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Office of the Prime Minister and Council of Ministers

Singha Durbar, Kathmandu
Nepal

Date: 2076/10/19

Ref. No.: 82/048

Year: 2076

To

Secretary,

Ministry of Health

Date: 2076/10/19

Subject: Regarding the decision made in the meeting of the Council of Ministers held on 2076/10/19.
Reference is made to your letter dated 2076/09/17, No. 075. The decision of the Council of Ministers.as
of 2076/10/19 is as follows: "Approve 'Standards for Medical Supplies and Equipment, 2076' with
revisions including the suggestions presented during the Bill Committee's discussions and other
pertinent issues presented during the meeting."

(Signature)
(Rajiv Gautam)

Secretary

Telephone: 4211000, 4211001, 4211002, 4211003, 4211004,

4211005, 4211006, 4211007, 4211008, 4211009, 4211010, 4211011, 4211012, 4211013, 4211014,
4211015 |

| Fax: | 4241511, 4241510, 4241591, 4241580 P.O. Box: 23312, Kathmandu, Nepal
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Directive on Regulatory Health Products and Equipment

This directive has been prepared to provide guidelines for the officeholders involved in the manufacture,
export, import, sale, or supply distribution of regulatory health products and equipment to carry out
their responsibilities effectively, including ensuring quality control and adherence to the operating
regulations.

Pursuant to the authority granted by the Good Governance (Management and Operation) Act, 2064,
section 45, the Government of Nepal has issued the following directive.

1. Short Name and Commencement: (1) This directive shall be called the "Directive on Regulatory
Health Products and Equipment, 2079".

(2) This directive has been approved by the Government of Nepal and shall come into force from the
date of approval.

2. Definitions: For the purpose of this directive, unless the context otherwise requires:

(a) "Drug Advisory Committee" means the Drug Advisory Committee formed under section 3 of the Drug
Act, 2035:

(b) "Drug Evaluation Committee" means the Drug Evaluation Committee formed under section 4 of the
Drug Act, 2035.

(c) "Certifier" means a certifier prescribed in sections 4 and 5 of the Drug Act.

(d) "Regulatory Health Products and Equipment" includes the products and equipment listed in Schedule
1.

(e) "Ministry" means the Ministry applicable to.regulatory affairs of Nepal as prescribed.
(f) "Department" means the Department of Drug Administration.

(g) "Supplier" refers to persons, firms, or companies responsible for the supply, distribution, and sale of
regulatory health products or equipment.

3. Application Registration: (1) Persons or institutions intending to establish an industry for the
production of regulatory health products and equipment, or for their export, import, or sale, must apply
to the Department in accordance with the prescribed format in Schedule 2, through the respective
ministry for approval.
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4. Submission of Health Standard or Equipment: (1) The health standard or equipment of products
restricted for production or import shall be submitted according to Schedule-4 to the Department of the
Committee.

Purchase or Use of Health Standard or Equipment: (1) The health standard or equipment shall not be
purchased, used, or sold within Nepal without the approval of the department. A person who sells,
distributes, or produces such standard or equipment shall apply to the Committee's department
following Schedule-5.

(2) Upon receiving an application as per clause (1), the Committee’s department shall examine the
health standard or equipment and, if it deems it usable under the Committee's national and
international requirements, it shall approve its use.

(3) The department shall provide its decision within a period not exceeding thirty days from the date of
application receipt.

5. Sales Center, Form, or Method Approval: (1) To open a sales center, form, or method for selling the
aforementioned health standard or equipment, one must apply to the Department of the Committee
according to Schedule-6.

(2) Upon receiving an application, the Department shall conduct an investigation and, if necessary,
approve the sales center, form, or method. The decision shall be made within thirty days from the'date
of registration.

(3) Renewal of License or Proof: (1) The duration of a license or proof shall be one year.

(2) A license or proof that has not been renewed within the time limit shall be considered void. However,
if an application is made for renewal prior to expiration, it may be granted for an additional six months.

