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Revision History 

S.No Revision Date 
Change 
Made By 

Reason for Change 
Content of 

Change 

1 0  Dept New Issue  

2 1  Dept Functunal Requirement  

3 2 04/03/2024 CE Findings from SFDA  

4 3 03/06/2024 CE/QM Findings from SFDA 
Throughout the 
document 

5 4 23/06/2024 QM Unification of Control number 
Only with control 
number 

6 5 04/07/2024 CE Findings from SFDA 
Throughout the 
document 

7 6 16/01/2025 CE SFDA hyperlinks 
Throughout the 
document 

8 7 10/10/2025 CE 
Updates on Internal audit 
findings 

6.4 Document 
review 

9 8 29/09/2026 CE Updating link 
13. References 

7.1 Link 
 

 

1. Scope 

This procedure aims to describe the steps followed for SFDA Certification process for 

Regulated Products, including technical requirments and fees requested to perforrm the 

inspection and issuing  certificate of conformity (COC) per each shipment in accordance 

with  regulations of Saudi Food and Drug Authority (SFDA) . 

2.        Responsibilities 

Personnel involved in SFDA Certification process applies to all TUVSUD Conformity 

Engineer ,Senior Conformity Engineers, Admins and all personnel involved in SFDA 

Certification for Regulated Products. All are responsible for the implementation of this 

guideline and must  be acted upon in conformance to certification activities. 

3.        Abbreviations 

3.1 SFDA : Saudi Food and Drug Authority 

3.2 CE/CA : Conformity Engineer/Analyst 
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3.3 IB  : Inspection Body  

3.4 SCE          : Senior Conformity Engineer 

3.5 A               : Admin 

3.6 COC          : Certificate of Conformity  

3.7 SFDA Guidance: Guidance on the Requirements of Designation of Conformity 

Assessment Bodies (CAB) “ Version 2, Date: 30/03/2023” 

3.8 IAF: Initial Assessment Form 

4.        Terms & Definition 

4.1 Certificate of Conformity (CoC) – document issued by TUV SUD  confirming that 

the product to which the Certificate refers conforms to the relevant technical 

regulations or standards.  

4.2 Client – means organization or person responsible to a certification for ensuring that 

the certification and product requirements are fulfilled 

4.3 Conformity Engineer: Person who provides specific knowledge or expertise for 

technical review as per the product standard.  

4.4 Product Requirement – requirements that relates directly to a product, specified in 

standards or in other normative documents such as regulations, standards and 

technical specifications. 

4.5 Certificate of Conformity (CoC) – compliance certificate valid for  one shipment 

4.6 Inspection: The examination of food or cosmetics/perfumes products in order to verify that 

they conform to marking and labelling requirements. 

4.7 Sampling: Collection of products intended to be exported to KSA for testing as per 

applicable SASO standards. 

4.8 Inspection body: Approved ISO 17020 Certified Organizational Body subcontracted by 

TUV SUD Safety Engineering to conduct Inspection and Sampling on their behalf as 

per Clause 2.2 of the  SFDA Guidance 

4.9 Risk assessment :The evaluation of the likelihood and severity of adverse effects on public 

health arising, for example, from the presence in foodstuffs of additives, contaminants, 

residues, toxins or disease-causing organisms. 

5. Approval and Contracting with External Parties 
 

5.1 Approval Process 
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Before completing the contracting process, the conformity assessment body must seek 
approval from the Authority. This approval is mandatory and must be obtained prior to 
finalizing any contracts with external parties or individuals. 
All contracts with external parties must be attached to the request for appointment in the 
Ghad system 
 

5.2 Contracting Criteria 
 
Contracts must be made with legal entities that have obtained the required credits 
corresponding to the activity being carried out externally. 
Alternatively, contracts may be made with individuals who possess the necessary technical 
competence as per the activity being carried out externally. 
 

5.3 Documentation and Notification 
 
The conformity assessment body must provide the Authority through the Ghad system with 
copies of technical and legal contracts related to areas of appointment. 
Any changes made to existing contracts must be promptly communicated to the Authority. 
 

5.4 Compliance with Certification System 
 
TUV SUD must ensure that these entities meet the requirements outlined in the Authority's 
certification system. 
 

5.5 Accreditation Requirements 
 

• External parties carrying out testing processes must be accredited according to the 
applicable requirements of IEC/ISO 17025. 

• External bodies conducting inspections must be accredited in accordance with 
applicable requirements in IEC/ISO 17020. 

• External parties performing system audits must be accredited for quality 
management as per the applicable requirements of IEC/ISO 17021. 
 

