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Suppliment tal-Gazzetta tal-Gvern ta’ Malta, Nru. 16,219, 12 ta' Jannar, 1996

Tagsima B

A.L. 4 ta’ 1-1996

ATT DWAR HWEJJEG TA’ L-IKEL,
MEDICINALI U ILMA TAX-XORB
(KAP. 231)

Regolamenti ta’ 1-1996 dwar Materjali u Oggetti
f"Kuntatt ma’ Hwejjeg ta’ I-Ikel

BIS-SAHHA tas-setghat moghtija bl-artikolu 12 ta’ I-Att dwar
Hwejjeg ta’ 1-Ikel, Medicinali u Ilma tax-Xorb, il-Ministru ghall-
Izvilupp Socjali, bil-parir tal-Bord dwar Standards ta” Hwejjeg ta’ |-
Ikel, ghamel ir-regolamenti li gejjin:—

1. Dawn ir-regolamenti jistghu jissejhu r-Regolamenti ta’ I-1996
dwar Materjali u Oggetti f"Kuntatt ma’ Hwejjeg ta’ I-Ikel u ghandhom
Jibdew isehhu fl-1 ta’ Jannar, 1997.

2. (1) Dawnir-regolamenti japplikaw ghal materjali u oggetti
li, fl-istat lest taghhom, jingiebu jew ikunu mahsuba biex jingiebu
f’kuntatt ma' hwejjeg ta’ l-ikel jew ma’ ilma li, fil-kaz il-wiehed u I-
iehor, ikunu mahsuba ghall-konsum mill-bniedem.

(2) Dawn ir-regolamenti ma japplikawx ghal: —

(a) sustanzi ghall-kisi jew coating, inkluzi s-sustanzi li
jiksu 1-qoxra tal-gobon, prodotti tal-laham preparati jew frott, li
jkunu jiffurmaw parti mill-hwejjeg ta’ I-ikel u jistghu jigu
kkunsmati flimkien ma’ dawk il-hwejjeg ta’ l-ikel;

(b) taghmir fiss pubbliku jew privat tal-provvista ta’ I-ilma.

Titolu u badu
fis-sehh.

Cihan,

3. F'dawn ir-regolamenti, kemme-il darba r-rabta tal-kliem ma 4,

tehtiegx xort’ohra —

“EEC” kif uzata f"dawn ir-regolamenti u fl-Iskedi li jinsabu
maghhom tfisser il-Komunita Ekonomika Ewropea;

“filmta’ ¢celluloza rigenerata” tfisser folja rgiga ta’ materjal
miksub minn ¢elluloza raffinata derivata minn injam jew goton
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mhux riciklat u li maghha jistghu jigu mizjuda sustanzi adatti
jew fil-massa jew fuq il-wicé biex jigu ssodisfati htigiet teknici
u li tista” tkun ikkowtjata fuq naha wahda jew fuq iz-zewg nahat;

“hwejjeg ta’ l-ikel” ghandha l-istess tifsir kif moghti lil
“hwejjeg ta’ l-ikel” fl-artikolu 2 ta” 1-Att dwar Hwejjeg ta’ |-
Ikel, Medic¢inali u Ilma tax-Xorb:;

“ma jinstabx taht analizi” tfisser li l-analyte ma jinstabx
wara li jkun intuza metodu validat ta" analizi li kien isibu fid-
detection limit specifikat;

“metodu validat™ tfisser metodu analitiku Ii jkun pruvat li
Jaghti rizultati precizi u ezatti,

“oggetti tac-ceramika” tfisser oggetti manifatturati minn
tahlita ta’ materjal inorganiku b'kontenut generalment gholi ta’
argilla jew silika li maghha jkunu setghu zdiedu kwantitajiet
zghar ta’ materjal organiku; dawn l-oggetti l-ewwel tinghatalhom
il-forma, liema forma tigi mwebbsa permanentement f'forn, u
jistghu jigu vernicjati, zmaltati u/jew dekorati;

“plastika” tfisser il-komposti makromolekulari organici
miksubin bil-polimerizzazzjoni, polikondensazzjoni,
poliaddizzjoni jew xi process simili iehor minn molekuli ta’ piz
molekulari aktar baxx jew bl-alterazzjoni kimika ta’
makromolekuli naturali, u tinkludi silikoni u komposti
makromolekulari simili ohra li maghhom jistghu jizdiedu
sustanzi jew materja ohra, izda ma tinkludix:

— film ta’ celluloza rigenerata vernicjat jew mhux
vernicjat;

— elastomers u lastiku naturali u sintetiku;

—  karta u kartun, kemm jekk dawn ikunu jew ma
jkunux gew modifikati biz-zieda ta’ plastika;

—  kisjiet tal-wi¢¢ miksubin minn:

xema’ tal-paraffina, inkluza xema’ tal-paraffina
sintetika u/jew xema' mikro-kristallina; jew

tahlitiet tax-xema' msemmija wahda ma’ l-ohra
u/jew mal-plastika;

—ion-exchange resins,



“sustanzi N-nitrosatable™ tfisser sustanzi li jistghu jigu
konvertiti {"N-nitrosamines;

4. ll-materjali u l-oggetti ghandhom jigu manifatturati skond
prattika tajba ta’ manifattura hekk illi, taht il-kondizzjonijiet normali
u prevedibbli ta’ uzu taghhom, ma jittrasferux il-kostitwenti taghhom
lill-hwejjeg ta’ I-ikel fi kwantitajiet li jistghu:

(i) jipperikolaw is-sahha tal-bniedem;

(i1) joholqu bidla mhux acéettabbli fil-kompozizzjoni tal-

haga ta’ |-ikel jew deterjorament fil-karatteristici organoleptici
tal-haga ta’ |-ikel.

5. ll-gruppi ta’ materjali u oggetti mnizzlin fl-Ewwel Skeda li
tinsab ma" dawn ir-regolamenti, u, fejn adatt, kombinazzjonijiet ta’
dawn il-materjali u oggetti ghandhom ikunu suggetti ghad-
dispozizzjonijiet ta' dawn ir-regolamenti.

6. (1) Minghajr pregudizzju ghal kull eccezzjoni provduta
f'dawn ir-regolamenti, il-materjali jew oggetti li jkunu mahsuba biex
Jigu fkuntatt, izda li ma jkunux diga {"kuntatt, ma’ hwejjeg ta’ l-ikel
ma jistghux jinbieghu jew jigu importati kemm-il darba ma jkunux
akkumpanjati b'tikketta jew indikazzjoni ohra bi:

(a) — il-kliem “ghall-uzu ta' hwejjeg ta” l-ikel”, jew

— indikazzjoni specifika ta’ l-uzu taghhom, bhal
makna tal-kafe, flixkun ta’ l-inbid, mgharfa tas-soppa, jew

— simbolu kif indikat fit-Tieni Skeda li tinsab ma’
dawn ir-regolamenti;

(b) — fejn adatt, kull kondizzjoni specjali li ghandha
tigi osservata waqt li jkunu ged jintuzaw;

(€) — jew l-isem jew l-isem tal-marka u l-indirizz jew
l-ufficju registrat,

—  jew it-trade mark registrata

tal-fabbrikant jew processur, jew ta’ bejjiegh
stabbilit f"Malta.
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(2) Fl-istadju tal-bejgh bl-imnut lill-konsumatur ultimu,
il-partikolaritajiet imnizzlin fil-paragrafu (1) ta’ dan ir-regolament
ghandhom ikunu jidhru sewwa, jistghu jingraw car u ma jkunux jistghu
jithassru u ghandhom jidhru:

(a) fuq il-materjali jew oggetti jew fuq l-ippakkjar
taghhom; jew

(b) fuq it-tikketti mwahhla mal-materjali jew oggetti jew
ma’ l-ippakkjar taghhom; jew

(¢) fuqavviz fil-vicinanza immedjata tal-materjali uta’ 1-
oggetti u li jkun jidher ¢ar ghax-xerrejja:

Izda, ghar-rigward ta" dawk il-partikolaritajiet imsemmija
fis-subparagrafu (¢) tal-paragrafu (1) ta’ dan ir-regolament, I-
ghazla fis-subparagrafu (¢) tal-paragrafu (2) ta’ dan ir-regolament
ghandha tapplika biss jekk dawn il-partikolaritajiet jew tikketta
li jkollha lilhom fugha, ma jkunux jistghu, minhabba ragunijiet
teknici, jigu mwahhla mal-materjali jew oggetti msemmija.

(3) Fl-istadji tal-bejgh minbarra |-istadju tal-bejgh bl-imnut
lill-konsumatur ultimu, ghandhom japplikaw dawn id-dispozizzjonijiet
li gejjin:

(a) il-materjali jew oggetti ghandhom ikunu akkompanjati
b'dikjarazzjoni bil-miktub li tikkonferma li dawn ikunu skond
ir-regoli li japplikaw ghalihom, u

(b) barra minn hekk, il-partikolaritajiet imnizzlin fil-
paragrafu (1) ta’ dan ir-regolament ghandhom jidhru:

(1) fuq id-dokumenti li jakkompanjawhom, u
(i1) fuq it-tikketti jew l-ippakkjar, jew
(ii1) fuq il-materjali jew oggetti stess.

(4) Il-partikolaritajiet imnizzlin fis-subparagrafu (a) tal-
paragrafu (1) ta’ dan ir-regolament u d-dispozizzjoni msemmija fis-
subparagrafu (a) tal-paragrafu (3) ta’ dan ir-regolament ma humiex
obbligatorji ghal materjali jew oggetti li mix-xorta taghhom ikunu
Jidhru bi¢-car li jkunu mahsuba biex jigu f"kuntatt ma’ oggetti ta’ I-
ikel,

(5) ll-partikolaritajiet provduti fis-subparagrafi (a) u (b)
tal-paragrafu (1) ta’ dan ir-regolament ghandhom ikunu kkonfinati
ghal materjali jew oggetti li jkunu skond:



(a) il-kriterji mnizzla fir-regolament 4 ta’ dawn ir-
regolamenti, u

(b) dawk id-dispozizzjonijiet f'dawn ir-regolamenti li
ghandhom x’jagsmu mall-grupp specifiku ta’ materjali jew
oggetti.

(6) Il-partikolaritajiet mehtiega f'dan ir-regolament
ghandhom jinghataw, ghall-ingas, f’wiehed mill-ilsna ufficjali ta” Malta,
Din il-htiega madankollu ma tipprekludix |-uzu ta’ ilsna ohra b*zieda ghall-
ilsien jew ilsna ta’ Malta.

7. (1) ll-materjali jew oggetti preparati b'vinyl chloride
polymers jew copolymers ma ghandux ikun fihom vinyl chloride
monomer fi kwantita li tecéedi milligramma ghal kull kilogramm fil-
prodott finali.

(2) Il-materjali jew oggetti msemmija fil-paragrafu (1) ta’
dan ir-regolament ma ghandhomx jghaddu lill-hwejjeg ta" l-ikel li jkunu
jew ikunu ngiebu f"kuntatt ma’ dawk il-materjali jew oggetti xi vinyl
chloride fi kwantita dags jew izjed minn 0.01 mg ghal kull kilogramm
tal-haga ta’ |-ikel.

(3) Il-metodi ta’ analizi biex bihom jigu ddeterminati |-
livelli ta’ vinyl chloride imsemmija fil-paragrafi (1) u (2) ta’ dan ir-
regolament ghandhom ikunu kif stabbiliti fid-Direttivi tal-Komunita
Ewropea 80/766/EEC u 81/432/EEC rispettivament. Id-
determinazzjoni ta’ vinyl chloride rilaxxat mill-materjali jew oggetti
lill-hwejjeg ta’ 1-ikel imsemmija fil-paragrafu (2) ta’ dan ir-regolament
ghandha preferibbilment issir fil-hwejjeg ta’ I-ikel infushom, hlief li,
meta dik id-determinazzjoni tidher li tkun impossibbli minhabba
ragunijiet teknici, tkun permessa determinazzjoni b'simulanti ghal
dawn l-oggetti ta’ l-ikel partikolari.