7. Laboratory Examination: The Committee may perform necessary laboratory examinations of the
validity of the health standard or equipment.

8. National Level Inspection: (1) The department shall perform national level inspections of the health
standard or equipment.

(2) Upon conducting inspections; the department shall report to the Ministry of Health and Population.

ANANEN
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(3) Product (R) Consensus standards available‘in the market, the procedure prescribed as per the
international standards used, the health materials used or ordered on the basis of consensus standards.

(4) While making such consensus standard prescriptions, matters related to human and animal health
should be taken into consideration.

8. National consensus standard to be: Any distributed Nepali products, structure, or any displayed
means should be the consensus material or product made from the consensus standard made by the
national consensus.

9. Quality Testing: (1) Any consensus directive prescribed on the basis of the national consensus, the
materials used or the controlled health materials that have quality levelresults, such a standing
committee is inadequate to be tested by the name of the test lab and-quality by a department division.

(a) Product (1) testing a product standard, department division including their actionable sample or its
use international committees with standard products or products‘used to test their quality.

(b) Usefulness (1) (2) testing is not a discovery the formula of any medicinal advisory committee of the
department division, the actionable sample that the product or product usage by pharmaceutical
advisory’committee from the respective action division's experiments.

10..Produce or package: (1) Not able to be used with national consensus committee adequate result
health materials or a product produced or packaged something that is to be of Nepali products. or
packages that are neat or clean.

(a) If it is from any package such means, status, destruction, even if multiplied or stored or any
materials made of such means, the controlled health material products made from Nepali resources will
not come to the country.

11. Not able to produce and sell in official form: Any expert level testing experienced treatment for such
a controlled health material or product’s sale or prescription will not be sold.

(A) A committee which is associated with such lab for "officially usable," a consensus directive of such a
testing division that controls emission materials, such a tested package number to develop a
self-formed committee reporting or’processing person registered.

ENENEN
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13. Maximum Retail Price Determination: The department may determine the maximum retail price of
health products or equipment appointed on‘the recommendation of the Pharmaceutical Council or
Pharmaceutical Consultant based on the prevailing practices.

14. Service Charge and Fees Can Be Charged: The department may charge the prescribed fee in order
to issue the certificate or permit as:per the prevailing law.

15. Examination Expenses: The director or the appointed personnel may examine any health products or
equipment and the expenses of such examination shall be borne by the importer or producer as
prescribed.

16. Inspection and Monitoring to Be Done: (1) The department shall regulate the distribution of health
products or equipment in a systematic manner by inspecting their production, import, and sales.

(2) Regulation shall' be done on the distribution, sale, or purchase of such health products upon
consulting with the appointed Pharmaceutical Council or Consultant.

17. Action According to Prevailing Law: (1) Any individual engaging in activities contrary to this directive
shall be subject to actions according to the prevailing law.

ANRNEN
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Medical non-durables and consumables: Example: surgical commodities (gauge,
bandages, cottons, surgical gloves, catheters, disposable syringes, sutures and catguts,

dental fixtures etc)

Optical appliances. Spectacles, contact lens/ solution, sunglasses, Intraocular Lens etc.

Orthopedic and prosthetic implants/instruments; Example: Artificial limb, implants like

prosthesis, screw plate, nail, rod, orthopedic instruments.
Medical devices (durables); Example: Heart valve acemaker, stents, catheter.
5 bl p 3 >

Medical equipments (life saving and rehabilitation products); Example: ventilator,
defibrillator, anesthesia machine, oxygen concentrator, walker, wheelchairs, crutches and

other rehabilitation aid products, physiotherapy equipments.
Medical equipments (invasive diagnostic)‘; Exambple: ultrasound, MRI, endoscopy. '

Medical devices and reagents (Radio-imaging and radiotherapy); Example: X-ray, CT

scan, C-arm. Other medical equipments: Example: ECG, EMQG etc.

