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Suppliment tal-Gazzetta tal-Gvern ta’ Malta, Nru. 17,849, 6 ta’ Dicembru, 2005

Tagsima B
A.L. 398 ta’ 1-2005
ATT TA’ L-2003 DWAR IL-MEDICINI
(ATT NRU. III TA’ L-2003)
Regoli ta’ 1-2005 dwar Awtorizzazzjoni ghad-Dispensa ta’
Ossignu Medic¢inali minn Postijiet li m’humiex Spizerija
BIS-SAHHA tas-setghat moghtija bl-artikolu 79(2) ta’ I-Att ta’ I-
2003 dwar il-Medicini, hawn izjed ’il quddiem msejjah “I-Att”, 1-
Awtorita tal-Licenzjar ghamlet dawn ir-regoli li gejjin:-
1. [It-titolu ta’ dawn ir-regoli hu Regoli ta’ 1-2005 dwar Titolu.

Awtorizzazzjoni ghad-Dispensa ta’ Ossignu Medicinali minn Postijiet
li m’humiex spizerija.

2. L-ossignu medicinali m’ghandux jigi mibjugh jew fornut minn
xi post iehor jekk mhux spizerija kemm-il-darba ma jkunx hemm
awtorizzazzjoni mahruga mill-Awtorita tal-Licenzjar bla hsara ghal
dawk il-kundizzjonijiet maghmulin mill-istess Awtorita.

3. (1) L-awtorizzazzjoni m’ghandhiex tinhareg kemm-il darba
ma jkunx hemm talba bil-miktub mill-applikant li tigi indirizzata lill-

Awtorita tal-Licenzjar.

(2) Id-dettalji ta’ kull ma jkun ser isir ghandhom jigu
pprezentati u dawn ghandhom jinkludu:-

(a) l-isem u l-indirizz ta’ I-applikant;

(b) l-indirizz tal-post li jkun se jigi uzat ghal dak I-ghan;

(¢) l-apparat u I-facilitajiet ta’ kontroll;

(d) informazzjoni, dokumentazzjoni jew provi li juru li I-
post ikun adatt u adegwat, u li jkun hemm facilitajiet,
installazzjonijiet u apparat adatti li jizguraw il-hazna u d-dispensa

tal-prodott kif imiss;

(e) l-isem u l-indirizz ta’ l-ispizjar responsabbli li jkun
professjonalment responsabbli ghal kull ma jsir;

Dispensa ta’
ossignu medicinali.

Hrug ta’
awtorizzazzjoni.
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Drittijiet li
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(f) kull informazzjoni, dokumentazzjoni jew provi ohra li
jistghu jintalbu mill-Awtorita tal-Licenzjar.

4. (1) L-awtorizzazzjoni ghandha tkun biss tapplika ghad-
dispensa ta’ 1-ossignu medicinali mill-post imsemmi fiha.

(2) Dik l-awtorizzazzjoni ma tistax tigi trasferita.

5. (1) L-awtorizzazzjoni ghandha tigi mahruga ghal zmien sena
u ghandha tispicca tkun valida meta tiskadi.

(2) L-awtorizzazzjoni tista’ tigi mgedda wara li ssir talba
bil-miktub lill-Awtorita tal-Licenzjar ghaldagstant, ta’ 1-anqas tliet xhur
gabel ma jiskadi z-zmien tal-validita taghha.

6. (1) L-ispizjar responsabbli ghandu jinzamm responsabbli
ghat-tgassim ta’ I-ossignu medicinali u ghandu jaghmel dan jekk biss
tigi prezentata ricetta.

(2) L-ispizjar responsabbli ghandu jsegwi l-kriterji u 1-
kundizzjonijiet kollha dwar id-dispensa ta’ 1-ossignu medicinali skond
ma jigu stabbiliti mill-Awtorita tal-Licenzjar minn zmien ghal zmien.

7. L-Awtorita tal-Licenzjar ghandu jkollha d-dritt i temenda,
tissospendi jew tirrevoka awtorizzazzjoni jekk:

(a) xidettal moghti fl-applikazzjoni li abbazi taghhom tkun
giet mahruga l-awtorizzazzjoni jirrizulta li jkun falz jew mhux
komplut;

(b) tkun grat xi bidla materjali f’cirkostanzi li jkollhom
x’jagsmu ma’ dawk id-dettalji;

(¢) 1il-provvedimenti ta’ l-awtorizzazzjoni jkunu gew
miksurin mid-detentur ta’ l-awtorizzazzjoni;

(d) tigri xi cirkostanza ohra li tkun stabbilita bl-Att jew
taht 1-Att.



L.N. 398 of 2005

MEDICINES ACT, 2003
(ACT NO. III OF 2003)

Authorization of Dispensing of Medicinal Oxygen from Premises
other than a Pharmacy Rules, 2005

IN exercise of the powers conferred by article 79(2) of the
Medicines Act, 2003, hereinafter referred to as “the Act”, the Licensing
Authority has made the following rules:—

1. The title of these rules is the Authorization of Dispensing of
Medicinal Oxygen from Premises other than a Pharmacy Rules, 2005.

2. Medicinal oxygen shall not be dispensed from premises other
than a pharmacy unless there is an authorization issued by the Licensing
Authority and subject to such conditions set by the said Authority.

3. (1) An authorization shall not be granted unless there is a
written request by the applicant addressed to the Licensing Authority.

(2) All details of the intended operations must be submitted,
including:

(a) the name and address of the applicant;

(b) the address of the premises that are to be used for such
purpose;

(c) the equipment and control facilities;

(d) information, documentation or evidence to prove that
the premises is suitable and adequate, and that there are suitable
facilities, installations and equipment so as to ensure proper
conservation and dispensing of the product;

(e) the name and address of a managing pharmacist who
shall be professionally responsible for all activities;

(f) any other information, documentation, or evidence as
may be requested by the Licensing Authority.
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4. (1) The authorization shall only be applicable to the Conditions of

dispensing of the medicinal oxygen from such site as is indicated therein.

authorization.
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(2) Such authorization shall not be transferable.

5. (1) An authorization shall be issued for a period of one year
and shall terminate to be applicable upon its expiry.

(2)  The authorization can be renewed following a written
request to the Licensing Authority, to be submitted at least three months
before expiry of the validity period.

6. (1) A managing pharmacist shall be responsible for the
dispensing of the medicinal oxygen and shall do so against the
presentation of a prescription.

(2) 'The managing pharmacist shall follow any criteria and
conditions for the dispensing of medicinal oxygen as may be laid down
by the Licensing Authority from time to time.

7. The Licensing Authority shall have the right to amend, suspend
or revoke any authorization if:

(a) any matter stated in the application on which the
authorization was issued is found to be false or incomplete;

(b) a material change of circumstances has occurred in
relation to any of those matters;

(c) the provisions of the authorization have been
contravened by the authorization holder;

(d) any other circumstance occurs as established by or under
the Act.
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