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Preamble

WHEREAS, to ensure production, import, export,
storage, distribution, transport, prescribing, dispensing,
and use of narcotic and psychotropic medicine is

carried out in accordance with the law;

WHEREAS, it is necessary to control the improper and
misuse of narcotic and psychotropic medicines, ue to
the addictive nature of the medicines that cause health,

economic, and social problems;

WHEREAS,
recording
medicines;

to Strength
system  for

the reporting and data
narcotic and psychotropic

NOW, THEREFORE, the Ethiopian Food and Drug
Authority issued this Directive in accordance with
Article 71(2) of the Food and Medicine Administration

Proclamation No. m2/2019.
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PART —-ONE

General Provisions

1. Short Title

This Directive may be cited as “The Narcotic
and Psychotropic MedicinesControl

Directive No. 1121/2025”.

2. Definitions

Unless the context requires otherwise, In this
directive;
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1)

2)

3)

“Special License”means a type of license
issued by the Authority in accordance with
this directive to a person authorized to
manufacture a narcotic or sychotropic
medicine or to import the medicine into the

country or export it abroad.

Special  prescription” means any

prescription order for a narcotic or
psychotropic medicine that is issued and
signed by a licensed healthcare
professional and presented on an approved
written format or through an electronic

prescribing system;

“Health institution” means any institution
that provides health services or provides
pharmacy retail services and is registered
with the Ministry or the appropriate body

and has been issued a certificate of
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competency.

4) “Authority”’means the Ethiopian Food and
Drug Authority.

5) “Proclamation” means the Ethiopian Food
and Medicine Administration Proclamation
No. 1112/2011.

6) The words and phrases defined in the

Proclamation shall apply to this Directive.

7) In this directive, any term used in reference

to a male shall also include a female.

3. Scope of Application

This directive applies to the production,

import,  export,  distribution,  storing,

transportation, Prescribing, dispensing and use

of narcotic and psychotropic medicine.

Part Two

Import and Export of Narcotic and

Psychotropic Medicine

4. The Issuance of Certification of
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Competence

1) Any person who wants to manufacture
narcotic or psychotropic medicine must
have a certificate of competency to
manufacture those medicines in accordance

the

Establishments Control Directive.

with Medicine  Manufacturing
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2)

1)

2)

3)

Any person who wants to import, export or
wholesale narcotic or psychotropic drugs
shall have a certificate of competency to
import, export or wholesale medicines in
Directive

and Wholesale

accordance with the on

Importers, Exporters
Distributors of Medicines and Medical

Devices.

Special Import Permit

Any person who wants to import narcotic
or psychotropic medicine into the country
must first obtain a special import permit
from the authority in accordance with this

directive.

A special import permit for the importation of
narcotic and psychotropic medicine shall be
granted only for the purposes of medical

treatment, clinical trial, and scientific research.

Upon importation into the country, narcotic and
psychotropic medicince shall conform to the
content specifications provided at the time of

registration.
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2)

b)

d)

medical purposes

Any person who wants to import narcotic
or psychotropic medicine for medical
purposes shallpresent a certificate of
competency& Proforma invoice toobtain a
special import permit. Unless the product is
a raw material, the medicine shall be

registered.

Notwithstanding the provisions of sub-
(1) of this

registration, a narcotic or psychotropic drug

article article regarding

may be imported into the country without

registration provided the following

conditions:

Up on providing a certificate of analysis for
each product,

Up on confirming that the medicine
requested has no alternative or for which
importers do not pay attention or used for
treating medical condition for which
insufficient attention has been paid.

Up on confirming that themedicine has GMP
approval by the authority or by another
competent authority and, it is accepted by
the responsible authority.

Up on confirming that the medicine is
approved for use in the country where it
was manufactured; and

If the request is submitted by a health
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Medicines for Personal use

1) A person to whom a narcotic or
psychotropic  medicine has  been
prescribed by a physician for personal
medical treatment may import the
medicine into the country for personal
medical use based on the physician’s
prescription without the need to obtain a

special import permit.

2) In accordance with the provisions of sub-
article (1) of this article, the following
requirements shall be met in order to
import narcotic or psychotropic drugs for

personal use.

a) A patient's application stating the reason
for needing the medication;

b) A prescription written in English by a
licensed medical practitioner, containing
the patient's name and address, and
stating the brand and generic name of
the drug, strength, type of dosage form,

and total quantity prescribed, and
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c) A current medical certificate or report

3)

4)

S)

6)

from a licensed health facility.

The importation of the medicine under
sub-article (1) of this article shall be
permitted only upon confirmation that the
medicine is in accordance with the
prescription and that a prescription is for
single use only; the prescription shall be
marked “seen” or ‘“used” by the
competent authority to prevent it from

being reused.

In accordance with sub-article (1) of this
article, if it for the first time the patient is
importing the medicine, he must present
a physicians prescription order, and if the
order is more than once, he must provide
evidence proving that the medicine has
been prescribed repeatedly in addition to
each physician’s order.

Any patient traveling from abroad shall
bring into the country only a quantity of
narcotic or psychotropic medicine that
will last no more than three months, and
may increase the prescribed quantity if

necessary, after arriving in the country.

Any traveling patient entering the

country from a foreign country is

prohibited from bringing into the country
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purchase Permit for Clinical Trials
and Other Scientific Research

1) Any person conducting a clinical trial or
other scientific research may import
narcotic or psychotropic medicines only if

the following conditions are met:

a) Upon presenting the evidence that the

institution is a legal entity,

b) Upon submitting a statement that the
medicine is only used for clinical trials

and other scientific research purposes,

c) If required for clinical trial, a letter from
the authority stating that the clinical

trialis authorized shall be provided,

2) If the institution that conducts the clinical
trial and scientific research wants to buy
the medicine from within the country, it
shall obtain a letter of support from the
authority in addition to the requirements

set forth in this article (1 (a, b and c).
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Any narcotic or psychotropic medicince
sample imported for registration shall have the
text *'Sample used only for the purpose of

registration’’ on the proforma invoice.
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Special Import Permit Request

1) Anyone who wants toimport narcotic or
psychotropic medicines into the country
shall fulfill the necessary requirements
outlined in this directive and submit an

the

established by the authority.

application based on procedure

2) The content of an application submitted
pursuant to sub-article (1) of this article

shall include the following:

a) The date of submission of the
application,

b) The name and address of the applicant's
institution,

¢) Name, signature of the technical manager
of the applicant organization and the
corporate seal,

d) narcotic or psychotropic medicines
Manufacturer's name and address & its
manufacturing site address,

e) The name and address of the regulatory
authority of the country from where the
product is imported,
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f) A document containing the list of narcotic or
psychotropic medicines medicine,

g) The certificate of competence, if the
campany is a narcotic or psychotropic
medince importer, and valid GMP
certificate for the manufacturing site if
the product is not registered, copy of the
marketing authorization (if not previously
submitted) from country of origin or
other NRAs for unregistered products.

