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DrugsRegistration Rules, 2038 (1981)

Date of publication in Nepal Gazette
2038.4.19 (3 Aug. 1981)

Amendment:
Drugs Registration (First Amendment)
Rules, 2058(2001) 2058.5.18 (3 Sep. 2001)

In exercise of the powers conferred by Sectionfibe Drugs Act, 2035(1978),
Government of Nepal has framed the following Rules.

1. Short title and commencement: (1) These Rules may be called as “Drugs
Registration Rules, 2038 (1981)."

(2) These Rules shall come into force in such am@ on such date as

Government of Nepal may appoint by a Notificatiarthe Nepal Gazette.

2. Definitions: Unless the subject or the context otherwise reguin these Rules,-
(@)  “Act” means the Drugs Act, 2035(1978).
(b)  “Department’ means-the Department of Drugs Adstiation.

3. Recommendation letter to be obtained to establish drug industry: (1) If a

person intends to obtain a recommendation letteestmblish a drug industry
pursuant to Section 7 of the Act, such person gnake an application to the
Department.in the format as referred to in Schedule

(2) If,-on making necessary inquiry into the apglion after it is made
pursuant to Sub-rule (1), the Department thinksreasonable to issue a
recommendation letter to establish that drug ingusit shall issue the
recommendation letter to the applicant in the fdramreferred to in Schedule-2

by *collecting the fees as prescribed in Schedule-14

%+ Inserted by the First Amendment.
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4.

*4A.

Product license to be obtained to manufacture drug: (1) A person who has

already established a drug industry after havintpiobd the recommendation
letter pursuant to Sub-rule (2) of rule (3) or aso® who has already established a
drug industry prior to the commencement of this #lcall make an application to
the Department in the format as referred to in 8ale3 to obtain the product
license to manufacture the drug pursuant to se&iohthe Act.

(2) After an application is made pursuant to Sub-rgl), the
Department shall make necessary inquiry into théenand register such drug in
the registration book in the format as referredintoSchedule-4 and issue the
production license to the applicant in the formatreferred to in Schedule<5hy

collecting the fees as prescribed in Schedule-14

Regidration of drug prior toitssale and distribution: (1) For purpose of Sub-
section (1) of Section 8A. of the Act, an indudigving obtained the production

license shall, prior to the sale and distributidreach drug manufactured by i,
make an application to the Department setting batfollowing details, in the
format as referred to in Schedule-4A., for theistgtion of the sale and
distribution of such drug:
(a) Product specification of the manufactured drug,
(b) = Method of analysis of the manufactured drug test report
conducted by a laboratory specified by the Depantme
(¢) A sample of the manufactured drug, along wilte tabel
indicating its price,
(d)  Other matters specified by the Department.
(2) If, upon making necessary inquiry into the &ggilon received pursuant
to Sub-rule (1), the Department deems proper tb asad distribute the drug
mentioned in the application, it shall registertsdeug and issue the drug sale and

distribution registration certificate in the formes referred to in Schedule-4B, by

& Amendment by the First Amendment.
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collecting the drug registration fees as prescrinesichedule-14 for each drug.

(3) Each drug manufacturer who has obtained thdymtolicense pursuant

to Section 8 of the Act prior to the commencementhese Rules shall register

each drug manufactured by it pursuant to these Ritken one year after the date

of commencement of these Rules and obtain the dalg and distribution

registration certificate.

4B. Regidration prior toimportation of drug: (1) For purposes of Sub-section (2)

of Section 8A of the Act, a person who intendsnport a drug shall make an

application to the Department, setting out theofslhg details of the drug which

he intends to import, in the format as referrednidchedule-4C, for the drug

import registration certificate:

(a)

(b)
(€)

(c)
(d)
(€)

A certified copy of the certificate issued byauthentic body
certifying that the  manufacturer has followed good
manufacturing practices,

Product specification of the manufactured drug,

Method of analysis of the manufactured drug test report
conducted by a laboratory specified by the Depantme
Pharmacopoeia standard,

A sample of the manufactured drug,

Other matters specified by the Department.

