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No. 54] Food and Drugs

BELIZE:

STATUTORY INSTRUMENT
No. 54 of 2017

REGULATIONS made by the Minister responsible for
health in exercise of the powers conferred upon him by
section 55 of the Food and Drugs Act, Chapter 291 of
the Substantive Laws of Belize, Revised Edition 2011
and all other powers thereunto him enabling.

(Gazetted 29th July, 2017.)

PART 1

Preliminary
1. These Regulations may be cited as the

FOOD AND DRUGS(REGISTRATION, LICENSING
AND INSPECTION) REGULATIONS, 2017

2. In these Regulations, unless the context otherwise
requires,

“the Act” means the Food and Drugs Act;

“authorized officer” means an officer that has been authorized
in writing by the Minister to exercise any of the powers
conferred in these Regulations:

“commercialize” means to make available on the market,
and “commercialization” shall be construed accordingly;

“competent authority ” means the Director of Health Services
or his nominee in the Ministry;

“drug” means any substance or mixture of substances,
whether for internal or external use, manufactured, sold or
represented for use in,

Citation.

Interpretation.
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(a) the diagnosis, treatment, mitigation, or preveniion
of a disease, disorder, abnormal physical state, of
the symptoms thereof, in man; or

(b) restoring, correcting of modifying organic functions
in man;

“finished drug” means the final dosage form of a drugthat has
gone through all manufacturing stages, including packaging
into the container and final packaging;

“facility licence” means a facility licence grantedby the
competent authority, under regulation 10;

“import authorization” means a written authorization issued
by the competent authority authorizing the commercialization
of an orphan drug;

“inspector” means an inspector appointed under this
Regulation;

“ministry” means the Ministry responsible for health;
“orphandrug” means a drug intended for use inarare disease;

“public health standards” means standards developed to
promote and protect the health of people and the communities
where they live, learn, work and play;

“pharmaceutical facility” means any premises from which any
drugs are stored, manufactured, sold, dispensed or otherwise
supplied directly to the public by retail or wholesale;

“product licence” means the legal document grantedby the
competent authority, under regulation 5, authorizing the
commercialization of a product;

“manufacturing plant” means a facility that carries out
operations involved in the preparation of a drug, from receipt
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of materials, through processing, packaging and repackaging,
labelling and relabelling, to completion of the finished drug.

PART 2
Registration of Drugs

3.-(1) A personshall not commercialize any drug,unless that
person has obtained registration of, and receives a product
licence for, that drug from the competent authority.

(2) The Minister may, in his discretion, exempt any
person or any drug from the requirements of sub-regulation

¢Ly:

(3) Any person who contravenes sub-regulation (1)
commits an offence and is liable on summary conviction to
a fine not exceeding $10,000.00.

4.-(1) Anapplication for registration of a drug shall be made
in the form set out as Form 1 in Schedule 1, and shall be
accompanied by the following,

(a) avalid GMP certificate:

(b) avalid certificate of Pharmaceutical Product
(CPP) based on the model established by World
Health Organization or a Certificate of Free Sales
(CFS) if the countryof origin is not a member
of the World Health Organization certification
scheme;

(c) a valid certificate from the competenthealth
authority in the country of origin;

(d) a valid certificate of analysis of finished
drugsubmitted by the manufacturer’s quality
control lab, original;

Prohibition of
sale, etc. of
unregistered
drug.

Application for
registration.



Food and Drugs [No. 54

Orphan
drugs.

(e) the drug’s technical information, namely,

(1) a summary of product characteristics,
including information in support of its
contents; and

(ii) samples of the final marketing package,
which should include the labels, primary
packaging, secondary packaging and any
external packaging for all dosage forms
and presentations of the medicine to be
marketed, the package insert, accessories
if applicable, and samples of the finished
product;

(f) pharmacological information of finished drug;

(g) environmental risk assessment for medicines
such as hormones antineoplastic agents,
radiopharmaceuticals, and any other deemed
necessary by the competent authority; and

(h) a fee of one hundred dollars for each drug per
importer.

