ANTIGUA AND BARBUDA

e e e e}
e e T

T
t e
T sl ey

THE PHARMACY REGULATIONS, 2012
STATUTORY INSTRUMENT

202, No. 45

[Published iir the Official Gazeite Vol XXV No. 23
deted 23rh Marels 2013]

Printed at the Gevernment Printing Oflice. Antigua and Barbuda,
by Ralph George, Goverument Printer
By Authorny, 2013,
600 —.11 [Price 842,30/



2012, No. 45 3 The Pharmacy Regudations, 2012

THE PHARMACY REGULATIONS, 2012

ARRANGEMENT
Regulations
PART I
PRELIMINARY
1. Short title.
2. Interpratation.
PART I1
APPLICATION FOR REGISTRATION
3. Application.
4. Registration as a pharmacy student.
5. Registration as a pharmacist.
6. Other registration, pharmacy fechnician.
7. Notiftcation.
8. Particulars of registration,
9. Registration certificate.
PART 111
LICENSING OF PREMISES AND SALE OF POISONS
L0. Application tor licence for pharmacy.
1. Registranion of wholesalers.
12. Application for licence o scll poisons.
13, Inspection of licensed premises.
14. Regisiration of lieensed premiscs.

16

17,

1%

. Register of pharmacies and whalesalers,
PART IV
PROFESSIONAL MISCONDLCT
L omplaints.

Professional miseenducl.

. Board 1o investigate complaint.

19,

Notitication where evidence is insufficient.



The Pharmacy Regulations, 2012 4 2012, No. 45

20, Procedure where evidence is sufficient.
21. Rights ol accused.
22, bBxpenses,
23, Ex parre hearings.
24. Counctl’s decision.
25, Notification of decision,
26. Right ot appeal.
27. Removal of convicted pharmacist from register.
PARTV
AUTHORIZED SELLERS OF POISONS
28 Schedule ul peisons,
29. Sclier of poisons,
30. Registration as sutharized seller of poisons.
31. Certificate of registration.
32. Register of authorized sellers.
33. Display of certificate.
34.Annual fee,
33, Cancellation of registration.
36. Bale and labelling of poisons.
37. Handling of poisons.
38, Transport of poisons.
39, Sale of Arsenic
40, Preseription.
PART VI
DISPENSING
41. Compounding and dispensing.
42, Number ol times of dispensing,
43, Prescription verbal communication.
44, Prescription record.
45. Arranged storage.
46. Orpium Tincture.



2012, No. 45 5 The Pharmacy Regulations, 2012

47, Repeat prescriptions.
48. Sale of therapeutic substances.
49. Emergency prescriptions.
56. Public notification and recovery of drugs.
PART V11
MISCELLANEOUS
51. Certificate lost or destroyed.
52, Fees paid i the conselidaied lind

53. Penalty.

Schedules

SCHEDULE !
SCHEDULE 2
SCHEDULE 3
SCHEDULE 4



The Phavmacy Reguilations, 2012 6 2012, No. 45

ANTIGUAAND BARBUDA
THE PHARMACY REGULATIONS, 2012
2012, No. 45

THE PHARMACY REGULATIONS made in exercise of the powers contained in section 28
of the Pharmacy Act, 1995,

PART 1
PRELIMINARY

1. Short title.

These Regulations may be cited as the Pharmacy Regulations, 2012,
2. Interpretation.

In these Reguliations—

“Act” means the Pharmaey Act, 1995;
“approved™ means appraved by the Council;
“Board of Inspectors™ means the Board ol Inspectors constituted under section 16 of the Act:

“College™ means the Antigua State College. or any other institution approved by the Council
for the training of pharmacists;

“Community” means the Caribbean Community including the CARTCOM Single Markel and
Feonomy established by the Treaty:

“Council” means the Council established under seetion 3 of the Act:

“generic drug” means sny unpatented drug and includes a drug whose patent has expired or
one that has never been patented;

Tgeneric name” means the official name or international non-proprietary nomenciature;
“Member Stare™ meuns a Member State of the Community listed in Schedule 1,
“pharmacy programme™ means the programme (o1 pharmacy studies offered at the College:

“registered medical practitioner”™ means a person registered under the Mcdical Practitioners
Act, 2009 No. 3 of 2009;

“Treaty™ means the Revised Treaty of Chaguaramus establishing the Caribbean Community
including the CARICOM Single Market and Economy signed at Nassau, The Bahamas on the
5th day ot July, 2001; and

“Universiy™ means an institution, at which a person may read for a degree in pharmacy, that
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15 approved by the Council.
PART 11
APPLICATION FOR REGISTRATION

3. Application.

An application under the Act shall be made i the preseribed form and accompanicd by the pro
scribed tees.

4, Registration as a pharmacy student.
the Council shailapprove the registratton oban applicantas a pharmacy student where the applicant --

fo,  has been accepted for the pharmacy programme of a Colfcge for a course of
studyin pharmacy; and

¢b) has made an application in Form A of Sehedule 3 and paid the prescribed fce.
5. Registration as a pharmacist.
(1} The Cauncil shall approve the registration of an applicant as a pharmacist where the
applicant- —

fus is the holder of a degree or diploma in Pharmacy from a University or College
recognized by the Council:

fb)  has produced & Medicai Certificale of fitness from a registerad medical practitionsr
stating that he is physicaliy fit and mentaliy sound to perform the duttes of a phar-
NLHCTSE,

fei has satisfied the requirements of scetton 7 of the Act:
ey nas produced the documents required wunder section 8§ (2) of the Act;
fej  has made an application in Form B of Schedule 3 and paid the preseribed fec; and

¢fp in the case of a newly trained upplicant has satisfied a period of intetnship Tor six
months supervised by the Councif.

(2} A person registered as a pharmacist shall pay the annual licence Tee as prescribed in
Schedule 2.

(3} Adfter the mitial licence is granted and prior o the issue of cach licence thereafter, a
pharmacist applying for a licence is required to complete twelve (127 hours of a continuing educa-
fton programime approved by or facilitated by the Councii.
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6. Registration as a pharmacy technician.

{(+) The Council shali approve the registration of an applicant as a pharmacy technician, it
the Council is satistied thar the applicant—-

ey has a qualification thar entitles hin to be registered as a planmacy leckniclan from
an institution approved by the Council;

hi hus undergone a period ol practical training approved by the Couneil: and

{ci s produced a Medical Certfieate of filness from a registered medical practitioner
stating that he is physically fit and mentally sound ro perform the duties of a phar-
macy technieian:

¢} has produced the documents required under section 8 (2) of the Act:

e/ has made an applicaton i Fornm [ and paid the prescribed fee.

(2} A person registered as a pharmacy technician shall pay the annual licence tec as pra-
scribed 1n Schiedule 2.

7. Notitication,

(1) The Council shall, within forty five days of receipt of an application for registration.
neby the applieant whether his application has been approved.

(2} Ar applicant, upon being notified ol the approva! ot his application shall pay the fec
praseribed for registration in Schedule 2.

8. Particulars of registration.

¢1) The Regisurar shall cause the fotlowing paniculars of every pharmacist to be entered in
the Register of Pharmacists

fer)  his name and address:

foy s age, date of birth and country of origi;

tes his qualification and the institution from which he received his taining; and
tdy the date of his registration in Autigua and Barbuda:

(2) The Registrar shall cause

feed - anotice of the registration of each phurmacist, who is being registered tor the first
time in Antigua and Barbuda, to be published in the Gazetre within one month aticr
the date of registration; and
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¢h) acomplete list of the Regwter of Pharmacists, containing the names and the dates
of registration of each pharmacist registered in Antigua and Barbuda, 1o be pub-
hished in the Gazerte once in the first quarter of each calendar year.

9. Registration certificate and Licence.
(1) The certificate of registration issued by the Council-
fay (o a pharmacist shall be thal presceribed in Form C of Schedule 3;
hy tor pharmacy techoician shall be that prescribed in Form E of Schedule 3: and

2y The licence 1ssucd by the Council to operate a whelesale pharmaceutical husiness shall
be that prescribed in Form K al"Schedule 3.