3) In addition, a proforma Invioce that includes

the following contents;

a) Proforma invoice number and date,

b) Full name and address of the
manufacturer &its manufacturing site
address,

c) Details of the exporter:

d) Correct and complete product
description, including

e) If the exporter is not the Marketing
Authorization Holder or the registered
manufacturer, agreement or Letter of
Authorization must be submitted,

verifying the relationship between the

Holder,

Marketing  Authorization

manufacturer, and exporter,

f) INN/Generic name and brand name (if
applicable),
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g) Dosage Form & Strenght,

h) Pack size & Packaging Configuration,
1) Quantity, Batch Number (if available),
Manufacturing & Expiry Date,

j) Country of origin,

k) Mode of shipment (Air, Water & Land),

1) Port of destination,

m) In case of clinical trial and other
scientific research, the document in
which the institutions have received
legal recognition, the original with
certified copy or if established by law,

the law under which it is established,

n) Subject to sub-article (1) and (2) of this
article, the authority shall ensure that the
medicne is registered before issuing

special import permit.

11. Decision making on the submitted
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application

1) The authority shall issue the special import
permit after confirming that the
information provided as per this directive is

accurate and complete.

2) AANAM (PLO0@ PPE LA 2) If the authority finds that the request is not
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complete, it requests the applicant to

correct the application and resubmit the

request, or it may reject the request.

3) Based on Sub-Article (1), the special

import permit issued by the Authority shall

include the following contents;

d)

4)

Name and address of the Authority, date
and number of special import permit,
Name and address of the organization to

which the special import permit issued?
The country from where the product is
imported and the name and address of the
manufacturer, exporter where the product
1s manufactured,

The date when the special import permit

is issued and expires,

The name, strength, dosage form and
quantity of the medicine for which the
special import permit is issued,

Other

information specified by the

authority;

5) the requirements set under this article are

fulfilled, the Authority may still reject the

submitted special import permit request for

any of the following reasons;

a)

If inaccurate or wrong information is
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provided;

b) If the amount of demand exceeds the
previously established national level
estimate;

c¢) Whether international conventions and
national laws have been violated;

d) If it is found that the medicine arrived at
the entry port without a special permit;

e) If the drug is not registered, except as
specially permitted by this directive;

f) The requested medicine is prohibited
from use due to poor quality, safety, or
efficacy.

12. Distribution of a copy of the

special import permit

1) The authority shall issue special import
for narcotic and psychotropic medicines
with five copies and distribute as per

the following conditions:

a) Two original copies shall be given to the
person who is granted the special import
permit and he will keep one copy for
himself and send the second original
copy to the regulatory body in the
country where the medicine is coming

from.

b) The third copy shall be sent to the

authority’s branch office that is located at
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1) Upon

the entry port through which the

medicine or raw material enters.

c) The fourth copy shall remain with the

department archive.

d) A fifth copy shall be submitted to the

authority's archive room.

13. Release from the Exit and Entry

Point

arrival of any narcotic or
psychotropic medicine or raw material at
an entry or exit port, the authority shall
verify that the product has been brought
through an authorized entry port,
transportation, and location, and shall
conduct the necessary inspection work,
including taking samples for laboratory
quality test, as necessary, and shall issue a
release permit or take appropriate action if

the product cannot be released.

2) Any person requesting the release of

narcotic or psychotropic medicine from the
entry and exit port must submit the
following documents in electronic or paper

form with the application: -

a) Special import permit issued by the
authority;
b) Medicine Registration Certificate Issued
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institution for scientific research
Notwithstanding the provisions of Sub-
Article 2 of this Article, the Authority's
inspection experts may conduct appropriate
by

in the electronic regualtory

inspections reviewing documents
available
information system and requesting the
applicant to submit those that are not

available in the information system.

If any permitted narcotic or psychotropic
medicine is imported in part, it may be
allowed to be imported within the time
limit granted by the special import permit
by combining the medicine with the

permitted one.
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14. Export

(4) 5) Subject to the provisions of sub-article (4)

of this article, if the medicine is to be
imported in part, the inspector shall stamp
the word “partially imported” on the

original special import permit and

proforma invoice & should be imported
completely in two rounds only, and the
quantity imported and the remaining
quantity shall be indicated on the proforma

invoice.

of Narcotic or
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1)

2)

3)

Psvchotropic Medicines

Anyone who exports narcotic or

psychotropic medicine shall obtain special

export permit from the authority.

The following requirements shall be met to
obtain special export permit as per sub-

article 1 of this article;

Certificate of competence issued by the
authority,

Import permit issued by the regulatory
authority of the receiving country,

An invoice prepared for this purpose only,

Anyone shall submit the following

documents along with application for

release of narcotic or psychotropic
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medicine at the exit port;

a) Special export permit issued by the authority,

b) Original or copy of batch analysis

certificate issued for each batch number,

c) Packing List

d) Airway Bill

e) Proforma Invoice:

Declaration

g) Copy of the import permit issued by the

4)

5)

regulatory body of the country to which
the drug will be sent.

Prior to permitting the medicine for export,
the Authority will check that the medicine
is legal and can be exported. It shall give a
copy of the permit to the Customs

Commission.

If any person transits narcotic or

psychotropic drugs or raw materials
through the territory of Ethiopia, the
authority shall, in coordination with the
relevant body, verify the legality of the

product.

15. Validity Period of Special Import
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or Export Permit

1) Any special import or export permitissued

for narcotic or psychotropic medicines

shall be valid for 90 days from the date of
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2)

3)

4)

issuance in accordance with Article 31 (3)

of the proclamation.

Anyone who could not use the special
permit within 90 days, but wants to import
the medicines shall return the unused
special import permit to the authority
within 10 working days before its expiry
date. If there is a compelling reason for
not able to return the original copy sent to
the regulatory body in the country where
the medicine is coming from, it shall first

inform the authority.

Notwithstanding the provisions of sub-
articles (1) and (2) of this article, if the
applicant fails to return the special permit
within 10 working days without sufficient
reason, he/she shall not be able to request
a special permit for a period of 3 months

from the date of expiry of this date.

If, as referred to in sub-article (3) of this
article, evidence is provided that the
process of importing the product has been
initiated within 90 days, the authority may
allow the product to be transported and
imported into the country for a period of
time provided that the applicant shall
submit a request for an extension to the

authority within 10 days before the end of
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5)

6)

the 90 days,

If the issued special permit is lost, the
applicant may present proof of evidence of
the loss from the relevant legal body, upon
shall be

canceled and a new special permit may be

which the original permit

issued in its place.

Any person who has been granted a
special import permit must first notify the
authority and obtain approval if it is
to the

necessary to make changes

conditions specified in the special permit.

PART THREE

Purchase, Storage and Distribution

16.
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16.

1)

2)

Purchase & Sale

No person shall sell or purchase narcotic
or psychotropic medicnce, unless the
medicine is registered or authorized by the

Authority.

Any narcotic or psychotropic medicine

manufacturer/importer shall sell the

medicine only to a licensed distributor or
of

competence from the authority. However,

retailer that have a certificate

for the purposes of clinical trials, scientific

research, or humanitarian aid may be
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3)

4)

5)

6)

7)

allowed to purchase the medicine, if
support letter is provided by the authority.
Any narcotic or psychotropic medicine
distributor shall sell the medicine only to a
licensed retailer that have a certificate of
competence from the authority. However,
for the purposes of clinical trials, scientific
research, or humanitarian aid may be
allowed to purchase the medicine, if
support letter is provided by the authority.
During storage, transportation, selling,
distribution of narcotic and psychotropic
medicine in any way, the associated
documents shall be present with the

medicine and the information in the

documents.