8. (1) Materjali jew oggetti li jkunu jikkonsistu esklussivament
fi plastika, jew komposti minn zewg saffi jew izjed ta’ materjali, li
kull wiehed ikun jikkonsisti esklussivament fi plastika, Ii jkunu
mwahhlin ma’ xulxin permezz ta' adezivi jew mezzi ohra, ma
ghandhomx jittrasferixxu I-kostitwenti taghhom lill-hwejjeg ta’ 1-ikel
fi kwantitajiet li jeccedu 10 milligrammi ghal kull de¢imetru kwadru
(mg/dm?) ta’ |-area tal-wicc tal-materjal jew oggett (overall migration
limir):
lzda dan il-limitu ghandu jkun ta’ 60 milligrammi tal-
kostitwenti rilaxxati ghal kull kilogramm ta’ haga ta' l-ikel f'dawn
il-kazijiet i gejjin:
— oggetti i jkunu kontenituri jew komparabbli ma’
kontenituri jew i jistghu jimtlew, li jkunu jesghu mhux ingas
minn 500 millilitri u mhux izjed minn 10 litri;
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— oggetti li jistghu jimtlew u li ghalihom ikun
inprattikabbli li tigi stmata l-area tal-wic¢ fkuntatt mal-
hwejjeg ta’ l-ikel,

— tappijiet, gaskets, stoppers jew mezzi simili ghall-
issigillar.

(2) Id-dispozizzjonijiet ta’ dan ir-regolament ma
japplikawx ghal materjali u oggetti li jkunu komposti minn zewg saffi
jew izjed, li wiehed jew izjed minnhom ma jkunx jikkonsisti
esklussivament fi plastika, anke jekk dak il-wiehed mahsub biex jigi
f"kuntatt dirett mal-hwejjeg ta’ l-ikel ikun jikkonsisti esklussivament
fi plastika.

(3) (a) Dawk il-monomers u starting substances ohra
mnizzla fis-Sezzjonijiet A u B tat-Tielet Skeda li tinsab ma’ dawn
ir-regolamenti biss jistghu jintuzaw ghall-manifattura ta’ materjali
u oggetti tal-plastika suggett ghar-restrizzjonijiet specifikati
hemmbhekk:

Izda l-istarting substances imnizzla fis-Sezzjoni B ta’
l-imsemmija Skeda ma ghandhomx hekk jintuzaw wara 1-1 ta’
Jannar, 1997.

(b) Il-kwantitajiet specifikati fil-kolonna 4 tas-
Sezzjonijiet A u B tat-Tielet Skeda li tinsab ma’ dawn ir-
regolamenti ghandhom jigu determinati b'metodu validat ta’
analizi fil-limitu specifikat.

(4) Lista inizjali ta" additivi 1i jistghu jintuzaw ghall-
manifattura ta’ materjali u oggetti tal-plastika hija murija fir-Raba’
Skeda li tinsab ma’ dawn ir-regolamenti.

(5) L-ispecific migration limits stabbiliti fil-lista murija fit-
Tielet Skeda li tinsab ma’ dawn ir-regolamenti huma espressi
f'milligrammi ghal kull kilogramm (mg/kg). Dawn il-limiti huma
espressi f"'milligrammi ghal kull decimetru kwadru (mg/dm?) f'dawn
il-kazijiet li gejjin:

— oggetti li jkunu kontenituri jew komparabbli ma’
kontenituri jew li jistghu jimtlew, li jkunu jesghu ingas minn 500
millilitri jew izjed minn 10 litri;

—  folji, film jew materjali ohra li ma jistghux jimtlew jew
li ghalihom ikun inprattikabbli li tigi stmata r-relazzjoni bejn |-
area tal-wicc ta’ dawk il-materjali u I-kwantita tal-haga ta’ 1-ikel
f’kuntatt maghhom.



F’dawn il-kazijiet, il-limiti murija fit-Tielet Skeda li tinsab
ma’ dawn ir-regolamenti espressi "'mg/kg ghandhom jigu divizi
bil-conventional conversion factor 1a’ 6 sabiex jigu espressi
f"mg/dm?,

(6) I-verifika ta’ osservanza tal-migration limits ghandha
ssir skond ir-regoli stabbiliti fid-Direttivi tal-Komunitd Ewropea
82771 1/EEC, 85/STZEEC u 90/128/EEC.

(7) Tl-verifikata' osservanza ta' l-ispecific migration limits
stabbiliti fit-Tielet Skeda li tinsab ma’ dawn ir-regolamenti ma tkunx
obbligatorja, jekk:

— ikun jista® jigi stabbilit li l-osservanza ta’ l-overall
migration limit imnizzel fil-paragrafu (1) ta’ dan ir-regolament
timplika hi l-ispecific migration limits ma jkunux gew ecceduti;
Jew

— jekk ikun jista' jigi stabbilit li, jekk wiehed jassumi
migrazzjoni kompleta tas-sustanza residwali fil-materjal jew oggett,
din ma tkunx tista' teccedi l-ispecific migration limit.

9. (1) Id-dispozizzjonijietta' dan ir-regolament japplikaw ghal
film ta’ celluloza rigenerata, li jew:

— ikun jikkostitwixxi prodott lest fih innifsu; jew

— ikun jifforma parti minn prodott lest li jkun fih materjali
Dh-rE|

u li jkun mahsub biex jigi Fkuntatt ma' hwejjeg ta’ l-ikel, jew li,
minhabba l-iskop tieghu, jigi f"dak il-kuntatt,

(2) ld-dispozizzjonijiet ta’ dan ir-regolament ma japplikawx
ghal:

— film ta’ celluloza rigenerata li fug in-naha mahsuba biex
tigi f'kuntatt ma’ hwejjeg ta’ I-ikel jew li, minhabba l-iskopijiet
tieghu, jigi f*dak il-kuntatt, ikollu coating ta’ izjed minn 50mg/dm?;

— casings sintetici ta’ celluloza rigenerata.

(3) Dawk is-sustanzi jew gruppi ta’ sustanzi mnizzla fil-
Hames Skeda Ii tinsab ma’ dawn ir-regolamenti biss jistghu jintuzaw
ghall-manifattura ta' film ta’ celluloza rigenerata u biss taht il-
kondizzjonijiet imnizzla f"dik 1-Iskeda:

Film @’
celluloia
nigencrata.
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Ceramika.

Izda sustanzi barra minn dawk imnizzlin fil-Hames
Skeda li tinsab ma’ dawn ir-regolamenti jistghu jintuzaw meta
dawn is-sustanzi jigu wzati bhala materja koloranti (dyes u
pigmenti) jew bhala adezivi, basta li ma jkun hemm ebda
tracca ta’ migrazzjoni tas-sustanzi fi jew fuq il-hwejjeg ta’ |-
ikel, Ii tkun tista’ tinstab b’metodu validat.

(4) L-ucuh stampati ta’ film ta” celluloza rigenerata ma
ghandhomx jigi f'kuntatt mal-hwejjeg ta’ 1-ikel.

10. (1) Il-kwantitajiet ta’ comb u kadmju trasferiti minn
oggetti tac-ceramika ma ghandhomx je¢éedu I-limiti stabbiliti fil-
paragrafu (3) ta” dan ir-regolament. Dawn il-kwantitajiet ghandhom
jigu determinati bil-metodi stabbiliti fid-Direttiva tal-Komunita
Ewropea 84/500/EEC.

(2) Meta oggett tac-ceramika jkun jikkonsisti f'recipjent
li jkollu ghatu tac-ceramika, il-limitu ta’ comb u/jew kadmju li ma
jistax jigi eccedut (fi mg/dm? jew mg/1) ghandu jkun dak li jkun
japplika ghar-recipjent wahdu. Ir-recipjent wahdu u [-wicc ta’ gewwa
ta’ l-ghatu ghandhom jigu ttestjati separatament u taht l-istess
kondizzjonijiet. Is-somma taz-zewg livelli ta’ estrazzjoni ta’ ¢comb
u/jew kadmju hekk miksuba ghandha tigi relatata bhala li tkun ta’ 1-
area tal-wicc jew il-volum tar-recipjent wahdu.

(3) Oggett tac-ceramika ghandu jigi rikonoxxut bhala Ii
jkun jissodisfa I-htigiet ta’ dan ir-regolament jekk il-kwantitajiet ta’
comb w/jew kadmju estratti kif deskritt fil-paragrafi precedenti ma
jkunux jeccedu dawn il-limiti li gejjin:

— Kategorija 1: Din il-kategorija tigbor fiha:

(1) oggetti i ma jistghux jimtlew, u
(ii) oggetti li jistghu jimtlew, li I-fond intern taghhom,
imkejjel mill-punt l-aktar baxx sal-pjan orizzontali li jghaddi

minn max-xifer ta’ fuq, ma jeccedix 25 mm:

0.8 mg/dm® gha¢-Comb
0.07 mg/dm? ghall-kadmju

— Kategorija 2:  Kull oggett iehor 11 jista’ jimtela:

4.0 mg/1 ghac-comb
0.3 mg/1 ghall-kadmju



— Kategorija 3: Din il-kategorija tigbor fiha:
(i) oggetti tal-kcina, u

(ii) recipjenti ghall-ippakkjar u hazna li jkunu jesghu
izjed minn tliet litri:

1.5 mg/1 gha¢-Comb
0.1 mg/1 ghall-kadmju

Izda, jekk oggett tac-ceramika jkun jeccedi 1-kwantitajiet
ta’ hawn fuqg b’ingas minn 50%, dak l-oggett ghandu madankollu jigi
rikonoxxut bhala li jkun jissodisfa I-htigiet ta’ dan ir-regolament, jekk
ghall-ingas tliet oggetti ohra ta’ l-istess ghamla, dimensjonijiet,
dekorazzjoni u vernicjatura jigu assoggettati ghal test maghmul kif
deskritt fil-paragrafi precedenti, u l-kwantitajiet medji ta’ comb u/jew
kadmju estratti minn dawk l-oggetti ma jeccedux il-limiti stabbiliti,
b’ebda wiched minn dawk l-oggetti ma jeccedi dawk il-limiti b’izjed
minn 50%.

11. Gazazi u soothers maghmula mill-elastomer jew lastiku ma
ghandhomx jghaddu lir-release-test liquid (saliva test solution) taht
il-kondizzjonijiet specifikati fid-Direttiva tal-Komunita Ewropea
93/11/EEC xi N-nitrosamine u xi sustanza N-nitrosatable 1i jkunu
jistghu jinstabu b’metodu validat li jista® jsib dawn il-kwantitajiet li
gejjin:

— 0.01mg fit-total ta’ N-nitrosamines rilaxxati ghal kull
kilogramm tal-partijiet tal-gazaza jew soother maghmula mill-
elastomer jew lastiku;

— 0.1mg fit-total ta’ sustanzi N-nitrosatable ghal kull
kilogramm tal-partijiet tal-gazaza jew soother maghmula mill-
elastomer jew lastiku.

12. (1) Ebdapersunamatista’ timporta,tbhiegh,izzomm ghall-
bejgh, jew tissupplixxi b’kumpens jew xort’ohra, xi materjal jew oggett
jew xi hagata’ l-ikel li tkun giet jew tkun f'kuntatt ma’ dak il-materjal
jew oggett fil-kaz il-wiehed u l-iehor kemm-il darba 1-materjal jew
oggett ma jkunx f'konformitd mad-dispozizzjonijiet ta” dawn ir-
regolamenti.

(2) Ebda persuna ma tista’ timmanifattura xi materjal jew
oggett jew tqieghed, tgezwer jew tippakkja xi haga ta’ l-ikel {"dak il-
materjal jew oggett li fil-kaz il-wiehed u I-iehor ma jkunx f"konformita
mad-dispozizzjonijiet tal-paragrafu (1) ta’ dan ir-regolament.

Gazaiiu
soathers.

Thars ta” dawn
ir-regolamenti.



L-EWWEL SKEDA
(Regolament 5)
Lista ta’ gruppi ta’ materjali u oggetti
Plastika, inkluzi vernic u coatings
Celluloza rigenerata
Elastomers u lastiku
Karta u kartun
Ceramika
Hgieg
Metalli u alloys
Injam, inkluz sufri
Prodotti tessili

Xema' tal-paraffina u xema' mikro-kristallina,
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IT-TIENI SKEDA

(Regolament 6)

Simbolu li jista’ jakkompanja lill-materjali u oggetti li jkunu mahsubin biex
Jigu Pkuntatt ma’ hwejjeg ta’ l-ikel

A



IT-TIELET SKEDA
(Regolament 8)

Lista ta’ monomers u starting substances ohra li jistghu jintuzaw fil-manifattura
ta’ materjali u oggetti tal-plastika

Introduzzjoni generali

. Din l-Iskeda fiha lista ta’ monomers jew starting substances ohra. Il-lista
tinkludi:

— sustanzi li tkun issirilhom polimerizzazzjoni, li tinkludi
polikondensazzjoni, poliaddizzjoni jew xi process simili iehor, ghall-manifattura
ta’ makromolekuli,

—  sustanzi makromolekulari naturali jew sinteti¢i uzati fil-manifattura ta’
makromolekuli modifikati, jekk il-monomers jew l-istarting substances 1-ohra
mehtiega biex jissintettizzawhom ma jkunux inkluzi fil-lista,

— sustanzi uzati biex jimmodifikaw sustanzi makromolekulari naturali jew
sintetici ezistenti.