(2) All documents required under this regulation for the
registration of a drug shall be in the English language and
if not in the English language, the applicant shall provide
the competent authority with an English translation of the
document attached to the original.

5.-(1) Notwithstanding regulation 4, a person shall not be
required to register or obtain a product licence for an orphan
drug.

(2) Notwithstanding sub-regulation (1), a person shall
not import into Belize or commercialize an orphan drug
unless that person receives import authorization from the
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competent authority, given having regard to such qualifying
criteria for commercialization as the competent authority has
determined.

(3) An application for importation authorization shall be
made in writing to the competent authority.

(4) A person who contravenes sub-re gulation (2) commits
an offence and is liable on summary conviction to a fine not
exceeding ten thousand dollars.

6.-(1) The competent authority may grant a product licencefor
any drug if theperson seeking the product licence has applied
in writing to the competent authority, and satisfies the
requirements for drug registration under this regulation.

(2) Where the competent authority grants a product
licence, the competent authority shall provide the applicant
with a registration code for the drug.

(3) The competent authority shall allow an applicant six
months to satisfy the requirements for the registration of a
drug.

(4) The competent authority shall refuse to grant a product
licence if,

(@) an applicant fails to satisfy the requirements
within the time stated under sub-regulation (3);

(b) the risk benefit analysis is unfavourable;

(c) there is insufficient justification for the
therapeutic efficacy;

(d) the drug does not have the quali-quantitative
composition declared or its quality is
compromised;

Grant or
refusal of
product
licence.
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Application for
amendment of
product licence,
upon change of
circumstances.

Duration
and renewal
of product
licence.

(e) the information submitted during the request is
erroneous or does not comply with the Act or
the provisions of the Antibiotics Act, Chemists
and Druggists Act and Misuse of Drugs Act,
or

(f) the applicant does not comply with the
requirements of any Act specified in paragraph

(e).

7.-(1) If, after a product licence is granted, a change has
occurred in relation to any required information or documents
supplied upon application for the product licence, the licensee
shall makean application to the competent authority for
approval of amended registration of the drug concernedusing
the modified information or documents,in the form set out
as Form 1 in Schedule 1, and accompanied by,

(a) the fee of fifty dollars; and

(b) the relevant documents with the amendments.

(2) The competent authority may grant an amended
product licence if the applicant satisfies the requirements
for the registration of a drug under this regulation.

(3) Where the competent authority grants an amended
product licence, the competent authority shall provide the
applicant with an amended registration code.

(4) A licensee who fails to notify of a change under
paragraph (1), or notwithstanding such a change, operates
under without an amended product licence commits an
offence and shall be liable on summary conviction to a fine
not exceeding ten thousand dollars.

8.—(1) A product licence shall be valid until the expiration date
of the GMP certificate or the Certificate of Pharmaceutical
Product, whichever expires first,and may be renewed on
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application by the holder of the product licence in the form
set out as Form 1 and on payment of the renewal fee of fifty
dollars.

(2) The application for renewal of a product licence shall
be made six months prior to the expiration of the product

FlatersTara)

Hevice.,

(3) The competent authority shall cancel the registration
of adrug if the holder of the product licence fails to submit an
application for renewal within the time under sub-regulation

(2).

9.~(1) The holder of a product licensee shall ensure that the
labelling and packaging insert for the drug is legible at all
times and should be the same as submitted in the application
for registration.

(2) A person who contravenes this regulation commits
an offence and is liable on summary conviction to a fine not
exceeding ten thousand dollars.

PART 3
Facility Licence

10.-(1) A person who owns a pharmaceutical facility shall
apply to the competent authority for a facility licence therefor.

(2)  An application for a facility licence shall be made
in the form set out as Form 2 of Schedule 1.

(3) Anapplication for a facility licence shall be accompanied
by the appropriate documents specified in the application form
and the application fee prescribed in Schedule 2.

