo do artigo 33.2 do regulamento REACH e a publicacdo da Lista de substancias
gue suscitam elevada preocupacdo (SVHC), de acordo com o artigo 59.2 do regulamento REACH, a GE
Healthcare tem conhecimento das suas obrigacdes legais e agird em conformidade com as mesmas.
Em condi¢cdes normais de utilizacdo, os artigos da GE Healthcare néo "libertam substancias
intencionalmente".

Com base nas informacdes dos nossos fornecedores, até a data, estas substancias estdo presentes nos
seguintes produtos com uma concentrac¢do superior ao limite de 0,1% de massa por massa ao nivel do
artigo:

Nome do produto Nome da substancia N.2 CAS
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-3
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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GE Healthcare lucreaza cu furnizorii sai pentru a asigura conformitatea articolelor importate sau
fabricate in Uniunea Europeana care fac obiectul regulamentului REACH (CE-nr. 1907/2006), articolul
33, si care sunt utilizate In productia de produse GE Healthcare.

Tn ceea ce priveste aplicarea articolului 33 din regulamentul REACH si publicarea listei de substante
care prezintd motive de ingrijorare deosebitd (SVHC) in conformitate cu articolul 59 din regulamentul
REACH, GE Healthcare are cunostintad de obligatiile legale si le va respecta.

Articolele GE Healthcare nu elibereaza in mod intentionat substantele in conditii normale de utilizare.
Pe baza informatiilor furnizate de furnizorii nostri pana in prezent, aceste substante sunt prezente in
urmatoarele produse intr-o concentratie mai mare decat pragul de 0,1% in greutate la nivel de articol:

Numele produsului Denumirea substantei Nr. CAS
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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Spolo¢nost GE Healthcare spolupracuje so svojimi dodavatelmi na zabezpeceni zhody vyrobkov
dovézanych alebo vyrabanych v Eurdpskej Unii, na ktoré sa vztahuje nariadenie REACH (ES — ¢.
1907/2006), ¢lanok 33, a ktoré sa pouZivaju pri vyrobe produktov GE Healthcare.

Pokial ide o uplatfiovanie ¢lanku 33 nariadenia REACH a zverejnenie zoznamu navrhovanych latok
vzbudzujucich velmi velké obavy (SVHC) podla ¢lanku 59 nariadenia REACH, spolo¢nost GE Healthcare
si je vedoma svojich zakonnych povinnosti a bude ich dodrziavat.

Produkty GE Healthcare za normalnych podmienok pouZzivania ,,zdmerne neuvoliuju” 1atky.

Na zaklade doterajsich informacii od nasich dodavatelov su tieto latky pritomné v nasledujucich
produktoch v koncentracii vyssej ako prahova hodnota 0,1 % proporcionalnej hmotnosti na Urovni
vyrobku:

Nazov produktu Nazov latky Cislo CAS
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
DOC2501829 Rev 1 Page 21 of 24



Approved

Rendered PDF File Page 23 of 25 DOC2501829, Rev:1

GE Healthcare

Surya Kunduri

REACH Regulations Leader
Product Compliance Engineering
Suryadutt.Kunduri@ge.com

M +33 664083106

K, Arunkumar

Senior systems Engineer
GEHC Mammo Engineering
arunkumar.k@ge.com

M +91 9535042229

GE Healthcare v sodelovanju s svojimi dobavitelji zagotavlja skladnost izdelkov, uvoZenih ali
proizvedenih v Evropski uniji, za katere velja ¢len 33 uredbe REACH (st. ES 1907/2006) in ki se
uporabljajo pri proizvodnji izdelkov druzbe GE Healthcare.

Druzba GE Healthcare se zaveda svojih pravnih obveznosti v zvezi z uporabo ¢lena 33 uredbe REACH in
objavo seznama kandidatnih snovi, ki vzbujajo veliko skrb (SVHC), v skladu s ¢lenom 59 uredbe REACH
in bo svoje dolznosti izpolnjevala.

Izdelki druzbe GE Healthcare pod normalnimi pogoji uporabe ne sproscajo snovi "namerno".

Na podlagi dosedanjih informacij nasih dobaviteljev so te snovi prisotne v naslednjih proizvodih s
koncentracijo, ki je ve¢ja od mejne vrednosti 0,1 % teZe izdelka na ravni izdelka:

Ime izdelka Ime snovi St. CAS
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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GE Healthcare takaa yhdessa tavarantoimittajiensa kanssa REACH-asetuksen (EY N:o 1907/2006) 33
artiklan alaisten Euroopan unionista tuotujen tai sen alueella valmistettujen sekd GE Healthcaren
tuotteiden valmistuksessa kaytettyjen tuotteiden sdaadoéstenmukaisuuden.

Koskien REACH-asetuksen 33 artiklan toimeenpanoa ja REACH-asetuksen 59 artiklan mukaisesti
julkaistua Ehdokasluetteloa erityistd huolta aiheuttavista aineista (Candidate List of Substances of Very
High Concern, SVHC) GE Healthcare tietda lakisaateiset velvollisuutensa ja noudattaa niita.

GE Healthcaren tuotteista ei tarkoituksellisesti vapaudu aineita normaaleissa kayttdolosuhteissa.
Tavarantoimittajilta naiden tietojen julkaisuajankohtaan mennessa saatujen tietojen perusteella
kyseisten aineiden pitoisuus ylittdd 0,1 painoprosentin raja-arvon esinetta kohden seuraavissa
tuotteissa:

Tuotteen nimi Aineen nimi CAS-nro
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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GE Healthcare samarbetar med sina leverantorer for att sakerstalla 6verensstammelse for produkter
som importeras till eller tillverkas inom EU, omfattas av REACH-férordningen (EG nr. 1907/2006),
artikel 33, och anvands under produktionen av GE Healthcares produkter.

Gallande tillampningen av artikel 33 i REACH-férordningen och utgivningen av kandidatférteckningen
over SVHC-amnen (Substances of Very High Concern, @mnen som inger mycket stora betdnkligheter) i
enlighet med artikel 59 i REACH-férordningen ar GE Healthcare medvetna om sina juridiska
skyldigheter och kommer att leva upp till dem.

GE Healthcares produkter avger inga "avsiktliga utsldapp” vid normal anvandning.

Baserat pa nuvarande information fran vara leverantoérer finns de har substanserna i nivaer som
overskrider troskelvardet pa 0,1 % vikt/volym i féljande produkter:

Produktnamn Amnets namn CAS-nr
Senographe Pristina 1,3,5-Triazine-2,4,6(1H,3H,5H)- 2451-62-9
Senographe Pristina Upgrades | trione, 1,3,5-tris(2-oxiranylmethyl)-
and Add-ons Boron oxide (B203) 1303-86-2
Senographe Crystal Nova Cadmium 7440-43-9
Lead 7439-92-1
Lead oxide (PbO) 1317-36-8
Silicic acid, lead salt 11120-22-2
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