2. Il-lista ma tinkludix il-melh (inkluz melh doppju jew melh acidu) ta’ |-
aluminju, ammonju, kal¢ju, hadid, manjesju, potassju, sodju u zingu ta’ l-acidi, phenols
jew alkoholi awtorizzati i huma wkoll awtorizzati. Izda, ismijiet li jkun fihom
*Acidu(i), melh..." jidhru fil-listi jekk I-acidu liberu jew acidi liberi korrispondenti ma
jkunx jew ma jkunux imsemmija. F'kazijiet bhal dawn it-tifsira tal-kelma *melh’ tkun
‘melh ta’ [-aluminju, ammonju, kalcju, hadid, manjesju, potassju, sodju u zingu’.

3. [Il-lista wkoll ma tinkludix dawn is-sustanzi li gejjin ghalkemm dawn jistghu
ikunu prezenti:

(a) sustanzi i jistghu jkunu prezenti fil-prodott lest bnal:
— impuritajiet fis-sustanzi uzati,
—  reaction intermediates,
—  prodotti ta’ dekompozizzjoni,
(b) oligomers u sustanzi makromolekulari naturali jew sintetici kif ukoll
it-tahlitiet taghhom, jekk il-monomers jew starting substances mehtiega biex

jissintettizzawhom ikunu nkluzi fil-lista;

(¢) tahlitiet tas-sustanzi awtorizzati.
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Il-materjali u oggetti li jkun fihom is-sustanzi indikati taht (a), (b) u (¢)
ghandhom ikunu f konformitad mal-htigiet imsemmija fir-regolament 4.

4. Is-sustanzi ghandhom ikunu ta’ kwalitd teknika tajba ghal dawk li huma kriterji
ta’ puriti.

5. 1l-lista fiha din l-informazzjoni li gejja:

— kolonna | (PM/REF No): in-numru ta’ riferenza ta’ |-EEC tas-sustanzi
tal-lista ghall-materjal ta’ |-ippakkjar,

— kolonna 2 (CAS No): in-numru fir-Registru tal-CAS (Chemical Abstracts
Service),

— kolonna 3 (Isem): l-isem kimiku,

— kolonna 4 (Restrizzjonijiet).
Dawn ir-restrizzjonijiet fil-kolonna 4 jistghu jinkludu:
—  specific migration limit (SML)

— kwantita massima permessa tas-sustanza ‘residwali’ fil-materjal
jew oggett (OM),

—  kull restrizzjoni ohra specifikament imsemmija.
6. Jekk sustanza li tkun tidher fuq il-lista bhala kompost individwali tkun ukoll

koperta b’espressjoni generika, ir-restrizzjonijiet i jkunu japplikaw ghal din is-sustanza
ghandhom ikunu dawk indikati ghall-kompost individwali.

7. Meta jkun hemm xi inkonsistenza bejn in-numru tal-CAS v l-isem kimiku, -
isem kimiku ghandu jiehu precedenza fuq in-numru tal-CAS. Jekk ikun hemm
inkonsistenza bejn in-numru tal-CAS irrapportrat fl-EINECS (il-European Inventory
of Existing Commercial Chemical Substances) u r-Registru tal-CAS, ghandu japplika
n-numru tal-CAS fir-Registru tal-CAS.

8. Fil-kolonna 4 tat-tabella huwa wzat numru ta’ abbrevjazzjonijiet jew
espressjonijiet li t-tifsiriet taghhom huma kif gej:

DL = detection limir tal-metodu ta’ analizi;
FP = materjal jew oggett lest;

NCO = isocyanate moiety,



ND = ma jinstabx taht analizi;

OM = kwantitd massima permessa tas-sustanza ‘residwali’ fil-materjal jew
hett:
OM(T) = kwantitd massima permessa tas-sustanza ‘residwali’ fil-materjal
Jew oggett espressa bhala total tal-moiety jew sustanza(i) indikati;

SML = specific migration limit fi hwejjeg ta’ l-ikel jew f"simulant ta’ hwejjeg
ta’ I-ikel, kemm-il darba ma jkunx specifikat xort’ohra;

SML(T) = specific migration limit fi hwejjeg ta’ l-ikel jew f'simulant ta’
hwejjeg ta’ I-ikel espress bhala total tal-moiery jew sustanza(i) indikati.
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Lista ta’ Monomers u Starting Substances ohra Awtorizzati

PM/Ref. No.| CAS No. Isem Restrizzjonijiet
(1) (2) 3) (4)
10030 000514-10-3 Acidu abjetiku
10060 000075070 Acetaldehyde
10090 000064-19-7 Atidu acetiku
10120 000108-05-4 Acidu acetiku, vinyl ester SML = 12 mg/kg
10150 000108-24-7 Anidridu acetiku
10210 000074-86-2 Acitilena
10630 000079-06-1 | Acrylamide SML = ND (DL =001 mg/kg)
10660 015214-89-8 2-Acrylamido-2-methylpropanesulphonic acid | SML =005 mg/kg
10690 O00079-10-7 Acidu akriliku
10750 002495-15-4 Acidu akrilika, benzyl ester
10780 000141-32-2 Actidu akriliku, n-buryl ester
10810 002998-08-5 Acidu akriliku, sec-butyl ester
10840 (M1663-39-4 Acidu akriliku, tert-butyl ester
11470 000 140-88-5 Acidu akriliku, ethyl ester
000818-61-1 Acidu akriliku, hydroxyvethyl ester Ara ‘Acidu akriliku, monoester
bethyleneglycol'
11590 000106-63-8 Actidu akriliku, isobutyl ester
11680 000689-12-3 Acidu akriliku, isopropyl ester
11710 000096-33-3 Acidu akriliku, methyl ester
11830 D00818-61-1 Acidu akriliku, monoester b’ ethyleneglycol
11890 002499.59-4 Acidu akriliku, n-octyl ester
11980 000925-60-0 Acidu akriliku, propyl ester
12100 000107-13-1 | Acrylonitrile SML = ma jinstabx taht analii
(DL = 0,020 mg/kg, inkluza
tolleranza analitika)
12130 (00124-04-9 Acidu adipiku
12280 002035-75-8 Anidridu adipiku
12310 Albumina
12340 Albumina, koagulata bil-formaldehyde
12375 Alkoholi, alifatici, monoidrici,
saturati, lineari, primarji (C4-C22)
12670 002855-13-2 I-Amino-3-aminomethyl-3,5,5-
trimethylcyclohexane SML = 6 mg/kg
12788 002432-90-7 11-Aminoundecanic acid SML =5 mg/kg
12789 007664-41-7 Ammonja
12820 (00123-99-9 Actidu azelajku
12970 004196-95-6 Anidridu azelajku
13000 001477-55-0 | 1,3-Benzenedimethanamine SML =005 mg/kg
13090 000065-85-0 Acidu benzojku
13150 000100-51-6 Benzyl aleohol
000111-46-6 | Bis(2-hydroxyethyl) ether Ara *Diethyleneglycol
000077-99-6 2,2-Bis{hydroxymethyl)-1-butanol Ara *1,1,]1-Trimethylolpropane’
13350 000105-08-8 1.4-Bis( hydroxymethyl) cyclohexane
13480 000080-05-7 2,2-Bis(4-hydroxyphenyl) propane SML =3 mg/kg
13510 001675-54-3 | 2.2-Bis(4-hydroxyphenyl) propane- OM = 1 mg/kg I'FP jew SML
bis(2, 3-epoxypropyl) ether = ma jinstabx taht analizi
(DL = 0,020 mg/kg, inkluza
tolleranza analitika)
0001 10-98-5 Bis{ hydroxypropvi) ether Ara ‘Dipropyleneglycol’
005124-30-1 Bis{4-isocyanotocyclohexyl ) methane Ara ‘Dicyelohexylmethane-

4,4'-dilsocyanate’
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PMIRef No.|  CAS No. lsem Restrizzjonijiet
(1) (2) )] (4)
13530 038103.06-9 2,2-Bis(4-hydroxyphenyl) propane SML =005 mg/kg
bis(phtalic anhydride)
13600 047465-97-4 | 3.3-Bis{ 3-methyl-4-hydroxyphenyl)-2- SML =) 8 mg/kg
indolinone

000080-05-7 Bisphenol A Ara ‘2.2-Bis(4-hydroxyphenyl)
propane’

001675-54.3 Risphenol A bis(2,3-epoxypropyl) ether Ari *2,2-Bis(4-hydroxyphenyl)
propane bis(2,3-epoxypropyl)
ether’

13614 038103.06-9 Bisphenol A bisiphtalic anhydride) Ara 13530

13630 000106-99-0 Butadiene QM = | mg/kg FFP jew SML
= ma jinstabx aht analiii
(DL = 0,020 mg/kg, inkluza
tolleranza analitika)

13690 000107-88-0 1.3-Butanediol

13840 00007 1-36-3 1-Butanol

13870 D00106-98-9 1-Butene

13900 0001074017 2-Butene

14110 D00123-72-8 Butyraldehyde

14140 000107-92-6 Acidu butirriku

14170 000106-31-0 Anidridu butirriku

14200 000105-60-2 Caprolactam SML{T) = |5 mg/kg

14230 002123-24-2 Caprolactam, melh tas-sodju SML(T) = |5 mg/kg
(espress bhala caprolactam)

14320 000124-07-2 Acidu kapriliku

14350 000630-08-0 Monossidu tal-karbonju

14380 000075-44-5 Carbonyl chloride OM = | mg/kg I'FP

14411 008001-79-4 | Zejt ir-rignu

14500 D0S004-34-6 Celluloza

14530 007782-50-5 Klom:

000106-89-8 1-Chioro-2,3-epoxypropane Ara ‘Epichlorohydrin’

14680 000077-92-9 Acidu ¢itriku

14710 000108-39-4 | m-Cresol

14740 D000 5-48-7 o-Cresol

14770 D00 106-44-5 p-Cresol

DOO10S-08-8 1.4-Cyclohexanedimethanol Ara ' I 4-Bis{ hydroxymethyl)
cyclohexane’

14950 003173-51.3 Cyelohexyl isocyanate OM(T)=1 mgkg 'FP
{espressa bhala NCO)
15070 001647-16-1 1,9 - Decadiene SML =005 mgkg
15095 000334-48-5 Decanoic acid
15100 000112-30-1 I-Decanol
000107-15-3 1. 2-Digaminoethane Ara ' Ethylenediamine’
0001 24-00-4 1.6-Digminohexane Arma ' Hexamethylenediamine'
15250 0001 10-60-1 1.4-Diaminobutane
15565 000106-46-7 | 4-Dichlorobenzene SML =12 mg/kg
15700 005124-30-1 Dicyclohexylmethane-4 4 -diisocyanate OM(T) = | mg/kg FFP
{espressa bhala NCO)
15760 000111-46-6 Diethyleneglycol SMLIT) = 30 mg/kg wahdu jew

bl-ethyleneglycol
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PM/Ref. No. CAS No. Isem Restrizzjonijiet

(1) (2) (3) (4)

15790 000111-40-0 Diethylenetriamine SML =5 mg/kg

15820 000345-92-6 4-4'-Difluorobenzophenone SML =005 mg/kg

15880 000120-80-9 1.2-Dihydroxybenzene SML =6 mg/kg

15910 000108-46-3 1,3-Dihydroxybenzene SML =24 mg/kg

15940 000123-31-9 1,4-Dihydroxybenzene SML =06 mg/kg

15970 000611-99-4 4,4"-Dihydroxybenzophenone SML = 6 mg/kg

16000 000092-88-6 4,4"-Dihydroxybiphenyl SML =6 mg/g

16150 000108-01-0 Dimethylaminoethanol SML =18 mg/kg

16240 000091-97-4 1.3"-Dimethyl-4.4"-diisocyanatobiphenyl OM(T) =1 mg/kg CFP
(espressa bhala NCO)

16480 000126-58-9 Dipentacrythritol

16570 004128-73-8 Diphenyl ether 4,4'-diisocyanate OM(T) = | mg/kg 'FP
{espressa bhala NC(O)

