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A.L. 58 ta’ l-2009 

ATT DWAR IL-MEDIĊINI
(KAP. 458)

Regolamenti ta’ l-2009 dwar Prodotti Mediċinali Disponibbli 
fis-Servizzi tas-Saħħa tal-Gvern 

BIS-SAĦĦA tas-setgħat mogħtija bl-artikolu 106(d) ta’ l-Att 
dwar il-Mediċini, il-Ministru għall-Politika Soċjali għamel dawn ir-
regolamenti li ġejjin:-

1.  It-titolu ta’ dawn ir-regolamenti hu Regolamenti ta’ l-2009 
dwar Prodotti Mediċinali Disponibbli fis-Servizzi tas-Saħħa tal-
Gvern.  

2.  (1)  L-għan ewlieni ta’ dawn ir-regolamenti huwa 
l-promozzjoni tas-saħħa pubblika billi jiġi żgurat li jkun hemm 
disponibbili provvista adegwata ta’ prodotti mediċinali bi prezz 
raġonevoli fis-Servizzi tas-Saħħa tal-Gvern. 

(2)  Dawn ir-regolamenti japplikaw meta applikant 
għal awtorizzazzjoni għat-tqegħid fis-suq, hawn iżjed ’il quddiem 
imsejjaħ “l-applikant”, ikun irid japplika biex jiddaħħal prodott 
mediċinali fil-lista ta’ prodotti mediċinali koperti mis-Servizzi 
tas-Saħħa tal-Gvern, hawn iżjed ’il quddiem imsejħa “Il-Lista 
Formularja tal-Gvern”.

(3)  Dawn ir-regolamenti m’għandhom ikunu ta’ ebda 
preġudizzju għas-setgħa li għandu s-Suprintendent tas-Saħħa 
Pubblika li:

(a)  jinkludi xi prodott mediċinali fil-Lista Formularja 
tal-Gvern;

(b)  japplika miżuri li jirregolaw il-prezzijiet għal 
applikazzjonijiet pendenti u godda biex jiddaħħalu prodotti 
mediċinali.

3.  Is-Suprintendent tas-Saħħa Pubblika ikun responsabbli 
għall-implimentazzjoni ta’ dawn ir-regolamenti u għandu jkun 

Titolu.

Skop.

Responsabbiltajiet.
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assistit mill-Kumitat Konsultattiv dwar Lista Formularja tal-Gvern, 
hawn iżjed ’il quddiem magħruf bħala “il-Kumitat”.

4.  (1)  Il-Kumitat Konsultattiv dwar Lista Formularja tal-
Gvern huwa magħmul minn;

(a)  chairperson; 

(b)  żewġ spiżjara impjegati fis-servizz pubbliku;

(ċ)  żewġ clinicians magħżula minn fost il-konsulenti 
mediċi impjegati fis-servizz pubbliku;

(d)  rappreżentant tal-pazjenti;

(e)  avukat impjegat fis-servizz pubbliku;

(f)  żewġ ekonomisti.

(2)  Iċ-Chairperson u l-membri tal-Kumitat:

(a)  għandhom ikunu maħtura mill-Ministru responsabbli 
għas-saħħa għal żmien sentejn;

(b)  jistgħu jirriżenjaw mill-kariga tagħhom f’kull żmien 
billi jagħtu avviż bil-miktub lill-Ministru. 

(3)  Il-Ministru jista’ f’kull żmien ineħħi liċ-Chairperson 
u, jew lil xi membru tal-Kumitat maħtur skond is-subartikolu 
(2) minħabba f’inkapaċità fit-twettieq tal-funzjonijiet tagħhom, 
falliment jew traskuraġni fi dmirijiethom.

(4)  Il-quorum meħtieġ għal-laqgħat tal-Kummissjoni 
jkun jikkonsisti fiċ-Chairperson u f’mhux inqas minn nofs il-membri 
l-oħra:

Iżda l-Kummissjoni tista’ xorta taġixxi minkejja kull 
vakanza tal-membri li jkun hemm fiha.

(5)  Qabel ma jasal għal xi deċiżjoni, il-Kumitat 
jista’ jikkonsulta ma’ dawk l-esperti li jkollu bżonn jikkonsulta 
magħhom. 

(6)  Id-deċiżjonijiet tal-Kummissjoni jittieħdu 
b’maġġoranza tal-voti tal-membri preżenti fil-laqgħa. Iċ-Chairperson 

Il-Kumitat.
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jkollu vot oriġinali u, f’każ ta’ voti ndaqs, vot ieħor jew vot deċisiv 
ukoll.

(7)  Is-Suprintendent tas-Saħħa Pubblika, il-membri 
tal-Kumitat u l-esperti għandhom jiddikjaraw kull interess li jista’ 
jkollhom, u l-Ministru responsabbli għas-saħħa jkollu d-dritt li 
jirrifjuta lil dawk il-membri jew esperti tal-kumitat li jkollhom 
konflitt ta’ interess. 

5.  (1)  Il-Lista Formularja tal-Gvern għandha tinkludi lista 
ta’ prodotti mediċinali msemmija skond l-Isem Mhux Proprjetarju 
Internazzjonali (INN). Dawk il-prodotti għandhom jiġu klassifikati 
skond il-klassifika Anatomika, Terapewtika u Kimika (ATC).

