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A.L. 343 ta’ l-2004

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

Regolamenti ta’ l-2004 dwar Ilma Minerali Naturali

BIS-SA{{A tas-setg[at mog[tija bl-artikolu 10 ta’ l-Att dwar is-
Sigurtà fl-Ikel, il-Ministru tas-Sa[[a, l-Anzjani u Kura fil-Komunità
g[amel ir-regolamenti li ;ejjin>-

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

2. Dawn ir-regolamenti g[andhom jid[lu fis-se[[ fl-1 ta’ Lulju,
2004, i]da>

(a) prodotti li jikkonformaw ma’ dawn ir-regolamenti
jistg[u jitpo;;ew fis-suq qabel dik id-data<

(b) prodotti ippakkjati u ittikkettjati qabel l-1 ta’ Lulju, 2004
jistg[u jinbieg[u sakemm ji;u e]awriti l-[a]niet.

3. Dawn ir-regolamenti jimplimentaw il-provvedimenti tad-
Direttiva tal-Kunsill 80#777#EEC dwar l-esplojtazzjoni u bejg[ 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-Komunità Ewropea u rikonoxxut mill-awtorità
responsabbli ta’ dak l-Istat Membru b[ala ilma minerali naturali li
jissodisfa l-[ti;iet tal-provvedimenti ta’ Sezzjoni I ta’ l-Ewwel Skeda.

4.2 Dawn ir-regolamenti jirrigwardaw ukoll ilma estratt mill-art
ta’ pajjiz terz, importat ;ewwa l-Komunità Ewropea u rikonoxxut b[ala
ilma minerali naturali mill-awtorità responsabbli ta’ Stat Membru.

Isem u bidu fis-
se[[.

Skop u
applikabilità.
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4.3 Dawn ir-regolamenti ma g[andhomx japplikaw g[al>

(a) ilma li huwa prodott mediçinali, skond id-definizzjoni
fl-Att dwar il-Mediçini<

(b) ilma minerali naturali w]at fis-sors g[al skop ta’ kura fi
stabblilimenti termali jew idrominerali< u

(ç) g[al ilma minerali naturali inti] g[all-esportazzjoni lejn
pajji]i terzi.

5.1 L-ilma msemmi fir-regolament 4.2 jista’ ji;i rikonoxxut biss
jekk l-awtorità responsabli fil-pajjiz fejn isse[[ l-estrazzjoni iççertifikat
li l-ilma jissodisfa Sezzjoni I ta’ l-Ewwel Skeda, u li jsiru kontrolli
regolari dwar l-applikazzjoni tal-provvedimenti ta’ paragrafu 2 tat-Tieni
Skeda.

5.2 Il-validità taç-çertifikazzjoni msemmija fir-regolament 5.1
hija g[al perjodu ta’ [ames snin. Ma huwiex me[tie; li ti;i ripetuta l-
proçedura ta’ rikonoxximent msemmija fir-regolament 4.2 jekk iç-
çertifikazzjoni ti;i m;edda qabel ma jiskadi l-perjodu msemmi.

5.3 Ir-ra;unijiet li fuqhom jing[ata r-rikonoxximent imsemmi
fir-regolamenti 4.1 u 4.2 g[andu jing[ata f’forma dovuta mill-awtorità
responsabbli u ji;i ppubblikat b’mod uffiçjali fil-Gazzetta.

5.4 L-awtorità responsabbli g[andha tinforma lill-Kummissjoni
Ewropea dwar ka]ijiet meta jkun ing[ata jew ;ie irtirat ir-rikonoxximent
msemmi fir-regolamenti 4.1 u 4.2 .

6. Dak l-ilma biss msemmi fir-regolamenti 4.1 u 4.2 jista’ jinbieg[
b[ala ilma minerali naturali.

7. Nixxieg[at ta’ ilma minerali naturali jistg[u ji;u esplojtjati u
l-ilma tag[hom jista’ ji;i bbottiljat biss fi flixken skond it-Tieni Skeda.

