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1. INTRODUCTION
The National Agency for Food and Drug Administration
and Control (NAFDAC) was established by the Federal
Goverment of Nigeria following the promulgation of an
enabling decree {Decree No. 15) of 27th January 1993. The
Agency is vested with allthe contrc|and regulatory functions
performed by the former Department of Food and Drug
Administration of the Feceral Ministry of Health. While the
Agency has the broad responsibility to control all categories
of drugs, it is specifically mandated tc ensure that the use of
narcotic drugs, and psychotropic substances is limited to
medical and scientific purposes. It is also the only Agency of
Government that is empowered to issue certificates and
authorisations for the import and export of narcotic drugs,
psychotropic substances and other controlled drugs.
2. INTERNATIONAL CONVENTIONS AND NATIONAL
DRUG LAWS
Effective control of manufacture, importaticn, exporta-
tion, distribution and use of narcotics, psychotropic sub-
stances and other controlled drugs is based on existing
national legislations and international conventions.
These are:
The National Agency for Food and Drug Administration
and Control Decree (Decree No. 15 1983)
- The Dangerous Drug Act, Cap 91 of the laws of the
Federation of Nigeria 1990
- The Food and Drugs Decree 1974, Cap 150 of the laws
of the Federation of Nigeria 1930
- The United Nations 1961 Single Convention on Narcotic
Drugs as amended by the 1972 protocol.
he 1971 U. N. Convention on Psychotropic substances
and
The 1988 U. N. Convention against lllicit Traffic in Narcotic
Drugs and Psychotropic substances
3. SOME IMPORTANT DEFINITIONS
(i) Narcotles: The waord “Narcolic™ is derived from the
Greek work "narcotics” which means “sleep inducing”. Such
drugs as opium, morphine, heroin etc, which depress the
central nervous system decrease alertness and interest
inthe immediate envirenment are narcotics. However, cer-
tain drugs which co not induce sleep such as cocaine and
cannabis (these produce stimulant and hallucinogenic ef-
fects raspectively} are alsc narcotics. For the purpose of
drug control, the word “narcotic”is alegal terminology which
refers to any of the drugs listed in Schedules 1 or Il of the
United Nations Single Convention on Narcotic Drugs 1961
Examples are cannabis and cannabis resin, the extracts and
tinctures; coca leaf, cocaine, heroin, methadene, morphine,
@um‘ pethidinia, codeine etc
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(i) Psychotropic substance: The phrase “psychotropic
substance” is alsc a legal terminclogy which refers to-a
substance which has dependences producing and mind
altering properties and listed in Schedule 1, II, Il or IV of the
1971 United nations Cenventioh on Psychotropic Sub-
stances

The examples are Amphetamine and its derivatives, the
Barbiturates (Alobarbitone, Phenobarbitone eic) the Benzo-
diazepines {diazepam, chiordiazepoxide etc) the Hallucino-
gens (LSD etc)
4. THE OBJECTIVES OF GUIDELINES

In Nigeria the Narcotics Control Branch of NAFDAC

controls the manufacturs, impertation, distribution of nar-
cotic and psychotropic substances with the ultimate aim of
making them available only for medical and scientific uses.
Guidelines are therefore prepared to ensure that this iden-
tified goalis achieved and establishments comply with them
5. AREAS COVERED BY THE GUIDELINES

Guidelines for the impartation of narcotics, psychotropic
substances and other controlled drugs cover the following
areas:-

Importation of finished narcotic drugs

Importation of bulk narcotic raw materials

Procurement of finished narcotic drugs from the

Fedaral Ministry of Health.
- Importation of psychotropic substances and other

controlled drugs.

