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[bookmark: _Toc62755238][bookmark: _Toc109379045]FOREWORD
Rwanda Food and Drugs Authority (Rwanda FDA) is a regulatory body established by Law Nº 003/2018 of 09/02/2018 determining its mission, organization and functioning. In accordance with Articles 3, 8 and 9 of this Law, the Authority is mandated to regulate tobacco, tobacco products and nicotine-related products to protect public health and ensure compliance with applicable legal and regulatory requirements.
These Guidelines establish a comprehensive regulatory framework covering premises licensing and inspection, product registration and market authorization, importation and exportation, storage and distribution, and post-market surveillance. They apply to manufacturers, processors, packagers, repackages, importers, exporters, wholesalers, distributors, traders and other regulated persons.
The Guidelines specify the information, documentation and procedures required when applying for premises licenses, product registration and market authorization, and import and export authorizations. Compliance with these requirements will promote transparent and consistent regulatory decision-making, reduce incomplete applications and processing delays, and improve service delivery.
The Guidelines also establish harmonized requirements for risk-based inspection of regulated establishments. Such establishments shall maintain suitable premises, equipment, qualified personnel, documentation, quality management systems and operating procedures. They shall comply with Good Manufacturing Practices (GMP), Good Storage and Distribution Practices (GSDP), and other applicable regulatory requirements. These controls strengthen supply-chain integrity and traceability and help prevent illicit, substandard, falsified, unauthorized and other non-compliant products from entering or circulating on the Rwandan market.
Post-market surveillance activities shall include market monitoring, sampling and testing, investigation of suspected non-compliance, and implementation of appropriate regulatory actions. Regulated persons remain responsible for ensuring the continuous compliance of their establishments, products and activities with applicable laws, regulations and technical requirements.
These Guidelines shall be read together with other applicable legal and regulatory instruments and shall be reviewed periodically to reflect changes in legislation, scientific knowledge, technology and public health priorities.
The Authority acknowledges and appreciates the contributions of all stakeholders who participated in the development and validation of these Guidelines.



Prof. Raymond MUGANGA
Director General
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[bookmark: _Toc109379050]GLOSSARY / Definitions 
In these guidelines, unless the context otherwise requires:
(1) Authority: The Rwanda Food and Drugs Authority or its acronym “Rwanda FDA,” established under Article 2 of the Law No 003/2018 of 09/02/2018
(2) Authorization: A legal document granted by Rwanda FDA to an applicant under the Law No 003/2018 of 09/02/2018, which includes certificates, licenses, and permits.
(3) Authorized person: An individual legally designated to act on behalf of a company/organization and recognized by Rwanda FDA in compliance with relevant requirements to the subject matter
(4) Carbon Monoxide: Means a colourless, odourless, and toxic gas produced by the incomplete combustion of tobacco, which reduces the oxygen-carrying capacity of blood.
(5) Cigarette: Tobacco products intended to be smoked by combustion, generally consisting of cut or processed tobacco enclosed in paper or another non-tobacco material, tobacco or tobacco products rolled up in paper or any other material that can be used immediately for smoking; such tobacco or tobacco products may be cut, shredded, or manufactured.
(6) Cigarillos: Small cigars intended to be smoked by combustion
(7) Cigars: Tobacco products consisting of a roll of tobacco intended to be smoked by combustion and generally wrapped in tobacco leaf or tobacco-containing material
(8) Combustible tobacco products: Tobacco products that are intended to be burned or combusted to produce smoke for inhalation.
(9) Distributor: means an entity that distributes the manufacturer’s products to market. They serve as an intermediary in the manufacturer’s supply chain promoting and selling the products to wholesalers or other entities, excluding the end consumer.
(10) Electronic nicotine delivery systems (ENDS): Electronic devices that heat a liquid or other substance containing nicotine to generate an aerosol for inhalation by the user, including electronic cigarettes, vaping devices and similar products.
(11) Export Permit: A permit issued to an exporter by Rwanda FDA, authorizing to export tobacco and tobacco products from the country.
(12) Exporter: A person, country, or organization that sends goods or services to another country.
(13) Health warning: Warning or other information about health effects provided or prescribed by ministerial instructions related to tobacco control, including messages on quitting tobacco, the health effects of tobacco use, or exposure.
(14) Heated tobacco products (HTPs): Tobacco products that are heated, rather than burned, to generate an aerosol containing nicotine and other substances for inhalation.
(15) Herbal smoking products: Products containing herbs, plants or other non-tobacco substances intended to be smoked by burning or combustion, whether or not they contain nicotine, including products intended for use in a waterpipe or shisha.
(16) Illicit products: Related products that are manufactured, imported, exported, distributed, sold or otherwise traded in violation of applicable laws or regulatory requirements, including products involved in illicit trade or lacking the required authorization or regulatory controls.
(17) Illicit trade: Means any practice or conduct prohibited by law and which relates to production, shipment, receipt, possession, distribution, sale, or purchase, including any practice or conduct intended to facilitate such activity.
(18) Import license: An authorization issued to the importer by Rwanda FDA authorizing them to tobacco and tobacco products into the country after complying with the importation requirements.
(19) Importer: Any persons who imports, receives, or arranges for reception and storing of tobacco and tobacco products from another country for sale in Rwanda. 
(20) Manufacturer: Manufacturer: any person or legal entity engaged in the manufacture of a product subject to marketing authorization (MA) or licensure. May also refer to any person or legal entity that is an applicant or a holder of a MA or product license where the applicant assumes responsibility for compliance with the applicable product and establishment standards.
(21) Nicotine: Means the principal alkaloid present in tobacco, which is a pharmacologically active substance responsible for the addictive properties of tobacco products.
(22) Nicotine pouches: Oral nicotine products, generally contained in small pouches, intended to be placed between the gum and lip to release nicotine for absorption through the oral mucosa.
(23) Nicotine-related products: Products containing nicotine or intended to deliver nicotine to a person, including electronic nicotine delivery systems, nicotine pouches and other products containing or delivering nicotine, whether or not derived from tobacco, excluding medicinal products containing nicotine that are regulated under the applicable laws governing medicinal products. 
(24) Oral nicotine products: Products containing nicotine that are intended for oral use or absorption without combustion, including nicotine pouches and similar products.
(25) Pictogram: Pictogram means a graphical or pictorial representation used on tobacco product packaging, labelling, or public health communications to convey health warnings or other information without reliance solely on text.
(26) Pipe tobacco: Tobacco intended to be consumed through a combustion process and exclusively intended for use in a pipe.
(27) Prohibited products: Products whose manufacture, importation, exportation, distribution, sale, possession or use is prohibited under applicable laws, regulations, standards or by a decision of the Rwanda FDA. 
(28) Recidivism: The commission of the same or a similar regulatory violation by a person or entity after having previously been sanctioned or subjected to a regulatory enforcement measure for a violation of these Regulations or applicable requirements.
(29) Retailer: Is an entity that is authorized to carry on the business of selling tobacco, tobacco products and nicotine-related products directly end consumer.
(30) Revocation: An annulment of an authorization/permit issued to a manufacturer, an importer/exporter, a storage facility owner, a distributor, a wholesaler, a retailer of regulated products due to violation of conditions of issue. 
(31) Risk-based regulation: Describes a supervisory approach in which regulators assess the likelihood and impact of harm and prioritise supervision, authorisation and enforcement where the risk to regulatory objectives is greatest.
(32) Roll-your-own tobacco: Tobacco that can be used by consumers or retailers to make cigarettes.
(33) Smokeless tobacco: Tobacco products that are intended for oral or nasal use and do not involve combustion, including chewing tobacco, nasal tobacco and tobacco for oral use.
(34) Tar: Means the total particulate matter of tobacco smoke minus nicotine and water, representing a complex mixture of chemicals, many of which are carcinogenic.
(35) Trademark: Trademark means any sign capable of distinguishing the goods of one enterprise from those of other enterprises, including words, names, symbols, logos, colours, or combinations thereof, used in relation to tobacco products.
(36) Tobacco: Means tobacco leaves and any product containing tobacco leaves, including those that are manufactured to be used for smoking, sucking, chewing, or snuffing. 
(37)  Tobacco control: Means a range of supply, demand, and harm reduction strategies that aim to improve the health of a population by eliminating or reducing consumption of tobacco products and exposure to tobacco smoke.
(38)  Tobacco package: Packaging, carton, box, or any other container in which tobacco products are sold. 
(39) Tobacco products: Products entirely or partly made of tobacco leaf as raw material which are manufactured to be used for smoking, sucking, chewing, or snuffing. 
(40) Tobacco-Specific Nitrosamines (TSNAs): Tobacco-Specific Nitrosamines are a group of carcinogenic chemical compounds formed from nicotine and other tobacco alkaloids during the curing, fermentation, and processing of tobacco. They are present in tobacco products and their emissions and are among the most potent cancer-causing agents associated with tobacco use. 
(41) Unauthorized products: Products that are manufactured, imported, exported, distributed, sold or otherwise placed on the market without the required authorization, registration, license, permit or approval from the Authority.
(42) Wholesaler: An entity that is authorized to carry on the business of selling tobacco, tobacco products and nicotine-related products in large quantities to other authorized sellers with the exception of directly selling to the consumer. 
In these Guidelines, the following verbal forms are used:
“shall” indicates a requirement;
“should” indicates a recommendation;
“may” indicates permission; and
“can” indicates a possibility or a capability.