(3r The licence issued by the Mmister—

fay  [or premisgs to be used to operate a pharmacy shall be that preseribed in Form L
of Schedute 3:

fhy 1o be an authorised seller of poisons shail be that preseribed in Form H of Schedule
3
PART T
LICENSING OF PREMISES AND SALE OF POISONS

10. Application for licence for pharmacy.

An application lor a licence to use premises to operale a pharmacy on any premises shall be made
to the Registrar in Form F by the owner of the pharmacy or where a body carporate ar partnership
is making the applicarion, by an ulficer af the body corporate or a partner and shali be accompanied
by e

fed twu passpont sized photographs ol the applicant taken within the six month periad
immediately prior to the submission of the application, which are duly cerntified
by an attorney at law registered to practice law in Antigua and Barhuda, or Notery
Public to be a wue photugraph of the applicant; and

¢+ the prescribed tees.
Ll. Application for licence for wholcsale pharmaccutieal business.

An appiication for a licence 1o operate @ wholesale pharmaceutical business on any premises shall
be made to the Registrar in Form J of Schedule 3 by the owner of the wholesale phanmaceation!

business and v here the owner of the wholesale pharmaceutical business is a bady corperate or part-
nership, by a partner or officer of the body corporate und shall be accompanied by— -
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fa)  two recently taken passport sized pholographs of the applicant, duly certified hy
an attorney at law registerad 1o practice law in Aatigua and Barbuda. or notars
public to be a true photograph of the applicant: and

th;  the prescribed fees.
12. Application for licence to sell poison.

(1 An application 1o be heensed as an authorised seller of paisons shall be sade o the
Council in Form M ot Scheduie 3 by a person registered to sell poisons in accordance with regula-
tion 40 and shall be accompamed by—-

fes two recently taken passport sized photographs of the applicant, duly certilied =
an attorney at law vegistered to practice law in Antigua and Barbuda. or noary
public to be a rue phatagraph ol the wpplicant; and

th;  the prescribed fees.

(2)  Where the applicant under regulation 1201} is a body corporate or partnership the
application shall e made by a partner oc officer of the hody carpurate.

13. 1nspection of premises.

(1} The Registrar shall, within thirty dayvs of receipt of an application for a Heenee to operate
a pharmacy or wholesale business or to sell poisons cantziming all the necessary particulars. canse
i0 be Jorwarded 10 the Board of Inspectors the application so that an mspection can be conducted
o determine whether the premises may be heensed for the operation of @ pharmacy or wholesale
pharmaceuiical business or to sell poisons.

{2y The Beard of Inspectors shall within Torty-tive days ol receipt of an application under
paragraph (1) visit the premises and carry out all necessary inspections and shalt submit to the Coun-
il @ written report indicaning 11s findings.

I4. licensing of premises.

(11 Hthe report of the Board of Inspectars indicates that the premises satisly the require-
ments to be dicensed as a pharmacy or o sell poisons, the Council shall notify the Miniswr of the
report and Recommend thar the Minister may approve the Yicence.

(21 if the report ot the Board of Inspeciors indicates that the premises satisty the require

ments o be licensed as a wholesale pharmaceutical business, the Registrar shall notily the Councii
of the report and the Council shall approve the hicence.

(3} Acertficate issued by the Minister under this Regulation shall be in Form L of Schedule



2012 Mo, 43 11 The Pharmaey Regulations, 2002

15. Register of pharmacies.

The Registrar shall. where premiscs have been approved for use as a pharmacy or wholesale phar
macewical business. cnter the following particulars on the Register of Pharmacics—

fu) the name and address and occupation of the apphicant:
(hy  the business name and address ot the pramiscs:

o) the nature of business conducted on the premises, and all purposes for which the
nremises arc used or intended to be used:

fd+  the same and address and registiation particulars ot any registered pharmicist
craployed on the premiscs: and eny changes thereto

fo) the registration number of the premises;
(71 the date of first registration and any records: and
rur the expiry date of the curent registration.
PART 1V
PROFESSIONAL MISCONDUCT
16. Complaiats.

(') A person who allcges that a registered pharmacist, phormacy student or pharmacy
wechnician is guilty of professional misconduct muy nwke « complamt to the Registrar in writing
setting oz the full circumisiances giving rise to the complaint and shall include his name, address
and telephone number.

(2)  Onreceipt of a complaint the Registrar shall within twenty one days theyeatier. forward
the deta:ls of the complaint o the Council and the Councit shall direct the Board of tnspectors to
investigate the complaut

(3 The Board of Inspectors shatl conduct adl investigations. as directed by the council with-
in three months of receipt of those directions and shalt subniit for the consideration ol ithe Council a
wrilten report ol 115 findings of the investigalions.

17. Professional misconducy,
(1) Professional miscomduct mctudes the fellowing
fert slealing or being in unlawtul possession of drugs or poisons:

iy conspiring W procure or unlawfully procuring or attempling 1o proclire an abortion:
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bemng under the influence ot drugs or alcohol while performing the duties of a
paarmacist. pharmacy student or a pharmacy technician;

mpering with, altering or causing 10 be aliered in any way the prescription of &
registered medical practitioner, a registared dentist, a registerod veterinary surgeon
orvelerinary practitioner:

entering nio an arrangement with a registered practitioner for the shanng of profits
dertved from the filling of prescriptions issued by the practitioner:

the wiltnl or grossly negligent fatiure to comply with subsiantial provisions of any
laws, rules or regulations govermning the practice of the pharimacy profession:

exercasing undue tnflusnce on a patient or client by promoting the sale of servives.
voods, appliances or drugs in such manner so as to exploil the paient or ¢lient for
the financial gain of a pharmacist or of a third party;

permitling a person to share i the fees for professional services, other than: a
parier, employes or associate in a professtonal firme or corporation, professional
subcontractor or consultant authorized to practice as a pharmacist, or a pharmacy
student, or pharmacy technivia:;

wilfulty making or filing a false report. Tailing o file a report required 1o be (led
by law or wilfully impeding or obstructing such filing, or indueing another person
o impede or obstruct such filing:

faling to muke available to a patient or ¢liear, upon request, copics ol documents
in the possesston or under the control of the heensee which have been prepared for
and paxd for by the patzent or client

revealing of personally identifiable facts, data o1 infprmation obtatned i a
professional capacity without the prior consenr of the patient or client, except as
authorized or required by law:

practicing ar olferiag to practice beyond the scope permittad by law, accepting the
task ol performing professional responsibilities or performing professional re-
sponsibilities which the licensee has not the competence o perlorm or withoeut
adequate supervision performing professional services which the Heensee is au-
thorized 1o perform only under the supervision of a licensed protessional, cxeept
in an cmergencey situation swhere a person’s life or health is in danger,

delegating professional responsibilities te an unlicensed person or 4 person who
by virtue of msuflicient training or insufficient experience is not qualified  per-
form those responsibilities:
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) performing prolessional services which have aot beer duly authorized by the
patient or client or his legal representative:

fry dispensing a written preseription which does not bear the name ol the patient tor
whom 1115 niended; the date on which it was wnitien; the name and strength of
the drug prescribed, she quantity of the drug prescribed 2nd the dircetions Tor nse:

fpr failing w0 maintain @ cwrent form which provides tor ready retrieval ol
preseriptions, the patient Tor whon the presciiprion is intended. the stgnature or
seadily identitiable initials of the pharmacist whao (illed the preseription, and the
number assigned to the prescription

¢/ holding for sale, offering for sale, or selling

(i)

i)

any drug iater than the date marked upon e Jabet as indicative ol the date
beyond which the contents cannot be expected 1o be safe and etfective; pro-
vided. however, that when the drug s wdentified as an outdated drog by segre
wation [ron regular stock or by other means, the holding of that diug beyemd
1s expiration date shall not be deemed a violation o this parageaph or

any drug. the nature of which reguires storage under speeral conditrons of
remperature control as indivated enber on ihe tabelling, i the dreetions for
storage of said drug contained in an efficial compendium, or as directed by
commun prudence. unless the speeial conditton of lemperature control shal
have been complied with duting the enrire periad ol time iy which that drug
has been held for sale;

iy aiding and abettng an unlicensed persen e dispense drogs provided that an
unjicensed person may assist a pharmacist in the dispensing of drugs by -

()

(1)

