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ATT Nru. XI ta’ l-2007

ATT biex jemenda l-Att dwar il-Mediçini, Kap. 458

IL-PRESIDENT, bil-parir u l-kunsens tal-Kamra tad-Deputati,
imlaqqg[a f dan il-Parlament, u bl-awtorità ta’ l-istess, [are; b’li;i dan
li ;ej>-

1. (1) It-titolu fil-qosor ta’ dan l-Att hu Att ta’ l-2007 li jemenda
l-Att dwar il-Mediçini.

(2) Dan l-Att g[andu jinqara u jiftiehem [a;a wa[da ma’ l-
Att dwar il-Mediçini, hawn i]jed ’il quddiem imsejja[ “l-Att prinçipali”.

2. L-artikolu 2 ta’ l-Att prinçipali g[andu ji;i emendat kif ;ej>

(a) fit-tifsira “apparat ta’ radjonuklidi”  minflok il-kliem
“apparat ta’ radjonuklidi” g[andha tid[ol il-kelma “apparat”<

(b) minnufih wara t-tifsira>

“Awtorità dwar il-Mediçini” g[andha ti]died din it-tifsira
;dida li ;ejja>-

“bilanç bejn riskju u benefiççju” tfisser valutazzjoni ta’
l-effetti posittivi terapewtiçi tal-prodott mediçinali g[ar-
rigward tar-riskji kif imfissra fil-paragrafu (a) tat-tifsira “riskji
li g[andhom x’jaqsmu ma’ l-u]u tal-prodott mediçinali<”<

Titolu fil-qosor.

Emenda ta’ l-
artikolu
2 ta’  l-Att
prinçipali.

Nag[ti l-kunsens tieg[i.

(L.S.) EDWARD FENECH ADAMI

President

 20 ta’ Lulju, 2007
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(ç) minflok it-tifsira “distribuzzjoni bl-ingrossa” g[andha
tid[ol din li ;ejja>-

“distribuzzjoni bl-ingrossa”, dwar prodott mediçinali,
tinkludi l-attivitajiet kollha li jikkonsistu fl-akkwist, it-ti]mim,
il-forniment jew l-esportazzjoni ta’ prodotti mediçinali,
minbarra l-forniment ta’ prodotti mediçinali lill-pubbliku.
Dawk l-attivitajiet isiru flimkien ma’ manufatturi jew id-
depo]ituri tag[hom, importaturi, distributuri bl-ingrossa
o[rajn jew ma’ spi]jara u persuni awtorizzati jew intitolati
g[al forniment ta’ prodotti mediçinali lill-pubbliku f’Malta<”<

(d) fit-tifsira “esperiment kliniku”, minflok il-kliem
“esperiment kliniku” g[andhom jid[lu l-kliem “prova klinika”<

(e) fit-tifsira “formola ma;istrali”  minflok il-kliem “skond
riçetta li” g[andhom jid[lu l-kliem “skond riçetta medika li”<

(f) it-tifsira “formola uffijali” g[andha tit[assar<

(g) minnufih wara t-tifsira “formola ma;istrali” g[andha
tid[ol din it-tifsira ;dida li ;ejja>-

“formola offiçinali” tfisser prodott mediçinali li jkun
im[ejji fi spi]erija skond ir-riçetti ta’ farmakopoeia
rikonoxxuta u li jkun inti] li ji;i fornut direttament lill-pazjenti
li jinqdew minn dik l-ispi]erija<”<

(h) it-tifsira “ippakkettjar minn qabel” g[andha tit[assar u
minnufih wara t-tifsira “ippakkettjar immedjat”, g[andha ti]died
din it-tifsira ;dida li ;ejja>-

“isem komuni” tfisser l-isem mhux proprjetarju
internazzjonali rakkomandat mill-Organizzazzjoni Dinjija tas-
Sa[[a (WHO), jew, jekk ma jkunx hemm wie[ed, l-isem
komuni tas-soltu<”<

(i) minnufih wara t-tifsira ;dida “isem komuni” g[andha
ti]died din it-tifsira ;dida li ;ejja>-

“isem tal-prodott mediçinali” tfisser l-isem, li jista’ jkun
sew isem inventat li mhux suppost jit[awwad ma’ l-isem
komuni, sew isem komuni jew xjentifiku li jkollu mieg[u
trade mark jew l-isem tad-detentur ta’ l-awtorizzazzjoni g[at-
tqeg[id fis-suq<”<
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(j) minflok it-tifsira “preparati erbali” g[andha tid[ol din li
;ejja>-

   “ “preparati erbali” tfisser preparati li jinkisbu meta
sustanzi erbali ji;u asso;;ettati g[al trattamenti b[all-
estrazzjoni, distillazzjoni, espressjoni, frazzazzjoni,
purifikazzjoni, konçentrazzjoni jew fermentazzjoni. Dawn
jinkludu sustanzi erbali mit[una jew pulverizzati, tinturi,
estratti, ]jut essenzjali, meraq mag[sur u likwidu mnixxi
proçessat<”<

(k) fit-tifsira “prekursur ta’ radjonuklidi”, minflok il-kliem
“apparat ta’ radjonuklidi” g[andha tid[ol il-kelma “apparat”<

(l) minflok it-tifsira “prodott mediçinali” g[andha tid[ol din
li ;ejja>-

“prodott mediçinali” tfisser kull sustanza jew
kombinazzjoni ta’ sustanzi -

(a) li ji;u pre]entati b[ala li g[andhom
proprjetajiet g[all-kura jew il-prevenzjoni ta’ mard fil-
bnedmin< jew

(b) li jistg[u jintu]aw fil-bnedmin jew ji;u lilhom
amministrati sew bil-g[an li ssir ristawrazzjoni,
korrezzjoni jew modifika ta’ funzjoni fi]jolo;ika bl-
g[emil ta’ azzjoni farmakolo;ika, immunolo;ika jew
metabolika, sew billi ssir djanjosi medika<”<

(m) minflok it-tifsira “prodott mediçinali erbali ” g[andha
tid[ol din li ;ejja>-

“ “prodott mediçinali erbali ” tfisser kull prodott
mediçinali, li esklusivament jkollu fih b[ala ingredjenti attivi
xi sustanza erbali wa[da jew aktar jew xi preparat erbali
wie[ed jew aktar, xi sustanza erbali wa[da jew aktar flimkien
ma’ xi preparat erbali wie[ed jew aktar<”<

(n) minflok it-tifsira “prodott mediçinali immunolo;iku”
g[andha tid[ol din li ;ejja>-

“prodott mediçinali immunolo;iku” tfisser xi prodott
mediçinali li jikkonsisti f’vaini, tossini, seri jew prodotti ta’
aller;en, hekk li>
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(a) vaççin, tossin u serum g[andhom jinkludu>

(i) a;enti u]ati biex jipproduçu immunità
attiva, b[alma huma l-vaççin tal-kolera, BCG,
vaççini tal-poljo, vaççini tal-;idri<

(ii) a;enti u]ati g[ad-djanjosi ta’ l-immunità,
inklu]i partikolarment it-tuberkulina u PPD tat-
tuberkulina, tossini g[at-Testijiet Schick u Dick,
il-bruççellina<