(4) Any person who contravenes sub-regulation (1)
commits an offence and is liable on summary conviction to
a fine not exceeding ten thousand dollars

Labelling and
packaging
insert of drug.

Application for
facility licence.
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11.-(1) The competent authority shall inspect zvery
pharmaceutical facility before granting a facility licence
under regulation 10.

(2) The competent authority may grant a facility licence,
if the facility meets the public health standards establishedby
the competent authority.

(3) A facility licence shall only apply to the nature of the
business offered by the pharmaceutical facility at the time
the licence is granted.

12. A facility licence granted under regulation 10 (1) shall
be valid for a period of one year and may be renewed on
application by the holder of the facility licence.

13. A facility licence shall not be transferred to any other
person or facility.

14. The owner of a pharmaceutical facility shall notify the
competent authority in writing if there are any changes in,

(a) location of the pharmaceutical facility; or
(b) the name of the pharmaceutical facility.

15.-(1) The competent authority shall issue a new licence if
there is a change in the name of the pharmaceutical facility.

(2) The competent authority shall inspect a new
pharmaceutical facility when notified by the owner of
a change in location of the pharmaceutical facility and
determine whether to re-issue a facility licence for the new
pharmaceutical facility.
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16.-(1) The owner of a pharmaceutical facility shall apply
in writing to the competent authority for approval if the
owner of the pharmaceutical facility intends to expand or
discontinue the nature of business to which the facility licence
applies.

(2) The compeient auihority may require ihe owner of
a pharmaceutical facility to submit a new application if the
competent authority considers the change in the nature of
business to be substantial.

(3) The new owner of a pharmaceutical facility shall apply
for a new facility licence if there is a change in ownership
of a licensed pharmaceutical facility.

(4) For the purposes of this regulation, a change in
ownership occurs when,

(a) ownership and responsibility for the operation
of the assets constituting the licensed
pharmaceutical facility are transferred from
the holder of the licence to another person;

(b) there is a material change in a partnership that is
caused by the removal, addition, or substitution
of a partner;

(¢) in the case of ownership by a corporate body,

(i) the holder of the licencemerges into
another corporate body; or

(i) there is the consolidation of two or more
corporate bodies, one of which is the
holder of the licence, resulting in the
creation of a new corporate body; or

(d) there is the leasing of all the pharmaceutical
facility’s operations to another person.

Procedure
on change of
the nature of
business and
change in
ownership.
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17.-(1) The holder of a facility licence shall prominently
display the facility licence at the pharmaceutical facility.

(2) Any person who contravenes sub-regulation (1)
commits an offence and is liable on summary conviction to
a fine not exceeding one thousand dollars.

18.-(1) The holder of a facility licence shall notify
the competent authority in writing of the closure of a
pharmaceutical facility

(2) A notification under sub-regulation (1) shall be given
to the competent authority sixty days prior to the close of
the pharmaceutical facility.

PART 4
Miscellaneous
19.-(1) The competent authority shall have the powers to
do all things necessary to carry out its functions under these

Regulations.

(2) In particular and without limiting the generality of
sub-regulation (1), the competent authority may,

(a) vet the applications for product licences;
(b) supervise the operation of any person granted
a product licence under these regulations to

ensure compliance with,

(i) the terms and conditions of the product
licence;

(ii) the provisions of these regulations and
other legislation; or
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(tit) any directives issued by the competent
authority;

(c) setannual fees including the commercialization
fee, which is set by the end of the third month
of each year;

(d) set guidelines and forms regarding the
registration, post registration process, and

quality evaluation of drugs;

(e) seize, confiscate or destroy any unregistered
drug, and

(f) appointinspectors to carry outdrug Inspections.