(2). Notwithstanding anything contained in Sub-r#, in making an

application to import anyAyurvedic, homeopathic and other traditional drug, the

following details shall be attached with it:

(a)
(b)
(€)

(d)

Details mentioned in the book or literature,

Product specification of the manufactured drug,
Recommendation of the concerned body in thee a#sa
patented drug,

A sample of the manufactured drug, and
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(e)  Other matters specified by the Department.

(3) If, on making necessary inquiry into the apgion received pursuant to
Sub-rule (1), the Department deems proper to impg@tdrug mentioned in the
application, it shall register such drug in thenfat as referred to in Schedule-4D
and issue the certificate in the format as refeteech Schedule-4E by collecting
the drug registration fees as prescribed in Scleetidlfor each drug.

(4) Notwithstanding anything contained in Sub-ruldg and (2), the
Department may, on recommendation of the drug advisommittee, issue the
import recommendation letter for importing the dwling drug in the following
circumstance:

(@) Inthe case of a life saving drug, on the bakthe concerned
doctor,
(b)  Where a drug is imported as a grant to a gowemal or
nongovernmental body or organization,
(c) Where a governmental body imports a drug as ther
international bidding system.
=5, Recommendation letter to be obtained for exportation or importation of

drug: (1) For purposes of Section 9 of the Act, a pemsbo intends to import or
export a drug shall make an application to the Depent in the format as referred
to in Schedule-6.

(2) If, on making necessary inquiry into the apgion received pursuant to
Sub-rule (1), the Department deems proper to imqoeixport the drug mentioned
in the application, it shall issue the recommerwtatetter in the format as referred
to in Schedule-7 by collecting the drug import axport fees as prescribed in
Schedule-14.

6. To obtain certificate of reqgistration of name, and shop or firm selling and

distributing drug: (1) If a person intends to obtain a certificateer having his

& Amendment by the First Amendment.
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name and shop or firm pursuant to Section 10 ofAtte such person shall make
an application to the Department in the formatdsrred to in Schedule-8.

(2) If, on making necessary inquiry into the apglion after it is made
pursuant to Sub-rule (1), the Department thinkge&sonable to issue such
certificate, it shall register the name of the parand shop or firm selling and
distributing the drug in the registration book e ttormat specified by it and issue
the certificate to the applicant in the format agemed to in Schedule-9, by

collecting the fees a@®prescribed in Schedule-14

To obtain license to make publicity or advertisement of drug: (1) If a person

intends to obtain a license to make publicity oveatisement of a drug pursuant to
Sub-section (2) of Section 19 of the Act, such gershall make an application to
the Department in the format as referred to in 8akee 10.

(2) If, on making necessary inquiry into the apglion after it is made
pursuant to Sub-rule (1), the Department deemsegprtip publicize or advertise
the drug mentioned in the application, it shallussthe drug publicity or
advertisement license in the format as referreid t8chedule-11 by collecting the
drug publicity or advertisement fees as prescribeSchedule-14 for each drug to
be publicized or advertised, subject to sectionflie Act.

License to be obtained for clinical trial of new drug: (1) If a person intends to

carry out a clinical trial of any new drug pursuamtSection 31 of the Act, such
person shall make an application to the Departrretite format as referred to in
Schedule-12.

(2) If, upon making necessary inquiry into the aggilon after it is made
pursuant to Sub-rule (1), the Department deemseprtmpissue the license to carry
out the clinical trial of that new drug, it shadisue the license in the format as

referred to in Schedule-13, by collecting tees as prescribed in Schedule-14

Renewal fees: The renewal fees as referred to in Scheduleha$ ke chargeable

+
+

Inserted by the First Amendment.
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for the renewal, pursuant to Sub-section (2) oftisacll of the Act, of any
license, certificate and recommendation letteraddsoursuant to these Rules.

10.  Issuance of duplicatecopy: (1) If any recommendation letter, product license,

license or certificate issued pursuant to thesedRid lost or otherwise destroyed,
the concerned person who intends to obtain a daplicopy thereof shall make an
application, with a stamp of one rupee being affiteereto, and setting out the
details of such loss or destroy, to the Department.