5.6 Accreditations and Competencies 
 
Persons engaged by external entities must meet the required accreditations and 
competencies specified in the technical appendices relevant to the field of appointment. 
 

5.7 Impartiality and Confidentiality 
 
External entities or individuals must adhere to the requirements of impartiality as stipulated 
in relevant standards (ISO/IEC 17020, ISO/IEC 17021, ISO/IEC 17025, ISO/IEC 17065), 
including provisions for confidentiality and conflict of interest. 
 

5.8 Legal Contracts 
 
TUV SUD must have legally binding contracts with external service providers (inspection, 
tests) as defined in ISO/IEC 17065 
 

5.9 Documentation and Updates 
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TUV SUD must ensure that samples are analyzed in accredited laboratories in accordance 
with the accreditation domain of ISO/IEC 17025 
 

5.10 Sample Analysis in Accredited Laboratories 
 
TUV SUD must ensure that samples are analyzed in accredited laboratories in accordance 
with the accreditation domain of ISO/IEC 17025 
 

5.11 Use of Non-Independent External Parties 
 
When non-independent external parties are utilized, conformity assessment bodies must 
adhere to specific requirements outlined in the procedure, including ensuring ISO/IEC 17025 
accreditation for customer laboratories and compliance with clause No. 11.2 for branches not 
directly related to the conformity assessment body within the Kingdom. 

       

6. CERTIFICATION PROCESS 
 

6.1 Registration with Saudi Authorities 
 

• Create  account with the SFDA and the Food Product must be registered  by 
the importer  

• Valid Commercial Registration Certificate of importer which includes Food 
Trade as a registered commercial activity 

• Registration of exporters with SFDA under Registration of Foreign 
Establishment 

• Exporters Fresh Fruits and Fresh Vegetables are currently not mandated to 
be Registered with the Saudi Food and Drugs Authority (SFDA) 

• The conformity request should be raised on FASEH platform 
 

6.2 Client Registration &  Process steps  
 

 
6.2.1 Following steps are process to be taken by the CB/IB/the applicant for the 

issuance of SFDA Certificate of Conformity (CoC) 
 

• Client shall submit request for certificate of conformity for the 
consignment along with mandatory documents  

• Application review and Document Evaluation by the CE/CA as per the 
competency matrix.  

• Payment of Fees by the Client 

• Sampling of Food/Cosmetics as per submitted Request by the IB 
(accredited outsourced organization as per clause 2.2 of the SFDA 
Guidance) 

• Evaluation of Test Report for the Sampled Products by the CE/CA as 
per the competency matrix.  

• Inspection of Food/Cosmetics consignment ,supervising of container 
loading,sampling & container sealing as applicable by the IB (accredited 
outsourced organization as per clause 2.2 of the SFDA Guidance) 

• Providing Inspection Report and Photos for CE/CAapproval 

• Certification Approval Procedure as per Product Certification Manual  



  
 

Revision 
08 

Effective as of 
29-09-2026 

SFDA  Certification 

Procedure-Food &Cosmetics    

 

TUVSUD-SE-

SFDA-SOP-078 
Page 

6 of 26 

 
 

TÜV SÜD Group 
 
 

• Issuing COC for complying product consignment  

• Applying on FASEH Platform /ID guard 
 

 

 
6.3 Marking and Labelling Requirements 

 
 

FOOD  
 

               COSMETICS 

• Marking and Labelling 
information shall be in Arabic 
language. Other Languages 
may be used in additional to 
the Arabic Marking and 
Labeling provided that the 
information written in these 
languages is equivalent to 
the information written in 
Arabic text.  

• Marking and Labelling must 
comply with SFDA.FD/GSO 
9 requirements that stresses 
on both consumer 
information and respect of 
the Saudi Customs and 
Islamic values (offensive 
imagery, contents shall be 
avoided). 

• Nutritional Labelling must 
comply with SFDA.FD 2233 
which stipulates the 
guidelines on mandatory 
nutrient declaration and 
supplementary nutrition 
information for certain 
prepackaged food products 
 

• Product name (In Arabic or both Arabic and English) 
 The name and address of the manufacturer (either 
manufacturer or importer) 

• The name and address of the agent or the importer in 
KSA (either manufacturer or importer) 

• List of ingredients comprising more than 1% from the 
overall weight of the products. It should also be listed in 
descending order according to weight and shall follow 
the International Nomenclature System (INCI) 

• The function of the product unless it is indicated from the 
way of its presentation (in Arabic or Arabic and English) 

• Storage conditions (In Arabic or both Arabic and 
English) 

• Batch number, manufacturing date/ expiry date or 
production and expiry dates. 