[bookmark: _Toc109379051]INTRODUCTION
Rwanda Food and Drugs Authority (Rwanda FDA) was established by Law Nº 003/2018 of 09/02/2018 determining its mission, organization and functioning. Its mandate is to protect public health through the regulation of human and veterinary medicines, vaccines and other biological products, processed foods, poisons, medicated cosmetics, medical devices, household chemical substances, tobacco and tobacco products.
Tobacco use and exposure to tobacco smoke remain major public health concerns. In response to the tobacco epidemic, Rwanda ratified the World Health Organization Framework Convention on Tobacco Control (WHO FCTC) on 19 October 2005, and the Convention entered into force in Rwanda on 17 January 2006. Through this commitment, Rwanda is required to implement appropriate legislative, administrative, regulatory and other measures to reduce tobacco use and exposure to tobacco smoke.
Effective regulation of tobacco, tobacco products and novel nicotine products requires appropriate controls throughout their lifecycle. These controls include the licensing and inspection of regulated establishments, product registration and market authorization, import and export control, storage and distribution requirements, and post-market surveillance. They are necessary to strengthen regulatory oversight, maintain supply-chain integrity and traceability, and prevent illicit, falsified, adulterated, unauthorized and other non-compliant products from entering or circulating on the Rwandan market.
[bookmark: _Toc109379052]SCOPE
These Guidelines apply to the control of tobacco, tobacco products and nicotine-related products throughout their lifecycle in Rwanda. They cover product registration and market authorization, establishment licensing and inspection, importation and exportation, storage and distribution, and post-market surveillance.
These Guidelines apply to all domestic and foreign persons and establishments involved in the manufacture, importation/exportation, storage, distribution, wholesale or retail sale of tobacco, tobacco products and nicotine-related products intended to be placed on the Rwandan market. They apply irrespective of the size, location or product range of the establishment.
The Guidelines apply to tobacco, tobacco products and nicotine-related products, including, but not limited to:
a. cigarettes;
b. cigars;
c. cigarillos;
d. roll-your-own tobacco;
e. pipe tobacco;
f. smokeless tobacco;
g. heated tobacco products;
h. electronic nicotine delivery systems (ENDS);
i. nicotine pouches;
j. herbal smoking products;
k. any other tobacco or nicotine product designated by Rwanda FDA.
The inclusion of a product category in these Guidelines shall not be interpreted as authorization to manufacture, import, export, distribute or sell that product. Products prohibited or restricted under applicable Rwandan laws and regulations shall remain subject to the relevant prohibition or restriction.
CHAPTER 1: LICENSING AND INSPECTION OF MANUFACTURERS, DISTRIBUTORS, WHOLESALERS AND RETAILERS OF TOBACCO, TOBACCO PRODUCTS AND NICOTINE RELATED PRODUCTS
1.1 Licensing general requirements
(1) Any person or establishment intending to undertake the manufacture, processing, packaging, repackaging, importation, exportation, storage, wholesale distribution, or any other regulated activity relating to tobacco, tobacco products and novel nicotine products shall obtain a valid licence issued by the Rwanda Food and Drugs Authority (Rwanda FDA) prior to commencing operations.
(2) An applicant for a license shall submit a duly completed application form accompanied by the prescribed application fee and all supporting documentation required by the Authority. The applicant shall provide proof of legal registration, details of the proposed premises, the organizational structure of the establishment, and evidence of the appointment of qualified personnel. In addition, the applicant shall establish and maintain an appropriate Quality Management System (QMS) and demonstrate compliance with all applicable legal and regulatory requirements
(3) Any person intending to undertake the manufacture, processing, packaging, repackaging, importation, exportation, storage, wholesale distribution or any other regulated activity relating to tobacco, tobacco products and novel nicotine products shall obtain a valid licence issued by the Rwanda Food and Drugs Authority (Rwanda FDA) before commencing operations.
(4) The licensing process shall be conducted in a transparent, consistent and risk-based manner to ensure that only establishments complying with applicable legal and regulatory requirements are authorized to operate.
(5) An application for premises registration and licensing shall be made in writing via a cover letter and application form dated and signed by the applicant. The submitted cover letter and application form should be accompanied by the required documents as described in these guidelines.
(6) All the applications shall be submitted to Rwanda FDA via Integrated Regulatory Information Management System (IRIMS) platform: https://www.irims.rwandafda.gov.rw
(7) Premises registration and licensing process takes 30 working days. The Premises registration certificate validity is issued once for all and the Premises/Manufacturing license is valid for 5 years renewable. 




1.2  Inspections
Rwanda FDA shall conduct an inspection to confirm the compliance requirements in order to grant or re-grant a manufacturing or premises license or an approval of a substantial modification, and to ensure that the facilities are suitable to accommodate intended activities.
Premises that do not comply with the requirements for suitability shall not be approved.
1.2.1 Types of Inspections
There are four types of licensing inspections divided into the following categories:
a. Routine inspection;
b. Concise inspection;
c. Follow-up inspection;
d. Special inspection; and
e. Any other types as the Authority may designate.
The following types of inspection may be conducted:
a. Routine inspection: is a full inspection of all applicable components of licensing
requirements. It may be conducted when the premises is:
i. Newly established,
ii. Requests for renewal of a manufacturing or premises license,
iii. Has a history on non-compliance with legal provisions (Laws and regulations),
iv. Has introduced new production line(s) or new product(s), or has made significant
v. modifications to manufacturing methods or processes, or has made changes in key
vi. personnel, premises, equipment, etc.,
vii. Has made any substantial modification to registered and licensed premises information

b. Concise inspections: are the evaluation of limited aspects relating to licensing compliance within the premises. The premises with a consistent record of compliance with licensing requirements through previous routine inspections are eligible for concise inspections. The focus of a concise inspection is on a limited number of licensing requirements, plus the identification of any significant changes that could have been introduced since the last inspection. Evidence of non-compliances observed during a concise inspection should trigger a more comprehensive inspection.

c. Follow-up inspection (re-inspections) are conducted to monitor the effectiveness result of corrective measures. They are normally carried out depending on the nature of the defects and the work to be undertaken. They are limited to specific licensing requirements that have not been observed or that have been inadequately implemented.

d. Special inspection may be necessary to conduct spot checks following complaints, product recalls related to suspected quality defects in products or reports of adverse reactions to the product. Such inspections may focus on a single product, a group of related products, or on specific operations such as mixing, labelling or packaging.
e. any other types as the Authority may designate: Any other types as the Authority may designate, this may include pre-approval inspection for newly established premises.
1.3 Classification of deficiencies
The following section provides a classification of compliance based on risk factors to guide
Rwanda FDA in decision-making following a premises inspection.

The regulatory actions shall be classified as in the following non-compliance categories:
a) Critical Deficiency: is a deficiency that presents, or is likely to present, a significant risk to public health or constitutes a serious breach of applicable laws, regulations or licensing requirements. Such deficiencies may result in unsafe products being manufactured, stored or distributed, or indicate a complete failure of critical quality or operational controls.
b) Major Deficiency:  is a deficiency that may adversely affect product quality, regulatory compliance or the effectiveness of the quality management system but does not pose an immediate or significant risk to public health. Major deficiencies require timely corrective and preventive actions to restore compliance.
c) Minor Deficiency: is a deficiency that is not expected to have a significant impact on product quality or public health but represents a departure from applicable regulatory requirements or established procedures. Minor deficiencies shall be corrected within the timeframe specified by the Authority.

1.3.1 MANUFACTURING FACILITIES TOBACCO, TOBACCO PRODUCTS AND NICOTINE-RELATED PRODUCTS

(1) Critical non-compliances:

a) Premises
i. Site location which does not comply with the environmental requirement to manufacture tobacco, tobacco products and nicotine-related products,
ii. No air filtration system to eliminate airborne contaminants that are likely to be generated during manufacture or packaging,
iii. Generalized malfunctioning of the ventilation system(s) with evidence of widespread cross-contamination,
iv. Grossly unsuitable premises so that there is a high or likely risk of contamination
v. Inadequate segregation of manufacturing process and testing areas from other manufacturing areas that may pose serious health hazards and cross contamination of products,
vi. Lack of clean water, and waste water treatment system,
vii. Surface finish: Production floor area, ceiling and walls that are not seamless and easy to clean.

b) Equipment

i. Equipment used for manufacturing operations of tobacco, tobacco products and nicotine-related products not qualified with evidence of malfunctioning,
ii. Evidence of contamination of tobacco, tobacco products and nicotine-related products by foreign materials such as grease, oil, rust particles from the equipment.

c) Personnel

i. Staff in charge of quality control or production do not hold suitable academic degrees in a science related to the supervised work, and insufficient practical experience in their area of responsibilities.

d) Sanitation

i. Evidence of widespread accumulation of residues/extraneous matter indicative of inadequate cleaning,
ii. Evidence of gross pest infestation.

e) Process
i. Falsification or misrepresentation of analytical results or records
ii. Failure to ensure the quality and/or identity of starting materials
iii. No master batch documents
iv. Absence, falsification or misrepresentation of manufacturing and packaging records
v. No evidence that mandated recall processes have been complied with