20. Aninspector appointed by the competent authority under
these Regulations shall have the power to,

(a)

(b)

(c)

enter to inspect any place where on reasonable
grounds he believes any drug is manufactured,
produced, prepared, preserved, packaged, stored
or sold to examine such article and take samples
thereof and examine anything that the inspector
reasonably believes is used or capable of being used
for such manufacturing, production, preparation,
preservation, packaging or storing of a drug;

open and examine any receptacle or package that on
reasonable grounds, the inspector believes contains
any drugs;

examine any books, documents or other records
found in any place which the inspector reasonably
believes contains any information relevant to the
enforcement of the provisions of the Act or these
Regulations;

Powers of
inspectors.
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(e)

(2)

(h)

(1)

monitor the sale of drugs, and oversee the
management, storage, distribution, disposal and
record keeping at any place where drugs are
manufactured, stored or distributed, to ensure
proper drug management;

seize, remove and detain for such time as may be
necessary, any drug which the inspector reasonably
believes contravenes any provision of the Act or
these Regulations;

seize, remove and detain for such time as may be
necessary, any item that is found in a pharmacy
which the inspector reasonably believes contravenes
any provision of the Act of these Regulations;

destroy as may be necessary, any expired drug with
the authorization of the competent authority; and

temporarily close any establishment which the
inspector reasonably believes contravenes any
provision of this Act or these Regulations or any
other any relevant with the permission of the
competent authority.

Duties of 21. An inspector shall,

inspector.

(a)

(b)

(c)

supervise the research, development, manufacture
and trade of pharmaceuticals, as well as the medical
organization’s use of pharmaceuticals;

not divulge technological, business and any other
information gained from such inspection;

regularly promulgate the results of sampling
examinations and inspections on the quality of
pharmaceuticals;
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(d) follow up on the inspections of any pharmaceutical
manufacturer, pharmaceutical importer or
pharmaceutical wholesaler, that the inspector has
certified in conformity with relevant standards as
established by the competent authority;

(e) not participate in pharmaceutical manufacturing
and trade, and shall not endorse or supervise the
manufacture and sale of pharmaceuticals in the name
of the inspector or that of any of his relatives;

(f) receive operational guidance regarding the inspection
of any pharmaceutical manufacturer, pharmaceutical
importer or pharmaceutical wholesaler and medical
organizations from the competent authority;

(8) supply a letter of confidentiality to the competent
authority prior to his conduct of any inspections.

22. An inspector shallpresent his or her credentials to any
person appearing to be an occupant or person in charge of
any place before conducting any supervision or inspection
at that place.

23.~(1) Wherever a quantity of a regulated or unauthorized
drug is scheduled to be confiscated, or destroyed by an
inspector, the holder of the product licensee or a representative
of the holder of the product licence shall be present at such
confiscation or destruction.

(2) Any person who is not present as required under
paragraph (1) commits and offence and is liable on summary
conviction to a fine not exceeding five thousand dollars, and
shall be responsible for all costs of the action taken by the
authorized officer from the Ministry.

24.A person who is aggrieved by a decision of an inspector
may, within sevendays of the decision, apply to the competent
authority for re-inspection.

Procedure on
inspection.

Procedure on
confiscation or
destruction.

Application for
re-inspection.
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Revocation and
cancellation of
licence.

Application for
review.

25.~(1) The competent authority may revoke any licence
issued under this Regulation if the competent authority is
satisfied that the holder of thelicenceis not in compliance
with any requirement under the Act or these Regulations.

(2) Before the revocation of any licence issued under
this Regulations, the competent authority shaii give writien
notice to the licence holder and allow the licence holder
an opportunity to makerepresentation in relation to the
revocation.

(3) The holder of a licence may request that the
competent authority cancels a licence.

26.—(1) A person who is aggrieved by a decision of the
competent authority may, within twenty-one days of the
decision, apply to a Judge in Chambers of the Supreme Court
for review of the decision.

(2) Notwithstanding section 112 of the Supreme Court
of Judicature Act, an application for review shall not itself
result in the suspension of the decision in relation to which
the application is made, but the applicant may, within the
time prescribed under the Supreme Court of Judicature Act,
for making such application, apply to the Supreme Court for
stay of execution of the decision, pending the determination
of the application.