(i)

i)

yeeeiving written. verhal or clectronically trarsmitted prescriptions. except
thul in the case of electronicaily transminted prescriptions the phanmucists
shall roview the prescription 1o determine whether in his professional judg-
nient it shall be accepted by the pharmacy. and iFaccepted. the pharmucist
shall emer his initials into the records of the pharmacy:

typing prescrption labels:

keying preseription data for entey into a computer-generated file or retriey ing
preseriplion data from the file, provided that the computer-gencroted file
shud] provide tor veriteation of all informazion needed to fill the preseniption
by a phanmacist prior w the dispensing ot the proseriplion. meaning that the
pharmgeist shall review and approve the infermation and enwer s inttials or
other personal identiticr into the record-keeping system prior (o the dispens-
mg of the prescription or of the preseription refiil:

getiing drugs from stock and returning them to stock:
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(v} getting prasc
prescriptions:

iption files and other manual records rom storage and locating

(vi) countizg dosage units ol drugs;

(vii)  placing dosage units of drugs in appropriate containers;

(i) alfixmng the preseription label 1o the containers;

(x)  preparitg manual records of dispensing lor the signature or initals of the
pharmacise or

(x) Thanding or delivering cnmpleted prescriptions to the patient or the person
authorized 1o act on behalf of the paticnt after the pharmacist has handled
the prescription in aceordance with the Act and these regulations,

rs) aiding and abetting an unlicensed person to- —
{t) recenve oral prescriptions from prescribers:

(ii} interprelandevalvate a prescription for conformance with legal reguirements.
authenticity, accuracy and interaction of the prescribed drug with other
known prescribed and over-the-counter drugs:

(i} make determinations of the therapautic equivaleney as such determimations
apply 1o generie substitution:

fiv)  measure, weigh, compound or mix ingredients;

{v) sign or mitial a record of dispensing required to he maintained by Taw:

ivi) caunsel patients: or

ivii} pertorm any other funclicn invalving the exercise of prolessional judgment.

(2} Where the expiretion date on a drug is expressed by month and wvear. the expiration date
shall be the fast day of the month indicated.

(3} Notwithstanding regulation (a1, 1 the event that a drug is not available, a reaisterad
medical practiiloner may in writing request {rom a registered pliarmacist un out of date drug hut
the drug shali not be outdated for more than three months and in the case of a registered veterinary
practicacr the drug shall not be outdated more than six months

(41 A compluing of protessional misconduct may not be made against a registered pharmacist
whao, in good Taith. complies with regulation {3).

18. Board i investigate complaint.

(1} TheBoardofinspectorsininvestigating a complaintshall providethepharimac ist. pharmacy
student or pharmacy technician with a written statement of the complaing and all the allegations
therein and shall invite the Pharmaetst, student, or technician to furnish the Board within thirty devs
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at recaipt the particulars of complaint a statement in writing refating to the aliegations.

(21 Uponreceipt of a written statement [rom the phacmacist. student. or fechnician the Board
of Inspectors shatl consider the matier and shail submit a report of fis findings to the Council. wittun
thirty days.

{31 The Board of Inspactors in investigating & complaint may at any stage consult with an
attorney-at-law appointed by the Couneil for the purpose.

(4t The Board of inspectors may atany stage of its investigation decline to proceed further
with the investivation i1 it determines that tihe allegations are fraudulently made or where the alle-
gations cannot be substantiated and where the Board of Inspectors so deterinnes. it shalt incliede a
stalement of its reason tor the termination in its report o the Council.

19. Notification when evidence is insufficient.

(1Y The Coune'l shall consider the findings of the Board ol Inspectors and shatl determine
withen forty five davs whether where s sufficient evidence w institwe disciplinary proceedings
against pharmacist or student, or pharmacy technician,

(2)  Where the Councii determincs thal there is insulficient evidence to institute disciplinary
procecdings the Council shall forthwith direel the Registrar Lo notfy the complainantand the phar
macist o student, or phanmacy techuician, o writing. of the findings of the Council,

20. Procedure where evidence is sutficient,

(1Y The Couneit shall. where the report of the Beard of Inspeciers recommends that
disciplinary action be taken, constitide a committee pursuant 1 sections 24 and 25 of the Actand fix
a date for the hearing and may direct an ailorney-uat-law retaimed for the purpose

fae 1o take all steps as may be relevanl,

¢hy 1o ke steps as may be necessary to obtain or verity any documentary er ather
ey idence thar may be relevant. and
fo; 1o take steps Lo ensure the attendance of wimesses at the hearing.

12)  Onlining of'a hearing date by the Council, the Registrar shall nol[y the complnnam and
the pharmaeist, student or pharmacy technician of the dale and shall specity in the notice

iy the nature of the charge w0 he determined including full pariculars of the
complainant: and

¢hi the time and place of' the hearing.

(33 Anotice [rom the Registrar shall also include a statement informing the pharmacist or
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student, or technician of the right 1o be represenied by an atorpey or other person af the hearing

(4} Notices under this regulation shall he posted ar delivered no later than one month belore
the date set tor the hearing and shall be sent by registered post to the address or w the tast known
address of the phanmacist or student or technician entercd in the register or in the student recards or
techaician records,

21. Rights of accused.
A party against whom disciplinary proceedings have been instituted- -

o) may give evidence. call wilnesses and may mxke subimissions orally or wwriling
on his own behalf:

ih) shall be allowed access to any documentary evidence nsed in the proceedings and
shall ypon payment ol reasonable costs of copving be entitled 1o obtain copics of

all relevant documents:

f¢)  shall upon reasonable request having regard to all the circumstances be entitled
to an adjournment provided that exceptional circumstances the Council shalt per-
mit no niore than three adiournments belore detenmping any disciplinary matter
before it; and

(efy is entitled 10 be represented by legal counsel,
21. Expenses,

Where a tinding is made against a phanmacist or studenl or techniclan as a resultor diseiplinary pro-
ceedings the Council mav order the phanmacist or student or technician to cover expenses wnenrrad
in connection with the investigation of an allegation or complaint against him or in connection with
any disciplinary procecdings.

23, Ex parte Hearings,

Mnere the Council is satistied that notice of a heuring has been duly served on the phannacist ar
student or technician, it mav proceed with the hearing in the abgsence of the pharmacist or siudent
or technicran.

24, Council’s decision,

(1) The Council at the conclusion of a hearing shail consider all evidence given al the hear-
ing and after due deliberation may decide

fa; that the evidence given at the hearing is insufficient to suppert the charge:

{b) that the charge has not been proven: or
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foi  thal the charge has been proven.

(2)  Where the Counc:l decidas that the charge has been proven. the Couneil vy nupose e

of the sanctions or penalties specified 1n Scction 23 (2) of the Acl
23, Notification of decision.

The Councit shall within [aurteen days. upon makisg a determination notily the compiamant o
the pharmacist ar student or technician in writing of its findings and the reasous therelure. s
shall where the charee is proven indicate in the notice the sanction or penalty that may have been
imposed.

26. Right of appeal.

A person who 13 agerieved by a decision of the Council in diseiplinary proceedings shall have the
right (o appeal that decision to a judge in chambers within three months ol being notificd of the
Council’s decision,

27. Removal of convicted Pharmacist from register.

Where a complaint against & pharmacist includes a charge of a criminal offence involving dishon-
esty. fraud or moral turpitude the Council. upon written con{irmation under the hand ol the Regisuar
of'the High Court, or the Chiel Magistrate that the person was couvicted of such an offence and that
the canviction was nol suhscquently quashed, may without further inguiry dircet the Registrar to
remove the name of the phatinacist fram the regisier,
PART Y
AUTHORIZED SELLERS OF POISONS

28. Schedule of Poisons.

The substances in Part 11 of Schedute 3 are poisans For the purposes of the Act.

29. Scller of poisons.

A person slall not sell any poison unless that persan is a registercd pharmacist or a persan duly
authorized hy these regulations o sell poison.

30. Registration as seller of poison,

{11 A person other than a registercd pharmacisl may apply to be registered as an acthorized
seller of poisons hy submiting an application to the Council in Form G of Schedule 3.

