DrugsAct, 2035, (1978)

Date of Authentication and Publication
2035.7.8 (25 October 1978)

Amending Acts:
1. The Drugs (First Amendment) Act, 2045 (1988) 2045.7.10 (26 November 1988)
2. The Drugs (Second Amendment) Act, 2057 (2000) 2057.8.14 (29 November 2000)

Act number 21 of theyear 2053 (1978)

An Act Madeto Make Provisionsrelating to Drugs

Preamble: Whereas, it is expedient to prevent the misuse lrsa of drugs and allied
pharmaceutical substances and false or misleadfognation relating to the efficacy and use of
drugs and to control the production, sale, distrdsy export, import, storage and consumption of
those drugs which are not safe for public consumnp#fficacious and of standard quality;
Now, therefore, His Majesty King Birendra Bir Batm Shah Dewas, with the aid
and advice of the National Panchayat, enactedAittis
Chapter- 1
Preliminary
1. Short title, extent and commencement: (1) This Act may be called as the
“Drugs Act, 2035 (1978)".
(2) This Act shall extend to the whole of Nepal.

(3) Section 1 of this Act shall come into force iexately, and other
sections shall come into force in such area andumih date as Government of

Nepal may, by notification in the Nepal Gazettgyaipt from time to tim€,

* Notifications on the commencement of the Act:

(a) Sections 3 and 4 of this Act have been appdito commence forthwith to the whole of Neplaé (t
Nepal Gazette dated 2037.3.5 (18 June 1980).

(b) Sections 2, 25, Sub-section (1) of sections@étions 38 and 39 of this Act have been appaitate
commence forthwith to the whole of the Nepal (tepal Gazette dated 2040.3.13 (27 June 1983).

(c) Sections 7, 8, 9, 10, 11 and 37 of this Weote been appointed to commence to the whole of the
Nepal on 2040.12.6 (19 March 1984) (the NepaleBazlated 2040.12.6 (19 March 1984).

(d) Sections 20, 21, 22, 23, 24, 28, 29, 3ar@BSub-sections (2) and (3) of Section 34 ofAlsishave
been appointed to commence to the whole of theaNep 2043.4.1 (16 July 1986) (the Nepal
Gazette dated 2043.2.12 (26 May 1986).

(e) Sections 12, 13, 14, 15, 16, 17, 18, 19382nd 36 o f this Act have been appointed to
commence to the whole of the Kingdom of Nepal 04625.26 (11 September 1989) (the Nepal
Gazette dated 2046.5.26 (11 September 1989).

()  Section 26 of this Act has been appointed¢emmence on 2049.8.1 (16 November 1992) (the
Nepal Gazette dated 2049.8.1(16 November 1992).



Definitions: In this Act, Unless the subject or the context oilige requires,-

(@) “Drug’” means any substance to be used for thgndsis, cure, mitigation,
treatment or prevention of a disease in a humamgbanimal or bird or to be
used to destruct vermin or insects which causeadesein the human being,
animal or bird or any substance used to affectsth@cture or any organic
function of the body of a human being, animal odlr allied ingredients or
components to be used for the preparation of sulsktance.

(b)  “Manufacture” means the process of making, areg, refining, altering,
packing, repacking or labeling a drug or any ooélhe processes followed
in this respect.

Provided that, this term does not include thecgss of dispensing,
packing or repacking a drug prior to its consumpbo sale.

(c) “Dispensing” means the issuing of a dru@ isuitable container, appropriately
labeled and compounded for its sgbemt consumption by a
patient.

Explanation: For purposes of this Clause, “compound” meanptbeess of
mixing two or more specific ingredients to fabrediem into a single drug.

(d) “Label” means the name and other relatestigigtion of a drug written on the
container of that drug.

(e) “Doctor’ means a (doctor) registered parguo the Nepal Medical
Council Act, 2020 (1964).

() “Consumption” means the giving or adminigtg of a drug either by a
(doctor) or by a person authorized by the (dodim@g patient with intention
to bring about improvement in his/her physiaa mental condition at
that time or the taking or administering of suchuglrby the patient
him/herself according to the prescription writtgndoich doctor.

