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Appendix I1I:

| This is a template to assist the applicant in writing a response to inquiry |

Response to Inquiries:

To: National Medicines and Poisons Board

General Directorate of Registration
Variations Section

Product Information:

[Insert product name, dosage form, strength, Manufacturer]

Company Response:

1. Inquiry
[Insert the inquiry as received from the NMPB]

Response
Provide a clear, complete, and scientifically justified response.

Reference attached documents where applicable

2. Inquiry
[Insert the inquiry as received from the NMPB]

Response
Provide a clear, complete, and scientifically justified response.

Reference attached documents where applicable]

3. Inquiry
[Insert the inquiry as received from the NMPB]
Response
[Provide a clear, complete, and scientifically justified response.
Reference attached documents where applicable]

Name:
Signature:

Date:
Company Stamp:




Appendix II:

| This is a template to assist the applicant in writing a cover letter

To: National Medicines and Poison, ar

General Directorate of Registration
Variations Section

Product Information:
[Insert product name, dosage form, strength, Manufacturer]

Company change(s) :

[Insert all company changes in details with justification for each change(s)]

Name:
Signature:

Date:
Company Stamp:




Appendix 1:
Flow chart for Procedures for Receipt, assessment and notification of Variation

Applications
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6. The submission must specify the recipient entity, Performa Invoice,
state/regional health authority approval, and proof of reconciliation/clear-
ance of previously issued permits for controlled substances.

7. The submitted Purchase Permit documentation is evaluated by the
designated officer at the Department of Narcotic Drugs and Psychotropic
Substances at the Board
8. Decision on the Purchase Permit application (Approval or Rejection)
is communicated directly to the applicant via the electronic portal.




7. Purchase and Sale of Narcotic Drugs and Psychotropic Substances

7.1. Introduction: Regulatory control over the purchase and sale of narcotic
drugs and psychotropic substances constitutes a fundamental pillar of national
health and social security. Due to the pharmacological nature of these controlled
substances and their potential to induce dependency or cause severe health
hazards when misused, regulating their distribution extends beyond routine
commercial governance. It demands strict regulatory oversight to guarantee that
these controlled medicines reach intended patients while preventing diversion,
illicit trafficking, or non-medical use.

7.2. Scope: Narcotic drugs specified in the Single Convention on Narcotic Drugs
(1961), listed in the INCB Yellow List, and approved by the competent Commit-
tee. Psychotropic substances specified in the Convention on Psychotropic Sub-
stances (1971), listed in the INCB Green List, and approved by the competent
Committee.

7.3. Authorization Procedures for the Purchase and Sale of Narcotic Drugs
and Psychotropic Substances:

1. The authorized agent must submit an official request letter on let-
terhead, signed and stamped, addressed to the Department of Narcotic
Drugs and Psychotropic Substances at the Board via the dedicated elec-
tronic portal.

2. The submission must specify the recipient entity, attached Performa
Invoice, state/regional health authority approval for the Sale Permit, and
proof of reconciliation/clearance of previously issued permits for narcotic
drugs and psychotropic substances.

3. The submitted Sale Permit documentation is reviewed by the officer in
the Department of Narcotic Drugs and Psychotropic Substances.

4. Decision on the Sale Permit application (Approval or Rejection) is
communicated directly via the agent’s electronic portal.

5. The authorized agent must submit an official request letter on let-
terhead, signed and stamped, addressed to the Department of Narcotic
Drugs and Psychotropic Substances at the Board (or its regional branch-
s) via the dedicated electronic portal to request a Purchase Permit.



Seventh:
Purchase and Sale of
Narcotic Drugs and
Psychotropic Substances
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v" Must be translated into English
v' Translation must be done by an authorized translation office, (University
of Khartoum).

4.3.1S0O, CE, or EC Certificates

eIssuance: Certificates must be issued by a Notified Body or Competent Au-
thority.

* Authentication:

v" Must be verified online
v Via QR code, online database, or email

* Language Requirement:

v' Certificates must be provided in English Language.
v" Applicant must submit an English copy

Responses to Inquiries and /or Deficiencies
* The applicant shall submit a comprehensive response document addressing
all questions or deficiencies raised by the variations section during the evalua-
tion of the application.

* The document must list each question verbatim, followed by the applicant’s
corresponding response, providing clear, complete, and verifiable information.
(see Appendix Ill)

File Submission:

All documents must be labeled, uploaded and submitted as separate PDF files.




2. Application Form:
* Ensure all information provided is accurate and complete, as it will be
reflected in the approval letter.
* Clearly indicate the current status of the product in the form.
* Any proposed changes must be clearly explained, preferably in a com-
parison table showing the current status versus the proposed status.
3. Photos and Artworks
3.1. Photos:
v Clear, high-resolution images.
v' Show all sides of the product (front, back, sides, top, bottom).
v' Taken under good lighting, without glare or reflections.
v Accurate color representation of the product and packaging.
3.2. Artworks:
v Artwork shall be clear and legible
v' Shall reflect actual dimensions of the packaging (immediate pack-
aging or secondary).
v Include height x width, margins.
v" Submitted in PDF format.
4. Document Legalization and Certification
Applicable Documents: Certificates issued by competent authorities, e.g.:
v' CPP (Certificate of Pharmaceutical Product)
v' FSC (Free Sale Certificate)
v GMP (Good Manufacturing Practice) certificates
4.1. Legalization Requirement:
v' All certificates must be legalized by the Sudan Ministry of Foreign
Affairs before submission.

Note: The Certificate of Pharmaceutical Product (CPP) should be issued
in accordance with the format recommended by the World Health Organi-
zation (WHO Certification Scheme) and must include key product informa-
tion such as the product name, dosage form, strength, registration status,

composition, and manufacturing site(s) details.
4.2. Translation Requirement:
Documents Not in English:




section of any errors within (48) hours of receipt.

2. Suspended Applications until fulfilling the required documents

« If deficiencies are identified, the applicant will receive a deficiency Letter
specifying the inquiries or deficiencies that need to be addressed.

* The applicant shall respond to the inquiries within (30) days of receipt.
Failure to respond within this time frame will result in cancellation of the
application.

* Maximum of (2) opportunities shall be permitted for each application to
submit the required inquiries. Failure to fully comply with the requirements
after the third submission shall result in rejection or cancellation of the
application.

* Commitments or undertakings in lieu of actual documentation shall not
be accepted.

3. Rejected Applications:

* |f the application is rejected, the applicant will be notified.

* The notification will include the reasons for rejection, which may include,
but are not limited to:

v" Failure to comply with prescribed timelines for payment or for respond-
ing to inquiries.

v' Failure to adequately address deficiencies after two submission cycles.
v Technical or procedural non-compliance

Fees:
The following fees shall apply:

* Single Variation
* Multiple Variations

Note: Fees shall be payable only upon acceptance of the application.
Documentation Requirements:

1. Cover Letter:

* The cover letter shall be issued by the manufacturer.

* It shall clearly describe the nature and scope of the proposed variation(s)

along with a detailed justification for each change(s) (see appendix )




Note: A change in the name and/or address of the manufacturer of the

finished product, where there is no change in the actual manufacturing
location, shall always be submitted as a Single Variation.

3. Documentation Requirements:

Each variation application shall be supported by a complete and accurate dos-
sier, including at minimum:

* Aformal Cover Letter clearly describing the proposed changes(s) issued
by manufacturer.

* A Justification for Change.

* A duly completed Application Form

* A relevant Supporting Documentation prepared in accordance with the
applicable regulatory and technical standards.

4. Method of Submission:
All applications and supporting documentation shall be submitted together in

PDF format via electronic system.

Procedures for Receipt, assessment and notification of Variation
Applications (See appendix 1)

* Upon receipt of a variation application, the Variations Section Assessors of
the NMPB shall conduct an administrative and technical review within (10 to 15)
working days.

* Based on this assessment, the application shall be classified as Accepted,
Suspended pending the submission and fulfillment of the required documenta-
tion, or rejected.

1. Accepted Applications

e If the application is accepted, the applicant will be notified, which will
include a request for payment of the applicable fee.

* The applicant shall respond to the payment request within (10) working
days of receipt. Failure to respond within this time frame will result in can-
cellation of the application.

* After making payment, the official approval letter will then be issued
within (10) working days and sent to the applicant.

* The applicant shall review the approval letter and notify the variations



6. Variations to Pharmaceutical Products:
6.1. Introduction: A Post-Approval Change or Variation is defined as

any modification made to a registered pharmaceutical product, dietary
supplement and health products, cosmetic products, medical devices
or biological medicinal product after the granting of marketing authori-
zation. Throughout the product life cycle, variations may be necessary
to incorporate scientific and technological advancements, optimize
manufacturing processes, improve product quality, or address up-
dated safety and regulatory requirements. As post-approval changes
may have an impact on the established Quality, Safety and Efficacy
(QSE) of a medicinal product, they shall be appropriately classified,
scientifically assessed and managed through a defined regulatory
pathway to ensure continued compliance with approved requirements
and protection of public health.
6.2. Scope: This Guidance applies to all applications for variations re-
lating to the following categories of products authorized by the NMPB:
* Human and Veterinary Pharmaceuticals/Biological
* Dietary Supplements and Health Products
* Medical Devices
* Cosmetic Products
Procedure for Submitting an Application for Variation:
1. Determination of Variation Type:
* Applicants shall first determine the appropriate product cate-
gory and regulatory section under which the variation applica-
tion is to be submitted, based on the nature of the authorized
product and the proposed change.
2. Mode of Submission:
Applicants shall submit their variation(s) as either:
* A Single Variation, or

* Multiple Variations




Sixth:
Variations to Medicines,
Pharmaceutical Products,
Medical Devices, and Cosmetics




19. Following fee payment confirmation, the official Customs Clearance

Certificate bearing a unique serial number is generated and released on
the agent’s electronic portal

5.9. Procedures for Field Inspection and Customs Clearance (Ports
of Entry)

Upon verifying that all required documentation is complete, a physical
field inspection of the arrived consignment is conducted at the customs
port of entry by an authorized representative of the National Medicines
and Poisons Board (NMPB) in accordance with the following procedural
steps:

1. The designated NMPB inspector at the customs port of entry is in-
structed to perform a field inspection and compile a comprehensive tech-
nical report assessing the overall condition of the incoming pharmaceuti-
cal products listed under the attached shipping documents, verifying their
complete conformity with the approved documentation.

2. Based on the technical inspection report submitted by the port in-
spector to the Directorate of Importation, one of the following decisions is
taken:

2.1. Issuance of a Customs Clearance Certificate (in the event of full ship-
ment conformity with technical and regulatory specifications).
2.2. Issuance of a Letter of Non-Conformity (in the event of shipment

non-compliance with technical or regulatory specifications).




Invoice. The applicant must use this tracking reference on the “Baladna”
platform (Ministry of Industry and Trade) to complete trade authorization
procedures.

Phase 2: Obtaining a Customs Clearance Certificate

11.Enter your Username and Password, and then click “Login” to access
the home page.

12. Fill out the electronic application form for a Customs Clearance Per-
mit via the Directorate of Importation and enter the tracking reference
number previously issued for the Performa Invoice (No-Objection stage).

13. Upload clear, legible copies of the following documents:

* Final Commercial Invoice.

» Packing List (including serial numbers and model specifications
for equipment/machinery).

* Certificate of Origin (COO).

* Shipping Documents (Bill of Lading / Air Waybill).

* Certificates of Analysis (CoA) for each batch/product (for items
requiring testing).

14. After completing the upload of all required attachments, submit the
request directly to the Board to initiate the review process.

15. All attached clearance documents undergo a technical review by the
officer at the Directorate of Importation to ensure full regulatory compli-
ance. Incomplete applications are returned electronically to the applicant
for completion, with responses issued within 72 hours.

16. Once documentation is complete, a physical field inspection of the
arrived consignment is conducted at the designated customs port of entry
by an authorized NMPB inspector.

17. Following the physical field inspection at the designated customs
port of entry and verification of product/device quality and technical com-
pliance, the NMPB port inspector submits an official inspection report to
the Directorate of Importation to authorize clearance certificate issuance.

18. Upon application approval, an automated payment notification is is-
sued for the customer of prescribed regulatory fees.




5. Certificate of Origin (COO) matching all other shipping docu-
ments.

6. Shipping Documents (Bill of Lading / Air Waybill) matching all
other documents and explicitly stating the beneficiary name.

7. Manufacturer’s Certificate of Analysis (CoA) for each batch listed
on the invoice (for items requiring testing).

Application Procedures for Importing Raw Materials and Manufac-
turing Inputs:

Phase 1: Obtaining a No-Objection (Pre-Import Authorization)
1.Enter your Username and Password, and then click “Login” to access
the home page.

2. Fill out the electronic application form to request a No-Objection /
Pre-Import Authorization for local manufacturing inputs from the Director-

ate of Importation, ensuring all fields are completed accurately in alignment
with official documentation.

3. Upload the required document PDF Performa Invoice.

4. After uploading the required attachment, submit the request directly to
the Board to initiate the review process.

5. All documents submitted with the No-Objection application undergo a
comprehensive technical audit and review by the officer at the Directorate
of Importation to verify compliance with approved regulatory conditions
prior to granting final approval.

6. Requested items undergo database verification and technical evalua-
tion, processed through the following steps:

7. If items match database records and conform to all regulatory require-
ments and conditions, an immediate import recommendation is issued.

8. If items do not conform, the specific reason is identified, and the trans-
action is returned to the applicant for completion/rectification or rejection.
9. Upon resolving non-conformities and fulfilling all requirements, the
No-Objection authorization is granted.

10. The Directorate of Importation electronically issues the No-Objection

authorization along with a tracking reference number for the Performa




* Certificate of Origin (COO).
* Shipping Documents (Bill of Lading / Air Waybill).

* Certificates of Analysis (CoA) for each product.

14. After completing the upload of all required attachments, submit the
request directly to the Board to initiate the review process.

15. All attached clearance documents undergo a technical review by the
officer at the Directorate of Importation to ensure full regulatory compli-
ance. Incomplete applications are returned electronically to the applicant
for completion.

16. Once documentation is complete, a physical field inspection of the
arrived consignment is conducted at the designated customs port of entry
by an authorized NMPB inspector.

17. Following physical inspection at the designated port and verification
of product quality and technical compliance, the NMPB inspector submits
an official inspection report to the Directorate of Importation to authorize
clearance issuance.

18. Upon application approval, an automated payment notification is is-
sued for the customer of prescribed regulatory fees.

19. Following fee payment confirmation, the official Customs Clearance
Certificate bearing a unique serial number is generated and released on
the agent’s electronic portal.

5.8. Application Step for Raw Materials and Inputs for Local Pharma-
ceutical Industries:
Specific Requirements:
1. Performa Invoice for issuing the Pre-Import Authorization / No-Ob-
jectionand completing banking procedures.

2. Final Commercial Invoice for issuing the Customs Clearance
Permit.

3. Package Insert / Leaflet (PIL).

4. Packing List containing batch numbers and expiration dates for
materials to be cleared; for machinery/equipment, the packing list
must include serial numbers and model specifications.




* For medical devices: ISO 13485 Certificate, CE Mark Certificate or
US FDA Approval, and Operation & Maintenance Manuals.
* Certificates of Analysis (CoA) for each batch (for items requiring
testing).

4. After completing the upload of required attachments, submit the re-

quest directly to the Board to initiate the review process.

5. All documents submitted with the No-Objection request undergo a
comprehensive technical audit and review by the officer at the Directorate
of Importation to verify compliance with approved regulatory conditions
prior to granting final approval.

6. Requested items undergo database verification and technical evalua-
tion, processed through the following steps:

7. If items match database records and conform to all regulatory require-
ments and conditions, an immediate import recommendation is issued.

8. If items do not conform, the specific reason is identified, and the trans-
action is returned to the applicant for completion/rectification or rejection.

9. Upon resolving non-conformities and fulfilling all requirements, the
No-Objection authorization is granted.

10. The Directorate of Importation electronically issues the No-Objection
authorization along with a tracking reference number for the Performa
Invoice. The applicant must use this tracking reference on the “Baladna”
platform (Ministry of Industry and Trade) to complete trade authorization
procedures.

Phase 2: Obtaining a Customs Clearance Certificate

11. Enter your Username and Password, and then click “Login” to access
the home page.

12. Fill out the electronic application form for a Customs Clearance Per-
mit via the Directorate of Importation and enter the tracking reference
number previously issued for the Performa Invoice (No-Objection stage).
13. Upload clear, legible copies of the following documents:

* Packing List (including serial numbers and model specifications for

medical equipment/devices).



5.7. Application step of Importation Procedures for Grants and Do-
nations:

Specific Requirements:

1. List of pharmaceutical products intended for import, officially
stamped by the National Medical Supplies Fund (NMSF).
2. Package Insert / Leaflet (PIL).
3. For medical devices: ISO 13485 Certificate, CE Mark Certificate
or US FDA Approval (or equivalent according to medical device risk
classification), along with Operation and Maintenance Manuals.
4. Packing List containing batch numbers and expiration dates for
items to be cleared; for medical devices/equipment, the packing list
must include serial numbers and model specifications.
5. Certificate of Origin (COO) for pharmaceutical products.
6. Shipping Documents (Bill of Lading / Air Waybill) matching all
other documents and explicitly stating the beneficiary name.
7. Manufacturer’s Certificate of Analysis (CoA) for each batch listed
on the invoice (for products subject to laboratory analysis).
Application Procedures for Importing Grants and Donations:
Phase 1: Obtaining a No-Objection (Pre-Import Authorization)

1. Enter your Username and Password, and then click “Login” to access
the home page.

2. Fill out the electronic application form to request a No-Objection /
Pre-Import Authorization for medicines and pharmaceutical products from
the Directorate of Importation, ensuring all fields are completed accurate-
ly in alignment with official documentation.

3. Upload the required documents:

* Performa Invoice matching the approved list of products endorsed
by the National Medical Supplies Fund (NMSF).
» Stamped product list approved by the National Medical Supplies
Fund (NMSF).
* Quter carton and inner primary packaging artworks/photos.
* Package Insert / Leaflet (PIL).




12. Fill out the electronic application form for a Customs Clearance Per-
mit via the Directorate of Importation and enter the tracking reference
number previously issued for the Performa Invoice (No-Objection stage).

13. Upload clear, legible copies of the following documents merged into
PDF format:

« Final Commercial Invoice.

« Packing List (including serial numbers and model specifications for
medicalequipment/devices).

« Certificate of Origin (COO).

« Shipping Documents (Bill of Lading / Air Waynbill).

« Certificates of Analysis (CoA) for each listed product.

14. After completing the upload of all required attachments, submit the
request directly to the Board to initiate the review process.

15. All attached clearance documents undergo a technical review by the
designated officer at the Directorate of Importation to ensure full regulato-
ry compliance. Incomplete applications are returned electronically to the
applicant for completion.

16. Once documentation is complete, a physical field inspection of the
arrived consignment is conducted at the designated customs port of entry
by an authorized NMPB inspector.

17. Following physical inspection at the designated port and verification
of product quality and technical compliance, the NMPB inspector submits
an official inspection report to the Directorate of Importation to authorize
clearance issuance.

18. Upon application approval, an automated payment notification is is-
sued for the customer of prescribed regulatory fees.

19. Following fee payment confirmation, the official Customs Clearance
Certificate bearing a unique serial number is generated and released on
the agent’s electronic portal




Directorate of Importation, ensuring all fields are completed accurately in align-

ment with official documentation.
3. Upload the required documents:
* Performa Invoice.
* Package Insert / Leaflet (PIL).
* Certificate of Origin (COQ) matching other documents.
* Certificates of Analysis (CoA) for products requiring laboratory testing.
» Official letter from the Humanitarian Aid Commission (HAC).
* Annual Health Program Plan with the written undertaking of non-com-
mercialization.
» Official Ministry of Health program approval.