The documents referred to in sub-article
(4) of this article shall be kept properly for
at least 5 years and shall be present up on

the request by the Authority.

If the documents referred to in sub-article
(4) of this article are not found with the

products when the products are

transported, and if the documents cannot

be provided, the product will be

considered as an illegal product.
Any importer or distributor shall sell
medicine

narcotic and psychotropic
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provided that the buyer is present in
person and submits a request by filling out

a purchase request form.

17. Storage Handling and
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Transportation

1) Any narcotic or psychotropic medicine
entering or leaving the country must be
individually packaged and transported by
air only through Ethiopian international
airports.

2) Any narcotic or psychotropic medicine
shall be stored, handled and transported
based on the cold chain system established
by the manufacturer.

3) No narcotic or psychotropic medicines
shall be co-packaged with other medical

supplies or merchandise in any way.

18. Free sample of Narcotic or
Psychotropic Medicines

Providing free samples of narcotic or

psychotropic medicines shall be prohibited.

19. Shelf Life

1) Up on arrival of any narcotic or
psychotropic medicine at the port of entry

into Ethiopia;

a) If the shelflife is more than 48 months to
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b)

d)

2)

3)

60 months, the remaining shelf life shall
be 30 months, or
If the shelflife is more than 36 months to 48

months, the remaining shelf life shall be 24

months; or

If the shelf life is more than 24 months to 36
months, the remaining shelf life shall 15

months; Or

If the shelf life is 24 months or less, the

remaining shelf life shall be 12 months;

For any narcotic or psychotropic medicne,
the shelf life shall be specified at least in

months and years.

Subject to sub-article (1) of this article, the
Authority may, as appropriate, consider
the necessity of the medicine and the time

they will be imported and used in the

Any narcotic or psychotropic medicine
labeling must be clearly, legibly and
indelibly printed on the outer side of the

primary packaging that comes into direct

country.
AATAP oGS AT ANTAN? 20. Labeling and Packaging
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contact with the product, and must

contain at least the following

information:

a) Generic and trade name;
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Strength, quantity, dosage form and
mode of intake,
Lot number (batch number),

Expiry date and date of manufacture,

Pack size

The name and full address of the
the

manufacturer except on inner

packaging of the ampoules,

g) The storage conditions and precautions

at least on the outer part of secondary

packaging,

h) If it is for clinical trial, the text "For

clinical trial only", and

2) The leaflet insert in the packaging of any

narcotic or psychotropic medicine shall

contain at least the following information

a) Generic name of the medicines;

b) The

therapeutic category of the

medicines;

c) Pharmacological activity of the

medicine

d) Use of the medicine, dosage form and

mode of administration;

e) Pharmacodynamic properties of the

medicine;

Pharmacokinetic properties of the
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medicine;
g) Contraindications to the drug and

precautions to be taken;

h) Drug interaction;

1) Name and address of the manufacturer's

j) The side effects and harmful properties
of the medicine that may be caused by

using the medicine;

k) Handling and storage conditions;

3) Subject to sub-article (1) of this article, if
the raw material is imported into the
country, the labeling shall carry the

following information:

a) Name of the raw material;

b) Specifying the quantity of each medicine,

pharmacopoeial spcification;

c) Batch or lot number;

d) Manufacturing & Expiry date;

e) Name and address of the manufacturer's

company

f) Storage Condition
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PART FOUR

Narcotic and Psychotropic Medicinces

Prescription, Prescribing and

Dispensing

21. Narcotic or psychotropic

1)

2)

3)

medicine prescription

In any licensed health institution, narcotic

or psychotropic medicine shall be
prescribed and dispensed to patients
using a special narcotic or psychotropic
medicine prescription prepared for that
purpose.

Narcotic medicines prescription shall be
in pink color and used only for
prescribing and dispensing narcotic
medicnes.

Psychotropic medicine prescription is
blue in color and is used only for
prescribing and dispensing psychotropic

medicines.

22. Contents of Narcotic or
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Psychotropic drug Prescription

1) Any narcotic or psychotropic prescription

paper

shall contain the following

information;

Consecutive serial number;

b) Name, level and address of health facility;
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g)

h)

)

k)

D

Full name of the patient; age, gender,

weight, card number and address;

The ward where the patient was admitted
and examined;
of international

disease or

Type
classification of diseases (ICD)
Name of the medicine; strength, dosage

form and amount to be taken;

The command symbol R and instructions

for taking;

Full name, professional Title, professional
registration number and signature of the
medical professional who prescribed the
medicine,

Full name, professional Title, professional
registration number and signature of the
medical professional who dispensed the
medicine,

The date on which the medicine was

prescribed and dispensed,

Seal of the health institution where the drug

was prescribed, and dispensed ,

General conditions to be followed by
professionals authorized to handle and
dispense medicines on the back of the

prescription sheet (see Annex 1).
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23.

1)

2)

3)

(1) 2) A prescription paper that contains or lacks

information other than that set forth in
suarticle (1) of this article shall not be

accepted.

Printing of Prescription Pads

Any health facility providing health
services shall print and use a prescription
form for narcotic or psychotropic drugs
with carbon copies on each page, as
specified in Article 22, Sub-Article (1) of

this Directive.

The authority shall permit health

institutions authorized to print

prescriptions pads for narcotic or
psychotropic medicnes by giving them

consecutive serial numbers;

Any health institution that prints a

prescription pads for a narcotic or
psychotropic medicnces, it shall be in two
copies, one of which is used to write
when the medicnce is prescribed to the
patient, and the second copy shall be kept

on the pad at the facility with the carbon;
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24.

1)

2)

3)

fm4G 4) Any authorized health institution should

send a quarterly report in form NPS/05 to
the authority on the number, type and
serial number of prescriptions they have

printed.

Usage, Handling and Distribution
of Prescriptions

Any health institution or medicine retailer
shall keep narcotic and psychotropic
medicines prescriptions in a box or a
separate room with a key that cannot be
easily broken or moved, and the key shall
be kept only by the technical head of the
pharmacy or a delegate pharmacist or head

of the institution.

Any health institution or pharmacy retailer
shall not dispense medicines using a
narcotic psychotropic

copied or

prescription.

The pharmacy department of a health
institution shall recieve the narcotic or
psychotropic prescriptions in Model 19 or

legal receipt.
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4)

5)

6)

7)

Different departments of a health

institution  that use narcotic or
psychotropic prescriptions shall fill out
their requests for prescription in Model 20
through the head nurses or experts
assigned to these departments whereas the
Pharmacy department shall issue it in

Model 22.

The prescription pads and other records
issued by the pharmacy department to be
used by other departments shall be kept by
each department in a secure location along
with the relevant information. They shall
be placed in a locked box, and the key
shall be kept by the head nurse or the
designated responsible professional for

that area.

Private health institutions shall implement
the procedure for legally issuing &
receiving documents as mentioned in sub-

article (4) and (5).