8.1 Ilma minerali naturali, fl-istat tieg[u fis-sors, ma jista’ jsirlu
ebda trattament ie[or [lief>

(a) is-separazzjoni ta’ l-elementi mhux stabbli tieg[u, b[al
ma huma komposti ta’ l-[adid u kubrit, permezz ta’ tisfija jew
billi jitne[[a l-ilma tal-wi, possibilment wara li jsir trattament bl-
ossi;enu, sakemm dan it-trattament ma jibdilx il-kompo]izzjoni

Rikonoxximent ta’
ilma minerali.

Bejg[ ta’ ilma
minerali naturali.

Esplojtazzjoni ta’
ilma minerali
naturali.

Trattamenti
awtorizzati.
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ta’ l-ilma f’dawk li huma l-kostitwenti essenzjali li jag[tuh il-
proprjetajiet tieg[u<

(b) is-separazzjoni ta’ komposti tal-[adid, mangane]ju u
kubrit, u arseniku minn erta ilma minerali naturali permezz ta’
trattament b’arja mi]juda bl-o]onju sakemm tali trattament ma
jibdilx il-kompo]izzjoni ta’ l-ilma f’dawk li huma l-kostitwenti
essenzjali li jag[tuh il-proprjetajiet tieg[u, u sakemm>

(i) it-trattament jikkonforma ma’ kull kundizzjoni
g[all-u]u li tista’ tkun stabbilita skond il-proçedura mni]]la
f’Artikolu 12 tad-Direttiva tal-Kunsill 80#777#EEC,

(ii) it-trattament ikun notifikat lil, u speçifikament
ikkontrollat mill-awtoritajiet kompetenti<

(ç) is-separazzjoni ta’ kostitwenti mhux mixtieqa g[ajr dawk
msemmija f’(a) jew (b), sakemm dan it-trattament ma jibdilx il-
kompo]izzjoni ta’ l-ilma f’dawk li huma l-kostitwenti essenzjali li
jag[tuh il-proprjetajiet tieg[u, u sakemm>

(i) it-trattament jikkonforma ma’ kull kundizzjoni
g[all-u]u li tista’ tkun stabbilita skond il-proçedura mni]]la
f’Artikolu 12 tad-Direttiva tal-Kunsill 80#777#EEC,

(ii) it-trattament ikun notifikat lil, u speçifikament
ikkontrollat mill-awtoritajiet kompetenti<

(d) l-eliminazzjoni totali jew parzjali ta’ diossidu tal-
karbonju [ieles esklussivament permezz ta’ metodi fi]içi.

2.2 Ilma minerali naturali, fl-istat tieg[u fis-sors, ma tista’ ssirlu
ebda  ]ieda [lief l-introduzzjoni jew l-introduzzjoni mill-;did ta’
diossidu tal-karbonju ta[t il-kundizzjonijiet msemmija f’Sezzjoni III
ta’ l-Ewwel Skeda.

2.3 B’mod partikolari, kull trattament ta’ disinfezzjoni b’kull
mezz ,u bla [sara g[ar-regolament 8.2, i]-]ieda ta’ elementi
batterjostatiçi jew kull trattament ie[or li jista’ jibdel l-g[add ta’ kolonji
vijabbli ta’ l-ilma minerali naturali, huwa projbit.

2.4 Ir-regolament 8.1 ma jfissirx projbizzjoni g[all-u]u ta’ ilma
minerali naturali u ilma tan-nixxieg[a fil-manifattura ta’ soft drinks.
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9.1 L-g[add totali ta’ kolonji li jibqg[u [ajjin ta’ ilma minerali
naturali fis-sors g[andu jaqbel ma’ l-g[add normali ta’ kolonji li jibqg[u
[ajjin u jkun prova bi]]ejjed tal-[arsien tas-sors minn kull
kontaminazzjoni. Dan il-g[add totali ta’ kolonji g[andu ji;i iddeterminat
ta[t il-kondizzjonijiet mni]]la f’Sezzjoni II ta’ l-Ewwel Skeda, punt
1.3.3.