(21 Anapplicatron under regufation (1) may be registered as an authorized selle

o ' . } ref porsons
if he satisfics the Council that he is aver twenty aisuis

one years and that he is of goad character and thai—
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“ie e fee preseribed hae, een paidi and
fhs by is able 10 comply with the provisions of the Act relating to the sale Gl o
(31 Fuor b jooposes of regulation €23 an applicant shall subbye w the Counw'. -
evidence proving i his age as well gs two recent photograpias of the oshiem Laind tee &
of his good chareter,

1. Certifivite of Registration,

. “iere satisfied that s apniicant © o« ot niremer.s W A e sl
poe e wowunedl shall reconunes

S the cob - e cRTenif e be o gedio
(2} A certificate issucd by the Minister pursuant to regulation 3141} shall be in Foin 1.
32. Register of authorized sellers.

Theouncil shali cause the Regisirar to keep a register of authorized scller of poisons and si v
cludte i the register particulars including Lhe name, address of the authorized seller, and the preoe
es [ronn which he operates, as the Council thinks fit,

33. Display of certificate and licence.

i1y Aregistered seller vl poisans shall display the certificate ol registrziion and heenc o orall
limes i a conspicuous place on the premises where poisons are sald.

{2) A register of poisons in Farm 1 shall be maintained hy the sell of poisiny nosieh <
manner that the same may be produced when requested by the Regist.ar or the Councilamisar
may be made without notice.

34, Annual fee.
An authorized seller of poisnag shall pay the annual licencee lee proscribed v Schedule 2.
o Canveladion of veeivtration.

{1 The Councl may at any Uime cancel or suspend lor <ieoh ime as 1t thinks oo cerno s
ob regisration s siisfied thal the bolder of the certifieale has taded 1o comply with (o uois
of the Act or with these Repulations.

12)  The holder of a certificate vf registralion which has been cance Hed or suspended shald
forthwith retumn the certificale to the Councii and shall cease forthwith 1o engage in the business of
selling poisons.
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36. Sale and labelling of poisons.

(1Y A person shall not sell, dispensc or deliver to any other person any poison unless the
bette, vessel. box, wrapper or cover in which the poison is contained is labelled. in addition to the
requirements of subsection (1) ¢d) of section 18 of the Act with—-

fa)  adequate directions for use and words of caution in respect of the poison: and

fh) where the poison is an ingredient of a preparation, proportion of poison in that
preparution.

2y Before the sale, dispensing ot delivery of any poison, the person selling, dispensing or
delivering the potsons, shall ensure that the words of cawlion in paragraph (1) () of regulation 18
are understoad by the person receiving the poison, and shall cause the person receiving the poison
to sign his name bestde the relevant entry in g register in which shall be recorded the following -

rer)  ihe date ol the transaction;

ffr the name, address and occupation of the person to whom the poison is being sold.
dispensed or delivered;

(e)  the name and quanrity of poisons suld, dispensed or delivered. or where the poison
is an ingredient of a preparation, the proportion, of poison:

fefy  the purpose for which the poison is required:

fet  where the person to whom the poison is being delivered 1s nut known to the person
selling. dispensing or delivering same. the name and address of a witness (o the
transaction, and where there s no wimess to the transaction, the name and address
of person giving a recommendation m respect of the transaction: and

ffr the signature of the person recciving the peison, and signature of the person selling,
dispensing or delivering the poison.

37. Handling of poisons.

(1) A person shall not sell, dispentse or deliver any liniment embrocation. lotion or similar
caustic substanees containing poison unless that substance is in a container- —

) which is so constructed as to prevent leakage arising from the ordinary risks ot
handling, and which s impervious 10 poisen: and

(h) Lo which is affixed a label giving netice that the contents shall not be taken orally.

(2) Where a person sells, dispenses or delivers any substance mentioned in paragraph (1} in
a bottle of nol more than 120 fluid ounces, that substance shall be in: ribbed or grooved bottles which
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are easily discermuable by touch.
38. Transport of puisons.
{1+ A person shall not transport any poisen unjess —
fa, it isadequately packed to avoid leakapc arising from the ordinary nsks of handling:

(b, the outside ol the package comaining the poison is tabelled conspieuoasly with
the name and deseription of the poison and with a notice indicating that 1t is 1o be
kept separate from tood and food containers; and

(e adequate precautions ate taken to prevent the risk of contaminating lood.

39, Saie of Arsenic.
(1Y A porson shall not sell arsenic unless—
¢a)  that person is authorised under the Act to selt arsenic: and

bt before sale, the arsenic 1s mixed with soot or indigo in the proportion of at least an
ounce of soo0t or half an vunce of indigo to ene pound of arsenie. and so m propor-
tion for any greater or lesser quantity.

{2y This provisien shall not apply—
s when arsenic is an ingredient of any medicine requived to be made up or
compounded in accordance with the prescription of a of a registered medical prac-

titioner, & registered dentist or a registered velerinary surgeon:

() to wholesale pharmaceutical busimesses supplying arsenic upon orders in writing
in the ordinary course of wholesale pharmuacewtical business deating: or

fe) where arsenic is stated by the person receiving same to be required tor some purpnse
other than use in agriculture, and i is established that the mixture would render the
arsenic unfit for the purpose tor which it is obtained and the arsenic is delivered in
quantities of not less than ten pounds on cach occasion.
40. Prescription.

Every preseription for a poison shatt be in writing and shall include the following—

ral  the date;

rb)  the name and address of the person for whom the prescription is issucd:

fej  the name and quantity of the substance to be supplied;
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rd)  adequate dircctions for the use of the substance preseribed:
) legible signature of the prescriber; and

() where the prescription is given by a dennist or registered veterinary surgeon. the
words “for dental lreatment only™ or “for the trearment of animajs only™ a3 the
care may he.

PART Vi
MSPENSING
41. Compounding and dispensing,

(1) Apersopwho dispenses compounds and retails or supplies a drug other than inaccordance
w ith the prescription of a registered medical practitioner. registered denlist or registered veterinary
surgeon. shall deliver that drug in a container labelled with —

fer) the name of the drg;

¢t the pharmaccutical torm and strength,

fe) quantity:

ref)  adequate directions for use; and

) words of caution respecting the drug, il necessary.

i2) A person who dispenses, compounds. retails or supplies a drug whether over the coun-

ter or in accordance with the prescription of a registered dentist, registered medical practitianer o
registered veterinary surgeon shall. where there is available a bicequivalent generic drug which is
tnrerchangeable with the named drug and which is less costly. inform the person requestng the drug

those facts, and shall supply the generic equivatent instead of the named drug except where the per-
son objects or declines to accepl the generic form,

{3) A person who dispenses, retails or supplies an over-the-counter drug which carries a
brand name shall crect and maintain a prominent sign informing persons of the availabiliiy of the
generic drag which is the bicequivalent of the drug carrying the brand pame.

42, Number of times of dispensing.

(1} INo prescription shall be dispensed more than once unless it is dispensed in aceordance
with the directions of the preseriber included in the prescription to the effect that it may be dispensed

atastated namber of mes pr whergver ngeessary,

(2} Where a preseription—
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ry includes a direction that it may be dispensed 4 stated number of times but doss not
include any direction as 1o the intervals at which it may be dispensed that preserip
tion shall ot be dispensed before the stated duratian except where the pharmacist
is salisticd that the patient has a legitimate reason;

¢hi includes a direetion that it may be dispensed at stated intervals but docs notinclude
any direction as to the number of times it may be dispensed, that prescription shall
not be dispensed mare than three times;

f¢) has not been dispensed after the period of stx months from the date that the pre-
scripion was issued, the prescription will cease 1o be valid.

43. Prescription verbal, or electronic communication.

(1) A prescription for a drug may be communicated verbally by a registered practitioner,
registered deniist or registered veterinary surgeon.

(2) A person o whom a prescription for a drug has been verbally or cleetromeally com-
municatzd shall forthwith reduce the prescription, aller it has been validated by a practitioner under
regulation 43( 1), into writing and shall, upon the filling thercof, retain that validated preseription for
a period of not less than two years trom the date of filling samc.

(3} A prescription communteated verbally or electronically under regulation 43(2) shall be
reduced into writing within thirty-six hours of the verbal or electronic communication.

i4)  Apcrson seiling a drug pursuant to a written prescription shal retain the prescription for
al least two years from the date of illing thereof.
(3)  Every prescription for a drug shall include the following -
faj  the date;
ih) the name, age, and address of the person for whom the preseription is issued:

{¢;  the name, the generic name, pharmaceuatical form and strength and the quantity of
the substance to be suppliad:

feft  adequatz directions for the use of the substance prescribed.
i) the usual signature of the prescriber and his name in legible print Torm;
t/)  the address, telephone number and registration number of the prescriber: and

{g) where the prescriplion is given by a registered practitioner, registercd dentist or
registered veterinary surgeon, the words. “lor dental treatment or “lur treatment of

animals only as the case may require™.