The head nurse of the health institution or
professionals assigned to the respective
departments shall distribute narcotics and
psychotropic prescription pads to the
medical

authorized professionals
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responsible  for  prescribing  those
medicines during working hours each day.
At the end of the working hours, they shall
collect the prescription papers. Upon
completion of the prescription pad, it shall
be returned & new prescription pad

issued.

8) Nmg -Rov-  @AP AA7L 8) Within a health institution, only one
P oo PNé NGEA O(ATEL prescription pad for narcotic or
L NGChEh AS haeh e Th psychotropic medicines shall be issued at
RISTCNALTEH PTINM @l T a time for a specific department.
a(m-T Aalt::

PeChth L9 ALLTCT. A 25. Prescribing Narcotic or
av &5+ AQ-tHHN Psychotropic Medicnces

1) ¢SCht:h  wof9°  ALhTETh 1) Narcotic or psychotropic medicine shall
ao @5 TINN PO A A0 only be prescribed by a licensed,
NAm- hha  Ptooll§  Pov-p registered &  authorized  medical
LPe  eam PUNICS  QAov.p professional authorized by the relevant
T AT body.

2) MIFo9 P4 PLAT  PUNYCG  2) Authorized medical professional  to
0Aovo- ¢ eSTChh we9° prescribe  narcotic or psychotropic
ALDTETR St 299 PHa- medicine shall perscibe using a special
ALY O FHIED AL T prescription paper prepared specifically
ol b o KAl for this purpose.

3) TIF o9 PG Chk:n P9 3) Authorized medical professional to
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4)

5)

6)

prescribe  narcotic or psychotropic
medicines shall write the information
required on the prescription in a legible,

clear and using permanent pen.

Any medical professional who prescribes
narcotic or psychotropic medicine shall
only write either narcotic or psychotropic
medicine at once on one prescription. If
the patient requires another medicine for a
different illness, the prescriber shall use a

separate, standard prescription paper.

If a medical professional makes a mistake
or changes his mind when prescribing a
narcotic or psychotropic drug, he must
mark the damaged paper as void and fold

it once, leaving it in the pad.

After a medical professional prescribes a
narcotic or psychotropic medicnces, the
original prescription shall be given to the
patient and a copy shall be left within the
pad.
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7) Any narcotic or psychotropic medicine

prescription shall be prescribed to the

patient after the patient's medical card is

issued and the medicine is registered on

the medical record.

8) Any medical professional who prescribes

narcotic or psychotropic medication shall:-

b)

d)

Prescribe the right medicnce for the
right patient; in the right quantity, in the
right dosage form and the right duration.

Consider benefits and harms of the
prescribed medicine, in terms of the
disease and the general condition of the
patient.

Ordering Narcotic or psychotropic

medicine for himself is prohibited.

Narcotic or psychotropic medicine
prescription papers shall not be used
outside of the health institution that

issued.



9)

775 m-9° 141 F VAL A ov- @
PLE9° 1 PSChEh oLy
AL01Ch av 8275

A LA T 9P (R7TE:
L AT oC 0AL 2271074
ao 825 F “IHH PANTY°::

9)

Medical professional shall not prescribe
for more than three months at a time for
patients requiring long-term treatment

with narcotic or psychotropic medicines.

10) Any medical professional who prescribes

26.

narcotic or psychotropic medicines shall
provide advice to the patient about the
treatment and the importance of the
prescribed medication and other important

information.

Dispensing of Narcotic and
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1)

2)

3)

Psychotropicmedicnce

Any narcotic or psychotropic medicine
shall be dispensed by a registered and

licensed pharmacist.

Any pharmacist who dispenses narcotic or
psychotropic medicines shall prior to
dispensing, ensure proper compliance with
the requirements outlined under Article
22.

Any pharmacist shall dispense narcotic or
psychotropic  medicines shall only
ensuring and after verifying the following

information;
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a)

b)

d)

4)

5)

The information mentioned in the

prescription paper is complete, clear,
appropriate and legal and bears stamp of

health institution.

The prescription paper is not a copy or

photocopy and that it is not a duplicate;

One narcotic medicine is written on one

narcotic medicine prescription; one
psychotropic medicine is prescribed on one

psychotropic medicine prescription.

No more than one narcotic or psychotropic
medicine is prescribed on one prescription
paper.

The serial number of the prescription paper

1s well visble.

15 days have not passed since the

prescription paper was written.

No pharmacist shall dispense narcotic or
psychotropic medicines to a child under

the age of 18.

A pharmacist who dispenses narcotic or
psychotropic medicines shall provide the
right medicine to the right patient, in the
right dose, in the right quantity and for the

right length of time, along with

appropriate  drug information and
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6)

7)

8)

9)

counseling.

A pharmacist who dispenses any narcotic
or psychotropic medicines shall ensure
that the dispensed medication was not
expired, substandard, illegal, or harmful to

the patient.

After a narcotic or psychotropic medicine
is dispensed to a patient, it shall be
recorded on the medicine registration form
(Anexx 13) and the prescription shall be
filed in a locked cabinet/box.

It is prohibited to dispense narcotic or
psychotropic medicine repeatedly using
single narcotic ~ or  psychotropic
prescription paper.

Any pharmacist may dispense orally
prescribed narcotic or psychotropic
medicine by an authorized medical
practitioner during emergency. However,
the quantity of the orally prescribed
medicine must not exceed what is required

for a period of 24 hours.

10) Subject to sub-article (9) of this article,

the oral order shall be replaced with a
written prescription by an authorized
medical practitioner within 24 hours and

submitted to the pharmacist.



27. P&yt QUM  wolet

27. Health institutions Authourized to

Poré. P L AT PG %7

AT IA: AFAaL APHC: ATAACE
anLh: ms aq0.f of9° CAT77 IR
PSChEn AS AL TETh oDyt
I wlP T RTLeH PolL.P L AT o-
PG LT AP evhnAE  halLh
PALRTC TN ol TN ol
NF AT%LLH POLELTL L AT LPTA::

28. nam4- PSChLh: Agh+CTh

issue prescriptions

Hospital, Specialty center, speciality clinic,
health center and nursing home are health
institutions that are allowed to handle narcotic
and psychotropic medicine prescriptions, while
medium clinics are allowed to carry only
psychotropic medicine prescriptions.

28. Lost Narcotic or Psychotropic
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Medicine or Prescription Paper
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1) Any health institution that becomes aware
of the loss, damage, or theft of a narcotic
or psychotropic medicine, or of a used or
unused  narcotic  or  psychotropic

prescription paper shall report the incident

to the appropriate authority, the regional

regulatory body, and the police within 24

hours of discovering the incident, and

shall retain evidence of the report.

2) Any pharmacy retailer shall immediately
notify the authority or the regional health
regulatory body or the local police if it
encounters a person or professional who
misuses a prescription from a health

institution.
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3)

4)

Any medicine manufacturer, importer,
distributor, wholesaler, or retailer who
becomes aware of the loss, theft, or
damage of a narcotic or psychotropic
related

medicine documents or any

document shall report the incident to the
appropriate  authority, the regional
regulatory body, and the police within 24
hours of discovering the incident, and

shall retain evidence of the report.