() “Department” means the DepartmentDofigs Administration constituted

pursuant to Section 5.




(h)  “Administrator” means the Head of Depante

(1) “Inspector” means a person deputed by thepddtment for purposes of
Chapter-6

() “Prescribed” or “as prescribed” means prdsd or as prescribed in the Rules

framed under this Act.

Chapter- 2

Drugs Advisory Council and Drugs Advisory Committee

3. Drugs Advisory Council: (1) A Drugs Advisory Council shall be constitutesl a

prescribed to advise Government of Nepal on thaaletand administrative
matters relating to drugs.

(2) The functions, duties and powers of the Dddgisory Council shall
be as prescribed.

4. Drugs Advisory Committee: (1) A Drugs Advisory Committee shall be

constituted as prescribed to advise the Departroantechnical matters related
with the research, development and control of slrug
(2) The functions, duties and powers of the Drédglvisory Committee
shall be as prescribed.
Chapter- 3
Resear ch and Control of Drugs

5. Department _of Drug Administration: (1) Government of Nepal shall

establish a Department of Drug Administration fbe implementation of the
objectives of this Act.

(2) The Department established pursuant to Satese(1) shall carry
out all the functions related with the controldstigs under this Act and the Rules

framed there under.

* Amended by the First Amendment.



6. Drug Research Laboratory and Other Laboratories: (1) The Drug

Research Laboratory established by Government giaNghall be the principal
body of Government of Nepal to perform scientifgsearch, testing and analysis
of drugs.

*(1a)The procedures to be followed by the Royal CRegearch Laboratory
established pursuant to Sub-section (1) in perfagnscientific research, testing
and analysis of drugs shall be as prescribed.

(2) Any native or foreign person or institutiorayn with the approval of
Government of Nepal , establish any other reseaeakre or laboratory for

the scientific research and development of angsiru

Chapter- 4
Manufacture, Sale, Distribution, Export and Import of Drugs
7. Recommendation letter to be obtained to establish drug industry: Any

person who intends to establish an industry to rfzemwre any drugs shall obtain a
recommendation letter from the Department as pitesdy prior to the obtaining of
approval of the Government of Nepal pursuant tootteailing law.

8. Product license to be obtained: (1) After the establishment of a drug industry

by obtaining recommendation of the Department pmsto section 7 and before
the manufacturing of that drug, the drug manufastwhall obtain the product

license from the Department as prescrihdy paying the prescribed fees.

(2) Any drug industry which has already been eshbt prior to the
commencement of this Act shall also obtain the pebdicense pursuant to Sub-
3<

section (1), -------== by paying the prescribed fees.
*8A. Regigtration of drug: (1) Any drug manufacturing industry shall, prior ttwe

* Inserted by the Second Amendment.
¥ Amended by the Second Amendment.
* Deleted by the Second Amendment.
* Inserted by the Second Amendment.



10.

*10A.

*11.

sale and distribution of each drug manufacturedtbsegister the drug with the
Department, as prescribed, and obtain the drugtragon certificate, by paying
the prescribed fees.

(2) Any person who intends to import a drug shalfior to its
importation, get each drug of a licensed companychviit intends to import
registered with the Department, as prescribed,dntdin the registration license,

by paying the prescribed fees

Recommendation letter to be obtained for exportation or importation

of drug: Any person who intends to export or import a dringlls prior to
obtaining the export or import license pursuantie prevailing law, obtain a
recommendation letter from the Department, as piest, on payment of the

prescribed fees

Reqgistration of nhame for sale and distribution of drug: Any person who

sells and distributes a drug shall get his/her nanmeshop or firm registered with
the Department, as prescribed, and obtain a cat#] on payment of the

prescribed fees

Sale and distribution of registered drugs only: Any person who has obtained

the certificate pursuant to Section 10 shall seltl distribute only the drugs
registered pursuant to Section 8A.