(2) Major non-compliance: 

a) Premises
i. Malfunctioning of the ventilation system that could result in possible localized or occasional cross-contamination,
ii. Accessory supplies (steam, air, nitrogen, dust collection etc.) not qualified,
iii. Heating Ventilation Air Conditioning (HVAC) not qualified,
iv. Temperature and humidity not controlled or monitored when necessary,
v. Damages to walls/ceilings immediately adjacent or above manufacturing areas or equipment where the product is exposed,
vi. Un-cleanable surfaces created by pipes, fixtures or ducts directly above tobacco, tobacco products and nicotine-related products or manufacturing equipment,
vii. Surface finish (floors, walls, ceilings) that do not permit effective cleaning,
viii. Insufficient manufacturing space that could lead to mix-ups,
ix. Quarantine areas accessible to unauthorized personnel and not well marked.
x. No or grossly inadequate air filtration to minimize airborne Contaminants (applicable to all medicines manufacturers - could be “Critical” if possible contaminants are a safety concern and “Critical “for sterile medicines) 
xi. Missing or ineffective control measures to provide adequate confidence that cross-contamination will be controlled within the health-based exposure limit in subsequent products. (would be “Critical” if resulting cross-contamination has or is likely to exceed the health-based exposure limit) 
xii. Damage (holes, cracks, peeling paint) to walls/ceilings in manufacturing areas where a product is exposed in non-sterile areas 
xiii. Design of manufacturing area that does not permit effective cleaning 
xiv. Insufficient manufacturing space that could lead to mix-ups 
xv. No raw material sampling area for medicine manufacturers (could be classed as “Other” if adequate precautions are taken) 
xvi. Insufficient lighting in production or inspection areas 
xvii. Controlled storage areas not monitored and alarmed
xviii. No investigation into alarms and temperature excursions for deviations from storage or transport requirements

b) Equipment

i. Equipment does not operate within its specifications
ii. No covers for tanks, hoppers or similar acceptable manufacturing equipment
iii. Equipment used for manufacturing operation not qualified
iv. Stored equipment not protected from contaminations
v. Inappropriate equipment for production: porous surfaces and non-cleanable/material to shed
vi. particles,
vii. Equipment location does not prevent cross-contamination or possible mix-ups for operations performed in the common areas
viii. No calibration program for measuring equipment /no calibration records maintained
ix. No fire-fighting equipment/Fire alarm systems, emergency doors
x. Sanitary fittings not used on liquid/cream manufacturing equipment 
xi. Stored equipment not protected from contamination 
xii. Production equipment cleaning procedures not validated 
xiii. Test methods not validated 
xiv. Containers from which samples have been taken not identified

c) Personnel

i. Delegation of responsibilities of key personnel for Quality Control and production to
ii. unqualified persons,
iii. Insufficient personnel in Quality Control and Production resulting in high risk to errors.
iv. Individuals in charge of QC/production not qualified by education, competency training and experience 
v. Inadequate initial and ongoing training and/or no training records 
vi. Failure of the authorized person to fulfil his/her duties

d) Sanitation
i. Lack of written sanitation program, but premises in acceptable state of cleanliness
ii. Cleaning procedures not documented and/or no cleaning records 
iii. Production equipment cleaning procedures not validated
iv. Absence of medical emergency kits
v. Absence of Emergency shower

(3) Other non-compliances may include:

a) Premises
i. Un-trapped floor drains,
ii. Damages to surfaces not directly adjacent or above exposed tobacco, tobacco products and nicotine-related products,
iii. Inadequate rest, change, wash-up and toilet facilities.

b) Equipment

i. Insufficient space between equipment and walls to permit cleaning,
ii. Base of immovable equipment not adequately sealed at points of contact,
iii. Defective or unused equipment used for non-critical products not qualified.

c) Sanitation
i. Incomplete written sanitation program,
ii. Sanitation or health and hygiene programs not properly implemented or followed by employees.

1.3.2 DISTRIBUTOR, WHOLESALER OR RETAILER OF TOBACCO, TOBACCO PRODUCTS AND NICOTINE-RELATED PRODUCTS

(1) Critical non-compliances:

a)  Premises
i. Minimum floor space and height requirements,
ii. Natural/Mechanical ventilation/Air handling unit /Heat, Ventilation and Air Conditioning
iii. (HVAC),
iv. Inadequate temperature and humidity monitoring systems,
v. Surrounding area that can cause contamination from the external environment or other activities,
vi. Inadequate floor, ceiling and walls maintenance.

b) Equipment/documentation
i. Lack of secure and lockable storage place for tobacco, tobacco products and nicotine-related products and related documentation,
ii. Lack of suitable equipment to properly store tobacco, tobacco products and nicotine-related products and related documentation.

c) Personnel
i. Operating without qualified and authorized persons

(2) Major Non-Compliances

a) Premises
i. Damage of walls, ceilings, roof, doors and windows;
ii. Surface finish (floors, walls, ceilings) that do not permit effective cleaning,
iii. Inappropriate Natural/Mechanical ventilation /Air handling unit /Heat, Ventilation and Air
iv. Conditioning (HVAC),
v. Inappropriate temperature and humidity monitoring systems.

b) Equipment/documentation
i. Lack of fire-fighting equipment,
ii. Inappropriate storage furniture (Solid shelves, Pallets),
iii. Inappropriate secure and lockable storage place for tobacco, tobacco products and nicotine-related products,
iv. Lack of premises license documents (import & export documents, distribution records, records of expired/damaged products),
v. Lack of appropriate transportation means from the wholesaler store to the retailers,
vi. Inappropriate sanitation facilities (toilets, etc.).

c) Minor (Other) non-compliances
i. Lack of appropriate lighting systems,
ii. Premises registration certificate and premises license issued by Rwanda FDA not
iii. displayed,
iv. License to practice profession issued by professional bodies of the responsible technician not displayed where applicable,
v. Humidity and temperature monitoring records not updated,
vi. Absence of filing systems of documents.

1.4 Decision on compliance

The overall inspection outcome shall be determined by the nature, number and severity of the deficiencies identified during the inspection, together with the establishment's compliance history and its ability to implement effective corrective and preventive actions. The classification of inspection findings shall guide the Authority in determining the appropriate regulatory decision in accordance with the applicable laws and regulations.

1.5  Requirements to operate as a manufacturer of tobacco, tobacco products and nicotine-related products

Any person or entity intending to manufacture tobacco, tobacco products and nicotine-related products in Rwanda shall obtain a manufacturing license issued by Rwanda Food and Drugs Authority. The manufacturing facility shall comply with Manufacturing Practices requirements to ensure that tobacco, tobacco products and nicotine-related products is consistently produced and controlled according to appropriate standards. 

Prior to the issuance of the manufacturing license, and during routine regulatory oversight, the manufacturing facility shall be subject to inspections conducted by Rwanda FDA. The purpose of these inspections is to verify compliance with national regulatory requirements and internationally recognized standards applicable to the manufacture of tobacco, tobacco products and nicotine-related products.

The Inspections shall be conducted in accordance with the Rwanda FDA Regulations and Guidelines governing the control of tobacco, tobacco products and nicotine-related products, as well as the relevant provisions of the WHO Framework Convention on Tobacco Control (WHO FCTC) including but not limited to the following:
 
FCTC/COP6- which provides global evidence-based guidelines on tobacco content regulation, labelling and demand reduction, 

ISO/TC 126/SC 1-Physical and dimensional tests 

ISO/TC 126/AHG 2 -Consistency and uniformity of mainstream smoke-related ISO standards 

ISO/TC 126/AHG 3 -Waterpipe - Reflecting complexity of product categories	

ISO/TC 126/AHG 4 -Collaboration with ISO/TC 347	

ISO/TC 126/WG 22-Tobacco heating systems	

ISO/TC 126/WG 24- Nicotine pouches
	
ISO/TC 126/WG 25 -Biodegradability	

ISO/TC 126/WG 27-	Metals	

ISO/TC 126/WG 28- Selected carbonyls in cigarette smoke

ISO/ TC 347- Data-Driven Agrifood Systems

Other international and regional recognized standards relevant to the manufacture of tobacco, tobacco products and nicotine-related products may also be applied, including but not limited to:

ICH Q2(R2)-Validation of Analytical Procedures

RS EAS 1198: 2025- Nicotine pouches- Specification

RS EAS 1196: 2025- Tobacco and tobacco products -Vocabulary

RS EAS 1195: 2025- Fine-cut smoking tobacco (Roll-Your-Own) -Specification
RS ISO 20193:2019/ Amd 1:2021- Tobacco and tobacco products -Determination of the width of the strands of cut tobacco

RS ISO 16632: 2021- Tobacco and tobacco products- Determination of water content-Gas chromatography method

RS ISO 6488:2021- Tobacco and tobacco products-Determination of water content- Karl Fisher method

RS EAS 110: 2022- Cigarettes- Specification

RS ISO 3402: 1999- Tobacco and tobacco products- Atmosphere for conditioning and testing

RS ISO 2881:1992- Tobacco and tobacco products-Determination of alkaloid content- Spectrometric method

RS ISO 2817:1999-  Tobacco and tobacco products- Determination of silicate residues insoluble in hydrochloric acid

RS ISO 3550-1: 1997- Cigarettes -Determination of loss of tobacco from the ends- Part 1: Method using a rotating cylindrical cage

1.5.1 Documents required for a manufacturer's new application

a) Application letter addressed to the Director General of Rwanda FDA,
b) Duly filled application form: Application form for premises licensing,
c) Certificate of domestic company registration issued by Rwanda Development Board or equivalent,
d) Architectural plan of the site,
e) Product process flowchart (s),
f) Environment impact assessment report,
g) Proof of payment of the prescribed fees,
h) List of products to be manufactured,
i) Lease/rent contract of the premises/facility,
j) Notarized copy of Degree (and equivalence if applicable) of authorized person,
k) Notarized Valid License of the authorized person to Practice Profession issued by recognized Professional Councils in Rwanda if applicable,
l) Notarized degrees of the key personnel to be involved in the manufacturing process, quality control and quality assurance,
m) Valid Contract between the Managing Director of the manufacturing plant and the responsible technician in case the Managing Director is not the authorized person,
n) Copy of the identity card or passport of both the Managing Director and the authorized person,
o) [bookmark: _Hlk240986773]Written commitment of the key personnel, to respect the laws and regulations relating to the manufacturing practices performed and oversight the quality of tobacco, tobacco products and nicotine-related products being manufactured,
p) Signed resignation letter/proof of service delivered issued by the last employer of authorized person, if applicable;
q) Curriculum vitae of the authorized technician. 

1.5.2 Personnel 
(1) A manufacturing facility should have the following key personnel:
a) Head of production;
b) Head of quality unit;
c) Head of quality assurance; 
d) Head of quality control; and
e) Authorized person. 