(iii)  a;enti u]ati biex jipproduçu immunità
passiva, b[al ma huma l-antitossin tad-difterija, il-
globulina kontra l-;idri, il-globulina kontra l-
limfoitiçi< u

(b) ‘prodott ta’ aller;en’ tfisser kull prodott
mediçinali inti] biex jidentifika jew i;ib alterazzjoni
miksuba speçifika fir-rispons immunolo;iku g[al a;ent
aller;izzanti<”<

(o) fit-tifsira “prodott medi/inali investigattiv”,  minflok il-
kliem “f’esperiment kliniku” g[andhom jid[lu l-kliem “fi prova
klinika”<

(p) minnufih wara t-tifsira “prodott mediçinali
investigattiv”, g[andha ti]died din it-tifsira ;dida li ;ejja>-

“prodott mediçinali miksub mid-demm jew plasma tal-
bniedem” tfisser prodott mediçinali ba]at fuq  kostitwenti tad-
demm li ji;u preparati industrjalment minn stabbilimenti
pubbliçi jew privati, prodotti mediçinali b[al dawk inklu]i,
partikolarment, l-albumina, fatturi koagulanti u
immunoglobulini li jori;inaw mill-bniedem<”<

(q) fit-tifsira “prodott mediçinali omeopatiku”, minflok il-
kliem “f’Malta” g[andhom jid[lu l-kliem “fl-Istati Membri”<

(r) minnufih wara t-tifsira”“prodott mediçinali omeopatiku”
g[andha ti]died din it-tifsira ;dida li ;ejja>-

“qawwa tal-prodott mediçinali” tfisser il-kontenut tas-
sustanzi attivi espressi b’mod kwantitattiv g[al kull unità ta’
do]a;;, g[al kull unità ta’ volum jew pi] skond il-forma ta’
do]a;;<”<
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(s) minflok it-tifsira  “radjofarmaçewtiku” g[andha tid[ol
din li ;ejja>-

“radjofarmaçewtiku” tfisser kull prodott mediçinali li,
meta jkun lest biex jintu]a, ikun fih inklu]i xi radjonuklidu
(isotopu radjoattiv) wie[ed jew aktar g[al skop mediçinali<”<

(t) fit-tifsira “radjonuklidi ;eneratur” minflok il-kliem “li
g[andha titne[[a” g[andhom jid[lu l-kliem “li g[andha tinkiseb”<

(u) minnufih wara t-tifsira “radjonuklidi ;eneratur” g[andha
tid[ol din it-tifsira ;dida li ;ejja >-

“reazzjoni kuntrarja” tfisser rispons g[al prodott
mediçinali li hu noçiv u mhux inti] u li jokkorri f’do]i
normalment u]ati fil-bniedem g[all-profilassi, djanjosi jew
terapija ta’ mard jew g[ar-ristawrazzjoni, korrezzjoni jew
modifika ta’ funzjoni fi]jolo;ika<”<

(v) minnufih wara t-tifsira ;dida “reazzjoni kuntrarja”
g[andha ti]died din it-tifsira ;dida li ;ejja>-

“reazzjoni kuntrarja gravi” tfisser reazzjoni kuntrarja li
tirri]ulta f’mewt, tkun thedded il-[ajja, te[tie; li persuna
tidda[[al fi sptar b[ala inpatient jew li jittawwal i]-]mien li
hija jkollha tibqa’ fl-isptar, tirri]ulta f’di]abilità jew inkapacità
persistenti jew sinifikanti, jew tkun anomalija kon;enitali jew
difett mit-twelid”<

(w) minnufih wara t-tifsira “reazzjoni kuntrarja gravi”
g[andha tid[ol din it-tifsira ;dida li ;ejja>-

“reazzjoni kuntrarja mhux mistennija” tfisser reazzjoni
kuntrarja, li ma g[andhiex natura, severità jew e]itu li huma
konsistenti mal-;abra tal-karatteristiçi tal-prodott<”

(x) fit-tifsira “riçetta mediçinali” minflok il-kliem “riçetta
ma[ru;a” g[andhom jid[lu l-kliem “riçetta mediçinali ma[ru;a”<

(y) minnufih wara t-tifsira “riçetta mediçinali” g[andha
ti]died din it-tifsira ;dida li ;ejja>-

“riskji li g[andhom x’jaqsmu ma’ l-u]u tal-prodott
mediçinali” tfisser>-
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(a) kull riskju li jkollu x’jaqsam mal-kwalità,
sigurezza jew effikaja tal-prodott mediçinali dwar is-
sa[[a tal-pazjenti jew is-sa[[a pubblika<

(b) kull riskju ta’ effetti mhux mixtieqa fuq l-
ambjent<”<

(z) minflok it-tifsira “sustanza” g[andha tid[ol din li ;ejja>-

“sustanza” tfisser xi [a;a irrispettivament mill-ori;ini
li jista’ jkun mill-bniedem (inklu] demm tal-bniedem u
prodotti ;ejjin mid- demm tal-bniedem), mill-annimali
(inklu]i mikro-organi]mi, annimali s[a[, partijiet ta’ organi,
tnixxija minn annimali, tossini, estratti, prodotti tad-demm),
mill-[axix (inklu]i mikro-organi]mi, pjanti, partijiet minn
pjanti, tnixxija minn [xejjex, estratti), jew mill-kimika (inklu]i
elementi, materjal kimiku li jinsab b’mod naturali u prodotti
kimiçi miksubin b’tibdil kimiku jew sintesi kimika)<”<

(aa) minflok it-tifsira “sustanzi erbali” g[andha tid[ol din
li ;ejja>-

“  “sustanzi erbali” tfisser tfisser kull pjanta prinçipalment
s[i[a, mfarrka jew mqatta’ biççiet, partijiet minn pjanti, algi,
fungi, lichens f’g[amla mhux proçessata, soltu mnixxfa, imma
xi kultant friska. Likwidu mnixxi li ma jkunux ;ew
asso;;ettati g[al xi trattament partikolari jitqiesu wkoll b[ala
sustanzi erbali. Is-sustanza erbali huma sewsew definiti bil-
parti mill-pjanta u mill-isem botaniku skond is-sistema
binomja (;eneru, speçje, varjetà u awtur)<”<

(bb) fit-test Malti biss ta’ l-Att>

(i) it-tifsira ta’ “leaflets ;o pakkett” g[andha tit[assar<

(ii) minnufih wara t-tifsira “farmakopeia rikonoxxuta”
g[andha tid[ol din it-tifsira ;dida li ;ejja>-

“ “fuljett ta’ tag[rif” tfisser il-fuljett li jkun fih l-
informazzjoni kollha g[al min ikun se ju]ah u li jkun
jinsab flimkien mal-prodott mediçinali<”

(iii) fit-tifsira “reklamar”, u fl-artikolu 28(3), minflok
il-kliem “leaflets ;o pakkett” kull fejn dawn jinsabu g[andhom
jid[lu l-kliem “fuljetti ta’ tag[rif” u “fuljett ta’ tag[rif”
rispettivament< u
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(iv) fl-artikolu 102(1)(b), minflok il-kelma “leaflet”
g[andha tid[ol il-kelma “fuljett”.