4. After completing the upload of required attachments, submit the request di-
rectly to the Board to initiate the review process.

5. All documents submitted with the No-Objection application undergo a com-
prehensive technical audit and review by the designated officer at the Director-
ate of Importation to verify compliance with approved regulatory conditions prior
to granting final approval.

6. Requested items undergo a database verification and technical evaluation,
processed through the following steps:

7. If items match database records and conform to all regulatory requirements
and conditions, an immediate import recommendation is issued.

8. If items do not conform, the specific reason is identified, and the transaction
is returned to the applicant for completion/rectification or rejection.

9. Upon resolving non-conformities and fulfilling all requirements, the No-Objec-
tion authorization is granted.

10. The Directorate of Importation electronically issues the No-Objection au-
thorization along with a tracking number for the Performa Invoice. The applicant
must use this tracking reference on the “Baladna” platform (Ministry of Industry
and Trade) to finalize trade authorization procedures.

Phase 2: Obtaining a Customs Clearance Certificate

11. Enter your Username and Password, and then click “Login” to access
the home page.




5.6. Application Step for Importation Procedures for Foreign Orga-
nizations
Specific Requirements:

1. Performa Invoice for issuing the Pre-Import Authorization /
No-Objection.

2. Package Insert / Leaflet (PIL).

3. For medical devices: ISO 13485 Certificate, along with CE Mark
Certificate or US FDA Approval (or equivalent, according to the med-
ical device risk classification).

4. Final Commercial Invoice for issuing the Customs Clearance
Permit.

5. Packing List specifying batch numbers and expiration dates for
products to be cleared; for medical devices/equipment, the packing
list must include serial numbers and model specifications.

6. Certificate of Origin (COOQ) consistent with all other shipping documents.

7. Shipping Documents (Bill of Lading / Air Waybill) consistent with
other documents and explicitly stating the beneficiary name.

8. Manufacturer’s Certificate of Analysis (CoA) for each batch listed
on the invoice (for products subject to analysis).

9. Official letter from the Humanitarian Aid Commission (HAC) out-
lining the organization’s approved scope of activity.

10. Approved Annual Health Program Plan, accompanied by an of-
ficial written pledge/undertaking non-commercialization (prohibiting
the sale or trade of imported items).

11. Official approval letter from the Ministry of Health endorsing the
health program.

Application Procedures for Importation by Foreign Organizations:
Phase 1: Obtaining a No-Objection (Pre-Import Authorization)

1. Enter your Username and Password, and then click “Login” to access
the home page.

2. Fill out the electronic application form to request a No-Objection /
re-Import Authorization for medicines and pharmaceutical products from the




12. Fill out the electronic application form for a Customs Clearance Permit
via the Directorate of Importation and enter the Performa Invoice tracking
reference number previously issued during the No-Objection phase.

13. Upload clear, legible copies of the following documents in PDF for-
mat:

« Final Commercial Invoice.

« Packing List (including serial numbers and model specifications for
medicalequipment/devices).

« Certificate of Origin (COO).

« Shipping Documents (Bill of Lading / Air Waynbill).

« Certificates of Analysis (CoA) for products requiring analysis.

14. After completing the upload of all required attachments, submit the
request directly to the Board to initiate the review process.

15. All attached clearance documents undergo a technical review by the
designated officer at the Directorate of Importation to ensure full regulato-
ry compliance. Incomplete applications are returned electronically to the
applicant for completion.

16. Once documentation is complete, a physical field inspection of the
arrived consignment is conducted at the designated customs port of entry
by an authorized NMPB inspector.

17. Following physical inspection at the designated port and verifica-
tion of product quality and technical compliance, the NMPB port inspector
submits an official inspection report to the Directorate of Importation to
authorize clearance issuance.

18. Upon application approval, an automated payment notification is is-
sued for the customer of prescribed regulatory fees.

19. Following fee payment confirmation, the official Customs Clearance

Certificate bearing a unique serial number is generated and released on
the agent’s electronic portal.




Application Procedures for Importing NMPB-Registered Products:
Phase 1: Obtaining a No-Objection (Pre-Import Authorization)

1. Enter your Username and Password, and then click “Login” to access
the home page.

2. Fill out the electronic application form to request a No-Objection /
Pre-Import Authorization for medicines and pharmaceutical products from
the Directorate of Importation, ensuring all fields are completed with ac-
curate data matching official documents.

3. Upload a clear, legible copy of the Performa Invoice in PDF format,
adhering strictly to preformed invoice specifications and any additional
requirements specified by the Import Department.

4. After uploading the required attachment, submit the application directly
to the Board to initiate the review process.

5. All documents attached to the No-Objection request undergo a com-
prehensive review by the officer at the Directorate of Importation to verify
compliance with approved conditions prior to issuing final approval.

6. Items requested for import undergo a database cross-check and tech-
nical review, processed through the following steps:

7. If items match database records and meet all regulatory conditions, an
immediate import recommendation is issued.

8. If items do not match or fail to meet requirements, the specific reason
is identified, and the application is returned to the applicant for rectifica-
tion or rejection.

9. Once non-conformities are resolved and all requirements are met, the
No-Objection authorization is granted.

10. The Directorate of Importation electronically issues the No-Objection
authorization along with a tracking number for the Performa Invoice. The
applicant must use this tracking reference on the “Baladna” platform (Min-
istry of Industry and Trade) to complete trade authorization procedures.
Phase 2: Obtaining a Customs Clearance Certificate
11. Enter your Username and Password, and then click “Login” to access
he home page.



with approved regulatory conditions prior to final clearance approval. Incomplete

dossiers are returned to the applicant .
2.9. Once the documentation is verified and complete, a physical port-of-entry
inspection is conducted by an authorized NMPB inspector upon the consign-
ment’s arrival at the customs checkpoint.
2.10. Following the physical field inspection and confirmation of product quality
and technical compliance, the NMPB port inspector submits an official inspec-
tion report to the Directorate of Importation to facilitate clearance certificate is-
suance.
2.11. Upon application approval, an automated payment notification is issued for
the customer of prescribed regulatory fees.
2.12. Following confirmation of fee payment, the official Customs Clearance
Certificate bearing a unique serial number is generated and released on the
agent’s electronic portal.
5.5. Importation Steps for NMPB-Registered Products:
(Human Medicines, Veterinary Medicines, Dietary Supplements, Health
Products, Medical Devices, and Cosmetics)

Specific Requirements:

1. No-Objection / Pre-Import Authorization:

« Performa Invoice.

2. Customs Clearance Permit:

- Final Commercial Invoice.

- Packing List containing batch numbers and expiration dates for phar-
maceutical products, or serial numbers and model numbers for medical
devices.

- Certificate of Origin (COO) consistent with all shipping documentation.

- Shipping Documents (Bill of Lading / Air Waybill) consistent with other

documents and clearly stating the beneficiary name.
« Manufacturer’s Certificate of Analysis (CoA) for each batch listed
on the invoice (for products subject to testing/analysis).




1.5. The Department of Narcotic Drugs calculates the requested quantities in

pure grams and verifies their availability against the approved National Annual
Quota / Allocation.
1.6. Upon verification, the application is approved and endorsed by the Depart-
ment of Narcotic Drugs and Psychotropic Substances.
1.7. The official Non-Objection / Authorization Letter for the requested prepara-
tions or raw materials is issued via the Directorate of Importation based on the
approval of the Department of Narcotic Drugs.
2. Submission via the NMPB Electronic Import Portal:
2.1. Enter your Username and Password, and then click “Login” to access the
home page.
2.2. Fill out the electronic application form for a Non-Objection / Import Permit
for a narcotic drug or psychotropic substance via the Directorate of Importation,
completing all required fields accurately in alignment with official documents.
2.3. The agent uploads the Performa Invoice to the Directorate of Importa-
tion through the electronic system.
2.4. The submitted Import Permit documents are reviewed by the designated
officer at the Directorate of Importation.
2.5. Upon approval of the import request, a tracking reference number is
generated for submission to the national trade portal (“Baladna” platform).
2.6. To obtain customs clearance for the arrived consignment, upload the
following clearance documentation:

* Final Commercial Invoice.

* Packing List (for medical devices/equipment, the packing list must in-

clude serial numbers and model specifications).

* Certificate of Origin (COQO).

* Shipping Documents (Bill of Lading / Air Wayabill).

* Manufacturer’s Certificate of Analysis (CoA) for products subject to analysis.
2.7. Upon completing the upload of all required attachments, submit the request

directly to the Board to initiate the review process.
2.8. All attached clearance documents undergo a comprehensive technical re-
view by the officer at the Directorate of Importation to ensure full compliance




within fifteen (15) days of receipt, outlining actual distribution and end-benefi-

ciaries.

13. In coordination with the Ministry of Health, the organization assumes full
financial and operational responsibility for the safe disposal of expired or dam-
aged products prior to distribution, in accordance with approved environmental
protocols.

5.4. Application Step for Importation of Narcotic Drugs and Psycho-
tropic Substances:
Specific Requirements:

1. Performa Invoice for issuing the Import Authorization/Permit.

2. Comprehensive inventory and sales report from the sales department detail-
ing previous imports, distribution/dispensing figures, and remaining stock bal-
ances of the product
Application Procedures for Importation of Narcotic Drugs and Psychotro-
pic Substances:

1. Obtaining Non-Objection / Import Authorization for Finished products
or Raw Materials of Narcotic Drugs and Psychotropic Substances:

1.1. Enter your Username and Password, and then click “Login” to access the home page.
1.2. Fill out the electronic application form to request Import Authorization ap-
proval for a narcotic drug or psychotropic substance from the Department of
Narcotic Drugs and Psychotropic Substances, ensuring all fields are completed
with accurate data matching official documents.1.3. Upload the required docu-
ments for the Non-Objection/Authorization request:

* A detailed inventory and sales report from the sales department showing pre-
vious imports, distribution, and remaining stock.

* A copy of the Performa Invoice.

1.4. The uploaded documents are reviewed by the designated officer at the De-
partment of Narcotic Drugs and Psychotropic Substances to issue the formal

Import Authorization and submit it to the International Narcotics Control Board
(INCB).




valid Framework Agreement signed with the Ministry of Foreign Affairs or com-

petent governmental authority.

2. All organizations must comply with official NMPB importation policies, direc-
tives, and requirements.

3. When requesting the import of unregistered products, the product must be
listed on the WHO Model List of Essential Medicines and marketed in its country
of origin.

4. Organizations must undergo health-sector accreditation permitting them to
import medical supplies, designating an official accredited coordinator to liaise
with the Federal or State Ministry of Health.

5. Organizations must submit an estimated annual plan detailing the exact
types, quantities, and final destinations (hospitals/centers) of expected imports
for a specified period (typically not exceeding 6 months per operational phase),
pledging not to sell or loan these items outside the designated program.

6. Pharmaceuticals and medical supplies imported by organizations must arrive
at the customs checkpoint with a remaining shelf life of no less than 60% of their
total validity period.

7. Adherence to manufacturer-recommended shipping and storage conditions
is mandatory (especially for cold-chain items). Consignments must include cali-
brated Temperature Data Loggers.

8. Importation of used or refurbished medical devices is prohibited without ex-
ceptional approval requiring spare parts supply, maintenance, and local staff
training for a minimum of two (2) years.

9. No shipment shall be dispatched without obtaining a prior Import Permit is-
sued by the NMPB based on approved preformed invoices.

10. Regulations define explicit mechanisms for customs duty and tax exemp-
tions based on signed framework agreements, with a strict ban on commercial
trade or resale under any circumstances.

11. Consignments are subject to physical inspection and verification by NMPB
inspectors at ports of entry. The NMPB retains the right to draw random samples
for laboratory testing prior to final release.

12. The importing organization must submit a detailed post-clearance report



* Trade Name, Generic Name (INN), Strength, and Pack Size (with indi-
vidual concentrations for combination products). specifications (BP, USP).
For medical devices, the Model and Serial Number must be listed.

* Quantity of each item, unit price, total invoice value, and currency.

* Batch/Lot Number for each product, Manufacturing Date, and Expiration Date.
* Approved shipping mode (Sea, Air, or Land), designated port of arrival,
and Estimated Time of Arrival (ETA).

5.4. Importation Guidelines for Donations and Grants:

1. Importation or entry of pharmaceutical donations or medical supplies is pro-
hibited without obtaining prior initial approval and a No-Objection Letter from
the NMPB Donation Committee based on identified health needs and an official
request submitted by the beneficiary prior to shipment from the country of origin.
2. Donated medicines and medical supplies must arrive at the port of entry with
a remaining shelf life of no less than 60% of their total shelf life.

3. Donated medicines must be manufactured in compliance with Good Man-
ufacturing Practice (GMP) standards and must be registered in the country of
origin or prequalified by the World Health Organization (WHO).

4. Importation of used or refurbished medical equipment is prohibited, except
under conditional emergency approvals requiring guaranteed spare parts avail-
ability, maintenance contracts, and local personnel technical training for at least
two (2) years.

5. Importers/donors must strictly adhere to manufacturer-recommended ship-
ping and storage conditions (especially cold-chain products like vaccines and
sera). Calibrated Temperature Data Loggers must accompany cold-chain con-
signments.

6. Importation of used medical disposables, opened pharmaceutical packages,
or globally recalled drugs is strictly prohibited.

7. Donated pharmaceuticals and medical supplies shall not be commercialized
or sold in the local market under any circumstances; they must be distributed

free of charge to target beneficiaries.
5.5. Importation Guidelines for Organizations:
1. Foreign organizations must be officially registered and operating under



licensee, or in the name of individuals is strictly forbidden. Shipping documents

must match the identity of the licensed importer.

16. The importer is obligated to transport cold-chain products exclusively via air
freight, with immediate clearance upon arrival. The presence of calibrated Tem-
perature Data Loggers within the shipment is mandatory to verify that no thermal
exposure occurred during transit.

17. For cold-chain products, the importer must provide the NMPB with copies
of shipping documents immediately upon dispatch and prior to port arrival to
facilitate direct clearance.

18. A Certificate of Non-Conformity shall be issued if any importation condition
or regulation is violated, resulting in standard legal and administrative enforce-
ment procedures.

19. The submitted Performa Invoice must clearly and accurately include the
following details:

e Statement indicating “Performa Invoice”, invoice number, issue date,
manufacturer name, country of origin, beneficiary name, official letterhead,
and stamp of the manufacturer or exporter.

* Manufacturer’s full address, country of origin, official email, and phone
number.

* Trade Name, Generic Name (INN), Strength, and Pack Size (for com-
bination products, each active ingredient and its concentration must be
listed individually). specifications (e.g., BP, USP) must be specified. For
medical devices, the Model and Serial Number must be included.

* Quantity of each item, unit price, total invoice value, currency, and pay-
ment method.

20. The submitted Final Invoice must clearly and accurately include the follow-
ing details:

 Statement indicating “Final Invoice”, invoice number, issue date, manu-
facturer name, country of origin, beneficiary name, official letterhead, and
stamp of the manufacturer or exporter.

* Manufacturer’s full address, country of origin, official email, and phone
number.




5. Imported products must arrive with a remaining shelf life of no less
than 75% of their total validity period.

6. Importation of unregistered product samples for advertisement or pro-
motional purposes is strictly prohibited. Free samples and educational/
demonstration items for NMPB -registered products are permitted pro-
vided that the phrase “Free Sample” is clearly and indelibly printed on
both outer and inner packaging in Arabic or English, and the pack size is
smaller than the registered commercial presentation.

7. Products and preparations designated for veterinary application must
have the phrase “For Veterinary Use Only” printed clearly and legibly on
each individual package to obtain customs clearance.

8. Clearance of NMPB -regulated products is strictly confined to officially
designated and approved customs ports of entry. Entry through non-ap-
proved ports is prohibited.

9. Customs Clearance Certificates issued by the NMPB are valid for one-
time use only per specific shipment.

10. Consignments shall not be released until undergoing physical inspec-
tion by NMPB port inspectors to verify complete conformity with approved
documents and technical specifications.

11. The NMPB reserves the right to issue an official requisition letter re-
questing customs-sealed samples for physical inspection and verification
prior to issuing the final Customs Clearance Certificate whenever deemed
necessary.

12. Importation of used or refurbished medical devices and equipment is
strictly prohibited.

13. Importation of any product or preparation manufactured by a com-
pany subject to a suspension or cancellation decision is strictly banned.
This ban remains active and takes precedence even if the shipment holds
a prior import permit.

14. Importation of products classified under the NMPB Local Self-Suffi-
ciency List is prohibited.

15. Importation on behalf of third parties, under an entity other than th




5. Importation of Pharmaceutical Products
5.1. Introduction: The importation of medicines, pharmaceutical products, med-
ical devices, and cosmetics regulated by the Board serves as the first line of
defense in protecting national medicine security. Importation is not merely a
commercial process to supply pharmaceuticals; it is a vital mechanism for exe-
cuting the state’s regulatory oversight, safeguarding product quality throughout
the supply chain, and ensuring consistent availability. The Board’s direct super-
vision over importation converts commercial operations into an integrated health
and regulatory framework, guaranteeing that safe, effective, and high-quality
products reach every citizen in accordance with global standards.

5.2. Scope: All pharmaceutical products and health products registered in the
National Medicines and Poisons Board (NMPB) registers, including: human and
veterinary medicines, dietary supplements, health products, medical devices,
and cosmetics.

5.3. General Importation Conditions

Importation is exclusively restricted to importing companies officially licensed by
the National Medicines and Poisons Board (NMPB). All required import docu-
mentation must be issued under the name of the licensed importing entity.
1. The product intended for import must be officially registered in NMPB
registers and compliant with its approved registration specifications. Fur-
thermore, the manufacturing site and production lines must be listed in
the NMPB registers.

2. An electronic Import Permit must be obtained prior to shipping the con-
signment from the country of origin.

3. The imported shipment must strictly match the approved registration
specifications in terms of: (Generic Name / INN, Trade Name, Strength,
Dosage Form, and Pack Size). Printed labeling information on the pack-
aging must be permanent and indelible.

4. Submission of Performa and Final Invoices (fulfilling all conditions list-
ed below) is a mandatory requirement for completing import procedures.
Invoices are valid for approval within one (1) calendar year only from their
issuance date via the electronic portal.
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reasons.

6. When samples successfully meet all submission criteria, they are reg-
istered in the Laboratory Information Management System (LIMS) and is-
sued a unique tracking barcode that accompanies the sample throughout
all analytical testing stages.

7. The receiving officer signs the official Sample Receipt Form, and a
duplicate copy is issued to the delegate or sampling officer as proof of
receipt.

8. Samples, reference standards, and chromatographic columns are
transferred to designated storage areas tailored to their specific stability
conditions (e.g., Cold Storage 2-8°C, Freezer —20°C, or Controlled Room
Temperature) prior to testing.

9. Retained reference samples sufficient for re-testing are stored in ded-
icated retention rooms following analysis completion until their expiration
date.

10. Coded samples are distributed based on technical classification (Med-
icines, Medical Devices, or Cosmetics) and chronological submission pri-
ority to the specialized laboratory testing department.

11. Upon completion of all required analytical testing, the (NMQCRL) is-
sues an Official Certificate of Analysis (CoA) declaring product compli-
ance or non-compliance (in cases of quality failure), which is transmitted
directly to the competent regulatory authority.




2.3. All information on the outer packaging (Trade Name, Batch/Lot Num-
ber, Manufacturing Date, and Expiry Date) must strictly match the data
on the Manufacturer’s Certificate of Analysis and the Analysis Requisition
Form.

2.4. Samples must not be near expiration; the remaining shelf life of the
submitted sample must not be less than 75% of its total validity period.
2.5. Cold-chain and temperature-sensitive products must be transported
and delivered in validated cold boxes equipped with calibrated tempera-
ture data loggers. Light-sensitive or moisture-sensitive preparations must
be packaged and handled to guarantee protection from environmental
factors.