(2) Senior Management should appoint Key Management Personnel including the Head of Production, the Head of Quality Control, and if at least one of these persons is not responsible for the release of products, an authorized Person(s) shall be designated for the purpose. In large organizations, it may be necessary to delegate some of the functions of key personnel. Additionally, depending on the size and organizational structure of the company, a separate Head of Quality Assurance or Head of the Quality Unit may be appointed. Where such a function exists usually some of their responsibilities are shared with the Head of Quality Control and Head of Production and the senior management should therefore ensure that roles, responsibilities and authorities are clearly defined. 
(3) The head of production and quality control should be independent of each other 
(4) Key posts shall be occupied by full-time personnel 
(5) The manufacturer should notify the Authority the name of qualified and authorized person appointed by the manufacturers 
(6) The manufacturer should notify the Authority of the name of a person to whom functions have been delegated by the responsible person and the specific functions which have been delegated to such persons 
(7) The head of production must at least have a bachelor education in the following scientific or technical field: 
a. Pharmaceutical sciences and technology;
b. Chemistry (analytical or organic) or biochemistry;
c. Chemical engineering;
d. Industrial engineering;
e. Food Science/Technology;
f. Biotechnology.

(8) The head of quality unit must at least have a bachelor education in the following scientific or technical field:
a. Pharmaceutical sciences and technology;
b. Chemistry (analytical or organic) or biochemistry;
c. Chemical engineering;
d. Industrial engineering;
e. Food Science/Technology;
f. Biotechnology.

(9) The head of quality control must at least have a bachelor education in the following scientific or technical field:
a. Pharmaceutical sciences and technology;
b. Chemistry (analytical or organic) or biochemistry;
c. Chemical engineering;
d. Industrial engineering;
e. Food Science/Technology;
f. Microbiology;
g. Biotechnology. 
1.5.3 Training

(1) Personnel should be qualified to carry out operations assigned to them in accordance with the nature of, and potential risk of their operational activities. Appropriate qualifications for each position should be adequately defined to ensure that individuals are assigned appropriate responsibilities
(2) Personnel should be selected based on their scientific and technical understanding, product knowledge, and process knowledge and/or risk assessment abilities to appropriately execute certain quality functions
(3) The manufacturer should provide training for all the personnel whose duties take them into production and storage areas or into control laboratories (including the technical, maintenance and cleaning personnel), and for other personnel whose activities could affect the quality of the product
(4) Continuous training should also be given, and its practical effectiveness should be periodically assessed
(5) Training program should be available and approved by either the head of Production or the head of Quality Control, as appropriate and training records should be kept
(6) Visitors or untrained personnel should, preferably, not be taken into the production and quality control areas. If this is unavoidable, they should be given information in advance, particularly about personal hygiene and the prescribed protective clothing. They should be closely supervised

1.5.4 Premises

(1) Premises should be situated in an environment which, when considered together with measures to protect the manufacture, presents minimal risk of causing contamination of materials or products
(2) Premises should be carefully maintained, ensuring that repair and maintenance operations do not present any hazard to the products. They should be cleaned and, where applicable, disinfected according to detailed written procedures
(3) Lighting, temperature, humidity and ventilation should be appropriate and such that they do not adversely affect, directly or indirectly, either the products during their manufacture and storage, or the accurate functioning of equipment
(4) Premises should be designed and equipped so as to afford maximum protection against the entry of insects or other animals
(5) Steps should be taken in order to prevent the entry of unauthorized people. Production, storage and quality control areas should not be used as a right of way by personnel who do not work in them

1.5.5  Equipment

(1) Manufacturing equipment should be designed, located, qualified and maintained to suit its intended purpose
(2) Repair and maintenance operations should not present any hazard to the products
(3) Manufacturing equipment should be designed so that it can be easily and thoroughly cleaned. It should be cleaned according to detailed and written procedures and stored only in a clean and dry condition
(4) Washing and cleaning equipment should be chosen and used in order not to be a source of contamination

1.5.6 Production area

(1) In order to minimize the risk of a serious medical hazard due to cross- contamination
(2) [bookmark: _Hlk240986961]dedicated and self-contained facilities must be available for the production of tobacco, tobacco products and nicotine-related products. The manufacture of technical poisons, such as pesticides and herbicides, should not be allowed in premises used for the manufacture of tobacco, tobacco products and nicotine-related products
(3) Premises should preferably be laid out in such a way as to allow the production to take place in areas connected in a logical order corresponding to the sequence of the operations and to the requisite cleanliness levels
(4) The adequacy of the working and in-process storage space should permit the orderly and logical positioning of equipment and materials so as to minimize the risk of confusion between different tobacco, tobacco products and nicotine-related products or their components, to avoid cross-contamination and to minimize the risk of omission or wrong application of any of the manufacturing or control steps
(5) Where starting and primary packaging materials, intermediate or bulk products are exposed to the environment, interior surfaces (walls, floors and ceilings) should be smooth, free from cracks and open joints, and should not shed particulate matter and should permit easy and effective cleaning and, if necessary, disinfection
(6) Pipe work, light fittings, ventilation points and other services should be designed and sited to avoid the creation of recesses, which are difficult to clean. As far as possible, for maintenance purposes, they should be accessible from outside the manufacturing areas
(7) Drains should be of adequate size, and have trapped gullies. Open channels should be avoided where possible, but, if necessary, they should be shallow to facilitate cleaning and disinfection
(8) Production areas should be effectively ventilated, with air control facilities (including temperature and, where necessary, humidity and filtration) appropriate both to the products handled, to the operations undertaken within them and to the external environment
(9) Weighing of starting materials usually should be carried out in a separate weighing room designed for that use.
(10) In cases where dust is generated (e.g., during sampling, weighing, mixing and processing operations, packaging of dry products), specific provisions should be taken to avoid cross- contamination and facilitate cleaning
(11) Premises for the packaging should be specifically designed and laid out so as to avoid mix ups or cross-contamination.
(12) In-process controls may be carried out within the production area provided they do not carry any risk for the production

1.5.7 Storage areas 

(1) Storage areas should be of sufficient capacity to allow orderly storage of the various categories of materials and products: starting and packaging materials, intermediate, bulk and finished products, products in quarantine, released, rejected, returned or recalled
(2) Storage areas should be designed or adapted to ensure good storage conditions. In particular, they should be clean and dry and maintained within acceptable temperature limits. Where special storage conditions are required (e.g. Temperature, humidity) these should be provided, checked and monitored
(3) Receiving and dispatch bays should protect materials and products from the weather. Receptions areas should be designed and equipped to allow containers of incoming materials to be cleaned where necessary before storage
(4) Where quarantine status is ensured by storage in separate areas, these areas must be clearly marked and their access restricted to authorized personnel. Any system replacing the physical quarantine should give equivalent security
(5) There should normally be a separate sampling area for starting materials. If sampling is performed in the storage area, it should be conducted in such a way as to prevent contamination or cross-contamination
(6) [bookmark: _Hlk240991569]Segregated areas should be provided for the storage of rejected, recalled or returned materials or products under lock and key
(7) Highly active materials or products should be stored in safe and secure areas
(8) Printed packaging materials are considered critical to the conformity of tobacco, tobacco products and nicotine-related products and special attention should be paid to the safe and secure storage of these materials.

1.5.8 Quality control areas

(1) Normally, Quality Control laboratories should be separated from production areas 
(2) Control laboratories should be designed to suit the operations to be carried out in them
(3) Sufficient space should be given to avoid mix-ups and cross- contamination. There should
be adequate suitable storage space for samples and records
 
1.5.9 Documentation

(1) Good documentation constitutes an essential part of the quality assurance system and is key to operating in compliance with the guidelines for the control of tobacco, tobacco products and nicotine-related products manufacturing requirements. The various types of documents and media used should be fully defined in the manufacturer's Quality Management System
(2) Documentation may exist in a variety of forms, including paper-based, electronic or photographic media. The main objective of the system of documentation utilized must be to establish, control, monitor and record all activities, which directly or indirectly affect all aspects of the quality of tobacco, tobacco products and nicotine-related products
(3) The Quality Management System should include sufficient instructional detail to facilitate a common understanding of the requirements, in addition to providing for sufficient recording of the various processes and evaluation of any observations, so that ongoing application of the requirements may be demonstrated
(4) Suitable controls should be implemented to ensure the accuracy, integrity, availability and legibility of documents. Instruction documents should be free from errors and available in writing. The term “written” means recorded, or documented on media from which data may be rendered in a human readable form.

1.5.10 Ancillary areas

(1) Rest and refreshment rooms should be separate from other areas
(2) Facilities for changing clothes, and for washing and toilet purposes should be easily accessible and appropriate for the number of users
(3) Toilets should not directly communicate with production or storage areas
(4) Maintenance workshops should as far as possible be separated from production areas
(5) Whenever parts and tools are stored in the production area, they should be kept in rooms or lockers reserved for that use.