3. L-artikolu 3 ta’ l-Att prin/ipali g[andu ji;i emendat kif ;ej>–

(a) fit-test Malti tal-paragrafu (f) tas-subartikolu (2), minflok
il-kliem “esperimenti kliniçi” g[andhom jid[lu l-kliem “provi
kliniçi”< u

(b) minflok is-subartikolu (3) g[andu jid[ol dan li ;ej>

“(3) L-Awtorità dwar il-Liçenzjar tista’ tag[mel regoli
li jkunu jiddelegaw xi jew kull funzjoni tag[ha msemmija
fil-paragrafi (l), (m), (n) u (o) tas-subartikolu (2) ta’ dan l-
artikolu lill-Awtorità dwar il-Mediçini.”.

4. Fis-subartikolu (2) ta’ l-artikolu 10 ta’  l-Att prinçipali, minflok
il-kliem “l-a;enzija”, kull fejn dawn jinsabu, g[andhom jid[lu l-kliem
“l-Awtorità”.

5. Minflok il-paragrafu (a) tas-subartikolu (2) ta’ l-artikolu 16
ta’ l-Att prinçipali, g[andu jid[ol dan li ;ej>-

“(a) li jisma’ appell mag[mul minn applikant g[al
awtorizzazzjoni g[at- tqeg[id fis-suq fuq xi rakkomandazzjoni ta’
l-Awtorità dwar il-Mediçini dwar is-sigurezza, il-kwalità u l-
effikaçja ta’ xi prodott mediçinali.”.

6. Minflok l-artikolu 19 ta’  l-Att prinçipali, g[andu jid[ol dan li
;ej>

“19. (1) Id-disposizzjonijiet tat-Titoli I, II u III g[andhom
japplikaw>

(a) g[al prodotti mediçinali li jintu]aw mill-bniedem
u li jkunu inti]i biex jinbieg[u fi Stati Membri u li jew ji;u
preparati industrjalment jew ji;u manufatturati b’metodu li
jinvolvi proçess industrjali<

(b) f’ka]ijiet dubbju]i, meta, wara li jitqiesu l-
karatteristiçi kollha tieg[u, prodott jista’ jinkwadra fit-tifsira
ta’ prodott mediçinali u fit-tifsira ta’ prodott kopert minn
le;islazzjoni o[ra Komunitarja.

(2) It-Titoli I, II u III ta’ dan Att ma g[andhomx
japplikaw g[al –

Emenda ta’ l-
artikolu
10 ta’ l-Att
prinçipali.

Emenda ta’ l-
artikolu
16 ta’ l-Att
prinçipali.

Sostituzzjoni
ta’ l-artikolu
19 ta’  l-Att
prinçipali.

Emenda ta’ l-
artikolu
3 ta’  l-Att
prinçipali.
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(a) prodott mediçinali li jkun ippreparat skond formola
ma;istrali<

(b) prodott mediçinali li jkun ippreparat skond formola
offiçinali<

(ç) prodotti mediçinali li jkun inti] g[ar-riçerka u provi
dwar l-izvilupp relattiv, i]da ming[ajr pre;udizzju g[ad-
disposizzjonijiet tar-Regolamenti ta’ l-2004 dwar Provi
Kliniçi<

(d) radjonuklidi f’g[amla ta’ sorsi si;illati<

(e) demm s[i[, plasma jew çelloli tad-demm li
jori;inaw mill-bniedem, [lief g[al plasma preparata b’metodu
li jinvolvi proçess industrjali<

(f) prodotti intermedji inti]i g[al aktar ipproçessar
minn manufattur awtorizzat.

(3) (a) L-Awtorità tista, skond li;ijiet li jkunu fis-
se[[ u sabiex ji;u suffiçjentement mwettqa b]onnijiet speçjali,
teskludi mid-disposizzjonijiet ta’ dan l-Att prodotti mediçinali
forniti b’rispons  g[al xi ordni li ssir bonafidi u li ma tkunx mitluba,
formulata skond l-ispeçifikazzjonijiet ta’ professjonist awtorizzat
tas-sa[[a u sabiex tintu]a minn pazjent individwali li jkun ta[t ir-
responsabbiltà personali diretta tieg[u.

(b) L-Awtorità tista temporanjament tawtorizza
d-distribuzzjoni ta’ prodott mediçinali mhux awtorizzati b’rispons
g[all-firxa ta’ a;enti pato;eniçi, tossini, a;enti kimiçi jew
radjazzjoni nukleari, ilkoll suspettati jew konfermati, li kull wa[da
minnhom tista’ tkun ka;un ta’’[sara>

I]da d-detenturi ta’ l-awtorizzazzjoni g[at-tqeg[id fis-suq,
manufatturi u professjonisti tas-sa[[a m’huma so;;etti g[al ebda
responsabbiltà çivili jew amministrattiva g[al konsegwenzi li
jirri]ultaw mill-u]u ta’ prodott mediçinali xort’o[ra minn dak ta’
l-indikazzjonijiet awtorizzati jew mill-u]u ta’ prodotti mediçinali
mhux awtorizzati, meta dak l-u]u jkun rakkomandat jew me[tie;
mill-Awtorità b’rispons g[all-firxa ta’ a;enti pato;eniçi, tossini,
a;enti kimiçi jew radjazzjoni nukleari, ilkoll suspettati jew
konfermati, li kull wa[da minnhom tista’ tkun ka;un ta’ [sara.
Dan japplika irrispettivament minn jekk tkunx ng[atat jew le
awtorizzazzjoni nazzjonali jew Komunitarja>
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I]da wkoll ir-responsabbiltà g[al prodotti difettu]i, skond
m’hemm provdut dwarha bid-Direttiva tal-Kunsill 85#374#KEE tal-
25 ta’ Lulju, 1985 fuq it-tqarrib tal-li;ijiet, regolamenti u
disposizzjonijiet amministrattivi ta’ l-Istati Membri, dwar ir-
responsabbiltà g[al prodotti difettu]i m’g[andhiex tkun affettwata
bil-proviso preçedenti.”.

7. It-Titolu I fit-Taqsima  III ta’  l-Att prinçipali g[andu jit[assar
milli jibqa’ jidher qabel l-artikolu 19 u g[andu jidda[[al biex jidher
minnufih qabel l-artikolu 20.

8. L-artikolu 28 ta’  l-Att prinçipali g[andu ji;i emendat kif ;ej>-

(a) minflok is-subartikoli (1) u (2), g[andhom jid[lu dawn
li ;ejjin>

“(1) L-Awtorità dwar il-Liçenzjar g[andha tissospendi,
tirrevoka, tirtira jew tvarja l-awtorizzazzjoni g[at-tqeg[id fis-
suq g[al prodott mediçinali, ti]gura li l-forniment tal-prodott
mediçinali jkun projbit u tordna li dan ji;i rtirat mis-suq jekk>

(a) il-prodott mediçinali jkun ka;un ta’ [sara ta[t
kondizzjonijiet ta’ u]u normali< jew

(b) ma jkollux effikaçja terapewtika, meta dan in-
nuqqas ta’ effikaçja terapewtika jitqies li jkun qieg[ed
ise[[ meta ji;i konklu] li ma jistg[ux jinkisbu ri]ultati
terapewtiçi mill-prodott mediçinali< jew

(ç) il-bilanç bejn riskju u benefiççju ma jkunx
wie[ed favorevoli ta[t il-kondizzjonijiet ta’ u]u
awtorizzati< jew

(d) il-kompo]izzjoni kwalitattiva u kwantitattiva
tal-prodott ma tkunx wa[da skond ma jkun hemm
dikjarat< jew

(e) ma jkunux saru l-kontrolli fuq il-prodott
mediçinali u, jew fuq l-ingredjenti u l-kontrolli fi stadju
intermedju tal-proçess ta’ manufattura, jew inkella jekk
xi [tie;a jew obbligazzjoni li jkollha x’taqsam ma’ l-
g[oti ta’ l-awtorizzazzjoni ta’ manufattura ma tkunx ;iet
mwettqa suffiçjentement>

I]da l-Awtorità dwar il-Liçenzjar tista’ tillimita l-
projbizzjoni g[all-forniment tal-prodott mediçinali, jew
l-irtirar tieg[u mis-suq, g[al dawk il-lottijiet li jkunu fil-
qalba tat-tilwima.