9.1.1 Wara li l-ilma jitqieg[ed fil-flixken, l-g[add totali ta’
kolonji fis-sors ma’ g[andux ikun ta’ aktar minn 100 g[al kull millilitru
f’temperatura ta’ 20 sa 22 ̊ C f’72 sieg[a fuq l-agar-agar jew fuq ta[lita
ta’ agar u ;elatina u 20 g[al kull millilitru f’temperatura ta’ 37 ˚C f’24
sieg[a fuq l-agar-agar. L-g[add totali ta’ kolonji g[andu jitkejjel fit-
tnax-il sieg[a wara li l-ilma jitqieg[ed fil-flixken, bl-ilma ji;i mi]mum
f’temperatura ta’ 4 ˚C ± 1 ˚C waqt dan il-perjodu ta’ 12 il-sieg[a.

9.1.2 Fis-sors, dawn il-valuri ma g[andhomx normalment jaqb]u
20 g[al kull millilitru f’temperatura ta’ 20 sa 22 ̊ C f’72 sieg[a u 5 g[al
kull millilitru f’temperatura ta’ 37 ˚C f’24 sieg[a rispettivament, ta[t
il-premessa illi dawn huma figuri ta’ gwida u mhux konçentrazzjonijiet
massimi permessi.

2.2 Fis-sors u waqt il-bejg[ tieg[u, ilma minerali naturali g[andu
jkun [ieles minn>

(a) parassiti u mikro-organi]mi pato;eniçi<

(b) Escherichia coli u koliformi o[ra u streptococci fekali
f’kull kampjun ta’ 250 ml li ji;i e]aminat<

(c) mikrobi anerobiçi sporulati li jirriduçu s-sulfit f’kull
kampjun ta’ 50 ml e]aminat<

(d) Pseudomonas aeruginosa f’kull kampjun ta’ 250 ml
e]aminat.

9.3 Ming[ajr pre;udizzju g[al regolamenti 9.1 u 9.2 u g[all-
kondizzjonijiet ta’ esplojtazzjoni mni]]la fit-Tieni Skeda, fl-istadju ta’
bejg[>

(a) l-g[add totali ta’ kolonji li jibqg[u [ajjin ta’ ilma
minerali naturali jista’ jkun  dak biss li jirri]ulta mi]-]ieda normali
fil-kontenut ta’ batterji li kellu fis-sors,

(b) l-ilma minerali naturali ma’ g[andu jkollu l-ebda difetti
organolettiçi.

Parametri
mikrobiologiçi.
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10. Kull kontenitur u]at sabiex ji;i ippakkjat l-ilma minerali
naturali g[andu jkollu sistema ta’ eg[luq iddisinjat sabiex jevita kull
possibilità ta’ ta[lit jew kontaminazzjoni.

11.1 Id-deskrizzjoni waqt il-bejg[ ta’ ilma minerali naturali
g[andu jkun ‘ilma minerali naturali’ jew, fil-ka] ta’ ilma minerali naturali
effervexxenti skond kif imsemmi f’Sezzjoni III ta’ l-Ewwel Skeda, skond
il-ka], ‘ilma minerali naturali ikkarbonat naturalment’, ‘ilma minerali
naturali mi]jud b’gass mill-g[ajn’ jew ‘ilma minerali naturali
ikkarbonat’.

11.1.1 Id-deskrizzjoni waqt il-bejg[ ta’ ilma minerali naturali li
;ie sottopost g[al xi trattament imsemmi fir-regolament 8.1(d) g[andu
jkollha mi]jud mag[ha, skond il-ka], l-indikazzjoni ‘kompletament
dekarbonat’ jew ‘parzjalment dekarbonat’.

11.2 It-tikketti fuq flixken ta’ ilma minerali naturali g[andu wkoll
ikollhom fuqhom l-informazzjoni mandatorja li ;ejja>

(a) dikjarazzjoni tal-kompo]izzjoni analtika, li tag[ti l-
kostitwenti karatteristiçi<

(b) il-post fejn in-nixxieg[a ;iet sfruttata u l-isem tan-
nixxieg[a<

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

11.3 L-isem ta’ lokalità, ra[al jew post jista’ jidher fil-kliem li
jintu]a fil-kummerç sakemm dan jirreferi g[al ilma minerali naturali li
n-nixxieg[a tieg[u ti;i sfruttata fil-post indikat b’dik id-deskrizzjoni u
sakemm ma tqarraqx dwar il-post ta’ esplojtazzjoni tan-nixxieg[a.