Based on Sub-Articles (1-3) of this
Article, the authority or regional health
shall the

necessary investigation by recording and

regulatory  body conduct
collecting information from the health

facility that reported the incident
regarding the loss, theft, or damage of the
medicine, prescription paper, or any other
relevant document. This includes the type
and quantity of the lost medicine, the type
and quantity of the document, the type and
quantity of the prescription paper, serial
numbers, and

any other necessary

information.
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29.

1)

2)

3)

Part Five

Record Keeping and Reporting

Record keeping

Anyone who manufactures, imports,
distributes, exports, or dispenses narcotic
or psychotropic medicines shall have to
keep records based on the forms prepared
by the authority in this directive, on the
date the activity is carried out. The
individual is also responsible for
presenting those records upon request by
the authority or the regional health

regulatory body.

Anyone who manufactures, imports,
distributes, exports, or dispenses narcotic
or psychotropic medicines shall have to
store documents such as purchase receipts,
requisition forms, sales invoices, stock
control records, prescription papers, and
similar information in a locked box or
secure cabinet.

Any manufacturer of narcotic or
psychotropic medicince shall record the

following;



2,3 hO]:-

P tTmPaooQTo7
PECh-n  0LIALDTCTH
Pt 0P NPR AT T
h0/02/%. av(lt:

A) Povlotar GChER oo €T
NP2 h7 T H0/01/4:

U) Phoono-§

rh) ,?”"d'i‘(ﬂ"}
av 875 -
HN/01/ A

AL TCTh
N+x &»7 T

av) PhGd.007 TChtn oo 8yt
NP&X w7 T W0/03/h:

w) Lfhd-d.am-} et h
wl PR T T
H0N/03/(1.:

4) "5 -9 PeCh:n o L9I°
ALHTCTR @D  hhoogn,
N2hbtam. o0l LhCE:

Pom 0N 1.7 AT

V) Phaw P Fm7 SChEnR oo A
NP& »7 T H0/01/ ks

a)  PaaFeTy  UIEhICTH
w LT PR AT
A0/01/0.:

a) The imported & used narcotic and
psychotropic raw materials in Form

NPS/02/D,

b) Manufactured narcotic medicine in

form NPS/01/D;

c) The manufactured psychotropic

medicine in form NPS/01/E

d) The distributed narcotic medicines in

form NPS/03/A;

e) The distributed psychotropic medicines
in form NPS/03/B;

4) Any importer of narcotic or psychotropic

medicines shall have to keep records

based on the following provisions;

a) Imported narcotic medicines in form

NPS/01/A,

b) Imported psychotropic medicines in
form NPS/01/B,
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c) Distributed narcotic medicines in form

NPS/03/A

d) Distributed psychotropic medicines in

form NPS/03/B

5) Any exporter of narcotic or psychotropic
medicines shall have to keep records

based on the following provisions;

a) Exported narcotic medicines in form
NPS/02/A, and

b) Exported psychotropic medicines in

form NPS/02/B,

6) Any distributor of narcotic or
psychotropic medicine shall have to keep

records based on the following provisions;

a) Distributed narcotic medicines in form

NPS/03/A and

b) Distributed psychotropic medicines in

form NPS/03/B.
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7) Any health institution shall:

a)

b)

d)

Receive purchased or donated narcotic
or psychotropic medicines using Model
19 or the

institution’s  legally

recognized receipt.

Issue narcotic or psychotropic
medicines given to the ward by Model
22 or legal issuing document of the

institution;

Keep a record of dispensed narcotic
medicines to inpatient patients on form
NPS/08/A and of psychotropic
medicines in form NPS/08/B;

Record of dispensed narcotic
medicines to outpatient patients in form
NPS/09/A and of psychotropic

medicines in form NPS/09/B.

8) Anyone shall keep a record of the

purchase invoice with purchase request for

narcotic or psychotropic medicines along

with the invoice, sales receipt, inventory

control cards, etc., for a period of not less

than

five years. However, if the
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9)

documents are associated with legal
matters, the documents shall be kept for
more than five years until the completion

of legal process.

Subject to the provisions of sub-article (8)
of this article, all financial records and
shall be

documents maintained in

accordance with the laws of the country.

10) Any medicnce invoice shall contain the

following information;

a) The generic name and trade name of
the medicine

b) Batch number

c) Strength & dosage form

d) Manufacturer's name & manufacturing
site address

e) Expiry date

f) Total quantity

g) Technical Manager's name and
signature

h) Date of sale

1) Name and address of the buyer's

company

J) Signature and seal of the purchasing

company
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2) Any manufacturer

30.Reporting

1) Any manufacturer, importer, exporter or

distributor shall report to the authorities

about the manufactured, imported,
distributed, stored and exported narcotic

and psychotropic medicne.

of narcotic or
psychotropic drugs, in accordance with
sub-article (1) of this article shall report:
a) Manufactured narcotic medicine in

form NPS/01/D;

b) The manufactured psychotropic
medicine in form NPS/01/E

c) Imported raw materials (NPS/02/D),

d) Distributed narcotics medicines in form

(NPS/03/A and

e) Distributed psychotropic medicines in

form NPS) /02/B),
f) Exported narcotic medicines in form

(NPS/03/A and

g) Exported psychotropic medicines in

form NPS/03/B) should be reported to



3) 17 ®w9°  hOavgh :

T A0/03/M0) : PA Naomdy®

NP5 Gawol: (97PN 0
AN PP PC) 0%
110 Anh  ANé A&NTE o
+77 0 Lye Th 1A F o
AMAOANT L7°C T avAl
AANT 3

@) N¢9ov-: ANDh J0Ad 21 L4
U9 PSCh-khn: ALhICETh
w &YATGT Pl AP PT
NP2T w7 T W0/04/h, b7
T AN/040. AT w7 T
»N/03/4. A7R +L9°
T TAFo- AQAOANE ¢7°CoT
aoAfl WAt :

an, oLy

&9°A hhd-4-0:

V) PAN@o VT @7 PeCh g
v S0 C T h av 875 AT
ANoo ANt AT ho-CT P47
h$NmC 094 hav-l:

NP2+ w7 T
H0/01/hin7 1. H0O/ /01 /(O
AL PRI T AT

A)  PANTF@7  PSChiER RS
u1 0 CT R av €5 AT
Anaopnt (NP4l hootk:
ol NP2 A7 T
h0//02/A: AT T hN/02/B

ZLTANA

h)

the authority by the fifteenth day of
each quarter (April, July, October,
January) according to the Gregorian

calendar.

Reports of all narcotic medicines,

medicine and raw

materials in NPS/04/A,
NPS/04/B and NPS/03/D respectively

psychotropic

forms

should be sent to the authority by
December 30 of each year according to

the Gregorian calendar.

3) Any importer, exporter or wholesaler: -

a)

b)

Imported narcotic and psychotropic
medicine shall be reported to the
Authority according to the Gregorian
calendar at the end of each quarter in
forms NPS/01/A, NPS/01/B

respectively;

Exported narcotic and psychotropic
mediicne shall be reported to the
Authority according to the Gregorian
calendar at the end of each quarter in

formsNPS/02/A,NPS/02/B,
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respectively;

c) Distributed narcotic and psychotropic
shall be

Authority according to the Gregorian

medicines reported the

calendar at the end of each quarter in
formsNPS/03/A, NPS/03/B

respectively, and

d) According to the gregorean calendar, at
the end of the year, all narcotic and
psychotropic medicines (NPS/04/A and
NPS/04/B) shall be compiled in the
respective forms and reported to the

authority.