16600 005873-54-1 Diphenylmerthane 2,4’-diisocyanate OM(T) =1 mg/kg I'FP
{espressa bhala NCO)

16630 000101-68-8 | Diphenylmethane 4,4"-diisocyanate OM(T) = | mp/kg {'FP
(espressa bhala NCOY)

16660 000110-98-5 Dipropyleneglycol

16750 000106-89-8 Epichlorohydrin OM =1 mg/kg FFP

16780 00064-17-5 Ethanol

16950 000074-85-1 Ethylene

16960 000107-15-3 Edhylenediamine SML =12 mglkg

16990 000107-21-1 Ethyleneglycol SML(T) = 30 mg/kg wahdu jew
bid-diethvlenegiveol

17005 000151-56-4 Ethyleneimine SML =ND (DL =001 mg/kp)

17020 000075-21-8 Ethylene oxide OM =1 mg/kg I"FP

17050 000104-76-7 2-Ethyl-1-hexanol SML =30 mg/kg

17160 000097-53-0 Eugenol SML =001 mg/kg

17170 061788-47-4 Acidi grassi, coco

17200 068308-53-2 Acidi grassi, soya

17230 061790-12-3 Acidi grassi, tall oil

17260 000050-00-0 Formaldehyde SML =15 mg/kg

17290 000110-17-8 Acidu fumariku

17330 O00050-99.7 Cilucose

18010 000110-94-1 Acidu glutariku

18070 000108-55-4 Anidridu glutariku

18100 O056-81-5 Clycerol

18250 0001 15-28-6 Hexachloroendomethylenetetra- SML = ND (DL =001 mg/kg)

hydrophthalic acid
18280 000115-27-5 Hexachloroendomethyleneteira- SML = ND (DL =001 mg'kg)
hydrophihalic anhydride

18310 036653-82-4 1-Hexadecanol

18430 000116-15-4 Hexafluoropropylene SML = ND (DL =001 mg'kg)

18460 000124-09-4 Hexamethylenediamine SML =24 mg/kg

18640 D00E22-06-0 Hexamethylene diisocyanate OM(T) = | mg/kg I'FP
{espressa bhala NCO)

18670 DO00100-97-0 Hexamethvlenetetramine SML (N =15 mg'kg
{espress bhala formaldehyde)

000123-31-9 Hydroguinone Ara 'l 4-Dihydroxybenzene’'
18880 D00099-96-7 P-Hydroxybenzoic acid
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PMiRef. No. CAS No. lsem Restrizzjonijiet
(n (2) (3) (4)
19000 000115-11-7 Isobutene
19210 001459-93-4 Isophthalic acid, dimethyl ester SML =005 mg'kg
19270 D00097-65-4 Acidu itakoniku
19470 000143-07-7 Acidu lawriku
19510 011132-73-3 Lignocellulose
19540 000110-16-7 Acidu malejku SML(T) =30 mg/kg
19960 O00108-31-6 Anidridu malejku SML(T) =30 mg/kg
{espress bhala acidu malejku)
000108-78-1 Melamine Ara ‘2,4,6,-Triamino-1,3,5-
triazine’
20020 000079-41-4 Actidu metakriliku
20080 (N2495-37-6 Acidu metakriliku, benzyvl ester
20110 O00097-88-1 Acidu metakriliku, butyl ester
20140 002998-18-7 Acidu metakriliku, sec-butyl ester
20170 000585-07-9 Acidu metakriliku, rerr-buryl ester
20890 (00097-63-2 Atidu metakriliku, ethyl ester
21010 000097-86-9 Atidu metakriliku, isobutyl ester
21100 (04655-34-9 Acidu metakriliku, isopropyl ester
21130 DODOB0-62-6 Acidu metakriliku, methyl ester
21190 000868-77-9 Acidu metakriliku, monoester bl-
ethyleneglycol
21280 002177-70-0 Acido metakriliku, phenyl ester
21340 002210-28-8 Acidu metakriliku, propyl ester
21460 000760-93-0 Anidridu metakriliku
21490 000126-98-7 Methacrylonitrile SML = ma jinstabx taht analizi
(DL = 0020 mg/kg, inkluia
tolleranza analitika)
21550 000067-56-1 Methanol
21940 000924-42-5 N-Methylolacrylamide SML=ND{DL=001 mg/kg)
22150 000691-37-2 4-Methyl-1-pentene SML =0,02 mg/kg
22350 000544-63-8 Acidu miristiku
22390 000840-65-3 2,6-Naphtalenedivarboxylic acid, SML =005 mg'kg
dimethyl ester
22420 003173-72-6 1.5-Naphthalene diisocyvanate M(T)=1 mg/kg F'FP
(espressa bhala NCO)
22450 (09004-70-0 Nitrocellulose
22480 (K10 143-08-8 I-Nananol
22570 0001 12-96-9 Octadecyl isocyanate OM(T) = 1 mg/kg FFP
{espressa bhala NCO)
22600 000111-87-5 1-Octanol
22660 000111-66-0 1-Octene SML = 15 mglkg
22763 0001 12-80-1 Acidu olejku
22780 (I0057-10-3 Acidu palmitiku
22840 000115-77-5 Pentacrythritol
22870 000071-41-0 1-Pentanol
22960 (00108-95-2 Phenol
23050 000108-45-2 1,3-Phenylenediamine OM = | mg/kg 'FP
D00075-44-5 Phosgene Ara ‘Carbonyl chioride’
23170 D07664-38-2 Acidu fosforiku
Acidu ftaliku Ara "Terephthalic acid'
23200 000088-99.3 o-Phthalic acid
23230 000131-17-9 Adcidu Maliku, diallyl ester SML = ND (DL = 0,01 mg/kg)
23380 000085-44-9 | Anidridu fraliku
23470 000DB0-56-8 alpha-Pinene




PM/Ref. No.|  CAS No. lsem Restrizzjonijiet
(1) ) 3) (4)
23500 000127-91-3 beta- Pinene
23590 025322-68-3 | Polyethyleneglycol
23650 025322694 | Polypropyleneglycol (Piz molckulari
izjed minn 400)
23740 000057-55-6 | 1,2-Propanediol
23800 000071-23-8 1-Propanol
23830 000067630 | 2-Propanol
23860 000123-38-6 | Propionaldehyde
23890 000079-09-4 | Atidu propjoniku
23950 000123-62-6 | Anidridu propjoniku
23980 000115-07-1 | Propylene
24010 000075-56-9 | Propylene oxide QM = | mg/kg I'FP
000120-80-9 | Pyrocatechol Ara '1,2-Dihydroxybenzene'
24057 000089-32-7 | Pyromellitic anhydride SML = 0,05 mg/kg
(espress hhala pyromellitic
acid)
24070 073138-82-6 | Aéidi tar-rezina u aéidi tar-rosin
000108-46-3 | Resorcinol Ara '1-3-Dihydroxybenzene'
24100 D08050-09-7 Rosin
24130 DOBOS0O-09-7 Gomma tar-rosin Ara ‘Rosin’
24160 D0OB052-10-6 Rosin tall oil
24190 009014-63-5 Injam tar-rosin
24250 009006-04-6 | Lastiku, naturali
24270 000069-72-7 | Aéidu saliéiliku
24280 000111-20-6 | Aéidu sabaciku
24430 002561-88-8 | Anidridu sebaciku
24475 001313-82-2 | Solfur tas-sodju
24490 000050-70-4 | Sorbitol
24520 008001-22-7 | Zejt tas-Soya
24540 009005-25-8 | Lamtu, li jittiekel
24550 DO0D57-11-4 Acidu steariku
24610 000100-42-5 Styrene
24820 000110-15-6 | Acidu suétiniku
24850 000108-30-5 | Anidridu suééiniku
24880 000057-50-1 | Sucrose
24887 006362-79-4 | S-Sulphoisophthalic acid,
melh tal-monosodju SML =5 mgikg
24888 003965-55-7 | S-Sulphoisophthalic acid, monosodium SML =005 mg/kg
salr, dimethyl ester
24910 000100-21-0 | Terephthalic acid SML =175 mglkg
24940 000100-20-9 | Terephthalic acid dichloride SML(T)=175 mg/kg
(espress bhala rerephthalic acid)
24970 000120-61-6 | Terephthalic acid, dimethyl ester
25090 0001 12-60-7 Tetraethyleneglyeol
25120 000116-14-3 | Tetrafluoroethylens SML = 0,05 mg/kg
25150 000109-99-9 | Tetrahydrofuran SML =06 mg/kg
25180 000102-60-3 | N.NN' N"-Tetrakis (2-hydroxypropyl)-
ethylenediamine
25210 000584-84-9 | 2.4-Toluene dilsocyanate QM(T) =1 mg/kg 'FP
(espressa bhala NCO)
25240 000091-08-7 | 2.6-Toluene diisocyanate QM(T) = | mg/kg FFP

{espressa bhala NCO)
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PMiRef. No. CAS No. Isem Restrizzjonijiet
(1 (2) 3) (4)
25270 026747-90-0 2 4-Toluene diisocyanate dimer OM(T) = | mgkg FFP
(espressa bhala NCO)
25360 Trialkyl (C5-C15) acetic acid,
2 3-epaxypropyl ester SML =6 mghkg
25420 000108-78-1 | 2.4.6-Triamino-1,3,5-triazine SML = 30 mg/kg
25510 DO0112-27-6 Triethyleneglycol
25600 000077996 | 1.1,1-Trimethylolpropane SML = 6 mg/kg
25910 024800-44-0 Tripropyleneglycol
25960 000057-13-6 Urea
26050 00007501 -4 Vinyl chloride Ara Council Directive
T8 I422EEC
26110 000075-35-4 Vinylidene chloride OM =5 mp/kg TFP jew
SML = ma jinstabx taht analiti
(DL =005 mg/kg)
26140 O00075-38-7 Vinylidene fluoride SML=35mg/kg
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Lista ta’ Monomers u Starting Substances ohra li jistghu ikomplu jintuzaw
pendenti Deéizjoni fuq InkluZjoni fis-Sezzjoni A

