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Suppliment tal-Gazzetta tal-Gvern ta’ Malta, Nru. 17,613, 25 ta’ Gunju, 2004

Tagsima B

A.L. 343 ta’ 1-2004

ATT DWAR IS-SIGURTA FL-IKEL
(KAP. 449)

Regolamenti ta’ 1-2004 dwar Ilma Minerali Naturali

BIS-SAHHA tas-setghat moghtija bl-artikolu 10 ta’ 1-Att dwar is-
Sigurta fl-Ikel, il-Ministru tas-Sahha, 1-Anzjani u Kura fil-Komunita
ghamel ir-regolamenti li gejjin:-

1. It-titolu ta’ dawn ir-regolamenti hu Regolamenti ta’ 1-2004
dwar 1-Ilma Minerali Naturali.

2. Dawn ir-regolamenti ghandhom jidhlu fis-sehh fl-1 ta’ Lulju,
2004, izda:

(a) prodotti li jikkonformaw ma’ dawn ir-regolamenti
Jistghu jitpoggew fis-suq qabel dik id-data;

(b) prodotti ippakkjati u ittikkettjati qabel 1-1 ta’ Lulju, 2004
Jistghu jinbieghu sakemm jigu ezawriti I-hazniet.

3. Dawn ir-regolamenti jimplimentaw il-provvedimenti tad-
Direttiva tal-Kunsill 80/777/EEC dwar l-esplojtazzjoni u bejgh ta’ ilma
minerali naturali, kif emendata mid-Direttiva tal-Kunsill 80/1276/EEC,
mid-Direttiva tal-Kunsill 85/7/EEC, mid-Direttiva 96/70/EC tal-
Parlament Ewropew u tal-Kunsill, mir-Regolament (EC) Nru. 1882/2003
tal-Parlament Ewropew u tal-Kunsill, u mid-Direttiva tal-Kummissjoni
2003/40/EC.

4.1 Dawn ir-regolamenti jirrigwardaw ilma estratt mill-art ta’
Stat Membru tal-Komunita Ewropea u rikonoxxut mill-awtorita
responsabbli ta’ dak l-Istat Membru bhala ilma minerali naturali li
Jissodisfa 1-htigiet tal-provvedimenti ta’ Sezzjoni I ta’ 1-Ewwel Skeda.

4.2 Dawn ir-regolamenti jirrigwardaw ukoll ilma estratt mill-art
ta’ pajjiz terz, importat gewwa I-Komunita Ewropea u rikonoxxut bhala
ilma minerali naturali mill-awtorita responsabbli ta’ Stat Membru.

Isem u bidu fis-
sehh.

Skop u
applikabilita.
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4.3 Dawn ir-regolamenti ma ghandhomx japplikaw ghal:

(a) ilma li huwa prodott medicinali, skond id-definizzjoni
fl-Att dwar il-Medicini;

(b) ilma minerali naturali wzat fis-sors ghal skop ta’ kura fi
stabblilimenti termali jew idrominerali; u

(¢) ghal ilma minerali naturali intiz ghall-esportazzjoni lejn
pajjizi terzi.

5.1 L-ilma msemmi fir-regolament 4.2 jista’ jigi rikonoxxut biss
Jjekk l-awtorita responsabli fil-pajjiz fejn issehh 1-estrazzjoni iccertifikat
li I-ilma jissodisfa Sezzjoni I ta’ I-Ewwel Skeda, u 1i jsiru kontrolli
regolari dwar l-applikazzjoni tal-provvedimenti ta’ paragrafu 2 tat-Tieni
Skeda.

5.2 Il-validita tac-certifikazzjoni msemmija fir-regolament 5.1
hija ghal perjodu ta’ hames snin. Ma huwiex mehtieg li tigi ripetuta 1-
procedura ta’ rikonoxximent msemmija fir-regolament 4.2 jekk ic-
certifikazzjoni tigi mgedda qabel ma jiskadi I-perjodu msemmi.

5.3 Ir-ragunijiet li fughom jinghata r-rikonoxximent imsemmi
fir-regolamenti 4.1 u 4.2 ghandu jinghata f’forma dovuta mill-awtorita
responsabbli u jigi ppubblikat b’mod ufficjali fil-Gazzetta.

54 L-awtorita responsabbli ghandha tinforma lill-Kummissjoni
Ewropea dwar kazijiet meta jkun inghata jew gie irtirat ir-rikonoxximent
msemmi fir-regolamenti 4.1 u4.2 .

6. Dak I-ilma biss msemmi fir-regolamenti 4.1 u 4.2 jista’ jinbiegh
bhala ilma minerali naturali.

7. Nixxieghat ta’ ilma minerali naturali jistghu jigu esplojtjati u
l-ilma taghhom jista’ jigi bbottiljat biss fi flixken skond it-Tieni Skeda.

8.1 Ilma minerali naturali, fl-istat tieghu fis-sors, ma jista’ jsirlu
ebda trattament iehor hlief:

(a) is-separazzjonita’ l-elementi mhux stabbli tieghu, bhal
ma huma komposti ta’ 1-hadid u kubrit, permezz ta’ tisfija jew
billi jitnehha I-ilma tal-wi, possibilment wara i jsir trattament bl-
ossigenu, sakemm dan it-trattament ma jibdilx il-kompozizzjoni



ta’ l-ilma f’dawk li huma I-kostitwenti essenzjali i jaghtuh il-
proprjetajiet tieghu;

(b) is-separazzjoni ta’ komposti tal-hadid, manganezju u
kubrit, u arseniku minn erta ilma minerali naturali permezz ta’
trattament b’arja mizjuda bl-ozonju sakemm tali trattament ma
jibdilx il-kompozizzjoni ta’ I-ilma f’dawk li huma l-kostitwenti
essenzjali li jaghtuh il-proprjetajiet tieghu, u sakemm:

(1) it-trattament jikkonforma ma’ kull kundizzjoni
ghall-uzu li tista’ tkun stabbilita skond il-procedura mnizzla
f’ Artikolu 12 tad-Direttiva tal-Kunsill 80/777/EEC,

(11) it-trattament ikun notifikat lil, u specifikament
ikkontrollat mill-awtoritajiet kompetenti;

(¢) is-separazzjonita’ kostitwenti mhux mixtieqa ghajr dawk
msemmija f’(a) jew (b), sakemm dan it-trattament ma jibdilx il-
kompozizzjoni ta’ 1-ilma f’dawk li huma l-kostitwenti essenzjali i
jaghtuh il-proprjetajiet tieghu, u sakemm:

(1) it-trattament jikkonforma ma’ kull kundizzjoni
ghall-uzu li tista’ tkun stabbilita skond il-procedura mnizzla
f” Artikolu 12 tad-Direttiva tal-Kunsill 80/777/EEC,

(i1) it-trattament ikun notifikat lil, u specifikament
ikkontrollat mill-awtoritajiet kompetenti;

(d) Il-eliminazzjoni totali jew parzjali ta’ diossidu tal-

2.2 Ilma minerali naturali, fl-istat tieghu fis-sors, ma tista’ ssirlu
ebda zieda hlief l-introduzzjoni jew l-introduzzjoni mill-gdid ta’
diossidu tal-karbonju taht il-kundizzjonijiet msemmija f’Sezzjoni III
ta’ 1-Ewwel Skeda.