{6)  Aperson filling a prescription shall note on the prescription at the time ol dispensing, the
date of dispensing. prescription number and the signature of the person by whom it was dispensed.
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it indication of the items dispensed and the prescription shall be retained by t'i: perion in charge
1" the phaninacy in which the prescription was filled for a period of not foxs then two sears from the
daie o wihich the proseription ae lagt dispensed.

44 reseription record
~oeerson tlling a preseription shall-—
fa) number each prescription;

th) file the prescription, or a true copy thereof the person tor whom the prescripti-
was given desires to retain the original prescription aid the prescription does nwi
contain a controlled substance or quantity of a substance which would make it
inadvisable for the pharmacist to part with the same, and

fc) rtecord in a prescription register the number and date of each preseription, the name
of the persons for whom it is prescribed, age and address and the name of the regis-
tered medical practitioner, registered dentist and registered veterinary surgeon, by
whom the same was given, the particulars of every prescription and the directions
which accompanied the medicine

45. Arranged storage.

Every antibiotic and other drug or poison which requires special storage arrangements shall be
stored in accordance with the temperature and other storage requirements specified by the manutac-
turer in respect of the antibiotic, drug or poison.

46. Opium Tincture.

(1) A person who sells, dispenses or delivers Tincture Opic Carmph {Camphorated Opium
Tincture), shall not sell more than four cunces of that drug at any one time unless the transaction
i5—

fa) to a registered medical practitioner, registered dentist or registered veterinan
surgeon for the purposes of his profession;

{b)  for use in a hospital or other medical institution; or
fey  to aregistered pharmacist for use in a registered pharmacy.

(2) Every sale, dispensing or delivery of camphorated Opium Tincture shall be recorded by
the person making the sale, dispensing or delivery in a book kept for the purpose, in which shall
entered the following particulars—

fa) the date and quantity of the drug taken in stock;
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by the date and quantity of any sule, dispensing or delivery of the drug:
¢y the name. address and oceupation of the person who acquired the dreg;
el the purpose tor which e drug was acquired: and
¢, the name of the persor uuthorizing the transaction, 11 any.

47. Repeat prescriptions.

(1Y Arcpeat prescription shall not be dispensed after the period of six ronths from the date
that the preseription was issued,

(2) A rcpeat prescription that has no1 been dispensed within six months of the date when i
was issued, ceases to be valid.

48. Sale of therapeutic substances.

(1} Subjevtwo paragraph (2). a person shall not sell any therapeutie substance by retail, ex-
cepl by preseription,

(2)  Paragraph (1) shall not apply—

ferd tothe supply of a therapeutic substance whicliis an antibiotic where it s made on
production of a written requisition [rom one pharmacist o another: or
/0 tova therapeutic substance sold-—
(11 by awholesale pharmaceutical business:
(i) lur export:
tuty 1o an authorised person.
i ;W the owner or master of a ship or aircraft for medical use on heard;

v} to any instilution or busincss which proves to the satisfaction of the Roard
that i carrics on seientific cducation or research;

(vi) to Government; or

(vil) o a persan o charge of a hospital, elinic or nursing home, or of any other
institution which is approved by the Bozrd and provides medical, denral.
surgical or velerinary freatment.

49. Emergency prescriptions.

(17 Adrug inay be dispenscd by a pharmacist iy euse of emergency where the supply is made
at the request of the patient and the fellewing conditions apply-
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fua)

ffy

ik

(e}
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the pharmacist under whose superviston the prescription only medicing is 1o be
suld or supplicd has “nlerviewed the person requesting the medicine and shall sat-
sy himseld —

(1) thatthere is an immediate need for the preseriptions only medicine requested
to be sold or supplied and that 1t is impracticable in the circumstances to
obtamn a preseription without widue delay:

tii}  that treatmentwith preseription only mediche requestad has been preseribud
previously by a doctor for the person requesting if: and
(i} as to the dose which in the circumstances it would be appropriule tor that

person Lo lake.

that the pharmacist provides no more than 5 days’ treatment of the presription onls
medicine in questien except, where the medicine tn question is an eintment &
cream OF a preparation hn an aerosot dispenser for the relief af asthma, which has
been made up for sale in a container elsewhere than at the place of sale or supply.
the smallest pack that the pharmacist bas available for sale or supply;

that the pharmacisi by or under whaose supervision the medicineg is sold or supphed
ensures that an entry m the prescription only register i3 wmade stating —
(11 the date on which the prescription only medicing was sold cr supplied:

(11} the name., quantity and, excepr where it is apparent from the name. the
pharmaceutical torm and sirength of the medicing;

(in) the name, age and address of the person requiring the medicine and,
(v} the nawure of the emorgency,

that the condainer or packuge ol the medicine is labelled with—

(1) the date on which the preseription oniy medicine was sold or supplicd:

(it} the nune. quantity and. cxeept where ivis apparent trom the name, the phac-
maceulical form and swrength of the preseription only medicine:

() the rame of the person requiring the prescription only niedicine:

(iv1 the name and address of the registered pharmacy from which the peescrip-
tion only medicine was sold or supplied: and

(v) thewords "Emergency Supply™.
that the prescriptior only medicine—

(1} 18 not a controlled drug specified in Schedule 3 Section 5. or in the Mis
use ol Drugs Regulation:

i1y is restricted m relation 1o the Psychotropic Substances, in which case recard
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of these shall be kept according to the provisions of the Misuse of Drugs Act
end its Regulations: or

{11} I» not an anttbiotic.

{2y Ancmergency sale or supply of prescription only medicine which contains or consists of
Phicnobarbitone or Phienobarbitone Sodium is permitted 10 be prescribed under regulation (1) if i is
for use in the treatment of epilepsy and does not contain any of the substances in Schedule 3 relative
to the Controlled Drugs and Psychotropie Substances.

(3)  The prescription only medicine to which this regulation applies should not contain one
ar more of the following substances—

far  Ammonium Bromide:
th)  Calcium Bromide;

re,  Caleium Bromidolaciobionate:

fef)  Embutramide;
fei Fencamfumin Hydrochloride;
(»  Tluanisone;
(g, Hydrobromic Embutramide:
th;  Fencamfamin Phvdrechloride:
¢ Methohexilone Sodium;
¢ Pembline: or
fk} Phenobarbitone,

50. Public notification and recovery of drugs.

(17 The Chief Drug Inspector may, by notice in writing, impose requirements relating 1o any
drug regulated by the Act, or a person registered to scll, supply or distribute drugs where-

fai  the drug does not cunforn with a standard applicable to the drug or have been
found or suspected Lo be tainted:

fh) ihe manufacturing principles have not been observed i the manufactare of the
drug; or

fet the drug s supplicd in contravention of any law or enactment.
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(2) The notice under paragraph { 1) may specify one or more of the following requirements—
fa) the steps to be taken to recover the drugs;
fb) the manner in which the steps are to be taken; or
fc) areasonable period within which the steps are to be taken.

(3) The Chief Drug Inspector shall, as soon as practicable after giving the notice, cause
particulars of it to be published in the Gazette.

(4) The requirements that may be imposed upon a person under this regulation may include
one or more of the following—

fa) to take specified steps, in the specified manner and within period specified, to re-
cover drugs that have been distributed;

b) to inform the public or a specified class of persons, in the specified manner and
within the period specified, to the effect that the circumstances referred to in para-
graph (1)(a) have occurred in relation to drugs; or

fc) to publish, in the specified manner and within the period specified, specified infor-
mation, or information of a specified kind, relating to the manufacture or distribu-
tton of drugs.

(5) 1fthe circumstances referred to in paragraph (1) apply only to a batch of drugs, the Chief
Drug Inspector may limit the imposition of the requirements to the drugs included in that batch.

{6) A requirement to recover drugs under this regulation does not apply to drugs that cannot
be recovered because they have been administered to, or applied in the treatment of, a person.

(7} A person commits an offence if—

fa) he does not comply with a notice under this regulation from the Chief Drug In-
spector; or

(b} as a result of his failure to comply with the requirements imposed by the Chief
Drug lnspector, the use of the drugs for which the requirements were imposed
result in or will result in harm or injury to any person.