PMiRef. No. | CAS No. Isem Restrizzjonijiet
(1) (2) (3) (4)
000542-02-9 Acetoguanamine Ara ‘2,4-Diamina-6-methyl-
1.3 5-triazine’
10160 002206-94-2 alpha-Acetoxystyrene
10162 010521-96-7 beta-Acetoxystyrene
10480 Acidi, alifatici, monocarboxylic,
saturati (C2-C24)
10510 Acidi, alifati¢i, monocarboxylic,
mhux saturati (C3-C24)
10599770 Acidi, grassi, mhux saturati (C18)
10599/90A | D61788-80-4 Acidi, grassi, mhux saturati (C18), dimers,
distillati
10599/91 D61788-89-4 Acidi, grassi, mhux saturati (C18), dimers,
mhux distillati
10599/92A | 068783-41-5 Acidi, grassi, mhux saturati (C18), dimers,
idrogenati, distillari
10599/93 068783-41-5 Acidi, grassi, mhux saturati (C18), dimers,
idrogenati, mhux distillati
10930 003066-71-5 Acidu akriliku, evelohexyl ester
11000 050076-02-8 Acidu akriliku, dicyclopentadienyl ester
11050 001070-70-8 Acidu akriliku, diester bi I 4-butanediol
11180 017831-71-9 Acidu akriliku, diester bit-tetraethylene-
glycol
11195 (68901-05-3 Acidu akriliku, diester bit-tripropylene-
glveol
11245 002156-97-0 Acidu akriliku, dodecyl ester
11500 000103-11-7 Acidu akriliku, 2-ethylhexyl ester
11520 002918-23-2 Atidu akriliku, 2-hydroxyisopropyl ester
{ = acrylic acid, 2-hydroxy-1-methylethyl
esfer)
11530 000999-61-1 Acidu akriliku, 2-hydroxypropyl ester
11560 005888-31-5 Acidu akriliku, isobornyl ester
11620 001330-61-6 Acidu akriliku, isodecy! ester
11650 02959%0-42-9 Acidu akriliku, isooctyl ester
11695 003121-61-7 Acidu akriliku, 2-methoxyethyl ester
11740 010095-13-3 Actidu akriliku, monoester bi
1. 3-butanediol
11770 002478-10-6 Acidu akriliku, monoester bi 1 4-butanediol
11800 013533-05-6 Acidu akriliku, monoester hi
diethyleneglvcol
12010 040074-09-7 Acidu akriliku, 2-sulphoethyl ester
12040 039121-78-3 Acidu akriliku, sulphopropyl ester
12055 094160-26-6 Acidu akriliku, triester bi glycerol
tris ( 2-hydroxypropyl) ether
12062 075577-70-7 Acidu akrliku, triester bi 1.1, I-trimethylol-
propane iris ( 2-hydroxyethyl} ether
12160 D02998-04-1 Acidu adipiku, diallyl ester
12190 000105-97.5 Acidu adipiku, didecyl ester
12220 027178-16-1 Acidu adipiku, ditsodecyl ester
12250 000123-79-5 Acidu adipiku, diectyl ester
12265 004074-90-2 Aéidu adipiku, divinyl ester
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PM/Ref. No. CAS No, Isem Restrizzjonijiet
{1 (2) (3 4)
12370 Alkoholi, alifatici, monoidnici, saturati,
lineari, sekondarji jew terzjarji (C4-C22)
12610 00 107-18-6 Allyl alcohol
12700 000150-13-0 p-Aminobenzoic acid
12790 O00080-46-6 p-tert-Amylphenol
12850 029602-44-6 Acidu azelajku, bis (2-hydroxyethyl) ester
12910 001732-10-1 Acidu azelajku, dimethyl ester
(NN528-44-9 1.2, 4-Benzenetricarboxylic acid Ara ‘Trimellitic acid’
13060 004422-95-1 1.3.5-Benzenetricarboxylic acid
trichloride
000091-76-9 Benzoguanamine Ara '2 4-Diamino-6-phenyl-
1,3, 5-triagine’
13328 000 104-38-1 Bis{2-kydroxyethyl) ether ta' hydroguinone
13660 0D00584-03-2 1.2-Butanediol
13720 000110-63-4 1 4-Butanediol
13750 00051 3-85-9 2, 3-Butanediol
13780 002425-79-8 | 1,4-Butanediol bis (2,3-epoxypropyl) OM(T) = 5 mg/kg I"FP
ether (espressa bhala epoxy)
13810 DD0505-65-7 1.4-Butanediol formal
13932 D0D0598-32-3 3-Buten-2-0l
13960 001852-16-0 N-{Butaxymethyl) acrylamide
14020 000098-54-4 | 4-tert-Butylphenol
14260 000502-44-3 Caprolactone
000115-28-6 Chlorendic acid Ara ‘Hexachloroendomethyle-
netetrahyphthalic acid’
14800 03724-65-0 Acidu krotoniku
15020 002182-05-0 Cyclohexyl vinyl ether
15130 O00872-05-9 I-Decene
15280 00542-02-9 2,4-Diamino-6-methyl-I 3, 5-triazine
15310 O00091-76-9 2,4-Diamino-6-phenyl-1,3,5-triazine
15340 000109-76-2 1.3-Diaminopropane
15370 003236-53-| 1.6-Diamino-2,2,4-trimethylhe xane
15400 003236-54-2 1,6-Diamino-2 4 4-trimethylhezane
15490 002215-89-6 4 4°-Dicarboxydiphenyl ether
15580 001653-19-6 2, 3-Dichloro-1 3-butadiene
15610 000080-07-9 | 4.4"-Dichlorodiphenyl sulphone
15730 000077-73-6 | Dicyclopentadiene
16090 000080-09-1 | 4.4"-Dihydroxydiphenyl sulphone
16210 DO6RG4-17-5 3,3"-Dimethyl-4 4" -diaminodicyclohexyl-
methane
16270 000526750 | 2.3-Dimethyiphenol
16300 000 105-67-9 2.4-Dimethylphenol
16330 D00095-87-4 2.5-Dimethylphenol
16360 000576-26-1 2.6-Dimethyiphenol
16390 000126-30-7 | 2.2-Dimethyl-1,3-propanediol
16450 D064 6-06-0 1 _3-Dioxolane
16540 000102-09-0 | Diphenyl carbonate
1 6690 001321-74-0 Divinvibenzene
16697 000693-23-2 Dodecanedioic acid
17040 000149-57-5 2-Ethylhexanoic acid
17110 016219-75-3 5-Ethylidenebicyclo [2.2.1] hept-2-ene
17350 000105-75-9 Acidu fomariku, diburyl ester
18220 068564-88-5 N-Heprylaminoundecanoic acid
18370 D00392-45-0 I.4-Hexadiene
18400 000592-42-7 I.5-Hexadiene
1844) 000085-42-7 | Hexahydrophthalic anhydride
18700 000629-11-8 1.6-Hexanediol
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PM/Ref. No. CAS No. Isem Restrizzjonijiet
(1) (2) (3) (4)
18820 000592-41-6 I-Hexene
18905 002628-17-3 | 4-Hydroxystyrene
18970 000078-83-1 Isobutanol
19030 016669-59-3 | N-(Isobutoxymethyl) acrylamide
19060 000109-53-5 | Isoburyl vinyl ether
19090 DOD078-84-2 Isobutyraldehyde
19120 025339-17-7 Isodecanol
19130 026896-18-4 Isononanoic acid
19150 000121-91-5 Isophthalic acid
19180 D00099-63-8 Isophthalic acid dichloride
000078-79-5 | Isoprene Ara ‘2-Methyl-1,3-butadiene’
19490 D00947-04-6 Laurolactam
19570 000999-21-3 Acidu malejku, diallyl ester
19600 000105-76-0 Acidu malejku, dibutyl ester
19936 007423-42.9 Acidu malejku, mono (2-ethylhexyl) ester
19990 DD0079-39.0 Methacrylamide
20050 000096-05-9 Acidu metakriliku, allvl ester
20260 O00101-43-9 Acidu metakriliku, cyclohexyl ester
20380 001 189-08-8 Acidu metakriliku, diesrer bi
1,3-butanediol
20410 002082-81-7 Acidu metakriliku, diester bi
I 4-butanediol
20440 000097-90-5 Acidu metakriliku, diester bi
ethyleneglycol
20470 025852-47-5 Acidu metakriliku, diesrer bi
polyethyleneglycol
20530 D02867-47-2 Acidu metakriliku, 2-{dimethylamino) ethyl
ester
20590 000106-91-2 | Acidu metakriliku, 2,3-epoxypropyl ester | OM(T) =5 mg/kg ' FP
{espressa bhala epoxy)
20740 039670-09-2 Acidu metakriliku, ester bi
ethoxytriethyleneglycol
20050 000923-26-2 Aéidu metakriliku, 2-hydroxypropyl ester
21115 000816-74-0) Acidu metakriliku, methallyl ester
21220 032360-05-7 Acidu metakniliku, octadecyl ester
21370 010595-80-9 Acidu metakriliku, 2-sulphoethyl ester
21400 (54276-35-6 Acidu metakriliku, sulphopropyl ester
21520 001561-92-8 Methallysulphonic acid, melh tas-sodju OM =35 mg'kg I'FP
21640 000078-79-5 2-Methyi-1,3-butadiene
21730 000563-45-1 3-Methyl-1-butene
21760 000694-91-7 3-Methylenebicyclo[2.2.1 [hept-2-ene
000505-65-7 1,4-{Methylenedioxy) butane Ara ‘1 4-Buwtanediolformal”
21837 001116-90-1 4-Methyl-1,4-hexadiene SML = ND (DL = 0,05 mg/kg)
21970 000923-02-4 N-Methyloimethacrylamide
22210 000098-83-9 alpha-Methylstyrene
22240 000622-97-9 p-Me ene
22270 000107-25-5 Methyl vinyl ether
22360 001141-38-4 2.6-Naphthalenedicarboxylic acid
000126-30-7 | Neopentylglycol Ara ‘2,2-Dimethyl-
1,3-propanediol’
22428 051000-52-3 Neodecanoic acid, vinyl ester
22540 D00 104-40-5 4-Nonviphenol
D00498-66-8 Norbornene Ara ‘Bicyelo[2.2.] [hept-2-ene’
22585 003710-30-3 1,7-Octadiene
22720 000 140-66-9 4-tert-Ocrylphenol
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PMiRef-No.|  CAS No. Isem Restrizzjonijiet
(1) 2) 3 (4)
22900 000109-67-1 ! -Pentene
22932 001187-93-5 Perfluoromethyl perfluorovinyl ether
22937 001623-05-8 Perfluaropropyl perfluorovinyl ether
Phehalic acids Ara 'Iso- jew o-Phthalic acid'
23530 025190-06-1 | Poly (1,4-butyleneglycol) piz molekulari
akbar minn 10040)
23770 0005(4-63-2 1.3-Propanediol
23920 000105-38-4 Atidu propjoniku, vinyl ester
24370 D00 106-79-6 Acidu sehaciku, dimethyl ester
24560 0O0111-63-7 Adidu steariku, vinyl ester
24760 026914-43-2 | Siyrenesulphonic acid
25030 D16646-44-9 Tetra (allyloxy) ethane
25161 000085438 | 1,2.3,6-Tetrahydrophalic anhydride
25300 O00088-19-7 o-Toluenesulphonamide
25380 Trialkyl (C3-C135) acetic acid, vinyl ester
( = vinyl versatate)
25390 DOO101-37-1 Triallyl cyanurate
25450 026896-48-0 Tricyclodecanedimethanol
25480 D00102-71-6 Trieihanolamine
25540 D00528-44-9 Trimellitic acid OM(T) =5 mg/kg FFP
25550 (NN0552-30-7 Trimellitic anhydride OM(N =5 mgkg T'FP
(espressa bhala trimellitic acid)
25810 015625-89-5 I,1.1-Trimethylolpropane triacrylate
25840 0D03290-92.4 1.1, 1-Trimethylolpropane irimethacrylate
25900 0001 10-88-3 Trioxane
000102-71-6 | Tris(2-hydroxyethylJamine Ara “Triethanolmine’
26170 003 195-78-6 N-Vinyl-N-methylacetamide QM =35 mg/kg FFP
26230 000088-12-0 Vinylpyrrolidone
26290 025013-15-4 Vinvitoluene
D00622-97-9 p-Vinyltoluene Ara ‘p-Methylstyrene'
26320 002768-02-7 Vinyirrimethoxysilane OM =5 mg/kg I"FP
Bo0105-67-9 me= X ylenol Ara '2,4-Dimethylphenol'
000526-75-0 o-Xylenol Ara '2,3-Dimethyl-phenol’
DOOOS-87-4 p-Xylenal Ara “2,5-Dimethyl-phenol’
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IR-RABA’ SKEDA

(Regolament 8(4))
Lista inizjali ta’ additivi li jistghu jintuzaw fil-manifattura ta’ materjali u
oggetti tal-plastika
Introduzzjoni Generali

1. Din l-iskeda fiha l-lista ta:

(a) sustanzi li huma inkorporati fil-plastika biex jinkiseb effett tekniku fil-
prodott lest. Dawn huma mahsuba biex ikunu prezenti fl-oggetti lesti;

(b) sustanzi wzati biex jipprovdu medium adattat li fih tokkorri I-
polimerizzazzjoni (e.g. emulsifiers, surfactants, buffering agents ecc.).

Il-lista ma tinkludix is-sustanzi li direttament jinfluwenzaw il-formazzjoni ta’
polymers (e.g. is-sistema katalitika).

2. Il-lista ma tinkludix il-melh (inkluzi melh doppju u melh acidu) ta’ I-aluminju,
ammonju, kal¢ju, hadid, manjesju, potassju, sodju u zingu ta’ l-acidi, phenols jew
alkoholi awtorizzati li huma wkoll awtorizzati. [zda, ismijiet li fihom ‘ Ac¢idu(i), melh..."
jidhru fil-listi jekk I-acidu liberu jew acidi liberi korrispondenti ma jkunx jew ma jkunux
imsemmija. F'dawn il-kazijiet it-tifsira tal-kelma ‘melh” hija ‘melh ta’ l-aluminju,
ammonju, kalcju, hadid, manjesju, potassju, sodju u zingu’.

3. Il-lista wkoll ma tinkludix dawn is-sustanzi li gejjin ghalkemm jistghu jkunu
prezenti:

(a) sustanzili jistghu jkunu prezenti fil-prodott lest bhala:
— impuritajiet fis-sustanzi wzati;
— reaction intermediates;
— prodotti tad-dekompozizzjoni;

(b) tahlitiet tas-sustanzi awtorizzati.

Il-materjali jew oggetti li jkun fihom is-sustanzi indikati taht (a) u (b) ghandhom
ikunu skond il-htigiet imsemmija fir-regolament 4 ta’ dawn ir-regolamenti.