2.3 B’mod partikolari, kull trattament ta’ disinfezzjoni b’kull
mezz ,u bla hsara ghar-regolament 8.2, iz-zieda ta’ elementi
batterjostatici jew kull trattament iehor li jista’ jibdel I-ghadd ta’ kolonji
vijabbli ta’ I-ilma minerali naturali, huwa projbit.

24 Ir-regolament 8.1 ma jfissirx projbizzjoni ghall-uzu ta’ ilma
minerali naturali u ilma tan-nixxiegha fil-manifattura ta’ soft drinks.
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Parametri
mikrobiologici.

9.1 L-ghadd totali ta’ kolonji li jibqghu hajjin ta’ ilma minerali
naturali fis-sors ghandu jagbel ma’ 1-ghadd normali ta’ kolonji 1i jibqghu
hajjin u jkun prova bizzejjed tal-harsien tas-sors minn kull
kontaminazzjoni. Dan il-ghadd totali ta’ kolonji ghandu jigi iddeterminat
taht il-kondizzjonijiet mnizzla f’Sezzjoni II ta’ I-Ewwel Skeda, punt
1.33.

9.1.1 Wara li l-ilma jitqieghed fil-flixken, 1-ghadd totali ta’
kolonji fis-sors ma’ ghandux ikun ta’ aktar minn 100 ghal kull millilitru
f’temperatura ta’ 20 sa 22 °C *72 siegha fuq l-agar-agar jew fuq tahlita
ta’ agar u gelatina u 20 ghal kull millilitru f’temperatura ta’ 37 °C {’24
siegha fuq l-agar-agar. L-ghadd totali ta’ kolonji ghandu jitkejjel fit-
tnax-il siegha wara li I-ilma jitqieghed fil-flixken, bl-ilma jigi mizmum
f’temperatura ta’ 4 °C + 1 °C wagqt dan il-perjodu ta’ 12 il-siegha.

9.1.2 Fis-sors, dawn il-valuri ma ghandhomx normalment jagbzu
20 ghal kull millilitru ftemperatura ta’ 20 sa 22 °C {’72 siegha u 5 ghal
kull millilitru f’temperatura ta’ 37 °C f’24 siegha rispettivament, taht
il-premessa illi dawn huma figuri ta’ gwida u mhux konc¢entrazzjonijiet
massimi permessi.

2.2 Fis-sors u waqt il-bejgh tieghu, ilma minerali naturali ghandu
jkun hieles minn:

(a) parassiti u mikro-organizmi patogenici;

(b) Escherichia coli u koliformi ohra u streptococci fekali
f’kull kampjun ta’ 250 ml li jigi ezaminat;

(c) mikrobi anerobici sporulati 1i jirriducu s-sulfit f’kull
kampjun ta’ 50 ml ezaminat;

(d) Pseudomonas aeruginosa f’kull kampjun ta’ 250 ml
ezaminat.

9.3 Minghajr pregudizzju ghal regolamenti 9.1 u 9.2 u ghall-
kondizzjonijiet ta’ esplojtazzjoni mnizzla fit-Tieni Skeda, fl-istadju ta’
bejgh:

(a) Il-ghadd totali ta’ kolonji li jibqghu hajjin ta’ ilma
minerali naturali jista’ jkun dak biss li jirrizulta miz-zieda normali
fil-kontenut ta’ batterji li kellu fis-sors,

(b) l-ilma minerali naturali ma’ ghandu jkollu l-ebda difetti
organolettici.



10. Kull kontenitur uzat sabiex jigi ippakkjat I-ilma minerali
naturali ghandu jkollu sistema ta’ eghluq iddisinjat sabiex jevita kull
possibilita ta’ tahlit jew kontaminazzjoni.

11.1 Id-deskrizzjoni waqt il-bejgh ta’ ilma minerali naturali
ghandu jkun ‘ilma minerali naturali’ jew, fil-kaz ta’ ilma minerali naturali
effervexxenti skond kif imsemmi f’Sezzjoni Il ta’ I-Ewwel Skeda, skond
il-kaz, ‘ilma minerali naturali ikkarbonat naturalment’, ‘ilma minerali
naturali mizjud b’gass mill-ghajn’ jew ‘ilma minerali naturali
ikkarbonat’.

11.1.1 Id-deskrizzjoni wagqt il-bejgh ta’ ilma minerali naturali 1i
gie sottopost ghal xi trattament imsemmi fir-regolament 8.1(d) ghandu
jkollha mizjud maghha, skond il-kaz, l-indikazzjoni ‘kompletament
dekarbonat’ jew ‘parzjalment dekarbonat’.

11.2  It-tikketti fuq flixken ta’ ilma minerali naturali ghandu wkoll
ikollhom fughom l-informazzjoni mandatorja li gejja:

(a) dikjarazzjoni tal-kompozizzjoni analtika, 1i taghti 1-
kostitwenti karatteristici;

(b) 1l-post fejn in-nixxiegha giet sfruttata u l-isem tan-
nixxiegha;

(¢) informazzjoni fuq kull trattament msemmi fir-
regolament 8.1(b) u (¢).

11.3 L-isem ta’ lokalita, rahal jew post jista’ jidher fil-kliem li
jintuza fil-kummerc¢ sakemm dan jirreferi ghal ilma minerali naturali li
n-nixxiegha tieghu tigi sfruttata fil-post indikat b’dik id-deskrizzjoni u
sakemm ma tqarraqx dwar il-post ta’ esplojtazzjoni tan-nixxiegha.

114 Mahuwiex permess li jinbiegh ilma minerali naturali mill-
istess nixxiegha taht aktar minn deskrizzjoni kummercjali wahda.

11.5 Fejnit-tikketti jew iskrizzjonijiet fuq il-kontenituri li fihom
jigi offrut ghall-bejgh l-ilma minerali naturali jinkludu deskrizzjoni
kummercjali differenti mill-isem tan-nixxiegha jew il-post ta’
esplojtazzjoni taghha, dak il-post jew l-isem tan-nixxiegha ghandu jkun
indikat b’ittri li jkunu ta’ lanqas darba u nofs I-gholi u 1-wisa’ ta’ 1-
akbar mill-ittri wzati ghal dik id-deskrizzjoni kummercjali.

11.5.1 L-ewwel subparagrafu ghandu japplika, mutatis mutandis
u bl-istess intenzjoni ghall-fini ta’ I-importanza li tinghata lill-isem tan-
nixxiegha jew il-post tal-esplojtazzjoni taghha, ghal dak li huwa d-
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deskrizzjoni kummercjali wzata fir-riklamar, f’kull forma, ghal ilma
minerali naturali.