• Cautions or precautions (in Arabic or Arabic and 
English) 

• Usage instructions (in Arabic or Arabic and English) 

• Period after opening symbol for cosmetics with durability 
greater than 30 months 

•  Country of origin as “ Made in....” 

• Net content in volume or mass (metric system) 

•  Acceptable cosmetics Claims (if any) (In Arabic or both 
Arabic and English) 

• Non-existence of medical claims (The label on the 
product shall not contain any medical or therapeutic 
claims, otherwise it will not be released until it is 
registered with SFDA as a medicine). Approved 
Standard for Cosmetics Product Claims: GSO 2528: 
Technical Regulation of Cosmetics and Personal Care 
Product Claims 

 
 

6.4 Document review  
 

6.4.1 Conformity  Engineer/Analyst (CE/CA) to update client on receipt of request. 
6.4.2 CE/CA as per competency matrix to review the application documents and 

inform client to submit the missing documents, if any. CE/CA to save all 
documents in TUVSUD-SFDA  data base with relevant application number and 
applicant name. 
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6.4.3 The invoice/quotation for the job is forwarded to the client. 
6.4.4 CE/CA reviews the submitted documents including quality documents like 

management system documents, MSDS/TDS, Ingredients List, Certificate of 
Analysis, and verifies them against relevant Technical regulation and Saudi 
standard requirements. The results are updated in the Initial Asessment Form 
which contains remarks for any missing documents and client is informed within 
5 working days of receipt of request.    

6.4.5 CE/CA to follow up with client for pending documents,  
6.4.6 Client shall submit the missing documents within 30 days. 
6.4.7 If the client fails to submit the missing quality documents in 30 days, the 

application would be cancelled 
6.4.8 On successful completion of the Document Review: 

• Sampling Procedure TUVSUD-SE-SFDA-SOP-21 will follow and 
products to be sampled are included on the IAF to be provided to the 
accredited subcontractor. 
 

SFDA Regulations Document requirments  

Food  Cosmetics 

• Request for Certification and 
Declaration of Conformity 

• Commercial Invoice 

• Documents : Ingredient list with 
concentrations, Certificate of Analysis 
{batch-wise}, product labels/artworks 
,Certificate of Origin (If required)  ,Health 
Certificate (If applicable), Hygiene 
certificate (If required) 

• SFDA Registration Certificate 

• Test reports for SFDA approved 
parameters should be from ISO 17025 
accredited labs only 

• Company’s Quality Management 
System documents (ISO 9001,ISO 
22000, GMP, HACCP, any FSMS 
certification or likewise (If available). 

• Halal Certificate from SFDA approved 
bodies (if applicable). 

• Slaughter Certificate from SFDA 
approved bodies (if applicable). 

• Request for Certification and Declaration of 
Conformity 

• Proforma invoice/Final Invoice 

• Packing List 

• Batch number, Production Date and 
Expiry Date of the products 

• Conformity documents (ingredient list with 
concentrations, quality certificates, 
analysis reports, product labels etc)  

• Company’s Quality Management System 
documents (ISO 22000, GMP 
certification). 

• SFDA Warehouse license. 

• Product registration in SFDA electronic 
system (GHAD) -Final Listing Number 

• Sampling Form 

• Test Report of products included in the 
sampling as per Initial Assessment Form 

• Inspection Report and Inspection Photos 

 

6.5 Product Sampling 
 
6.5.1 Conformity  Engineer/Analyst (CE/CA) as per competency matrix is to prepare a 

Sampling Request Form as per submitted Initial Assessment Form to the 
Inspection Body (accredited outsourced organization as per clause 2.2 of the 
SFDA Guidance)  to conduct the sampling as per Sampling Procedure 
TUVSUDPC-SOP-86. 

6.5.2 IB (accredited outsourced organization as per clause 2.2 of the SFDA Guidance) 
shall perform the sampling as per standard requirement in Clause 4.1 Technical 
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Annex for Certificates – SFDA Guidance, in conjunction with the inspection 
process (4.20) 

6.5.3 Sampled products are to be sent to ISO 17025 partner laboratories which are 
accredited for the parameters required in the Initial Assessment Form. 

6.5.4 CE/CA should verify the compliance of the test reports as per respective standard 
prior to giving the approval to proceed with Certification. 

 

6.6 Inspection of consignment 
 

6.6.1 The Inspection Body (accredited outsourced organization as per clause 2.2 of the 
SFDA Guidance) shall be informed on the Job to be performed. 