1.6 [bookmark: _Hlk240991691]Requirements to operate a distributor, wholesaler, importer or retailer of tobacco, tobacco products and nicotine-related products

1.6.1 Premises
a) Location
(1)  The premises shall be located in a place where they cannot be contaminated from the external environment or other activities
(2) The external surroundings shall be maintained in a clean and tidy condition with regular and adequate clearance of waste materials
(3) Manufacturing facilities shall be located in designated industrial zone
(4) Distributors, wholesalers and retailers shall be located in commercial area.

b) Standards of construction
Premises shall be in good state of repair, maintenance and sanitation and shall:
i. Be of a permanent nature
ii. Being meant for commercial purposes or warehousing
iii. Be protected against adverse weather conditions including dust, ground water seepage, vermin and pest infestation
iv. Have adequate space for the carrying out and supervision of the necessary operations,
v. Have floors and walls made of a washable and impervious material with a flat surface free of cracks and a ceiling covered with a non-flaking finish that allows easy cleaning; and
vi. Be well lit, ventilated and have appropriate air-control facilities including temperature and humidity
vii. The process of maintenance and repair shall not, while being carried out, cause any contamination of ingredients or tobacco, tobacco products and nicotine-related products
viii. The premises shall have a regular and sufficient supply of water of suitable quality
ix. The premises shall have appropriate toilet facilities and appropriate hand washing facilities,
x. The premises shall have sufficient fire-fighting equipment which shall, at all times, be in good condition and accessible.

c) Storage areas
The storage areas for products shall be well covered and off the floor in an area:
i. That is secure and has adequate space,
i. That is laid out to allow clear separation of different materials to minimize the risk of mix-up;
ii. Access to the materials and goods is restricted to authorized personnel only;
iii. Storage areas should be designed or adapted to ensure good storage conditions. The storage conditions (Humidity and temperature) must be monitored.
iv. Segregated areas should be provided for the storage of rejected, recalled or returned materials or products under lock and key.

d) Minimum floor space and height
i. [bookmark: _Hlk240991726]For a distributor/wholesaler/ importer of tobacco, tobacco products and nicotine-related products, the total floor space shall have a minimum space of 30 square meters. The sales area shall have a minimum floor space of 10 square meters, and storage areas shall have minimum floor area of 20 square meters; with minimum height of 2.5 meters from the floor to the ceiling
i. For a retailer of tobacco, tobacco products and nicotine-related products, the sales area shall have minimum floor space of 10 square meters as whole with minimum height shall be 2.5 meters from the floor to the ceiling

1.6.2 Personnel

(1) Distributors, wholesalers, importers and retailers shall ensure that personnel responsible for handling tobacco, tobacco products and nicotine-related products have adequate knowledge of good storage practices, product traceability, record-keeping and applicable regulatory requirements
(2) Personnel shall have clearly defined responsibilities appropriate to the activities performed by the establishment.

1.6.3 Documentation and related controls

(1) All records (including but not limited to invoices, purchase orders, import authorizations, sales and distribution records in the wholesale, importer and retailer’s premises).
(2) A copy of premises registration certificate and manufacturing/premises license issued by Rwanda FDA shall be clearly displayed in the premises.

1.7 Requirements for new application of distributor, wholesaler or retailer of tobacco, tobacco products and nicotine-related products 

a) Application letter addressed to the Director General of Rwanda FDA,
b) Duly filled application form: Application form for premise licensing,
c) RDB registration certificate of the domestic company or equivalent,
d) Lease/rent contract of the premise/house,
e) Evidence of payment of prescribed fees to Rwanda FDA Accounts,
f) Copy of the identity card or passport of both the managing director 
g) Written commitment of the managing director to respect the laws and regulations relating to the management of tobacco, tobacco products and nicotine-related products,

1.7.1 Responsibilities of distributors, wholesalers, importers of tobacco, tobacco products and nicotine-related products
A distributor, wholesaler, importer shall be responsible for:
(1) complying with all applicable laws, regulations, guidelines related to the control of tobacco, tobacco products and nicotine-related products, including requirements relating to advertising, promotion, sponsorship, storage, distribution, product traceability and prevention of illicit trade.
(2) storing products only at the premises specified in the license. 
(3) ensuring that all activities conducted at the licensed premises comply with applicable regulatory requirements.
(4) maintaining complete and accurate records of all products received, stored, imported, exported, returned, recalled and distributed. Such records shall provide traceability by product name, brand, batch or lot number, quantity, supplier, recipient and transaction date.
(5) maintaining appropriate storage conditions and shall establish adequate controls for segregation of approved, quarantined, rejected, returned, recalled, damaged and expired products.
(6)  Cooperating with Rwanda FDA during inspections, investigations, sampling, product recalls and other regulatory activities and shall provide requested records, information and samples within the prescribed period.


1.7.2 Responsibilities of retailer of tobacco, tobacco products and nicotine-related products
A retailer shall be responsible for:
a) all tobacco, tobacco product and nicotine-related product transactions conducted at the licensed premises;
b) ensuring that all sales are conducted in accordance with applicable laws, regulations and these Guidelines;
c) ensuring that employees involved in sales understand the legal requirements applicable to the sale of regulated products;
d) verifying the age of a purchaser before completing a sale where there is uncertainty as to whether the purchaser has attained the minimum legal age; and
e) maintaining invoices, receipts and other records relating to the purchase and sale of products for at least one year from the date of the transaction and making such records available to Rwanda FDA upon request.

1.7.3 Prohibited Retail Sales

(1) The retail sale of tobacco, tobacco products and nicotine-related products shall not be permitted:
a) to any person below the minimum legal age prescribed by law;
b) within hospitals, health centers, medical clinics, pharmacies or other healthcare establishments;
c) within schools, childcare centers, nursery, primary, secondary, or higher-learning institutions;
d) within rehabilitation centers, children’s homes, youth centers or other institutions primarily serving children and young people;
e) within gaming arcades or other entertainment premises primarily intended for minors; or
f) at any other place where the sale of such products is prohibited by applicable laws and regulations.
(2) A retailer shall not prominently display or make visible tobacco products and nicotine-related products at any point of sale, other than being visible momentarily at the time of a sales transaction.

1.7.4 Sale of tobacco and tobacco products
A person shall not sell a tobacco product except in unopened packages containing a minimum of:
a) 10 sticks of smoked tobacco products, or
b) 30 grams of smokeless tobacco products.

1.8 Approval of the premises

(1) Upon approval of findings of the inspection to manufacture, distribute, wholesale, retail of tobacco, tobacco products and nicotine-related products Rwanda FDA shall notify the applicant the decision based on the findings of the inspections. 
(2) In case of compliance with the premises licensing requirements, and manufacturing license for manufacturer or the premises registration certificate and premises license for distributor, wholesaler and retailer shall be granted to the applicant.
(3) In case of non-compliances with the premises licensing requirements, a feedback letter requesting corrective actions may be issued to the applicant.

1.9 License renewal and substantial modification

(1) The applicant shall inform Rwanda FDA any modification carried out for the purpose of its approval.
(2) The Authority may conduct an inspection for confirmation of the compliance requirements in order to re-grant a license or approval of a substantial modification.

1.10  Documents required for license renewal
a) Application letter addressed to the Director General of Rwanda FDA,
b) Duly filled application form: Application form for premise licensing,
c) Notarized degree (or equivalence if applicable) of the authorized person. Applicable only for manufacturing facility,
d) Recent manufacturing or premises license of the establishment issued by Rwanda FDA,
e) Written commitment of the authorized person, to respect relevant laws and regulations and oversight the quality of products being handled where applicable,
f) Certificate of the domestic company registration,
g) Evidence of payment of prescribed fees,
h) Notarized valid license to practice profession of the authorized person where applicable,
i) Contract between the establishment and the authorized person in charge where the managing
j) director is not the authorized person,
k) Copy of the identity card or passport of both the managing director and the authorized person,
l) The application shall be submitted 2 months before the expiration of the previous license.

1.11 Documents required for relocation or additional storage space of the licensed premises
a) Application letter addressed to the Director General of Rwanda FDA,
b) Duly filled application form: Application form for premises licensing of tobacco, tobacco products and nicotine-related products,
c) Original manufacturing or premises license of the establishment issued by Rwanda FDA,
d) New certificate of domestic company registration,
e) Proof of premises ownership/Lease contract for the establishment.

1.12 Documents required for the change of the authorized person of the licensed premises
a) Application letter addressed to the Director General of Rwanda FDA,
b) Duly filled application form: Application form for premise licensing,
c) Original manufacturing or premises license of the establishment issued by Rwanda FDA,
d) Certificate of the domestic company registration,
e) Notarized degree (or equivalence if applicable) of the authorized person,
f) Notarized valid license to practice profession of the authorized person where applicable,
g) Contract between the establishment and the authorized person in charge where the managing
h) director is not the authorized person,
i) Written commitment of the authorized person to respect relevant laws and regulations and oversight the quality of products being handled,
j) Copy of the identity card or passport of both the managing Director and the authorized person,
k) Signed resignation letter/proof of service delivered of the outgoing authorized person,
l) Signed resignation letter/proof of service delivered issued by the last employer of the incoming authorized person, if applicable;
m) A detailed curriculum vitae of the authorized person.

1.13 Documents required to change the ownership of the licensed premises
a) Application letter addressed to the Director General of Rwanda FDA,
b) Duly filled application form: Application form for premises licensing,
c) Original manufacturing or premises license of the establishment issued by Rwanda FDA,
d) Notarized sales agreement between former and new owner,
e) New and/or updated certificate of the domestic company registration,
f) Contract between the establishment and the authorized person in charge where the managing director is not the authorized person,
g) Copy of the identity card or passport of both the new managing director and the authorized person.

1.14 Documents required to change the name of the license premises
a) Application letter addressed to the Director General of Rwanda FDA,
b) Duly filled application form: Application form for premises licensing of tobacco, tobacco products and nicotine-related products,
c) Original manufacturing or premises license of the licensed premises issued by Rwanda FDA,
d) New certificate of domestic company registration.

1.15 Documents required to close the licensed premises
a) Application letter addressed to the Director General of Rwanda FDA,
b) Dully completed application form: Application form for premises licensing of tobacco, tobacco products and nicotine-related products,
c) Original of the manufacturing license or premises registration certificate issued by Rwanda FDA,
d) A list of closing stock of products and its intended use.