4. Is-sustanzi ghandhom ikunu ta’ kwalita teknika tajba ghar-rigward tal-kriterji
ta’ purita,

5. [Il-lista fiha din l-informazzjoni li gejja:



B 216

— kolonna 1 (PM/REF No). in-numru ta’ riferenza ta’ -EEC tas-sustanzi
tal-lista ghall-materjal ta’ l-ippakkjar;,

— kolonna 2 (CAS No): in-numru tar-Registru tal-CAS (Chemical Abstracts
Service);

— kolonna 3 (Isem): I-isem kimiku;
— kolonna 4 (Restrizzjonijiet): Dawn jistghu jinkludu:
—  specific migration limit (SML),

— kwantitd massima permessa tas-sustanza ‘residwali’ fil-materjal
jew oggett (QM),

—  kull restrizzjoni ohra specifikament imsemmija.

6. Jekk sustanza li tidher fuq il-lista bhala kompost individwali tkun ukoll koperta
b’espressjoni generika, ir-restrizzjonijiet li japplikaw ghal dik is-sustanza ghandhom
ikunu dawk indikati ghall-kompost individwali.

7. Meta jkun hemm xi inkonsistenza bejn in-numru tal-CAS u l-isem kimiku, 1-
isem kimiku ghandu jiehu precedenza fuq in-numru tal-CAS. Jekk ikun hemm xi
inkonsistenza bejn in-numru tal-CAS irrapportat fl-EINECS (il-European Inventory of
Existing Commercial Chemical Substances) u r-Registru tal-CAS, in-numru tal-CAS
fir-Registru tal-CAS ghandu japplika.
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PMiRef. No.|  CAS No. Isem Restrizzjonijiet
(1 (2) (3) (4)

30000 000064-19-7 Acidu agetiku

30045 000123-86-4 Acidu acetiku, buryl ester

30140 D00141-78-6 Acidu adetiku, ethyl ester

30280 000108-24-7 Anidridu ac¢etiku

30295 000067-64-1 Acetone

30370 — Actidu, melh acetiladetiku

30400 — Glycerides scetilati

30960 - Acidi, alifati¢i, monocarboxylic (C,-C ),
esters bil-polygiycerol

31328 - Acidi, grassi, mix-xahmijiet v Zjut ' hwej-
jeg ' l-ike! mill-annimali jew hxejjex

31730 000124-04-9 Acidu adipiku

33120 - Alkoholi, alifatici, monoidrici, saturati,
lineari, primarji (C,-C,))

33350 009005-32-7 | Acidu alginiku

34480 — Fibri, flakes u trab ta' l-aluminju

34560 021645-51-2 Idrossidu ta’ l-aluminju

34690 011097-59-9 Aluminium magnesium carbonate hydroxide

34720 001344-28-1 Ossidu ta" |-aluminju

15120 013560-49-1 J-Aminocrotonic acid, diester bit-thiobis
(2-hydroxyethyl) ether

35320 007664-41-7 Ammonja

35440 012124-97-9 Bromur ta’ |-ammonju

35600 001336-21-6 Idrossidu ta’ l-ammonju

15840 000506-30-9 | Arachidic acid

35845 D07771-44-0 Arachidonic acid

36000 000050-81-7 Acidu askorbiku

36080 000137-66-6 | Ascorbyl palmitate

36160 010605-09-1 Ascorbyl stearate

36880 008012-89-3 Xema' tan-nahal

36960 003061-75-4 Behenamide

37040 D00112-85-6 Behenic acid

37280 001302-78-9 Bentonite

37600 D00065-85-0 Acidu benzojku

37680 000136-60-7 Acidu benzojku, buryl ester

TR0 D00093-89-0 Acidu benzojku, ethyl exter

38080 000093-58-3 Acidu benzojku, methyl ester

38160 002315-68-6 Acidu benzojku, propyl ester

38950 079072-96-1 | Bis (4-ethylbenzylidene) sorbitol

39890 087826-41-3 Bis (methylbenzylidene) sorbitol

069158-41-4
054686-97-4

40400 010043-11-5 Boron nitride

40570 000106-97-8 Butane

41040 005743-36-2 Calcium buryrate

41280 001305-62-0 Idrossidu tal-kalcju

41520 001305-78-8 Ossidu tal-kal¢ju

41600 012004-14-7 Calcium sulphoaluminate

037293-22-4
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PM/Ref. No.|  CAS Ne. Isem Restrizzjonijict
(1) (2) 3 (4)

41760 008006-44-8 Candelilla wax

41960 000124-07-2 Acidu kapriliku

42160 00(0124-38-9 Dijossidu tal-karbonju

42500 — Acidu, melh karboniku

42640 OO0S000-11-7 Carboxymethylcellulose

42720 (08015-86-9 Carnauba wax

42800 009000-71-9 Kaseina

42960 064147-40-6 | Zejt ir-rignu, disidratat

43200 = Zejt ir-rignu, mono- u diglycerides

43280 OON04-34-6 Celluloa

43300 009004-36-8 Cellulose acetate butyrate

43360 068442-85-3 Celluloza, rigenerata

43440 008001-75-0 Ceresin

44160 000077-92.9 Acidu Citriku

44640 000077-93-0 Acidu citriku, iriethyl ester

45280 - Fibri tal-goton

45560 014464-46-1 Cristobalite

45760 0o0108-91-8 Cyelohexylamine

45920 009000-16-2 Dammar

45940 000334-48-5 n-Decanoic acid

46070 010016-20-3 alpha-Dextrin

46080 007585-39-.9 beta-Dextrin

46375 06179)-53-2 Diatomaceous earth

46480 032647-67-9 Dibenzylidene sorbitol

46790 004221-80-1 3.5-Di-tert-butyl-4-hydroxybenzoic acid,
2 4-di rerr-burvlphenyl ester

46800 067845-93-6 | 3.5-Di-tert-butyl-4-hydroxybenzoic acid,
hexadecyl ester

46870 DO3135-18-0 3. 5-Di-teri-butyl-d-hydroxybenzviphospho-
nic acid, dioctadecyl ester

47440 D00461-58-5 Dicyanodiamide

49540 O00067-68-5 Dimethyl sulphoxide

51200 000126-58-9 Dipentaerythrital

51760 025265-71-8 Dipropyleneglycal

0001 10-98-5

52640 016389-88-1 Dalomite

52730 000112-86-7 Acidu eruciku

52800 000064-17-5 Ethanol

53270 037205-99-5 Ethylearboxymethylcellulose

53280 009004-57-3 Ethylcellulose

53360 0001 10-31-6 NN'-Ethylenebisoleamide

53440 005518-18-3 NN'-Ethylenebispalmitamide

53520 0001 10-30-5 N.N'-Ethylenebisstearamide

53600 O00060-00-4 Ethvlenediamineretraacetic actd

54005 005136-44-7 Ethvlene-N-palmitamide-N'-stearamide

54260 009004-58-4 Ethylhydroxyethylcellulose

54270 — Ethyihydroxymethylcellulose

54280 - Ethylhydroxypropylcellulose

54450 - Xahmijiet v zjul, minn sorsi ta’ hwejjeg ta'
I-ikel mill-annimali jew haejjex

54480 - Xahmijiet u Zjut, idrogenati, minn sorsi ta’
hwejjeg ta’ l-ikel mill-annimali jew hxejjex

55040 000064-18-6 Acidu formiku

55120 0001 10-17-8 Acidu fumariko

55190 029204-02-2 Acidu gadolejku

55440 (09000-70-8 Gelatina
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PM/Ref. No. CAS No. lsem Restrizzjonijiet
(1) (2} (3) 4)

55680 000110-94-1 Acidu glutariku

55920 00056-81-5 Glycerol

56020 (99880-64-5 Glycerol dibehenate

56360 — Glveerol, esters b"acidu acetiku

56487 — Glyeerol, esters b"acidu butirriku

56490 — Glycerol, esters b atidu erutiku

56495 - Glyceral, esters bi 1 2-hydroxystearic acid

56500 — Glyeerol, esters b’acidu lawriku

56510 — Glyeerol, esters b'acidu linolejku

56520 - Glycerol, esters b'acidu miristiku

36540 - Glycerol, esters b'acidu olejku

56550 - Glycerol, esters b’ acidu palmitiku

56565 — Glycerol, esters b’acidu nonanojku

56570 — Glycerol, esters b acidu propjoniku

56580 — Glycerol, esters b'acidu ricinolejku

56585 — Glyeerol, esters b"acidu steariku

56610 030233-64-8 Glycerol monobehenate

56720 026402-23-3 | Glycerol monohexanoate

56800 030899-62-8 Glyeerol monolaurate diacetate

S6EE0 026402-26-6 Glycerol monooctanoate

57040 - Glyceral monooleare, ester b’ acidu askor-
biku

57120 -— Glycerol monpoleate, ester b'acidu citrikuo

57200 — Glycerol monopalmitate, ester b'acidu
askorbiku

ST280 — Glycerol monopalmitate, ester b'acidu
citriku

57600 — Clycerol monastearate, ester b'acidu
askorhiku

57680 — Glycerol monostearate, ester b'adidu éitriku

57920 000620-67-7 Glyeerol triheplancate

58300 — Glyeine, melh

58320 007782-42-5 Graphite

58400 009000-30-0 Ciuar gum

58480 009000-01-5 CGomma arabika

58720 000111-14-8 | Heptanoic acid

59360 000142-62-1 Hexanoic acid

59760 019569-21-2 Huntite

59990 007647-01-0 Adidu idrokloriku

60030 012072-90-1 Hydromagnesite

0080 012304-65-3 Hydrotalcite

60160 000120-47-8 4-Hydroxybenzoic acid, ethyl ester

60180 004191-73-5 -Hydroxybenzoic acid, isopropyl ester

60200 000099-76-3 4-Hydroxvbenzoic acid, methyl ester

60240 00094-13-3 4-Hydroxybenzoic acid, propyl ester

60560 (9004-62-0 Hydroxyethvlcellulose

60880 (09032-42-2 Hydroxyethvlimethyicellulose

61120 o005-27-0 Hydroxyethyl starch

61390 037353-59-6 Hydroxymethylcellulose

61680 D09004-64-2 Hydroxypropylcellulose

61800 009049-76-7 Hydroxypropyl starch

61840 000106-14-9 12-Avdroxystearic acid

62140 006303-21-5 Hypophosphorous acid

62240 001332-37-2 Ossidu tal-hadid

62450 000078-78-4 Isopentane

62640 008001-39-6 | Japan wax
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PMIRef. No.| ~ CAS No. lsem Restrizzjonijiet

(1) (2) (3) (4)

62720 001332-58-T | Kaolin

62800 - Kaolin, kalcinat

62960 000050-21-5 Acidu lattiku

63040 00 138-22-7 Adcidu lattiku, buryl ester

63280 (0 143-07-7 Adidu lowrikn

63760 D08002-43-5 Lecitina

63840 000123-76-2 | Acidu levuliniku

63920 D00557-59-5 Lignoceric acid

64015 000060-33-3 Acidu linolejku

64150 028290-79-1 Acidu linoleniku

64500 - Lysine, melh

64640 001309-42-8 Idrossidu tal-manjesju

64720 001309-48-4 Ossidu tal-manjesju

65020 D06915-15-7 Acidu maliku

65040 D00141-82-2 Adidu maloniku

65520 000087-78-5 Mannitol

66200 037206-01-2 Methylcarboxymethylcellulose

66240 009004-67-5 Methylcellulose

66640 D09004-59-5 Methylethylcellulose

66695 - Methylhydroxymethylcellulose

66700 009004-65-3 Methylhydroxypropylcellilose

67120 012001-26-2 Mica

67200 001317-33-5 Molybdenum disulphide

67840 —_ Acidi montani¢i ujew l-esters taghhom bl-
ethyleneglycol uwijew b’1 3-butanediol
u/jew bil-glyceral

67850 (H08002-53-7 Montan wax

67891 (10544-63-8 Atidu miristiku

68040 003333-62-8 | 7-/2H-Naphtho-(1,2-Djiriazol-2-ylj-3-
phenylcoumnarin

68125 D68 187-64-4 Nepheline syenite

69040 000112-80-1 Acidu olejku

69760 000143-28-2 Oleyl aleohol

70000 (y70331-94-1 2,2"-Oxamidobis|ethyl-3-(3,5-di-tert-butyl-
4-hydroxypehnyl)-propionate|

70240 012198-93-5 Ozokerite

70400 000057-10-3 Acidu palmitiku

71020 000373-49-9 Palmitoleic acid

71440 009000-69-3 Pectin

71600 000115-77-5 Pentaerythritol

71680 006683-19-8 Pentaerythritol tetrakis( 3-(3,5-di-tert-butyl-
4-hydroxypehnyl)-propionate ]