6.6.2 Necessary checklists and documents to be followed by the inspectors  are as 
below: 

- Inspection checklist  
- Product Assessment Checklist 
- Inspection Report 
- The documents to  Customs declaration of Bill,copy of certificate of 

origin,copy of commercial invoice,copy of packing declaration and packing 
list ,copy of bill of lading ,copy of health certificate (if applicable) ,copy of 
export validity certificate ,Copy of import permit  

6.6.3 The Inspection body (accredited outsourced organization as per clause 2.2 of the 
SFDA Guidance) shall prepare the inspection  Checklist and the inspection 
standard to be performed are as per the applicable Technical regulations and 
standards. 

6.6.4 The Conformity Engineer shall review files such as Inspection Report, Sampling  
and Sampling Plan/Form along  with other documents  for  each certificate under 
issuance  and the COC will not be issued if the report and plan is not  followed  
and filled properly.  
 
 

6.7 Product Certification Decision: 
6.7.1 Once completed, CE/CA as per competency matrix prepare Certification Checklist 

and provide the certificate recommendation 
6.7.2 Decision of Certification: Upon submission of this information, and as per the 

result of documents review and completing product evaluation process,  
6.7.3 Recommendation of approval of Product certification: Product evaluation 

shows full compliance with applicable schemes-standards: 

• Application is initially approved by Conformity  Engineer/Analyst 

• Recommendation for certification approval will be made by another 
CE/CA(refer to TUVSUD Competency Matrix) 

• Certification decision will be done by decision maker as per competency 
matrix 

• Granting the issuance of Certificate of conformity 

• Certified Products will be listed in TÜV SÜD Certified Products registry. 
6.7.4 Recommendation of rejection of Product certification: Product evaluation 

shows non-compliance with applicable schemes-standards, due to any reason 
preventing product from Certification: 

• Application is declined by Conformity  Engineer/Analyst 

• Recommendation for certification rejection will be made by another 
CE/CA (refer to TUVSUD Competency Matrix) 
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• Rejection decision will be done by decision maker as per competency 
matrix 

• TÜV SÜD will inform client by an NCR Certificate and by e-mail stating 
the reason of rejection. 
 
 

7. Standard References (as per 4.1 – Technical Annex for Certificates of SFDA Guidance) 
 

7.1 Food Products 
Requirements are indicated on the Technical Annex for Certificates of SFDA Guidance 
 دليل متطلبات لائحة تعيين جهات تقويم المطابقة | الهيئة العامة للغذاء والدواء 
 
 
 

 

 
 

https://www.sfda.gov.sa/ar/regulations/%D8%AF%D9%84%D9%8A%D9%84-%D9%85%D8%AA%D8%B7%D9%84%D8%A8%D8%A7%D8%AA-%D9%84%D8%A7%D8%A6%D8%AD%D8%A9-%D8%AA%D8%B9%D9%8A%D9%8A%D9%86-%D8%AC%D9%87%D8%A7%D8%AA-%D8%AA%D9%82%D9%88%D9%8A%D9%85-%D8%A7%D9%84%D9%85%D8%B7%D8%A7%D8%A8%D9%82%D8%A9
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7.2 Cosmetics  

Requirements are indicated on the Technical Annex for Certificates of SFDA Guidance 
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8. SFDA circulars on food updates/recalls/ban available at:  
 
Rules & Regulations | Saudi Food and Drug Authority 
 
Guides | Saudi Food and Drug Authority 
 
Resolutions | Saudi Food and Drug Authority 
 
Circulars | Saudi Food and Drug Authority 
 
9. SFDA circulars on cosmetics updates/recalls/ban available at: 
 
Guides | Saudi Food and Drug Authority 
 
Circulars | Saudi Food and Drug Authority 
 
Beauty Product Ingredient Lists | Saudi Food and Drug Authority 
 

 
10. SFDA updates on prohibited items document available at: 
 
List of prohibited ingredients in beauty products | Saudi Food and Drug Authority 
 
List of restricted ingredients in beauty products | Saudi Food and Drug Authority 
 
List of colored substances allowed to be used in beauty products | Saudi Food and Drug Authority 
 
List of Allowed Preservatives in Beauty Products | Saudi Food and Drug Authority 
 
List of UV filters allowed for use in beauty products | Saudi Food and Drug Authority 
 
11. Documents required for clearance-Cosmetics & Food 

 
Rules & Regulations | Saudi Food and Drug Authority (Cosmetics) 
 