1.16 Display of warning notice

All licensed tobacco retailers must ensure that the permitted warning notice is prominently displayed in the retail outlet. The permitted notice states that the sale of any tobacco product to a person below the minimum legal age is prohibited by law

1.17 [bookmark: _Toc231465230]Regulatory actions following non-compliances

(1) Rwanda FDA may take regulatory or administrative action where a manufacturer, distributor, wholesaler, and retailer fails to comply with licensing and inspection requirements. Regulatory actions may include:
a. request for corrective and preventive actions;
b. request for additional information;
c. warning letter;
d. follow-up inspection;
e. suspension of manufacturing license/premises license;
f. revocation of manufacturing license/premises license;
g. suspension or withdrawal of marketing authorization;
h. restriction of importation or exportation;
i. product recall;
j. publication of regulatory action on the Rwanda FDA website;
k. administrative fines in accordance with applicable regulations.

(2) The regulatory action shall be proportionate to the nature, severity and risk of the non-compliance.
(3) For minor deficiencies, Rwanda FDA may require corrective action within a specified timeframe.
(4) For major deficiencies, Rwanda FDA may require a comprehensive CAPA plan, warning letter, follow-up inspection or other regulatory action.
(5) For critical deficiencies, Rwanda FDA may suspend or revoke the GMP certificate, recommend suspension or withdrawal of marketing authorization, require product recall or take any other action necessary to protect public health.



























CHAPTER 2: REGISTRATION OF TOBACCO, TOBACCO PRODUCTS AND NICOTINE -RELATED PRODUCTS

2.1 [bookmark: _Toc190098471]General requirements
(1) All tobacco and tobacco products, whether manufactured within or imported into the Republic of Rwanda, shall be subject to mandatory registration by Rwanda Food and Drugs Authority (Rwanda FDA) prior to their importation, distribution, or placement on the market.
(2) [bookmark: _Toc190098472]Registration certificate shall be granted only upon satisfactory evaluation of the product’s administrative compliance, composition, manufacturing quality, labelling, and health and safety information, in accordance with applicable national laws and international best practices, including the principles of the World Health Organization Framework Convention on Tobacco Control (WHO FCTC).
2.2 Specific requirements
The following documents and information must be submitted for registration:

2.2.1 Administrative Requirements
Applicants shall submit a complete administrative dossier containing the following:

a) Application documentation
i. A duly signed application letter addressed to the Director General of Rwanda FDA;
ii. A completed application form including all required details.
iii. Proof of payment indicating the amount paid, payment reference number, date of payment, and name of the bank.
b) Product Tracking Information
Upon receipt, Rwanda FDA shall assign an application reference number and record key regulatory timelines including date of receipt, date of screening (pre-evaluation) and dates of assessment.

2.3  Product Information Requirements
Applicants shall provide complete and consistent product information as follows:
2.3.1 Product Identification
Brand name (non-misleading and non-confusing);
i. Common or descriptive name;
ii. Product type (e.g., cigarettes, cigars, smokeless tobacco).
2.3.2 Physical Description
i. Detailed description of product form
ii. Appearance characteristics including color, size, shape, and odor.
2.3.3 Composition
i. Full qualitative and quantitative composition of the tobacco product to be registered.
ii. List of all ingredients, including additives and their functions.
2.3.4 Packaging Description
i. Description of primary packaging materials and pack size.
ii. Description of secondary packaging materials and pack size.

2.3.5 Shelf Life and Storage
i. Proposed shelf life expressed in months
ii. Recommended storage conditions.

2.3.6 Samples
i. Submission of two (2) finished product samples in final commercial packaging.
ii. Certificates of analysis for the same batch as submitted samples
iii. Product quality and or toxicological reports

2.4 Particulars of manufacturer and supply chain
Upon dossier submission, applicants shall provide:
i. Name and full address of the manufacturer(s)
ii. Name and address of the trademark holder
iii. Name and address of the applicant
iv. Name and address of the Local Technical Representative (for imported products)
v. Power of attorney agreement with local technical representative
vi. Name and address of the testing laboratory or Contract Research Organization.
vii. Name of the country where the product is manufactured.
2.5  Regulatory compliance requirements

2.5.1 National Compliance
Applicants shall submit:
i. Rwanda FDA premises registration certificate (where applicable)
ii. Company registration certificate issued by Rwanda Development Board (for local manufacturers)
iii. Trademark registration certificate
iv. Evidence of compliance with national tobacco control regulations.
2.5.2 Good Manufacturing Practice (GMP)
Applicants shall provide:
i. A valid GMP certificate issued by Rwanda FDA or International recognized authority
ii. A valid GMP certificate issued by recognized authority in East Africa region or other stringent regulatory authority showing the inspection details including date of inspection and compliance status.
iii. International Certifications to the manufacturing site (where applicable)
iv. GMP certificates from other regulatory authorities
v. ISO or equivalent certifications.
2.5.3 Market Authorization Status
Applicant shall provide a list of countries where the product is registered or authorized.
2.6 Manufacturing and Quality Information
2.6.1 Manufacturing Process
A detailed description of the manufacturing process shall be provided, including:
i. Raw material sourcing,
ii. Processing steps,
iii. Additive incorporation,
iv. Quality control measures.
2.6.2 Physical chemical parameters.
Following parameters shall be evaluated and reported as applicable to the product type:
i. Nicotine content shall be quantitatively determined to evaluate the addiction potential.
ii. Tar yield shall be measured as total particulate matter excluding nicotine and water.
iii. Carbon monoxide shall be determined in mainstream smoke (for smoked products).
iv. Moisture content (% of water content)
v. Ash content to demonstrate inorganic residue and potential contamination
vi. P H for tobacco or tobacco extracts (to evaluate the influence of nicotine absorption)
vii. Total particulate matter (TPM) for smocked products
viii. Volatile organic compounds (Benzene, formaldehyde and acetaldehyde) as VOCs are carcinogenic.
ix. Tobacco specific nitrosamines (TSNAs): 4-(Methylnitrosamino)-1-3-pyridyl-1-butanone NNK and N′-Nitrosonornicotine (NNN)
x. Heavy metals 
a. The following heavy metals but not limited shall be quantified as toxic and bio accumulative contaminants:
· Lead (Pb)
· Cadmium (Cd)
· Arsenic (As)
· Mercury (Hg)
xi. Pesticide Residues from agriculture chemicals shall be determined
xii. All additives shall be identified and quantified where applicable
xiii. Burn Rate (for smoked products)
xiv. Fill Density 
xv. Filter Ventilation (if applicable)
xvi. Particle Size Distribution (for smokeless products)
xvii. Water Activity to predict microbial growth potential 
2.6.3 Product Specifications and certificates of analysis
(1) Applicant shall propose:
i. Analytical method, parameters including nicotine, carbon monoxide, tar content and other relevant constituents tested in the product and the results.
ii. Specifications for each parameter tested in each ingredient (where applicable),
iii. Specifications for each parameter tested in finished product,
iv. Scientifically justified acceptance limits
v. Reference to internationally recognized standards where applicable
vi. Certificates of Analysis for at least three (3) consecutive batches.
(2) Rwanda FDA reserves the right to establish or revise acceptable limits based on evolving scientific evidence.
2.6.4 Toxicology
i. Tobacco products must not contain hazardous substances beyond the acceptable limits set by national Laws and regulations.
ii. Tobacco products must bear the statement of tar, nicotine and carbon monoxide content in milligrams per tobacco product.
iii. Tobacco products must bear the nicotine and carbon monoxide (CO) yield statements and the numbers must be rounded to the nearest whole number.
iv. Tobacco products intended to be sold in Rwanda must bear the statement “For sale in Rwanda”.
2.7 Labelling and Packaging Requirements
2.7.1 General Requirements
All tobacco products labelling shall comply with national legislation and shall be:
i. Clear, legible, and indelible
ii. Non-misleading
iii. Securely affixed to the packaging.
2.7.2 Mandatory Label Elements
(1) All tobacco products packages must carry appropriate health warnings text messages on the front and back panels.
(2) The health warnings must be in Kinyarwanda and English languages or Kinyarwanda and French languages comprising of not less than thirty (30%) of the total surface area of both the front and back panels.
(3) The statement “Smoking kills, causes cancer, heart diseases, and other health vices such as impotence, infertility, miscarriage and stroke” must be on the outer part of the package.
(4) The health warning must be printed in black Helvetica bold type on a white background, be clear and legible, not be printed in a place where it may be damaged when packaging is opened.
(5) Every package of tobacco products must:
i. Bear such a statement as to the name and address of the manufacturer.
ii. State the number of products (e.g.: number of cigarettes, cigars, etc…).
iii. [bookmark: _Toc190098473]Bear the manufacturing date or code.
2.8 Evaluation and approval
(1) The registration application will be evaluated by Rwanda Food and Drugs Authority (Rwanda FDA).
(2) Evaluation includes assessment of the product's compliance with public health and safety standards.
(3) The Authority may request additional information or conduct inspections to verify the information provided.
(4) Once the evaluation is completed, the product will either be approved or rejected for registration.
2.9 [bookmark: _Toc190098475]Registration fees
An application fee is required to process the registration. The fee structure is available on Rwanda FDA website and may be subjected to change based on updates to national policies.
2.10 [bookmark: _Toc190098476][bookmark: _Toc190097214]Renewal and updates
(1) The registration of tobacco products is valid for five years and the registration certificate must be renewed annually as prescribed by regulations governing the registration, inspection, importation and exportation of tobacco and tobacco products.
(2) Manufacturers and importers are required to notify the authority of any changes to the products composition, packaging, or manufacturing process.
2.11 [bookmark: _Toc190098477]Penalties for non-compliance

[bookmark: _Toc190097216][bookmark: _Toc190098478]Any tobacco product that is sold, distributed, or marketed without being properly registered may be subject to penalties, including confiscation, fines, and legal sanctions as stipulated in the Authority’s regulations related to regulatory service tariff/fees and fines.