11.6 Huwa projbit li jintuzaw, kemm fuq materjal ta’ l-ippakkjar
jew tikketti u kemm fir-riklamar ta’ kull xorta, ismijiet, ismijiet
proprjetarji, trade marks,ismijiet ta’ ditti, disinji jew sinjali ohra, kemm
jekk emblematici kemm jekk le, li:

(a) fil-kaz ta’ ilma minerali naturali, jissuggerixxu xi
karatteristika li -ilma ma ghandux, b’mod partikolari dwar l-origini
tieghu, id-data meta inghatat l-awtorizzazzjoni ghall-esplojtazzjoni,
ir-rizultati ta’ l-analizi jew kull referenza simili ghal garanziji ta’
awtenticita;

(b) fil-kaz ta’ ilma tax-xorb ippakkjat f’kontenituri li ma
jissodisfax il-htigiet ta’ Sezzjoni I ta’ 1-Ewwel Skeda, jista’ jigi
konfuz ma’ ilma minerali naturali, b’mod partikolari d-deskrizzjoni
‘ilma minerali’.

11.7 Kull indikazzjoni li tattribwixxi lill-ilma minerali naturali
proprjetajiet dwar prevenzjoni, kura jew fejqan ta’ xi marda fil-bniedem
hija pprojbita.

11.7.1 Izda, l-indikazzjonijiet msemmija fit-Tielet Skeda ma’
dawn ir-regolamenti huma awtorizzati jekk jissodisfaw il-kriterji
relevanti mnizzla f’dik I-Iskeda jew, fin-nuqqas taghhom, kriterji
mnizzla f’provvedimenti nazzjonali u sakemm dawn tfasslu fuq analizi
fiziko-kimici u, fejn mehtieg, ezamijiet farmakologici, fizjologici u
klinici 1i saru skond metodi xjentifici rikonoxxuti, skond Sezzjoni I,
paragrafu 2 ta’ I-Ewwel Skeda.

11.7.2 L-indikazzjonijiet ‘jghin id-digestjoni’, ‘jista’ jghin il-
funzjonijiet tal-fwied’ jew indikazzjonijiet simili huma awtorizzati. I1-
Kummissjoni dwar is-Sigurta ta’ 1-Ikel tista’ wkoll tawtorizza z-zieda
ta’ indikazzjonijiet ohra, sakemm dawn ta’ l-ahhar ma jmorrux kontra
l-principji msemmija fir-regolament 11.7 u huma kompatibbli ma’ dawk
imsemmija fis-subregolament 11.7.1.

11.8 Il-frazi ‘ilma tan-nixxiegha’ hija rizervata ghal ilma intiz
ghal konsum mill-bniedem fl-istat naturali tieghu, u mqieghed fil-flixken
fis-sors, li:

(a) jissodisfal-kundizzjonijiet ta’ esplojtazzjoni mnizzla fit-
Tieni Skeda, paragrafi 2 u 3, 1i japplikaw b’mod shih ghal ilma
tan-nixxiegha,



(b) jissodisfal-htigiet mikrobiologici mnizzla fir-regolament
9,

(¢) jissodisfa I-htigiet ta’ l-ittikkettjar fir-regolament 11.2
(b) u (¢) u fir-regolamenti 11.3 sa 11.5,

(d) ma giex sottopost ghal xi trattament hlief dawk
imsemmija fir-regolament 8.

B’zieda, ilma tan-nixxiegha ghandu jikkonforma ma’
provvedimenti ohra dwar il-kwalita ta’ ilma intiz ghall- konsum mill-
bniedem.

12.1 Fejnil-Kummissjoni ghas-Sigurta ta’ 1-Ikel ikollha ragunijiet
motivati sabiex tikkunsidra illi ilma minerali naturali ma jikkonformax
mal-htigiet mnizzlin f’dawn ir-regolamenti, jew li jista’ jkun ta’ periklu
ghas-sahha pubblika, ghalkemm dan I-ilma ikun qgieghed jiccirkola
b’mod hieles fi Stat Membru wiehed jew aktar, din tista’ temporanjament
tirrestringi jew tissospendi 1-kummerc f’dak il-prodott gewwa Malta.
Hija ghandha minnufih tinforma I-Kummissjoni Ewropea u 1-Istati
Membri l-ohra dwar dan u taghti ragunijiet ghad-decizjoni taghha.

12.2  Fuq talba minn xi Stat Membru jew mill-Kummissjoni
Ewropea, il-Kummissjoni ghas-Sigurta fl-Ikel ghandha tipprovdi kull
informazzjoni rilevanti dwar ir-rikonoxximent ta’ I-ilma, flimkien mar-
rizultati tal-ezamijiet regolari.

13.1 Sa mhux aktar tard mill-1 ta’ Jannar, 2006, I-ilma minerali
naturali ghandu, fil-mument 1i jitqieghed fil-kontenitur, jikkonforma
mal-limiti massimi ta’ koncentrazzjoni mnizzla fir-Raba’ Skeda ghall-
kostitwenti msemmija f’dik 1-Iskeda.

13.2 Izda, fil-kaz tal-florur u tan-nikil, it-terminu sa meta ghandu
jsehh dan huwa mtawwal sal-1 ta’ Jannar, 2008.

14. Ghall-iskop ta’ kontrolli uffi¢jali, ghandhom japplikaw 1-
ispecifikazzjonijiet elenkati fil-Hames Skeda ghall-ezami tal-kostitwenti
elenkati fir-Raba’ Skeda.

15.1 Ilma minerali naturali b’koncentrazzjoni ta’ florur li tagbez
1.5 mg/l ghandu jkollu fuq it-tikketta 1-kliem ‘fih aktar minn 1.5 mg/l
ta’ florur: mhux tajjeb ghal konsum regolari minn trabi u tfal taht is-
seba’ snin’.

15.2 L-informazzjoni ta’ fuq it-tikketta msemmija fir-regolament
15.1 ghandha titpogga fil-vicinanza immedjata ta’ 1-isem kummercjali
u b’ittri 1i jidhru b’mod car.
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15.3 L-ilma minerali naturali 1i, skond il-provvedimenti tar-
regolament 15.1, ghandu informazzjoni fuq it-tikketta, ghandu jkollu
indikat il-kontenut attwali ta’ florur fil-kuntest tal-kompozizzjoni fiziko-
kimika bhala kostitwenti essenzjali, skond ir-regolament 11.2.

16.1 Minghajr pregudizzju ghall-provvedimenti tar-regolament
8.1(b), l-applikazzjoni tat-trattament ta’ ilma minerali naturali b’arja
mizjuda bl-ozonju ghandu jkun notifikat bil-quddiem lill-awtorita
responsabbli, li ghandha tizgura illi:

(a) l-uzu ta’ dan it-trattament huwa iggustifikat mill-
kompozizzjoni ta’ 1-ilma ghal dawk 1i huma komposti tal-hadid,
manganezju, kubrit u arseniku;

(b) l-operatur jiehu I-mizuri kollha mehtiega sabiex
jiggarantixxi illi t-trattament huwa effettiv u minghajr perikolu u
jippermetti illi dan jigi verifikat mill-awtorita responsabbli.