Emenda tat-Titolu I
fit-Taqsima
III ta’ l-Att
prinçipali.

Emenda ta’ l-
artikolu
28 ta’  l-Att
prinçipali.
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(2) Awtorizzazzjoni g[andha wkoll tkun sospi]a,
revokata, irtirata jew varjata meta d-dettalji li jkunu jsostnu
l-applikazzjoni skond ma hemm provdut dwarhom f’dan l-
Att jirri]ultaw li ma jkunux korretti jew ikunu ;ew emendati
ming[ajr ebda awtorizzazzjoni jew meta ma jkunux saru l-
kontrolli me[tie;a skond dan l-Att jew ta[tu”< u

(b) minnufih wara s-subartikolu (5) g[andhom ji]diedu
dawn l-artikoli ;odda li ;ejjin>

“(6) L-Awtorità dwar il-Liçenzjar g[andha tissospendi
jew tirrevoka l-awtorizzazzjoni g[at-tqeg[id fis-suq g[al xi
kategorija ta’ preparati jew g[all-preparati kollha meta ma
jit[arsux id-disposizzjonijiet tat-Titolu II.

(7) Id-disposizzjonijiet ta’ dan l-artikolu u ta’ l-artikoli
99 sa 104, g[andhom japplikaw g[al prodotti mediçinali
omeopatiçi.”.

9. Fis-subartikolu (1) ta’ l-artikolu 32 ta’  l-Att prinçipali,
minflok il-kliem “Prodotti mediçinali omeopatiçi” g[andhom jid[lu
l-kliem “Ming[ajr pre;udizzju g[all-artikolu 28 ta’ dan l-Att,
prodotti mediçinali omeopatiçi”, u fit-test Malti tas-subartikolu (5),
minflok il-kliem “esperimenti klini/i” g[andhom jid[lu l-kliem
“provi klini/i”.

10. Fis-subartikolu (1) ta’ l-artikolu 41 ta’ l-Att prinçipali, il-
kliem “ta[t dan l-Att” g[andhom jit[assru.

11. Minflok l-artikolu 49 ta’  l-Att prinçipali, g[andu jid[ol dan
li ;ej>-

“49. Id-disposizzjonijiet ta’ l-artikoli 37 sa 48 g[andhom
japplikaw g[all-manufattura u l-assembla;; ta’ prodotti mediçinali
omeopatiçi.”.

12. Fl-artikoli 50, 51, 52 u 53 ta’  l-Att prinçipali, il-kliem “,
minbarra l-prodotti elenkati fl-artikolu 32(a) (b) u (c)”, kull fejn dawn
jinsabu, g[andhom ji;u m[assra.

13. Minflok l-artikolu 77 ta’ l-Att prin/ipali, g[andu jid[ol dan
li ;ej>

“77. Il-kondizzjonijiet u l-kriterji li jistabbilixxu meta
persuna g[andha jew m’g[andhiex interess dirett jew indirett fi
spi]erija g[andhom ji;u stabbiliti ta[t dan l-Att.”.

Emenda ta’ l-
artikolu
32 ta’  l-Att
prinçipali.
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14. Fis-subartikolu (2) ta’ l-artikolu 80 ta’  l-Att prinçipali, il-
kliem “, formulazzjoni” g[andhom jit[assru.

15. Fl-artikolu 83 ta’  l-Att prinçipali, minnufih wara l-kliem
“jew formola ma;istrali” g[andhom jid[lu l-kliem” jew formola
offiçinali”.

16. Fl-artikolu 87 ta’  l-Att prinçipali, minflok il-kliem “formoli
ma;istrali u uffiçjali” g[andhom jid[lu l-kliem “formoli ma;istrali u
formoli offiçinali” u minflok il-kliem “l-ippakkettjar minn qabel”
g[andhom jid[lu l-kliem “qsim ta’ pakketti awtorizzati f’unitajiet
izg[ar”.

17. Fil-paragrafu (e) tas-subartikolu (1) ta’ l-artikolu 99 ta’ l-Att
prinçipali, il-kliem “66(2),” g[andhom jit[assru.

18. Fl-artikolu 101 ta’  l-Att prinçipali, fis-subartikolu (1),
minflok il-kliem “tid[ol f’xi fond>” g[andhom jid[lu l-kliem “tid[ol u
tag[mel spezzjonijiet ripetuti u mhux mg[arrfin f’xi fond>”.

19. L-artikolu 102 ta’  l-Att prinçipali g[andu ji;i emendat kif
;ej>

(a) fil-paragrafu (ç) tas-subartikolu (1), minflok il-kliem
“minn dawk il-proçessi.” g[andhom jid[lu l-kliem “minn dawk
il-proçessi>” u, minnufih wara, g[andu ji]died dan il-proviso li ;ej
mas-subartikolu s[i[>-

“I]da uffiçjal awtorizzat jista’ wkoll jag[mel spezzjonijiet
ta’ manufatturi ta’ materjal tal-bidu wara li ssir talba speçifika g[al
dawk il-finijiet minn dak il-manufattur innifsu>

I]da wkoll il-kampjuni li jista’ jittie[ed jista’ ji;i analizzat
f’laboratorju msemmi identifikat mill-Awtorità.”<

(b) minnufih wara l-paragrafu (b) tas-subartikolu (3),
g[andu ji]died dan il-paragrafu ;did li ;ej>

“(ç) li ti;bed fotografiji ta’ kull tag[mir, fond, record
u dokument.”< u

(ç) minnufih wara s-subartikolu (7), g[andhom jid[lu dawn
is-subartikoli ;odda li ;ejjin>

“(8) Wara kull ispezzjoni l-uffiçjal awtorizzat g[andu
jirrapporta dwar jekk il-manufattur ikunx qieg[ed jikkonforma
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ru[u mal-prinçipji u linji direttivi ta’ prattika ta’ manufattura
kif imiss jew, fejn ikun adatt, mal-[ti;iet li jkollhom x’jaqsmu
mal-farmakovi;ilanza. Il-kontenut ta’ dawk ir-rapporti
g[andhom jitwasslu lill-manufattur jew lid-detentur ta’ l-
awtorizzazzjoni g[at-tqeg[id fis-suq li tkun saritlu l-
ispezzjoni.