11.4 Ma huwiex permess li jinbieg[ ilma minerali naturali mill-
istess nixxieg[a ta[t aktar minn deskrizzjoni kummerçjali wa[da.

11.5 Fejn it-tikketti jew iskrizzjonijiet fuq il-kontenituri li fihom
ji;i offrut g[all-bejg[ l-ilma minerali naturali jinkludu deskrizzjoni
kummerçjali differenti mill-isem tan-nixxieg[a jew il-post ta’
esplojtazzjoni tag[ha, dak il-post jew l-isem tan-nixxieg[a g[andu jkun
indikat b’ittri li jkunu ta’ lanqas darba u nofs l-g[oli u l-wisa’ ta’ l-
akbar mill-ittri w]ati g[al dik id-deskrizzjoni kummerçjali.

11.5.1 L-ewwel subparagrafu g[andu japplika, mutatis mutandis
u bl-istess intenzjoni g[all-fini ta’ l-importanza li ting[ata lill-isem tan-
nixxieg[a jew il-post tal-esplojtazzjoni tag[ha, g[al dak li huwa d-

Sistemi ta’ eg[luq.

Deskrizzjonijiet
waqt il-bejg[ u
ttikkettjar.
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deskrizzjoni kummerçjali w]ata fir-riklamar, f’kull forma, g[al ilma
minerali naturali.

11.6 Huwa projbit li jintu]aw, 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 o[ra, kemm
jekk emblematiçi kemm jekk le, li>

(a) fil-ka] ta’ ilma minerali naturali, jissu;;erixxu xi
karatteristika li l-ilma ma g[andux, b’mod partikolari dwar l-ori;ini
tieg[u, id-data meta ing[atat l-awtorizzazzjoni g[all-esplojtazzjoni,
ir-ri]ultati ta’ l-anali]i jew kull referenza simili g[al garanziji ta’
awtentiçità<

(b) fil-ka] ta’ ilma tax-xorb ippakkjat f’kontenituri li ma
jissodisfax il-[ti;iet ta’ Sezzjoni I ta’ l-Ewwel Skeda, jista’ ji;i
konfu] 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 I]da, l-indikazzjonijiet msemmija fit-Tielet Skeda ma’
dawn ir-regolamenti huma awtorizzati jekk jissodisfaw il-kriterji
relevanti mni]]la f’dik l-Iskeda jew, fin-nuqqas tag[hom, kriterji
mni]]la f’provvedimenti nazzjonali u sakemm dawn tfasslu fuq anali]i
fi]iko-kimiçi u, fejn me[tie;, e]amijiet farmakolo;içi, fi]jolo;içi u
kliniçi li saru skond metodi xjentifiçi rikonoxxuti, skond Sezzjoni I,
paragrafu 2 ta’ l-Ewwel Skeda.

11.7.2 L-indikazzjonijiet ‘jg[in id-di;estjoni’, ‘jista’ jg[in il-
funzjonijiet tal-fwied’ jew indikazzjonijiet simili huma awtorizzati. Il-
Kummissjoni dwar is-Sigurtà ta’ l-Ikel tista’ wkoll tawtorizza ]-]ieda
ta’ indikazzjonijiet o[ra, sakemm dawn ta’ l-a[[ar ma jmorrux kontra
l-prinçipji msemmija fir-regolament  11.7 u huma kompatibbli ma’ dawk
imsemmija fis-subregolament 11.7.1.

11.8 Il-fra]i ‘ilma tan-nixxieg[a’ hija ri]ervata g[al ilma inti]
g[al konsum mill-bniedem fl-istat naturali tieg[u, u mqieg[ed fil-flixken
fis-sors, li>

(a) jissodisfa l-kundizzjonijiet ta’ esplojtazzjoni mni]]la fit-
Tieni Skeda, paragrafi 2 u 3, li japplikaw b’mod s[i[ g[al ilma
tan-nixxieg[a,
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(b) jissodisfa l-[ti;iet mikrobiologiçi mni]]la fir-regolament
9,

(ç) jissodisfa l-[ti;iet ta’ l-ittikkettjar fir-regolament 11.2
(b) u (ç) u fir-regolamenti 11.3 sa 11.5,

(d) ma ;iex sottopost g[al xi trattament [lief dawk
imsemmija fir-regolament 8.