2.12 [bookmark: _Toc190097217][bookmark: _Toc190098479]Processing timeline 

[bookmark: _Toc190097218][bookmark: _Toc190098480]The Authority shall process the application and communicate its decision on the product to the applicant within ninety (90) calendar days.

2.13 [bookmark: _Toc190098481]Transparency and public access
The list of registered tobacco products will be published and available on Rwanda FDA website to ensure transparency and informed consumer choices.
2.14 [bookmark: _Toc190098482]Monitoring and enforcement
(1) The authority will monitor the compliance of registered tobacco products through inspections and testing, as well as enforcement actions against any violations.
(2) The authority will also conduct periodic reviews to ensure that the products continue to meet safety and health protection standards.


2.15 [bookmark: _Toc190098483]Conclusion

(1) The registration of tobacco and tobacco products in Rwanda is a crucial step in regulating the industry, protecting public health, and ensuring compliance with both national laws and international obligations, including those under the WHO Framework Convention on Tobacco Control. In addition to ensuring product quality and safety, registration strengthens regulatory oversight mechanisms aimed at preventing and combating illicit trade in tobacco products by enhancing traceability, market surveillance, and enforcement actions against unauthorized products. 
(2) Furthermore, compliance with approved packaging and labelling requirements, including the use of standardized health warnings and pictograms, ensures effective communication of the health risks associated with tobacco use to consumers, in line with global best practices. By adhering to these guidelines, manufacturers, importers, distributors, and retailers will contribute to a safer, more transparent, and well-regulated tobacco market in Rwanda.
































CHAPTER 3: IMPORTATION AND EXPORTATION OF TOBACCO, TOBACCO PRODUCTS AND NICOTINE-RELATED PRODUCTS

3.1 [bookmark: _Toc240883598]General requirements

(1) All tobacco and tobacco products must be imported by importers whose premises are licensed by Rwanda FDA or who fall within the eligible importer category.
(2) All importers of tobacco and tobacco products must ensure they are granted an import license by the authority prior to importation
(3) Non pre-packaged/ non-registrable tobacco and tobacco products to be imported shall comply with specifications and/or requirements prescribed by the Authority.
(4) Tobacco and tobacco products to be imported shall not be banned or containing an ingredient which has been banned in the country of origin or in Rwanda for quality or safety purpose.
(5) Tobacco and tobacco products to be imported shall comply with labelling requirements according to related Standards.
(6) A tobacco and tobacco product registered by Rwanda FDA shall be imported by the marketing authorization holder, by any other company authorized by the marketing authorization holder or by the manufacturer in case he/she is the marketing authorization holder
(7) All consignments of tobacco and tobacco products shall pass through the gazetted ports of entry and shall be subjected to physical inspection at the port of entry or at importer’s premise for the consignments released under seal before being used to ensure they comply with claimed specifications.
(8) No person other than authorized importers shall import tobacco and tobacco products in Rwanda. However, the travellers entering at Port of Entry aged eighteen (18) years shall be allowed to import the tolerable quantity of tobacco and tobacco products not more than 200 cigarettes or cigarillos, 50 cigars or one kilogram
(9) Only the following shall be allowed to import tobacco, tobacco products, and nicotine-related products:
a. a company with tobacco and tobacco products manufacturing authorization;
b. a company with tobacco and tobacco products wholesale or retailer authorization;
c. [bookmark: _Toc118832806][bookmark: _Toc240883599]Research institutions/researchers conduct the research on tobacco or tobacco products;
d. A tourist, a visitor in the country, or any other person for justified reasons as per article 7 of       the Law No08/2013 of 01/03/2013 relating to tobacco control

3.2 [bookmark: _Toc240883600]Specific requirements
3.2.1 [bookmark: _Toc240883601]Requirements to apply for Import License
The following are requirements to apply for an import license:
a. The operational license of the importer 
b. Certificate of compliance of the manufacturer or the supplier, including by not limited to: ISO  Certificate or Good Manufacturing Practices certificate (GMP) or Good Distribution Practices certificate (GDP) or Operational License from respective Regulatory bodies, Bureau of standards permit to use standardization mark (Ex: TBS, KEBS…) if the manufacturer is from EAC, etc.
c. Commercial invoice having the following information:
i. Name and full address of the supplier and importer.
ii. The quantity to be imported of tobacco and tobacco products shall be measured in  smallest unit of use, e.g., number of sticks, the total number of pouches, etc. or if a bulk quantity is stated (e.g., number of cartons, number of sleeves, etc.) 
iii. The value for each product and the currency
iv. country of origin , name and full address  of the manufacturer.
v. A Packing List of the tobacco and tobacco products with the following information if applicable       
·  Imported quantities
· Batch Number/lot number 
· Manufacturing & Expiry date
d. Certificate of analysis issued by the manufacturer or a designated laboratory, for each batch number, indicating the following information:
i. Name and address of the manufacturer,
ii. Brand and common name of the tobacco and tobacco products, 
iii. Product description,
iv. Batch/lot number,
v. Manufacturing and Expiry date 
vi. Tested Parameters and their results (qualitative and/or quantitative),
vii. Specifications limit,
viii. Signed by authorized personnel.
e. phytosanitary certificate for tobacco (unprocessed)
f. A Proof of Payment of verification fees as specified in the Regulations CBD/TRG/004 related to regulatory service tariff/fees and fines.

3.3 [bookmark: _Toc240883602]Requirements to apply for import license of registered tobacco and tobacco products 

To import tobacco and tobacco products registered by Rwanda FDA, the applicant shall submit the following requirements:
a. tobacco registration certificate,
b. Commercial invoice,
c. Operational license,
d. Certificate of analysis for each batch number/phytosanitary for tobacco(unprocessed).
e. Proof of payment of verification fees as specified in the Regulations CBD/TRG/004 related to regulatory service tariff/fees and fines.

3.4 [bookmark: _Toc240883603]Requirements to apply for import license of tobacco and tobacco products for special cases

a)  Requirements to apply for importation of tobacco and tobacco products for research purpose:
i. Application letter addressed to the Director General of the Authority, 
ii. Authorization to conduct research issued by compent institution,
iii. Invoice with description of the products. 

b) Requirements to apply for importation of tobacco and tobacco products for sample registration:
i. Application letter addressed to the Director General of the Authority, 
ii. Invoice with description of the products. 
c) Requirements to apply importation of tobacco and tobacco products for exhibition
i. Application letter addressed to the Director General of the Authority,
ii. Commercial Invoice,
iii. Certificate of compliance of the manufacturer,
iv. Certificate of analysis for each batch number of the products to be exhibited
v. Commitment letter agreeing to re-export the remaining products after exhibition.

d) Requirements to apply for importation of tobacco and tobacco products declared as personal effects
i. A tourist, a visitor in the country or any other person who wants to import tobacco and tobacco products for personal use, not for sale, shall request for an authorization by providing information described in the Guidelines No:DIS/GDL/…… related to importation and exportation of regulated products declared as personal effects.
3.5 Processing applications

(1) An application for import license, fulfilling all requirements, will be processed in 3 working days. 
(2) The applicant will be notified by the Authority, in writing, about the decision either approval or rejection.
(3) An authorization is issued to an applicant, for a particular consignment, and shall not be transferable.  

3.6 Validity of an Authorization

The import license shall be valid for six (6) months from the date of issue.

3.7 [bookmark: _Toc240883604]Renewal of an import license

In case an import license is expired before being used, the applicant shall apply for renewal by submitting the following documents:
i. Application letter, 
ii. Operational license of the importer, 
iii. Expired import license, 
iv. Commercial invoice, and 
v. Payment proof of inspection fees for the previous application. 

3.8 [bookmark: _Toc240883605]Inspection of imported consignments at ports of entry

(1) Each consignment of tobacco and tobacco products must be inspected by the Authority at the port of entry or at importer’s premise for the consignments released under seal, before being used to ensure they comply with applicable regulations and claimed specifications.
(2) The consignment must be accompanied by the following requirements:
a) A valid import license issued by the Authority,
b) A corresponding commercial invoice,
c) A certificate of analysis for each batch,

(3) The primary packaging of imported tobacco and tobacco products shall be clearly labelled in at least one of the official languages used in Rwanda and the labelling shall comply with the relevant tobacco and tobacco products labelling standard. With the following information:
i. Name of product/brand.
ii. The number of sticks in the packet.
iii. the content of nicotine, tar, and carbon monoxide per cigarette
iv. the dates of manufacture and expiry;
v. the batch or lot number;
vi. storage conditions if applicable;
vii. the name and address of the manufacturer;
viii. the physical address of the manufacturing site;
ix. imprints with health warning message;
x. above eighteen years old
(4) If any message on the label is not in one of the official languages, a supplementary label translated in one of the official languages shall be used and availed to consumers. The translated information shall fully and accurately reflect the one on the original label. 
(5) The translation shall be signed and stamped by the manufacturer or the Embassy of the country having the original language on the label as their official language or stamped by a Notary who knows that language.
(6) Tobacco, tobacco products, nicotine-related products with labels which show evidence of alteration, will be regarded as substandard and shall be condemned. Such alterations include:
a. Entire label or parts with details such as batch number, dates of manufacturer and expiry cut off,
b. Evidence of labels being removed or new ones attached or new labels being pasted over old ones, 
c. Details of being erased or painted out and replaced with new details,
d. Counterfeiting.
(7) The primary package shall be sealed in such a way that the product cannot be reached or tempered without damaging the seal.

3.9 [bookmark: _Toc240883606]Sampling of imported products

(1) During physical inspection, if a tobacco and tobacco products is suspected for poor quality or whenever deemed necessary, the inspector may take samples for further investigation and the consignment shall not be released until the laboratory results are available for decision-making. The inspector shall fill in the “SAMPLING” form.
(2) In case of routine sampling, the consignment from which the samples have been taken shall be released to the importer for distribution.