Laboratory equipments, reagents and kits for in-vivo and in-vitro tests, at pathological;
Example: Elisa reader, HPLC, Infrared spectrophotometer, UV spectrophotometer, pH
meter ctc. ;

Liaboratory equipments, reagents and kits for in-vivo and in-vitro tests, at pharmaceutical

laborafories; Example: Elisa reader, HPLC, Infrared spectrophotometer, UV

spectrophotometer, pH meter etc. -
In-vivo and in-vitro diagnostic chemicals, reagents and kits

Nutritional/food supplements not regulated by Drug Act or Food Act like Multivitamin,

Multi-minerals, antioxidant etc.

L
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Sure, here is the translation:

Appendix-1
Related to Section 2 (a)
Provisional Health Commodities and Instruments (HTP)

1. Medical non-durables and consumables: Example: surgical commodities (gauge, bandages, cottons,
surgical gloves, catheters, disposable syringes, sutures and catguts, dental fixtures etc)

2. Optical appliances. Spectacles, contact lens/solution, sunglasses, Intraocular Lens etc.

3. Orthopedic and prosthetic implants/instruments; Example: Artificial.limb, implants like prosthesis,
screw plate, nail, rod, orthopedic instruments.

4. Medical devices (durables); Example: Heart valve, pacemaker, stents, catheter.

5. Medical equipments (life saving and rehabilitation products); Example: ventilator, defibrillator,
anesthesia machine, oxygen concentrator, walker, wheelchairs, crutches and other rehabilitation aid
products, physiotherapy equipments.

6. Medical equipments (invasive diagnostic); Example: ultrasound, MRI, endoscopy.

7. Medical devices and reagents (Radio-imaging and radiotherapy); Example: X-ray, CT scan, C-arm.
Other medical equipments: Example: ECG, EMG etc.

8. Laboratory equipments, reagents and kits for in-vivo and in-vitro tests, at pathological; Example: Elisa
reader, HPLC, Infrared spectrophotometer, UV spectrophotometer, pH meter etc.

9. Laboratory equipments, reagents and kits for in-vivo and in-vitro tests, at pharmaceutical
laboratories; Example: Elisa reader, HPLC, Infrared spectrophotometer, UV spectrophotometer, pH meter
etc.

10. In-vivo and in-vitro diagnostic chemicals, reagents and kits.

11. Nutritional/food supplements not regulated by Drug Act or Food Act like Multivitamin, Multi-minerals,
antioxidant etc.

Translated by RegDesk Al | For Reference Only
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16.

17.

Common pharmaceutical products for oral and topical use not regulated by Department

of Drug Administration (DDA) as Over-the-Counter (OTC) medicines.

Cosmetic items though are not health products; they can be hazardous to health.
Fixamples — materials used for beautification, cosmetics and toiletries, ornaments with

molybdenum, arsenic and heavy metal contamination.

Supportive devices, accessories and consumables for medical equipments: Example.
ECG paper, ultrasound paper, x-ray film, x-ray chemicals, back-up UPS for medical
devices. stabilizer back-up for medical devices, lead glass, lead sheet to protect from

radiation hazards etc.
Radio-isotopes and accessories for nuclear medicines.

Blood and blood components, blood bags, test list/reagent, chemical, instruments, storage

and component separate device/machine/ equipment etc.

Home Health care product like Glucometer, Pregnancy test kit, BP monitors,

Thermometer etc.
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12. Common pharmaceutical products for oral and topical use not regulated by Department of Drug
Administration (DDA) as Over-the-Counter (OTC) medicines.

13. Cosmetic items though are not health products; they can be hazardous to health. Examples -
materials used for beautification, cosmetics and toiletries, ornaments with molybdenum, arsenic and
heavy metal contamination.

14. Supportive devices, accessoriesand consumables for medical equipments: Example. ECG paper,
ultrasound paper, x-ray film, x-ray chemicals, back-up UPS for medical devices, stabilizer back-up for
medical devices, lead glass, lead sheet to protect from radiation hazards etc.