3. Guidelines for Submission of Reference Standards and Analytical
Columns:

3.1. The agent/applicant is obligated to provide official Working / Primary
Reference Standards (RS) in accordance with specified storage and han-
dling conditions.

3.2. Chromatographic Columns (HPLC / GC columns) required for the
specific analytical method must be supplied by the applicant.
Application Procedures for Product Analysis at the General Directorate of
National Medicines Quality Control Research Laboratory:

1. Samples and analytical testing requirements are submitted to the lab-
oratory in accordance with the aforementioned conditions.

2. The Laboratory Sample Reception Unit reviews all testing require-
ments and documentation.

3. If the analytical requirements are incomplete or fail to meet the criteria,
the samples are returned to the agent accompanied by an official Sample
Rejection Form detailing the specific grounds for rejection.

4. Upon meeting all requirements, the request is logged into the laborato-
ry system and assigned an official laboratory registration number.

5. In the event of missing documentation, unavailable reference stan-
dards, or physical damage to the sample packages, receipt is denied,
and samples are returned under a Sample Rejection Form outlining th




4. Analysis of Medicines, Pharmaceutical Products, Medical Devic-
es, and Cosmetics at the General Directorate of the National Medi-
cines Quality Control Research Laboratory

(Whether First Shipment or First Batch)
4.1. Introduction: Laboratory testing serves as the fundamental pillar and pri-

mary safeguard within the drug regulatory system. It is the definitive scientific
mechanism used to verify the quality, safety, and efficacy of medical products
prior to commercial distribution. This process provides impartial and reliable
technical reports, empowering regulatory bodies to make critical decisions that
safeguard public health and combat counterfeit pharmaceuticals. Consequently,
the procedures for receiving and coding samples carry utmost importance to
ensure data integrity and objective, unbiased results from the moment samples
enter the laboratory.

4.2. Scope: All pharmaceutical products and health products regulated by the
National Medicines and Poisons Board (NMPB).

4.3. Regulations and Conditions for Sample Submission to the Laboratory
for Analysis

1. General Sample Submission Regulations:

1.1. An official requisition letter issued by the Directorate General of Reg-
istration.

1.2. Manufacturer’s Certificate of Analysis (CoA) for the first imported
shipment or the first commercial production batch of national pharmaceu-
ticals.

1.3. Payment of the prescribed fees.

2. Technical Conditions for Submitted Samples:

2.1. Submission of a sufficient sample quantity in accordance with an-
nounced laboratory requirements.

2.2. Samples must be submitted in their original, unopened primary/sec-
ondary packaging matching the artwork approved by the Directorate Gen-
eral of Registration, free from physical damage or tampering.
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submit the application directly to the Board to initiate the review process.

5. All attached documents undergo a comprehensive technical review
and assessment by the designated officer at the General Directorate for
Registration of Medical Devices and Cosmetics to verify compliance with
approved standards:
°In case of missing or incomplete documents, the application is
returned electronically to the client to provide the missing require-
ments.

6. Upon fulfilling all dossier requirements, the file is presented to the Cos-
metics Registration Committee.

7. The committee issues one of the following decisions:

7.1. Approval of Product Registration: Upon approval by the Cosmetics
Registration Committee, all product details appear directly on the agent’s
electronic portal. When the agent applies for the Product Registration
Certificate, the system automatically generates and sends a payment no-
tification for the prescribed fees. Following fee payment confirmation, the
official Product Registration Certificate is delivered to the agent.

7.2. Rejection of Product Registration: An official rejection letter detail-
ing the grounds for rejection is issued to the agent.

Note:

« Registered cosmetic products are subject to registration renewal proce-

dures every 5 years from the date of listing/registration.




6. Complete and detailed list of ingredients (INCI nomenclature).
7. Net Weight or Volume of the contents.
8. Indication of the product’s function and intended cosmetic/medical pur-
pose (unless obvious from its presentation and use).
9. Manufacturing Date, Expiration Date, or Period after Opening (PAO),
alongside the Batch/Lot Number or Product Reference Code.
10. Explicit instructions, precautions, and safety warnings for use.
11. Recommended storage conditions.
Special Technical Notes:
- Small-Sized Products: Where package size limitations make print-
ing all required data impossible, an enclosed independent package
insert detailing full ingredients and instructions is permitted.
« Powder Hair Dyes: These specific formulations are subject to ad-
ditional technical criteria and labeling requirements, accessible via
the official NMPB website.
Application Procedures for Registration of Cosmetics:
1. Enter your Username and Password, and then click “Login” to access
the home page.
2. Fill out the electronic application form for registering a foreign or local
cosmetic product, ensuring all fields are completed with accurate data
matching official documents.
3.Prepare and upload the required official certificates and technical doc-
uments, which include:
v Free Sale Certificate (FSC).
v CompleteMasterFormulaandFormulationDetails(CASnumbers, Cl
numbers, percentages, and functions).
v Technical artwork for inner and outer packaging.
v Package Insert / Leaflet (if applicable).
v Clear, high-resolution photos of the product.
v Alcohol-Free Declaration from the manufacturer.
v Halal Certificate (ifactive orinactive ingredients are of animal origin).
4. After completing the upload of all required attachments, click “Send” t




turer’'s name and physical address, and confirm that the product is
marketed freely in the country of origin under the same trade name
and formulation.
* Must be legalized by the Sudanese Ministry of Foreign Affairs.

2. Composition Formula:

* Detailed breakdown of all ingredients with their concentrations ex-
pressed as percentages (%).

* Specify the Chemical Abstracts Service number (CAS No.) for
each ingredient.

* Specify the Color Index number (Cl Number) for colorants/dyes.

* State the functional purpose of each constituent ingredient.

3. Packaging Artworks and Images:

* Submission of technical design artwork (layout) for both outer car-
ton and primary inner packaging.

* Package inserts / leaflets (if applicable).

* Clear, high-resolution photographs of the finished cosmetic prod-
uct.

4. Alcohol-Free Declaration: Official statement from the manufacturer
declaring the product free of alcohol (for oral liquid preparations, if appli-
cable).

5. Halal Certificate: Required if any active or inactive ingredient is of
animal origin.

Mandatory Technical Requirements for Cosmetic Product Labeling
(Artwork):

1. All label information must be written in Arabic and/or English.

2. Lettering must be clear, legible, permanent, and resistant to environ-
mental conditions so as to prevent erasure or smudging.

3. Trade Name of the cosmetic product clearly displayed.

4. Name of the Manufacturing Company or Marketing Authorization Hold-
er (MAH).

5. Name of the Original Country of Origin where the product was manu-
actured.



3.4. Registration of Cosmetics from Foreign and Local Pharmaceu-
tical Industries
Introduction: The registration of cosmetic products with the National
Medicines and Poisons Board (NMPB) is a mandatory regulatory require-
ment designed to protect consumer health and regulate the market. The
importance of this procedure lies in ensuring chemical safety, combat-
ing counterfeiting and fraud, supervising Good Manufacturing Practice
(GMP), preventing misleading marketing claims, and facilitating legal im-
portation and distribution.
Scope: Cosmetic products manufactured by foreign and local facilities in-
tended for marketing and distribution within Sudan.
Application Step for Registration of Cosmetics from Foreign and Lo-
cal Pharmaceutical Industries
General Conditions:
- The manufacturing site of the producer must be officially listed/reg-
istered in the NMPB registers, with the exception of simple cosmetic
preparations.
- The product must be registered with identical specifications and
freely sold in the country of origin.
« The cosmetic product must comply with the lists and provisions of
the Cosmetics Registration Regulations (available on the Board ’s
official website).
« All documents must be submitted in Arabic or English.
« Payment of prescribed fees.
Specific Requirements:
1. Free Sale / Market Clearance Certificate:
* Submit an official Free Sale Certificate (FSC) or Market Clearance
Certificate for the cosmetic product issued by the competent Nation-
al Regulatory Authority (NRA) in the country of origin.
* The certificate must clearly state the product name, the manufac-




v Detailed Medical Device Technical Description (STED file compo-
nents).
v Inner and Outer Labeling Artworks.

4. After completing the upload of all required attachments, click “Send” to

submit the application directly to the Board to initiate the review process.

5. All attached documents undergo a comprehensive technical review
and assessment by the designated officer at the General Directorate for
Registration of Medical Devices and Cosmetics to verify compliance with
approved standards:

* In case of missing or incomplete documents, the application is
returned electronically to the client to provide the missing require-
ments.

6. Upon fulfilling all dossier requirements, the file is presented to the
Medical Devices Registration Committee.

7. The committee issues one of the following decisions:

7.1. Approval of Product Registration: Upon approval by the Medical
Devices Registration Committee, all product details appear directly on the
agent’s electronic portal. When the agent applies for the Product Regis-
tration Certificate, the system automatically generates and sends a pay-
ment notification for the prescribed fees. Following fee payment confirma-
tion, the official Product Registration Certificate is delivered to the agent.
7.2. Rejection of Product Registration: An official rejection letter detail-
ing the grounds for rejection is issued to the agent.

Note:

 Registered medical devices are subject to registration renewal proce-

dures every 5 years from the date of listing/registration.




3. Detailed explanation of the mode of action (the technical or scientific

principle by which the device achieves its intended purpose).

4. Specify the device classification (Class |, lla, llb, lll / Class A, B, C, D)
and state the classification rule applied based on risk level.

5. Provide a comprehensive explanation of any novel technologies or
innovative features distinguishing the device from conventional counter-
parts.

6. Detailed description of system components and operational elements
(including software), supported by engineering drawings, diagrams, or
annotated photographs.

7. Describe the physical and chemical properties of materials used in
key/critical components, focusing on direct or indirect patient-contact ma-
terials to demonstrate Biocompatibility.

8. Identify and describe any accessories, connected medical devices, or
non-medical products designed to operate in combination with the device
to ensure proper function.

9. Provide an itemized list or matrix showing all available configurations,
models, sizes, and variants (Configurations/Variants).

10. Submit a summary list of performance characteristics, specifications,
and key parameters (matching the product data sheet available to the
end-user).

STED: Summary of Technical Documents.
Application Procedures for Registration of Medical Devices:

1. Enter your Username and Password, and then click “Login” to access
the home page.

2. Fill out the electronic application form for registering a foreign or lo-
cal medical device, ensuring all fields are completed with accurate data
matching official documents.

3. Prepare and upload the required official certificates and technical doc-
uments, which include:

v Mandatory Regulatory Approvals / Certificates (EC, FDA, IMDRF,
WHO/PQ, or FSC).




« Explicitly state if the device contains added medicinal or biological

substances (e.g., heparin-coated catheters).
- State the net weight, volume, or numerical unit count of the pack.
3. Traceability, Shelf Life, and Storage:
« Include the Batch/Lot Number or Serial Number (SN), preceded by
standard prefix terminology or equivalent symbols.
« Define the safe expiration date (at minimum stating Month and
Year).
« For devices not requiring an expiration date, the year of manufac-
ture must be stated separately or integrated into the serial number.
 Specify any special temperature, humidity, or handling require-
ments necessary to maintain product integrity and performance.
4. Safe Use and Technical Warnings:
« Include explicit In Vitro Diagnostic (IVD) designation for
IVD medical devices, with individual reagents inside kit
sets meeting identical labeling rules.
« Indicate whether the device is sterile, specifying the
sterilization method used.
« Display urgent cautionary warnings directly on the label
(e.g., “CAUTION — LASER” or “INFECTIOUS MATERI-
AL”), which may be expanded upon in the package insert.
« Clearly indicate if the device is intended for Single Use
only, or if it is a Custom-Made device manufactured for a
specific patient per prescription.
Mandatory Technical Requirements for Product Description:
(To be submitted by applicants/agents within the Summary of Technical
Documents (STED) dossier during registration)
1. Provide a concise, clear description of the medical device’s clinical
function and intended use.
2. Define the target patient population (e.g., pediatrics, adults, and preg-
nant women), the targeted disease/condition to be diagnosed or treated,
and any specific patient selection criteria or contraindications.



« Registration certificate from a Founding Member/Jurisdiction of the
International Medical Device Regulators Forum (IMDRF).
« World Health Organization Prequalification (WHO/PQ).
1.2. Provide a clear description of the medical device, its technical
specifications, and its intended use.
1.3. Submit the inner and outer labeling artworks (instructional data)
of the device.
2. Registration Requirements for Veterinary Medical Devices:
2.1. Submit at least one of the following certificates:
* Free Sale Certificate (FSC).
« Registration certificate from an IMDREF jurisdiction/member country.
2.2. Provide a description of the medical device, its technical speci-
fications, and its intended use.
2.3. Submit the inner and outer labeling artworks (must explicitly
state: “For Veterinary Use Only”).
IMDREF: International Medical Device Regulators Forum.
3. Technical Requirements and Mandatory Data for Medical Device
Labeling (Artwork):
1. Location and Display of Labeling:
« Information must primarily be displayed on a label affixed directly
to the device itself. For smaller or specialized devices (e.g., contact
lenses, bone cement, or software), data may be placed on the pri-
mary unit packaging or outer shelf packaging.
« The local agent or importer is permitted to affix a supplementary
label containing their name and official address in Sudan, provided
it does not obscure or cover the original manufacturer’s details.
2. Identity, Origin, and Composition Data:
« Display the trade name or trademark clearly.
 Provide necessary identification details (e.g., dimensions, sizes,
and model numbers) along with the catalog product code.
- State the complete physical name and address of the manufactur-
er to enable precise location identification.




3.3. Registration of Medical Devices from Foreign and Local Phar-

maceutical Industries
Introduction: The registration of medical devices and equipment with the Na-
tional Medicines and Poisons Board (NMPB) serves as an essential regulatory
and supervisory gateway to ensure the safety and quality of these products be-
fore commercial distribution in the Sudanese market. The significance of this
process lies in verifying compliance with recognized international standards and
specifications, evaluating technical dossiers and safe-use reports, and auditing
labeling data to eliminate errors during usage thereby directly safeguarding pa-
tient health and securing lawful import and distribution channels.
Scope: Medical devices, equipment, and supplies used in diagnosis, treatment,
monitoring, replacement, alleviation of disability, or other medical applications
for human or animal use, manufactured by foreign and local facilities for distri-
bution within Sudan.
Application Step for Registration of Medical Devices from Foreign
and Local Manufacturers
General Conditions:
« The manufacturing site must be officially listed/registered in the
NMPB registers.
 The product submitted for registration must be registered and mar-
keted in the country of origin; if not registered, clear justifications
must be provided.
« All documents must be submitted in Arabic or English.
« Payment of prescribed fees.
Specific Requirements:
1. Registration Requirements for Human Medical Devices:
1.1. Submit at least one of the following certificates/approvals:
« European Conformity Certificate (EC Certificate) matching the
medical device classification.
« US Food and Drug Administration (US FDA Approval).




v Certificate of Analysis (CoA) for the finished product.
v Stability Studies data for the finished product.
v Analytical Methods for the finished product.

4. After completing the upload of all required attachments, click “Send” to
submit the application directly to the Board to initiate the review process.
5. All attached documents undergo a comprehensive review and assess-
ment by the designated officer at the General Directorate for Registration
of Human and Veterinary Medicines, Dietary Supplements, and Health
Products to verify compliance with all approved standards:

* In case of missing or incomplete documents, the application is
returned electronically to the client to provide the missing require-
ments.

6. Upon fulfilling all dossier requirements, the file is presented to the Di-
etary Supplements and Health Products Registration Committee.

7. The committee issues one of the following decisions:

7.1. Approval of Product Registration: Upon approval by the commit-
tee, all product details appear directly on the agent’s electronic portal.
When the agent applies for the Product Registration Certificate, the sys-
tem automatically generates and sends a payment notification for the
prescribed fees. Following fee payment confirmation, the official Product
Registration Certificate is issued to the agent.

7.2. Rejection of Product Registration: An official rejection letter detail-

ing the grounds for rejection is delivered to the agent.

Note:

 Products are subject to registration renewal procedures every 5 years
from the date of listing/registration.




entire proposed period must be submitted.

14. High-Resolution Images/Photos: High-resolution photographs of
the outer carton, inner packaging, and finished dosage form (showing
both sides of the tablet or capsule).

15. Labeling Phrase: For dietary supplements, the phrase “Dietary Sup-
plement” must be printed clearly and prominently on both the outer carton
and the primary inner label (in Arabic or English).

Application Procedures for Registration of Dietary Supplements and

Health Products:

1. Enter your Username and Password, and then click “Login” to access
the home page.

2. Fill out the electronic application form for registering a foreign or local
dietary supplement / health product, ensuring all fields are completed with
accurate data matching official documents.

3. Prepare the official required documents and certificates, which include:
v Certificate of Pharmaceutical Product (CPP) or Free Sale Certificate
(FSC).

Marketing Authorization / License in other countries.
Master Formula and Composition from the manufacturer.
Product Information (PIL).

Product Labeling (Inner and Outer packaging artwork).

v High-resolution photo showing both sides of the tablet or capsule.

v Certificate(s)ofAnalysis(CoA)forActive Ingredientsfrommanufactur-

er/supplier.

v CertificateofAnalysis (CoA)forExcipientsfrommanufacturer/supplier.

v Manufacturing process description and process controls.

v Alcohol-Free Declarationfromthefinished productmanufacturer(for

v
v
v
v

oral liquids).

v TSE/BSE Free Certificate and Halal Certificate (ifany componentis

of animal origin).

v Primary Packaging Material Certificate of Analysis fromthe supplier.
v Finished Product Specifications (FPS).




officially recognized authority (Halal Council) in the country of origin
must be submitted.
* [f herbal-derived with unconventional health claims, supporting sci-
entific studies demonstrating those claims must be attached.
5. Product Information:
* Patient Information Leaflet (PIL) in both Arabic and English.
6. Certificate of Analysis (CoA) for Active Ingredients from the supplier.
7. Certificate of Analysis (CoA) for Excipients from the supplier.
8. Manufacturing Process Description and Process Controls:
* Flow chart of the finished product manufacturing process.
* Detailed narrative description of the manufacturing process, in-
cluding packaging operations.
9. Finished Product Specifications (FPS): Issued by the finished prod-
uct manufacturer.
10. Alcohol-Free Declaration from the finished product manufacturer
(for oral liquid products).
11. Certificate of Analysis (CoA) of the Finished Product.
12. Stability Studies for the Finished Product:
* Conducted in accordance with WHO Zone IVA climatic conditions,
covering the proposed shelf life.
* Three commercial batches, with recent data (issued within a peri-
od not exceeding 5 years for foreign products and 3 month for local
products; if older, an ongoing real-time stability study must be sub-
mitted alongside the original study).
* In-Use Stability Study covering at least two batches of no less than
pilot-scale size.
13. Shelf Life Criteria for Health Products (Based on Base Type):
* Water-based health products: Standard shelf life is 6 months; if
proposing a longer shelf life, stability studies covering the entire pro-
posed period must be submitted.
* Non-aqueous / Anhydrous health products: Standard shelf life is
1 year; if proposing a longer shelf life, stability studies covering th




Specific Requirements:
1.Certificate of Pharmaceutical Product (CPP) or Free Sale Certificate
(FSC) for foreign:
* Must be original, issued by the competent National Regulatory Au-
thority (NRA) in the exporting country, authenticated and stamped
by the Sudanese Embassy in the country of origin (or the nearest
diplomatic mission if unavailable), and legalized by the Sudanese
Ministry of Foreign Affairs.
* Must clearly state that the product is marketed in the country of
origin (in case it is not marketed a justification from the regulatory
authority must be provided).
* [t must have the same brand name ( in case of difference in the
name, a justification must be provided).
* [t must contain the product name, foemulation and concentrations.
2. Technical Artwork (Inner and Outer Packaging):
* Technical design artwork of the finished product (colored mock-
ups) with dimensions showing the layout of inner and outer packag-
ing, clearly stating: Trade Name, Generic Name/INN, Dosage Form,
Strength, Pack Size, Storage Conditions, Manufacturer Name and
Address, Batch Number, Manufacturing Date, and Expiry Date.
3. Composition Formula from the Manufacturer:
* Must be officially issued, signed, and stamped by the manufactur-
er.
* Must specify active ingredients and excipients per unit dose, as
well as coating materials, colorants, and capsule shell components.
* Function/purpose of active and inactive ingredients.
* Analytical specifications followed.
* Justification for any overages in active or inactive ingredients.
4. Source of Active Ingredients and Excipients (Animal / Herbal / Syn-
thetic):
* [f animal-derived, a Transmissible Spongiform Encephalopathy
(TSE / BSE) Free Certificate and a Halal Certificate issued by an




the approved technical specifications, all product details appear directly
on the agent’s electronic portal. When the agent applies for the Product
Registration Certificate, the system automatically generates and sends a

payment notification for the prescribed fees. Following payment confirma-
tion, the official Product Registration Certificate is delivered to the agent.
7.2. Rejection of Product Registration: An official rejection letter detail-
ing the grounds for rejection is issued to the agent.