(8) A person who commits and offence under subparagraph (7) is liable to a fine of fifty
thousand dollars and to imprisonment for 4 years or to both.
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PART V1I
MISCELLANEQUS

51, Cortificate lost or destrovea.

(1} Whers a certificate of registration or authorization issucd under the Act 1s lost, destroved
or deraced. the person to whom that cerutieale was originally issued may apply to the Council for -
duplicate certificate.

{2)  Anapplication for a duplicate certificate shall be made in the relevant application form
set oul in Schedule 2 in respect of an application Lor registration or authorizaiion as the case may be
required, and shall be accompanied by—-

) an explanation as t¢ why the duplicate certificate is required; und

thy  the same number of photographs (if any) required in the case of an application for
an onginal ceritficate.

(3} The Registrar may issue to a person applying for a duplicate certificate. a certificate in
the relevant form set our in Schedule 2, clearty marked in bold lettering with the word “DUPLI-
CATE™.

{4} A fee of one hundred fifty dollats shall be paid for a duplicate certificate issucd under this
reguiation.

(5)  All records and books required by these regulations to be kept by any person, shali be
open to inspeetion by the Board of Inspeciors, at all reasonable times and it shall be lawful for the
ingpectors ro make a copy or extract from any record ur books.

52. Fees paid into the consolidated fund.

Monies collected from fees prescribed under the Act and these Regulations shall be paid into the
Consolidated Tund.

53, Penalty.,

A person who contravenes any proviston of these Regulations conimits an offence and shall be ii-
able, on summiary convietion to a fine of ten thousand doilars or (o imprisonment for three years or
o both.
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SCHEDULE 1

(i) Antigua and Barbuda

(ii} Bahamas

(i) Barbados

(iv) Belize

(v) Commonwealth of Dominica
(vi) Grenada

(vii) Guyana

(viii) Haiti

(ix) Jamaica

(x) Montserrat

{xi) St Kitts; Nevis and Anguilla
(xii) St. Lucia

(xii)) St. Vincent and the Grenadines
(xiv) Trinidad and Tobago

SCHEDULE 2
FEES

1. Annual Licence fee for the operation of a Pharmacy

2. Annual Licence fee for the operation of a wholesale
pharmaceutical business

3. Registration of authorized seller of poisons and annual fee
4. Registration of Pharmacy Student

5. Registration of Pharmacist and annual licence fee

6. Registration of Pharmacy Technician and annual licence fee

FORMS A-G

1. Application for registration as a Pharmacy Student ..............

2. Application for Registration as a Pharmacist ............cccovven,

3. Certificate of Registration as a Pharmacist

The Pharmacy Regulations. 2012

$1000.00

$2000.00
$250.00
$50.00
$350.00

$100.00
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4. Application for Registration as 2 Pharmacy Techmician ..., Form D
5. Certificate of Registration as a Pharmacy Technician ... Form E
6. Application for Licence to operate a Pharmacy ... Form F
7. Application for registration as an authorized seller of po1SONS .o Forrm G
8. Certificate of Registration of Authorized seller of poisons ..o, Form H
9. Register 0f POISONS ..ottt Form1
10. Application for licence to operate a wholesale pharmaceutical business..................... Form J
11. Licence to operate wholesale pharmaceutical BUsiness. ... Form K
12. Licence to 0perate PRAMMACY.......o.ooi it st sty Form L
13, Application for licence t0 sell pOISONS ... Form M

14, Licence 10 sell POISONS ..o sicrcccreccriecnccoecerescrcacruncseceracesccrsecesccsscosnrsncssrscereess FTOM N
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SCHEDULE 3
FORM A Regulation 4
The Pharmacy Act
APPLICATION FOR REGISTRATION AS APHARMACY STUDENT

TO: The Pharmacy Council

NAME OF ADPPIICANE ..ottt e s et e s erar st e et eeab s st s sare s e eassnrsassessans
{Block Letters)

Date of APPLCAtION ..o e e s e e e sas e sreeraateas

Address of APPIICANT oottt
{Block Letters)

ABE OF APPHCANT (oot ettt et e et e et e ste et e st e et sesensesasmanentantean

(certified copy of Birth Certificate should be attached)
Qualification o APPLICANE ..ot e et e et

{copies of certificate to be attached)

Testimonials (3 to be attached)

Name of Parent/Guardian {If under 21) ..o ser e s s s ere st s e sne

Address of Parent/Guardian (if applicable) ...

(Block Letters)
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Address of Parent/Guardian (if applicable) ..o e teeueeetaeitereereeeeeeenaetesiaeetesbireaebees e eans

Signature of Applicant

To be completed by the College at which applicant has been admitted as pharmacy student
DAt OF AIMISSION c...oveieettit ittt ettt et et ee st r s eebese s s saeesea b e sea e b e st ersb e s e ae b ar e s b n st b b e e arec s st

RECOMMENUATION ...ttt ereee e e et e bt b e e riere e aearaesaeeembatbsbas et rraa e e et enaaaeenemrenen s raaean

To be completed by the Registrar

Date approved/refused by the Council ... e

Date Registered, ifregistered ...

Reason for refusal, i refUSed .. oottt

Signature of Registrar



2012, No. 45 33 The Pharmacy Regulations, 2012

FORM B Regulation 5
THE PHARMACY ACT
APPLICATION FOR REGISTRATION AS A PHARMACIST

To the Pharmacy Council

ApPPlICant™s SUINAIMIE. ....ucuiv ittt et n b ab s e d s ab e et

Applicant’s Christian NAMIE(S)...co.ooo. et e eeree et sre st ra e oo e erasserens

Gender: Male |:| Female El

Date of APPLCALION ...ooci e s s sera e eae e re s as s ns

Address 0f APPLICANT......ooi it eer e s e e tecrin s e easrestasnsssaronsereasrevatenes

(Block Letters)
Telephone contact information:
e-mail address:
Date of Birth:
Country of birth:
EMPLOYMENT RECORD
Present Employer (if applicable) ... ...

Employer’s address . ............oooiii i
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[ Y ST PP

LR R T LI 15 Ly S R PP

YEARS OF EXPERIENCE

0-2 ] s [ 610 ]
u1s o [] 1620 [} 225 [
2630 [ sa1 [

QUALIFICATIONS

pharmD [ mse [}

BSe D Dip Pharm D

Ass. Degree D Other (please specify). ...
NO. OFCreditS. . .o ov e

{copics of Diplomas and Certificates to be attached)

Testimonials (2) (to be attached)

Names of Referees (2);

DECLARATION
I declare that the information provided herein is a truthful, complete and accurate

representation of the information required.
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To be completed by the Registrar
Date registered or refused

Registralion NO. i e e

11 Hl [0l Iﬂmllll[ O PUDYEREE v

Proot of payment:
Receipt No.

Reason refused, if refused

Signature of Registrar
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FORM C Regulation 9
THE PHARMACY ACT
CERTIFICATE OF REGISTRATION AS A PHARMACIST

Regmiration No' 0 L e e e e e e

Thisisto certify that ... ... ... e e et

has been duly registered as a pharmacist under the Pharmacy Act.

Given under my hand this day of 20

President, Pharmacy Council

Registered

Rogistinr
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FORMD Resuicton n
THE PHARMACY ACT 1995
APPLICATION FOR REGISTRATION AS A PHARMACY TECHNICIAN

To the Pharmacy Councid

Name of Applicant ... s UTTTTUUIO y
(Block Letters)

Date of Application: ... OO PU PSP

Address of Applicant .. ... ...

Age of ApplICANT ... ..o
{copies of Diploma to be attached)

Testimonials (25 o v w At o0

fo e coniro ot oy the Jeglsérar
Dhate registered or rCFUSed

Boe aralion NOT

Reason refused, if refused ...

Signature of Registrar



The Pharmacy Regulations, 2012 38 2012, No. 45

FORM E Regulation 9
THE PHARMACY ACT 1995
CERTIFICATE OF REGISTRATION AS A PHARMACY TECHNICIAN

Registration No.

THIS IS TO CERTIFY THAT

has been duly registered as a Pharmacist Technician under the Pharmacy Act

Given under my hand this day of 20

Expired Date: ...