15. Radio-isotopes and accessories for nuclear medicines.

16. Blood and blood components, blood bags, test list/reagent, chemical, instruments, storage and
component separate device/machine/ equipment etc.

17. Home Health care product like Glucometer, Pregnancy test kit, BP monitors, Thermometer etc.
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Appendix-2

(related to sub-section (9) of Rule 3)

Format of application for establishment of factory or industry for processed health-related products
To,

The Director,

Office of the Commerce Department.

Subject: Submission of application for establishment of factory or industry for processed health-related
products.

Respected,

As I/we wish to establish a factory or industry for processed health-related products, I/we submit the
application as prescribed in sub-section (9) of Rule 3 of the Processed Health-related Products
Regulation; 2078, with the following details and fee:

1. Proposed health-related product or equipment industry:

(a) Name:

(b) Proposed location: (Name and address of district, municipality, or village municipality)
(c) Source of authorized investment and its details:

(d) Has an initial feasibility study report been conducted?

(e) Is the proposed area included in any proposed infrastructure plan?

2. Details of processed health-related products and equipment to be manufactured:
(a) Description and source of required-raw materials:

(b) Description of machinery and necessary equipment and their sources:

(c) Details of land or building to be used for the industry:

Applicant:

Signature

Name, Address:

Date:

ANANEN
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Appendix-2

(Related to Subsection (9) of Clause 3)

Application for Purchase or Sale of Tobacco-Related Health Material or EQuipment
To,

Director General,

Office Management Department.

Dear Sir,

I am submitting this application under Subsection (9) of Clause 3 of Rule 2076 of the Tobacco-Related
Health Material or Equipment Management Guidelines for purchasing or selling tobacco-related health
materials or equipment as detailed in the description below.

Details of tobacco-related health materials or equipment intended for purchase or sale:

Em Type/Ki...| Authorized for Production | Authorized for Sale/Distribution mw

Njo Uik iw N =

Applicant:
Signature:
Name:
Address:
Date:

INENEN
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Schedule-4

(Related to Sub-rule (3) of Rule 3)
Government of Nepal

Ministry of Health

Department of Drug Administration
Recommendation Form for Establishment of Production Health Equipment orIndustry

According to Sub-rule (3) of Rule 3 of the Health Related Production Equipment Directions, 2074, for
those who wish to establish a production industry for health-related equipment or tools that emit heat
for commencement, the following details must be filled:

1. Details of Production Health Equipment or Industry to be Initiated:
(a) Name:

(b) Location to be Established:

(c) Authorization Completed:

2. Details of Equipment Related to Production Health Equipment or Tools to be Manufactured by
Industry:

Signature
Recommending Officer:
Designation:

Name, Surname:

Post:

Date:

Office Stamp:

Translated by RegDesk Al | For Reference Only
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Schedule-5
(Related to Sub-clause (2) of Clause 3)

Government of Nepal

Ministry of Health

Department of Drug Administration

Recommendation form for import/supply of tobacco products or other health-related materials

As per Sub-clause (2) of Clause 3 of the Directive related to the import/supply of tobacco products or
other health-related materials, 2074, information regarding the import/supply of such products is to be
filled. This recommendation is to be attached with the import/supply request.

The details of the tobacco products or health-related materials to'be imported/supplied are as follows:

... o anutacturer/orgin | Poducing Country imported or Supplied Company/Person | Quant.. Remar,
1.
2.
3.
4.

Authorized person providing the recommendation:
Signature:

Name, Surname:

Position:

Date:

Office Seal:

ANANEN
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Annex-6
(Relates to Sub-rule (1) of Rule 4)

Application to obtain proof of distribution of tobacco health materials or equipment for distribution free
of cost.

To,

The Director General,

Office Management Department,
Sir/Madam,

| hereby submit this application as per Sub-rule (1) of Rule 4 of the Tobacco-related Directive, 2076, to
obtain proof of free distribution of tobacco health materials or equipment.