Note:

« Pharmaceutical products are subject to registration renewal procedures
every 5 years from the date of listing/registration.

3.2. Registration of Dietary Supplements and Health Products from For-
eign and Local Pharmaceutical Industries

Introduction: The registration of dietary supplements and health products with
the National Medicines and Poisons Board (NMPB) serves as the primary safe-
guard and official gateway for these products to enter the Sudanese market.
The importance of this procedure lies in protecting public health by subjecting
these products to regulatory oversight that ensures product safety, efficacy, and
freedom from commercial fraud, alongside regulating their distribution and im-
portation.

Scope: Dietary supplements and health products manufactured by foreign and
local facilities intended for marketing and distribution within Sudan.

Application Step for Registration of Dietary Supplements and Health
Products
General Conditions:
« The manufacturing site must be officially listed/registered in the
NMPB registers.
 The product submitted for registration must be registered and mar-
keted in the country of origin (foreign products) . If not registered,
clear justifications must be provided.
« All documents must be submitted in Arabic or English.
« Product sample submission if requested.
« Payment of prescribed fees.




er (for oral liquid dosage forms).

v Transmissible Spongiform Encephalopathy (TSE / BSE) Free
Certificate, and Halal Certificate if any API, excipient, or other com-
ponent is of animal origin.

v CertificateofAnalysisforPrimaryPackagingMaterialsfromthe
supplier.

4 Finished Product Specifications (FPS).

4 Certificate of Analysis (CoA) for the finished product.

4 Stability Studiesdataforthefinishedproductanddiluent(ifappli-
cable).

v Analytical Methods for the finished product.

v GoodAgriculturalPractice (GAP)Certificateand Source of Supply (for
herbal products only).
v Bioequivalence (BE) Studies (where applicable).
4. After completing the upload of all required attachments, click “Send” to
submit the application directly to the Board to initiate the review process.

5. All attached documents undergo a comprehensive review and assess-
ment by the designated officer at the General Directorate for Registration
of Human and Veterinary Medicines, Dietary Supplements, and Health
Products to verify compliance with all approved standards and criteria:

* In case of missing or incomplete documents, the application is
returned electronically to the client to provide the missing require-
ments.

6. Upon fulfilling all dossier and document requirements, the file is pre-
sented to the Human Medicines Registration Committee (for human
drugs) or the Veterinary Medicines Registration Committee (for veterinary
drugs).

7. The competent committee issues one of the following decisions:

7.1. Approval of Product Registration: Upon approval by the relevant
registration committee, a registration decision is issued. The first com-
mercial shipment of the product undergoes quality control analysis at the
National Medicines Quality Control Laboratory (NMQCL). Upon meeting



16. Analytical Methods for the Finished Product.
* Validation / Verification of Analytical Procedures:
* Validation of analytical procedures (if non-pharmacopoeial).
* \erification of analytical procedures (if pharmacopoeial).
* Comparative study between the pharmacopoeial method and the
in-house method supported by statistical data (if an in-house meth-
od is submitted where a pharmacopoeial method exists).
17. Good Agricultural Practice (GAP) Certificate and Source of Supply
(for herbal products only).
18. Bioequivalence (BE) Studies (where applicable).
Application Procedures for Registration of Foreign and Local Human and
Veterinary Medicines:
1. Enter your Username and Password, and then click “Login” to access
the home page.
2. Fill out the electronic application form for registering a foreign or local
human/veterinary medicine, ensuring all fields are completed with accu-
rate data matching your official documents.
3. Prepare the official required documents and certificates for registration,
which include:
v Certificate of Pharmaceutical Product (CPP).
Marketing Authorization or License in other countries.
Composition Formula from the manufacturer.
Product Information (SPC / PIL).
Product Labeling (Inner and Outer packaging artwork).
v High-resolution photo of the finished dosage form (showing
both sides of the tablet or capsule).
v Certificate(s) of Analysis (CoA) for Active Pharmaceutical Ingre-
dient(s) (API) from both manufacturer and supplier.
v Certificate of Analysis (CoA) for Excipients from both manufac-
turer and supplier.
v Description of the manufacturing process and process controls.
v Alcohol-Free Declaration from the finished product manufactur-

v
v
v
v




and Address, Batch Number, Manufacturing Date, and Expiry Date).

6. Images/Photos: High-resolution photographs of the outer carton, in-
ner packaging, and finished dosage form (showing both sides of the tablet
or capsule).

7. Certificate(s) of Analysis (CoA) for the Active Pharmaceutical Ingre-
dient(s) (API) from both the manufacturer and the supplier.

8. Certificate(s) of Analysis (CoA) for Inactive Pharmaceutical Ingredi-
ent(s) from both the manufacturer and the supplier.

9. Manufacturing Process Description and Process Controls:

* Manufacturing process flow chart.

* Detailed description of the finished product manufacturing process,
including packaging, specifying all materials used during processing
even if absent from the final product.

* In-Process Controls (IPCs) including critical step testing.

10. Alcohol-Free Declaration from the finished product manufacturer
(for oral liquid dosage forms).

11. Transmissible Spongiform Encephalopathy (TSE / BSE) Free
Certificate and Halal Certificate if the API, excipients, or any other raw
material used in the product are of animal origin.

12. Certificate of Analysis for Primary Packaging Materials from the
supplier.

13. Finished Product Specifications (FPS).

14. Certificate of Analysis (CoA) of the Finished Product.

15. Stability Studies for Finished Product and Diluent (if applicable):

* Conducted in accordance with WHO Zone IVA climatic conditions,
covering the proposed shelf life.
* Performed on three commercial batches, with recent data (not ex-
ceeding 5 years for foreign medicines and 3 month for local medi-
cines; if older, an ongoing real-time stability study must be provided
alongside the initial study).

* In-Use Stability Study covering at least two batches of no less than

pilot-scale size.



Foreign Affairs.
* Must state the complete product composition (active and inactive
ingredients) with specified quantities. (If the detailed formulation is
not attached to the CPP, an official stamped document from the drug
authority in the country of origin detailing the formula must be sub-
mitted within the registration dossier).
* Must be recent (issued within a period not exceeding 5 years from
the submission date).

2. Marketing Authorization / License in Other Countries (foreign

medicine):
* List of countries where the product has been granted marketing
authorization.
* Copies of marketing authorization certificates/permits for each list-
ed country.

3. Master Formula and Composition from the Manufacturer:
* List of all components of the pharmaceutical dosage form, includ-
ing mixture components (e.g., colorants, coating materials, capsule
shells, granules, active pharmaceutical ingredients [APIs], and raw
materials), if applicable.
* Statement of quantities per unit dose and per batch size (including
overages, if any, with rationale and supporting data).
* Function of each component.
* Specifications for each component.
* Source/origin of each component.

4. Product Information:
* Summary of Product Characteristics (SPC).
* Patient Information Leaflet (PIL) in both Arabic and English.

5. Technical Artwork (Inner and Outer Packaging):
* Technical design artwork of the finished product (colored mock-
ups) with dimensions showing the layout of inner and outer pack-
aging, clearly stating: (Trade Name, Generic Name/INN, Dosage
Form, Strength, Pack Size, Storage Conditions, Manufacturer Nam




3. Registration of Foreign and Local Pharmaceutical Products

3.1. Registration of Human and Veterinary Medicines from Foreign and Lo-
cal Pharmaceutical Industries

Introduction: The registration of human and veterinary medicines forms the
backbone of the drug regulatory system and serves as the primary safeguard for
protecting markets against counterfeit and unsafe products. It is the strategic pil-
lar for ensuring the safety, quality, and efficacy of medicines, as well as a critical
tool for combating smuggling and falsification, and regulating the pharmaceuti-
cal economy. Drug registration is not merely a routine administrative procedure;
it is the legal and technical birth certificate of a product, proving its safety for use
and eligibility for commercial distribution, thereby safeguarding lives and sup-
porting health and economic security.

Scope: Human and veterinary medicines manufactured by foreign and local
facilities intended for marketing and distribution within Sudan.

Application Step for Registration of Human and Veterinary Medicines
General Conditions:
* The manufacturing site must be officially listed/registered in the
registers of the National Medicines and Poisons Board (NMPB).
* The pharmaceutical product submitted for registration must be
registered and marketed in the country of origin (foreign medicine).
If not registered, clear justification and supporting reasons must be
provided.
* All documents must be submitted in Arabic or English.
* Biopharmaceutical products must originate from innovator/origina-
tor companies only, and dossiers must be submitted in the Common
Technical Document (CTD) format.
* Payment of prescribed fees.
Specific Requirements:
1. Certificate of Pharmaceutical Product (CPP):
* Must conform to the World Health Organization (WHO) format or
contain equivalent information at a minimum.
* Must be valid, issued by the National Regulatory Authority (NRA)
in the country of origin, and legalized by the Sudanese Ministry of




Third:

Registration of Foreign and Local
Medicines, Pharmaceutical
products, Medical Devices,

and Cosmetics




5. All attached documents undergo a comprehensive review and assess-
ment by the designated officer at the Foreign Pharmaceutical Industries
Section (General Directorate of Inspection and State Affairs) to verify
compliance with all approved standards:

°In case of missing or incomplete documents, the application is
returned electronically to the client to provide the missing require-
ments.

6. Upon fulfilling all dossier and document requirements, the system
sends a payment notification to the client to settle the prescribed agency
transfer fees.

7. Following fee payment confirmation, the agency transfer is officially
registered and enabled on the new agent’s electronic portal, displaying all
accredited factory details, production lines, and transferred products on
the new agent’s account page.

Notes:
 Foreign Pharmaceutical Industries sites are subject to renewal proce-

dures every 5 years from the date of listing.




* Agency Agreement with the foreign manufacturer along with the

product list, legalized by the Sudanese Ministry of Foreign Affairs
and the Commercial Registrar.

* Agency Termination Agreement / Cancellation Letter for the previ-
ous agent issued by the foreign pharmaceutical industries, legalized
by the Sudanese Ministry of Foreign Affairs and the Commercial
Registrar.

* Agency Registration Certificate issued by the Commercial Regis-
trar General in the name of the new agent.

Note: Any certificate or required document issued in a language
other than Arabic or English must be accompanied by an official
translation from an accredited entity and approved by the National
Medicines and Poisons Board.

Application Procedures for Changing/Transferring Agency for a Foreign

Pharmaceutical Industries r in NMPB Registers:

1. Enter your Username and Password, and then click “Login” to access
the home page.

2. Fill out the electronic application form for changing a foreign factory
agency, ensuring all fields are completed with accurate data matching of-
ficial documents, and select the specific pharmaceutical/health products
to be transferred to the new agency via the agent’s portal.

3. Prepare the official required documents and certificates, which include:

4 ValidcopyoftheManufacturingLicenseissuedbythecompetent
authority in the country of origin.

4 Validcopyofthe GoodManufacturingPractice (GMP)Certificate
issued by the health authority in the country of origin, or relevant ISO
Certificate.

4 Agency Agreement and Product List.

4 Agency Registration Certificate for the new agent.

4 Agency Termination Agreement with the previous agent.

4. After completing the upload of all required attachments, click “Send”
to submit the request directly to the Board to initiate the review process




2.4. Listing (Registration) and Transfer/Change of Agency to a New Agent
(For Foreign Pharmaceutical Industries of Human Medicines, Veterinary
Medicines, Dietary Supplements, Health Products, Medical Devices, and
Cosmetics)

2.4.1. Introduction: The procedure for listing a new agency or transferring an
existing agency from one agent to another is a critical regulatory and strategic
process to ensure supply chain continuity and safety. This procedure primarily
aims to verify the quality, efficacy, and safety of all products regulated by the
Board. Including: human and veterinary medicines, dietary supplements, health
products, medical devices, and cosmetics. Out of utmost commitment to public
safety and health, and to govern the legal and technical frameworks between
pharmaceutical establishments, companies, and the National Medicines and
Poisons Board (NMPB), the Foreign Pharmaceutical Industries Department di-
rectly supervises this process. This guarantees compliance with legal criteria
and ensures foreign Pharmaceutical Industries maintain adherence to current
Good Manufacturing Practice (cGMP) standards approved internationally and
by the Board.

2.4.2. Scope: Foreign Pharmaceutical Industries of Human medicines, veter-
inary medicines, dietary supplements, health products, medical devices, and
cosmetics.

2.4.3. Application Step for Changing/Transferring Agency for a Foreign
Pharmaceutical Industries r in NMPB Registers:

General Requirements:

* A valid copy of the Manufacturing License issued by the compe-
tent authority in the country of origin, legalized by the Sudanese
Ministry of Foreign Affairs.

* Avalid copy of the Good Manufacturing Practice (GMP) Certificate
issued by the health authority in the country of origin, legalized by
the Sudanese Ministry of Foreign Affairs (for human medicines, vet-
erinary medicines, dietary supplements, and health products manu-
facturers), or relevant ISO Certificate (e.g., ISO 13485 / ISO 22716
for medical devices and cosmetics).



sued by the health authority in the country of origin, or relevant ISO
Certificate.
v Agency Agreement and Product List.

v Commercial Agency Registration Certificate.

4. After completing the upload of all required attachments, click “Send” to
submit the application directly to the Board to initiate the review process.
5. All attached documents undergo a comprehensive review and assess-
ment by the designated officer at the Foreign Pharmaceutical Industries
Section (General Directorate of Inspection and State Affairs) to verify
compliance with all approved standards:

- In case of missing or incomplete documents, the application is returned
electronically to the client to provide the missing requirements.

6. Upon fulfilling all dossier and document requirements, the system
sends a payment notification to the client to settle the prescribed agency
addition fees.

7. Following fee payment confirmation, the foreign agency is officially
registered and enabled on the agent’s electronic portal, displaying all ac-
credited factory details and production lines on the agent’s account page.
Notes:
 Foreign Pharmaceutical Industries sites are subject to renewal proce-

dures every 5 years from the date of listing.




2.3.3. Application Step for Listing and Adding (Registering) a New Agency

for Foreign Pharmaceutical Industries in NMPB Registers:
General Requirements:
* A valid copy of the Manufacturing License issued by the compe-
tent authority in the country of origin, legalized by the Sudanese
Ministry of Foreign Affairs.
* Avalid copy of the Good Manufacturing Practice (GMP) Certificate
issued by the health authority in the country of origin, legalized by
the Sudanese Ministry of Foreign Affairs (for human medicines, vet-
erinary medicines, dietary supplements, and health products man-
ufacturers), or ISO Certificate (e.g., ISO 13485 for medical devices,
ISO 22716 for cosmetics).
* Agency Agreement with the foreign manufacturer along with the
product list, legalized by the Sudanese Ministry of Foreign Affairs
and the Commercial Registrar.
* Agency Registration Certificate issued by the Commercial Regis-
trar General.

Note: Any certificate or required document issued in a language other than
Arabic or English must be accompanied by an official translation from an
accredited entity and approved by the National Medicines and Poisons
Board.

Application Procedures for Listing and Adding a New Agency for Foreign
Pharmaceutical Industries in NMPB Registers

1. Enter your Username and Password, and then click “Login” to access
the home page.

2. Fill out the electronic application form for listing/adding a foreign facto-
ry agency, ensuring all fields are completed with accurate data matching
your official documents.

3. Prepare the official required documents and certificates for adding a
new foreign agency, which include:

v Valid copy ofthe Manufacturing License issued by the competentau-
thority in the country of origin.

v Valid copy of the Good Manufacturing Practice (GMP) Certificate is-



sends a payment notification for the prescribed fees. Following fee pay-
ment confirmation, the official Factory Registration Certificate is issued to
the agent.
8.2. Rejection of Listing: An official rejection letter detailing the grounds
for rejection is issued to the agent.
Notes:

» The agent has the right to appeal the decision.

« Foreign Pharmaceutical Industries sites are subject to renewal

procedures every 5 years from the date of listing.

2.3. Listing (Registration) and Addition of a New Foreign Agency to

an Agent

(For Foreign Pharmaceutical Industries of Human Medicines, Veterinary
Medicines, Dietary Supplements, Health Products, Medical Devices, and
Cosmetics)

2.3.1. Introduction: The procedure for adding a new agency from a foreign
manufacturing site to an agent is an essential regulatory and strategic step to
ensure supply chain integrity and to verify the quality, safety, and efficacy of all
products regulated by the Board, including: human and veterinary medicines, di-
etary supplements, health products, medical devices, and cosmetics. Based on
the utmost commitment to public safety and health, and to regulate the legal and
technical relationships of pharmaceutical establishments officially registered in
the National Medicines and Poisons Board (NMPB) registers, the Foreign Phar-
maceutical Industries Department oversees this procedure. This ensures com-
pliance with approved agency requirements and confirms that foreign facilities
adhere to current Good Manufacturing Practice (cGMP) standards approved by
international bodies and the Board.

2.3.2. Scope: Foreign Pharmaceutical Industries of Human medicines, veter-
inary medicines, dietary supplements, health products, medical devices, and
cosmetics.




v Avalid copy of the Manufacturing License issued by the competent
authority in the country of origin.

v Avalid copy of the Good Manufacturing Practice (GMP) Certificate
issued by the health authority in the country of origin, or ISO 22716
Certificate.

v Free Sale Certificate (FSC) for the cosmetic product issued by the
competent authority in the country of origin.

v Agency Agreement and Product List.

4. After completing the upload of all required attachments, click “Send” to
submit the application directly to the Board to initiate the review process.
5. Upon successful upload of all required documents and submission of
the request, the system automatically generates and sends a payment
notification to the client to settle the prescribed evaluation and dossier
review fees.

6. Once payment is confirmed, all attached documents undergo a com-
prehensive review and assessment by the designated officer at the For-
eign Pharmaceutical Industries Section (General Directorate of Inspec-
tion and State Affairs) to ensure compliance with all approved standards
and criteria:

* In case of missing or incomplete documents, the application is
returned electronically to the client to provide the missing require-
ments.

7. After the file and documentation meet all requirements, the factory
file is transferred directly to the Pharmaceutical Industries Committee for
evaluation.

8. The dossier is presented to the Committee to issue one of the following
decisions:

8.1. Approval of Line Addition / Factory Listing: Upon approval by the
Pharmaceutical Industries Committee to accredit and register the factory/
line, all details of the facility and approved production lines appear directly
on the agent’s electronic page. When the agent requests the issuance of
the Factory Registration Certificate, the system automatically issues and



for rejection is issued to the agent.
Notes:

» The agent has the right to appeal the decision.
» Foreign Pharmaceutical Industries sites are subject to renewal
procedures every 5 years from the date of listing.
2.2.3.4. Application Steps for Listing (Registration) of an Additional Pro-
duction Line for a Foreign Cosmetics Pharmaceutical Industries
General Requirements:
* Avalid copy of the Manufacturing License issued by the competent
authority in the country of origin, legalized by the Sudanese Ministry
of Foreign Affairs.
* A valid copy of the Good Manufacturing Practice (GMP) Certificate
issued by the health authority in the country of origin, legalized by
the Sudanese Ministry of Foreign Affairs, or ISO 22716 Certificate.
* Free Sale Certificate (FSC) for the cosmetic product issued by the
competent authority in the country of origin.
* Agency Agreement with the foreign manufacturer along with the
product list, legalized by the Sudanese Ministry of Foreign Affairs
and the Commercial Registrar.