(2) After an application as referred to in Sub-r§B is made, the
Department may issue a certified duplicate copgufh recommendation letter,

product license, license or certificate to the @mapit, ¥by collecting the fees as

referred to in Schedule-14

11. Observance of codes A person who has obtained a recommendation letter,

product license, license and certificate pursuarnhése Rules shall, while doing,
or causing to be done, any act as referred to oh secommendation letter,
product license, license or certificate, obsereedbdes issued by the Department
in respect of such act.

12. Power of Government of Nepal to alter the Schedule: Government of Nepal

may, by a Notification published in the Nepal Gézemake necessary alteration

on the Schedules.
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Schedule-1

(Relating to Sub-rule (1) of Rule 3)

Application for recommendation letter of establishment of drug industry

The Administrator,

Department of Drugs Administration.

ubject: Request for recommendation letter for establishiro@drug industry.

Sir,

Whereas, l/we intend to establish the followingglmdustry; Now, therefore, I/we make

this application, affixing a stamp of one rupeedterand setting out the following details, to

obtain a recommendation letter for the same.
1. Proposed drug industry's:

(@) Name:
(b) Place where it is established: (Also mentioanlame and ward number of the
District and Municipality or Village Development @uonittee)
(c) Estimated capital and-source of that capital:
(d)  Where a preliminary study report carried outtba establishment is attached
or not:
()  Whether a sketch and map of the plan also sipvhe area where the
industry is to be established is attached or not:
S.N. | Of the drugto be manufactured by the proposed Remarks
Name System (et out whether itis Group or | Composition (set out
Allopathic , Homeopathic, | sub-group| whether itis a tablet,
Ayurvedic, Unani etc. injection, capsule etc.)
7
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2. For the manufacturing of drug by proposed ingust
(@) Description of required raw materials and seuhereof:
(b)  Whether a machine is required or not, if sares, possible details thereof:
(c) Of the required house or building:

() Whether sketch and map is attached or not:

(20  What will be its composition:

(3  Whether outside environment will be pollutedeah and clean or
otherwise, mention it:

(49  Whether the air can pass through the room trviention why and for
what reasons such room has to be so built thaaithean or cannot so
pass through it:

(55  Whether the sun or light can enter the roonmair Mention why and
for what reasons such room has to be so builtttteasun or light can

or cannot so enter it:

Applicant's:
Signature:
Name, surname:

Address:
Date:

www.lawcommission.gov.np
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Schedule-2
(Relating to Sub-rule (2) of Rule 3)
Government of Nepal
Ministry of Health Department of Drugs Administiati

Recommendation letter for establishment of drug industry

This recommendation letter is hereby issued, getimt the following matters, for the

establishment of the following drug industry, subje the Drugs Act, 2035 (1978) and

the Drugs Registration Rules, 2038 (1981).

1. Of the drug industry recommended for establisiime
(& Name:
(b)  Place where it is established:
(c) Estimated capital:

2. Of the drug that can be manufactured by the dndgstry after having obtained

the product license:

Of the drug Remarks
Name System Group of sub-grou Composition
3. Recommendation letter receiving person's:

(@) Name and surname:
(b)  Address:
4. Validity period of recommendation letter:

Signature of the recommendation letter receivingqe:
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Date:
Recommendation letter issuing officer's:
Signature:
Name and surname:
Designation:
Date:
(The matters to be written on the back side oftat®mmendation letter)
Renewal of the recommendation letter
Recommendation letter
Validity extension period Rgne\{ving Renewal feesi Department's Remarks
From To Officer's Seal

signature and datge

10
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Schedule-3

(Relating to Sub-rule (1) of Rule 4)

Application for product license
The Administrator,
Department of Drugs Administration.
Sir,
Whereas, in order to manufacture the following drbg the following drug industry already
established after having obtained the followingpramendation letter and license, I/we intend
to obtain the product license by having the dreggstered;
Now, therefore, I/we have made this applicatiofixafg a stamp of one rupee hereto, to obtain

the product license. The duplicate copies of titkememendation letter.and license are attached

herewith.
1. Serial number of the recommendation letter af bepartment and date thereof:
2. Date of license obtained from-----Department:

3. Drug industry:
(& Name:
(b)  Place of establishment: (Also mention the namd ward number of the

district, Municipality and Village Development Conittee.)