Validity period and renewal of product license, recommendation letter

and certificate: (1) The license as referred to in Section 8, dbsificate as

referred to in section A the recommendation letter as referred to in Secdio

and the certificate as referred to in section JdIskmain valid for two years from
the date of its issue.

(2) Each license, recommendation letter aedtificate shall be got

> Inserted by the First Amendmend .
> Inserted by the First Amendmend .
* Inserted by the Second Amendment.
* Amended by the First Amendment.



12.

13.

14.

renewed for each year within thirty five days lvé expiry of its validity periotl

*(3) If the renewal is not made within the speciftede limit pursuant to
Sub-section (1), and an application is masketting out the reasons for the
failure to have renewal, within thee months aftex tlate of expiry of the time
limit, the Department shall make renewal by chaggam additional fee of twenty
five percent of the renewal fee. The license, revemdation letter or certificate
not renewed even within that time limit shall idacto be invalid.

Chapter- 5
Quality Standard of Drugs

Drugs to be safe for public consumption, efficacious and of quality

standard: Each drug shall be safe for public consumptioricaious and of quality
standard in such a manner as to keep on maintaitsipgescribed quality standard.

Prohibition on manufacture, sale, distribution, export, import, storage

or consumption of drug not conforming to prescribed standard: No

person shall manufacture, sell, distribute, expimnport, store, orcause to do
same orcause the consumption of, a drug which is not dafe public
consumption, efficacious and of quality standard.

Return of drug which is not safe for public consumption, efficacious and

of quality standard: (1) If a drug which has already been marketed &te and

distribution is not safe for public consumptionfiedcious and of quality standard
pursuant to Section 12, the manufacturer or hisdgent shall get back such drug
from the seller or distributor.

(2) If it comes to the knowledge of the Admingor in any manner that
a drug which is not safe for public consumptionficatious and of quality
standard has been marketed for sale and distriput®/'she may cause the seller or

distributor of the drug to return the drug to itamafacturer.

* Inserted by the Second Amendment.
¥ Amended by the Second Amendment.
* Inserted by the Second Amendment.



15. Provision of compensation: If a drug manufactured in such a manner that it is

not safe for public consumption, efficacious andjeélity standard results in the
death of, or causes injury to the health of ang@erthe drug manufacturer shall
be responsible for it and provide compensatiomrascribed, to the successor to
the deceased for such death and to that persbe ievent of such injury.

%16. Submission of letter of guarantee to Department: A drug manufacturer

him/herself or his/her authorized agent or expaoteimporter shall submit to the
Department a certified copy of the document issumd the manufacturer
guaranteeing that the drug registered pursuantetdid® 8A is safe for public
consumption, efficacious and of quality standard.

17. Categorization of drugs. (1) The drugs may be classified into categoriesutr-

categories, as prescribed.
(2) No person shall sell or distribute sdchgs without prescription of a
doctor as categorized not to be sold or distribusathout such prescription

pursuant to Sub-section (1). The pharstacor pharmacy assistantor

professional person himself shall sell or distrébatch drugs on prescription of a

doctor; and the presence of a pharmacist or pharrassistarit or professional

person shall be compulsory where a personrothan the doctor, pharmacy
assistartt or professional person sells or distributes suciys!
(3) The drugs categorized as to be sold or bigied only in presence of

a pharmacist or pharmacy assistaot professional person or any of them while

making categorization pursuant to Sub-section (&Y tve sold or distributed only
by them or in their presence.

(4) Any seller may, based on the experience,salreasonable quantity

¥ Amended by the Second Amendment.
* Inserted by the Second Amendment.
* Inserted by the Second Amendment.
* Inserted by the Second Amendment.
* Inserted by the Second Amendment.



the drugs other than those categorized pursuansutisections (2) and (3).
Explanation: “Pharmacist” means a person who has done graduatio
pharmac¥ or graduation in pharmaceutics or and been recogriyeithe Drugs

Advisory Committee, "pharmacy assistant" means esqpe who has passed

certificate level or equivalent in pharmécgnd "professional person” means a

person who has possessed the prescribed quabfisaéind been recognized by the

Drugs Advisory Committee.

