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STATUTORY INSTRLMENT

No. 54 of 2017

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

(Gaaetted 29tlt July, 2017.)

PART 1

preliminan

1. These Regulations may be cited as the

FOOD AND DRUGS(RXGI STRATION. LICENSING
A\r'D INSPECTION) REGULATIONS 2017

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

"the Act" means the Food and Drugs Act;

"authorized officer" means anofficer 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.

Interpr€tation

BELTZE:
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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

(D) restoring, correcting ofmodifl,ing 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;

"orphan drug" means a drug intended lbr use in a rare disease;

"public health standards" means standards developed to
promote and protect the health ofpeople and the communities
where they live, learn, work anti piay;

"pharmaceutical facility" means any premises fromwhich 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 ofa drug, from receipt
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of materials, throughprocessing, packaging and repackaging,
labelling and relabelling, ro completion of the finished drug.

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

PART 2

Registration of Drugs

(2) The Minister may, in his discretion, exempt any
person or any drug from the requirements of sub-regulation
( 1).

(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.

Prohibition of

unregistered
drug.

Application for
registration.

(a) a valid GMP certificate;

(b) avalid certificate of Pharmaceutical product
(CPP) based on the model established by World
Hezrlth Organization or a Certificate of Free Sales
(CFS) if the countryof origin is nor a member
of the World Health Organization certification
scheme;

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

QI) a valid certificate of analysis of finished
drugsubmitted by the manufacnrrer's quality
control lab, original;

4.-( I ) An application for registration of adrug shall be made
in the form set out as Form 1 in Schedule 1, and shall be
accompanied by the following.
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(e.) the drug's techrisal information, namely,

(i) a summary of product characteristics,
including information in support of its
contents I and

(.ji) samples cl- rhe final markeling 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;

(l) 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 thc English language, the applicant shall providc
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 (i), a person shall
not import into Belize or commercialize an orphan drug
unless that person receives import authorization from the

Orphan
ahugs.



No. 54J Food aud Dru s 5

competent authoriry, given having regard to such qualifumg
criteria for commercialization as the competent authority ha;
determined.

(4) A person who contravenes sub-regulation (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 satisfiis 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 satist/ the requirements for the registration of a
drug.

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

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

(a) an applicant fails to satisry/ the requirements
within the time stated under sub-regulation (3);

(D) the risk benefit analysis is unfavourable;

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

(d) the drug does nor have the quali-quantitative
composition declared or its quality is
compromised;

Grant or
refusal of
product
licenc€.
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Application for
am€ndment of
product licelrte,
upon change of
circumstances .

(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 ofany Act specified in paragraph

@.

7.-(1) If, after a product licence is granted, a change has

occurred in relationto any required hformation or documents

supplied upon applicationfor the product licence, the licensee

shall makean application to the competent authority for
approval of amended registration ofthe drug concernedusing
the modified information or documents,in the form set out

as Form I 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 shail be liable on summary conviction to a fine

not exceeding ten thousand dollars.

Duration
and renewal
of product
licence.

8.-(1) A product licence shall be valid until the expirationdate
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 rhe form
set out as Form 1 and on payment of the renewal fee of fifty
dollars.

(2) The application for renewal ofa product licence shall
be made six months prior to the expiration of the product
t:^^-^^

(3) The competent authority shall cancel the regisrration
ofa drug ifthe holder ofthe product licence fails to s-ubmit an
application for renewal within the time under sub-regulation
(2).

9. -( I ) The holder of a product licensee shall ensure that the
labelling and packaging insert for the drug is legible ar 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.

Labelling and
packaging
insert of drug

Application for
lacilitt'' licen(e.

PART 3

Facility Licence

10. -( I ) A person who owns a pharmaceutical facilitv shall
apply to the competent autliority 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 t .

(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 ).

(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
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Duration and
renewal of
facilitv lice ce.

11.-(1) The competent authority shall inspect :very
pharmaceutical facility before granting a facility licence

under regulation 10.

(2) The competent authority may grant a facility licence,

if the faciliry 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 (l) 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

(D) 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.

Non-
transferabili(y
of facility
lic€nce.

Notification of
chang€s.

notificatioD.

(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.

Grant of
facility liceDce.
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]6 -(l) The owner of a pharmaceutical taciliry shall apply
in writing to the comperent authority for approval ii ihe
owner of the pharmaceutical facility intends to expand or
discontinue the nature ofbusiness to which the facilitv licence
applies.

on (hang€ o[
the nxture of
husiness and
change in
0wnership.

(2) The corrlpei.cni auiirority rrray require iire owrrer oi
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 ofa pharmaceutical facility shall apply
for a new facility licence if there is a change in owneriirip
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;

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

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

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

(r, 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

(il) therc is the leasing of all the pharmaceutical
facility's operations to another person.
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Notification
of closue
pharmaceutical
facility.