Drug to be manufactured
S.N. | Name | System | Group. | Composition | Type | Colour | Weight | Activeingredient | Diseaseto be
or of per Name | Quantity | curedfrom
sub- kind unit consumption
group
5. Whether the required materials related withmiaamufacture of drugs are available

in an adequate quantity or not:

Applicant's:
Signature:
Name and surname:
Address:

Date:

11
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(Relating to Sub-rule (2) of Rule 4-%)-

Schedule-4

Registration book

The following drug has been registered as folloavsts manufactur&, subject to the Drugs Act,

2035(1978) and the Drugs Registration Regulatio8821981).

Registration Of the drug
No Name | Systen | Group| Compositiot | Type | Colour | Active ingredien | Disease t¢ Name Registering
or or be cured*.| manufacturing  officer's
sub- kind from its company and| signature
group consumption country and date
Name| Quantity
Deleted by the First Amendment.
%+ Inserted by the First Amendment.
12
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Schedule-4X&
(Relating to Sub-rule (1) of Rule 4)

Application for drug sale and distribution regisioa certificate

The Administrator,

Department of Drugs Administration.

Dear sir,

Whereas, the drug as referred to in the prodeen$ie, bearing number........... :
issued by that Department is appropriate for satkdistribution; Now, therefore, I/we
have made this application, setting out the follugvdetails and affixing a stamp of five
rupees hereto, to obtain the sale registrationficate, pursuant to Sub-rule (2) of Rule
4A. of the Drugs Registration Rules, 2038(1981).

1. Drug of which sale registration certificatengeinded to be obtained:
(& Name:
(b)  System:

(c)  Group or sub-group:

(d)  Composition:

(e)  Active ingredient and quantity (per unit):

()] Expiry date:

(g0 Pharmacopoeia standard:

(h)  Retall price:

() Laboratory having conducted analysis and tast] the analysis and test

report issued by that laboratory and date thereof:

%+ Inserted by the First Amendment.
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2. Other details:

(@) Whether the product specification setting dowvime size, color,
measurement or weight, taste and flavor of drughoe of packing and
details mentioned in its label is attached or not:

(b)  Whether the method of analyzing and testiegdiug is attached or not:

(c)  Whether the label, cartoon and sample of éswdtached or not:

Applicant’s:
Signature:

Name and surname:
Address:

Date:

14
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Schedule-4&
(Relating to Sub-rule (2) of Rule 4A.)

Government of Nepal
Ministry of Health Department of Drugs Administiati
Drug sale and distribution registration cer tificate
Sale and distribution registration certificate n@mb
Sir,
The sale and distribution registration certificags been issued for the following drug, pursuant
to Sub-section (1) of section 8A of the Drugs AR035(1978) and Sub-rule (2) of Rule 4A of the
Drugs Registration Rules, 2038 (1981).

1. Of the drug:
(€)) Name:
(b) System:
(© Group and sub-group:
(d) Composition:
(e) Active ingredient and quantity (per unit):
()] Expiry date:
2. Product specification (certified copy is attad
Fees received for the sale registration cestifi: Rs.---
4. Validity period of certificate:

w

Certificate receiver's:
Name and surname:
Address:

Signature:

Date:

Certificate issuing officer's:
Signature:

Name and surname:
Designation:

Date:

%+ Inserted by the First Amendment.
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Note bene: Prior approval has to be obtained from the Depantnifeany alteration is to be

made in the product specification and label sulemiitio the department and in the above-

mentioned details:

Amendment to the certificate

Date Details o Amendment
Renewal
Period of extension of
validity Fees Officer's signature Remarks
From To
16
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Schedule-4&
(Relating to Sub-rule (1) of Rule 4B)

Application for drugimport registration certificate

The Administrator,

Department of Drugs Administration.