18.  Prohibition on misuse or abuse of drugs. (1) No person shall misuse or abuse

drugs.

(2) Sale and distribution of any drug in contraven of the provisions
contained in Sub-sections (2) and (3) of Secti@nshall be deemed to have
misused or abused such drug.

19. Prohibition on false or mideading advertisement of drugs. (1) No person

shall make a false or misleading publicity or atigement about the use, utility
or efficacy of any drug.

(2) Any person who intends to make publicity or edisement of any drug
shall obtain the license, as prescribed, from tlepddtment, by paying the fees
prescribed for the same.

Chapter- 6
Inquiry and I nspection

20. Powersof Inspector to makeinquiry and inspection: (1) The Inspector may

inspect, enquire and search any place where aisltoging manufactured, stofed
sold, distributed or transported.

(2) If, in making inspection, inquiry or searchrguant to Sub-section
(1), the Inspector suspects that any drug is né $far public consumption,

efficacious or of quality standard or has a reabtenground to believe that any

¥ Amended by the Second Amendment.
* Inserted by the Second Amendment.
* Inserted by the Second Amendment.



activity is being carried out in contravention bistAct or the Rules framed under
this Act, the Inspector may seal the drug whichshe/has found, hand over its

custody to its owner, receive a receipt from thaher, withhold such drug and

give order to immediately stop such actitity

(3) If the Inspector makes inspection, inquirysearch pursuant to this
Section or stops a drug or sends sample of that fdruesting, he/she shall submit
a report thereon to the Administrator within thdzsys.

(4) If the drug, which has been withhold by fnepector pursuant to Sub-
section (2), is proved, from the analysis or tgstlresearch center, laboratory, hospital,
pharmacy or clinic, that it is not safe for pubtiocnsumption, efficacious or of quality
standard, such drug may be seized or destroyeddsr of the Administrator; and the
Administrator may, while issuing such order, ortteicancel the recommendation letter,
product license, certificate or license issued uticis Act.

*(4a) If, in carrying out analysis or test pursutmiSub-section (4), any drug is
found to be safe for public consumption, efficasicand of quality standard but the
person manufacturing, selling, distributing, stgritransporting, exporting or importing
such drug is held to have committed any activityiolation of this Act or the Rules
framed under this Act, the Administrator may seigech drug and control the
manufacturing, sale, distribution, storage, tranigimn, export or import of such drug or
suspend the license or certificate or recommendagiber of such person for a period not
exceeding six months.

(5) The manufacturer shall bear the expendituresried in destroying the drug
pursuant to Sub-section (4) If the drug seized fribm seller and stopped is to be
destroyed, the value of such drug received by taeufacture from the seller shall also be

got reimbursed by the manufacturer to the seller.
*(6) The Department may, as per necessity, deputeerpert in the concerned

subject to assist in the inquiry and inspectionedesrred to in this section.

¥ Amended by the Second Amendment.
* Inserted by the Second Amendment.
* Inserted by the Second Amendment.



%21. Filing complaint against order of Administrator: (1) A person who is not

satisfied with an order issued by the Administraimrcancel or suspend the product
license,recommendation letter, certificate or license panduo Sub-section (4)
and (4a) of section 20 may file a complaint befilne Secretary at the Ministry of
Health within thirty five days after the date otegpt of such order.

(2) The complaint filed pursuant to Sub-sectiongiall be decided within
three months.

22.  Proceduresto befollowed while making inspection or inquiry: The

methods and procedures, as prescribed, shall loevésd while making inspection,

inquiry and search under this Act.

*23.  Qualifications of Inspector and Analyst: (1) The Inspector shall possess the

following qualifications:

(a) Graduation in pharmatyor

(©) -

% (d) Having passed certificate level or equivaientharmacy and
gained at least five years of experience in phaymelated works.
(2) The Analyst shall possess the following gications:

(a) Graduation in pharmacy or

* (al) Master's degree in chemistry, or

(b) Graduation in chemistry and gained at leastdtyears of

experiences in drug analy8is

¥ Amended by the Second Amendment.
* Amended by the First Amendment.

