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A.L. 370 tal-2012

ATT DWAR IL-MEDIêINI
(KAP. 458)

Regolamenti tal-2012 li jemendaw ir-Regolamenti dwar
Prodotti ta’ Ħxejjex Mediëinali

BIS-SAĦĦA tas-setgħat mogħtija bl-artikolu 106 tal-Att dwar
il-Mediëini, il-Ministru tas-Saħħa, l-Anzjani u Kura fil-Komunità,
wara konsultazzjoni mal-Awtorità dwar il-Liëenzjar, għamel ir-
regolamenti li āejjin:-

Titolu u skop.

L.S. 458.44

1. (1) It-titolu ta’ dawn ir-Regolamenti hu r-Regolamenti
tal-2012 li jemendaw ir-Regolamenti dwar Prodotti ta’ Ħxejjex
Mediëinali, u dawn ir-Regolamenti għandhom jinqraw u jiftiehmu
ħaāa waħda mar-Regolamenti dwar Prodotti ta’ Ħxejjex Mediëinali,
hawnhekk iŜjed ’il quddiem imsejħa "ir-regolamenti prinëipali".

(2) Dawn ir-regolamenti jimplimentaw id-dispoŜizzjonijiet
tad-Direttiva 2010/84/UE tal-Parlament Ewropew u tal-Kunsill tal-15
ta’ Diëembru 2010 li temenda, f’dak li għandu x’jaqsam mal-
farmakoviāilanza, id-Direttiva 2001/83/KE dwar il-kodiëi
Komunitarju relattiv għal prodotti mediëinali għall-uŜu mill-bniedem.

Jemenda r-
regolament 9 
tar-regolamenti 
prinëipali.

2. Is-subregolament (1) tar-regolament 9 tar-regolamenti
prinëipali għandu jiāi sostitwit bis-subregolament ādid li āej:

"(1) Id-dispoŜizzjonijiet li āejjin
għandhom japplikaw, b’analoāija, għar-
reāistrazzjoni għal uŜu tradizzjonali mogħtija
taħt dawn ir-regolamenti:

Kap. 458.
(a) l-artikoli 2(a), 2(b), 28(1), (2)

u (6), 102, 104A(1) u 110(4) tal-Att dwar
il-Mediëini;

L.S. 458.34

(b) ir-regolamenti 4(1)(a) u (b), 9,
12, 15(1) u (2), 18(1), (2) u (3), 19, 20,
26, 27, 28, 29 u 30 tar-Regolamenti dwar
Mediëini (Awtorizzazzjoni għat-Tqegħid
fis-Suq);

L.S. 458.42 (ë) ir-Regolamenti dwar il-
Prattika Tajba tal-Manifattura ta’ā
Prodotti Mediëinali u ta’ Prodotti
Mediëinali Investigattivi għall-UŜu mill-
Bniedem;
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L.S. 458.36 (d) ir-Regolamenti dwar il-
Manifattura u l-Importazzjoni ta’ Prodotti
Mediëinali għall-UŜu mill-Bniedem; u

(e) ir-Regolamenti tal-2012 dwar
il-Farmakoviāilanza.".

B 3585

L.N. 370 of 2012

MEDICINES ACT
(CAP. 458)

Herbal Medicinal Products (Amendment) Regulations, 2012

IN exercise of the powers conferred by article 106 of the
Medicines Act, the Minister of Health, the Elderly and Community
Care, after consultation with the Licensing Authority, has made the
following regulations:-

Citation and 
scope.

S.L. 458.44

1. (1) The title of these regulations is the Herbal Medicinal
Products (Amendment) Regulations, 2012, and these regulations shall
be read and construed as one with the Herbal Medicinal Products
Regulations, hereinafter referred to as the "principal regulations".

(2) These regulations implement the provisions of Directive
2010/84/EU of the European Parliament and of the Council of 15
December 2010 amending, as regards pharmacovigilance, Directive
2001/83/EC on the Community code relating to medicinal products
for human use.

Amends 
regulation 9 of 
the principal 
regulations.

2. Sub-regulation (1) of regulation 9 of the principal
regulations shall be substituted by the following new sub-regulation:

"(1) The following provisions shall
apply, by analogy, to traditional use registration
granted under these regulations:

Cap. 458.

(a) articles 2(a), 2(b), 28(1), (2)
and (6), 102, 104A(1) and 110(4) of the
Medicines Act;

S.L. 458.34

(b) regulations 4(1)(a) and (b), 9,
12, 15(1) and (2), 18(1), (2) and (3), 19,
20, 26, 27, 28, 29 and 30 of the Medicines
(Marketing Authorisation) Regulations;

S.L. 458.42 (c) the Good Manufacturing
Practice in respect of Medicinal Products,
Active Substances and Investigational
Medicinal Products for Human Use
Regulations;

S.L. 458.36 (d) the Manufacture and
Importation of Medicinal Products for
Human Use Regulations; and