16.2 It-trattament ta’ ilma minerali naturali bl-arja mizjuda bl-
ozonju ghandu jikkonforma ma’ dawn il-kundizzjonijiet kollha li gejjin:

(a) il-kompozizzjoni fiziko-kimika ta’ 1-ilma minerali
naturali ghal dawk li huma kostitwenti essenzjali ma ghandux
jinbidel bit-trattament;

(b) l-ilma minerali naturali gabel it-trattament ghandu
jikkonforma mal-kriterji mikrobiologi¢i msemmija fir-regolamenti
91u9.2;

(c) it-trattament ma ghandux iwassal ghall-formazzjoni ta’
residwi f’koncentrazzjoni li tagbez il-limiti massimi mnizzla fis-
Sitt Skeda jew residwi li jistghu jkunu ta’ riskju ghas-sahha
pubblika.

16.3  Skond ir-regolament 11.2(¢), it-tikketta fuq ilma minerali
naturali li jkun gie ttrattat b’arja mizjuda bl-ozonju ghandu jkollha fugha,
vicin il-kompozizzjoni analitika tal-kostitwenti karatteristici, il-kliem
‘ilma soggett ghal teknika awtorizzata ta’ ossidazzjoni permezz ta’ arja
mizjuda bl-ozonju’.

164 Il-provvedimentita’ dan ir-regolament ghandhom japplikaw
ghal ilma tan-nixxieghat.

17. 1d-Direttorat responsabbli mill-oggetti ta’ 1-ikel fi hdan 1-
Awtorita ta’ Malta dwar 1-Istandards huwa l-awtorita responsabbli ghar-
rikonoxximent ta’ ilma minerali naturali.



IL.

1.1

B 5793
L-EWWEL SKEDA

DEFINIZZJONI

‘Ilma minerali naturali’ ifisser ilma tajjeb mill-aspett mikrobiologiku, skond it-tifsira
tar-regolament 9, li gej minn water table taht l-art jew depositu u li johrog permezz ta’
nixxiegha li jittiched ilma minnha fi hrug naturali jew imhaffer wiehed jew aktar.

L-1lma minerali naturali jista’ jigi maghzul b’mod ¢ar minn ilma tax-xorb ordinarju:

(a) bin-natura tieghu, li hija ikkaratterizzata mill-kontenut ta’ minerali, elementi
tracca jew kostitwenti ohra u, fejn hu il-kaz, b’certi effetti;

(b) bl-istat originali tieghu,

biz-zewg Karatteristici jkunu gew ipprezervati shah minhabba l-origini taht l-art ta’

dan il-ilma, 1i gie b’hekk imhares minn kull riskju ta’ tniggiz.

Dawn il-karatteristici, 11 jistghu jaghtu lill-ilma minerali naturali proprjetajiet
favorevoli ghas-sahha, iridu jkunu gew ezaminati:

(a) minn dawn il-punti ta’vista li gejjin:
1. geologi¢i u idrologici,
2. fizici, kimiéi u fiziko-kimici,
3. mikrobiologici,
4. jekk mehtieg, farmakologici, fizjologici u kliniéi;
(b) skond il-kriterji msemmija f*Sezzjoni II;
(c) skond metodi xjentifi¢i approvati mill-awtorita responsabbli.

L-analizi 11 hemm referenza ghalihom f’(a)(4) jistghu jkunu mhux obbligatorji fejn I-
ilma jipprezenta l-karatteristici ta’ kompozizzjoni li fughom kien gie ikkunsidrat bhala
ilma minerali naturali fl-Istat Membru ta’ origini qabel ma dahlet fis-sehh id-Direttiva
80/777/EEC. Dan huwa I-kaz b’mod partikolari fejn l-ilma in kwistjoni ikun fih, ghal
kull kg, kemm fis-sors u kif ukoll wara li jitqieghed fil-flixken, minimu ta’ 1000 mg
ta’ materjal solidu totali fis-soluzzjoni jew minimu ta’ 250 mg ta’ diossidu tal-
karbonju hieles. '

[I-kompozizzjoni, temperatura u karatteristici essenzjali ohra tal-ilma minerali naturali
ghandhom jibgghu stabbli fil-limiti ta’ varjazzjoni naturali; b’mod partikolari, dawn
ma ghandhomx jintlagghu minn varjazzjonijiet possibli fir-rata ta’ tnixxija.

Skond regolament 9.1, lI-ghadd normali ta’ kolonji li jibgqghu hajjin tal-ilma minerali
naturali ifisser l-ghadd totali ta’ kolonji i jibga’ kostanti b’mod ragonevoli fis-sors
qabel kull trattament, u li I-kompozizzjoni kwalitattiva u kwantitattiva tieghu 1i tkun
ittiehdet in konsiderazzjoni fir-rikonoxximent ta’ dak l-ilma tkun ezaminata permezz
ta’ analizi perjodici.

HTIGIET U KRITERJI GHALL-APPLIKAZZJONI TAD-DEFINIZZJONI

Htigiet ghal studji geologi¢i u idrologici
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1.4.1

Ghandu jkun mehtieg li jinghataw il-partikolaritajiet li gejjin:

is-sit ezatt tal-gaciment b’indikazzjoni ta’ l-altitudini tieghu, fuq mappa bi skala ta’
mhux aktar minn 1:1000;

rapport geologiku dettaljat dwar l-origini u n-natura ta’ l-art;

l-istratigrafija tas-saff idrogeologiku;

deskrizzjoni tal-operazzjonijiet fil-gaciment;

id-demarkazzjoni tal-arja jew dettalji ta” mizuri ohra ghall-harsien tan-nixxiegha mit-
tniggis.

Htigiet ghal studji fizi¢i, kimici u fiziko-kimici

Dawn l-1studji ghandhom jistabilixxu:

ir-rata ta’ tnixxija tan-nixxiegha;

it-temperatura ta’ I-ilma fis-sors u t-temperatura ta’ l-ambjent;

ir-relazzjoni bejn in-natura ta’ I-art u n-natura u t-tip ta’ minerali fl-ilma;

ir-residwi xotti 180 °C u 260 °C;

il-konduttivita elettrika jew resistivita, bit-temperatura 1i fiha jsir il-kejl tkun
specifikata;

il-koncentrazzjoni ta’ ijoni ta’ l-idrogenu (pH);

l-anijoni u katijoni,

l-elementi mhux ijonizzati;

l-elementi tracca;

il-proprjetajiet radjo-aktinologici fis-sors;

feyn 1kun il-kaz, il-livelli relattivi ta’ l-izotopi ta’ l-elementi kostitwenti ta’l-ilma,
ossigenu (160-180) u idrogenu (protju, dewterju, trizju);

it-tossicita ta’ certi elementi kostitwenti ta’ 1-ilma, billi jinghata kaz tal-limiti mnizzlin
ghal kull wiehed minnhom.