4) Any health institution or pharmacy retailer

5)

shall send a report to the regional health
regulatory body or directly to the authority
about the narcotic or psychotropic
medicines it has purchased, stored and
dispensed at the end of every quarter

according to the gregorean calendar in the

form NPS/15/A and NPS/15/B
respectively.

Any health institution authorized to
possess  narcotics or  psychotropic

medicines must submit a report to the

regional regulatory body as follows:

a) Consumed narcotic and psychotropic
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medicines quarterly in April, July,
October and January within fifteen day of
each month Gregorian calendar.

b) Annual consumption of narcotic and
psychotropic medicines shall be reported
at the end of December with 15 additional
days. and

c) They shall submit annual estimation of
narcotic and psychotropic medicines at the
end of each year within 15 days.

6) Any regional health regulator shall collect
and consolidate reports from health

institutions under him and report to the
authority as follows: -

a) Consumed narcotic and psychotropic
medicines quarterly in April, July,

October and January within 20 days of

each month Gregorian calendar.

b) Annual consumption of narcotic and
psychotropic medicines at the end of each
year within 20 days.

c) They shall submit annual estimation/
assessment of narcotic and psychotropic
medicines at the end each year within 20
days.

7) Any health institution under federal
jurisdiction that has purchased &
narcotic  or

shall

dispensed psychotropic

medicines report on quantity

purchased and dispensed according to the
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Gregorian calendar by the end of each

year. The report shall be submitted on

forms  NPS/15/A and  NPS/15/B
respectively to the Authority as per the
prescribed form.

a) Consumed narcotic and psychotropic
medicines quarterly in April, July,
October and January within 15 days of
each month Gregorian calendar.

b) Annual consumption of narcotic and
psychotropic medicines at the end of
each year within 15 days.

¢) Annual demand to be used up to

January 15 of the European calendar;

8) The Authority shall submit annual
etimate/assessment of narcotic and
psychotropic medicines to the

International Narcotics Control Board at
the end each year within the time frame of
INCB.

9) Any health institution shall have to
compile and report, twice a year at the end
of December & June 30, the quantity and
serial numbers of the prescription papers it
has printed, used, and those remaining in
stock, using form NPS/18 and submit it to
the Authority.

10) Medicnce retailers shall keep the narcotic
and psychotropic medicnce prescriptions

properly and report to the regional health
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regulator twice a year by December & June
30" according to the form set by (Annex
22)

11) In accordance with sub-articles (9) and (
10) of this article, the regional health
regulator shall compile the received

reports and send a report to the authority

twice a year on December and June 30.

PART SIX

Administrative Measures

31.Warning Letter

The Authority shall take administrative action
by
accordance with Article 65, sub-Article (2) of

issuing a written warning letter in
the Proclamation against any person who
commits any of the following violations:

1) Having a certificate of competence & found
importing narcotic or psychotropic medicines
or raw materials into the country without a

special pre import permit,

2) If the reporting requirement under this
directive has not been fulfilled in a timely
Or proper manner.

3) Fails to properly maintain the records,
reports, disposal records, and similar other
documents or information required to be
maintained in accordance with this

directive or

4) If fails to return the special import permit
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before the end of the validity date,

32. Suspension

The Authority shall take administrative action
against any person who commits any of the
by
certificate of competency or special permit in

accordance with Article 65 Sub-Article (3) of

following violations, suspending the

the Proclamation:

1) If the product is not securely stored by
locking or if the key is found in the hands

of an unauthorized person

2) If he stores, transports, distributes, or sells
narcotic or psychotropic medicines outside

the permitted supply chain requirement;

3) If a prescriptionis prescribed or dispensed
by an unauthorized medical practitioner or
a physician;

4) If they obstructed/blocked the regulatory
body from undertaking its duties or failing
to provide information

5) If a person has illegally dispensed or sold
narcotic or psychotropic medicines with

an altered, forged, or expired prescription;

6) If more than one narcotic or psychotropic

medicine is prescribed or dispensed on a
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single prescription paper.

7) If imports or transports narcotic or
psychotropic medicine co-packaged with
other drugs or goods;

8) If the narcotic or psychotropic medicine is
dispensed using expired prescription

paper.

9) If he has been given a written warning
more than twice for committing violation
that warrants a written warning and then
commits another violation that warrants a

written warning.

33. Cancellation

The Authority shall take administrative action
by revoking a certificate of competency or
special permit in accordance with Article 65,
Sub-Article (3) of the Proclamation, against
any person who commits any of the following
violation:
1) If a person distributes, possesses, offers
for sale, sells, or dispenses a narcotic or
that s

psychotropic medicnces

unregistered, counterfeit, adulterated,

presented in a misleading manner,
illegally imported into the country, of
unknown origin, without a verified legal
purchase or sales document, without a

label, or with a misleading label,

2) If a person without having a certificate of
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3)

4)

5)

6)

7)

competence and special permit distributes,

sells, or in any way transfers narcotic or

psychotropic medicinces to another
person;
If the person is found importing,

distributing or manufacturing narcotic or
psychotropic medicine or raw materials
into the country without obtaining a
special import permit from the competent
authority;

If the person continues to provide services
while the special import permit or the
certificate of competence is suspended

If the person distributes, sells, possesses or
offers for sale a narcotic or psychotropic
medicinces that is expired, ordered by the
authority to be recalled from the market,
or if the medicine is prohibited from being
selled in the market 1is ditrubuted,
possessed or sell for market,

If it is confirmed that the organization is
prohibited from engaging in work or
service by another appropriate body,

If a person commited a suspened action

two or more than two times,

34. Actions to be taken on products

1)

and documents

In accordance with this directive Article

31-33 measures taken, the nacrotic or
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syphcotropic medicince may be taken to

seize,

confiscate and dispose as

appropriate.

2) Not withstanding of sub-article (1) this

article:-

a)

b)

d)

A narcotic and psychotropic medicnce
that is unregistered or imported without
special import permit to the country,
distributed, transported, possessed or

found in the market,

Unless it is a product that was in his
possession before the special permit
was revoked and was in compliance
with the law at that time, any narcotic
or psychotropic medidcnces found in
the possession of the person whose

permit has been revoked,

Illegally produced or imported narcotic
or psychotropic medicinces shall be

confiscated and disposed.

To investigate any document related to
narcotics or psychotropic medicines, to
take a copy, to seize the document if its
legality is in doubt, and to take or cause

to be taken appropriate action.
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35. Supply limitation

If health institution is found to have committed
a violation of any narcotic or psychotropic
medicine or prescription paper pads, the
authority may prohibit the health institution
from obtaining narcotic or psychotropic
medicine or prescriptions paper pads from any
institution, without prejudice to any other
administrative action taken by the authority or

regulatory body with respect to the product or

prescription.

Part Seven:

Miscellaneous Provisions

36. Transfer and Disposal

1) Any establishment who is suspended or
cancelled or voluntarily discontinues their
work shall transfer any narcotic and
psychotropic medicines in their possession
to another similarly authorized institution
with a valid certificate of competence,
within the time limit specified by the
Authority.

