Superintendence of Public Health
Sovrintendenza tas-Sahha Pubblika

Conditions of Licence for Pharmacy Licences

In line with and in addition to obligations andpessibilities listed in Medicines Act 2003 a phaoy&icence Holder:

1. shall provide and maintain such premises, equipnfeaiities and staff for the handling, storagel alispensing of
the medicinal products which s/he handles and stomeder this licence as are necessary and accotding
manufacturers’ storage conditions and instructitmswvoid deterioration of such products. A pharmamence
Holder shall not use pharmacy premises for suchpgaas other than those specified in the MedicingsaAd any
subsidiary legislation. In particular pharmacy piges shall primarily be used for activities asstdawith
medicinal products and medical devices storage sald as per legislation and other professionaltihesle
services.

2. shall notify the Licensing Authority in writing bafe making any material alteration in the premiseany change
in equipment which may impact the quality of mediés used under this licence, or in the operationghich they
are used, and s/he shall notify the Licensing Aditynan writing of any change that s/he proposesntake in
qualified personnel in connection with this licence

(1) shall have at his disposal the services of a magagharmacist, who is registered with the Pharnm@ayncil, to
carry out the functions specified in sub-paragrgfitis29) of these licence conditions

(2) shall at all times provide and maintain such stafémises and facilities as will enable the manggiharmacist to
carry out the said functions

4. shall keep readily available for inspection lfffcers authorized by the Licensing Authority aspensible for the
enforcement or execution of these conditions notspable records of each purchase and dispensiagpodduct,
whose sale according to law should be recordea nranner that ensures traceability of the origin.

5. shall, if so directed by the Licensing Authoritynmediately withhold any product from sale or glypand,
immediately facilitate the recall of all suppliessuch product already sold or supplied when ttesereturned to
the pharmacy.

6. shall keep the pharmacy adequately equipped avithequipment that is required for the proper te@iance of
storage conditions for the medicinal products, fbarmacy security and for proper and efficient dispg of
medicines and record keeping as required by theagiag pharmacist. Such equipment must be of swaidatd
and kept properly maintained so as to be suitaiyléd intended purpose.

7. shall enable access to current reference materiahid copy or electronically for consultation e tpharmacists
within the pharmacy.

8. shall not close the pharmacy, unless authorisasigiiven from the Licensing Authority for a planneldsure after
requesting permission with at least three daysaofor urgent closures immediate notice, or as s8ds possible
in force majuere situations, has to be given taMleelicines Authority stating reason for such aremtglosure.

9. shall abide by the provisions of the Medicines 2003, its subsidiary legislation and the licenoaditions made in
this document.

10. Shall lodge an application for variation of liceritany details appearing on the licence shall geaisuch changes
cannot be carried out unless the varied licencssised.
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In line with and in addition to obligations andpessibilities listed in Medicines Act 2003 a mamagpharmacist:

11.
12.
13.

14.
15.

16.

17.
18.

19.
20.
21.
22.

23.
24,

25.

26.
27.

28.
29.

shall ensure that all these licence conditionsadteered to.

shall be present at the pharmacy at all timesdpen to the public, unless substituted by angtharmacist.

shall not open a pharmacy if no locum pharmacistvalable in his/her absence and must inform inmatety the
Licensing Authority in such a case.

shall keep a proper register of locum pharmacisémding in his/her absence.

shall ensure that the dispensing of medicinal pectalis in accordance with the provisions of the Miegs Act and
its subsidiary legislation.

shall ensure that the conditions for storage ofioieal products are in accordance with the requiets of the
marketing authorization and labeling.

shall monitor all environmental conditions and arased for storage and dispensing.

shall maintain records for any transaction in miedicproducts as required by the Medicines Act 2608 its
subsidiary legislation.

shall comply with good practice as establishedhgyMedicines Act 2003 and its subsidiary legislatio

shall only act as managing pharmacist for one paaynunless otherwise authorized by the Licensioth@rity.
shall not take up or abandon one’s duties withatihg prior notice to the Licensing Authority.

shall supervise the dispensing of medicinal proslumt persons other than pharmacists, that are @zedoto
perform such duties under the Medicines Act 2003.

shall wear a clean white overall bearing the tages by the Pharmacy Council at all times.

shall not allow the promotion, by any means inahgdiliscounts or other promotional offers, of metitiproducts
to the public.

shall keep the pharmacy and all surfaces in a cdeste and keep appropriate records of cleaninglvet must be
of a material that can be easily wiped clean aedrapervious to moisture.

shall keep pharmacy free from cluttering and stoeglicines in such a way to ensure proper rotaticatozk.

shall keep adequate procedures for waste disposhalvaste material must not be allowed to accumwatehe
premises.

shall ensure proper labeling of all dispensed niedi@roducts.

shall comply with all provisions of the Medicinest®003 and its subsidiary legislation.

Pageo? 2 Ref: 1013/07