(3) Upon hearing an application, the Supreme Court
may,

(a) dismiss the application; or
(b) remit the matter back to the competent authority

for further consideration with such directions
as it considers fit.
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27. Any person that, prior to and at the date of commencement
of these Regulations, is engaged in commercialization of any
drug or owns a pharmaceutical facility, is, notwithstanding
the provision of these Regulations, not requires to hold a
product licence or facility licence, at any time prior to the
31st October, 2017.

Printed in Belize by the Government Printer
#1 Power Lane, Belmopan, Belize, C.A.

Transitional
provision.
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SCHEDULE I
FORM 1
(Regulation 5 (1))
MINISTRY OF HEALTH
DRUG REGISTRATION APPLICATION FORM
Completion of this form is necessary for consideration for drug registration.
Type or print legibly.
. Application No.
Application Date (for official use only)
| Product Registration No.
Product Name (for official use only)
Generic Name or
International Non-
proprietary (INN) name
: TYPE OF APPLICATION
New O
Renewal u}
Modification 8)
PRODUCT LICENSEE INFORMATION
Social Security No.
Full name
Country of
Date of Birth birth
cermanent Address Street Town District
Telephone number
Email address
COMPANY’S INFORMATION
Business Name
Trade License No. |
Date of issue
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Iﬂce of issue | T

T _ MANUFACTURER INFORMATION
Name of
Manufacturer
Country of '
Manufacture !
ey DOCUMEN’I‘ST{)BE SUBMITTED WITH APPLICATION FORM ~ ,
No. Document Received
(for official use
only)
I | Ministry of Health Pharmaceutical Wholesaler/Importer Licence
2 Good Manufacturing Practice Certificate
3 | Manufacturer’s Sanitary Licence
4 | Certificate of Pharmaceutical Product (when applicable)
5 Free Sale Certificate (when applicable)
6 | Certificate of analysis
7 Product sample
8 Additional scientific technical information (optional)
: : CRBRDAVIL = To s s o ]
I, (licence holder) declare that the information detailed in this

document is truthful and complies with the legal requirements; on the other hand,
(registered chemist and druggist) acting as the professional
responsible for the product (product name), declare under oath
that the information concerning the name of the product, formulation and therapeutic indications are
truthful and guarantee the good quality of the product. Consequently, we declare that this file meets the
requirements for registration, so that the data contained in this application, are expression of truth and
assume administrative and criminal liabilities,
Name and signature of product licensee Name and Signature of Chemist and Druggist i Date
\

FOROFFICIALUSEONLY
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FORM 2

(Regulation 10 (2))

Applivation £ CEEDDCJ

MINISTRY OF HEALTH
APPLICATION FORM FOR PHARMACEUTICAL ESTADLISIIMENTS
SCENSING AND ACCREDBITATION UNIT

X .v,

‘o

\‘lant"f‘

;fmxnv. of Facility.

“Exmblishinent Adduess

Application Dae o
- DD MMYYYY
Nase of Owner Fosr Second S8R &
pe ok (1 (1 €T e 0T | o ormn
Applicaur Permasvar Achlicss Citzensbip

Dstner

a-inail address

Telepbone Mutnber(s):

FACILITY TYPE 3¢ Please tich below NATURE OF BUSINESS i Pleasc tick below)y APPLICATION TS ¥FOR
CJ Rewil CJ Reail Sake 1 peddicr { Pleass tieh, below)
3 whoiesale Wholesale 3 Manwacranng New Licepse
O Mausfac vning 3 lagport Exgroat B Changee of Ovnenstup
Cthes sty 3 | T Health food $1ore B Taansshipusens I lenewal
== RV, B Bspasion of serviees |
TYPE OF MEDIC ATION(S] TO BE SOLD OR IMPORTED: (Please tick below that apphicable)
L General OIC L3 Prescnphion Medicanons Drugs - Conwolled