President. Councs

Registrar



2012, No. 45 39 The Pharmacy Regulations, 2012

FORM F Regulation 10
THE PHARMACY ACT 1995
APPLICATION FOR LICENCE TO OPERATE A PHARMACY

APPLICATION [S HEREBY MADE FOR A CERTIFICATE OF REGISTRATION OF A PHAR-
MACY, PARTICULARS OF WHICH ARE AS FOLLOWS:

APPLICANT IS A CORPORATION? YES NO

OWNER OF PHARMACY:
(OR CORPORATION)

ADDRESS OF OWNER:
(OR CORPORATION)

NAME OF PHARMACIST:

ADDRESS OF PHARMACIST:

PHARMACIST REGISTRATION#:

PHARMACIST TELEPHONE#:

PHARMACIST HOURS OF WORK:

FROM (AM/PM)TO {AM/PM)
FROM  (AMPMYTO __ _  (AM/PM)
FROM ___(AM/PM)TO (AM/PM)

(IF MORE THAN ONE PHARMACIST IS EMPLOYED, PLEASE WRITE THE NAME(S) NEXT
TO THEIR RESPECTIVE WORKING HOURS).

TRADING NAME OF PHARMACY:
(AS KNOWN TO THE PUBLIC)

ADDRESS OF PHARMACY”:



The Pharmacy Regulations, 2012 40 2012, No. 45

TEL#: FAX#:
E-MAIL ADDRESS:

THE PHARMACY IS: (A)  ANEW OPENING
(B)  BEING ACQUIRED
(C)  BEING RELOCATED
(D)  ALREADY IN OPERATION
(TICK THE CORRECT RESPONSE)

STATE DATE OF PURCHASE AND/ OR COMMENCEMENT OF OPERATION:

STATE DATE THAT PHARMACY WILL BE READY FOR INSPECTION, PRIOR TO COM-
MENCEMENT OF OPERATION:

THE OWNER(S) OR A DIRECTOR OF THE CORPORATION OPERATING THE ABOVE
MENTIONED IS REQUIRED TO SIGN THE FORM.

NAME: PHARMACY REGISTRATION #
(IF REGISTERED BEFORE)

POSITION WITH CORPORATION:

SIGNATURE:

DATE:

FOR OFFICIAL USE ONLY
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FORM G Regulation 30
THE PHARMACY ACT
APPLICATION FOR REGISTRATION AS AN AUTHORIZED SELLER OF POISONS

To the Pharmacy Council

Tthe undersigned o i .

Address of Applicant

hereby make application for registration as an authorized selier of poisons.

[ hereby certify that | am over twenty-one years of age and that the particulars of the
Business where the selling of poisons will be carried out as follows:-
Name of Business

Address of Business

3. If partnership, give names and titles of all active partners:

6. Phone NUmMber ... ..o e

& I enclose two testimonials from the following persons:-
1.

and enclose —
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(1} Y = <N ) O OO PON

(i1} a certified copy of my birth certificate

{iii) two recent photographs of myself

Dated this .......ccoovrvicreinns day of o 20 e

Signature of Applicant
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FORM H Regulations 9 & 31
THE PHARMACY ACT 1995

THIS IS TO CERTIFY THAT

Registered as an authorized Seller of Poisons in Antigua and Barbuda

Dated: L e

Expired Date: ... e
Registrar
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FORM 1

44

THE PHARMACY ACT 1995

Register of Poison

2012, No. 45

Regulation 33

DATE | Name and | Purpose | Name and Address of | Signature of Comments
quantity | for which purchaser Purchaser
of Poison | it is sold
sold
Made by the Pharmacy Council this day of 20

President
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FORM J Regulation 11
THE PHARMACY ACT, 1995

APPLICATION FOR LICENCE TO OPERATE
A WHOLESALE PHARMACEUTICAL BUSINESS

APPLICATION IS HEREBY MADE FOR A LICENCE TO OPERATE A WHOLESALE PHAR-
MACEUTICAL BUSINESS, PARTICULARS OF WHICH ARE AS FOLLOWS:

NAME OF APPLICANT: L.

ADDRESS OF APPLICANT: ... e

IF BUSINESS IS A COMPANY:

NAME OF COMPANY: ...
CHAIRMAN OF COMPANY: ...,
GENERAL MANAGER OF COMPANY: ...

MANAGING DIRECTOR OR CEO (IF ANY): coooiiiiiiiien e

IF INDIVIDUAL OR FAMILY OWNED:

GENERAL MANAGER: «...e.oteeeoee oo
OWNER (S e ovee ettt
PHARMACTST NAME: . ... oottt e e
SIGNATURE OF PHARMACIST: ..o e
PHARMACIST REGISTRATION #: ............. DATE: tovoe oo,

EMPLOYMENT - FULLTIME: ................
--PARTTIME: ................ HOURS OF WORK: ..............

TRADING NAME OF WHOLESALE BUSINESS: ... .eveiittioeeeoeeoeeeere e e,
(AS KNOWN TO THE PUBLIC)
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NORMAL BUSINESS HOURS: L.
ADDRESS OF WHOLE SALE BUSINESS ACTIVITY: .o,

THIS WHOLE SALE IS: (A) A NEW OPENING ¢
(B) BEING ACQUIRED £

(C) BEING RELOCATED §

{

{D) ALREADY IN OPERATION
{TICK THE CORRECT RESPONSE)

STATE DATE THAT THIS UNIT WILL BE READY FOR INSPECTION, PRIOR TO COM-
MENCEMENT OF OPERATION: ... e

STATE DATE OF COMMENCEMENT OF OPERATION: .........c.ocoiiinn

THE OWNER (5) OR A DIRECTOR OF THE COMPANY OPERATING THE ABOVE MEN-
TIONED IS REQUIRED TO SIGN THIS FORM,

NAME: ..., REGISTRATION # OF BUSINESS............
POSITION WITH COMPANY: ...
SIGNATURE: . e

D AT .

FOR OFFICIAL USE ONLY
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FORM K Regulation 9

THE PHARMACY ACT, 1995

THIS IS TO CERTIFY THAT

LICENSED TO OPERATE A WHOLESALE PHARMACEUTICAL BUSINESS IN ANTIGUA
AND BARBUDA

EXPIRED DATE . .ciiicie i e et e
Registrar

This Certificate of License is for
the purpose of the Pharmacy Act 1995 and
is the property of the Pharmacy Council
of Antigua and Barbuda,
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FORM L Regulation 14

THE PHARMACY ACT, 1995

No.

THIS 1S TO CERTIFY THAT

IS

LICENSED TO OPERATE A PHARMACY IN ANTIGUA AND BARBUDA

DATED ....ooiiiiiiie e
Minister with responsibility
for the administration of the
Pharmacy Act, 1995

EXPIRED DATE ..o i it ceanaaaanas

Registrar

This Certificate of License is for
the purpose of the Pharmacy Act 1995 and
is the property of the Pharmacy Council
of Antigua and Barbuda.
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FORM M Regulation 12

THE PHARMACY ACT, 1995

APPLICATION FOR LICENCE TO SELL POISONS

APPLICATION IS HEREBY MADE FOR A LICENCE TO SELL POISONS, PARTICULARS OF
WHICH ARE AS FOLLOWS:

NAME OF APPLICANT: e

ADDRESS OF APPLICANT: ...ttt e e e

IF BUSINESS IS A COMPANY:

NAME OF COMPANY: ...
CHAIRMAN OF COMPANY: ...,
GENERAL MANAGER OF COMPANY: ...

MANAGING DIRECTOR OR CEO (TF ANY): ..o

IF INDIVIDUAL OR FAMILY OWNED:

GENERAL MANAGER: _....ooiii oo,
OWNER (S): oottt n e
PHARMACIST NAME: .......oiiitiiiti e oot eee e
SIGNATURE OF PHARMACTST: ..ottt
PHARMACIST REGISTRATION #: ............. DATE: oo,

EMPLOYMENT - FULL TIME: ................
— PARTTIME: ................ HOURS OF WORK.: ..............

TRADING NAME OF WHOLESALE BUSINESS: ... e
(AS KNOWN TO THE PUBLIC)
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NORMATL BUSINESS HOURS: ... eveteoesoee e
ADDRESS OF WHOLE SALE BUSTNESS ACTIVITY: woovvvvooovieseesveoveae s
THIS WHOLE SALEIS: (A) ANEW OPENING 1

(B) BEING ACQUIRED 0

(C) BEING RELOCATED £

(D) ALREADY IN OPERATION .