(2)  Il-Lista Formularja tal-Gvern m’għandhiex tinkludi 
ismijiet proprjetarji ta’ prodotti, kemm-il darba ma jkunx hemm 
ċirkostanzi eċċezzjonali fejn tista’ tiġi kompromessa s-sigurtà tal-
pazjent.

(3)  Il-Lista Formularja tal-Gvern għandha tinkludi 
kondizzjonijiet li huma koperti mis-Servizzi tas-Saħħa tal-Gvern 
skond il-jedd għal mediċini li jingħataw b’xejn, il-provvista fis-
Servizzi tas-Saħħa tal-Gvern (kura primarja u sekondarja, l-użu li jsir 
fi kliniċi jew sptarijiet speċifiċi), il-kriterji ta’ min joħroġ ir-riċetti u 
l-użu li jsir fis- Servizzi tas-Saħħa tal-Gvern (l-identifikazzjoni ta’ 
min joħroġ ir-riċetta għal mediċini partikolari, kondizzjonijiet dwar 
kif jinkitbu r-riċetti, protokolli, linji direttivi terapewtiċi jew linji 
direttivi kliniċi).

(4)  Prodotti li m’humiex klassifikati bħala prodotti 
mediċinali skond it-tifsira li hemm fl-Att dwar il-Mediċini, jistgħu 
jiġu inklużi fil-Lista Formularja tal-Gvern.

 6.  (1)  Applikant jista’ jitlob li prodott mediċinali jkun 
inkluż fil-Lista Formularja tal-Gvern. F’dawk il-każijiet l-applikant 
għandu jippreżenta applikazzjoni separata lis-Suprintendent tas-
Saħħa Pubblika skond il-ħtiġiet stabbiliti mis-Suprintendent, kif 
speċifikat fil-formola ta’ applikazzjoni li hemm fi Skeda I li tinsab 
ma’ dawn ir-regolamenti.

 
(2)  Kull deċiżjoni dwar l-inklużjoni ta’ prodott 

mediċinali fuq il-Lista Formularja tal-Gvern u l-prezz li jkun ser 
jitħallas għal dan il-prodott mis-Servizzi tas-Saħħa tal-Gvern 
għandha tittieħed permezz ta’ proċedura amministrattiva unika fi 
żmien 180 jum mid-data ta’ l-applikazzjoni. 

Il-Lista Formularja 
tal-Gvern. 

Applikazzjoni.
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(3)  L-applikant għandu jipprovdi lis-Suprintendent tas-
Saħħa Pubblika b’informazzjoni adegwata. Jekk l-informazzjoni li 
tingħata b’sostenn ta’ l-applikazzjoni ma tkunx adegwata, it-terminu 
taż-żmien għandu jiġi sospiż u l-applikant għandu jiġi avżat xi tkun 
dik l-informazzjoni addizzjonali dettaljata li tista’ tkun meħtieġa. 

7.  Kull deċiżjoni li prodott mediċinali ma jiġix inkluż fil-
Lista Formularja tal-Gvern għandha tiġi komunikata lill-applikant 
u għandu jkun fiha:

  
(a)  dikjarazzjoni tar-raġunijiet ibbażata fuq il-kriterji fi 

Skeda II li tinsab ma’ dawn ir-regolamenti, inklużi, jekk dawn 
ikunu adatti, l-opinjonijiet jew ir-rakkomandazzjonijiet ta’ 
l-esperti li fuqhom tkun ġiet ibbażata d-deċiżjoni;

(b)  informazzjoni dwar ir-rimedji li l-applikant ikollu 
disponibbli taħt il-liġijiet fis-seħħ u dwar it-termini mogħtijin 
biex jiġu applikati dawk ir-rimedji.

8.  (1)  Kull  deċiżjoni  li  prodott  mediċinali jiġi eskluż 
mil-Lista  Formularja tal-Gvern għandu jkun fiha dikjarazzjoni 
tar-raġunijiet ibbażati fuq kriterji oġġettivi u verifikabbli. Dawk 
id-deċiżjonijiet inklużi, jekk ikunu adatti, kull opinjoni jew 
rakkomandazzjoni ta’ l-esperti li fuqhom tkun ġiet ibbażata 
d-deċiżjoni, għandhom jiġu komunikati lill-persuna li tkun 
responsabbli għal dan.

(2)  Kull persuna responsabbli għandha tiġi mgħarrfa bir-
rimedji li jkollha disponibbli taħt il-liġijiet viġenti u t-termini 
mogħtija biex jiġu applikati dawk ir-rimedji.

9.  Kull deċiżjoni li tiġi eskluża xi kategorija ta’ prodotti 
mediċinali mil-Lista Formularja tal-Gvern, għandu jkun fiha 
dikjarazzjoni tar-raġunijiet ibbażati fuq kriterji oġġettivi u 
verifikabbli u din għandha tiġi pubblikata f’pubblikazzjoni adatta 
skond ma jistabbilixxi s-Suprintendent tas-Saħħa Pubblika.