Sir,

I/lwe have made this application, setting out thdofdng details and affixing a

stamp of five rupees hereto, to obtain the drug orhpregistration certificate,
pursuant to Sub-section (2) of Section 8A. of theudd Act, 2035(1978) and Sub-
rule (1) of Rule 4B of the Drugs Registration Ru2338 (1981).

1. Drug of which import registration certificateildended to be obtained:
(& Name:
(b)  System:
(c)  Group and sub-group:
(d)  Composition:
(e)  Active ingredient and quantity (per unit):
()] Expiry date:
(g) Pharmacopoeia standard:
(h)  Retall price:
() Laboratory having conducted analysis and tast] the analysis and test

report issued by that laboratory and date thereof:

%+ Inserted by the First Amendment.

17

www.lawcommission.gov.np



www.lawcommission.gov.np

2. Other details:

(@) Whether the product specification setting dowime size, color,
measurement or weight, taste and flavor of drughoe of packing and
details mentioned in its label is attached or not:

(b)  Whether the method of analyzing and testiegdiug is attached or not:

(c)  Whether the label, cartoon and sample of dnegattached or not:

Applicant's:
Signature:

Name and surname:
Address:

Date:

18
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Schedule-40
(Relating to Sub-rule (3) of Rule 4B)
Registration book

The following drug has been registered as followas ifs import, subject to the Drugs Act,
2035(1978) and the Drugs Registration Rules, 208(1L

Of the dru
. Registering
. . Group L . Disease to Name SN
Registration or | Type Active ingredient|  he cyred | manufacturing officers
No Name| System Composition| or | Colour . signature | Remarks
sub- kind from.its company and and date
group Name | Quantity consumption country

%+ Inserted by the First Amendment.

19
www.lawcommission.gov.np



www.lawcommission.gov.np

Schedule-4E
(Relating to Sub-rule (3) of Rule 4B)
Government of Nepal
Ministry of Health
Department of Drugs Administration

Drug import registration certificate

Import registration certificate number:

Sir,
The drug import registration certificate has bewmiésl, setting out the following details,
pursuant to Sub-section (2) of Section 8A of thed3r Act, 2035(1978) and Sub-rule (3)
of Rule 4B. of the Drugs Registration Rules, 2038(1).
1. Of the drug:
(& Name:
(b)  System:
(c)  Group and sub-group:
(d)  Composition:
(e)  Active ingredient and quantity (per unit):
()] Expiry date:
2. Manufacturer's:
(& Name:
(b)  Address and country:
3. Fees received for the import registration Gedte: Rs.---
4. Validity period of certificate:
Import registration certificate obtainer's:

Name and surname:

20
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Address:

Import registration certificate receiver's:

Signature:

Name and surname:

Address:

Date:
Certificate issuing officer's:
Signature:
Name and surname:

Designation: Date:

Note bene: Prior approval has to be obtained from the Depant if any alteration is to be
made in the product specification and label suleahitb the department and in the above-

mentioned details:
Amendment to the certificate

Date Details of Amendment

Renewal

Period of extension of
validity Fees Officer's signature Remarks
From To

%+ Inserted by the First Amendment.
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Schedule-5
(Relating to Sub-rules (2) and (3) of Rule 4)
Government of Nepal
Ministry of Health

Department of Drugs Administration

Serial number:

Product license

This product license is hereby issued setting lmitfollowing matters, allowing the-------
-industry already established in ------- , basedlenfollowing recommendation letter and
the license, subject to the Drugs Act, 2035(1978) #e Drugs Registration Rules,
2038(1981).

1. Serial number of the recommendation letter sf Brepartment and date thereof:
Date of license obtained from-----Department:

3. Drug industry:
(& Name:
(b)  Place of establishment: (Also mention the namd ward number of the

district, Municipality and Village Development Conittee.)