Kriterji ghal analizi mikrobiologi¢i fis-sors

Dawn l-analizi ghandhom jinkluduL
xichda tan-nuqqas ta’ parassiti u mikro-organizmi patogenici;
determinazzjoni kwantitattiva ta’ l-ghadd ta’ kolonji li jibgghu hajjin 1li juru
kontaminazzjoni fekali:
(a) nuqqas ta’ Escherichia coli u koliformi ohra fi 250 ml £37 °C u 44.5 °C;
(b) nuqqas ta’ streptokokki fekali fi 250 ml;
(c) nuqqas ta” mikro-organizmi sporulati li jirriducu s-sulfit fi 50 ml;
(d) nuqgqas ta’ Pseudomonas aeruginosa fi 250 mi.
determinazzjoni ta’ I-ghadd totali ta’ kolonji li jibqghu hajjin f'kull ml ta’ ilma:
(1) 720 sa 22 °C 772 siegha fuq l-agar-agar jew fuq tahlita ta’ agar u gelatina,
(11) 737 °C £24 siegha fuq agar-agar.

Htigiet ghal analizi klini¢i u farmakologiéi

L-analizi, 1 jridu isiru skond metodi xjentifi¢i rikonoxxuti, ghandhom ikunu skond il-
karatteristici partikolari ta’ l-ilma minerali naturali u l-effetti tieghu fuq l-organizmu
tal-bniedem, bhal ma huma d-dijuresi, funzjonijiet gastrici u intestinali, kompens ghal
defi¢jenzji minerali.
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1.4.2  Jekk ikunu stabbiliti I-konsistenza u I-gbil bejn numru sostanzjali ta’ osservazzjonijiet

II1.

klinici, dawn jistghu, jekk ikun il-kaz, jiehdu l-post ta’ l-analizi msemmija £°1.4.1.
Ezamijiet klini¢i jistghu, fejn ikun il-kaz, jiehdu post l-analizi msemmija 1.4.1
sakemm il-konsistenza u l-gbil bejn numru sostanzjali ta’ osservazzjonijiet
Jippermettu li wiched jasal ghall-istess risultat.

KWALIFIKI SUPPLEMENTARI DWAR ILMA MINERALI NATURALI
EFFERVEXXENTI

Fis-sors jew wara li jitqieghed fil-flixken, l-ilma minerali naturali effervexxenti jerhi

diossidu tal-karbonju spontanjament u b’mod li jidher ¢ar taht kondizzjonijiet normali

ta’ temperatura u pressjoni. Dan l-ilma jaqa’ fi tlett kategoriji 1i ghandhom japplikaw
ghalihom dawn id-deskrizzjonijiet rispettivi li gejjin:

(a) ‘ilma minerali naturali ikkarbonat b’mod naturali’ tfisser ilma i I-kontenut
tieghu ta’ diossidu tal-karbonju minn-nixxiegha wara li jitnehha l-ilma tal-
wice, jekk ikun il-kaz, u wara li jitqieghed fil-flixken ikun I-istess bhal fis-
sors, meta jinghata kont skond il-kaz ta’ l-introduzzjoni mill-gdid ta’ kwantita
ta’ diossidu tal-karbonju mill-istess water table jew depositu i tkun
ekwivalenti ghal dik Ii tkun intrehiet waqt dawk l-operazzjonijiet u bla hsara
ghat-toleranzi teknici tas-solitu;

(b) ‘ilma minerali naturali mizjud b’gass minn-nixxiegha’ tfisser ilma li I-
kontenut tieghu ta’ diossidu tal-karbonju mill-water table jew depositu wara i
jitnehha l-ilma tal-wic¢, jekk ikun il-kaz, u wara li jitgieghed fil-flixken huwa
aktar minn dak stabbilit fis-sors;

(c) ‘1lma minerali naturali ikkarbonat’ tfisser ilma 1li gie mizjud b’diossidu tal-
karbonju li gej minn kull sors iehor hlief il-water table jew depositu i minnu

gej l-ilma.
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IT-TIENI SKEDA

KONDIZZJONIJIET GHALL-ESPLOJTAZZJONI U BEJGH TA’ ILMA
MINERALI NATURALI

1. L-esplojtazzjoni ta’ nixxiegha ta’ ilma minerali naturali huwa soggett ghal permess
mill-awtorita responsabbli tal-pajjiz minn fejn gie estratt 1-ilma, wara li jkun stabbilit
illi dan l-ilma jikkonforma mal-provvedimenti mnizzla f’punt 1 ta’ I-Ewwel Skeda.

2, L-apparat i jintuza ghall-esplojtazzjoni ta’ I-ilma ghandu jkun istallat b’mod illi jevita
kull possibilita ta’ kontaminazzjoni u li jippreserva il-proprjetajiet, li jkunu jagblu ma’
dawk attribwiti lill-ilma, 1i dak I-ilma ikollu fis-sors.

Ghal dan il-ghan, b’mod partikolari:

(a) I-ghajn jew sbokk ghandha tkun mharsa minn riskji ta’ tniggis;

(b) il-gaciment, katusi u gwiebi iridu ikunu maghmula minn materjal addattat

ghall-ilma u jkunu mibnija b’mod illi jharsu kontra kull tibdil kimiku, fiziko-kimiku

jew mikrobiologiku ta’ 1-ilma;

(c) il-kundizzjonijiet ta’ esplojtazzjoni, b’mod partikolari l-impjant ta’ hasil u tqeghid
fil-flixken, ghandhom jissodisfaw il-htigiet sanitarji. B’mod partikolari, il-
kontenituri ghandhom ikunu itrattati jew manifatturati sabiex jigu evitati effetti
mhux mixtieqa fuq il-karatteristi¢i mikrobiologi¢i u kimi¢i ta’ l-ilma minerali
naturali;

(d) it-trasport ta’ ilma munerali naturali f’kontenituri ohra barra dawk awtorizzati
ghad-distribuzzjoni lill-konsumatur ahhari huwa pprojbit.

Izda, punt (d) jista’ ma jkunx applikat ghal ilma minerali esplojtjat u mibjugh fit-

territorju ta’ Stat Membru jekk, f’dak I-Istat Membru fiz-Zmien meta giet notifikata d-

Direttiva tal-Kunsill 80/777/EEC, kien awtorizzat it-trasport ta’ ilma minerali naturali

ftankijiet min-nixxiegha sal-impjant fejn I-ilma jitqieghed fil-flixken. '

3 Fejn jinstab waqt l-esplojtazzjoni li l-ilma minerali naturali huwa mniggez u
m’ghadux jipprezenta l-karatteristi¢i mikrobiologi¢i msemmija fir-regolament 9, il-
persuna li geghda tisfrutta n-nixxiegha ghandha minnufih tissospendi kull
operazzjoni, b’mod partikolari-t-tqeghid ta’ l-ilma fi flixken, sakemm tigi eliminata 1--
kawza tat-tniggiz u l-ilma jkun konformi mal-provvedimenti tar-regolament 9.