10.  (1)  Kull deċiżjoni li tittieħed taħt ir-regolamenti 7, 8 u 
9 ta’ dawn ir-regolamenti tista’ tiġi appellata quddiem il-Kumitat ta’ 
l-Appelli dwar il-Lista Formularja tal-Gvern, hawn iżjed ’il quddiem 
imsejjaħ “il-Kumitat ta’ l-Appelli”.

(2)  Il-Kumitat ta’ l-Appelli għandu jkun magħmul minn 
dawn il-membri li ġejjin, li m’għandhomx ikunu uffiċjali pubbliċi:

Deċiżjoni li prodott 
ma jiġix inkluż.

Deċiżjoni li prodott 
jiġi eskluż.

Esklużjoni ta’ 
kategorija ta’ prodotti 
mediċinali. 

Appelli minn 
deċiżjonijiet.
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(a)  President li jinħatar mill-Ministru responsabbli 
għas-saħħa minn fost avukati;

(b)  tabib;

(ċ)  spiżjar.

(3)  Il-membri kollha tal-Kumitat ta’ l-Appelli għandhom 
hekk jinħatru għal żmien tliet snin u jistgħu jerġgħu jinħatru mill-
ġdid għal perjodu ieħor jew perjodi oħrajn.

(4)  Il-Kumitat ta’ l-Appelli għandu, meta ssir talba 
għaldaqstant mill-persuna involuta, jiltaqa’ sabiex jisma’ u jiddeċiedi 
dwar id-deċiżjoni li jkun għamel il-Kumitat li jagħti Pariri dwar il-
Lista Formularja tal-Gvern.

(5)  L-appell quddiem il-Kumitat ta’ l-Appelli għandu 
jsir fiż-żmien perentorju ta’ għoxrin jum minn dik id-deċiżjoni.

(6)  Il-Kumitat ta’ l-Appelli għandu jirregola l-proċedura 
tiegħu nnifsu u jiġbor dawk id-drittijiet li jistgħu jiġu stabbiliti.

(7)  Fl-eżerċizzju tal-funzjonijiet tiegħu taħt dan ir-
regolament, il-Kumitat ta’ l-Appelli jista’ jaħtar esperti biex 
jirrappurtaw dwar kull ħaġa li tkun qegħda tiġi trattata minnu.

(8)  Id-deċiżjonijiet tal-Kumitat ta’ l-Appelli għandhom 
jingħataw bil-miktub u għandhom jitqiesu bħala li huma finali u 
konklusivi u m’għandhom ikunu soġġetti għal ebda reviżjoni mill-
qrati ordinarji ħlief fir-rigward ta’ punti ta’ dritt.

11.  (1)  Mingħajr preġudizzju għar-regolament 14 ta’ dawn 
ir-regolamenti, id-dispożizzjonijiet li ġejjin għandhom japplikaw 
jekk ikun hemm permess għal żjieda fil-prezz ta’ prodott mediċinali 
mogħti biss wara li s-Suprintendent tas-Saħħa Pubblika fuq parir 
tal-Kumitat ikun ftiehem minn qabel dwar dan.

 
(2)  Is-Suprintendent tas-Saħħa Pubblika għandu jiżgura 

li tittieħed deċiżjoni kull darba li tintbagħat applikazzjoni, skond ir-
rekwiżiti stabbiliti taħt Skeda III li tinsab ma’ dawn ir-regolamenti, 
minn min ikollu s-setgħa li jagħti permess għall-bejgħ biex jogħla 
l-prezz ta’ prodott mediċinali, u li din titwassal lill-applikant fi żmien 
90 jum minn meta din tiġi riċevuta. 

Żjieda fil-prezzijiet.
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(3)  L-applikant għandu jagħti lis-Suprintendent tas-
Saħħa Pubblika informazzjoni biżżejjed, magħduda dettalji ta’ 
dak li jkun ġara minn meta l-prezz ikun ġie iffissat l-aħħar darba, 
li fil-fehma ta’ l-applikant ikunu jiġġustifikaw iż-żjieda mitluba fil-
prezz.

(4)  Jekk l-informazzjoni mogħtija ma’ l-applikazzjoni 
ma tkunx biżżejjed, is-Suprintendent tas-Saħħa Pubblika għandu 
jinnotifika minnufih lill-applikant dwar liema informazzjoni oħra 
dettaljata għandu jibgħat, u d-deċiżjoni finali għandha tittieħed fi 
żmien 90 jum minn meta tiġi riċevuta  dik l-informazzjoni l-oħra.

 
(5)  F’każ  li jkun hemm  għadd eċċezzjonali ta’ 

applikazzjonijiet, il-perjodu jista’ jittawwal darba biss għal 60 jum 
ieħor. L-applikant għandu jiġi avżat b’din l-estensjoni qabel ma 
jagħlaq il-perjodu.

(6)  Fin-nuqqas ta’ deċiżjoni bħal din fil-perjodu jew 
perjodi hawn qabel imsemmija, l-applikant ikollu d-dritt japplika 
ż-żjieda kollha proposta fil-prezz.

12.   Jekk is-Suprintendent tas-Saħħa Pubblika jiddeċiedi li 
ma tiġix permessa ż-żjieda kollha mitluba fil-prezz jew parti minnha, 
id-deċiżjoni għandha tagħti raġunijiet imsejsa fuq kriterji oġġettivi u 
verifikabbli, u l-applikant għandu jkun mgħarraf bir-rimedji li jkollu 
taħt il-liġijiet fis-seħħ u f’liema perjodi ta’ żmien huwa jkun jista’ 
japplika għal dawk ir-rimedji. 