Note: Any certificate or required document issued in a language other than
Arabic or English must be accompanied by an official translation from an
accredited entity and approved by the National Medicines and Poisons
Board.

Application Procedures for Listing an Additional Production Line for For-
eign Cosmetics Pharmaceutical Industries in NMPB Registers:

1. Enter your Username and Password, and then click “Login” to access
the home page.

2. Fill out the electronic application form for adding a production line for
a foreign cosmetics manufacturer, ensuring all fields are completed with
accurate data matching your official documents.

3. Prepare the official required documents and certificates for the addi-

tional production line of the foreign cosmetics factory, which include:




v GoodManufacturingPractice (GMP) Certificate or ISO 13485 Certifi-
cate (Note: ISO 13485 applies to medical devices).

v Factory Manufacturing License.

v Agency Agreement and Product List.

4. After completing the upload of all required attachments, click “Send” to
submit the application directly to the Board to initiate the review process.
5. Upon successful upload of all required documents and submission of
the request, the system automatically generates and sends a payment
notification to the client to settle the prescribed evaluation and dossier
review fees.

6. Once payment is confirmed, all attached documents undergo a com-
prehensive review and assessment by the designated officer at the For-
eign Pharmaceutical Industries Section (General Directorate of Inspec-
tion and State Affairs) to ensure compliance with all approved standards
and criteria:

* In case of missing or incomplete documents, the application is
returned electronically to the client to provide the missing require-
ments.

7. After the file and documentation meet all requirements, the factory
file is transferred directly to the Pharmaceutical Industries Committee for
evaluation.

8. The dossier is presented to the Committee to issue one of the following
decisions:

8.1. Approval of Line Addition / Factory Listing: Upon approval by the
Pharmaceutical Industries Committee to accredit and register the factory/
line, all details of the facility and approved production lines appear directly
on the agent’s electronic page. When the agent requests the issuance of
the Factory Registration Certificate, the system automatically issues and
sends a payment notification for the prescribed fees. Following fee pay-
ment confirmation, the official Factory Registration Certificate is issued to
the agent.

.2. Rejection of Listing: An official rejection letter detailing the grounds



Notes:

» The agent has the right to appeal the decision.
« Foreign Pharmaceutical Industries sites are subject to renewal
procedures every 5 years from the date of listing.
2.2.3.3. Application Steps for Listing (Registration) of an Additional Pro-
duction Line for a Foreign Medical Devices Pharmaceutical Industries
General Requirements:

* A valid copy of the Manufacturing License issued by the com-
petent authority in the country of origin, legalized by the Sudanese
Ministry of Foreign Affairs (excluding European countries, the United
States of America, Canada, and Australia).

* A valid copy of the Good Manufacturing Practice (GMP) Certifi-
cate issued by the health authority in the country of origin, legalized
by the Sudanese Ministry of Foreign Affairs, or ISO 13485 Certifi-
cate.

* CE Declaration of Conformity / CE Certificate as a supporting
document (specifically for European countries).

* Agency Agreement with the foreign manufacturer along with the
product list, legalized by the Sudanese Ministry of Foreign Affairs
and the Commercial Registrar.

Note: Any certificate or required document issued in a language other than
Arabic or English must be accompanied by an official translation from an
accredited entity and approved by the National Medicines and Poisons
Board.

Application Procedures for Listing an Additional Production Line for a For-

eign Medical Devices Pharmaceutical Industries in NMPB Registers:

1. Enter your Username and Password, and then click “Login” to access
the home page.

2. Fill out the electronic application form for adding a production line for
a foreign medical devices manufacturer, ensuring all fields are completed
with accurate data matching your official documents.

3. Prepare the official required documents and certificates for the addi-

tional production line of the foreign medical devices factory, which include:




4 Agency Agreement and Product List.

4 Free Sale Certificate (FSC) in the country of origin.

4 Halal Certificate for dietary supplements.
4. After completing the upload of all required attachments, click “Send” to
submit the application directly to the Board to initiate the review process.

5. Upon successful upload of all required documents and submission of
the request, the system automatically generates and sends a payment
notification to the client to settle the prescribed evaluation and dossier
review fees.

6. Once payment is confirmed, all attached documents undergo a com-
prehensive review and assessment by the designated officer at the For-
eign Pharmaceutical Industries Section (General Directorate of Inspec-
tion and State Affairs) to ensure compliance with all approved standards
and criteria:

* In case of missing or incomplete documents, the application is
returned electronically to the client to provide the missing require-
ments.

7. After the file and documentation meet all requirements, the factory
file is transferred directly to the Pharmaceutical Industries Committee for
evaluation.

8. The dossier is presented to the Committee to issue one of the following
decisions:

8.1. Approval of Line Addition / Factory Listing: Upon approval by the
Pharmaceutical Industries Committee to accredit and register the factory/
line, all details of the facility and approved production lines appear directly
on the agent’s electronic page. When the agent requests the issuance of
the Factory Registration Certificate, the system automatically issues and
sends a payment notification for the prescribed fees. Following fee pay-
ment confirmation, the official Factory Registration Certificate is issued to
the agent.

8.2. Rejection of Listing: An official rejection letter detailing the grounds
or rejection is issued to the agent.



2.2.3.2. Application Steps for Listing (Registration) of an Additional Pro-
duction Line for a Foreign Dietary Supplements and Health Products Phar-
maceutical Industries

General Requirements:

* A valid copy of the Manufacturing License issued by the compe-
tent authority in the country of origin, legalized by the Sudanese
Ministry of Foreign Affairs and the Commercial Registrar.

* A valid copy of the Good Manufacturing Practice (GMP) Certifi-
cate issued by the competent authority in the country of origin, ISO
22000 Certificate, or HACCP Certificate.

* Agency Agreement with the foreign manufacturer along with the
product list, legalized by the Sudanese Ministry of Foreign Affairs
and the Commercial Registrar.

* Free Sale Certificate (FSC) in the country of origin.

* Halal Certificate for dietary supplements.

Note: Any certificate or required document issued in a language other than
Arabic or English must be accompanied by an official translation from an
accredited entity and approved by the National Medicines and Poisons
Board.

Application Procedures for Listing an Additional Production Line for a For-
eign Dietary Supplements and Health Products Pharmaceutical Industries
in NMPB Registers:
1. Enter your Username and Password, and then click “Login” to access
the home page.
2. Fill out the electronic application form for adding a production line for a
foreign dietary supplements and health products manufacturer, ensuring
all fields are completed with accurate data matching your official docu-
ments.
3. Prepare the official required documents and certificates for the foreign
dietary supplements and health products factory, which include:
v Good Manufacturing Practice (GMP) Certificate, ISO 22000 Certifi-
cates, or HACCP Certificate.
4 Factory Manufacturing License.




7. After the file and documentation meet all requirements, inspection vis-
its to the site are scheduled, and the inspection team is appointed.

8. (Countries Subject to On-Site Inspection): Upon fulfilling all required
documents, if the factory is located in a country whose regulatory system
requires an on-site visit, an inspection visit is scheduled. The inspection
team is nominated by the specialized Pharmaceutical Industries Com-
mittee. Upon completion of the visit, the team prepares a comprehensive
technical report to be submitted to the Pharmaceutical Industries Com-
mittee.

9. (Countries with Recognized Regulatory Systems): Upon fulfilling all
document requirements, if the factory is located in a country with a recog-
nized regulatory system (listed on the Board’s official website and exempt
from physical inspection visits), the factory file is transferred directly to the
Pharmaceutical Industries Committee for evaluation and approval.

10. The dossier is presented to the Committee to issue one of the follow-
ing decisions:

10.1. Approval of Line Addition / Factory Listing: Upon approval by
the Pharmaceutical Industries Committee to accredit the line/factory, all
updated facility data and approved production lines appear directly on
the agent’s electronic page. When the agent requests the issuance of
the Factory Registration Certificate, the system automatically issues and
sends a payment notification for the prescribed fees. Following fee pay-
ment confirmation, the official Factory Registration Certificate is issued to
the agent.

10.2. Rejection of Listing: An official rejection letter detailing the grounds for
rejection is issued to the agent.

Notes:
» The agent has the right to appeal the decision.
» Foreign Pharmaceutical Industries sites are subject to renewal
procedures every 5 years from the date of listing.




Note: Any certificate or required document issued in a language

other than Arabic or English must be accompanied by an official
translation from an accredited entity and approved by the National
Medicines and Poisons Board.

Application Procedures for Listing an Additional Production Line in
NMPB Registers:

1. Enter your Username and Password, and then click “Login” to access
the home page.

2. Fill out the electronic application form for adding a production line for
a foreign human or veterinary medicine Pharmaceutical Industries, en-
suring all fields are completed with accurate data matching your official
documents.

3. Prepare the official required documents and certificates for adding the
production line, which include:

4 Good Manufacturing Practice (GMP) Certificate.
4 Factory Manufacturing License.

4 Site Master File (SMF).

4 Agency Agreement and Product List.

4. After completing the upload of all required attachments, click “Send” to
submit the application directly to the Board to initiate the review process.
5. Upon successful upload of all required documents and submission of
the request, the system automatically generates and sends a payment
notification to the client to settle the prescribed evaluation and dossier
review fees.

6. Once payment is confirmed, all attached documents undergo a com-
prehensive review and assessment by the designated officer at the For-
eign Pharmaceutical Industries Section (General Directorate of Inspec-
tion and State Affairs) to ensure compliance with all approved standards
and criteria:

* In case of missing or incomplete documents, the application is
returned electronically to the client to provide the missing require-
ments.




Notes:

« The agent has the right to appeal the decision.

 Foreign Pharmaceutical Industries sites are subject to renewal proce-
dures every 5 years from the date of listing.

2.2. Listing (Registration) / Addition of Production Lines for Foreign Phar-
maceutical Industries of Human Medicines, Veterinary Medicines, Dietary
Supplements, Health Products, Medical Devices, and Cosmetics

2.2.1. Introduction: The procedure for adding a new production line to pharma-
ceutical industries facilities is a strategic step and an essential process to ensure
the quality, safety, and efficacy of all products regulated by the Board, including:
human and veterinary medicines, dietary supplements, health products, medical
devices, and cosmetics. Based on the utmost commitment to public safety and
health, and in line with development plans for facilities officially registered in
the National Medicines and Poisons Board (NMPB) registers, these tasks are
assigned to the Foreign Pharmaceutical Industries Department. The department
directly verifies compliance with current Good Manufacturing Practice (cGMP)
guidelines approved by international bodies and the Board.

2.2.2. Scope: Foreign Pharmaceutical Industries of Human medicines, veter-
inary medicines, dietary supplements, health products, medical devices, and
cosmetics.

2.2.3. Procedures for Applying for Listing (Registration) / Addition of Pro-
duction Lines for Foreign Pharmaceutical Industries

2.2.3.1. Application Steps for Listing (Registration) of an Additional Pro-
duction Line for Foreign Human or Veterinary Medicine Pharmaceutical
Industries

General Requirements:

* A valid copy of the Manufacturing License issued by the competent
authority in the country of origin, legalized by the Sudanese Ministry of
Foreign Affairs.

* A valid copy of the Good Manufacturing Practice (GMP) Certificate is-
sued by the competent authority in the country of origin, legalized by the
Sudanese Ministry of Foreign Affairs.

* An updated version of the Site Master File (SMF).
* Agency Agreement with the foreign manufacturer along with the product list, le-
alized by the Sudanese Ministry of Foreign Affairs and the Commercial Registrar.




v Free Sale Certificate (FSC) for the cosmetic product issued by
the competent authority in the country of origin.

v Agency Agreement and Product List.
4. After completing the upload of all required attachments, click “Send” to
submit the application directly to the Board to initiate the review process.
5.Upon successful upload of all required documents and submission of
the request, the system automatically generates and sends a payment
notification to the client to settle the prescribed evaluation and dossier
review fees.
6.0nce payment is confirmed, all attached documents undergo a compre-
hensive review and assessment by the designated officer at the Foreign
Pharmaceutical Industries Section (General Directorate of Inspection and
State Affairs) to ensure compliance with all approved standards and cri-
teria:
°In case of missing or incomplete documents, the application is
returned electronically to the client to provide the missing require-
ments.
7.After the file and documentation meet all requirements, the factory file is
transferred directly to the Pharmaceutical Industries Committee for eval-
uation.
8.The dossier is presented to the Committee to issue one of the following
decisions:
8.1. Approval of Factory Listing: Upon approval by the Pharmaceutical
Industries Committee to accredit and register the factory, all details of the
facility and approved production lines appear directly on the agent’s elec-
tronic page. When the agent requests the issuance of the Factory Regis-
tration Certificate, the system automatically issues and sends a payment
notification for the prescribed fees. Following fee payment confirmation,
the official Factory Registration Certificate is issued to the agent.
8.2. Rejection of Factory Listing: An official rejection letter detailing the
grounds for rejection is issued to the agent.




2.1.6. Application Steps for Listing (Registration) of a Foreign Cosmetics

Pharmaceutical Industries
General Requirements:
* A valid copy of the Manufacturing License issued by the compe-
tent authority in the country of origin, legalized by the Sudanese
Ministry of Foreign Affairs.
* Avalid copy of the Good Manufacturing Practice (GMP) Certificate
issued by the health authority in the country of origin, legalized by
the Sudanese Ministry of Foreign Affairs, or ISO 22716 Certificate.
* Free Sale Certificate (FSC) for the cosmetic product issued by the
competent authority in the country of origin.
* Agency Agreement with the foreign manufacturer along with the
product list, legalized by the Sudanese Ministry of Foreign Affairs
and the Commercial Registrar.
Note: Any certificate or required document issued in a language other
than Arabic or English must be accompanied by an official translation
from an accredited entity and approved by the National Medicines and

Poisons Board.

Application Procedures for Listing Foreign Cosmetics Pharmaceutical In-
dustries in NMPB Registers:

1. Enter your Username and Password, and then click “Login” to access
the home page.

2. Fill out the electronic application form for listing a foreign cosmetics
manufacturer, ensuring all fields are completed with accurate data match-
ing your official documents.

3. Prepare the official required documents and certificates for the foreign
cosmetics factory, which include:

v Avalid copy of the Manufacturing License issued by the com-
petent authority in the country of origin.

v Avalid copy of the Good Manufacturing Practice (GMP) Certif-
icate issued by the health authority in the country of origin, or

ISO 22716 Certificate.



4. After completing the upload of all required attachments, click “Send” to
submit the application directly to the Board to initiate the review process.
5. Upon successful upload of all required documents and submission of
the request, the system automatically generates and sends a payment
notification to the client to settle the prescribed evaluation and dossier
review fees.

6. Once payment is confirmed, all attached documents undergo a comprehensive
review and assessment by the designated officer at the Foreign pharmaceutical
industries Section (General Directorate of Inspection and State Affairs) to ensure
compliance with all approved standards and criteria:

* In case of missing or incomplete documents, the application is
returned electronically to the client to provide the missing require-
ments.

7. After the file and documentation meet all requirements, the factory
file is transferred directly to the Pharmaceutical Industries Committee for
evaluation.

8. The dossier is presented to the Committee to issue one of the following
decisions:

8.1. Approval of Factory Listing: Upon approval by the Pharmaceutical
Industries Committee to accredit and register the factory, all details of the
facility and approved production lines appear directly on the agent’s elec-
tronic page. When the agent requests the issuance of the Factory Regis-
tration Certificate, the system automatically issues and sends a payment
notification for the prescribed fees. Following fee payment confirmation,
the official Factory Registration Certificate is issued to the agent.

8.2. Rejection of Factory Listing: An official rejection letter detailing the
grounds for rejection is issued to the agent.

Notes:

» The agent has the right to appeal the decision.
 Foreign Pharmaceutical Industries sites are subject to renewal proce-
dures every 5 years from the date of listing.




2.1.5. Application Steps for Listing (Registration) of a Foreign Medical De-

vices Pharmaceutical Industries
General Requirements:

* A valid copy of the Manufacturing License issued by the compe-
tent authority in the country of origin (excluding European countries,
the United States of America, Canada, and Australia).

* Avalid copy of the Good Manufacturing Practice (GMP) Certificate
issued by the health authority in the country of origin, or ISO 13485
Certificate.

* CE Declaration of Conformity / CE Certificate as a supporting doc-
ument (specifically for European countries).

* Agency Agreement with the foreign manufacturer along with the
product list, legalized by the Sudanese Ministry of Foreign Affairs
and the Commercial Registrar.

Note: Any certificate or required document issued in a language other
than Arabic or English must be accompanied by an official translation
from an accredited entity and approved by the National Medicines and
Poisons Board.
Application Procedures for Listing Foreign Medical Devices phar-
maceutical industries in NMPB Registers:
1. Enter your Username and Password, and then click “Login” to access
the home page.
2. Fill out the electronic application form for listing a foreign medical de-
vices manufacturer, ensuring all fields are completed with accurate data
matching your official documents.
3. Prepare the official required documents and certificates for the foreign
factory, which include:

v Good Manufacturing Practice (GMP) Certificate or ISO 13485

Certificates.

v Factory Manufacturing License.
v Agency Agreement and Product List.




submit the application directly to the Board to initiate the review process.

5. Upon successful upload of all required documents and submission of
the request, the system automatically generates and sends a payment
notification to the client to settle the prescribed evaluation and dossier
review fees.

6. Once payment is confirmed, all attached documents undergo a com-
prehensive review and assessment by the designated officer at the For-
eign pharmaceutical industries Section (General Directorate of Inspection
and State Affairs) to ensure compliance with all approved standards and
criteria:

- In case of missing or incomplete documents, the application is
returned electronically to the client to provide the missing require-
ments.

7. After the file and documentation meet all requirements, the factory
file is transferred directly to the Pharmaceutical Industries Committee for
evaluation.

8. The dossier is presented to the Committee to issue one of the following
decisions:

8.1. Approval of Factory Listing: Upon approval by the Pharmaceutical
Industries Committee to accredit and register the factory, all details of the
facility and approved production lines appear directly on the agent’s elec-
tronic page. When the agent requests the issuance of the Factory Regis-
tration Certificate, the system automatically issues and sends a payment
notification for the prescribed fees. Following fee payment confirmation,

the official Factory Registration Certificate is issued to the agent.

8.2. Rejection of Factory Listing: An official rejection letter detailing the
grounds for rejection is issued to the agent.

Notes:

» The agent has the right to appeal the decision.

 Foreign pharmaceutical industries sites are subject to renewal proce-
dures every 5 years from the date of listing.




2.1.4. Application Steps for Listing (Registration) of a Foreign Di-
etary Supplements and Health Products Pharmaceutical Industries:
General Requirements:
1. A valid copy of the Manufacturing License issued by the compe-
tent authority in the country of origin, legalized by the Sudanese
Ministry of Foreign Affairs.
2. A valid copy of the Good Manufacturing Practice (GMP) Certifi-
cate issued by the competent authority in the country of origin, or
ISO 22000 Certificate, or HACCP Certificate.
3. Agency Agreement with the foreign manufacturer along with the
product list, legalized by the Sudanese Ministry of Foreign Affairs
and the Commercial Registrar.
4. Free Sale Certificate (FSC).
5. Halal Certificate for dietary supplements.
Note: Any certificate or required document issued in a language other
than Arabic or English must be accompanied by an official translation
from an accredited entity and approved by the National Medicines and
Poisons Board.
Application Procedures for Listing a Foreign Dietary Supplements
and Health Products Pharmaceutical Industries in NMPB Registers:
1. Enter your Username and Password, and then click “Login” to access
the home page.
2. Fill out the electronic application form for listing a foreign dietary sup-
plements and health products pharmaceutical industries, ensuring all
fields are completed with accurate data matching your official documents.
3. Prepare the official required documents and certificates for the foreign
factory, which include:
v Good Manufacturing Practice (GMP) Certificate, ISO 22000 Cer-
tificates, or HACCP Certificate.
v Factory Manufacturing License.
v Agency Agreement and Product List.
4. After completing the upload of all required attachments, click “Send” to




* In case of missing or incomplete documentation, the application is

returned electronically to the applicant for completion.
7. Upon completing the dossier review, inspection visits to the foreign site
are scheduled, and the inspection team is appointed.