Drug licensed for Manufacture

Group Active ingredient

. . Type Weight and ;
S.N. Remarks
Regﬁgamn System 3?1[3- Composition| or | Colour | measure ment Name | Quantity
kind per unit
group

22
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4. Product license obtainer's:
€) Name and surname:
(b)  Address:
5. Fees received for the issuance of product $eeRs.---

Validity period of product license:

Product license receiver's:
Signature:
Date:

Signature:

Product license issuing officer's:

Name and surname:

Designation:

Date:

(The matters to be written on the reverse sidaisfroduct license)

Renewal of the product license

Products license

Validity extension

perioc

Renewing officer's| Renewal

From

To

sighature and date fees

Department's
Seal

Remarks

23
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Schedule-6
(Relating to Sub-rule (1) of Rule 5)

Application for drug export/import recommendation letter

The Administrator,
Department of Drugs Administration.

Sir,

Whereas, llwe intend to obtain a recommendatiorerleto export/import the
following drug;

Now, therefore, IAwe have made this applicatiorttisg out the following matters

and affixing a stamp of one rupee hereto, to oliteerrecommendation letter.

Drug to be exported/imported

Group Active ingredient's Name of
or o manufacturing
S.N. | Name| System sub- Standard - Composition Name Quantity| company and
groug country

Applicant's:
Signature:
Name and surname:

Address:
Date:

24
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Schedule-7
(Relating to Sub-rule (2) of rule 5)
Government of Nepal
Ministry of Health
Department of Drugs Administration

Drug export/import recommendation letter

This recommendation letter is hereby issued, getomt the following matters, to
export/import the following drug, subject to theugs Act, 2035(1978) and the Drugs
Registration Rules, 2038 (1981).

1.
Drug recommended to be exported/imported
Group Active ingredient' Name of
or - manufacturing
S.N. | Name| System sub- Standard Compositior Name Quantity, company and
group country

2. Recommendation letter obtainer's:
(a) Name and surname:
(b) Address:
3. Validity period of recommendation letter:

4. Recommendation letter receiver's:

Signature:
Date:

25
www.lawcommission.gov.np



www.lawcommission.gov.np

Recommendation letter issuing officer's:
Signature:

Name and surname:

Designation:

Date:

(The matters to be written on the reverse sidéisfrecommendation letter.)

Renewal of ther ecommendation letter

Recommendation letter

Validity extension
period

Department's

Seal Remarks

Renewing officer's | Renewal

From To signature and date fees

26
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The Administrator,

Schedule-8

(Relating to Sub-rule (1) of Rule 6)

Application for certificate

Department of Drugs Administration.

Sir,

Whereas, l/we intend to have registered my/our nam# the name of the following

shop or firm and obtain a certificate for the saled distribution of the following

drug;

Now, therefore, Iiwe have made this applicatiorttireg out the following matters

and affixing a stamp of one rupee hereto, to oliteercertificate.

1. The drug selling and distributing pharmaciseéotrepreneur and other person’s:

Name and
Surname

Address

Qualifications

Qualification | Experiences

Whether certified coj
of qualification is
attached or not

byRemarks

2. Of the shop or firm selling and distributing tirig:

(a)
(b)
(€)

Name and address:

Estimated capital:

27
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Of the drug to be sold and distributed
Group Manufacturing Storage
System| or sub-| Composition| company and

group country Method Means

SN Remarks

4, Mode of sale and distribution of the drug: rétdiolesale
Whether a certified copy of the document issogpdhe manufacturer of the drug
to be sold and distributed, guaranteeing that sirely is safe for the people,
efficacious and of quality standard, is attachedar If it is not attached, mention

that by when it can be submitted.

Applicant's:
Signature:
Name and surname:
Address:

Date:

28
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Schedule-9
(Relating to Sub-Rule (2) of Rule 6)
Government of Nepal
Ministry of Health

Department of Drugs Administration

Serial number:
Certificate
1. This certificate is hereby issued, setting dw& following matters, allowing the
following person, shop or firm to sell and distridéuhe following drug, subject to
the Drugs Act, 2035 (1978) and the Drugs RegistraRules, 2038 (1981). Of the

pharmacist or entrepreneur and other person allowesell and distribute the

drug:
Qualification Whether certified
Name and copy of
Surname Address Qualifications| Experiences| qualification is Remarks

attached or not

2. Of the shop or firm allowed to sell and disttédthe drug:
(@) Name and address:
(b)  Estimated capital:

(c) Name, surname and address of the owner:

29
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Of the drug allowed to be sold and distributed
Group Manufacturing Storage
System| or sub-| Composition| company and
group country Method Means

SN Remarks

4, Mode of allowed sale and distribution of thegletail/wholesale
Whether, prior to the sale and distribution f drug as referred to in number 3, a
certified copy of the document issued by the masiufar of that drug,
guaranteeing that such drug is safe for the peagfgacious and of quality
standard, has been submitted or not.