13.  (1)  Il-Ministru responsabbli għas-saħħa jista’ jitlob li 
l-prezz li jkun qed jiġi mħallas mid-detentur ta’ l-awtorizzazzjoni 
għall-bejgħ jiġi rivedut skond il-htiġijiet tas-Servizzi tas-Saħħa tal-
Gvern.

(2)  Il-Ministru responsabbli għas-saħħa għandu 
jipprovdi informazzjoni adegwata, li fil-fehma tiegħu tkun 
tiġġustifika r-reviżjoni mitluba fil-prezz mħallas mis- Servizzi tas-
Saħħa tal-Gvern.

(3)  Id-detentur ta’ awtorizzazzjoni għall-bejgħ ta’ prodott 
mediċinali, għandu jikkomunika lill-Ministru responsabbli għas-
saħħa deċiżjoni motivata fi żmien 90 jum minn meta jirċievi talba 
għal reviżjoni skond is-subregolament (2) ta’ dan ir-regolament.

Dikjarazzjoni ta’ 
raġunijiet.

Negozjar mill-ġdid 
tal-prezz.
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14.  (1)  Fil-każ li jkun hemm friża tal-prezzijiet fuq prodotti 
mediċinali kollha jew fuq xi kategoriji ta’ prodotti mediċinali 
mill-Ministru responsabbli għall-finanzi wara konsultazzjoni mal-
Ministru responsabbli għas-saħħa, il-Ministru  responsabbli għall-
finanzi għandu jagħmel reviżjoni, għall-inqas darba fis-sena, biex 
jara li l-kondizzjonijiet makro-ekonomiċi jkunu jiġġustifikaw li 
l-friża tissokta mingħajr ebda bidla. Fi żmien 90 jum mill-bidu 
ta’ din ir-reviżjoni, il-Ministru responsabbli għall-finanzi għandu 
jħabbar liema żjidiet jew tnaqqis fil-prezzijiet ikunu qegħdin isiru, 
jekk ikun il-każ.

(2)  F’każijiet eċċezzjonali, id-detentur ta’ 
awtorizzazzjoni għall-bejgħ ta’ prodott mediċinali jista’ japplika għal 
deroga minn friża tal-prezzijiet, jekk din tkun iġġustifikata għal xi 
raġunijiet partikolari. L-applikazzjoni għandu jkollha dikjarazzjoni  
adegwata dwar dawn ir-raġunijiet. 

(3)  Is-Suprintendent tas-Saħħa Pubblika għandu jiżgura 
li tittieħed deċiżjoni motivata fuq kull applikazzjoni bħal din u li 
din titwassal lill-applikant fi żmien 90 jum. Jekk l-informazzjoni 
mogħtija ma l-applikazzjoni ma tkunx biżżejjed, l-awtoritajiet 
kompetenti għandhom minnufih javżaw lill-applikant dwar liema 
informazzjoni oħra dettaljata dan għandu jibgħat, u għandha 
tittieħed deċiżjoni finali fi żmien 90 jum minn meta tiġi riċevuta din 
l-informazzjoni l-oħra.  

(4)  Jekk tingħata d-deroga, s-Suprintendent tas-Saħħa 
Pubblika għandu minnufih jippubblika avviż dwar iż-żjieda fil-prezz 
fil-Gazzetta.

(5)  Jekk ikun hemm numru eċċezjonali ta’ 
applikazzjonijiet, il-perjodu jista’ jittawwal darba biss għal 60 jum 
ieħor. L-applikant għandu jiġi avżat b’din l-estensjoni qabel ma 
jagħlaq l-ewwel perjodu. 

15.  Ebda ħaġa f’dawn ir-regolamenti m’għandha tipprekludi 
lis-Suprintendent tas-Saħħa Pubblika milli jagħmel kontrolli u 
jimponi kundizzjonijiet fil-każ tal-ksib u l-provvista ta’ xi prodotti 
mediċinali li jkunu koperti mis-Servizzi tas-Saħħa tal-Gvern.

 16.  Ir-Regolamenti ta’ l-2007 dwar Prodotti Mediċinali 
Disponibbli fis-Servizzi tas-Saħħa tal-Gvern, huma b’dawn 
revokati.

 

Friża tal-prezzijiet.

Kontrolli li jsiru 
mis-Suprintendent tas-
Saħħa Pubblika.