B’]ieda, ilma tan-nixxieg[a g[andu jikkonforma ma’
provvedimenti o[ra dwar il-kwalità ta’ ilma inti] g[all- konsum mill-
bniedem.

12.1 Fejn il-Kummissjoni g[as-Sigurtà ta’ l-Ikel ikollha ra;unijiet
motivati  sabiex tikkunsidra illi ilma minerali naturali ma jikkonformax
mal-[ti;iet mni]]lin f’dawn ir-regolamenti, jew li jista’ jkun ta’ periklu
g[as-sa[[a pubblika, g[alkemm dan l-ilma ikun qieg[ed jiççirkola
b’mod [ieles fi Stat Membru wie[ed jew aktar, din tista’ temporanjament
tirrestrin;i jew tissospendi l-kummerç f’dak il-prodott ;ewwa Malta.
Hija g[andha minnufih tinforma l-Kummissjoni Ewropea u l-Istati
Membri l-o[ra dwar dan u tag[ti ra;unijiet g[ad-deçi]joni tag[ha.

12.2 Fuq talba minn xi Stat Membru jew mill-Kummissjoni
Ewropea, il-Kummissjoni g[as-Sigurtà fl-Ikel g[andha tipprovdi kull
informazzjoni rilevanti dwar ir-rikonoxximent ta’ l-ilma, flimkien mar-
ri]ultati tal-e]amijiet regolari.

13.1 Sa mhux aktar tard mill-1 ta’ Jannar, 2006, l-ilma minerali
naturali g[andu, fil-mument li jitqieg[ed fil-kontenitur, jikkonforma
mal-limiti massimi ta’ konçentrazzjoni mni]]la fir-Raba’ Skeda g[all-
kostitwenti msemmija f’dik l-Iskeda.

13.2 I]da, fil-kaz tal-florur u tan-nikil, it-terminu sa meta g[andu
jse[[ dan huwa mtawwal sal-1 ta’ Jannar, 2008.

14. G[all-iskop ta’ kontrolli uffiçjali, g[andhom japplikaw l-
ispeçifikazzjonijiet elenkati fil-{ames Skeda g[all-e]ami tal-kostitwenti
elenkati fir-Raba’ Skeda.

15.1 Ilma minerali naturali b’konçentrazzjoni ta’ florur li taqbe]
1.5 mg#l g[andu jkollu fuq it-tikketta l-kliem ‘fih aktar minn 1.5 mg#l
ta’ florur> mhux tajjeb g[al konsum regolari minn trabi u tfal ta[t is-
seba’ snin’.

15.2 L-informazzjoni ta’ fuq it-tikketta msemmija fir-regolament
15.1 g[andha titpo;;a fil-viçinanza immedjata ta’ l-isem kummerçjali
u b’ittri li jidhru b’mod çar.

Restrizzjonijiet
temporanji fuq il-
bejg[.

Limiti massimi ta’
konçentrazzjoni.

Speçifikazzjonijiet
g[al kontrolli
uffiçjali.

Ilma li fih il-florur.
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15.3 L-ilma minerali naturali li, skond il-provvedimenti tar-
regolament 15.1, g[andu informazzjoni fuq it-tikketta, g[andu jkollu
indikat il-kontenut attwali ta’ florur fil-kuntest tal-kompo]izzjoni fi]iko-
kimika b[ala kostitwenti essenzjali, skond ir-regolament 11.2.