2) Without prejudice to the provisions of
Sub-Article 1 of this Article, any

institution that has voluntarily ceased its

operations or has been closed down shall

dispose any prescriptions for narcotic or

psychotropic medicines that have not been
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Any expired, damaged, illegal or otherwise
unusable narcotic or psychotropic medicines
and raw materials must be quarantined,
reported to the regulatory body and disposed of

in accordance with drug disposal directive.

38. About Repealed Laws

Narcotic or Psychotropic

Directive No. 369/2013 is repealed by this

Drug Control

directive.

39. Effective Date

This directive shall be effective as of the date
registered with in the Ministry of Justice and

uploading on the EFDA website.

December, 2025
Addis Ababa

Heran Gerba
Ethiopian Food and Drug Authority
Director General



Health Institutions Authorized to Handle Narcotic or Psychotropic drug prescription.

S. No Type of Health institution Type of prescription Remark
Narcotic Psychotropic
1. | Hospital 0 N
2. Health center N [J
3. Specialty center O 0
4. Clinic
e Specialty clinic 0
e Medium O
e Nursing home
e Primary clinic




Annex 1
FORM NPS/01/A
Quarterly Statistics of Imports of Narcotic Medicines

Name of Reporting Organization

Address: Region City/Town
P.O. Box Tel.
These statistics relates to the quarter of the calendar year
Quantity Stock at Import | Remark
S o o | Atthe the end of | Permit
% Narcotic %" g ; ED Beginning | Imported| Locally Distributed | the quarter | / No.
7 Drug 8 S | = | E | & |ofthe Purchased
2 S | @ Quarter
m

Remark:-Report of the Narcotic medicines isr equired quarterly on G.C calendar




Remark:-Report on all controlled Narcotic Medicinesis required annually

1. CodeinePhosphate
2. Methadone

3. MethadoneHydrochloride
4. MorphineHydrochloride
5. MorphineSulphate

6. PethidineHydrochloride
7. Fentanyl

8. CocaineHydrochloride
9. DiphenoxylateHydrochloride+ Atropine Sulphate
10. Tramadol Hydrochloride



ANNEX 2

QuarterlyStatisticsofimportsofPsychotropicmedicines

Name of ReportingOrganization

Address: Region

P.O. Box

FORM NPS/01/B

These statistics relatestothe

Tel.

City/Town

quarterofthecalendaryear

Psychotropi Quantity Stock | Import | Remark
¢ Medicine ° At the at the | Permit/

g s/Medicines 2 £ Z %0 Beginning | Imported | Locally Distributed | end of | No.

5 g 5 fg = § of the Purchased the

A A - £ 5 & | Quarter quarter

Remark:-Report on the psychotropic medicines is required quarterly on G.C calendar

Remark:-Report on all controlled the following Psychotropic Medicines is required annually

A O

Phenobarbitone(Phenobarbital)

Diazepam

Lorazepam

Chlordiazepoxide

Bromazepam

Zolpidemtartrate




10.
11.
12.
13.
14.
15.
16.
17.
18.
19.

FlurazepamHcl

Temazepam

Oxazepam

MidazolamHcl

Medazolam

Aprazole

Clonazepam

Pentazocine
.Pentobarbitone(pentobarbital)
Methylphenidate
Chlordiazepoxide+Clindium Bromide
Amitriptyline+Chlordiazepoxide

Dextroamphetamine



ANNEX 3

Quarterly Statistics of Exports of Narcotic Medicines
Name of Reporting Organization

Address:

These statistics relates to the

P.O. Box

Region

FORM NPS/02/A

Tel.

City/Town

quarter of the calendar year

Ser.No.

Narcotic
Drug

Dosage

Form

Strength

Quantity
At the Exported
Beginning Manufact | Distributed
of the ured
Quarter

Stock
at the
end of
the
quarter

export
Permit/
No.

Remark

Remark:-Report on the Narcotic drug is required quarterly on G.C calendar




ANNEX 4

FORM NPS/02/B

Quarterly Statistics of Exports of Psychotropic medicines

Name of Reporting Organization

Address: Region

P.O. Box

These statistics relatestothe

Tel.

City/Town

quarter of the calendar year

Quantity Stock Export | Remar
At the at the | Permit/ | k

Psychotro Beginning | Exported | Manufact | Distributed | end of | No.
o pic ) ﬁ) of the ured the
Z .. S § =
= | Medicine | £ & & | Quarter quarter
) o =
2 s/ e A

Medicin

es

Remark:-Report on the psychotropic medicines is required quarterly on G.C calendar




ANNEX 5

FORM NPS/03/A
Quarterly Statistics of distributed Narcotic Medicines

Name of Reporting Organization

Address: Region City/Town
P.O. Box Tel
These statistics relates to the calendar year Quarter of the calendar of the year
Ser. [Narcotic Batch Strength| Dosage form | Date Issu Quantity | U | Issui Remark
No Medicines No of ed Issued n ng/
Issue to i transf
t er
Vouc
her
No.

Remark: -Reportonthe Narcotic Medicines is required quarterly on G.C calendar.




ANNEX 6

FORM NPS/03/B

Quarterly Statistics of distributed Psychotropic Medicines

Name of Reporting Organization

Address: Region

P.O. Box

Tel

City/Town

These statistics relates to the calendar year

Quarter of the calendar of the year

Psychotropic
medicines

Batch No

Strength

Dosage
form

Date of
Issue

Issued
to

Unit

Quantity
Issued

Issuing
/
transfer
Vouche
r No.

Remark

Remark: -Report on the following Psychotropic Medicines is required quarterly on G.C

calendar




ANNEX 7

Annual Statistics of Psychotropic and
Narcotic Raw Materials Name of

ReportingOrganization

Form NPS/02/D

Address: Region

P.O. Box Tel.

City/Town

Thesestatisticsrelatestothecalendaroftheyear

Ser.No.

Description of
the raw
materials

Balance Quantity

at the Imported | Consumed
2 o beginni /Issued
E5 = ng of
8 S D the year
o g
>
=

Stock at the
end of the
quarter

Import
permit no.

Issuing
/transfe r
vouche r
no.

Remark

Remark; Report on all controlled Narcotic and Psychotropic Raw Materials is required

quarterly on G.C calendar




ANNEX 8

Quarterly Statistics of Manufactured Narcotic Medicines

FORM NPS/01/D

Name of Reporting Organization Address: Region
City/Town
P.O. Box Tel.
These statistics relates to the quarter of the calendar year
Quantity Stock at the | Import | Remar
CZD‘ o Zo - At the Manufacture end of the Permit/
| Narcoti %’3 g = 2p = Beginning | d Distribu| quarter No.
7 c S 2 1= = 5 of the ted
Drug - « Quarter

Remark: -Report of the Narcotic Medicines is required quarterly on G.C calendar




ANNEX 9

Quarterly Statistics of Manufactured Psychotropic Medicines

Form NPS/01/E
Name of Reporting Organization Address: Region _ City/Town
P.O. Box Tel.
These statistics Relates to the quarter of the calendar year
Quantity Stock at | Import | Remark
S o Zd = At the Manufactured the end Permit/
% Psychotro | P& | | & = Beginning Distributed | of the No.
A | pic 8 L 2 gl ° of the quarter
medicine Al v Quarter

Remark: -Report of the psychotropic medicines is required quarterly on G.Ccalendar



ANNEX 10

FORMNPS/08/A
Date

DISPENSED AND ADMINISTRED NARCOTIC MEDICINES RECORD IN HEALTH
INSTITUTION

Name of Health Institution: Serial
No.