Details of tobacco health materials or equipment to be distributed free of cost:

Njo Uik iw N =

Applicant:
Signature :-
Name, Surname :
Address :
Position :

Date :

Annex-7

Translated by RegDesk Al | For Reference Only
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(Annex 4's Reference (2) with reference)

Format for Certificate of Sale or Distribution of Medical Health Supplies or Equipment

Government of Nepal

Ministry of Health

Department of Health Services

Certificate of Sale or Distribution of Medical Health Supplies or Equipment

This certificate serves as proof for the sale or distribution of medical health supplies or equipment.

In reference to letter number....... as specified, the required quantity of the mentioned health supplies or
equipment has been distributed, according to the details indicated in the health supplies or equipment
related regulation as per directive 4 of Annex 4.

The details of required medical health supplies or equipment to.be distributed based on the list are as
follows:

N|o|uikiWwINI#

Authorized Certificate Issuer:
Signature:

Name, Surname:

Position:

Date:

Office Seal:

Translated by RegDesk Al | For Reference Only
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Annex-G
(Related to Sub-rule (9) of Rule 5)

Application to obtain a license for the purchase, storage, and sale of regulated health materials or
equipment

To,

The Director General,

Office Management Division.
Respected Sir,

As per the details provided in the application for the purchase and distribution of regulated health
materials or equipment, hereby we provide the details as mentioned in Sub-rule (9) of Rule 5 of the
Directive on Regulated Health Materials and Equipment, 2076:

1. Purchase center, firm, or store for regulated health materials or equipment:

2. Method of distribution of regulated health materials or equipment purchased: Single/Bulk
Applicant:

Signature:

Name, Surname:

Address:

Date:

ANRNEN

Translated by RegDesk Al | For Reference Only




jmﬁc\ r__%
({q H\EH\T\):{*%) (?)Hgﬂﬁ%}:a "%TH) 3
gl wareey Al a1 S9S Bh Seg/BH /90 G YIS @

BEISESECAES
ALY HATAd
Al sxerear favmr -
RS Carem gl a1 Qs RE e/ m/aEe S YA

it Taresy w91 T bl feaRer (9w gs) B ECECREE

g/ oe WA A g e R A1 e e
el e |l weitser wareey gl o7 9uer g HefdeRr, Roey @l
gl THT Y B IGLHT () aHIfSH O yAmEE figust g |

q. vl Tareeg Grady o1 IS @ g/ R /IR, -

} . e . T
T T geilep! AW, X | gl ST | ATATHT | itk

2,

2. yfafs= wareey qrnft a1 Syera! st v R R @ / Ol

o

. g d@cpddm-g
/ - qd9d ¢ "
L
e :

P

1%




HTP REGULATION

Heated Tobacco Products Regulation

ENGLISH TRANSLATION - Original Page 15

" plaintext

Annex-9
(Related to Subsection (2) of Section 5)

Format for the Handover Certificate for Establishments/Firms/Vendors for Procurement of
Non-Hazardous Health Items or Equipment

Government of Nepal
Ministry of Health
Department of Pharmaceutical Affairs

Handover Certificate for Establishments/Firms/Vendors for Procurement of Non-Hazardous Health Items
or Equipment

The person receiving the item should submit the details (in open/sealed form) of the purchased
non-hazardous health items or equipment and the date of receipt to the concerned procurement
center/firm/vendor. The details of the purchased non-hazardous health items or equipment are based on
the guidelines of the Health Supplies and Equipment Directives, 2074 according to the Subsection (2) of
Section:5.

1. Procurement Center/Firm/Vendor for Non-Hazardous Health Items or Equipment:

1.

2.

2. Distribution Details of the Purchased Non-Hazardous Health Items or Equipment: Open / Sealed
Signature of the Certifying Authority:

Signature:

Name, Surname:

Position:

Date:

Office Seal:
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