Jirrevoka A.L. 165 ta’ 
l-2007.
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• Sigurtà 

• Effikaja 

• Impatt fuq il-kwalità tal-ajja 

• Disponibilità u versatilità tal-prodott mediinali 

• Affarijiet ora 

Elenka kull informazzjoni dwar il-prodott li qegda tintehme: 

SPC kif  approvat  
Kopja awtentikata ta’ l-Awtorizzazzjoni gat-tqegid fis-suq  
Kitba li tissostanzja kull informazzjoni mogtija 

Jien qieged b’dan nikkonferma: 

i) Li safejn naf jien u nikkonoxxi, id-dettalji kollha li tajt f’din il-formola ta’ 

applikazzjoni u d-dokumenti kollha ippreentati, huma korretti u kompleti. 

ii) Naf sew li l-lista ta’ mediini disponibbli fi dan is-Servizzi tas-Saa tal-Gvern 

hi skond il-klassifika ATC u li l-prodott mediinali gandu jitqies skond l-

ingredjent attiv li jkollu u mhux bala prodott proprjetarju/ta’ xi ditta. 

iii) Naf bil-kriterji li japplikaw skond il-lii (Att dwar is-Sigurtà Sojali, Kap. 318 

artikolu 23; Regolamenti ta’ l-2009 dwar Prodotti Mediinali Disponibbli fis-

Servizzi tas-Saa tal-Gvern). 
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___________________________                              
Firma ta’ l-Applikant                                            

___________________________                              
Isem  b’ITTRI KAPITALI                                     

Data _______________________ 

 Fil-kaz li l-applikant, gall-finijiet ta’din l-applikazzjoni, ikun irid jinnomina 
persuna awtorizzata biex:- 

a) jikkomunika/jiffirma f’ismu jew 

b) jaixxi f’kollox f’ismu, 

gandhom jiu provduti dettalji ta’ min ikun qieged jii nominat u t-tip ta’ 
awtorizzazzjoni li jkollu. 

___________________________                              
Firma ta’ l-Applikant                                            

___________________________                              
Isem  b’ITTRI KAPITALI                                     

Data _______________________ 
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___________________________                              
Firma ta’ min jii nominat                                          

___________________________                              
Isem  b’ITTRI KAPITALI                                     

Data _______________________ 

Gall-uffiju biss: L-applikazzjoni waslet fi ___/___/___  
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SKEDA II  

Regolament 7(a) 

Il-Kriterji li jiu ikkunsidrati mis-Suprintendent tas-Saa Pubblika, mill-Kumitat 
u mill-esperti li dawn jikkonsultaw ruhom maghom meta jiu biex jiddeiedu 
jekk gandhomx jinkludu prodott mediinali fuq il-Lista Formularja tal-Gvern 

• L- istatus ta’ registrazzjoni tal-prodott mediinali f’Malta. 

• Jedd gal mediini li jingataw b’xejn gandu jkun kif speifikat fl-Att dwar is-
Sigurtà Sojali, Kap. 318, artikolu 23 u fil-ames Skeda Taqsima II li tinsab ma’ l-
istess Att dwar Mard u Kondizzjonijiet li dwarhom tista’ tingata Gajnuna Medika 
Bla las, kif ukoll prodotti mediinali metiea gall-goti ta’ kura f’Istituzzjonijiet 
tal-Gvern. Prodott mediinali jew kategorija ta’ prodotti mediinali biex jiu ikkurati 
mardiet li ma jinkwadrawx fl-iskop tas-Servizzi tas-Saa tal-Gvern jistgu jiu 
galkollox esklui mil-Lista Formularja tal-Gvern. 

• tiiet djanjostii u tiiet orajn  gall-ru ta’ rietti, gall-uu u gas-sorveljar 
tal-prodott mediinali partikolarment jekk dawn ikunu jirrikjedu  spejje addizzjonali. 
Il-possibilità ta’ sorveljar ta’ l-uu tal-prodott mediinali u s-sorveljar ta’ l-eitu tal-
kura.  Il-fatt li pazjenti jkunu nbdew fuq il-kura  jew li pazjenti kienu jagmlu parti 
minn provi klinii ma jaffettwax id-deijoniji biex prodott mediinali jii inklu fil-
Lista Formularja tal-Gvern. 

• Il-valur, l-ammont u r-relevanza ta’ l-informazzjoni u l-evidenza disponibbli dwar il-
prodott mediinali partikolarment f’dawk li huma innovazzjoni, effettività 
terapewtika u titjib, sigurtà, effikaja, impatt fuq il-kwalità tal-ajja, disponibilità u 
versatilità tal-prodott mediinali, kemm hi effettivita n-nefqa, paragun ma’ mediini 
ora disponibbli u metodi ora ta’ kura. 

• Nefqa u valutazzjoni ekonomika balma huma l-kondizzjonijiet gall-provvista, 
gall-ru ta’ rietti, gall-uu u gas-sorveljar tal-prodott mediinali, kemm is-
servizz nazzjonali tas-saa jkun jifla jidol gall-ispia involuta u l-impatt sojali u 
epidemjoloiku gandhom ilkoll jitqiesu sabiex tii stabbilita l-kopertura ta’ prodott 
mediinali mis-Servizzi tas-Saa tal-Gvern. 

Is-Suprintendent tas-Saa Pubblika, il-Kumitat u l-esperti li dawn jikkonsultaw 
ruhom maghom meta jiu biex jiddeiedu jekk gandhomx jinkludu prodott 
mediinali fuq il-Lista Formularja tal-Gvern jew le, jirriservaw id-dritt li jagtu kas 
ta’ kull kriterju ieor li jistgu jqisu li jkun metie. 