(9) Fi ]mien 90 jum minn ispezzjoni, g[andu jin[are;
lil manufattur çertifikat ta’ prattika ta’ manufattura kif imiss
jekk l-e]itu ta’ l-ispezzjoni juri li l-manufattur jkun qieg[ed
jikkonforma ru[u mal-prinçipji u mal-linji direttivi ta’ prattika
ta’ manufattura kif imiss kif provdut dwar dan bil-le;islazzjoni
li tkun qieg[da sse[[ f’dak il-waqt.”.

20. Minnufih wara s-subartikolu (4) ta’ l-artikolu 103 ta’ l-Att
prinçipali, g[andu ji]died dan is-subartikolu ;did li ;ej>-

“(5) Meta jkun ;ie elevat xi prodott mediçinali ta[t  id-
disposizzjonijiet ta’ dan l-Att u sid-il prodott jag[ti l-kunsens tieg[u
bil-miktub g[all-qirda ta’ dak il-prodott mediçinali, l-Awtorità dwar
il-Liçenzjar tista’ wara li tie[u dawk il-kampjuni li tista tkun te[tieg
biex jin;iebu b[ala pre;udizzju g[al kull proçediment li jista’ jsir
kontra l-persuna responsabbli g[ar-reat u l-Awtorità dwar il-
Liçenzjar imsemmija g[andha tirrimborsa l-ispejje] kollha li jkunu
saru fil-qirda tal-prodott mediçinali.”.

21. Minnufih wara l-artikolu 104 ta’  l-Att prinçipali, g[andu
ji]died dan l-artikolu ;did li ;ej>

104A. (1) Id-detentur ta’ l-awtorizzazzjoni g[at-
tqeg[id fis-suq ta’ prodott mediçinali u, fejn ikun adatt, id-
detentur ta’ l-awtorizzazzjoni g[all-manufattura, g[andhom
jag[tu prova tal-kontrolli li jsiru fuq il-prodott mediçinali u,
jew l-ingredjenti u tal-kontrolli li jsiru fi stadju intermedju
tal-proçess ta’ manufattura, skond il-metodi stipulati fl-
artikolu 8(3)(h) tad-Direttiva 2001#83 KE u kull emenda fiha.

(2) Il-manufatturi ta’ prodotti immunolo;içi
g[andhom jippre]entaw lill-Awtorità kopji tar-rapporti kollha
dwar il-kontroll iffirmati mill-persuna kwalifikata.

(3) Meta l-Awtorità tqis li jkun hekk me[tie; fl-
interess tas-sa[[a pubblika, hija tista’ te[tie; lid-detentur ta’
awtorizzazzjoni g[at-tqeg[id fis-suq>

(a) ta’ vaççini [ajjin,

}jieda ta’ l-artikolu
104A
;did ma’ l-Att
prinçipali.
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(b) ta’ prodotti mediçinali immunolo;içi fl-
immunizzazzjoni primarja ta’ trabi jew ta’ gruppi o[rajn
f’riskju<

(ç) ta’ prodotti mediçinali immunolo;içi li
jintu]aw fi programmi ta’ immunizzazzjoni tas-sa[[a
pubblika,

(d) prodotti mediçinali immunolo;içi ;odda jew
prodotti mediçinali immunolo;içi manufatturati bl-u]u
ta’ modi ta’ teknolo;iji ;odda jew mibdulin jew ;odda
g[al xi manufattur partikulari, matul perjodu transitorju
normalment speçifikat fl-awtorizzazzjoni g[at-tqeg[id
fis-suq,

jippre]enta kampjuni minn kull lott ta’ l-ingrossa u, jew il-
prodott mediçinali g[all-e]ami minn laboratorju msemmi g[al
dak l-g[an qabel ir-rilaxx fis-suq kemm-il darba, fil-ka] ta’
lott manufatturat fi Stat Membru ie[or, l-awtorità kompetentt
ta’ dak l-Istat Membru ma tkunx qabel e]aminat il-lott involut
u iddikjaratu b[ala wie[ed konformi ma’ l-ispeçifikazzjonijiet
approvati. L-Awtorità g[andha ti]gura li b[al dak e]ami
jitlesta fi ]mien 60 ;urnata minn meta jaslu l-kampjuni.

(4) Fl-interess tas-sa[[a pubblika, l-Awtorità
tista’ te[tie; lid-detentur ta’ awtorizzazzjoni g[at-tqeg[id fis-
suq g[al prodotti mediçinali miksubin mid-demm jew mill-
plasma tal-bniedem jippre]enta kampjuni minn kull lott ta’ l-
ingrossa u, jew il-prodott mediçinali g[all-ittestjar minn
laboratorju msemmi g[al dak l-g[an qabel ma dawn ji;u
rilaxxati f’çirkolazzjoni libera, kemm-il darba l-awtoritajiet
kompetenti ta’ xi Stat Membru ie[or ma jkunux qabel
e]aminaw il-lott involut u ddikjaraw li dan kien konformi
ma’ l-ispeçifikazzjonijiet approvati. L-Awtorità g[andha
ti]gura li kull tali e]ami jsir fi ]mien 60 ;urnata minn meta
ji;u riçevuti l-kampjuni.”.

22. L-artikolu 106 ta l-Att prin/ipali g[andu ji;i emendat kif
;ej>–

(a) fit-test Malti tal-paragrafu (h), minflok il-kliem
“esperimenti klini/i” g[andhom jid[lu l-kliem “provi klini/i”< u

(b) minflok il-paragrafu (q), g[andu jid[ol dan li  ;ej>–

Emenda ta‘ l-
artikolu
106 ta’ l-Att
prinçipali
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“(q) il-[lasijiet li jistg[u jin;abru u l-fondi fejn dawk il-
[lasijiet jist[gu ji;u depo]itati mill-Awtorità dwar il-Liçenzjar,  l-
Awtorità dwar il-Mediçini u kull kumitat ie[or imwaqqaf minn
jew ta[t dan l-Att jew regolamenti mag[mulin ta[tu<”.

23. Minnufih wara l-artikolu 109 ta’ l-Att prinçipali, g[andu
ji]died dan l-artikolu ;did li ;ej>

110. (1) Ebda [a;a f’dan l-Att m’g[andha b’ebda mod
tidderoga minn xi Att jew regolamenti dwar il-protezzjoni minn
radjazzjoni ta’ persuni li jkunu qeg[din jag[mlu xi e]ami
mediku jew li jkunu qeg[din jie[du kura medika, jew minn
regoli Komunitarji li jistipulaw il-livelli ba]içi ta’ sigurtà g[all-
[arsien tas-sa[[a tal-pubbliku b’mod ;enerali u tal-[addiema
kontra l-perikli tar-radjazzjoni jonizzanti.

(2) Dan l-Att hu ming[ajr pre;udizzju g[ad-
Deçi]joni tal-Kunsill 86#346#KEE tal-25 ta’ :unju 1986 li
taççetta f’isem il-Komunità, il-Ftehim Ewropew fuq l-
Iskambju ta’ Sustanzi Terapewtiçi li Jori;inaw mill-Bniedem.

(3) Id-disposizzjonijiet ta’ dan Att m’g[andjomx
jaffettwaw is-setg[at ta’ l-Awtorità la dwar kif ji;u stabbiliti
l-prezzijiet g[al prodotti mediçinali u lanqas dwar l-inklu]joni
tag[hom fl-iskop ta’ skemi ta’ l-assigurazzjoni tas-sa[[a
nazzjonali, abba]i ta’ kundizzjonijiet tas-sa[[a u dawk
ekonomiçi u soçjali.