Clearance of imported psychotropic substances from

the ports of importation.
5.1 Guidellnes on Importation of finished Narcotic
drugs: The Faderal Ministry of Health is the sole importer
of finished narcotic drugs to meet the nation's legitimate
need. Itis importantto note that the narcotics Control Branch
of NAFDAC prepares yearly lhe estimate of narcotic drugs
needed inthe country. It then advises the relevant arm of the.
Faderal Ministry of Health on the quantity of narcotics and
appropriate time for the importation. Sequel to the submis-
sion of an application, an autherization Is issued for such
importation.
5.2, Guidelines on Importation of bulk Narcotic raw
materials: Pharmaceutical companies which reguire the
importation of bulk narcotic drugs for the manufacture of
Schedule Il drugs in the 1961 U. N. Singte Convention will
have to apply to the Narcotics Cantrol Branch of the Agency
(NAFDAC) for the required Import Authorisation to bring in
approved guantities. Examples of such bulk narcotics are
codeine, pholcadene, dextropropoxyphene etc. Datails of
the guideline for obtaining the authorisation are as follows:-
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G) Contents of an application

The Superintendent pharmacist of the importing phar-
maceutical company must submitan application in duplicate
(on the company's official letter head). This should contain
the following:

(a) Name of bulk narcotics to be imported.

(b) Quantity to be imported.

(¢) Name and formular of preparation to be manufac

tured (for first time applicants)

(d) Name and address of manufacturer/exporter.

(e) Name and signature of superintendent

pharmacist.

Applicants should note that the address on the company’s
official letter head must be the same as the registered
adcress on the cartificate of Registration/Retention of Pre-
mises.

(i)  Supporting Documents

The application should be accompanied by these docu-
ments:

Disposal records of previous stock of both narcotic raw
material and the finished product manufactured with it
(original for sighting and photocopy for office use).

(iii) A photocopy of

(a) The current annual licence to practice of the superin
tendent pharmacist. Once a year the original copy of the
licence must be brought in for sighting,

(o) Thecurrent certiticate of Registration/Retention of
premises. Once a year also the original copy must be
brought in for sighting

() Proforma Invoice from the overseas supplier

{d) Product registration licence with the Drug Regis-
tration Branch Yaba. If the application is for the importation
of bulk narcotic raw material for product registration pur-
poses, a letter of authorisation from Drug Registration
Branch Yaba must accompany the application
(iv). With the approval of the Director General (NAFDAC) a
successful applicant is issued with an authorisation stating
- the name of the drug
- the international non-proprietary name if any.

the quantity

the name and address of the importer
- the period within which the import is to be effected

(within six months).

(v). Upon receipt of consignmant the importer should inform
the Narcotics Control Branch in a letter accompanied with
photocopies of

(a) the export licence accompanying the consign

ment.

(b) the certificate of analysis (original for sighting).

This is to confirm that the importation has been made as
an official report of it will have to be made to INCB, Vienna
and also the export authorisation sent to the branch by the
exporting country will then be endorsed and returned to that
country
5.3  Procurement of finished narcotics from the

Federal medical stores, Oshodi

As stated previously in this paper, finished narcotic
drugs particularly Pethidine, Morphine and Cocaine are
imported only by the Federal Ministry of Health. User insti-
tutions procure these drugs from the Federal Medical Stores,
Oshodi. For this purpose the authorisation required for the

g

procurement is issued by the Narcotics Control Branch and\
the guidelines are as described below
Contents of an application
1. The Pharmacist and/or Medical Director of the institution
ordering the drugs should submit an application (written in
triplicate) on the institutions letter head and addressed to:-
The Chief Regulatory Officer,
Narcotics Control Branch,

National Agency for Food and Drug

Administration and Control, Oshodi.
2. The application should include the following:-

(a) Reference number and date of application

(o) Name and strength of drugs

(c) Quantity and pack size

(d) Nameandsignature of the pharmacist and/or medi-
cal dirgctor of the institution ordering the drugs. It is
important to note that the Narcotics Control Branch must be
informed of any change in signatory to the application

(e) An endorsement by the state director of pharma-
ceutical services should be made on the reverse side of the
applications.