B  875VERŻJONI ELETTRONIKA  

• Disponibilitá u versatilitá tal-prodott mediinali 

• Affarijiet ora 

Elenka kull informazzjoni dwar il-prodott li qegda tintehme: 

SPC kif  approvat  
Kopja awtentikata ta’ l-Awtorizzazzjoni gat-tqegid fis-suq  
Kitba li tissostanzja kull informazzjoni mogtija 

Jien qieged b’dan nikkonferma: 

• Li safejn naf jien u nikkonoxxi, id-dettalji kollha li tajt f’din il-formola ta’ 

applikazzjoni u d-dokumenti kollha ippreentati, huma korretti u kompleti. 

• Naf sew li l-lista ta’ mediini disponibbli fi dan is-Servizzi tas-Saa tal-Gvern 

hi skond il-klassifika ATC u li l-prodott mediinali gandu jitqies skond l-

ingredjent attiv li jkollu u mhux bala prodott proprjetarju/ta’ xi ditta. 

• Naf bil-kriterji li japplikaw skond il-lii (Att dwar is-Sigurtà Sojali, Kap. 318 

artikolu 23; Regolamenti ta’ l-2009 dwar Prodotti Mediinali Disponibbli fis-

Servizzi tas-Saa tal-Gvern). 

___________________________                              
Firma ta’ l-Applikant                                            

___________________________                              
Isem  b’ITTRI KAPITALI                                     

Data _______________________ 
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 Fil-kaz li l-applikant, gall-finijiet ta’din l-applikazzjoni, ikun irid jinnomina 
persuna awtorizzata biex:- 

 a) jikkomunika/jiffirma f’ismu jew 

 b) jaixxi f’kollox f’ismu, 

gandhom jiu provduti dettalji ta’ min ikun qieged jii nominat u t-tip ta’ 
awtorizzazzjoni li jkollu. 

___________________________                              
Firma ta’ l-Applikant                                            

___________________________                              
Isem  b’ITTRI KAPITALI                                     

Data _______________________ 

___________________________                              
 Firma ta’ min jii nominat      

Gall-uffiju biss: L-applikazzjoni waslet fi ___/___/___  
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L.N. 58 of 2009 

MEDICINES ACT
(CAP. 458)

Availability of Medicinal Products within the Government 
Health Services Regulations, 2009

IN exercise of the powers conferred by article 106 (d) of the 
Medicines Act, the Minister for Social Policy has made the following 
regulations:-

1.  The title of these regulations is the Availability of Medicinal 
Products within the Government Health Services Regulations, 
2009. 

2.  (1)  The primary objective of these regulations is the 
promotion of public health by ensuring the availability of adequate 
supplies of medicinal products at a reasonable cost in Government 
Health Services.

 (2)  These regulations shall apply where the holder of a 
marketing authorisation, hereinafter referred to as “the applicant”, 
wishes to apply for the inclusion of a medicinal product on the list 
of medicinal products covered by the Government Health Services, 
hereinafter referred to as “The Government Formulary List”.

(3)  These regulations shall be without any prejudice to 
the power of the Superintendent of Public Health to: 

(a)  include any medicinal product in the Government 
Formulary List;

(b)  apply pricing measures to any pending and new 
applications for the introduction of    medicinal products.

3.  The Superintendent of Public Health shall be responsible 
for the implementation of these regulations and shall be assisted by 
the Government Formulary List Advisory Committee, hereinafter 
referred to as “the Committee”. 

4.  (1)  The Government Formulary List Advisory Committee 
shall consist of:

(a)  a chairperson; 

Title.

Scope.

Responsibilities.

The Committee.
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(b)  two pharmacists who are also public officers;

(c)  two clinicians from amongst the medical consultants 
who are public officers;

(d)  a patient representative;

(e)  a legal advisor who is a public officer;

(f)  two economic advisors. 

(2)  The Chairperson and the members of the 
Committee:

(a)  shall be appointed by the Minister responsible for 
health for a period of two years;

(b)  may resign their office at any time by giving notice 
in writing to the Minister.

(3)  The Minister may at any time remove the Chairperson 
and, or any of the members of the Committee appointed according 
to sub-article (2), on grounds of disability to perform their functions, 
bankruptcy or neglect of duty.

(4)  The quorum necessary for meetings of the Committee 
shall be the Chairperson and not less than half the other members:

Provided that the Committee may act notwithstanding 
any vacancy among its members.

(5)  Before reaching a decision the Committee may 
consult any experts it deems necessary.

(6)  The decisions of the Committee shall be taken by a 
majority of votes of members present at the meeting. The Chairperson 
shall have an original vote and, in the case of equality of votes, also 
a second or casting vote. 

(7)  The Superintendent of Public Health, the members 
of the Committee and any experts shall declare their interest, and 
the Minister shall have the right to refuse any committee members 
or experts on the basis of conflict of interest.  
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5.  (1)  The Government Formulary List shall include a list 
of medicinal products by the International Non-proprietary Name 
(INN). The products in this list shall be classified according to the 
Anatomical Therapeutic Chemical (ATC) classification. 

(2)  The Government Formulary List shall not include 
proprietary names of products, unless in exceptional circumstances 
where patient safety is compromised. 