16.1 Ming[ajr pre;udizzju g[all-provvedimenti tar-regolament
8.1(b), l-applikazzjoni tat-trattament ta’ ilma minerali naturali b’arja
mi]juda bl-o]onju g[andu jkun notifikat bil-quddiem lill-awtorità
responsabbli, li g[andha ti]gura illi>

(a) l-u]u ta’ dan it-trattament huwa i;;ustifikat mill-
kompo]izzjoni ta’ l-ilma g[al dawk li huma komposti tal-[adid,
mangane]ju, kubrit u arseniku<

(b) l-operatur jie[u l-mi]uri kollha me[tie;a sabiex
jiggarantixxi illi t-trattament huwa effettiv u ming[ajr perikolu u
jippermetti illi dan ji;i verifikat mill-awtorità responsabbli.

16.2 It-trattament ta’ ilma minerali naturali bl-arja mi]juda bl-
o]onju g[andu jikkonforma ma’ dawn il-kundizzjonijiet kollha li ;ejjin>

(a) il-kompo]izzjoni fi]iko-kimika ta’ l-ilma minerali
naturali g[al dawk li huma kostitwenti essenzjali ma g[andux
jinbidel bit-trattament<

(b) l-ilma minerali naturali qabel it-trattament g[andu
jikkonforma mal-kriterji mikrobiolo;içi msemmija fir-regolamenti
9.1 u 9.2<

(c) it-trattament ma g[andux iwassal g[all-formazzjoni ta’
residwi f’konçentrazzjoni li taqbe] il-limiti massimi mni]]la fis-
Sitt Skeda jew residwi li jistg[u jkunu ta’ riskju g[as-sa[[a
pubblika.

16.3 Skond ir-regolament 11.2(ç), it-tikketta fuq ilma minerali
naturali li jkun ;ie ttrattat b’arja mi]juda bl-o]onju g[andu jkollha fuqha,
viçin il-kompo]izzjoni analitika tal-kostitwenti karatteristiçi, il-kliem
‘ilma so;;ett g[al teknika awtorizzata ta’ ossidazzjoni permezz ta’ arja
mi]juda bl-o]onju’.

16.4 Il-provvedimenti ta’ dan ir-regolament g[andhom japplikaw
g[al ilma tan-nixxieg[at.

17. Id-Direttorat responsabbli mill-o;;etti ta’ l-ikel fi [dan l-
Awtorità ta’ Malta dwar l-Istandards huwa l-awtorità responsabbli g[ar-
rikonoxximent ta’ ilma minerali naturali.

Trattament b’arja
mi]juda bl-o]onju.

Isem tal-awtorità
responsabbli.
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L.N. 343 of 2004

FOOD SAFETY ACT
(CAP. 449)

Natural Mineral Waters 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 Waters
Regulations, 2004.

2. These regulations shall enter into force on the 1st July, 2004,
provided that:

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

(b) products packaged and labelled prior to the 1st July, 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 ground
of a Member State of the European Community and recognized by the
responsible authority of that Member State as natural mineral waters
satisfying the provisions of Section I 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.

Citation and
commencement

Scope and
applicability
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4.3 These regulations shall not apply to:

(a) 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 I 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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natural mineral
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natural mineral
waters.

Authorised
treatments.



B 5803

(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) the treatment 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,

(ii) 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,

(ii) 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 III 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 water
at source shall conform to its normal viable colony count and give
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 II of the First Schedule, point 1.3.3.

Microbiological
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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
∫C ± 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
∫C in 24 hours respectively, on the understanding that they are to
be considered as guide figures and not as maximum permitted
concentrations.

9.2 At source 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:

(a) 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.

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

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 III 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’.

Closures.
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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) 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 apply, mutatis 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 I 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 I, 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 grounds
for considering that a natural mineral water does not comply with the
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 1st January, 2006 at the latest, natural mineral waters
shall, at the time of packaging, comply with the maximum concentration
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 the 1st January, 2008.

14. For the purposes of official controls, the specifications listed
in the Fifth Schedule for analysing the constituents listed in the Fourth
Schedule shall apply.

15.1 Natural mineral waters with a fluoride concentration
exceeding 1.5 mg/l shall bear on the label the words ‘contains more
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(b),
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:

(a) 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.

17. The Directorate responsible for foodstuffs within the Malta
Standards Authority is designated as the responsible authority for the
recognition of natural mineral waters.
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