The Director is expected to inspect the dangerous drugs
record disposal books and make comments on the disposal
whenendorsing the application letter. Also the endorsement
must have a reference number and date. A copy of the
application is kept by the Director for future reference, the
second copy is kept by the applicant while the original copy
is submitted to the Narcotics Contral Branch, Oshodi by
hand
3. Supporting Documents

These are the documents required for the authorisation
to be issued and the supply of finished narcotic drugs made
10 the applicant The original application and its duplicate
signed and endorsed by the State's Director of Pharmaceu-
tical Services or Chief Pharmacist must be accompanied by

(a) Dangerous drugs record books to be inspected

by narcotic inspectors

These consist of

- Pharmacy Record Books
- Ward Record Books
- Ward Order Books

(b) Where the signatory is not the person to collect the
narcotic drugs, there should be a ietter of “authority to
collect” signed by the signatory of the application
This letter should be written in duplicate and addressed to:

The Chief Pharmacist,
Federal Medical Stores.
Oshodi.

The original copy goes to the Chief Pharmacist, Medical
Stores, Oshodi and the cther copy is retained in the
institution’s file in the Narcotics Control Branch

(c) Staffidentity card issued by the institution request-
ing for narcotic drugs should be presented along with
authentic identification documents such as drivers | | -
cence or International Passport and Professional
bodies identity card. 6.g. (Pharmaceutical Society of Nigeria
identity card)

(d)  Institutions applying for narcotic drugs for the first
time must state in their application the number of beds,
doctors, pharmacists and nurses in sucn institution. The
following documents should also be submitted as a first time

1996 Val. 27 No. 2/3

THE NIGERIAN JOURNAL OF PHARMACY




image3.jpeg
4 application.

Current registration of the hospital with the State
Private Hospital  ‘Registration Board or Ministry
of Health.

The Madical director's registration with the Nigerian

Medical Council.

Where thare is Pharmacists’ Council of Nigeria
originals of the above documents are for sighting
while copies are kept for office use.

In the case of State Government's Medical Steres, the
number of hospitals to which the narcotic drugs are supplied
should be stated in the  application. This information is
necessary for a rational decision on the quantity to be
approved
4. All payments which must be in Bank Draft should be
made to the Federal Ministry * of Health
54. Importation of Psychotropic substances and
other controlled drugs

Psychotropic Substances listed in Schedules |, 11, 11l. and
IV of the 1871 U. N. Convention and those in Schedule Il of
the Food and Drugs Dacree 1974 ( see attached Annex |}
can only be imporied into the country under licence (“Permit
to Import”) granted the importer by the Narcotics Control
Branch of NAFDAC. Below are the guidelines for obtaining
the parmit.

1. Contents of an application

An intending importer must submit an application to the
Narcotics Control Branch. This application in duplicate (on
the company's official letter head) should contain:-

(a) Name (s) of product (s). Dosage form (s}, pack
size, Quantity, strength per dose and totaf weight of con-
trolied substances per consignment in kilograms (kg)

(6) Name and address of manufacturer (s)

(¢) Name and address of exparter(s) or forwarding

agent(s).

(d) Name and signature of Superintendent Phar

macist

It shou!” be noted that the address on the company's
official letter head must be the same as the registered
address on the certificate of Registration/Retention of Pre-
mises
2. Documents Accompanying the application

The application should be accompanied with the follow-
ing documents:

A photocopy of:-

(a) Thecurrentannuallicence to practise of the super-
intendent pharmacists

(b)  The current Certificate of Registration/Retention of
Premises.{a) and (b) are submitted once a year, and at that
time the originals must be sighted by the Narcotic inspector
and returned to the applicant.

{c) Proforma invoice

(d) Foran application ofiarge quantity of the controlled
drug asupportingdocumente.g. Government Tender Award
is desirable.

{e) Product registration licence with the Drug registra-
tion Board, Yaba.

() The ceriificate of free sale i.e. eyidence thal the
drug being applied for is being sold in the country of origin

When the Psychotropic substances arrive at the ports,
the importer must obtain a licence ie. “Permil to Clear”

X

these drugs from the ports. This is also issued by the same )
office that gave the importer the “Permit to Import”

5.5. Guidelines for permit to clear

1. The Superintendent Pharmacist must submil an appli-
cation for “permit to clear” controlled substancas stating
name and gquantity of product and the port of entry. The
application should be addressed to “The Chief Regulatory
Officer, Narcotics Control Branch, NAFDAC, Oshodi "

2. The following' documents must be attached to  the
application (photocopies for office use and criginals for
sighting)

(a) Permitic Import

(b)  Invoice

{c) Bill of Entry and Bill of Lading

{d) Airway Bill (where applicable).