¥ Amended by the Second Amendment.
* Deleted by the Second Amendment.

* Deleted by the Second Amendment.

¥ Amended by the Second Amendment.
¥ Amended by the Second Amendment.
* Inserted by the Second Amendment.

¥ Amended by the Second Amendment.
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24.

®25.

26.

®27.

28.

Sending sample of drug for test: The Inspector shall send the sample of a drug,

which has been withheld or seized in the coursengfection or inquiry, to the
research center, laboratory, hospital, dispensagjimic, as prescribed, for test or
analysis; and the Analyst shall also carry out sasaey test or analysis and send a
report thereof to the Administrator, as prescribed.
Chapter- 7
Miscellaneous

Powers of Government of Nepal to prohibit manufacture, sale,

distribution, storage, transportation, export, import or consumption of

drugs. If Government of Nepal thinks it necessary to fsiththe manufacture,
sale, distribution, storage, transportation, expwnport or consumption of any
drug, it may, by a notification in the Nepal Gaegtissue order to prohibit the
manufacture, sale, distribution, storage, transpiort, export, import or
consumption of such drugs.

Powers to fix price of drug: The Department may, if it deems necessary, fix the

price of any drug, by obtaining approval of the &mment of Nepal. If the Department
so fixes the price of any drug, a notice therealidie published in the Nepal Gazétte

Provisions relating to prescription: The provisions relating to the issuance of

prescription by the prescribed doctor or recoghigategrated) doctor or health
worker about the drugs categorized pursuant ttidet7 shall be as prescribed.

Prohibition on manufacture, sale, distribution, dispensing or storage

without making arrangement of regquired human resources or

resour ces: No person shall manufacture, sell, distributepélising, store, export

or import® any drug without adequately arranging such hunesource and

¥ Amended by the Second Amendment.
* Inserted by the Second Amendment.

¥ Amended by the Second Amendment.
* Inserted by the Second Amendment.

> Inserted by the First Amendmend .
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29.

30.

31.

32.

33.

othe!’ necessary materials related with such activity passcribed for the

manufacture, sale, distribution, dispensing, steraexport or import of such

drug.
Prohibition on adulteration in drugs and sale of adulterated drugs: (1)

No person shall adulterate any drug so as toaobbr lessen or change its effect
or be injurious or sell or offer to sell such grar dispense it to any one for
treatment with knowledge of such adulteration.

(2)  No person shall sell any other substanceessgmting it to be a drug.

Prohibition on sale or distribution of date expired drugs: No person shall

sell or distribute any drug which is date expired

Licenseto be obtained from Department for clinical trial of new druq:

Any person who intends to carry out a clinicalltohany new drug shall obtain license
from the Department, as prescribed, for such trial.

Explanation: For purposes of this section “clinical trial” maathe testing of a new drug
by administering it to any patient or other persdth his/herconsent in a hospital or
similar other clinic as prescribed in the licenseorder to ascertain whether it is
appropriate to bring that drug into use.

Disclosur e of system of drug and other particulars while manufacturing

drug: (1) While manufacturing any drug, its label shall sut the matter which of
the Allopathic Ayurvedic, Homeopathic otJnani systems that drug belongs to.

(2) While manufacturing any drug, the possibléeseffects from the
consumption of that drug shall be mentioned asqpiiged.

Nar cotic and poisonous drug to be kept safely: (1) A clear label shall be

put on the prescribed narcotic and poisonous dangd, such drug shall be kept
safely.
(2) Any person who sells and distributes the oi@ezcand poisonous drugs

as referred to in Sub-section (1) shall maintainords of the narcotic and

* Inserted by the Second Amendment.
> Inserted by the First Amendment .
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34.