4. L-awtorita responsabbli fil-pajjiz ta’ origini ghandha taghmel ezamijiet perjodici
sabiex tara jekk:
(a) l-ilma minerali naturali 1i ghalih inghatat awtorizzazzjoni ghall-esplojtazzjoni
tan-nixxiegha jikkonfomax ma’ Sezzjoni I ta’ I-Ewwel Skeda;
(b) il-provvedimenti ta’ paragrafi 2 u 3 ikunux qeghdin jigu applikati mill-persuna
li geghda tisfrutta n-nixxiegha.
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IT-TIELET SKEDA

Indikazzjonijiet u Kriterji msemmija ’regolament 11.7

Indikazzjonijiet

Kriterji

Kontenut baxx ta’ minerali

Kontenut ta’ mlieh minerali, ikkalkulat
bhala residwu fiss, mhux aktar minn 500
mg/]

Kontenut baxx hafna ta’ minerali

Kontenut ta’ mlieh minerali, ikkalkulat
bhala residwu fiss, mhux aktar minn 50
mg/l

Kontenut gholi ta’ minerali

Kontenut ta’ mlieh minerali, ikkalkulat
bhala residwu fiss, aktar minn 1500 mg/l

Fih il-bikarbonat

Kontenut ta’ bikarbonat aktar minn 600

mg/l

Fih is-sulfat

Kontenut ta’sulfat aktar minn 200 mg/1

Fih il-klorur

Kontenut ta’ klorur aktar minn 200 mg/I

Fih il-kalcju

Kontenut ta’ kal¢ju aktar minn 150 mg/l

Fih il-magnezju

Kontenut ta’ magnezju aktar minn 50

mg/l

Fih il-florur

Kontenut ta’ florur aktar minn 1 mg/1

Fih il-hadid

Kontenut ta’ hadid bivalenti aktar minn 1

mg/]

Aciduz

Kontenut ta’ diossidu tal-karbonju hieles
aktar minn 250 mg/1

Fih is-sodju

Kontenut ta’ sodju aktar minn 200 mg/1

Tajjeb ghall-preparazzjoni ta’ ikel tat-
trabi

Tajjeb ghal dieta nieqsa mis-sodju

Kontenut ta’ sodju ingas minn 20 mg/I

Jista’ jikkawza l-ippurgar

Jista’ jikkawza d-diurezi
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IR-RABA’ SKEDA

Kostitwenti prezenti b’mod naturali f’ilma minerali naturali u limiti massimi li, jekk
jingabzu, jistghu jipprezentaw riskju lis-sahha tal-bniedem

Kostitwenti Limiti massimi
(mg/l)
Antimonju 0.0050
Arseniku 0.010 (bhala total)
Barju 1.0
Cjanur 0.070
Comb 0.010
Florur 5.0
Kadmiju 0.003
Kromju 0.050
Manganezju 0.50
Merkurju 0.0010
Nikil 0.020
Nitrati 50
Nitriti 0.1
Ramm 1.0
Selenju 0.010
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IL-HAMES SKEDA

Karatteristiéi li jikkwalifikaw metodi (') ghall-analizi tal-kostitwenti fl-Ewwel

Skeda
Kostitwenti Grad ta’ Precizjoni tal- Limitu ta’ Noti
konsistenza tal- valur detezzjoni
valur parametriku bhala % tal-
parametriku (Nota 2) valur
bhala % parametriku
(Nota 1) (Nota 3)
Antimonju 25 25 25
Arseniku 10 10 10
Barju 25 iy 25 25
Cjanur 10 10 10 Nota 4
Comb 10 10 10
Florur 10 10 10
Kadmiju 10 10 10
Kromju 10 10 10
Manganezju 10 10 10
Merkurju 20 10 20
Nikil 10 10 10
Nitrati 10 10 10
Nitriti 10 10 10
Ramm 10 10 10
Selenju 10 10 10

! Metodi analitici ghall-kejl ta’ kon¢entrazzjonijiet tal-kostitwenti msemmija fl-Ewwel Skeda jridu jkunu jistghu
jkejjlu, bhala minimu, kon¢entrazzjonijiet dags il-valur parametriku bi grad ta’ konsistenza, precizjoni u limitu
ta’ detezzjoni specifikat. Tkun xi tkun is-sensitivita tal-metodu ta’ analizi wzat, ir-rizultat ikun espress b’ta’
langas l-istess numru ta’ punti de¢imali dags ghall-limitu massimu msemmi fl-Ewwel Skeda.
Nota | Tl-grad ta’ konsistenza huwa l-izball sistematiku u huwa d-differenza ta’ bejn il-valur medju ta’ numru
kbir ta’” kejl ripetut u l-valur ezatt. :
Nota 2: preé¢izjoni huwa l-izball bl-addoc¢ u huwa espress in generali bhala I-istandard deviation (gewwa lott u
bejn lottijiet) ta’ kampjun ta’ rizultati mill-medja. Precizjoni accettabbli hija dags darbtejn l-istandard deviation
relattiva.
Nota 3. 1l-limitu ta’ detezzjoni huwa:

- jew tlett darbiet l-istandard deviation relattiva gewwa lott ta’ kampjun naturali li fih konéentrazzjoni

baxxa ta’ dak il-parametru,

- jew hames darbiet I-istandard deviation relattiva gewwa lott ta’ kampjun vergni.

Nota 4. il-metodu ghandu jippermetti d-determinazzjoni ta¢-cjanur totali fil-forom kollha tieghu.
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IS-SITT SKEDA

Limiti massimi ghal rezidwi wara trattament ta’ ilma minerali naturali u ilma tan-
nixxiegha permezz ta’ arja mizjuda bl-oZonju

Rezidwu wara t-trattament Limitu massimu (%)
(ng/h
Ozonju f’soluzzjoni 50
Bromati 3
Bromoformi 1
? Il-konformita mal-limiti massimi tigi monitorjata mill-awtoritajiet kompetenti fil-mument li I-ilma jitqieghed

fil-flixken jew xi forma ohra ta’ ippakkjar intiz ghall-konsumatur ahhari.
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L .N. 343 of 2004

FOOD SAFETY ACT
(CAP. 449)

Natural Mineral Water s Regulations, 2004

IN exercise of the powers conferred by article 10 of the Food Safety
Act, the Minister of Health, the Elderly and Community Care has made
the following regulations:-

1. The title of these regulations is the Natural Mineral Wate@n and
Regulations, 2004. commencement

2. These regulations shall enter into force on théuly, 2004,
provided that:

(@) products which comply with these regulations may be
marketed prior to that date;

(b) products packaged and labelled prior to thiuly, 2004
may be sold until stocks are exhausted.

3. These regulations implement the provisions of Council
Directive 80/777/EEC on the exploitation and marketing of natural
mineral waters, as amended by Council Directive 80/1276/EEC, Council
Directive 85/7/EEC, Directive 96/70/EC of the European Parliament
and of the Council, Regulation (EC) No 1882/2003 of the European
Parliament and of the Council, and Commission Directive 2003/40/
EC.