6. Certificate obtainer's:
(@) Name and surname:
(b)  Address:

Certificate receiver's:

Signature:

Date: Certificate issuing officer's:

Signature:

Name and surname:

Designation:

Date:
Note bene: Any person who sells and distributes the drugpant to this certificate shall
not be entitled to sell and distribute such drughaut submitting to the Department a
certified copy of the document which that persos bhtained from the manufacturer of
the drug guaranteeing that such drug is safe ferpiople, efficacious and of quality

standard.

30
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(The matters to be written on the reverse sidaigfdertificate.)

Renewal of thecertificate

Certificate
Validity extension Renewing officer's| Renewal Department's Remarks
period . Seal
signature and date fees
From To

31
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Schedule-10
(Relatingto Sub-rule (1) of rule7)

Application for licenseto have publicity and advertisement of drug

The Administrator,
Department of Drugs Administration.

Sir,

Whereas, I/we intend to publicize or advertise thiollowing drug;
Now, therefore, Iiwe have made this applicatiorttirsg out the following matters
and affixing a stamp of one rupee heret@httain the license for the same.

1.

S Of the drug to be publicized or advertised Remalrks
N | Name | System Group Composition| Type Active Name of Disease to
or sub- or ingredient's manufactur| be cured by
group kind | Name | Quantity ing consumption
company

and country,

2. Means of publicity or advertisement of drug:
(@) In which language:

(b) By which means: (poster, motion picture, nevpggg, mobile demonstration
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3. Description relating to the words or symbols e used for publicity and
advertisement of drug:
4. Area where the drug is publicized or advertised
Applicant's:
Signature:

Name and surname:

Address:
Date:
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Schedule-11

(Relating to Sub-rules (2) and (3) of Rule 7)

Government of Nepal

Ministry of Health

Department of Drugs Administration

Licensefor publicity and advertisement of drug

This license is hereby issued, setting out theowalig matters, allowing the following
person to publicize and advertise the followinggjrsubject to the Drugs Act, 2035(1978)
and the Drugs Registration Rules, 2038(1981).

S Of the drutlicensed for publication or advertisemy Remark
N | Name | Systen | Group | Compositiot | Type Active Name of Disease t
or sub- or ingredient's manufactur| be cured by
group kind | Name | Quantity ing consumption
company

and country,

2. Allowed for publicity and advertisement of drug
(@) Means:
(b)  Words or symbols:
(c) Area:
3. Licensee’s:
€)) Name and surname:
(b)  Address:
(©) Occupation:
4. Fees received for the issuance of license: Rs.

www.lawcommission.gov.np
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5. Validity period of the license:
License receiver's:
Signature:

Date:

License issuing officer's:
Signature:
Name and surname:

Designation:

Date:

(The matters to be written on the reverse sidéisflicense.)

Renewal of the license

Certificate
Validity e_xtenS|0n Renewing officer's| Renewal Department's Remarks
period . Seal
signature and date fees
From To
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Schedule-12
(Relatingto Sub-rule (1) of Rule8)

Application for licenseto conduct clinical trial

The Administrator,

Department of Drugs Administration.
Sir,
intend

Whereas, liwe

to conduct the clinical

triaf ~the following drug;

Now, therefore, IAwe have made this applicatiorttisg out the following matters

and affixing a stamp of one rupee hereto, to oliteericense for the same.