(4) Dan l-Att m’g[andux jaffettwa l-applikazzjoni
ta’ xi li;i li tipprojbixxi jew tirrestrin;i l-bejg[, il-provvista
jew l-u]u ta’ prodotti mediçinali b[ala kontraçettivi jew li
jwasslu g[all-abort.”.

24. It-Tielet Skeda li tinsab ma’ l-Att pri/ipali g[andha ti;i
m[assra.

}jieda ta’
l-artikolu 110
;did ma’ l-Att
prinçipali.
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_____________

Mg[oddi mill-Kamra tad-Deputati fis-Seduta Nru. 551 tas-16 ta’ Lulju, 2007.

ANTON TABONE

Speaker

RICHARD J. CAUCHI

Skrivan tal-Kamra tad-Deputati
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ACT No. XI of 2007

AN ACT to amend the Medicines Act, Cap. 458

BE IT ENACTED by the President, by and with the advice and
consent of the House of representatives, in this present Parliament
assembled, and by the authority of the same, as follows>-

1. (1) The short title of this Act is the Medicines (Amendment)
Act, 2007.

(2) This Act shall be read and construed as one with the
Medicines Act, hereinafter referred to as “the principal Act”.

2. Article 2 of the principal Act shall be amended as follows>

(a) immediately before the definition “advertising” there
shall be inserted the following new definition>-

“ “adverse reaction” means a response to a medicinal
product which is noxious and unintended and which occurs
at doses normally used in man for the prophylaxis, diagnosis
or therapy of disease or for the restoration, correction or
modification of physiological function<”<

(b) immediately after the definition “clinical trial”, there
shall be added the following new definition>-

Short title.

Amendment of
article
2 of the principal
Act.

I assent.

(L.S.) EDWARD FENECH ADAMI

President

20th July, 2007
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“ “common name” means the international non-
proprietary name recommended by the World Health
Organization, or, if one does not exist, the usual common
name<”<

(c) in the Maltese text of the  definition “esperiment kliniku”,
for the words “esperiment kliniku” there shall be substituted the
words “prova klinika”<

(d) for the definition “herbal medicinal product” there shall
be substituted the following>-

““herbal medicinal product” means any medicinal
product, exclusively containing as active ingredients one or
more herbal substances or one or more herbal preparations,
or one or more such herbal substances in combination with
one or more such herbal preparations<”<

(e) for the definition “herbal preparations” there shall be
substituted the following>-

“ “herbal preparations” means preparations obtained by
subjecting herbal substances to treatments such as extraction,
distillation, expression, fractionation, purification,
concentration or fermentation. These include comminuted or
powdered herbal substances, tinctures, extracts, essential oils,
expressed juices and processed exudates<”<

(f) for the definition “herbal substances” there shall be
substituted the following>-

“ “herbal substances” means all mainly whole,
fragmented or cut plants, plant parts, algae, fungi, lichen in
an unprocessed, usually dried, form, but sometimes fresh.
Certain exudates that have not been subjected to a specific
treatment are also considered to be herbal substances. Herbal
substances are precisely defined by the plant part used and
the botanical name according to the binomial system (genus,
species, variety and author)<”<

(g) in  the definition “homeopathic medicinal product”, for
the words “in Malta” there shall be substituted the words “in the
Member States”<

(h) for the definition “immunological medicinal product”
there shall be substituted the following>-
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“immunological medicinal product” means any
medicinal product consisting of vaccines, toxins, serums or
allergen products, where –

(a) vaccines, toxins and serums shall cover in
particular>

(i) agents used to produce active immunity,
such as cholera vaccine, BCG, polio vaccines,
smallpox vaccine<

(ii) agents used to diagnose the state of
immunity, including in particular tuberculin and
tuberculin PPD, toxins for the Schick and Dick
Tests, brucellin<

(iii) agents used to produce passive
immunity, such as diphtheria antitoxin, anti-
smallpox globulin, antilymphocytic globulin<

(b) ‘allergen product’ shall mean any medicinal
product which is intended to identify or induce a specific
acquired alteration in the immunological response to an
allergizing agent<”<

(i) in the definition “magistral formula” for the words “with
a prescription”  there shall be substituted the words “with a medical
prescription”<

(j) in the definition  “medicinal prescription” for the words
“any prescription” there shall be substituted the words “any
medicinal prescription”<

(k) for the definition “medicinal product” there shall be
substituted the following>-

“ “medicinal product” means any substance or
combination of substances -

(a) presented as having properties for treating or
preventing disease in human beings< or

(b) which may be used in or administered to
human beings either with a view to restoring, correcting
or modifying physiological functions by exerting a
pharmacological, immunological or metabolic action, or
to making a medical diagnosis<”<
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(l) immediately after the definition “medicinal product”,
there shall be added the following new definition>-

“ “medicinal products derived from human blood or
human plasma” means medicinal products based on blood
constituents which are prepared industrially by public or
private establishments, such medicinal products including,
in particular, albumin, coagulating factors and
immunoglobulins of human origin<”<

(m) immediately after the definition “Minister” there shall
be added the following new definition>-

“ “name of the medicinal product” means the name,
which may be either an invented name not liable to confusion
with the common name, or a common or scientific name
accompanied by a trade mark or the name of the marketing
authorisation holder<”<

(n) the definitions “official formula” and “pre-packaging”
shall be deleted<

(o) immediately after the new definition “name of the
medicinal product” there shall be inserted the following new
definition>-

“ “officinal formula” means any medicinal product which
is prepared in a pharmacy in accordance with the  prescriptions
of a pharmacopoeia and is intended to be supplied directly to
the patients served by such pharmacy<”<

(p) in the Maltese text of the definition “prodott medi/inali
investigattiv”, for the words “l-esperiment kliniku” there shall be
substituted the words “fi prova klinika”<

(q) in the definition “radionuclide generator” for the word
“removed” there shall be substituted the word “obtained”<

(r) in the definition “radionuclide kit” for the words
“radionuclide kit” there shall be substituted the word “kit”, and
the said definition “kit” shall now be inserted immediately after
the definition “investigational medicinal product”<

(s) in the definition “radionuclide precursor”, for the words
“radionuclide kit” there shall be substituted the words “kit”<
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(t) for the definition  “radiopharmaceutical” there shall be
substituted the following>-

“ “radiopharmaceutical” means any medicinal product
which, when ready for use, contains one or more radionuclides
(radioactive isotopes) included for a medicinal purpose<”<

(u) immediately after the definition “responsible person”
there shall be added the following new definition>-

“ “risk-benefit balance” means an evaluation of the
positive therapeutic effects of the medicinal product in relation
to the risks as defined in paragraph (a) of the definition”“risks
related to use of the medicinal product<”<

(v) immediately after the definition “risk-benefit balance”
there shall be added the following new definition>-

“ “risks related to use of the medicinal product” means>-

(a) any risk relating to the quality, safety or
efficacy of the medicinal product as regards patients’
health or public health<

(b) any risk of undesirable effects on the
environment< ”<

(w) immediately after the definition “rules” there shall be
added the following new definition>-