Rules & Regulations | Saudi Food and Drug Authority (Food) 

https://www.sfda.gov.sa/ar/regulations?tags=1
https://www.sfda.gov.sa/ar/Guide?tags=1
https://www.sfda.gov.sa/ar/decisions
https://www.sfda.gov.sa/ar/circulars?tags=1
https://www.sfda.gov.sa/ar/Guide?tags=47
https://www.sfda.gov.sa/ar/circulars?tags=47
https://www.sfda.gov.sa/ar/AllCosmeticList
https://www.sfda.gov.sa/ar/ProhibitedIngredientsList
https://www.sfda.gov.sa/index.php/ar/RestrictedSubstancesList
https://www.sfda.gov.sa/ar/AllowedColorants
https://www.sfda.gov.sa/ar/AllowedPreservatives
https://www.sfda.gov.sa/ar/AllowedUVFilters
https://www.sfda.gov.sa/ar/regulations?tags=47
https://www.sfda.gov.sa/ar/regulations?tags=1


  
 

Revision 
08 

Effective as of 
29-09-2026 

SFDA  Certification 

Procedure-Food &Cosmetics    

 

TUVSUD-SE-

SFDA-SOP-078 
Page 

26 of 26 

 
 

TÜV SÜD Group 
 
 

12. Related Forms: 

 

Quality Master List TUV SUD Safety Engineering - KSA TUVSUD-SE-GEN-REC-01 

Products Registry- SFDA TUVSUD-SE-GEN-REC-14 

Sample Request Form TUVSUD-SE-GEN-REC-15 

Opening/Closing Meeting Attendance Sheet TUVSUD-SE-GEN-REC-41 

Non-Disclosure Agreement TUV SUD SE - Client - Subcontractor TUVSUD-SE-GEN-AGR-03 

SFDA Certification Procedure-Food and Cosmetics TUVSUD-SE-SFDA-SOP-78 

Request for Certification- SFDA TUVSUD-SE-SFDA-REC-05 

Initial Assessment Form-SFDA TUVSUD-SE-SFDA-REC-09 

Procedure For Pre-Shipment Inspection  and Sampling TUVSUD-SE-SFDA-SOP-86 

Certificate of Conformity-SFDA TUVSUD-SE-SFDA-REC-02 

Checklist for food stuff-SFDA TUVSUD-SE-SFDA-REC-03 

Inspection & Stuffing Supervision Report - SFDA TUVSUD-SE-SFDA-REC-10 

Procedure of Sampling Products – SFDA TUVSUD-SE-SFDA-SOP-21 

Checklist Cosmetics Personal Care and Perfumes-SFDA TUVSUD-SE-SFDA-REC-04 

Service Engagement Agreement-Subcontractor-Other services TUVSUD-SE-GEN-AGR-02 

List of outsourcing service providers and field of 
cooperation(subcontractors) 

TUVSUD-SE-GEN-REC-35 

Intercompany service engagement Agreement TUVSUD-SE-SFDA-AGR-01 

 
 
13. References 

 

• ISO/IEC 17065, Conformity Assessment - Requirements for bodies certifying Products, Processes 
and services. 

• Food Act & Regulation Promulgated by a Resolution of the SFDA Board of Directors 

• No. (3-16-1439) Date 27/12/2017 

• SFDA Guidelines- Food Clearance Conditions and Requirements  

• Implementing Regulation of Cosmetic Products Law ,Issued by Royal Decree,M/49 on 18/6/1436 AH. 

• ISO/IEC 17021-1, Conformity Assessment — Requirements for bodies Providing audit and 
Certification of management systems. 

• GAC Document: FAD- 4.0: Supplementary accreditation requirements for Product Certification 
Bodies. 

• ISO/IEC 17000, Conformity Assessment — Vocabulary and general principles. 

• ISO/IEC 17020, Conformity Assessment— Requirements for the operation of various types of bodies 
performing inspection. 

• ISO/IEC 17025, General requirements for the competence of testing and calibration laboratories. 

• ISO17067, in combination with ISO Guide 28 and ISO Guide 53 

• ISO Guide 23:1982 Methods of indicating conformity with Standards for third-Party certification 
Systems 

• ISO Guide 27:1983 Guidelines for corrective action to be taken by a certification body in the event of 
misuse of its mark of conformity  

• TÜV SÜD Middle East LLC Quality Manual TUVSUDPC-QM-01 

• All controlled QMS records-Please refer to TUVSUDPC-REC-01-Quality Master List 

• SFDA Guidance - Guidance on the Requirements of Designation of Conformity Assessment Bodies 
(CAB) Year 2026 

 