(3)  The Government Formulary List shall include 
conditions specific to coverage within the Government Health 
Services in terms of entitlement to free medicines, supply within 
the Government Health Services (primary and secondary care, use 
in specific clinics or hospitals), prescriber criteria and use within 
the Government Health Services (specific prescribers, conditions 
for prescribing, protocols, therapeutic guidelines or clinical 
guidelines). 

(4)  Products which are not classified as medicinal 
products in terms of the definition of the Medicines Act may be 
included on the Government Formulary List. 

6.  (1)  An applicant may request that a medicinal product 
be included in the Government Formulary List. In such cases the 
applicant shall forward a separate  application to the Superintendent 
of Public Health in accordance with the requirements laid down 
by the said Superintendent, as specified in the application form in 
Schedule I to these regulations. 

(2)  Any decision on the inclusion of a medicinal product 
on the Government Formulary List and the reference price to be 
paid for such product by the Government Health Services shall be 
taken through a single administrative procedure, which procedure 
shall not exceed 180 days from date of application.

(3)  The applicant shall furnish the Superintendent 
of Public Health with adequate information. If the information 
supporting the application is inadequate, the time limit set in the 
preceding sub-paragraph shall be suspended and the applicant shall 
be notified of such detailed information as may be required. 

7.  Any decision not to include a medicinal product in the 
Government Formulary List shall be communicated to the applicant 
and it shall contain:

  

The Government 
Formulary List.

Application.

Decision not to 
include.



B  880 VERŻJONI ELETTRONIKA

(a)  a statement of reasons based upon the criteria in 
Schedule II to these regulations, including, if appropriate, any 
expert opinions or recommendations on which the decision is 
based;

(b)  information about the remedies available to the 
applicant under the laws in force and of the time limits allowed 
for applying such remedies.

8.  (1)  Any decision to exclude a medicinal product from 
the Government Formulary List, shall contain a statement of reasons 
based on objective and verifiable criteria. Such decision including, 
if appropriate, any expert opinions or recommendations on which 
the decisions are based, shall be communicated to the person who is 
responsible therefore.

(2)  Any such person as may be responsible shall also be 
informed of the remedies available to him under the laws in force 
and the time-limits allowed for applying such remedies. 

9.  Any decision to exclude a category of medicinal products 
from the Government Formulary List  shall contain a statement of 
reasons based on objective and verifiable criteria and be published 
in an appropriate publication to be determined by the Superintendent 
of Public Health.

10.  (1)  Any decision made under regulations 7, 8 and 9 
of these regulations may be appealed from before the Government 
Formulary List Appeals Committee, hereinafter referred as “the 
Appeals Committee”. 

(2)  The Appeals Committee shall be composed of the 
following members, who shall not be public officers:

(a)  a Chairman nominated by the Minister responsible 
for health from among legal practitioners;

(b)  a medical practitioner;

(c)  a pharmacist.

(3)  All members of the Appeals Committee shall be so 
appointed for a term of three years and may be re-appointed for a 
further term or terms.

Decision to exclude 
specific medicinal 
products.

Decision to exclude a 
category of medicinal 
products. 

Appeals from 
decisions.
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(4)  The Appeals Committee shall, upon an application 
to that effect by the person concerned, meet to hear and decide upon 
a decision reached by the Government Formulary List Advisory 
Committee.

(5)  An appeal to the Appeals Committee shall be filed 
within the peremptory term of twenty days from such a decision .

(6)  The Appeals Committee shall regulate its own 
procedure and levy such fees as may be prescribed.

(7)  In exercise of its function under this regulation, the 
Appeals Committee may appoint experts to relate on any matter 
before it.

(8)  The decisions of the Appeals Committee shall be in 
writing and shall be deemed final and conclusive and shall not be 
subject to review by the ordinary courts of law except on points of 
law.

11.  (1)  Without prejudice to regulation 14 of these 
regulations, the following provisions shall apply if an increase in the 
price of a medicinal product is permitted only after prior approval 
has been obtained from the Superintendent of Public Health acting 
on the advice of the Committee.

(2)  The Superintendent of Public Health shall ensure 
that a decision is adopted on an application submitted, in accordance 
with the requirements laid down under Schedule III to these 
regulations, by the holder of a marketing authorization to increase 
the price of a medicinal product and that this is communicated to the 
applicant within 90 days of its receipt.

 
(3)  The applicant shall furnish the Superintendent 

of Public Health with adequate information, including details of 
those events intervening since the price of the medicinal product 
was last determined, which in his opinion justify the price increase 
requested. 

(4)  If the information supporting the application is 
inadequate, the Superintendent of Public Health shall forthwith 
notify the applicant of what detailed additional information is 
required and take their final decision within 90 days of receipt of 
this additional information.

Price increase.
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(5)  In case of an exceptional number of applications, 
the period may be extended once only for a further period of 60 
days. The applicant shall be notified of such extension before the 
expiry of the period.

(6)  In the absence of such a decision within the 
abovementioned period or periods, the applicant shall be entitled to 
apply in full the requested price increase. 

12.  Should the Superintendent of Public Health decide not to 
permit the whole or part of the price increase requested, the decision 
shall contain a statement of reasons based on objective and verifiable 
criteria and the applicant shall be informed of the remedies available 
to him under the laws in force and the time limits allowed to apply 
for such remedies.