35.

poisonous drug sold or distributed by him/her ie tprescribed format; and a
prescription relating to such narcotic and pois@ndrug written by a doctor shall

be attached with such records.

Penalties: (1) Any person who violates Chapter 4 or an ordereferred to in section 25

shall be punished with imprisonment for a term exteeding three years or a fine not

exceeding Twenty Five Thousand Rupgges with both.

(2) Any person who makes an improper use of osuses a drug

contrary to Section 28or adulterates a drug or sells an adulterated drusglls

any other substance representing it to be a dongrary to section 29 or sells or

distributes a date-expired drug contrary to sac806 or_does any act contrary to

section 3% shall be punished as follows:

(@) in the event of the possibilit y of a risk ofaiming life, life
imprisonment or imprisonment for a term not excegden years and
a fine;

(b) in the event of the possibility of disempowennher deprival of
capacity of any organ of the body, imprisonment &orterm not
exceeding ten years and a fine; and

(c) in other conditions, imprisonment for a termt e&ceeding five years
or a fine or both.

(3) Except as mentioned in Sub-sections (1) &hda( person who commits
any act contrary to this Act or the Rules framedar this Act shall be punished
with imprisonment for a term not exceeding oneryeaa fine_not exceeding
Five Thousand Rupe&sr both.

Celling of fine and imprisonment in lieu of fine (1) For the purpose of

imposing a fine pursuant to Sub-section (2) of ®ac84, such fine shall not exceed the

¥ Amended by the Second Amendment.
* Inserted by the Second Amendment.

¥ Amended by the Second Amendment.
¥ Amended by the Second Amendment.
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36.

37.

38.

39.

amount in controversyB{go) or One Hundred Thousand Rup®eghichever is higher.

Provided, however, that such excessive fine stmlbe set as is not suitable to the

condition of an offender or the circumstance ofdaffence.

(2)  While setting the punishment of fine pursunBub-section (1), the
judicial authority shall also specify in his/hercggon the term of imprisonment, in
lieu of the fine, which the offender has to serveHis/her failure to pay that fine.

(3)  Where the punishment of fine is imposed foo#ence and there is
also a provision of punishment of imprisonmentdoch offense, punishment of
imprisonment shall not be set for a term exceetivgyears for the failure to pay
the fine under Sub-section (2). If punishment f& imprisonment is imposed, no
additional imprisonment shall be imposed.

Right to register patent of drug: The right related with the registration of pateht o

a drug shall be as per the prevailing law.

Delegation of authority: Government of Nepal may delegate to any officidloal

any of the powers conferred to the Administratarspant to this Act.

Government to be the plaintiff : Government of Nepal shall be plaintiff in the

cases of under this Act.

| nvestigation and filing of case: (1) The Inspector shall investigate any case relate

with an offense punishable under this Act and tiile case with the Judicial Authority

after completion of such investigation.

*(1a) In investigating a case pursuant to Sub-sedti), the Inspector
shall have the powers to arrest a person involuetthe offense, search any place
whatever related with the offense, take custodyaalocument or other goods

related with the offense and execute a deed ofi@uriguiry (sarjamin).

*(1b) In making investigation pursuant to Sub-sexti¢la) and (1b), the

Inspector may get the accused to make depositiolh @am reasonable grounds,

¥ Amended by the Second Amendment.
* Inserted by the Second Amendment.
* Inserted by the Second Amendment.
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40.

release him/her on personal bail, security or guaeor detain him/her for a
period not exceeding twenty five days, by obtainigor permission of the
Judicial Authority.

*(1c) In doing any activity as referred to in Sulstgms (1a) and (1b), the
Inspector may, as per necessity, seek assistanttee gfolice personnel. If such
assistance is sought, the police personnel shalkrenecessary assistance.

(2) In investigating and filing a case pursuantSwob-section (1) the
Inspector may seek opinion of the Government AttgriAfter the filing of a case,
the Government Attorney shall plead and appeatése.

Power to frame Rules. Government of Nepal may frame Rules in order tolément

the objectives of this Act.

* Inserted by the Second Amendment.
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