(e) Clear Report of Finding.

{fy Import Duty Report (IDR)

(g) Form M.

(n)  Packing list

() Centificate of Analysis which should contain :-

(i) Name and address of manufacturer which
should be the same as that on Permit to Import

(i) The results of all tesls carried out on balch
samples and the relevant specifications should be indi-
cated.

Standard referance books complied with should be stated
eg.USP, B.P.,E.P., |.P. etc Please note that the year or
edition of the official compendium used must be indicated
Statements like “conforrms to company's specifications”
alone  are not acceptable.

(i) The salt of the product being analysed.

(iv) Manufacturing and expiry dates

(v) Name, designation and signature of analyst.

(vi) All importers must submit batch number to-
gether with the original commercial invoice of all controlled
drugs imported before obtaining the permit to clear

Itis very importantto note that fax copies of documents
are not acceptable
6. SECURITY OF CONTROLLED DRUGS

Each establishment handling controlled drugs is ex-
pected to ensure the safe custody of the drugs on the
premises suchthatthey are noteasily accessibletopersons
likely to steal or divert them. The extent of security provided
will depend on the bulk of the controlied drug (s) manufac-
tured or in stock . The security should be sufficient to protect
the controlled drugs and the personnel working in the
establishment. The sacurity provided are physical and
procedural in nature.

6.1.  Physical Security

“Physical security consists of providing storage facill-
ties to the drug such that access cannot be gained to the
drugs in storage by unauthorised persons. The storage
facilities may be in the form of reinforced rooms, and thief-
resistant metal cabinets and safes
For large scale manufacturers and wholesalers of con-
trolled orugs, adequate security can only be provided in the
rooms or stores built with concrete walls, floors, and roofs
with the entrance barred with steel door”,

In respect of medium scale manutacturers and whole-
sales, thief-resistant metal cabinets and safes anchored
properly to the floor in a secure room could be used for
storage of controlled drugs. Manufacturers, and prcducc'sj
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(of controlled drugs should ensure that use of controlled
drugs from commencement of batch production untit comple-
tion ofthe batchis under supervision of responsible officers;
and that the use or disposal of any controlled drug is
supervised by more than one responsible officer. Manufac-
turers, producers and wholesalers of controlled drugs should
ensure that stock records are checked against actual stock
on a regular basis. In Pharmacies, hospital and clinics,
metal safes may be sufficient for storing controlled drugs
securely. Shelves with suitable lock are also suitable, pro-
vided that the shelves are located in places not readily
access ble to the public.
Delivery vans should be locked any time the driver is not
in the van and the drugs being delivered should be in a
compartment of the van which is under lock any time
controlled drugs are in the van
6.2. Procedural Security
Special care should be exercised in the selection of
staff that would handle controlled drugs in any establish-
ment. Applicants should have good and reliable references.
Persons who have previously been convicted on criminal
offences (other than driving offences) or who appear un-
stableincharacter orwho are currently drug-dependent, are
not suitable for employment on establishment that handle
controlled drugs
Procedural manuals that will ensure safety of the con-
trolled drugs in the custody of the establishment must be
produced and adhered to strictly
7. CONCLUSION
In concluding this presentation. the following observa-
tions and comments need to be made:-
(i). The guidelines are prepared with the main objective of
ensuring that the importation of narcolic, psychotropic sub-
stances and other controlled drugs are under licence.
{ii). Strict compliance to the appropriate guidelines by
applicants will ensure speedy processing of applications on
importation or procurement of drugs from Cshodi Medical
Stores
(i), It has been observed that many applicants do not
comply with instructions given them in the guidelines and it
will be appreciated if they do comply henceforth
(iv). The importance of security of narcotic, psychotropic
substances and other controlled drugs cannot be over-
emphasized since it is of national and international concern.
(v). Importers of, and establishments that use narcotics,
psychotropic substances and other controlled drugs must
ensure the safe custody of these drugs
Finally it my hope that the aim of this presentation has
been achieved.