71720 000 109-66-0 Pentane

72640 07664-38-2 Acidu fosforiku

74240 031570-04-4 Atidu fosforiku, tris(2,4-di-tert-
butylphernyl) ester

T4480 O0008E-99-3 o-Phthalic acid

76320 DO00BS-44-9 Anidridu fraliku

76720 0090 1 6-00-6 Polydimethyisiloxane

063148-62-9
76960 025322-68-3 | Polyethyleneglycol
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77600 061788-85-0 Polyethyleneglycol ester ta" Zejt ir-rignu
idrogenat

77702 - Polyethyleneglycol esters ta’ aliphatic mono!
carboxylic acids (C-C,), u s-sulfati ta’
|-ammoniju u sodju taghhom

79040 009005-64-5 Polyethyleneglycol sorbitan monolaurate

79120 009005-65-6 | Polyethyleneglycol sorbitan monooleate

79200 009005-66-7 Polyethyleneglycol sorbitan monopalmitate

79280 009005-67-8 Polyethyleneglycol sorbitan monostearate

79360 D09005-70-3 Polyethyleneglycol sorbitan trioleate

79440 009005-71-4 Polyethyleneglycol sorbitan iristearate

80240 029894-35-7 | Polyglycerol ricinoleate

B0640 - Polyoxyalkyl{C -C Jdimethylpolysiloxane

BO720 Q0B017-16-1 Polyphosphoric aclds

81520 007758-02-3 Bromur tal-potassju

81600 001310-58-3 Idrossidu tal-potassju

B1840 000057-55-6 1,2-Propanediol

81882 O00067-63-0 2-Propanol

B2000 Q00079-09-4 Acidu propjoniku

B2080 009005-37-2 1,2-Propylensglycol alginate

B2240 022788-19-8 1,2-Propyleneglycol dilaurate

82400 D00105-62-4 1.2-Propyleneglycol dioleate

82560 033587-20-1 | 1,2-Propyleneglycol dipalmitate

82720 006182-11-2 1,2-Propyleneglycol distearate

82800 027194-74-7 1,2-Propyleneglycol monolaurate

82960 001330-80-9 | 1,2-Propyleneglycol monooleate

83120 029013-28-3 | 1,2-Propyleneglycol monopalmitate

83300 001323-39-3 | 1,2-Propyleneglycol monostearate

83320 - Propylhydroxyethylcellulose

83325 - Propylhydroxymethylcellulose

83330 - Propylhydroxypropyicellulose

83440 02466-09-3 Pyrophosphoric acid

83455 013445-56-2 Pyrophosphorous acid

B3460 012269-78-2 Pyraphyliite

83470 014808-60-7 Quartz

83610 073138-82-6 Acidi tar-rezina u acidi tar-rosin

83840 008050-09-7 Rosin

84000 008030-31-5 Rosin, ester bil-glycerol

24080 008050-26-8 Rosin, ester bil-pentaerythritol

84210 065997-06-0 Rosin, idrogenat

84240 065997-13-9 Rosin, idrogenat, ester bil-glycerol

B4320 DOBOS0-15-5 Rosin, idrogenat ester bil-methanol

B4400 064365-17-9 Rosin, idrogenat ester bil-pentaerythritol

84560 D09006-04-6 Lastiku, naturali

84640 D00069-72-7 Acidu saliciliku

25600 — Silikati, naturali

85980 — Adidu, melh sili¢iku

86000 - Acidu siliciku, silylated

86160 000409-21-2 Karbur tas-silicon

B6240 007631-86-9 Dijossidu tas-silicon

86560 007647-15-6 Bromur tas-sodju

86720 001310-73-2 Idrossidu tas-sodju

87200 0001 10-44-1 Acidu sorbiku

87280 029116-98-1 Sorbitan dioleate
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PMIRef No.|  CAS Ne. lsem Restrizzionijiet
(1) (2) (3) 4)

87520 062568-11-0 Sorbitan monobehenate

87600 001338-39-2 Sorbitan monolaurate

87680 001338-43-8 Sorbitan monooleate

B7760 026266-57-9 | Sorbitan monopalmitate

27840 D01338-41-6 Sorbitan monostearate

87920 061752-68-9 Sorbitan tetrastearate

ER080 026266-58-0 Sorbitan trioleate

RR160 054140-20-4 Sorbitan tripalmitate

88240 026658-19-5 Sorbitan tristearate

B8320 D00050-70-4 Sorbitol

EE600 026836-47-5 Sorbitel monostearate

BR800 (09005-25-8 Larmtu li jittiekel

S8880 068412-29-3 Lamtu, idrolizeat

29040 000057-11-4 Acidu steariku

90720 058446-52-9 | Stearoylbenzoylmethane

90800 005793-94-2 Stearoyl-2-lactylic acid, melh tal-kaléju

90960 D00110-15-6 Adidu suéciniku

91200 000126-13-6 | Sucrose acetate isobutyrate

91360 000126-14-7 Sucrose oclaacetate

91840 D07704-34-9 Kubrit

91920 007664-93-9 Atidu solforiku

92080 014807-96-6 Tale

92160 DODORT-60-4 Acidu tartariku

92195 — Tawrine, melh

92205 (157569-40- Terephthalic acid, diester bi 2,2"-methyle-
nebisi4-methyl-6-tert-burylphenol )

92350 000112-60-7 Tetraethvleneglycol

92640 000102-60-3 NNN'N'-Tetrakis{ 2-hydroxypropyl)
ethvlenediamine

93440 013463-67-7 Dijossidu tat-titanju

93520 000059-02-9 | alpha-Tocopherol

010191-41-0

93680 DO9000-635-1 Tragacanth gum

04320 000112-27-6 Triethyleneglycol

05200 001709-70-2 1.3.5-Trimethyl-2,4,6-trix (3,5-di-tert-butyl-
d-hydroxybenzyl Jbenzene

05005 013983-17-0 Wollastonite

95920 - Trab u fibri ta" |-injam mhux trattati

95935 011138-66-2 Xanthan gum

96190 020427-58-1 Idrossidu tag-zingu

06240 001314-13-2 Ossidu taz-zingu

26320 0D01314-98-3 Sulphide 1ak-kingu




IL-HAMES SKEDA

(Regolament 9)

Lista ta’ Sustanzi Awtorizzati fil-Manifattura ta’
Film ta’ Celluloza Rigenerata

Il-percentaggi f'din l-Iskeda, l-ewwel u t-tieni tagsimiet, huma espressi
f'weight/weight (w/w) u huma kkalkulati b'relazzjoni ghall-kwantita ta’ film ta’
¢elluloza rigenerata anidru mhux ikkowtjat. Is-sustanzi wzati ghandhom ikunu ta’
kwalita teknika tajba ghar-rigward tal-kriterji ta’ purita.

L-EwweL TAQsSIMA

Film ta’ éelluloza rigenerata mhux ikkowtjat

Denominazzjonijiet

Restrizzjonijiet

A. CelluloZa rigenerata

B.  Additivi

1. Softeners

— Bis (2-hydroxvethyl) ether [ = diethy-
leneglyeol]

— Ethanediol [ = monoethyleneglycol]

— [, 3-butanediol

— Glyeerol

— L2-propanediol [ = 1,2 propyleneglycol]
— Polyethylene oxide [ = polyethyleneglycol]

— 1.2-polyprapylene oxide = [ 1.2 poly-
propyleneglycol ]

— Sorbitol
— Tetraethyleneglycol
— Triethyleneglycol

— Ulrea

2. Additivi ohra
L-EWWEL KLASSI

— Adidu acetiku u l-melh N4, Ca, Mg, K u
Na tieghu

Mhux ingas minn 72% (w/w)

Mhux izjed minn 27% (w/w) fit-total

[| Biss ghal films mahsuba biex jigu kkowtjati u mbaghad

uzati ghal hwejjeg ta' l-ikel i ma jkunux umidi, i.e. i
ma jkunx fihom ilma li jkun fizikament liberu fil-wice.
L-ammont totali ta® bis (2-hydroxyethyl) ether u
ethanediol pretenti fil-hwejjeg ta' l-ikel li jkunu gew
fkuntatt ma® film ta’ din ix-xorta ma jistax jeccedi 30
mg/kg tal-haga ta' |-ikel.

Piz molekulan medju bejn 250 and 1200

Piz molekulari medju mhux izjed minn 400 u kontenut
@' 1, 3-propanediol liberu mhux izjed minn 1% (wiw)
fis-sustanza

Mhux izjed minn 1% (w/w) fit-total

[l-kwantith tas-sustanza jew grupp ta' sustanzi f"kull
indentatura ma tistax tedéedi 2 mg/dm? tal-film mhux
ikkowtjat



Denominazzjonijict Restrizzjonijiet

— Acidu askorbiku u l-melh NH , Ca, Mg, K u
Na tieghu
— Acidu benzojku sodium benzoate

— Acidu formiku u l-melh NH, Ca, Mg, K u
Na tieghu

— Acidi grassi lineari, saturati jew mhux
saturati, b’ numru pari ta” atomi tal-karbonju
minn & sa 20 inkluzivi kif ukoll acidi
behenic v atidi ricinolejéi u l-melh NH . Ca,
Mg, K, Na, Al, Zn 1a’ dawn |-ac¢idi

— Acidi ¢itrikl, d v | lactic acids, a¢idi malej-
ci, l-tartaric acids u l-melh Na u K taghhom

— Acidu sorbiku u -melh NH, Ca, Mg, Ku
Na taghhom

— Amides ' acidi grassi Lineari, saturati jew
mhux saturati, b’numru pari ta’ atomi tal-
karbonju minn & sa 20 inkluzivi kif ukoll I-
amides ta' atidi behenic o acidi nicinolejéi

— Lamti v dgig naturali Ii jiuteklo

— Lamti v dgiq li jittieklu modifikati bi
trattament kimiku

— Amylose

— Karbonati u chlorides tal-kaléju v manjesju

— Esters tal-glycerol b'aidi grassi lineari,
saturati jew mhux saturati, b numru pari 1a’
atomi tal-karbooju minn 8 sa 20 inklozivi
wiew b aéidi adipici, acidi ¢itriki, acidi /2-
hvdroxystearic (oxystearin}, acidi ricinolej-
i

— Esters tal-polyoxyethylene (8 sa 14 gruppi
ta' l-oxverhylene) b acidi grassi lineari,
saturati jew mhux saturati, b'numru pari ta'
atomi tal-karbonju minn 8 sa 20 inkluZivi

— Esters tas-sorbitol b'acidi grassi lineari,
saturati jew mhux saturati, b'numru pari 1a’'
atomi tal-karbonju minn 8§ sa 20 inkluzivi

— Mono- uliew di-esters ta" acidu steariku bl-
ethanediol u/jew bis {2-hydroxyethyl) ether
wiew triethylene glycol

— Ossidi v idrossidi ta” l-aluminju, kaléju
manjesju v sificon u silikati u silikarti idrati
ta' l-aluminju, kalcju, manjesju u potassju

— Polyethylene oxide | = polyethyleneglycol] | Pit medju molekulari bejn 1200 u 4000
— Propjonat tas-sodju




B 225

Denominazzjonijiet Restrizzjonijiet

IT-TIENI KLASSI 1l-kwantiti totali tas-sustanzi ma tistax tecéedi I mg/dm®
tal-film mhux ikkowtjat u l-kwantitd tas-sustanza jew
grupp ta’ sustanzi {"kull indentatura ma tistax teccedi
0.2 mg/dm? (jew limitu aktar baxx fejn ikun hemm spe-
cifikat wiehed) tal-film mhux ikkowtjat

— Sodium alkyl (C, 1o C ) benzene sulphonate

— Sodium isopropyl naphthalene sulphonate

— Sodium alkyl (C, to C,,) sulphate

— Sodium alkyl (C, to C ) sulphonate

— Sodium diectylsulphosuccinate

— Distearate 1a' dihydroxyethyl diethylene | Mhux izjed minn 0,05 mg/dm?® tal-film mhux ikkowtjat

triamine monoacetale

— Ammoniwm, magnesiun U potassium lauryl
sulphates

— N.N'-distearoyl diaminoethane, N.N'-
dipalmitoyl diaminoethane u N.N'-dioleoyl
diaminpethane

— 2-heptadecyl—4,4-bis{methylene-stearate)
oxazoline

— Polyethylene-aminostearamide ethyl-

sulphate

Mhux izjed minn 0,1 mg/dm? tal-lilm mhux ikkowtjat

IT-TIELET KLASSI — Anchoring agent [1-kwantith totali tas-sustanzi ma tistax teccedi 1 mg/dm?