4.1 These regulations concern waters extracted from the grewmand
of a Member State of the European Community and recognized BYPtHe"
responsible authority of that Member State as natural mineral waters

satisfying the provisions of Section | of the First Schedule.

4.2 These regulations also concern waters extracted from the
ground of a third country, imported into the European Community and
recognized as natural mineral waters by the responsible authority of a
Member State.
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Recognition of
mineral waters.

Marketing of
natural mineral
waters.

Exploitation of
natural mineral
waters.

Authorised
treatments.

4.3 These regulations shall not apply to:

(@) to waters which are medicinal products, as defined in
the Medicines Act,

(b) to natural mineral waters used at source for curative
purposes in thermal or hydromineral establishments; and

(c) to natural mineral waters intended for export to third
countries.

5.1 The waters referred to in regulation 4.2 may be so recognized
only if the responsible authority in the country of extraction has certified
that they satisfy Section | of the First Schedule, and that regular checks
are made on the application of the provisions of paragraph 2 of the
Second Schedule.

5.2 The validity of the certification referred to in regulation 5.1
shall be for a period of five years. It shall not be necessary to repeat the
recognition procedure referred to in regulation 4.2 if the certification is
renewed before the end of the said period.

5.3 The grounds for granting the recognition referred to in
regulations 4.1 and 4.2 shall be stated in due form by the responsible
authority and shall be officially published in the Gazette.

5.4 The responsible authority shall inform the European
Commission of the cases where the recognition referred to in regulations
4.1 and 4.2 had been granted or withdrawn.

6. Only waters referred to in regulations 4.1 and 4.2 may be
marketed as natural mineral waters.

7. Natural mineral water springs may be exploited and their
waters bottled only in accordance with the Second Schedule.

8.1 Natural mineral water, in its state at source, may not be the
subject of any treatment other than:

(a) the separation of its unstable elements, such as iron and
sulphur compounds, by filtration or decanting, possibly preceded
by oxygenation, in so far as this treatment does not alter the
composition of the water as regards the essential constituents which
give it its properties;
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(b) the separation of iron, manganese and sulphur
compounds and arsenic from certain natural mineral waters by
treatment with ozone-enriched air in so far as such treatment does
not alter the composition of the water as regards the essential
constituents which give it its properties, and provided that:

(i) thetreatment complies with any conditions for use
which may be laid down in accordance with the procedure
laid down in Article 12 of Council Directive 80/777/EEC,

(i)  the treatment is notified to, and specifically
controlled by, the competent authorities;

(c) the separation of undesirable constituents other than
those specified in (a) or (b), in so far as this treatment does not
alter the composition of the water as regards the essential
constituents which give it its properties, and provided that:

(i) the treatment complies with the conditions for use
to be laid down in accordance with the procedure laid down
in Article 12 of Council Directive 80/777/EEC,

(i)  the treatment is notified to, and specifically
controlled by, the competent authorities;

(d) the total or partial elimination of free carbon dioxide
by exclusively physical methods.

8.2 Natural mineral water, in its state at source, may not be the
subject of any addition other than the introduction or the reintroduction
of carbon dioxide under the conditions laid down in Section Il of the
First Schedule.

8.3 In particular, any disinfection treatment by whatever means
and, subject to regulation 8.2, the addition of bacteriostatic elements or
any other treatment likely to change the viable colony count of the natural
mineral water shall be prohibited.

8.4 Regulation 8.1 shall not constitute a bar to the utilization of
natural mineral waters and spring waters in the manufacture of soft
drinks.

9.1 The revivable total colony count of a natural mineral watebiological
at source shall conform to its normal viable colony count and §iv&*“™
satisfactory evidence of the protection of the source against all
contamination. This total colony count shall be determined under the

conditions laid down in Section Il of the First Schedule, point 1.3.3.
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9.1.1 After bottling, the total colony count at source may
not exceed 100 per millilitre at 20 to 22 [C in 72 hours on agar-
agar or an agar-gelatine mixture and 20 per millilitre at 37 [C in 24
hours on agar-agar. The total colony count shall be measured within
the 12 hours following bottling, the water being maintained at 4
JC £ 1 [C during this 12-hour period.

9.1.2 At source, these values should not normally exceed
20 per millilitre at 20 to 22 [C in 72 hours and 5 per millilitre at 37
JC in 24 hours respectively, on the understanding that they are to
be considered as guide figures and not as maximum permitted
concentrations.

9.2 Atsource and during its marketing, a natural mineral water
shall be free from:

(a) parasites and pathogenic micro-organisms;

(b) Escherichia coli and other coliforms and faecal
streptococci in any 250 ml sample examined;

(c) sporulated sulphite-reducing anaerobes in any 50 ml
sample examined,;

(d) Pseudomonas aeruginosa in any 250 ml sample
examined.

9.3 Without prejudice to regulations 9.1 and 9.2 and the
conditions of exploitation laid down in the Second Schedule, at the
marketing stage:

(&) the revivable total colony count of a natural mineral
water may only be that resulting from the normal increase in the
bacteria content which it had at source,

(b) the natural mineral water may not contain any
organoleptic defects.

Closures. 10. Any container used for packaging natural mineral waters shall
be fitted with closures designed to avoid any possibility of adulteration
or contamination.

j;éefadbjﬁﬁgpfm 11.1 The sales description of natural mineral waters shall be
‘natural mineral water’ or, in the case of an effervescent natural mineral
water as defined in Section Il of the First Schedule, as appropriate,
‘naturally carbonated natural mineral water’, ‘natural mineral water
fortified with gas from the spring’ or ‘carbonated natural mineral water’.
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11.1.1 The sales description of natural mineral waters which
have undergone any of the treatments referred to in regulation 8.1(d)
shall have added to it as appropriate the indication ‘fully de-
carbonated’ or ‘partially decarbonated'.

11.2 Labels on natural mineral waters shall also give the
following mandatory information:

(@) a statement of the analytical composition, giving its
characteristic constituents;

(b) the place where the spring is exploited and the name of
the spring;

(c) information on any treatments referred to in regulation
8.1(b) and (c).

11.3 The name of a locality, hamlet or place may occur in the
wording of a trade description provided that it refers to a natural mineral
water the spring of which is exploited at the place indicated by that
description and provided that it is not misleading as regards the place
of exploitation of the spring.

11.4 It shall be forbidden to market natural mineral water from
one and the same spring under more than one trade description.

11.5 When the labels or inscriptions on the containers in which
the natural mineral waters are offered for sale include a trade description
different from the name of the spring or the place of its exploitation,
this place or the name of the spring shall be indicated in letters at least
one and a half times the height and width of the largest of the letters
used for that trade description.

11.5.1 The first subparagraph shall appiytatis mutandis
and with the same intention as regards the importance attributed
to the name of the spring or the place of its exploitation, with regard
to the trade description used in advertising, in whatsoever form,
relating to natural mineral waters.