“ “serious adverse reaction” means an adverse reaction
which results in death, is life-threatening, requires inpatient
hospitalisation or prolongation of existing hospitalisation,
results in persistent or significant disability or incapacity, or
is a congenital anomaly or birth defect”<

(x) immediately after the definition “serious adverse
reaction” there shall be added the following new definition>-

“ “strength of the medicinal product” means the content
of the active substances expressed quantitatively per dosage
unit, per unit of volume or weight according to the dosage
form<”<

(y) for the definition “substance” there shall be substituted
the following>-
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“ “substance” means any matter irrespective of origin
be it human (including human blood and human blood
products), animal (including micro-organisms, whole animals,
parts of organs, animal secretions, toxins, extracts, blood
products), vegetable (including micro-organisms, plants, parts
of plants, vegetable secretions, extracts), or chemical
(including elements, naturally occurring chemical materials
and chemical products obtained by chemical change or
synthesis)<”<

(z) immediately after the definition “Superintendent of
Public Health” there shall be inserted the following new definition>-

“ “unexpected adverse reaction” means an adverse
reaction, the nature, severity or outcome of which is not
consistent with the summary of product characteristics<”

(aa) for the  definition “wholesale distribution” there shall
be substituted the following>-

“ “wholesale distribution”, in relation to a medicinal
product, includes all activities consisting of procuring,
holding, supplying or exporting medicinal products, apart
from supplying medicinal products to the public.  Such
activities are carried  out with manufacturers or their
depositories, importers, other wholesale distributors or with
pharmacists and persons authorised or entitled to supply
medicinal products to the public in Malta.”<

(bb) in the Maltese text only thereof>

(i) the definition “leaflets ;o pakkett” shall be deleted<

(ii) immediately after the definition “farmakopeia
rikonoxxuta” there shall be added the following new
definition>-

“ “fuljett ta’ tag[rif” tfisser il-fuljett li jkun fih l-
informazzjoni kollha g[al min ikun se juzah u li jkun
jinsab flimkien mal-prodott mediçinali<”

(iii) in the definition “reklamar”, and in article 28(3),
for the words “leaflets” and “leaflets ;o pakkett” wherever
they occur there shall be substituted the words “fuljetti ta’
tag[rif” and “fuljett ta’ tag[rif” respectively< and
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(iv) in article 102 (1)(b), for the word “leaflet” there
shall be substituted the word “fuljett”.

3. Article 3 of the principal Act shall be amended as follows>–

(a) in the Maltese text of paragraph (f) of subarticle (2), for
the words “esperimneti klini/i” there  shall be substituted the words
“provi klini/i”< and

(b) for sub-article (3), there shall be substituted the
following>

“(3) The Licensing Authority may by rules delegate
any of its functions referred to in paragraphs (l), (m), (n) and
(o) of sub-article (2) hereof to the Medicines Authority.”.

4. In sub-article (2) of article 10 of the principal Act, for the
word “agency”, wherever it occurs, there shall be substituted the word
“Authority”.

5 For paragraph (a) of sub-article (2) of article 16 of the principal
Act, there shall be substituted the following>-

“(a) to hear an appeal submitted by the applicant of a
marketing authorisation on any recommendation of the Medicines
Authority  in relation to the safety, quality and efficacy  of a
medicinal product”.

6. For article 19 of the principal Act, there shall be substituted
the following>

“19. (1) The provisions of Titles I, II and III shall apply>

(a) to medicinal products for human use intended to
be placed on the market in Member States and either prepared
industrially or manufactured by a method involving an
industrial process<

(b) in cases of doubt, where, taking into account all its
characteristics, a product may fall within the definition of a
medicinal product and within the definition of a product
covered by other Community legislation.

(2) Titles I, II and III of this Act shall not apply to –

(a) any medicinal product prepared in accordance with
a magistral formula<

Amendment of
article 10 principal
Act.
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principal Act.
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article 19 of the
principal Act.

Amendment
of article 3 of
the principal Act.
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(b) any medicinal product prepared in accordance with
an officinal formula<

(c) medicinal products intended for research and
development trials, but without prejudice to the provisions of
the Clinical Trials Regulations, 2004<

(d) radionuclides in the form of sealed sources<

(e) whole blood, plasma or blood cells of human origin,
except for plasma prepared by a method involving an
industrial process<

(f) intermediate products intended for further
processing by an authorised manufacturer.

(3) (a) The Authority may, in accordance with
legislation in force and to fulfill special needs, exclude from the
provisions of this Act medicinal products supplied in response to
a bona fide unsolicited order, formulated in accordance with the
specifications of an authorised health-care professional and for
use by an individual patient under his direct personal responsibility.

(b) The Authority may temporarily authorise the
distribution of an unauthorised medicinal product in response to
the suspected or confirmed spread of pathogenic agents, toxins,
chemical agents or nuclear radiation any of which could cause
harm>

Provided that marketing authorisation holders, manufacturers
and health professionals are not subject to civil or administrative
liability for any consequences resulting from the use of a medicinal
product otherwise than for the authorised indications or from the
use of an unauthorised medicinal product, when such use is
recommended or required by the Authority in response to the
suspected or confirmed spread of pathogenic agents, toxins,
chemical agents or nuclear radiation any of which could cause
harm. This shall apply irrespective of whether or not national or
Community authorisation has been granted>

Provided further that liability for defective products, as
provided for by Council Directive 85#374#EEC of 25 July, 1985
on the approximation of the laws, regulations and administrative
provisions of the Member States, concerning liability for defective
products shall not be affected by the preceding proviso.”.
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7. Title I of part III of the principal Act shall be deleted from
appearing before article 19 and shall be inserted to appear  immediately
before article 20.

8. Article 28 of the principal Act shall be amended as follows>-

(a) for sub-articles (1) and (2) thereof, there shall be
substituted the following>

“(1) The Licensing Authority shall suspend, revoke,
withdraw or vary the marketing authorization for a medicinal
product, ensure that the supply of the medicinal product is
prohibited and order its withdrawal from the market if>

(a) the medicinal product is harmful under normal
conditions of use< or

(b) it lacks therapeutic efficacy, where such lack
of therapeutic efficacy shall be deemed as occurring
when it is concluded that therapeutic results cannot be
obtained from the medicinal product< or

(c) the risk benefit balance is not favourable under
the authorised conditions of use< or

(d) its qualitative and quantitative composition is
not as declared< or

(e) the controls on the medicinal product and, or
on the ingredients and the controls at an intermediate
stage of the manufacturing process have not been carried
out, or if the requirement or obligation relating to the
grant of the manufacturing authorisation has not been
fulfilled>

Provided that the Licensing Authority may limit
the prohibition to supply the medicinal product, or its
withdrawal from the market, to those batches which are
the subject of dispute.

(2) An authorisation shall also be suspended, revoked,
withdrawn or varied where the particulars supporting the
application as provided for in this Act are found to be incorrect
or have been amended without authorisation or when the
requisite controls required by or under this Act have not been
carried out.”< and

Amendment to Title
I of  Part III of the
principal Act.

Amendment  of
article 28 of the
principal Act.
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(b) immediately after sub-article  (5) thereof shall be added
the following new articles>

“(6) The Licensing Authority shall suspend or revoke
the marketing authorization for a category of preparations or
all preparations where the provisions of Title II are not
complied with.