8. For Countries Subject to On-Site Inspection: Upon fulfilling all doc-
ument requirements, if the site belongs to a country whose regulatory
framework mandates an on-site audit, an inspection visit is scheduled.
The inspection team is nominated by the foreign pharmaceutical Indus-
tries Inspection Committee. Upon completion of the visit, the team pre-
pares an integrated technical report to be submitted to the pharmaceuti-
cal Industries Committee.

9. For Countries with Recognized Regulatory Authorities: Upon fulfilling
document requirements, if the site belongs to a country with a Recog-
nized Regulatory Authority (listed on the official NMPB website) that does
not require an on-site audit, the site file is directly referred to the Pharma-
ceutical Industries Committee for evaluation and approval.

10. The file is presented to the Committee to issue one of the following
decisions:

10.1. Factory Listing Approval: Upon approval and registration by the
pharmaceutical Industries Committee, all facility details and approved pro-
duction lines immediately appear on the agent’s electronic portal. When
the agent requests the issuance of the Factory Registration Certificate,
the system automatically generates a payment invoice for the prescribed
fee. Upon payment confirmation, the official Factory Registration Certifi-
cate is issued to the agent.

10.2. Rejection of Factory Listing: An official letter detailing the reasons
for rejection is issued to the agent.

Notes:

« The agent reserves the right to appeal the decision.

- Listed foreign pharmaceutical industries sites are subject to renewal
procedures every 5 years from the initial listing date.




3. The latest updated version of the Site Master File (SMF).
4. An Agency/Representation Agreement with the foreign manufac-
turer along with the product list, legalized by the Sudanese Ministry
of Foreign Affairs and the Commercial Registrar.
Note: Any certificate or document provided in a language other than En-
glish or Arabic must be accompanied by an official translation issued by
an accredited translation authority and approved by the National Medi-
cines and Poisons Board.
Application Procedures for Listing a Foreign Human or Veterinary
Pharmaceutical Industries in the NMPB Registry:
1. Enter the username and password, and then click “Login” to access the
main home page.
2. Complete the online application form for listing a foreign human or vet-
erinary pharmaceutical Industries site, ensuring all fields are accurately
filled in accordance with the official submitted documents.
3. Prepare and upload the required official certificates and documentation
for the foreign pharmaceutical Industries, including:
v Good Manufacturing Practice (GMP) Certificate.
v Manufacturing Site License.
v Site Master File (SMF).
v Agency Agreement and Product List.
4. Upon attaching all required documents, click “Submit” to forward the
application directly to the Board for review.
5. Once the application and required documents are submitted, the portal
automatically generates a payment invoice for the applicant to settle the
prescribed fee for file study and evaluation.
6. Following payment confirmation, all uploaded documents undergo a
comprehensive review and audit by the designated officer at the Foreign
pharmaceutical Industries Department (under the General Directorate
of Inspection and State Affairs) to verify compliance with approved stan-
dards and requirements.




2. Registers of Foreign Pharmaceutical Industries and Good Manu-
facturing Practice (GMP) Certification for Local Manufacturers

2.1. Registration of Foreign Pharmaceutical Industries of Human
and Veterinary Medicines, Dietary Supplements, Health Products,
Medical Devices, and Cosmetics
2.1.1. Introduction: The Registration of Pharmaceutical Industries proce-
dure represents a fundamental pillar and an essential process in ensur-
ing the quality, efficacy, and safety of medical and pharmaceutical prod-
ucts, serving as the primary step within the registration regulatory system.
This procedure applies to foreign Pharmaceutical Industries of human
and veterinary medicines, dietary supplements, health products, medi-
cal devices, and cosmetics. Pursuant to the regulatory authority of the
National Medicines and Poisons Board (NMPB) and its commitment to
safeguarding public health and safety, the Foreign Pharmaceutical Indus-
tries Department has been established to verify and ensure that these
facilities strictly adhere to current Good Manufacturing Practices (cGMP)
standards established by international organizations and officially adopt-
ed by the Board.
2.1.2. Scope: Foreign Pharmaceutical Industries sites producing human
pharmaceuticals, veterinary pharmaceuticals, dietary supplements,
health products, medical devices, and cosmetics.
2.1.3. Application Steps for the Listing (Registration) of a Foreign Human
or Veterinary Pharmaceutical Industries:
General Requirements:
1. A valid copy of the Manufacturing License issued by the Com-
petent Authority in the country of origin, legalized by the Sudanese
Ministry of Foreign Affairs.
2. A valid copy of the Good Manufacturing Practice (GMP) Certif-
icate issued by the Competent Authority in the country of origin,
legalized by the Sudanese Ministry of Foreign Affairs.




Second:

Registers of Foreign

Pharmaceutical Industries and
Good Manufacturing Practice (GMP)
Certification for Local Manufacturers




plies with specified standards.
3. Pay the prescribed initial inspection fee.
4. Upon meeting the basic requirements:

v Provide the lease agreement or Ownership Contract for the pro-
posed location specifying: Locality, Neighborhood, Block, Plot Number,
and Street Name, within a period not exceeding 15 days from the initial
inspection date.

v Visit the State Board Office to receive the Initial Approval Certifi-
cate (valid for a period of 45 days).

v Receive an official letter from the State Branch addressed to the Gen-
eral Directorate of Criminal Investigations in the State under the owner’s name
to obtain a Criminal Record Certificate (Police Clearance) and Resume/CV.

v Receive an official letter from the State Branch addressed to the
Commercial Registrar in the State under the owner’s name to obtain Busi-
ness Name Registration.

Phase 3: Final Approval

1. The Initial Approval Certificate must be valid and unexpired.

2. Complete the final inspection request form upon fulfilling all specifications.
3. Provide the Criminal Record Certificate (Police Clearance) and Re-
sume/CV.

4. Provide the Business Name Certificate issued by the Commercial Registrar.
Phase 4: License Issuance

1. Attendance of the Technical Manager along with a copy of their val-
id Permanent Registration to sign the required declarations at the State
Board Office.

2. Attendance of the owner or the authorized representative to sign the
required declarations at the State Board Office.

3. Submission of a written undertaking by the owner pledging to employ
qualified pharmacy support staff only.

4. Payment of prescribed fees.

5. Issuance of the license




1. Attendance of the Technical Manager along with a copy of their valid Perma-
nent Registration to sign the required declarations at the State Board Office.

2. Attendance of the owner or the authorized representative to sign the
required declarations at the State Board Office.

3. Submission of a written undertaking by the Technical Manager pledging
full-time commitment to work at the facility.

4. Payment of prescribed fees.

5. Issuance of the license.

8. Application Steps for a Simple Drug Store License

Specific Requirements:

* Business Name Registration Certificate issued by the Commercial Reg-
istrar in the relevant State.

* Valid Permanent Registration of the Technical Manager issued by the
National Council for Medical and Health Professions.

* Valid Criminal Record Certificate (Police Clearance) from the Ministry of
Interior for the applicant.

* Certificate of Good Conduct for the applicant.

* Lease agreement or Ownership Contract.

« Official approval from the local health authority in the designated area
permitting the opening of a basic drug store.

Application Procedures for a Simple Drug Store License:

Phase 1: Application to the Licensing Committee: This stage requires ful-
filling the following requirements:

1. Complete the license application form obtained from the Board’s State Branch.
2. Submit official identification documents (such as National ID or Pass-
port) along with a valid Practice Certificate issued by the National Council
for Medical and Health Professions.

Phase 2: Initial Approval: This stage requires fulfilling the following re-
quirements:

1. Obtain initial approval from the Licensing Committee.

2. Undergo an initial inspection visit to verify basic requirements, ensur-
ing: the store entrance opens onto a public area, and the building com-



7. If the applicant is a corporate entity (company, institution, organiza-
tion), an official authorization letter designating a representative to follow
up on all procedures must be attached.

Phase 2: Initial Approval: This stage requires fulfilling the following requirements:

1. Undergo an initial inspection visit to verify basic requirements, ensur-
ing: the internal floor area of the warehouse is not less than 40 square
meter, an office and reception area are provided, the storage space does
not directly face the main street, and the building complies with specified
standards.

2. Review the decision of the Licensing Committee (Approval or Rejection).
3. Upon meeting the basic requirements:

v Provide the lease agreement or Property Ownership Contract for the
proposed location specifying: Locality, Neighborhood, Block, Plot Num-
ber, and Street Name, within a period not exceeding 15 days from the
initial inspection date.

v'Receive an official letter from the State Branch addressed to the General
Directorate of Criminal Investigations in the State under the owner’s name to ob-
tain a Criminal Record Certificate (Police Clearance) and Resume/CV.

v Receive an official letter from the State Branch addressed to the Com-
mercial Registrar in the State under the owner’s name to obtain Business
Name Registration.

v Visit the State Council Office to receive the Initial Approval Certificate
(valid for a period of 45 days).

Phase 3: Final Approval

1. The Initial Approval Certificate must be valid and unexpired.

2. Provide the Criminal Record Certificate (Police Clearance) and Re-
sume/CV.

3. Provide the Business Name Certificate issued by the Commercial Reg-
istrar.

4. Complete the final inspection request form upon fulfilling all specifica-
tions.

Phase 4: License Issuance




* Business Name Registration Certificate or Certificate of Incorporation
along with Articles/Memorandum of Association issued by the Commer-
cial Registrar.

* Approved Memorandum of Association from the Commercial Registrar
specifying business scope in the distribution of pharmaceutical products,
medical devices, and cosmetics.

* Legalized agency agreement from a local national manufacture or an
importing company.

- Valid Permanent Registration of the Technical Manager (Licensed Phar-
macist).

* Attested employment contract with the Technical Manager.

* Lease agreement or Ownership Contract

* Valid Criminal Record Certificate (Police Clearance) from the Ministry of
Interior for the applicant.
Application Procedures for a Pharmaceutical Distribution Warehouse Li-
cense:

Phase 1: Application to the Licensing Committee: This stage requires ful-
filling the following requirements:

1. Submit a request to obtain a warehouse license at the Board’s State
Branch.

2. Obtain the warehouse license application form from the Board’s State
Branch.

3. Fill out the warehouse license application form obtained from the
Board’s State Branch.

4. Submit Business Name Registration / Certificate of Incorporation and
Memorandum of Association incorporating medical/pharmaceutical activity.
5. Submit official identification documents (such as National ID or Pass-
port) of the applicant or a legalized Power of Attorney (POA) for their legal
representative.

6. Attach an electronically designed site layout plan (sketch map) clearly
showing the proposed location, nearest prominent landmarks, as well as
urrounding main and secondary streets.



8. Receive the application acceptance document from the Committee.
Phase 2: Initial Approval: This stage requires fulfilling the following re-

quirements:
1. Undergo an initial inspection visit to verify basic requirements, ensur-
ing: the internal floor area of the warehouse is not less than 40 m2, an of-
fice and reception area are provided, the storage space does not directly
face the main street, and the building complies with specified standards.
2. Review the decision of the Licensing Committee (Approval or Rejec-
tion).

3. Upon meeting the basic requirements:

v Provide the lease agreement or Ownership Contract for the pro-
posed location specifying: Locality, Neighborhood, Block, Plot Number,
and Street Name, within a period not exceeding 15 days from the initial
inspection date.

v Visit the State Council Office to receive the Initial Approval Certif-
icate (valid for a period of 45 days).

Phase 3: Final Approval

1. The Initial Approval Certificate must be valid and unexpired.

2. Complete the final inspection request form upon fulfilling all specifications.
Phase 4: License Issuance

1. Attendance of the Technical Manager along with a copy of their val-
id Permanent Registration to sign the required declarations at the State
Board Office.

2. Attendance of the owner or the authorized representative to sign the
required declarations at the State Board Office.

3. Submission of a written undertaking by the Technical Manager pledging
full-time commitment to work at the facility.

4. Payment of prescribed fees.

5. Issuance of the license.

7. Application Steps for a Pharmaceutical Distribution Warehouse
License

Specific Requirements:




4. Payment of prescribed fees.
5. Issuance of the license.

6. Application Steps for a Pharmaceutical Warehouse License

(For Import Licenses, Local Factories, Foreign Organizations with Bilateral
Agreements, or General Pharmacy Chains)

Specific Requirements:

* Import License or National Manufacturer License issued by the Inspec-
tion and State Affairs Directorate at the National Medicines and Poisons
Board.

* Valid Permanent Registration of the Technical Manager (Licensed Phar-
macist).

* Attested employment contract with the Technical Manager.

* Lease agreement or Ownership Contract.

Application Procedures for a Pharmaceutical Warehouse License:
Phase 1: Application to the Licensing Committee:This stage requires ful-
filling the following requirements:

1. Submit a request to obtain a warehouse license at the Board’s State
Branch.

2. Obtain the warehouse license application form from the Board’s State
Branch.

3. Fill out the warehouse license application form obtained from the
Board’s State Branch.

4. Submit official identification documents (such as National ID or Pass-
port) of the applicant or a legalized Power of Attorney (POA) for their legal
representative.

5. Attach an electronically designed site layout plan (sketch map) clearly
showing the proposed location, nearest prominent landmarks, as well as
surrounding main and secondary streets.

6. If the applicant is a corporate entity (company, institution, organiza-
tion), an official authorization letter designating a representative to follow
up on all procedures must be attached.

7. Pay the prescribed fee for the initial inspection.




specified standards.
3. Pay the prescribed initial inspection fee.
4. Upon meeting the basic requirements:

v Provide the lease agreement or Property Ownership Contract
for the proposed location specifying: Locality, Neighborhood, Block, Plot
Number, and Street Name.

v Visit the State Board Office to receive the Initial Approval Certifi-
cate (valid for a period of 45 days).

v Receive an official letter from the State Board addressed to the
General Directorate of Criminal Investigations in the name of the owner to
obtain a Criminal Record Certificate (Police Clearance) and Resume/CV.

v Receive an official letter from the State Board addressed to the
Commercial Registrar to obtain a Business Name Registration.
Phase 3: Final Approval
1. The Initial Approval Certificate must be valid and unexpired.

2. Complete all structural and operational specifications within the speci-
fied timeframe.

3. Complete the final inspection request form upon fulfilling all specifica-
tions.

4. Provide the Criminal Record Certificate (Police Clearance) and Re-
sume/CV.

5. Provide the Business Name Certificate issued by the Commercial Reg-
istrar.

6. Final Inspection Visit.

Phase 4: License Issuance

1. Attendance of the Technical Manager along with a copy of their val-
id Permanent Registration to sign the required declarations at the State
Board Office.

2. Attendance of the owner or the authorized representative to sign the
required declarations at the State Board Office.

3. Submission of a written undertaking by the owner pledging to employ
qualified pharmacy support staff only.




1. Attendance of the Technical Manager along with a copy of their val-
id Permanent Registration to sign the required declarations at the State
Board Office.

2. Attendance of the owner or the authorized representative to sign the
required declarations at the State Board Office.

3. Submission of a written undertaking by the owner pledging to employ
qualified pharmacy support staff only.

4. Payment of prescribed fees.

5. Issuance of the license

5. Application Steps for a Specialized Cosmetics Shop License
Specific Requirements:

* Fill out the license application form at the relevant State Branch of the
National Medicines and Poisons Board.

* Business Name Registration issued by the Commercial Registrar.

* Lease agreement or Property Ownership Contract.

*Valid Criminal Record Certificate (Police Clearance) of the applicant.

« Site layout plan (sketch map) for the location.

* Payment of prescribed fees.

Application Procedures for a Cosmetics Shop License:

Phase 1: Application to the Licensing Committee: This stage requires fulfill-
ing the following requirements:

1. Complete the license application form obtained from the Board’s State Branch.
2. Submit official identification documents (such as National ID or Pass-
port) along with a valid Permanent Registration Certificate issued by the
Sudan Medical Council or an accredited qualification certificate.

3. Attach an electronically designed site layout plan (sketch map) clearly
showing the proposed location, nearest prominent landmarks, as well as
surrounding main and secondary streets.

Phase 2: Initial Approval: This stage requires fulfilling the following requirements:
1. Obtain initial approval from the Licensing Committee.

2. Undergo an initial inspection visit to verify basic requirements, ensur-
ing: the shop opens onto a public area, and the building complies with




along with a valid Permanent Registration issued by the Sudan Medical
Council, the Engineering Council, or the Medical and Health Professions
Council.

* Attach an electronically designed site layout plan (sketch map) clearly
showing the proposed location, nearest prominent landmarks, as well as
surrounding main and secondary streets.

Phase 2: Initial Approval: This stage requires fulfilling the following re-
quirements:

1. Obtain initial approval from the Licensing Committee.

2. Undergo an initial inspection visit to verify basic requirements, ensur-
ing: the shop opens onto a public area, and the building complies with
specified standards.

3. Pay the prescribed initial inspection fee.

4. Upon meeting the basic requirements:

v Provide the lease agreement or Ownership Contract, specifying: Local-
ity, Neighborhood, Block, Plot Number, and Street Name.

v Visit the State Board Office to receive the Initial Approval Certificate
(valid for a period of 45 days).

v Receive an official letter from the State Board addressed to the General
Directorate of Criminal Investigations in the name of the owner to obtain a
Criminal Record Certificate (Police Clearance) and Resume/CV.

v Receive an official letter from the State Board addressed to the Com-
mercial Registrar to obtain a Business Name Registration.

Phase 3: Final Approval

1. The Initial Approval Certificate must be valid and unexpired.

2. Complete all structural and operational specifications within the speci-
fied timeframe.

3. Complete the final inspection request form upon fulfilling all specifications.
4. Provide the Criminal Record Certificate (Police Clearance) and Resume/CV.

5. Provide the Business Name Certificate issued by the Commercial Registrar.

6. Final Inspection Visit.
Phase 4: License Issuance




Phase 3: Final Approval

1. The Initial Approval Certificate must be valid and unexpired.

2. Complete all structural and operational specifications within the speci-
fied timeframe.

3. Complete the final inspection request form upon fulfilling all specifications.
4. Final Inspection Visit.

Phase 4: License Issuance

1. Attendance of the Technical Manager along with a copy of their val-
id Permanent Registration to sign the required declarations at the State
Board Office.

2. Attendance of the owner or the authorized representative to sign the
required declarations at the State Board Office.

3. Submission of a written undertaking by the owner pledging to employ
qualified pharmacy support staff only.

4. Payment of prescribed fees.

5. Issuance of the license.

4. Application Steps for a Specialized Medical Devices Shop License
Specific Requirements:

* Fill out the license application form at the relevant State Branch of the
National Medicines and Poisons board.

* Valid Permanent Registration for the applicant issued by the Sudan
Medical Council (Pharmacist), the Sudanese Engineering Council, or the
Medical and Health Professions Council.

* Business Name Registration Certificate issued by the Commercial Registrar.

* Lease agreement or Ownership Contract.

« Valid Criminal Record Certificate (Police Clearance) of the applicant.
*Payment of prescribed fees.

Application Procedures for a Specialized Medical Devices Shop License:
Phase 1: Application to the Licensing Committee: This stage requires ful-
filling the following requirements:

» Complete the license application form obtained from the Board’s State Branch.
» Submit official identification documents (such as National ID or Passport)




required declarations at the State Board Office.