13.  (1)  The Minister responsible for health may request that 
the price being charged by the holder of the marketing authorization 
be reviewed according to the exigencies of the Government Health 
Services.

(2)  The Minister responsible for health shall furnish the 
holder of the marketing authorization with adequate information 
which, in his opinion, justifies the review in the price being charged 
to the Government Health Services.

(3)  The holder of the marketing authorization shall 
within 90 days from date of request referred to in sub-regulation 
(2) hereof provide a reasoned decision to the request made by the 
Minister responsible for health.

14.  (1)  In the event of a price freeze imposed on all 
medicinal products or on certain categories of medicinal products 
by the Minister responsible for finance in consultation with the 
Minister responsible for health, the Minister responsible for finance 
shall carry out a review, at least once a year, to ascertain whether 
the macro-economic conditions justify that the freeze be continued 
unchanged. Within 90 days of the start of this review, the Minister 
responsible for finance shall announce what increases or decreases 
in prices are being made, if any.

(2)  In exceptional cases, a person who is the holder of 
a marketing authorization for a medicinal product may apply for 
a derogation from a price freeze if this is justified by particular 

Statement of reasons.

Price renegotiation.

Price freeze.
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reasons. The application shall contain an adequate statement of 
these reasons. 

(3)  The Superintendent of Public Health shall ensure 
that a reasoned decision on any such application is adopted and 
communicated to the applicant within 90 days. If the information 
supporting the application is inadequate, the Superintendent of 
Public Health shall forthwith notify the applicant of what detailed 
additional information is required and take his final decision within 
90 days of receipt of this additional information. 

(4)  Should the derogation be granted, the Superintendent 
of Public Health shall forthwith publish an announcement in the 
Gazette of the price increase allowed.

(5)  Should there be an exceptional number of 
applications, the period may be extended once only for a further 
period of 60 days. The applicant shall be notified of such extension 
before the expiry of the initial period.

15.  Nothing in these regulations shall preclude the 
Superintendent of Public Health from applying any controls and 
conditions in the case of the procurement and supply of any medicinal 
product that is covered by the Government Health Services.

16.  The Availability of Medicinal Products within the 
Government Health Services Regulations, 2007 are hereby 
revoked.

 

Superintendent of 
Public Health may 
apply controls. 

Revokes L.N. 165 of 
2007.
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I, hereby confirm: 

i)That to the best of my knowledge and belief, all the particulars I have given in this 

application form and all the documentation submitted, are correct and complete. 

ii)I am fully aware that the list of medicines available within the Government Health 

Services is by ATC classification and that the medicinal product will be considered 

by its active ingredient and not as a proprietary/branded product. 

iii)I am aware of the criteria that apply through the legislation (Social Security Act, Cap. 

318, article 23; Availability of Medicinal Products within the Government Health 

Services Regulations, 2009). 

___________________________                              
Signature of Applicant                                            

___________________________                              
Name in BLOCK LETTERS                                     

Date _______________________ 

 In the case where the applicant, for the purpose of this application, would like to 
nominate a person authorised to: 

a) communicate/sign on his behalf or 

b) act fully on his behalf,  

there shall be provided details of the nominee and the type of authorisation available.. 
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___________________________                              
Signature of Applicant                                            

___________________________                              
Name in BLOCK LETTERS                                     

Date _______________________ 

___________________________    
Signature of Nominee                                           

___________________________                              
Name in BLOCK LETTERS                                     

Date _______________________ 

For office use only: Application received on ___/___/___  
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SCHEDULE II 

Regulation 7 (a) 

The Criteria which are taken into account by the Superintendent of Public Health, 
the Committee and any experts  with which they consult in deciding whether or not 

to include a medicinal product on the Government Formulary List 

• The registration status of the medicinal product in Malta.  

• Entitlement to free medicines shall be as specified in the Social Security Act, Cap. 
318, article 23 and the Fifth Schedule Part II to the same Act regarding Diseases and 
Conditions in respect of which Free Medical Aid may be accorded, as well as 
medicinal products required for the provision of care within Government Institutions. 
A medicinal product or a category of medicinal products to treat conditions which fall 
outside the scope of the Government Health Services may be entirely excluded from 
the Government Formulary List.  

• Diagnostic and other requirements for the prescription, use and monitoring of the 
medicinal product particularly if additional costs are incurred. The possibility for 
monitoring the use of the medicinal product and the outcome of treatment. The fact 
that patients were started on treatment or were part of a clinical trial does not affect 
the decision for inclusion of a medicinal product on the Government Formulary List. 

• The value, extent and relevance of the information and evidence available about the 
medicinal product particularly in terms of innovation, therapeutic effectiveness and 
improvement, safety, efficacy, impact on quality of life, availability and versatility of 
medicinal product, cost-effectiveness, comparison to other available medicines and 
other treatment modalities.  

• Cost and economic evaluation such as the conditions for the supply, prescription, use 
and monitoring of the medicinal product, affordability by the national health services 
and the social and epidemiological impact shall be taken into account in determining 
the coverage of a medicinal product by the Government Health Services 

The Superintendent of Public Health, the Committee and any experts  with which 
they consult in deciding whether or not to include a medicinal product on the 
Government Formulary List reserve the right to take into account other criteria as 
they may deem necessary. 