{TICK THE CORRECT RESPONSE)

STATE DATE THAT THIS UNIT WILL BE READY FOR INSPECTION, PRIOR TO COM-
MENCEMENT OF OPERATION: ... e

STATE DATE OF COMMENCEMENT OF OPERATION: .........................

THE OWNER (8) OR A DIRECTOR OF THE COMPANY OPERATING THE ABOVE MEN-
TIONED IS REQUIRED TO SIGN THIS FORM.

NAME: .. REGISTRATION # OF BUSINESS............
POSITION WITH COMPANY: ..o
SIGNATURE: .. s

DA T . e e

FOR OFFICIAL USE ONLY
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FORM N Regulation 14

THE PHARMACY ACT, 1995

THIS 1S TO CERTIFY THAT

IS

LICENSED TO SELL POISONS IN ANTIGUA AND BARBUDA

DATED .....oooiiiiiii,
Minister with responsibility
for the administration of the
Pharmacy Act, 1995

EXPIRED DATE .....ccooiviiis i

Registrar

This Certificate of License is for
the purpose of the Pharmacy Act 1995 and
is the property of the Pharmacy Council

of Antigua and Barbuda,
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SCHEDULE 4

Subject to the provisions made under sections 13, 18, 19 and 20 of the Pharmacy Act, the sale or
supply of drugs and poisons for the purpose of the Act falls into 2 parts:

Part | — divided into 6 Sections:

Section 1 — deals with sale of vitamins in Supermarkets, Health Food Stores and
Shops

Section 2 — Drugs restricted to Pharmacies only.

Section 3 — deals with Preseription only Drugs.

Section 4 — deals with Controlled drugs and Psychotropic substances.
Section 5 — deals with General Sales.

Section 6 — deals with Chemical Precursors.

Part 11 — deals with poisons which may be sold by authorized sellers of poisons.

PART1

Section 1

Vitamins — Persons already operating a Health Food Store, Supermarket, or Shop may sell vitamins
and minerals as Vitamin Supplements but only in un-opened bottles or containers, suitably labelled
as to the therapeutic effect of its contents. Vitamins are any of the following: Vitamins A. B1, B2.
B6, C, D and E, biotin, nicotinamide, nicotinic acid, pantothenic aeid and its salts, biflavanoids, in-
ositol, choline, para-aminobenzoic acid, eyanocobalamin or folic acid. Vitamin preparations mean
any medicinal product, the active ingredients of which consist enly of vitamins, or vitamins and
minerals salts, that is, salts of any one or more of the following: iron, iodine, valcium, phosphorus,

fluorine, copper, potassium, manganese, magnesium or zinc.

Vitamins for oral use as follows:
Thiamine or Vitamin Bl
Riboflavin or Vitamin B2
Ascorbic Acid or Vitamin C

Vitamin D, no more than 1,000 international units or less per oral dosage form (1,000 i.u.)
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Vitamin E, Alpha tocopherol, no more than 200 international units {200 i.u.)

Any vitamin preparation for oral administration as a food in relation to which there are no written particulars
or direction as to dosage.

Any medicinal produet for oral administration as a food, not being a vitamin preparation to which one or
more of the ingredients has been added: - Vitamin A or D, folic acid or cyanocobalamin, and in relat: - 1o
which product there are written particulars or directions as to the recommended use of that substance which
involves a daily intake in excess of the quantities and ingredients specified.

Any vitamin preparation for oral administration as a food in relation to which there are written particulars or
directions specifying a recommended daily dosage for adults involving a daily intake in excess of. vitamin
A, 2500 units; or antirachitic activity, 250 units; or folie acid, 25 micrograms; or eyanocobalamin, 5 micyo-
grams.

Exemptions:
No Supermarket, Health Food Store, or Shop may sell the vitamins as listed below:
Vitamin A, any preparation for internal and parenteral use in humans containing or represented as containing

more than 10,000 i, in each oral dosage form, or if the largest recommended daily dosage shown on the
labe] thereof, if consumed would fumish more than 10,000 1.u.

Vitamin B12 or Cyanocobalamin.
Vitamin B5 or Panthothenic Acid.
Vitamin B3 or Niacin or Niacinamide
Vitamin F dosage over 200 iu.

Vitamin D dosage over 1,000 i.u., any preparation for internal or parenteral use in hunans containing or
represented as containing more than 1,000 i.u. in each oral dosage form, or if the largest recommended daily
dosage shown on the label thereof, if consumed would furnish more than 1,000 i.u.

Vitamin K
Yiamin B6 or Pyridoxine Acid.
Folic Acid

Section 2

Narcotic controlled Drugs and Psychotropic substances are restricted to prescriptions only. Record of these
must be kept according to the provisions of the Misuse of Drugs Act and the Dangerous Drugs Rules.

The drugs which fall under this section are subject to control and should be guided by the following particu-
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lars. Under this section, penalties may be determined for offences under the Misuse of Drug Act.
Doctors, pharmacists and persons lawfully conducting retail pharmacy businesses may be called
upon to give particulars of the quantities of any of these drugs which have been prescribed, admin-
istered or supplied over a period of time. It is an offence to fail, without reasonable excuse, to give
the information required or to give false information.

Control Drug Registers

Records must be kept by all person(s) or businesses authorized to possess Control Drugs (CD). The
following particulars are to be recorded

a) date on which received;

b) name and address of person or firm from whom received;
¢} amount received;

d) form in which received.

For CD supplied the following must be recorded

a) date on which the supply was made;
bj name and address of person or firm to whom supplied;
c) particulars as to licence or authority of the person of firm supplied to be in

possession of Controlled Drugs;
d) amount supplied;

€) form in which supplied.

NB: The following points are important in relation to the keeping of CD registers—

a) entries must be in chronological sequence;

bj a separate part of the register must be used for each class of drugs. Separate sec-
tions are required for amphetamines (which includes dexamphetamine) and me-
htylamphetmines;

c) If desired, separate parts of the register can be used for different drugs or strengths

of drugs compnsed within a class of drugs;

d) The class of drugs must be specified at the head of each page;
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e) entries must be made on the day of the transaction;
K No canceliation. obliteration or alteration may be made; correction must be

dated by marginal note or footnote;

gl entries must be in ink or otherwise indelible;
k) the register must not be used for other purposes;
i the register must be kept at the premises to which it is related and a separate

register must be kept for each premises of the business;

¥ particulars of stock receipts and supplies must be - furnished to any authorized
person on request (this includes drug inspectors and police officers during
any investigation). Other documents and stocks of drugs must also be produced
if required;

&) no entry need to be made in the prescription-only register, but it is good practice
to make these entries.

CD Lic: The possession, production and supplies of these are restricted in the public inter-
est, to purposes of research or any other purpose designated by the Ministry of Health. A licence is
required from the Ministry of National Security for possession.

CD POM: A licence is needed to import, or export these drugs. A pharmacist may supply
them to a patient only on the authority of a prescription issued by a registered medical practitioner.
Requirement as to safe custody applies.

CD No Register {CD NO Reg): The control that applies to CD POM applies to CD NO REG.
However, records in the register of control drugs need not be kept in respect of these drugs.

CD Benz: are mainly benzodiazepines and some adrenoreceptor stimulants. An import and
export licence is required. There are no restrictions on possession once obtained in accordance
with a prescription written by a duly registered physician. Recording of their sale in a control drug
register is not required and there are no safe custody requirements.

CD Anab: are mainly anabolic and androgenic steroids. An import and export licence is
required. There are no restrictions on possession once obtained in accordance with a prescription
written by a duly registered physician. Recording of their sale in a control drug register is not re-
quired and there are no safe custody requirements.

CD Inv: contains preparations of certain controlled drugs, for e.g. Codeine, pholcadine
and morphine, which are exempt from full control when, presented in medicinal products of low
strength. There are no restrictions on the import, export, possession or admimstration of these

preparations, and safe custody requirements do not apply for duly authorized person(s) or pharima-
cies. Invoice is required to be kept for two years.
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Made the 12th day of December, 2012.

Hon. Willmeth Daniel
Minister Responsible for Health