3. Submission of a written undertaking by the owner pledging to employ
qualified pharmacy support staff only.

4. Payment of the prescribed fees.

5. Issuance of the license.

3. Application Steps for a Private Healthcare Facility Pharmacy License
Specific Requirements:

* Fill out the license application form at the relevant State Branch of the
National Medicines and Poisons Board.

* Valid Permanent Registration of the Technical Manager (Licensed Phar-
macist).

* Valid Private Healthcare Facility License.

* Payment of prescribed fees.

Application Procedures for a Private Healthcare Facility Pharmacy
License:

Phase 1: Application to the Licensing Committee:This stage requires ful-
filling the following requirements:

1. Complete the license application form obtained from the Board’s State Branch.
2. Submit official identification documents (such as National ID or Pass-
port) along with a valid Permanent Registration Certificate issued by the
Sudan Medical Council.

3. Provide a valid Private Healthcare Facility License.

Phase 2: Initial Approval: This stage requires fulfilling the following re-
Quirements:

1. Obtain initial approval from the Licensing Committee.

2. Undergo an initial inspection visit to verify basic requirements, ensur-
ing: the pharmacy doors open within the healthcare facility premises, and
the building complies with specified standards.

3. Pay the prescribed initial inspection fee.

4. Upon meeting the basic requirements:

v Visit the State Board Office to receive the Initial Approval Certificate
(valid for a period of 45 days).




1.Obtain initial approval from the Licensing Committee.
2.Undergo an initial inspection visit to verify basic requirements, including:
the proposed pharmacy location, internal floor area, surrounding zone,
and structural compliance of the building.

3.Pay the prescribed initial inspection fee.

4.Upon meeting the basic requirements:

v Provide the lease agreement or Ownership Contract for the proposed
location specifying: Locality, Neighborhood, Block, Plot Number, and
Street Name.

v Visit the State Board Office to receive the Initial Approval Certificate
(valid for a period of 45 days).

v Receive an official letter from the State Board addressed to the General
Directorate of Criminal Investigations in the name of the owner to obtain a
Criminal Record Certificate (Police Clearance) and Resume/CV.

v Receive an official letter from the State Board addressed to the Com-
mercial Registrar to obtain a Business Name Registration.

Phase 3: Final Approval

1. The Initial Approval Certificate must be valid and unexpired.

2. Complete all structural and operational specifications within the speci-
fied timeframe.

3. Complete the final inspection request form upon fulfilling all specifica-
tions.

4. Provide the Criminal Record Certificate (Police Clearance) and Re-
sume/CV.

5. Provide the Business Name Certificate issued by the Commercial Reg-
istrar.

6. Final Inspection Visit.

Phase 4: License Issuance

1. Attendance of the Technical Manager along with a copy of their val-
id Permanent Registration to sign the required declarations at the State
Board Office.

2. Attendance of the owner or the authorized representative to sign the



2. Attendance of the owner or the authorized representative to sign the
required declarations at the State Board Office.

3. Submission of a written undertaking by the owner pledging to employ
qualified Pharmacy support staff only.

4. Payment of the prescribed fees.

5. Issuance of the license.

2. Application Steps for a Veterinary Pharmacy License

Specific Requirements:

* Fill out the license application form at the relevant State Branch of the
National Medicines and Poisons Board.

* Valid Permanent Registration for the applicant issued by either the Su-
dan Medical Council (Pharmacist) or the Sudanese Veterinary Council.

* Business Name Registration Certificate issued by the Commercial Reg-
istrar.

* Lease agreement or Ownership Contract.

* Valid Criminal Record Certificate (Police Clearance) of the applicant.

» Payment of prescribed fees.

Application Procedures for a Veterinary Pharmacy License

Phase 1: Application to the Licensing Committee:This stage requires ful-
filling the following requirements:

1. Complete the license application form obtained from the Board’s State
Branch.

2. Submit official identification documents (such as National ID or Pass-
port) along with a valid Permanent Registration issued by the Sudan Med-
ical Council or the Sudanese Veterinary Council.

3. Attach an electronically designed site layout plan (sketch map) clearly
showing the proposed location, nearest prominent landmarks, as well as
surrounding main and secondary streets.

4. If the applicant is a corporate entity (company, institution, organiza-
tion), an official authorization letter designating a representative to follow
up on all procedures must be attached.

Phase 2: Initial Approval:This stage requires fulfilling the following requirements:




requirements:

1. Obtain initial approval from the Licensing Committee.
2. Undergo an initial inspection visit to verify basic requirements, includ-
ing: the proposed pharmacy location, internal floor area, surrounding
zone, and structural compliance of the building.

3. Pay the prescribed initial inspection fee.

4. Upon meeting the basic requirements:

v Provide the lease agreement or Ownership Contract for the proposed
location specifying: Locality, Neighborhood, Block, Plot Number, and
Street Name.

v Visit the State Board Office to receive the Initial Approval Certificate
(valid for a period of 45 days).

v Receive an official letter from the State Board addressed to the General
Directorate of Criminal Investigations in the name of the owner to obtain a
Criminal Record Certificate (Police Clearance) and Resume/CV.

v Receive an official letter from the State Board addressed to the Com-
mercial Registrar to obtain a Business Name Registration.

Phase 3: Final Approval

1. The Initial Approval Certificate must be valid and unexpired.

2. Complete all structural and operational specifications within the speci-
fied timeframe.

3. Complete the final inspection request form upon fulfilling all specifica-
tions.

4. Provide the Criminal Record Certificate (Police Clearance) and Re-
sume/CV.

5. Provide the Business Name Certificate issued by the Commercial Reg-
istrar.

6. Final Inspection Visit.

Phase 4: License Issuance

1. Attendance of the Technical Manager along with a copy of their val-
id Permanent Registration to sign the required declarations at the State
oard Office.



* Business Name Registration Certificate issued by the Commercial Reg-
istrar.

* Lease agreement or Ownership Contract.

* Valid Criminal Record Certificate (Police Clearance) of the license ap-
plicant.

» Payment of prescribed fees.

1. Application Steps for a General Pharmacy License
Specific Requirements:

* Fill out the license application form at the relevant State Branch of the
National Medicines and Poisons Board.

* Valid Permanent Registration of the applicant, or an official authoriza-
tion letter from the corporate body.

* Business Name Registration Certificate issued by the Commercial Reg-
istrar.

* Lease agreement or Ownership Contract.

* Valid Criminal Record Certificate (Police Clearance) of the applicant.

» Payment of prescribed fees.

Application Procedures for a General Pharmacy License

Phase 1: Application to the Licensing Committee:This stage requires ful-
filling the following requirements:

1. Complete the license application form obtained from the Board’s State
Branch.

2. Submit official identification documents (such as National ID or Pass-
port) along with a valid Permanent Registration issued by the Sudan Med-
ical Council.

3. Attach an electronically designed site layout plan (sketch map) clearly
showing the proposed location, nearest prominent landmarks, as well as
surrounding main and secondary streets.

4. If the applicant is a corporate entity (company, institution, organiza-
tion), an official authorization letter designating a representative to follow
up on all procedures must be attached.

Phase 2: Initial Approval: This stage requires fulfilling the following




submit the request to the Board’s review system.

5. Once the licensing file is complete, it is forwarded to the Good Manu-
facturing Practice (GMP) Department.

6. The GMP Department conducts an initial inspection visit to assess the
factory’s readiness by verifying the following:

v Suitability of the internal and external environment relative to
thenatureoftheproducts.

v Qualification/calibration status of Quality Control (QC)
laboratory equipment.

v Warehouse compliance with storage requirements.

7. Upon meeting operational requirements set by the GMP Department,
the factory file is transferred to the Licensing Section under the Inspection
and State Affairs Directorate for license issuance.

8. A payment notification is sent to the agent to settle the prescribed fees.

9. Following fee payment, the license is generated in the electronic sys-
tem and made available to the agent
Procedures and Guidelines for Applying for Licenses Issued by
State Branches of the National Medicines and Poisons Board:

Types of Licenses Issued by State Board Branches:
1. General Pharmacy License
2. Veterinary Pharmacy License
3. Healthcare Facility Pharmacy License
4. Specialized Medical Devices Shop License
5. Specialized Cosmetics Shop License
6. Import Pharmaceutical Warehouse License
7. Distribution Pharmaceutical Warehouse License
8. Simple Drug Store License
General Requirements:

* Filling out the license application form at the relevant State Branch of
the National Medicines and Poisons Board.

* Valid Permanent Registration of the license applicant, or an official au-
horization letter from the corporate body.



* Establishment of a Quality Control (QC) Laboratory suitable for full
analysis of products manufactured at the factory.
« Storage facility complying with Good Storage Practice (GSP) re-
quirements.
Application Procedures for a National Factory License under Con-
struction:

Factory licensing procedures begin after the completion of construction works
and setup of quality control laboratory equipment. Upon receiving your login
credentials, follow these steps:
1. Enter your Username and Password, and then click “Login” to access
the home page.
2. Fill out the electronic application form for a national factory license
under construction, ensuring all fields are completed with accurate data
matching your official documents.
3. Upon reaching the Documents section, click “Attach” to upload the fol-
lowing documents, ensuring specified items are merged into clear, legible
single PDF files:
v Certificate of Incorporation or Business Name Registration and
Memorandum of Association (Single PDF file).
v Approvals from the Ministry of Investment and Ministry of Indus
try, along with the proposed site layout plan (Single PDF file).
v Permanent Registration Certificate of the Technical Manager
(Pharmacist), employment contract, and proof of identity (Single PDF file).
v Ownership Contract.
v Description of manufacturing activities (Single PDF file).
v Brief site description along with description of production build
ings according to the manufacturing plan (Single PDF file).
v Appointment letters for the Quality Manager Pharmacist and
QualityAssurancePharmacist.
4. Submission and Approval: After confirming that all required attach-
ments have been uploaded correctly, click “Submit Application”. A con-
firmation prompt will appear; click “Send” to complete the process an




review system.
5. Once the licensing file is complete, it is forwarded to the Good Manu-
facturing Practice (GMP) Department to review the Site Master File.

6. The GMP Department conducts an initial inspection visit to assess the
factory’s readiness for trial production by verifying the following:

v Suitability of the internal and external environment relative to the
nature of the products.

v Production process flow.

v Qualification/calibration status of: production machinery, Air Han-
dling Units (AHUs), water treatment plant, and quality control laboratory
equipment.

7. Upon meeting operational requirements set by the GMP Department,
the factory file is submitted to the Pharmaceutical Industries Committee.
Upon approval by the committee, the file is transferred to the Licensing
Section under the Inspection and State Affairs Directorate for license is-
suance.
8. A payment notification is sent to the agent to settle the prescribed fees.
9. Following fee payment, the license is generated in the electronic sys-
tem and made available to the agent.
12. Application Steps for a Specialized for a National Factory License un-
der Construction:
Specific Requirements:
» Permanent Registration Certificate of the Technical Manager (Licensed
Pharmacist).
* Detailed description of the manufacturing activities to be conducted at the
factory.
» List of production lines.
» Description of production buildings according to the manufacturing plan.
* Brief site description (including total area and surrounding environment).
* Appointment letter for a Quality Manager Pharmacist and a Quality Assur-
ance (QA) Pharmacist.

* Establishment of a Quality Assurance (QA) Unit.




11. Application Steps for a Specialized National Medical Gases Man-
ufacture License
Specific Requirements:
* Permanent Registration of the Technical Manager (Licensed Phar-
macist).
* Attested employment contract with the Technical Manager.
* Proof of identity for the Technical Manager.
Application Procedures for a Specialized National Medical Gases Manu-
facture License:
Manufacture licensing procedures begin after the completion of construc-
tion work, installation of all factory machinery, and setup of quality control
laboratory equipment. Upon receiving your login credentials, follow these
steps:
1. Enter your Username and Password, and then click “Login” to access
the home page.
2. Fill out the electronic application form for a specialized national medi-
cal gases factory license, ensuring all fields are completed with accurate
data matching your official documents.
3. Upon reaching the Documents section, click “Attach” to upload the fol-
lowing documents, ensuring specified items are merged into clear, legible
single PDF files:
v Certificate of Incorporation or Business Name Registration and
Memorandum of Association (Single PDF file).
v Approvals from the Ministry of Investment and Ministry of Industry,
along with the proposed site layout plan (Single PDF file).
v Permanent Registration Certificate of the Technical Manager
(Pharmacist), employment contract, and proof of identity (Single PDF file).
v Ownership Contract.
v Site Master File (SMF) in PDF format.
4. After confirming that all required attachments have been uploaded cor-
rectly, click “Submit Application”. A confirmation prompt will appear; click
“Send” to complete the process and submit the request to the Board’




v Certificate of Incorporation or Business Name Registration and
Memorandum of Association (Single PDF file).

v Approvals from the Ministry of Investment and Ministry of Indus-
try, along with the proposed site layout plan (Single PDF file).

v Permanent Registration Certificate of the Technical Manager
(Pharmacist), employment contract, and proof of identity (Single PDF
file).

v Ownership Contract.

v Site Master File (SMF) in PDF format.

4. After confirming that all required attachments have been uploaded cor-
rectly, click “Submit Application”. A confirmation prompt will appear; click
“Send” to complete the process and submit the request to the Board’s
review system.

5. Once the licensing file is complete, it is forwarded to the Good Manu-
facturing Practice (GMP) Department to review the Site Master File.

6. The GMP Department conducts an initial inspection visit to assess the
factory’s readiness for trial production by verifying the following:

v Suitability of the internal and external environment relative to the
nature of the products.

v Production process flow.

v Qualification/calibration status of: production machinery, Air Han-
dling Units (AHUs), water treatment plant, and quality control laboratory
equipment.

7. Upon meeting operational requirements set by the GMP Department,
the factory file is submitted to the Pharmaceutical Industries Committee.
Upon approval by the committee, the file is transferred to the Licensing
Section under the Inspection and State Affairs Directorate for license is-
suance.

8. A payment notification is sent to the agent to settle the prescribed fees.
9. Following fee payment, the license is generated in the electronic sys-
tem and made available to the agent.




v Production process flow.

v Qualification/calibration status of: production machinery, Air Han-
dling Units (AHUs), water treatment plant, and quality control laboratory
equipment.

7. Upon meeting operational requirements set by the GMP Department,
the factory file is submitted to the Pharmaceutical Industries Committee.
Upon approval by the committee, the file is transferred to the Licensing
Section under the Inspection and State Affairs Directorate for license is-
suance.
8. A payment notification is sent to the agent to settle the prescribed fees.
9. Following fee payment, the license is generated in the electronic sys-
tem and made available to the agent.
10. Application Steps for a Specialized National Cosmetics Manufacture
License:
Specific Requirements:

* Permanent Registration of the Technical Manager (Licensed Phar-

macist).

* Attested employment contract with the Technical Manager.

* Proof of identity for the Technical Manager.
Application Procedures for a Specialized National Cosmetics Manufacture
License:
Manufacture licensing procedures begin after the completion of construc-
tion work, installation of all factory machinery, and setup of quality control
laboratory equipment. Upon receiving your login credentials, follow these
steps:
1. Enter your Username and Password, and then click “Login” to access
the home page.
2. Fill out the electronic application form for a specialized national factory
license, ensuring all fields are completed with accurate data matching

your official documents.

3. Upon reaching the Documents section, click “Attach” to upload the following
documents, ensuring specified items are merged into clear, legible single PDF
files:



Application Procedures for a Specialized National Medical Devices
Manufacture License:

Manufacture licensing procedures begin after the completion of construc-
tion work, installation of all factory machinery, and setup of quality control
laboratory equipment. Upon receiving your login credentials, follow these
steps:
1. Enter your Username and Password, and then click “Login” to access
the home page.
2. Fill out the electronic application form for a specialized national Man-
ufacture license, ensuring all fields are completed with accurate data
matching your official documents.
3. Upon reaching the Documents section, click “Attach” to upload the fol-
lowing documents, ensuring specified items are merged into clear, legible
single PDF files:

v Certificate of Incorporation or Business Name Registration and
Memorandum of Association (Single PDF file).

v Approvals from the Ministry of Investment and Ministry of Indus-
try, along with the proposed site layout plan (Single PDF file).

v Permanent Registration of the Technical Manager (Pharmacist),
employment contract, and proof of identity (Single PDF file).

v Ownership Contract.

v Site Master File (SMF) in PDF format.
4. After confirming that all required attachments have been uploaded cor-
rectly, click “Submit Application”. A confirmation prompt will appear; click
“Send” to complete the process and submit the request to the Board’s
review system.
5. Once the licensing file is complete, it is forwarded to the Good Manu-
facturing Practice (GMP) Department to review the Site Master File.
6. The GMP Department conducts an initial inspection visit to assess the
factory’s readiness for trial production by verifying the following:

v Suitability of the internal and external environment relative to the

ature of the products.




ployment contract, and proof of identity (Single PDF file).

v" Ownership contract

v’ Site Master File (SMF).
4. After confirming that all required attachments have been uploaded correct-
ly, click “Submit Application”. A confirmation prompt will appear; click “Send” to
complete the process and submit the request to the Board’s review system.
5. Once the licensing file is complete, it is forwarded to the Good Manufacturing
Practice (GMP) Department to review the Site Master File.
6. The GMP Department conducts an initial inspection visit to assess the facto-
ry’s readiness for trial production by verifying the following:

v’ Suitability of the internal and external environment relative to the na-
ture of the products.

v Production process flow.

v Qualification/calibration status of: production machinery, Air Handling
Units (AHUs), water treatment plant, and quality control laboratory equipment.
7. Upon meeting operational requirements set by the GMP Department, the
factory file is submitted to the Pharmaceutical Industries Committee. Upon ap-
proval by the committee, the file is transferred to the Licensing Section under the
Inspection and State Affairs Directorate for license issuance.
8. A payment notification is sent to the authorized agent to settle the prescribed
fees.
9. Following fee payment, the license is generated in the electronic system and
made available to the agent.
9. Application Steps for a Specialized National Medical Devices Man-
ufacture License

Specific Requirements:
» Permanent Registration of the Technical Manager (Licensed Phar-
macist).
* Attested employment contract with the Technical Manager.
* Proof of identity for the Technical Manager.




* Certificate of Incorporation or Business Name Registration, along with the
approved Memorandum of Association from the Commercial Registrar, incor-
porating a clause permitting the manufacturing of Drugs, dietary supplements,
medical devices, and cosmetics, Site layout plan (sketch map) for the proposed
manufacture site.
* Ownership contract (not exceeding five years from the investment approval date).
* Payment of fees.
8. Application Steps for a National Manufacture License (Human &
Veterinary Medicines)
Specific Requirements:

* Permanent Registration of the Technical Manager (Licensed Pharmacist).

* Attested employment contract with the Technical Manager.

* Proof of identity for the Technical Manager.
Application Procedures for a National Manufacture License (Human
& Veterinary Medicines):
Manufacture licensing procedures begin after the completion of construc-
tion work, the installation of all machinery, and the setup of quality con-
trol laboratory equipment. Upon receiving your credentials, please follow
these steps:

1. Enter your Username and Password, and then click the “Login” button to
access the home page.

2. Fill out the electronic application form for a national Manufacture license,
ensuring all fields are completed with accurate data matching your official doc-
uments.

3. Upon reaching the Documents section, click the “Attach” button to upload
the following documents, ensuring specified items are merged into clear, legible
single PDF files:

v Certificate of Incorporation or Business Name Registration and Mem
orandumofAssociation(Single PDFfile).

v Approvals from the Ministry of Investment and Ministry of Industry,
along with the proposed site layout plan (Single PDF file).
v Permanent Registration of the Technical Manager (Pharmacist), em




play the main page.