17.-(1) The holder of a thcility licence shall prorninently
display the facility licence at the pharmaceutical facility.

(2) Any person who contravenes sub-regulation (1)
commits an offence and is iiable 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) shallbe 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 fbr 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
licencel

(il) the provisions of these regulations and

other legislation; or

competent
authoritl.

Display 0i
facility )icence.
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(iii) any directives issued by rhe comperenr
authority;

(c) set amual 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) seue, confiscate or destroy any unregistered
drug, and

(fl appoint inspectors to carry out drug inspections.

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

(a) 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 examhe anything that the inspector
reasonably believes is used or oapable ofbeing usecl
for such manufacturing, production, preparation,
preservation, packaging or storing of a drug;

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

(c) 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) 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 managementl

(f) 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;

(g) 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;

(/r) destroy as may be necessary, any expted drug with
the authorization of the competent authority; and

(i) 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.

Duti€s of
inspect()r

21. An inspector shall,

(a) supervise the research, development, manufacture
and trade ofpharmaceuticals, as well as the medical
organization's use of pharmaceuticals;

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

(c) regularly promulgate the results of sampling
examinations and inspections on the quality of
pharmaceuticals;
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23. -( I ) 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 M inistry.

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.

inspeclion.

Procedure on
confiscation or
deslructi0n.

Application for
re,inspection.

(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 aurhority;

fe) not Darticipate in pharmaceutical manufacturing
and trade, and shall not endorse or supervise the
manufacnrre and sale of pharmaceuticals in the name
of the inspector or that of any of his relatives;

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

(g) 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.
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Revocation and
cancelation of
licence.

ApplicatiI)n for

25.-(1) The competenr 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 Reguiarions, the competenr authority shaii give wriuen
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 ofthe Supreme Court
for review of the decision.

(2) Notwithstanding section 1 12 of the Supreme Courr
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 lbr
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

(D) remit the matter back to the competent authority
for further consideration with such directions
as it considers fit.
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27. Any personthat, prior to and at the date of commencemcnt
ofthese Regulations, is engaged in commercialization ofaay
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
3lst Ocrober, 2017.

Trerlsitional
provision.

Piuled. in Belize by the Goternrnent Printer
fl1 Power Lane, Belmopan, Belize, C.A,
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SCHEDULE I

FORM 1

(Regulation 5 (l))

}IINISTRY OF HEALTH
DR.L]G REGiSTRATiO.\" APFLiCATiO:i FORivi

Completion ofthis form is necessary for consideration for drug registration

Type or print legibly,

Application Date
Application No.

Product \ame Product Registration No
(fot alficnl use anlt)

Ceneric Name or

International Non-
proprietary (NI0 name

TYPE OF APPLICATION

Nelt

Renerval

Modification

PRODI'CT LICE\SEE I\FOR\IATIO\
Social Securitl No

Fullname

Date of Birth

CountrJ of
birth

Street To$n District

Telephone number

Email address

,'ermanenl Address

CONIP S INFO TION

Business Name

Trade License No

Dlte of issue

o

o

D
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Counrry* of
Mar,.!fact..!re

I (r cence holder ) declare that the for ati detailedtn on n thi
document ls tru$ fu and com p ia I th th egal re qulreme nts the rh h andon o CI

( tered chemregrs I and druggist ) acti ,) rh pr0 Iessrona
pons b I e lor the product (product ) dcclare nder oathnanre u

that tlte n iormati0n c0n cemrni $e namc of the product. fornrU ation and therap ndi
truth lu and

euti catr ons atc
uarantee the good qua t\ oi the prod ct. CoIsequentl ) \\ rl declare that Ih rl cats ths n1 c

tequrrements for te8lslral lon. so th at lhe data con tained n rh appl l at r0n. are \ I lnrlh d
admin

pressr0n 0 an
assume s1r ati ve and crltlt n al liab ri ES

\ ame and !nature 0 i produc 1icen sec \ ame ard s gnature of C he SI and D Dat.nl rUggist

Place ofissue

Name of
Manufacturer

\1 I Heahhrnrslry PharmaceLrlical Wholesal rl Lerllmpo
turing Praclic€ Certifi caleGood Manufac

Manulaclureis Sanilar] Licence

aceutical Producl (when applicable)Cedifical. ofPharm

ifiSal ('c11 hen li( cabl.1pl )
Certificate ofanalysis

Prodxcl sample

dd itional techientific tc Irl lbrmatin onalopti(
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(Regulation l0 (21)
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SCFIEDULE 2

APPLICATION FEES

(Regulations l0(j) )

APPLICATION FEES

Retail Facilitv $250.00

Wholesale Fac ility $5 5 0.00

Imporler of Drugs Facility $5s0.00

Manufacturing plant $ 5.000.00

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

. Pablo Marin)
Minister of Healtlx