1. Of the new drug of which clinical trial is to benducted:
Group Tvpe or Active ingredient's
Name | System| or sub- | Compaosition yp . | Remarks
kind Name Quantity
group
2. Of the disease to be suffered by a patient osgpeon whom clinical trial is
conducted:
(& Name:
(b)  Method of diagnosis:
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3. Of the consumption of the new drug to be adrtenesl in the course of clinical
trial:
€) Method:
(b)  Mode:
(c) Dosage (daily):
(d)  Period:
4. Mode of clinical trial:--

Place where clinical trial is or intended tocosducted:
€) Name and address of hospital:
(b)  Name and address of other doctor:
6. Of the person on whom clinical trial is intedde be conducted:
) Name and surname:
(b)  Address:
(c)  Occupation:
(d)  Qualifications:
7. Mention whether the following details of theasndrug are attached or not:
(@)  Toxicological report:
(b)  Quality control method:

(c)  Other necessary matters:

Applicant's:
Signature:
Name and surname:
Address:

Date:
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Schedule-13
(Relating to Sub-rule (2) of Rule 8)
Government of Nepal
Ministry of Health

Department of Drugs Administration

Licensefor clinical trial

This license is hereby issued, setting out theovalg matters, allowing the following

person to conduct clinical trial of the followingew drug, subject to the Drugs Act,

2035(1978) and the Drugs Registration Rules, 20581

1. Of the new drug licensed for clinical trial:
N Group | Type or Active ingredient's
ame | System| or sub- | Composition Kind Name Quantity Remarks
groug

2. Of the disease licensed for clinical trial:
(@) Name:
(b) Method of diagnosis:

3. Of the consumption of the new drug to be adrtenégl in the course of clinical trial:
(@) Method:
(b) Mode:
(©) Dosage (daily):
(d) Period:
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4. Mode of clinical trial:
Place where clinical trial is to be conducted:
Of the person allowed to conduct clinical trial:
(@) Name, surname and address:
(b)  Occupation:
(c) Qualifications:
7. Validity period of license:
License receiver’s:
Signature:
Date:

License issuing officer's: Signature: Name

and surname: Designation:

Date:
(The matters to be written on t he reverse sidaisflicense.)
Renewal of the license
Certificate Department's
Validity extension period Renewing officer's Renewal pseal Remarks
From To signature and date fees
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Schedul e-14

(Relating to Sub-rule (2) of Rule 3, Sub-rule (2Rale 4, Sub-rule (2) of Rule 4A, Sub-rule (3)
of Rule 4B, Sub-rule (2) of Rule 5, Sub-rule (2Rafle 6, Sub-rule (2) of Rule 7, Sub-rule (2) of

Rule 8, Rule 9, and Sub-rule (2) of Rule 10)
Fees
Initial fees'| Renewal
Description
Rs. feesRs.
For the recommendation letter for the establesfinof an
industry pursuant to Sub-rule (2) of Rule 3. 200/- | -
For the product license pursuant to Sub-rule{Rule 4. 200/- 50/-
For the sale and distribution registration - dedie
pursuant to Sub-rule (2) of Rule 4A. 100/- 50/-
For the import registration certificate pursutmSub-rule
(2) of Rule 4B. 200/- 100/-
For the export/import recommendation letter pamnd to
Sub-rule (2) of Rule 5. 200/- 100/-
For the shop registration certificate pursuantSub-rule
(2) of Rule 5:
(@) Capital not exceeding fifty thousand rupees 0/20 100/-
(b) Capital from fifty thousand one rupees to o¢ne
hundred thousand rupees 500/- 250/-
(c) Capital from one hundred thousand one rupeésed
hundred thousand rupees 1000/- 500/-
(d) Capital exceeding five hundred thousand opees | 2000/- 1000/-
For the publicity and advertisement license pam$ to
Sub-rule (2) of Rule 7:
(@) For the license for publicity and advertisemgnt ®00 2500/-
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Fees
Initial fees | Renewal
Description Rs foes RS

through television
(b) For the license for publicity and advertisemen

through printing or other media 2000/- 1000/-
For the clinical trial license pursuant to Sub-r® of
Rule 8. 5000/- -

For duplicate copies of license,

recommendation letter pursuant to Sub-rule (2)wéRO.

(@)

For the first time

certificate and

50/-
100~

(b) Forthe second time or each time more than that
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