Description of Drug _ Quantity Issued Ward/Department
Chief pharmacist: Name Signature Head Nurse: Name

Signature
FORMNPS/08/A

Date
Name of Health Institution: Serial No.

The following is an accurate record of _ Total quantity eachusedinwardDepartmentPlease fill the
following record clearly and neatly

Date Hour Name of BedNo. ChartNo. Nurse Dose
patient
Ward physician:Name Signature

Ward Head Nurse: Name Signature




ANNEX 11

Date

DISPENSED AND ADMINISTRED PSYCHOTROPIC MEDICINE RECORD IN

HEALTH INSTITUTION

Name of Health Institution:

Description of Drug Quantity
Issued

Ward/Department

FORMNPS/08/B
Date
Name of Health Institution:

The following is an accurate record of ___ Total quantity
Please fill the following record clearly and neatly.

Serial No.

Chief pharmacist: Name

Serial No. __
each used in ward Department

Date Hour Name of BedNo.
patient

ChartNo.

Nurse

Dose




ANNEX 12

FORM NPS/09/A

Record of Dispensed Narcotic Medicines in Dispensary Pharmacy of Health Institution

Name of Health Institution Address
Serial No.

S.No | Date | Name | Age | Sex | Address | Description | Quantity | Name of | Prescription
of of drug dispensed | prescriber | serial No
patient

Remark: Record on the Psychotropic Medicines is required



ANNEX 13

FORMNPS/09/B

RecordofDispensedPsychotropicMedicinesinDispensaryPharmacyofHealthInstitution

Name of Health Institution Address
Serial No.
S.No | Date Name Age | Sex | Address | Description | Quantity | Name of Prescription
of of drug dispensed | prescriber | serial No
patient

Remark: Record on the Psychotropic Medicinesis required




ANNEX 14
Form NPS/04/A

Annual Statistics of Narcotic Medicines

Name of Reporting Organization Address: Region ___City/Town

P.O. Box Tel.

These statistics relates to the calendar of the year

Quantity Stock Remark

S o At the at the
Z. . o Z < o o
~ | Narcotic %" g = & | Beginning | Imported | Locally Distributed | endof
A Drug o2 = = £ | oftheYear Purchased | /consumptiq the

a M = e n on durin

g| year
the year

ANNEX 15




Form NPS/04/B

Annual Statistics of Psychotropic Medicines

Name of Reporting Organization Address: Region City/Town
P.O. Box Tel.

These statistics relates to the calendar of the year

Quantity Stock Remark
S ° ° = | Atthe at the
é Psychotro &P g i = Eﬁ Beginning | Imported | Locally Distributed | endof
»r | picMedici 8 2 3 k= £ | oftheyear Purchased | /consumptio the
ne M 2| @ n on during| year

] the year




ANNEX 16

Annual Statistics of Raw Materials

Name of Reporting Organization

Form NPS/03/D

Address: Region City/Town

Tyuneofraw

P.O. Box Tel
Balanceat Quantity Balance
the Imported | Consumpt | at the Remark
Narcotic or beginning ion end of
<Z:' Psychotropic - of the ionduring | the
% raw materials 5 year the year year
n

Remark: Report on all controlled Narcotic and Psychotropic medicine raw
materials is required annually



ANNEX 17

AnnualReportofNarcoticMedicines

Name of Reporting Health institution
P.O. Box

These statistics Relates to the calendar year

Remark:-Report on the Psychotropic Drugisrequired Annually at the end of December

Tel.

FORM NPS/15/A

Address: Region _ City/Town

Balance at balanceat | Remark
= = | the Quantity | Purchase | consumptio | theendof
. o =
% Narcotic Drug | 2 £ 0 | Beginning | purchased | dfrom n the year
A é © £ | oftheYear | duringthe nduringthe
« year year

ANNEX 18




FORM NPS/15/B
Annual Report of Psychotropic Medicines

Name of Reporting Health Institution Address: Region _ City/Town

P.O. Box Tel.

These statistics Relates to the calendar year

balanceat | Remark
s | Psychotropi . o | Balanceat | Quantity | Purchased | consumptio | theendof
Z | ¢ medicine | &b £ ‘éb the purchase | from n duringthe | the year
(%3 82 2 | Beginning | d during year
A »2 | oftheYear | the year
Remark: -Report on the Psychotropic Drug is required annually at the end of December.
ANNEX 19

FORM NPS/16/A
Annual Report of Narcotic Medicines

Name of Reporting Region Address: City/Town
P.O. Box Tel.

These statistics Relates to the calendar year




Ser.No.

Narcotic
Drug

Dosae

Form

Strength

Balance at
the

Beginning
oftheYear

Quantity
purchased
during the year

consumption
duringthe year

Balance at the end
of the year

Remark




ANNEX 20

Annual Report of Psychotropic Medicines

Name of Reporting Region

P.O. Box Tel.

These statistics Relates to the calendar year

FORM NPS/16/B

Address: City/Town

Remark: -Report on the Psychotropic Drug is required annually at the end of December.

Ser.No.

Psychotropic - Balance at
medicine go £ E" the
8 ° £ | Beginning
A » | oftheYear

Quantity
purchase
d during
the year

Consumptio
n duringthe
year

balanceat theendof
the year

Remark




ANNEX 21

Form NPS/14,

REFERENCE NO. -----------
DATE -----m-emmmme-

DisposalCertificateofExpired/unfitforuseNarcoticmedicines,psychotropic Medicines or precursor
chemicals

We here by certify that Narcotic drug(s), psychotropic medicine(s) or precursor chemicals enumerated
/imported/ stocked in have been destroyed under the direct supervision of inspector(s) of the on

Inspectors Signature Date Signature of authorized person

1.
2.
3.
Note:-OnecopyofthisverbalissenttoFood, and Medicine Authority
Original ___
2nd copy __
3rd copy ___
Annex 22
Form NPS/18
Ref. No DATE
RecordofPrescription Pad Reporting FormatName of Health Institution Address,
S.No | description Unit quantity | Batch | Expiry | MFD | manufacturers | Country | remark
no date of
origin

Reporting Period
Region/Zone




S.No

Description of drug

Quantity
Printed

Quantity
Used

Quantity In
Stock

Serial
Number

Remark




Annex 23

Quarterly distributed Narcotic Medicines and Psychotropic

Medicines Prescription report

Name of Reporting Organization

Address: Region

City/Town

P.O. Box

Tel.

These statistics relates to the

quarter of the calendar year

FORM NPS/05

S.N.

Purchasing/ printing
Organization

Address
/City

Remark

To...

Narcotic Psychotropic
prescription prescription

Quantity | Serial Quantity | Serial no...
Remark | no. in pad From...

in pad From... To...