3.10 [bookmark: _Toc240883607]Release of consignments

(1) The inspector releases the consignment underseal (by stamping supporting documents “RELEASED UNDERSEAL”) for further inspection at importer‘s premise. For the partial shipment, an inspector will write "PARTIAL SHIPMENT" on the import license and invoice, along with the quantities imported and remaining.
(2) Once satisfied that all importation conditions have been fulfilled as required, the Inspector shall release the consignment. 
(3) When a consignment is not physically inspected at port of entry or needs further inspection, for instance intra-region consignments, consignments that require special storage conditions or consignments that cannot be offloaded at the port of entry shall be released underseal and inspected at owner's premise. 

3.11 [bookmark: _Toc240883608] Rejection of consignments

(1) If a consignment is rejected due to quality reasons, the applicant will proceed for safe disposal  
(2) The Rejected product will get a full release in the Rwanda electronic single window (Resw) after the submission of the destruction certificate. 
(3) Where the consignment is rejected/detained an inspector will write a PV de constat with recommendations to follow safe disposal measures.
(4) If the physical inspection finds out that the consignment doesn’t comply with related tobacco and tobacco products Standards, the products shall be condemned. The importer shall implement the decisions taken and incur the cost.
(5) The following shall apply for such consignments:
a. The inspector shall not release the consignment and rejection shall be applied.
b. Tobacco, tobacco products and nicotine-related products rejected because of safety and quality reasons shall be disposed according to provisions of the Regulations CBD/TRG/….. related to regulatory service tariff/fees and fines.
c. The Inspectors, customs officials and representatives from other relevant Government institutions shall jointly supervise destruction of the rejected consignment. After completion of destruction, Rwanda FDA shall issue a Disposal certificate to the importer.
d. Where the consignment is quarantined, the inspector shall issue a Report of findings (PV de constat) stating clearly the quarantined products and the reason.
e. Tobacco and tobacco products rejected for reasons other than their quality shall be rejected and follow the procedure for re-export.
The following are the reasons for re-export of a consignment:
i. Tobacco and tobacco products which are not allowed or withdrawn from the Rwandan market.
ii. Any other reason the authority may deem necessary.
f. The importer shall re-export them in the country of origin or to a third country within a period of one month from the date of rejection and incur the cost. Copies of export documents stamped at the exit port shall be submitted to the Rwanda FDA as evidence of exportation exercise.

3.12 [bookmark: _Toc240883609]Importation by travelers for Personal Use

(1) A traveller entering Rwanda with tobacco, tobacco products or nicotine-related products for personal use shall ensure that:
a) the quantity does not exceed the personal-use allowance prescribed by applicable laws or the competent authorities;
b) the products are intended solely for the traveller’s personal consumption and not for sale, distribution or supply to another person;
c) the products are declared to the competent authorities at the point of entry where such declaration is required;
d) all applicable customs duties, taxes or other charges are paid;
e) the products are retained in their original retail packaging and bear the required health warnings and product information; and
f) the products are not prohibited, counterfeit, falsified, illicit or otherwise restricted under applicable Rwandan laws and regulations.
(2) Quantities exceeding the prescribed personal-use allowance shall be considered commercial imports and shall be subject to the applicable product registration, import authorization, customs clearance and licensing requirements.
(3) Possession of products for personal consumption shall not exempt a traveller from any prohibition or restriction applicable to a particular tobacco, tobacco product or nicotine-related product.

3.13 Importation for personal use through postal or courier services

(1) Tobacco, tobacco products and nicotine-r related products imported for personal use through postal, parcel or courier services shall comply with applicable Rwandan importation, customs, packaging, labelling and health-warning requirements.
(2) The importer shall provide the information and supporting documents required by Rwanda FDA, or any other relevant institution to confirm the identity, quantity and intended personal use of the products.
(3) Products imported through postal or courier services shall not be sold, distributed or supplied to another person.
(4) Prohibited products, quantities exceeding the prescribed personal-use allowance, or products that do not comply with applicable requirements may be detained, seized, rejected, returned to the country of origin or disposed of in accordance with applicable laws.
(5) These provisions do not authorize the importation of any tobacco product, nicotine-related product, electronic nicotine delivery system, imitation product or other product whose importation, possession or use is prohibited or restricted in Rwanda.

3.14 Exportation of tobacco, tobacco products and nicotine-related products
3.14.1 General requirements 
(1) Exporters of tobacco products should have a valid Export License issued by the Authority
(2) All tobacco and tobacco products must be exported by exporters whose premises are licensed by Rwanda FDA or who fall within the eligible exporter category.
(3) Tobacco and tobacco products to be exported shall comply with relevant tobacco and tobacco standards.
(4) All consignments of tobacco and tobacco products to be exported must exit through gazetted ports of exit and shall be subjected to physical inspection at the port of exit or at exporter’s premise to ensure they comply with claimed specifications.
3.14.2 [bookmark: _Toc240883610]Eligibility for Export

Only the following shall be allowed to export tobacco and tobacco products:
a. A manufacturer of tobacco and tobacco products holding operational license issued by the Authority; 
b. A wholesaler of tobacco and tobacco products holding operational license issued by the Authority; 
c. Researchers or research institutions authorized by competent institution to conduct researches;
d. An individual or company exporting a sample for laboratory testing;
e. A company or individual attending exhibition

3.14.3 [bookmark: _Toc240883611]Requirement for Exportation of tobacco and tobacco products

All applications for an export license shall be accompanied by the following documents:

a) Operational authorization of the exporter 
b) A Proforma Invoice signed by a technician and stamped originally showing manufacturer’s name, description, quantity and value for each product, the currency, full address of export and importer 
c) A packing list (if applicable) with the following information: exported products and their quantities, Batch/lot number, Manufacturing and expiry date.
d) Certificate of analysis issued by the manufacturer or a designated laboratory, for each batch number, indicating the following information:
i. Name and address of the manufacturer,
ii. Brand and common name of the tobacco product, 
iii. Product description,
iv. Batch/lot number,
v. Manufacturing and Expiry date 
vi. Tested Parameters and their results (qualitative and/or quantitative),
vii. Specifications limit,
viii. Signed by authorized personnel.
e) A Proof of Payment of verification fees as specified in the Regulations CBD/TRG/004 related to regulatory service tariff/fees and fines.
f) An export license is issued to an applicant, for a particular consignment, and shall not be transferable.  will be valid for three (3) months from the date of issuance. 
g) Applications for export license, fulfilling all requirements, will be processed within 2 working days.
















CHAPTER 4: POST- MARKET SURVEILLANCE

(1) Post-Marketing Surveillance (PMS) of tobacco, tobacco products and nicotine-related products shall be conducted by Rwanda FDA to ensure that products available on the Rwandan market comply with applicable legal and regulatory requirements and to identify, assess and control risks associated with their quality, safety, composition, labelling, packaging, presentation, storage, distribution, sale and use.
(2) The PMS system shall provide a mechanism for the continuous monitoring of products after they have been placed on the market and shall support timely regulatory action where non-compliance, product defects, adulteration, contamination, misrepresentation, illicit trade or other risks to public health are identified.

5.1 Components of Post-Marketing Surveillance

The Post-Marketing Surveillance system shall comprise a range of coordinated activities aimed at ensuring the continued compliance, quality and safety of tobacco, tobacco products and nicotine-related products available on the market. These activities shall include market inspections, risk-based sampling and laboratory testing. The Post-Marketing Surveillance system shall also include monitoring of packaging, labelling, product presentation and health warnings, as well as verification of the registration, notification or authorization status of products.

The system shall further encompass monitoring of storage and distribution conditions and compliance of manufacturers and importers with applicable regulatory requirements. It shall provide mechanisms for the receipt, assessment and investigation of complaints and reports, including the monitoring of reported suspected poor-quality product. 

Where non-compliant products or products presenting a potential risk to public health are identified, the Post-Marketing Surveillance system shall support appropriate regulatory actions, including the recall or withdrawal of affected products from the market and any other PMS regulatory action. The system shall also provide for follow-up and verification of the implementation and effectiveness of corrective and preventive actions taken by responsible entities. 

It is the responsibilities of manufacturers, importers, retailers and users of tobacco, tobacco products and nicotine-related products to report to Rwanda FDA any suspected poor quality related products using the existing PMS reporting channels 

5.2 Post marketing surveillance regulatory actions

Where Post-Marketing Surveillance activities identify non-compliance, a suspected or confirmed product defect, or a potential risk to public health, Rwanda FDA may take appropriate regulatory action based on the nature and severity of the identified concern. Such actions may include requesting additional information or supporting documentation, conducting enhanced inspections or surveillance, collecting samples for further assessment, and requiring laboratory testing where necessary. Rwanda FDA may also require the manufacturer or importer to conduct quality control testing of the affected product at an independent, accredited quality control laboratory, at the manufacturer’s or importer’s own cost.

Rwanda FDA may also issue the call for quarantine or restriction of distribution of affected products, suspension of their sale or supply, withdrawal of products from the market and recall of affected products, as appropriate.

Where products are confirmed to be unfit, unsafe, non-compliant, adulterated, counterfeit, falsified or otherwise unsuitable for continued placement on the market, Rwanda FDA may require their safe disposal in accordance with applicable requirements. Depending on the nature and severity of the PMS non-compliances, Rwanda FDA may also suspend or cancel the applicable authorization, licence, registration or notification or imposing administrative sanctions or fines in accordance with applicable regulations. Where necessary, cases may be referred to other competent authorities, including relevant enforcement authorities, for further investigation and appropriate action in accordance with applicable laws and regulations.
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