(7) The provisions of this article and of articles 99 to
104, shall apply to homeopathic medicinal products.”.

9. Article 32 of the principal Act shall be amended as follows>–

(a) in sub-article (1) for the words “Homeopathic medicinal
products” there shall be substituted the words “Without prejudice
to article 28 of this Act, homeopathic medicinal products”< and

(b) in the Maltese text of subarticle (5), for the words
“esperimenti klini/i” there shall be substituted the words “provi
klini/i”.

10. In sub-article (1) of  article 41 of the principal Act, the words
“under this Act” shall be deleted.

11. For article 49 of the principal Act, there shall be substituted
the following>-

“49. The provisions of articles 37 to 48 shall apply to the
manufacture and assembly of homeopathic medicinal products.”.

12. In articles 50, 51, 52 and 53 of the principal Act, the words
“other than the products listed in article 32(a) (b) and (c)”, wherever
they occur shall be deleted.

13. For article 77 of the principal Act, there shall be substituted
the following>–

“77. The conditions and criteria where any person can have
or not have a direct or indirect interest in a pharmacy shall be
prescribed under this Act.”.

14. In sub-article (2) of article 80 of the principal Act, the words
“, formulation” shall be deleted.

15. In article 83 of the principal Act, for the words “or official
formula” there shall be substituted the words “or officinal formula”.

Amendment of
article 32 of the
principal Act.
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16. In article 87 of the principal Act, for the words “official
formulas” there shall be substituted the words “officinal formulas” and
for the word “pre-packing” there shall be substituted the words “division
of authorised packs into smaller units”.

17. In paragraph (e) of subarticle (1) of article 99 of the principal
Act, the words “66(2)” shall be deleted.

18. In article 101 of the principal Act, in sub-article (1) thereof,
for the words “to enter any premises>” there shall be substituted the
words “to enter and carry out repeated and unannounced inspections at
any premises>”.

19. Article 102 of the principal Act shall be amended as follows>

(a) in paragraph (c) of sub-article (1) thereof, for the words
“to those processes.” there shall be substituted the words “to those
processes>” and, immediately thereafter, there shall be added the
following provisos to the whole sub-article>-

“Provided that an authorized officer may also carry out
inspections of starting material manufacturers after a specific
request for the purpose is made by such manufacturer himself>

Provided further that the samples that may be collected
may be analysed at a designated laboratory identified by the
Authority.”<

(b) immediately after paragraph (b) of sub-article (3) thereof,
there shall be added the following new paragraph>

“(c) to take photographs of any equipment, premises,
records and documents.”< and

(c) immediately after sub-article (7) thereof, there shall be
inserted the following new sub-articles>

“(8) After every inspection the authorized officer shall
report on whether the manufacturer complies with the
principles and guidelines of good manufacturing practice or,
where appropriate, with the requirements relating to
pharmacovigilance. The content of such reports shall be
communicated to the manufacturer or marketing authorisation
holder who has undergone the inspection.

Amendment of
article 99 of the
principal Act.
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principal Act.
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(9) Within 90 days of an inspection a certificate of good
manufacturing practice shall be issued to a manufacturer if
the outcome of the inspection shows that the manufacturer
complies with the principles and guidelines of good
manufacturing practice as provided for by legislation in force
at the time.”.

20. Immediately after sub-article (4) of article 103 of the principal
Act, there shall be added  the following  new sub-article>-

“(5) Where any medicinal product has been seized under
the provisions of this Act, and the owner thereof consents in writing
to the destruction of such medicinal product the Licensing Authority
may after taking such samples as may be required to prove the
offence, direct that the said medicinal product be destroyed, without
prejudice to the taking of any proceedings against the person
responsible for the offence, and the said Licensing Authority shall
recoup all the expenses involved in the destruction of the medicinal
product.”.

21. Immediately after article 104 of the principal Act, there shall
be added the following new articles>

104A. (1) The holder of the marketing authorization
for a medicinal product and, where appropriate, the holder of
the manufacturing authorization, shall furnish proof of the
controls carried out on the medicinal product and, or the
ingredients and of the controls carried out at an intermediate
stage of the manufacturing process, in accordance with the
methods laid down in Article 8(3)(h)  of Directive 2001#83
EC and any amendments thereto.

(2) Manufacturers of immunological products
shall submit to the Authority copies of all the control reports
signed by the qualified person.

(3) Where the Authority considers it necessary
in the interests of public health, it may require the holder of
an authorization for marketing>

(a) live vaccines,

(b) immunological medicinal products used in the
primary immunization of infants or of other groups at
risk<

Amendment of
article 103 of the
principal Act.
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principal Act.
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(c) immunological medicinal products used in
public health immunization programmes,

(d) new immunological medicinal products or
immunological medicinal products manufactured using
new or altered kinds of technology or new for a particular
manufacturer, during a transitional period normally
specified in the marketing authorization,

to submit samples from each batch of the bulk and, or the
medicinal product for examination by a laboratory designated
for that purpose before release on to the market unless, in the
case of a batch manufactured in another Member State, the
competent authority of that Member State has previously
examined the batch in question and declared it to be in
conformity with the approved specifications. The Authority
shall ensure that any such examination is completed within
60 days of the receipt of the samples.

(4) In the interests of public health, the Authority
may require the marketing authorization holder for medicinal
products derived from human blood or human plasma to
submit samples from each batch of the bulk and, or the
medicinal product for testing by a  laboratory designated for
that purpose before being released into free circulation, unless
the competent authorities of another Member State have
previously examined the batch in question and declared it to
be in conformity with the approved specifications. The
Authority shall ensure that any such examination is completed
within 60 days of the receipt of the samples.”.

22. Article 106 of the principal Act shall be amended as follows>–

(a) in the Maltese text of paragraph (h), for the words
“esperimenti klini/i” there shall be substituted the words “provi
klini/i”< and

(b) for paragraph (q), there shall be substituted the
following>-

“(q) the fees that may be levied and the funds wherein
such fees may be deposited by the Licensing Authority, the
Medicines Authority and any other Committee established
by  or under this Act or regulations made thereunder<”.

Amendment of
article 106 of the
principal Act.
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23. Immediately after article 109 of the principal Act, there shall
be added the following new article>

110. (1) Nothing in this Act shall in any way derogate
from any Acts or regulations for the radiation protection of
persons undergoing medical examination or treatment, or from
the Community rules laying down the basic safety standards
for the health protection of the general public and workers
against the dangers of ionizing radiation.

(2) This Act shall be without prejudice to Council
Decision 86#346#EEC of 25 June 1986 accepting on behalf
of the Community the European Agreement on the Exchange
of Therapeutic Substances of Human Origin.

(3) The provisions of this Act shall not affect the
powers of the Authority either as regards the setting of prices
for medicinal products or their inclusion in the scope of
national health insurance schemes, on the basis of health,
economic and social conditions.

(4) This Act shall not affect the application of any
law prohibiting or restricting the sale, supply or use of
medicinal products as contraceptives or abortifacients.”.

24. The Third Schedule to the principal Act shall be repealed.Repeal of the Third
Schedule to the
principal Act.

___________

Passed by the House of Representatives at Sitting No. 551 of the 16th July,
2007.

ANTON TABONE

Speaker

RICHARD J. CAUCHI

Clerk to the House of Representatives
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