tal-film mhux ikkowtjat

— Prodon tal-kondensazzjoni ta’ melamine- | Kontenut ta’ formaldehyde liberu mhux izjed minn 0.5

formaldehyde mhux modifikat, jew li jista’
jigi modifikat bi prodott jew izjed minn
dawn li gejjin:

butanol, diethylenetriamine, ethanol,
triethylenetetramine, tetraethylenepen-
tamine, trif 2-hydroxvethyl) amine, 3,3'-
diaminodipropylamine, 4,4 -diaminodibu-
rvlamine

— Prodott tal-kondensazzjoni ta' melamine-

urea-formaldehvde modifikat bi tris-(2-
hydroxyethyl}) amine

— Cross-linked cationic polyalkyleneamines:

{a) polyamide-epichlorhydrin resin ib-
bazata fug diaminopropylmethylamine u
epichlorhydrin

{b) polvamide-epichlorirydrin resin ibbaza-
ta fuq epichlorhydrin, aéidu adipiku,
caprolactam, diethylenetriamine w/jew

ethylene-diamine

mg/dm? tal-film mhux ikkowtjat
Kontenut ta' melamine liberu mhux izjed minn 0.3
mg/dm’ tal-film mhux ikkowtjat

Kontenut ta’ formaldehyde liberu mhux izjed minn 0.5
mg/dm’ tal-film mhux ikkowtjat

Kontenut ta’ melamine liberu mhux izjed minn 03
mg/dm?* tal-film mhux ikkowtjat

Skond id-direttivi tal-Komunita Ewropea, jekk
applikabbli



b inazzionijiet Restrizzionijiet

(&) polvamide-epichlorhyedrin resin ibbaza-
ta fug acidu adipiku, diethylenetriamine u
epichlorhydrin, jew tahlita ta’ epichlor-
hydrin v ammonja

(d) polyamide-polyamine-epichlorhydrin
resin ibbazata fug epichlorhydrin, dimethyl
adipate u diethylenetriamine

(e) polvamide-polvamine-epichlorhydrin
resin ibbazata fuq epichiorhydrin, adipa.
mide u diaminopropyimethylamine

— Polyethyleneamines v polyethylencimines | Mhux izjed minn 0,75 mg/dm® tal-film mbux ikkowtjat

= Prodott tal-kondensazzjoni ta’ wrea- | Kontenut ta’ formaldehyde libera mhux izjed minn 0.5
formaidehyde mhux modifikat, jew li jista” | mg/dm® tal-film mhux ikkowtjat
jigi modifikat bi prodott jew izjed minn
dawn li gejjin:
aminomethylsulphonic acid, sulphanilic
acid, butanol, diaminobutane, diamino-
diethylamine, diaminodipropylamine,
diaminopropane, diethylenetriamine,
ethanol, guanidine, methanol, tetraethy-
lenepentamine, triethylenetetramine,
sodium suiphite

IR-RABA" KLASS]
— Prodowi li jirrizultaw mir-reazzjomi @’ |- | [I-kwantith totali tas-sustanzi ma tistax teééedi 001
amines ta’ tjut li jittieklu ma’ polyethylene | mg/dm? tal-film mhux ikkowtjat
oxide
—  Monoethanolamine lauryl sulphate




Ir-Tient TagsiMAa

Film ikkowtjat ta’ ¢elluloza rigenerata

Denominazzjonijiet

Restrizzjonijict

Celluloza rigenerata
Additivi

Coating

1. Polymers

— Ethyl, hydroxyethyl, hydroxypropyl u
methyl ethers tac-celluloza

— Nitrat ta¢-éelluloza

— Polymers, copolymers u t-tahlitiet taghhom
maghmula minn dawn il-monemers i
gejjin:

vinyl acetals derivati minn aldehydes
saturati (C saC))

vinyl acetate

alkyl (C, sa C) vinyl ethers

Acidi akrili¢i, krotonici, itakonici, malejci,
metakrilici u L-esters taghhom
butadiene

styrene

methyisiyrene

vinylidene chiloride

acrylonitrile

methacrylonitrile

ethylene, propylene, 1-u 2-butylene
vinyl chloride

2. Reiina

— Kaseina

— Colophony u/jew il-prodotti taghha ta'
polimerizzazzjoni, idrogenazzjoni, jew
disproporzjonazzjoni u l-esters taghhom

Ara l-ewwel lagsima ta’ din |-lskeda

Ara l-ewwel tagsima ta’ din I-Iskeda

Mhux izjed minn 50 mg tal-coaring/dm? tal-film fug in-
naha fkontatt mal-hwejjeg ta” l-ikel

ll-kwantita totali tas-sustanzi ma tistax tecéedi 50
mg/dm’ tal-coating fug in-naha Fkuntatt mal-hwejjeg ta”
l-ikel

Mhux izjed minn 20 mg/dm® tal-coating fug in-naha
F'kuntatt mal-hwejjeg ta’ I-ikel; kontenut ta’ nitrogenu
bejn 10.8% (wiw) u 12.2% (w/w) lin-nitrat tac-celluloza

' Skond id-direttivi tal-Komunith Ewropea, jekk
applikabbli

I
Skond ir-regolament 7 ta’ dawn ir-regolamenti

H-kwantiti totali tas-sustanzi ma tistax teccedi 12,5
mg/dm*tal-coating fuq in-naha {"kuntatt mal-hwejjeg ta°
I-ikel v unikament ghall-preparazzioni ta® films ta’
celluloza rigenerata b'coatings ibbazati fug in-nitrat
tac-celluloza jew vinyl chioride u vinyl acetate copolymer
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Restrizzioniii

ta’ methyl, ethyl jew alkoholi polivalenti C,
sa C, jew tahlitiet ta’ dawn l-alkoholi

Colophony uljew il-prodotti taghha '
polimerizzazzjoni, idrogenazzjoni, jew
disproporzjonazzjoni kondensati b'aéidi
akrilici, malejci, Citrici, fumanici u/jew fNali-
i wiiew 2,2 bis (4-hydraxyphenyl) propane
formaldehyde u esterifikati bil-methyl ethyl
jew alkoholi polivalenti C, sa C_jew tahlitiet
ta’ dawn l-alkoholi

Esters derivati minn bis (2-hydroxyethyl)
ether biz-tieda ta’ prodotti ta” betapinens
wjew dipentene w/jew diterpene u anidridu
malejku

Gelatina li titticke)

Zejt ir-rignu u l-prodotti tieghu ta’ dis-
idratazzjoni jew idrogenazzjoni u l-prodotti
tieghu ta’ kondensazzjoni b'aéidi tal-poly-
glycerol, acidi adipici, Sitrici, malejéi, fuali-
1 u sebacici

Gomma naturali [= damar]
Poly-beta-pinene [= terpenic resins)

Urea-formaldehyde resins (ara anchoring
agents)

Plasticizers

— Aceryl triburyl citrare

— Acetyl tri{ 2-ethylhexvl) eitrate
— Di-isobutyl adipate

— Di-n-buryl adipate

— Di-n-hexyl azelate

— Butvlbenzylphthalate

— Di-n-butyl phthalate

— Dicyclohexyl phthalate

— 2-ethylhexyl diphenyl phosphate

— Glycerol monoacetate [= monoaceiin]

— Glycerol diacetate [= diacetin ]

— Glyeerol triacetate [= triacetin]

Il-kwantith totali tas-sustanzi ma tistax teééedi 6 mg/dm’
tal-coating fuq in-naha Tkuntatt mal-hwejjeg ta® I-ikel

Mhux izjed minn 2,0 mg/dm’ tal-coating fuq in-naha
{"kuntatt mal-hwejjeg ta" l-ikel

Mhux izjed minn 3.0 mg/dm’ tal-coating fuq in-naha
{"kuntan mal-hwejjeg 1a” I-ikel

Mhux izjed minn 4,0 mg/dm® tal-coating fuq in-naha
kuntan mal-hwejjeg " l-ikel

Mhux izjed minn 2.5 mg/dm’ tal-coating fug in-naha
Mkuntart mal-hwejjeg ta" l-ikel



Denominazzjonijiet Restrizzjonijiet

— Di-buryl sebacate

— Dif2-ethylhexal) sebacate [= dioctyl-
sebacare |

— Di-n-butyl tartrate
— Di-isoburyl tartrate

4. Additivi ohira Il-kwantiti totali tas-sustanzi ma tistax tecéedi 6 mg/dm®
fil-film ta" celluloza rigenerata mhux ikkowtjat, inkluz
il-coating fug in-naha kuntatt mal-hwejjeg ta’ l-ikel

4.1.  Additivi mniziia fl-ewwel parti L-istess restrizzjonijiet bhal fl-ewwel parti (izda 1-
kwantitajiet "'mg/dm? jirreferu ghall-film ta” éelluloza
rigenerata mhux ikkowtjat, inkluz il-coating fuq in-naha
fkuntatt mal-hwejjeg ta” l-ikel

4.2, Addirivi specifiéi ta’ coating [l-kwantitd tas-sustanza jew grupp ta' sustanzi 'kull
indentatura ma tistax teééedi 2 mg/dm® (jew limitu aktar
baxx fejn ikun hemm specifikat wiched) tal-coating fug
in-naha f'kuntatt mal-hwejjeg ' l-ikel

— I-hexadecanol u I-octadecanol

— Esters ta’ acidi grassi lineari, saturati jew
mhux saturati, b'numri pari ta’ atomi tal-
karbonju minn 8 sa 20 inkluzivi u ta’ aéidu

ricinolejku b'ethyl, butyl, amyl u oleyl linear
alcohols

— Montan waxes, li jikkonsistu Macidi
montanici (C,, sa C,) purifikati uwjew |-
esters taghhom bl-ethanediol uw/jew 1, 3
butanediol uljew il-melh tal-kaléju jew
potassju taghhom

— Camauba wax

— Xema' tan-nahal

— Esparto wax

— Candelilla wax

— Dimethylpolysiloxane Mhux izjed minn | mg/dm? tal-coating fug in-naha

{"kuntatt mal-hwejjeg ta’ l-ikel

— Epoxidized soya-bean oil (kontenut ta'
oxirane 6 s5a 8%)

— Xema' ta' paraffina raffinata u xema
mikrokristallina

— Pentaerythritol tetrastearate

— Mono u bis(octadecyldiethyleneoxide)- | Mhux itjed minn 0.2 mg/dm? tal-coating fuq in-naha
phosphates Ckuntatt mal-hwejjeg ta’ l-ikel

— Acidi alifati¢i (C, to C,) esterifikati bi
mono- jew di-{ 2-hydroxyethyl Jamine

— 2- u 3-tert.butyl-4-hydroxyanisole [=buty- | Mhux izjed minn 0,06 mg/dm® tal-coaring fug in-naha
lated hydroxyanisole — BHA | kuntant mal-hwejjeg ta” I-ikel




D jeszzjoniilet Restrizzjoniiet

— 2 6-di-tert.butyl-4-methylphenol [= buty- | Mhux izjed minn 006 mg/dm? tal-coaring fuq in-naha
lared hydroxyioluene — BHT| Mkuntatt mal-hwejjeg ta” kel

— Di-n-octyltin-bis( 2-ethylhexyl) maleate Mhux izjed minn 0,06 mg/dm’ tal-coating fug in-naha
(kuntatt mal-hwejjeg ta’ I-ikel

5. Solvent Il-kwantith totali tas-sustanzi ma tistax te¢éedi 0.6
mg/dm’ tal-coating fuq in-naha fkuntatt mal-hwejjeg
ta’ |-ikel

— Buyl acelate

— Ethyl acetate

— [Isobutyl acetate

— Isopropyl acetate

— Propyl acetate

— Acetone

~ I-butanol

~ Ethanol

— 2-butanol

— 2-propanol

— I-propanol

— Cyelohexane

— Ethyleneglycol monobutyl ether

— Ethyleneglveol monobuty! ether acelare
— Ethyleneglveol monoethyl ether

— Ethvleneglveol monoethyl ether acetate
— Ethyleneglycol monomethyl ether

— Ethyleneglycol monomethyl ether acetate
— Methyl ethyl ketone

~ Methyl isoburyl ketone

— Tetrahvdrofuran

— Toluene Mhix izjed minn 0,06 mg/dm’ tal-coating fuq in-naha
"kuntat mal-hwejjeg ta’ l-ikel
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