£ Phanuasy OTC

) Aaribictics

T3 All ef the Above Drwgs Type

| Tax identidicanion Number
h

: 'ﬂgﬁ W‘Sﬁ"l&mb

i mhh «em \.mlhenhnn n-,;m.{.ng o ol pharin
ime vtd o registered e conng)
List . medications 1o wads aleug wirh wanw
List of Unver the € .muﬂ gt OTC) and & !n\mnllh!ﬂl
List oo} I\wuv!:vu Drugs a1xd nspie of nmpictasy

Laat of € .s.umllu.i l'h-hmumu..!, sl GiAbEes B35 HHIIHIhluhl

.

¥i AFFIDAVIT

I

Pims- o

Applicant - Print Nome uod Sige

— FApphonm Ownerl beneby

rade 1o opeiate o health facility in Belize

#1Tani et Ure stal,

L an tais oy

Date (dd/mmiyyryd

(SEE REQUIREMENTS OVERLEAF)

e 1s it and convest

OFFICIAL UNE QONLY:
Dare Received:

drmprestuen dare:

Apprened Denwed A
Dhte Apgproned Dedied

-

Dasparcthon Reganar 40
Cerificare Repart & .
Carsifying Opfices Namwe:
Stgrarroe:

| R
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PLEASE NOTE THE FOLLOWING REQUIREMENTS TO BE SUBMITTED WITH
APPLICATION FORM (NEW APPLICANTS):

i
i

i
i,

.

v,

Y.

.

Xi.

Factliry floor pian for the business.,

Brssinens cernificate of regisirarion,

Proaf of citizenshiy of applicant (s) and pliarmacist isy o be emploved fmotarized Birth
certificate or passport).

Photo Idersificotion of appheoniar ard Phormacict (x) 1o ko omploved (notpized eneiad
secrrity or drivers parmit).

Notarized and awthenticated origival degree diplowa or certificate for all pharmacis) 15)
fo de emploved The fival signatiae of anthentication mens be that af the Embassy of Belize
or British High Commissioa in thar conniy.

Notarized ond Authenticaied copy of Chemist and Drugisi Certificare ifor ench
pharmacist emploved).

Official wanslation of al! docrmerts to Engiish Language. if decuments are i any other
language.

Leuer of emplovmeni verification bemween ovwner and Pharmacist (s) af aweer of
the facility is ot the pharwacist,

Proof thal applicant is ahle to read and serite Englesh tlor these froms non-Englech speaiing
CHUATY L,

For cach pharmacist (s) and the ovwner, provide o most recent poiice vecord from the Belize
Police Department (noi older tian si months). For foreiyn applicants: Police Record from
conniry of citizensiuptst aud from Belize, if living iv the cortry for less then six (6
months

For each manufacrarer the joilowing amhenticated and notarized docnments wisst
be sibmitted GMP certificate. CPP or free sale cerificate. national  health
wuehority certificaie from the competent awtkority of the cownny where the
nanafactirmng plant is. and certificore of analvsis,

PLEASE NOTE THE FOLLOWING REQUIREMENTS TO RE SUBMITTED WITH
APPLICATION FORM (RENEWAL):

.

1

Con of most recens approved licemse from the Direcior of Heofth Services, Mimistry of
Health,

For the epplicent, their mos1 recent pulice record from ihe Belize Police Daparamens (nor
alaer than six months),

Iif amy new pharmacist is) will be recrrited at the time of renewal, then, siep (i 1o sicy ix)

above will be opplicable,
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SCHEDULE 2
APPLICATION FEES

(Regulations 10(3) )

APPLICATION FEES

Retail Facility $250.00
Wholesale Facility $550.00
Importer of Drugs Facility $550.00
Manufacturing plant $5.000.00

MADE by the Minister responsible for health this 25th day of July, 2017.

( . Pablo Marin)
Minister of Health