11.6 It shall be forbidden, both on packaging or labels and in
advertising in whatsoever form, to use designations, proprietary names,
trade marks, brand names, illustrations or other signs, whether
emblematic or not, which:

(a) in the case of a natural mineral water, suggest a
characteristic which the water does not possess, in particular as
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regards its origin, the date of the authorization to exploit it, the
results of analyses or any similar references to guarantees of
authenticity;

(b) in the case of drinking water packaged in containers
which does not satisfy the provisions of Section | of the First
Schedule, are liable to cause confusion with a natural mineral water,
in particular the description ‘mineral water’.

11.7 All indications attributing to natural mineral water

properties relating to the prevention, treatment or cure of a human illness
shall be prohibited.

11.7.1 However, the indications listed in the Third Schedule
to these regulations shall be authorized if they meet the relevant
criteria laid down in that Schedule or, in the absence thereof, criteria
laid down in national provisions and provided that they have been
drawn up on the basis of physico-chemical analyses and, where
necessary, pharmacological, physiological and clinical
examinations carried out according to recognized scientific
methods, in accordance with Section |, paragraph 2 of the First
Schedule.

11.7.2 The indications ‘stimulates digestion’, ‘may facilitate
the hepato-biliary functions’ or similar indications are authorized.
The Food Safety Commission may also authorize the inclusion of
other indications, provided that the latter do not conflict with the
principles stated in regulation 11.7 and are compatible with those
stated in subregulation 11.7.1.

11.8 The term ‘spring water’ shall be reserved for a water which

is intended for human consumption in its natural state, and bottled at
source, which:

(a) satisfies the conditions of exploitation laid down in the
Second Schedule, paragraphs 2 and 3, which shall be fully
applicable to spring waters,

(b) satisfies the microbiological requirements laid down in
regulation 9,

(c) satisfies the labelling requirements of regulation 11.2
(b) and (c) and regulations 11.3 to 11.5,

(d) has not undergone any treatment other than those
referred to in regulation 8.
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In addition, spring waters shall comply with other provisions
relating to the quality of water intended for human consumption.

12.1 Where the Food Safety Commission has detailed grotundgary
for considering that a natural mineral water does not comply witfj{{i&n. ™
provisions laid down in these regulations, or endangers public health,
albeit freely circulating in one or more Member States, it may
temporarily restrict or suspend trade in that product within Malta. It
shall immediately inform the European Commission and the other
Member States thereof and give reasons for its decision.

12.2 At the request of any Member State or the European
Commission, the Food Safety Commission shall provide all relevant
information concerning recognition of the water, together with the results
of the regular checks.

13.1 By the F'January, 2006 at the latest, natural mineral watergum
shall, at the time of packaging, comply with the maximum concentr&HgA™ " ™
limits set out in the Fourth Schedule for the constituents listed in that
Schedule.

13.2 However, in the case of fluorides and nickel, the deadline
referred to above is extended until theJanuary, 2008.

14. For the purposes of official controls, the specifications I|§tedlcatwtnslf0r
0 1CI, COH 1rols

in the Fifth Schedule for analysing the constituents listed in the Four
Schedule shall apply.

15.1 Natural mineral waters with a fluoride concentrati®sers containing
exceeding 1.5 mg/l shall bear on the label the words ‘contains ot
than 1.5 mg/l of fluoride: not suitable for regular consumption by infants

and children under 7 years of age’.

15.2 The label information laid down in regulation 15.1 shall be
placed in immediate proximity to the trade name and in clearly visible
characters.

15.3 Natural mineral waters which, under the terms of regulation
15.1, bear label information, shall indicate the actual fluoride content
in relation to the physico-chemical composition in terms of essential
constituents, as laid down in regulation 11.2.

16.1 Without prejudice to the provisions of regulation 8.1 (fjaument with
ozone-enriched air.
application of the treatment of natural mineral waters with ozone-
enriched air must be notified in advance to the responsible authority,

which shall ensure that:
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(a) use of such treatment is justified by the composition of
the water in terms of compounds of iron, manganese, sulphur and
arsenic;

(b) the operator takes all measures necessary to guarantee
that the treatment is effective and safe and to allow it to be checked
by the responsible authority.

16.2 Ozone-enriched air treatment of natural mineral waters must
comply with all the following conditions:

(@) the physico-chemical composition of the natural mineral
waters in terms of essential constituents shall not be modified by
the treatment;

(b) the natural mineral water before treatment must comply
with the microbiological criteria laid down in regulations 9.1 and
9.2;

(c) the treatment shall not lead to the formation of residues
with a concentration exceeding the maximum limits laid down in
the Sixth Schedule or residues which could pose a risk to public
health.

16.3 Pursuant to regulation 11.2(c), the labelling of natural
mineral waters which have been treated with ozone-enriched air shall
bear, in proximity to the analytical composition of characteristic
constituents, the words ‘water subjected to an authorised ozone-enriched
air oxidation technique’.

16.4 The provisions of this regulation shall apply to spring waters.

Designation of 17. The Directorate responsible for foodstuffs within the Malta
ponsible : - . . -
authority. Standards Authority is designated as the responsible authority for the

recognition of natural mineral waters.
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FIRST SCHEDULE

. DEFINITION

‘Natural mineral water’ means microbiologically wholesome water, within the
meaning of regulation 9, originating in an underground water table or deposit and
emerging from a spring tapped at one or more natural or bore exits.

Natural mineral water can be clearly distinguished from ordinary drinking water:

(a) by its nature, which is characterized by its mineral content, trace elements
or other constituents and, where appropriate, by certain effects;

(b) by its original state,

both characteristics having been preserved intact because of the underground

origin of such water, which has been protected from all risk of pollution.

These characteristics, which may give natural mineral water properties favourable
to health, must have been assessed:

(a) from the following points of view:

1. geological and hydrological,

2. physical, chemical and physico-chemical,

3. microbiological,

4. if necessary, pharmacological, physiological and clinical;
(b) according to the criteria listed in Section II;
(c) according to scientific methods approved by the responsible authority.

The analyses referred to in (a) (4) may be optional where the water presents the
compositional characteristics on the strength of which it was considered a natural
mineral water in the Member State of origin prior to the entry into force of
Directive 80/777/EEC. This is the case in particular when the water in question
contains, per kg, both at source and after bottling, a minimum of 1 000 mg of total
solids in solution or a minimum of 250 mg of free carbon dioxide.

The composition, temperature and other essential characteristics of natural
mineral water must remain stable within the limits of natural fluctuation; in
particular, they must not be affected by possible variations in the rate of flow.

Within the meaning of regulation 9.1, the normal viable colony count of natural
mineral water means the reasonably constant total colony count at source before
any treatment, whose qualitative and quantitative composition taken into account
in the recognition of that water is checked by periodic analysis.

II. REQUIREMENTS AND CRITERIA FOR APPLYING THE DEFINITION

1:1;

Requirements for geological and hydrological surveys
