Annex |
Psychotropic substances under internation control
(1971U.N. Canventation on Psychotropic substances)

Substances in schedule |

BROLAMFETAMINE CATHINONE ~ ETICYCLIDINE
ETRYPTAMINE (+)-LYSERGIDE ~ METHACATHINONE
PSILOCYBINE ROLICYCLIDINE ~ TENAMFETAMINE
TENOCYCLIDINE

.

Substances In schedule Il
AMFETAMINE ~ DEXAMFETAMINE FENETYLLINE
LEVAMFETAMINE MECLOQUALONE ~ METHAQUALONE
METHYLPHENIDATE PHENCYCLIDINE PHENMETRAZINE
SECOBARBITAL  ZIPEPROL
METAMFETAMINE RACEMATE

Substances In schedule Il

AMOBARBITAL BUPRENORPHINE BUTALBITAL
CATHINE CYCLOBARBITAL FLUNITRAZEPAM
GLUTETHIMIDE ~ PENTAZOCINE PENTOBARBITAL

Substances In schedule IV
ALLOBARBITAL ALPRAZOLAM AMFEPRAMONE
AMINOREX BARBITAL BENZFETAMINE
BROMAZEPAM CAMAZEPAM CLOBAZAM
CHLORDIAZEPOXIDE CLONAZEPAM
CLORAZEPATE ~ CLOTIAZEPAM CLOXAZOLAM
DELORAZEPAM  DIAZEPAM ESTAZOLAM
ETHCHLORVYNOL ETHINAMATE ETHY1
LOFLAZEPATE ETILAMFETAMINE FENCAMFAMIN
FENPROPOREX ~ FLUDIAZEPAM FLURAZEPAM
HALOXAZOLAM  KETAZOLAM LEFETAMINE
LOPRAZOLAM LORAZEPAM LORMETAZEPAM
MAZINDOL MEDAZEPAM MEFENOREX
MEPROBAMATE  MESCOCARB
METHYLPHENOBARBITAL METHYPRYLON
MIDAZOLAM NIMETAZEPAM NITRAZEPAM
NORDAZEPAM OXAZEPAM OXAZOLAM
PEMOLINE PHENDIMETRAZINE
PHENOBRABITAL PHENTERMINE PINAZEPAM
PIPRADOL PRAZEPAM PYROVALERONE
SECBUTABARBITAL TEMAZEPAM
TRIAZOLAM VINYLBITAL

Substances controlled by the food and drug decree
1974

In addition to substances under international control the

following substances are controlled by the Food and Drug

Decree :-

COBALT PREPARATIONS CYCLIZINE
SUPHAMETHOXYDIAZINE NEONOVUM
SULPHADIME THOXINE DITHLAZANNINE ICDIDE
AMINOPYRINE AND DIPYRONE ~ ACETCARBROMAL
CARBROMAL BROMISOYAL
METALLIC TIN AND ITS COMPOUNDS
HEXACHLOROPHANE

BITNIONOL 2. 2 THIOBIS (4. 6 - dichlorophenol)
IMIPRAMINE EFOCAINE
XENAZOIC AGID OR XENALAMINE
CHLORPHENTERMINE

CYCLAMATES, CYCLOHBXLEMINE AND THEIR DERIVATIVES
CHLORAMPHENICOL AND ITS PREPARATIONS
CAFFEINE EPHEDRINE AND ITS SALT,

Prohibition of importation

The importation into Nigeria of these underlisted sub-
stances is prohibited
AMFETAMINE
METAMFETAMINE
METHYLPHENIDATE
PHENCYCLIDINE
SECOBARBITAL

DEXAMFETAMINE
METHAQUALONE
PEMOLINE

PHENMETRAZINE
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