2. Fill out the electronic application form for a simple pharmaceutical laboratory
license, and complete all form fields with accurate, correct data that matches the
official documents.
3. Upon reaching the documents window, please click the “Attach” button to
upload the following documents, ensuring that the specified documents are
merged into a single PDF file with a completely clear copy:
v Pharmacist’'s Permanent Registration Certificate.
v’ State Board Branch Approval.
v/ Business Name Incorporation Certificate.
v Premises lease agreement or ownership contract.
v’ Sketch map of the location.
v List of pharmaceutical preparations.
4. After verifying that all correct attachments are uploaded, click the “Submit
Request” button. A confirmation prompt will appear; click “Submit” to finalize the
process and successfully send the transaction to the Board’s review system.
5. Following successful submission, the application will be reviewed, and a
response will be issued either approving the request or requesting further com-
pletion/modifications.
6. Upon approval of the request, a financial payment notification will be sent to
pay the prescribed fees.
7. After fee payment, the license will be issued within the agent’s electronic
system.

National Manufactures
General Requirements Applicable to All Types of National Manufac-
tures Licenses:
General Requirements
* Approval from the Ministry of Investment.
* Approval from the Ministry of Industry.
* Site Master File (SMF) containing all essential information accurately, in
Arabic, English, or both, in PDF format.




3. When you reach the documents window, please click the “Attach” button to

upload the following documents, keeping in mind that specific documents must
be merged into a single, highly clear PDF file:

v Official letter of authorization from the manufacturer.

v Company Incorporation Certificate and Articles of Association (Single PDF file).

v Permanent Registration of the technical manager merged with their
employment contract, appointment letter, and full-time commitment
undertaking (Single PDF file).

v Official letter for the organizational structure (Single PDF file).

v Current lease agreement or ownership contract.

4. After verifying that all correct attachments have been uploaded, click the “Submit Re-
quest” button. A confirmation option will appear; click “Send” to complete the process and
successfully submit the transaction to the Board’s review system.

5. Following successful submission, the application will be reviewed, and a re-
sponse will be issued either approving the request or requesting completion of
missing information.

6. Upon approval, a payment notification will be sent to pay the required fees.
7. Application Steps for a Simple Pharmaceutical Laboratory License
Special Requirements:

* Business Name Incorporation Certificate issued by the Commercial
Registrar in the relevant state.

¢ Alist of names and ingredients of the pharmaceutical preparations com-
pounded without a medical prescription, included within the list approved
by the General Secretariat.

* Approval issued by the branch of the National Medicines and Poisons
Board in the relevant state.

* Permanent Registration of the pharmacist who owns the license.

* Lease agreement or ownership contract.

» Sketch map (croquis) of the proposed location.

Application Procedures for a Simple Pharmaceutical Laboratory Li-
cense:

1. Enter your username and password, and then click the “Login” button to dis-




sponse will be issued either approving the request or requesting completion of
missing information.

6.Upon approval, a payment notification will be sent to pay the required fees.
7.After fee payment, the license will be issued within the agent’s electronic system.
6. Application Steps for a Specialized a Scientific Office License
Special Requirements:

* Authorization from the parent company: An official letter of proxy or au-
thorization from the manufacturer, authenticated by the Sudanese Embas-
sy in the country of origin and the Sudanese Ministry of Foreign Affairs,
granting the scientific office legal and technical representation authority.
e Company Incorporation Certificate and Articles of Association approved
by the Commercial Registrar.

* Requirement to appoint a technical manager for the office, who must be
a pharmacist registered permanently with the Sudanese Medical Council
and holding a license to practice the profession.

* Authenticated employment contract with the pharmacist responsible for
the scientific office, specifying their duties and responsibilities (full-time
dedication; not permitted to work as a technical manager for another en-
tity).

* Permanent Registration of the responsible pharmacist from the Suda-
nese Medical Council along with identification.

* Official letter from the office stating the names of all pharmacists and
medical representatives working in the office, qualified to present scientific
material to physicians, along with copies of their valid permanent registra-
tion and identification.

* Valid authenticated lease agreement or ownership contract.

Application Procedures for a Scientific Office License:
1.Enter your username and password, and then click the “Login” button to dis-
play the main page.

2. Fill out the electronic application form for the scientific office license, ensuring
all form fields are completed with accurate, correct data that matches official

documents.



sponse will be issued either approving the request or requesting completion of

missing information.
6. Upon approval, a payment notification will be sent to pay the required fees.
7. After fee payment, the license will be issued within the agent’s electronic
system
5. Application Steps for a Distribution License
Special Requirements:
* Valid distribution license issued by the branch of the National Medicines
and Poisons
Board in the relevant state.
* When changing the technical manager for the distribution license from
the pharmaceutical warehouse license, the following must be attached:
Permanent Registration for the technical manager and an authenticated
employment contract with the technical manager.
* Authenticated lease agreement or ownership contract.
Application Procedures for a Distribution License:
1.Enter your username and password, and then click the “Login” button to dis-
play the main page.
2.Fill out the electronic application form for the distribution license, ensuring all
form fields are completed with accurate, correct data that matches official doc-
uments.
3.When you reach the documents window, please click the “Attach” button to
upload the following documents, keeping in mind that specific documents must
be merged into a single, highly clear PDF file:
v Permanent Registration Certificate of the technical manager merged
with their employment contract (Single PDF file).
v' Current lease agreement or ownership contract.
v' Valid distribution license.
4 After verifying that all correct attachments have been uploaded, click the “Submit
Request” button. A confirmation option will appear; click “Send” to complete the
process and successfully submit the transaction to the Board’s review system.

5.Following successful submission, the application will be reviewed, and a re-




4. Application Steps for a Specialized Import License (Cosmetics)
Special Requirements:

* Agency Agreement with the foreign manufacturer, including a product
list, authenticated by the Sudanese Embassy in the country of origin, the
Sudanese Ministry of Foreign Affairs, and the Commercial Registrar.

* Agency Registration Certificate issued by the Commercial Registrar.

e Company Incorporation Certificate and Memorandum of Association is-
sued by the Commercial Registrar in both Arabic and English.

* Approved Articles of Association issued by the Commercial Registrar
(specifying specialization in importing cosmetics).

* Permanent Registration Certificate for the Technical Manager (Pharmacist).
* Authenticated employment contract with the Technical Manager.

* Authenticated lease agreement or ownership contract.

Application Procedures for a Specialized Import License (Cosmetics):
1. Enter your username and password, then click the “Login” button to display
the main page.

2. Fill out the electronic application form for the specialized import license, en-
suring all form fields are completed with accurate, correct data that matches
official documents.

3. When you reach the documents window, please click the “Attach” button to
upload the following documents, keeping in mind that specific documents must
be merged into a single, highly clear PDF file:

v Agency Registration Certificate and Agency Agreement (Single PDF file).

v' Company Incorporation Certificate, Memorandum of Association, and
Articles of Association (Single PDF file).

v' Permanent Registration Certificate of the Technical Manager merged
with their employment contract (Single PDF file).

v Current lease agreement or ownership contract.

4. After verifying that all correct attachments have been uploaded, click the “Sub-

mit Request” button. A confirmation option will appear; click “Send” to complete
the process and successfully submit the transaction to the Board’s review system.
5. Following successful submission, the application will be reviewed, and a re-



e Company certificate of incorporation and memorandum of association
issued by the Commercial Registrar in both Arabic and English.
* Approved memorandum of purposes from the Commercial Registrar
(specifying specialization in importing medical supplies).
* Permanent registration certificate of the technical director (pharmacist,
biomedical engineer, or medical laboratory specialist).
* Authenticated employment contract with the technical director.
* Authenticated lease agreement or ownership contract.

Application Procedures for a Specialized Import License (Medical

Supplies):

1. Enter your username and password, then click the “Login” button to display
the main page.

2. Fill out the electronic application form for the specialized import license, com-
pleting all form fields with accurate, correct data that matches official documents.
3. Upon reaching the documents window, click the “Attach” button to upload the
following documents, ensuring that specific documents are merged into a single,
highly clear PDF file:

v Agency registration certificate and agency agreement (single PDF file).
v’ Certificate of incorporation, memorandum of association, and memo-
randum of purposes (single PDF file).

v/ Permanent registration certificate of the technical director merged with
their employment contract (single PDF file).

v Current lease agreement or ownership contract.

4. After verifying that all correct attachments have been uploaded, click the
“Submit Application” button. A confirmation prompt will appear; click “Send” to
complete the process and successfully submit the transaction to the Board’s
review system.

5. Following the successful submission, the application will be reviewed, and a
response of approval or request for completion will be issued.

6. Upon approval, a financial payment notification will be sent to pay the
prescribed fees.
7. After payment of fees, the license will be issued in the agent’s electronic system.



Application Procedures for a Specialized Import License (Veterinary
Medicines and Veterinary Supplies):

1. Enter your username and password, then click the “Login” button to display
the main page.

2. Fill out the electronic application form for the specialized import license, com-
pleting all form fields with accurate, correct data that matches official documents.
3. Upon reaching the documents window, click the “Attach” button to upload the
following documents, ensuring that specific documents are merged into a single,
highly clear PDF file:

v Agency registration certificate and agency agreement (single PDF file).
v’ Certificate of incorporation, memorandum of association, and memo-
randum of purposes (single PDF file).

v Permanent registration certificate of the technical director merged with
their employment contract (single PDF file).

v Current lease agreement or ownership contract.

4. After verifying that all correct attachments have been uploaded, click the
“Submit Application” button. A confirmation prompt will appear; click “Send” to
complete the process and successfully submit the transaction to the Board’s
review system.

5. Following the successful submission, the application will be reviewed, and a
response of approval or request for completion will be issued.

6. Upon approval, a financial payment notification will be sent to pay the pre-
scribed fees.

7. After payment of fees, the license will be issued in the agent’s electronic
system
3. Application Steps for a Specialized Import License (Medical De-
vices)

Special Requirements:
* Agency agreement with the foreign manufacturer, including a list of prod-
ucts, authenticated by the Sudanese Embassy in the country of origin, the
Sudanese Ministry of Foreign Affairs, and the Commercial Registrar.
* Agency registration certificate issued by the Commercial Registrar.




v Agency registration certificate and agency agreement (single PDF file).

v’ Certificate of incorporation, memorandum of association, and memo-
randum of purposes (single PDF file).
v Permanent registration certificate of the technical director merged with
their employment contract (single PDF file).
v Current lease agreement or ownership contract.
4. After verifying that all correct attachments have been uploaded, click the
“Submit Application” button. A confirmation prompt will appear; click “Send” to
complete the process and successfully submit the transaction to the Board’s
review system.
5. Following the successful submission, the application will be reviewed, and a
response of approval or request for completion will be issued.
6. Upon approval, a financial payment notification will be sent to pay the pre-
scribed fees.
7. After payment of fees, the license will be issued in the agent’s electronic
system.
2. Application Steps for a Specialized Import License (Veterinary
Medicines and Veterinary Devices)
Special Requirements:
* Agency agreement with the foreign manufacturer, including a list of prod-
ucts, authenticated by the Sudanese Embassy in the country of origin, the
Sudanese Ministry of Foreign Affairs, and the Commercial Registrar.
* Agency registration certificate issued by the Commercial Registrar.
* Company certificate of incorporation and memorandum of association
issued by the Commercial Registrar in both Arabic and English.
* Approved memorandum of purposes from the Commercial Registrar (speci-
fying specialization in importing veterinary medicines and veterinary devices).
* Permanent registration certificate of the technical director (pharmacist
or veterinarian).
* Authenticated employment contract with the technical director.

* Authenticated lease agreement or ownership contract.




1.3.1. Procedures and Regulations for Applying for Licenses Issued
by the General Secretariat:

General Requirements for Import and Distribution Licenses:

General conditions for all license types:

* The applicant must be a company officially registered with the Sudanese
Commercial Registrar.

* qualified Technical Pharmacist director.

* Compliance of buildings and warehouses with good storage practices (GSP).
* Submission of documents in Arabic or English, with a certified translation
into another language if applicable.

* Payment of prescribed fees in advance.

1. Application Steps for a General Import License
Special Requirements:

* Agency agreement (for human medicines and food supplements) with
the foreign manufacturer, including a list of products, authenticated by the
Sudanese Embassy in the country of origin, the Sudanese Ministry of For-
eign Affairs, and the Commercial Registrar.

* Agency registration certificate issued by the Commercial Registrar.

e Company certificate of incorporation and memorandum of association
issued by the Commercial Registrar in both Arabic and English.

* Approved memorandum of purposes from the Commercial Registrar (specifying
specialization in importing human medicines and nutritional supplements).

* Permanent registration certificate of the technical director (pharmacist).
* Authenticated employment contract with the technical director.

* Authenticated lease agreement or ownership contract.

Application Procedures for a General Import License:

1. Enter your username and password, then click the “Login” button to display
the main page.

2. Fill out the electronic application form for the general import license, complet-
ing all form fields with accurate, correct data that matches official documents.

3. Upon reaching the documents window, click the “Attach” button to upload the following
documents, ensuring that specific documents are merged into a single, highly clear PDF file;




1. Pharmaceutical Facilities Licenses

1.1. Introduction: To initiate any dealings with the Board, a valid license issued

by it is a primary prerequisite. The professional licenses issued by the General

Secretariat of the National Board and its state branches serve as a safeguard

ensuring the safety and efficiency of practice. They are not merely administra-

tive procedures; rather, they provide the legal and regulatory framework that

distinguishes qualified practitioners from others, aiming to protect the rights of

professionals and society alike, and ensuring the delivery of services based on

sound scientific and ethical principles.

1.2. Scope: This applies to all pharmaceutical Facilities, defining the type of

licensed activity (manufacturing, importing, and distribution) and the scale of

operations permitted at the General Secretariat level. At the state level, it en-

compasses the issuance of state Facilities licenses, license renewals, and the

execution of regulatory and field inspection roles to ensure compliance with

standards within state boundaries.

1.3. Procedures and Regulations for Applying for Licenses Issued

by the General Secretariat and State Branches of the Board:
Types of Licenses Issued by the General Secretariat:

. General Import License

. Specialized Import License (Veterinary Medicines and Veterinary Supplies)

. Specialized Import License (Medical Devices)

. Specialized Import License (Cosmetics)

. Distribution License

. Scientific Office License

. Pharmaceutical Laboratory License
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. National Factory License

9. Specialized National Medical Devices Factory License
10. Specialized National Cosmetics Factory License

11. Medical Gases Factory License

12. National Factory Under Construction License




First:
Licenses for Pharmaceutical
Facilities Issued by the General

Secretariat and State Branches
of the Board




2.3. Procedures for Accessing the Electronic System:

Access to the electronic system and the registration steps are carried out in the
following sequence:

1. Navigate to the official website of the National Medicines and Poisons Board
via the link: nmpb.gov.sd.

2. Click on the “Electronic Services” option, then select “Electronic Application
System.”

3. Upon opening the “Electronic Services Portal” window, click on the “Create
New User Account” option to begin entering the required registration data.
2.3. Steps to Create a New Account (New User):

1. Click on the “Create New Account” option.

2. Enter all required data in the registration form accurately, then click the “Cre-
ate” button to submit the application.

3. A message will appear on the screen indicating that the application has been
received successfully.

4. Login credentials (username and password) will be sent within 48 working
hours to the approved email address provided in the application form.

5. In case of forgetting the password, click on the “Forgot Password” option; the
user will be automatically directed to the account recovery window to complete
the required data and set a new password.

Important Note: Please always ensure the accuracy of the entered data.




2. The Electronic System of the National Medicines and Poisons Board:
2-1. Introduction

As part of the vision of the National Medicines & Poisons Board (NMPB) to de-
velop and upgrade regulatory services, and in alignment with the digital transfor-

mation strategy, the NMPB has implemented the unified electronic system since
2018. This system aims to handle all transactions and services to ensure the
highest levels of efficiency, transparency, and speed in processing transactions
(such as submitting applications, issuing import licenses, and tracking files). The
system enables all partners and stakeholders in the pharmaceutical and medi-
cal sector to submit their documents in PDF format and track the status of their
applications electronically and directly, without the need for in-person reviews.
This contributes to accelerating the pace of work and supporting the quality of
imported and locally manufactured medical goods.

2.2. Requirements for Accessing the Electronic System:

To ensure the integrity and accuracy of data within the electronic system, please
adhere to the following requirements:

* The name of the company/entity must be written exactly as recorded in the
official registries at the Commercial Registrar.

® |t is required to enter an official, active, and anrtroved email address for the amnlicant
entity, which will be adorntted as the official communication channel for all corresrondenc-

es and notifications from the Board.
e The password must meet security requirements by containing:

e Uppercase letters
e Lowercase letters
e Special characters
e It is required to provide the system with active and direct telephone numbers

to ensure ease of communication when needed and for administrative follow-up

purposes.




1. The Introduction:
The National Medicines and Poisons Board (NMPB) serves as the health safety

valve of the country and the supreme regulatory authority responsible for reg-
ulating and enforcing strict oversight over all matters pertaining to human and
veterinary medicines, including pharmaceutical products, medical Devices, and
cosmetics.

The importance of the Board and its pivotal role lie in the following key aspects:
* Ensuring Safety and Efficacy: Direct supervision of the registration and in-
spection of medicines and medical supplies to ensure their compliance with in-
ternational standards and specifications before being circulated in the market.

* Encouraging and Supporting Local Production: Upgrading and develop-
ing the national pharmaceutical industry and monitoring its quality to meet local
needs and achieve drug security.

* Regulating and Controlling Imports: Monitoring and facilitating the import of
medical goods across crossings and borders to ensure the integrity of the supply
chain and prevent the entry of counterfeit or smuggled medicines.

* Fair Pricing and Monitoring: Establishing balanced pricing policies that pro-
tect the consumer and ensure fair distribution, alongside continuous post-mar-
keting surveillance of products.

The Board represents the fundamental pillar that guarantees citizens ac-
cess to safe, effective, and high-quality medicines, directly contributing to

strengthening the national health system and ensuring public safety.




Our Visions

Our Values

To achieve excellence regionally and globally in
the regulation of medicines, pharmaceutical prod-
ucts, medical devices, and cosmetics

The employees of the General Secretariat believe
in and strive to uphold the following values:
Evidence-based decision-making.

Transparency.

Integrity.

Innovation.

Accountability.

Partnership.

Multidisciplinary teamwork.

Achieving customer satisfaction.




Message from the Secretary-General
Dear Colleagues, Stakeholders and Partners in
the Health and Pharmaceutical Sector,
Building upon our firm commitment to enhancing ef-
fective communication channels with you and facil-
itating the comprehension of approved procedures
across all departments overseen by our General Sec-
retariat, | am pleased to present to you the first edition
of the “Procedures Manual of the National Medi-
cines & Posions Board”
This Guide places your aspirations and needs at the forefront of its priorities. It
aims to clarify the fundamental requirements and executive steps for the services
provided by the Board, thereby ensuring the highest levels of transparency and op-
erational efficiency. In this edition, we have also ensured to bridge gaps and unify
perspectives to avoid personal discretion—particularly regarding the procedures for
handling and accessing the electronic system of the National Medicines & Poisons
Board so that this Guide serves as the primary technical and regulatory reference
for all professionals engaged in the import, manufacture, and registration of medi-
cines, pharmaceutical products, medical Devices and cosmetics in Sudan.
Affirming the responsibility of the General Secretariat to provide necessary sup-
port to all stakeholders dealing with the Board, we have directed the inclusion of
all vital aspects in this Guide, incorporating approved regulations and by laws, as
well as decisions and directives issued by the specialized technical committees.
Through this endeavor, we aim to achieve performance governance and precisely
define duties and responsibilities, ensuring—for both you and us—a genuine ad-
vancement in the quality, efficacy, and safety of the pharmaceutical and medical
products provided to our country.

May Allah grant success,

o

>
Dr. Mohamed Basher Hassan
Secretary-General
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Procedures Manual of the

National Medicines & Poisons
Board

This guide is issued by the National Medicines & Poisons Board
to clarify the mechanisms for managing the regulatory frame-
work, controls, and procedures for providing various services.
These instructions are subject to periodic updates whenever
necessary in response to emerging regulatory requirements
and to promote the principles of consistency, transparency, and
ad.ministrative efficiency.
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