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Report Highlights: 

On November 28, 2022, the Ministry of Health and Family Welfare/Food Safety and Standards 

Authority of India (FSSAI) notified on its website the Direction Std/SP-05/T(Nutraceutical-2022) (part-

1)-Part (1) (October 18, 2022) (see, Appendix I). The FSSAI Direction indicates that the draft Food 

Safety and Standards (Health Supplements, Nutraceuticals, Food for Special Dietary Use, Food for 

Special Medical Purpose and Prebiotic and Probiotic Food) Regulations (2022), as per provisions 

specified in its earlier directives of March 29, 2021, and May 5, 2022, is re-operationalized as of 

October 1, 2022. The FSSAI is issuing this directive assuming that the regulation in its final form is 

delayed for the foreseeable future. 
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DISCLAIMER: The information contained in this report was retrieved from the Food Safety 

and Standards Authority of India’s (FSSAI) website http://www.fssai.gov.in. The Foreign 

Agricultural Service (FAS) Office of Agricultural Affairs at the U.S. Embassy in New Delhi, 

USDA, and/or the U.S. government make no claim of accuracy or authenticity. The Government 

of India has not officially endorsed this report. Import approval for any product is subject to local 

rules and regulations as interpreted by Indian officials at the time of product entry. [Note: Use 

Google Chrome to access the links that do not open in Internet Explorer. Indian host sites will 

geo-block site access on a rolling basis]. 

  

 

GENERAL REQUIREMENTS 
 

On November 28, 2022, the Ministry of Health and Family Welfare/Food Safety and Standards 

Authority of India (FSSAI) notified on its website the Direction Std/SP-05/T(Nutraceutical-

2022) (part-1)-Part (1) (October 18, 2022) (see, Appendix I). 

 

The FSSAI Direction states that the draft Food Safety and Standards (Health Supplements, 

Nutraceuticals, Food for Special Dietary Use, Food for Special Medical Purpose and 

Prebiotic and Probiotic Food) Regulations (2022), as per provisions specified in its earlier 

directives of March 29, 2021, and May 5, 2022, is re-operationalized as of October 1, 2022. The 

FSSAI is issuing this directive assuming that the regulation in its final form is delayed for the 

foreseeable future. 

 

Background: 

 

March 29, 2021: A new draft framework termed as Food Safety and Standards (Health 

Supplements, Nutraceuticals, Food for Special Dietary Use, Food for Special Medical 

Purpose and Prebiotic and Probiotic Food was notified with the aim of removing ambiguity 

and to provide greater clarity on the regulation (see, Appendix II).    

 

May 10, 2022: In its previous directive issued on March 29, 2021, the FSSAI observed that a 

cross reference to Good Manufacturing Practices (GMP) table (Appendix ‘A’) of the regulation 

was provided for the list of food additives to be used at GMP levels. However, some of the 

additives, such as ammonium acetate, ammonium lactate, choline salt and esters, croscarmellose 

sodium, potassium hydrogen malate, sodium starch glycolate, and sucrose oligo esters – type I 

and II - which were present in Schedule VE of the previous nutraceutical regulations were not 

present in the GMP table (Appendix ‘A’) of the regulations. Also, the proteins and enzymes 

specified under Schedule III were inadvertently excluded for use in health supplements. To 

accommodate this discrepancy, the FSSAI allowed India’s food business operators (FBOs) to use 

additives at the GMP level in addition to those additives listed under GMP table of the Food 

Safety and Standards (Food Product Standards and Food Additives) Regulations (2011). 
Enzymes and proteins listed under Schedule III of the Nutraceutical Regulations (2022) were 

allowed in the manufacture of health supplements (see, Appendix III). 
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The full text of the Direction Std/SP-05/T(Nutraceutical-2022) (part-1)-Part (1) (October 18, 

2022) is located on the FSSAI website at: 

 

https://fssai.gov.in/upload/advisories/2022/11/63849e4f8ba75Direction_Nutra_28_11_2022.pdf 

 

The full text of the Food Safety and Standards (Health Supplements, Nutraceuticals, Food 

for Special Dietary Use, Food for Special Medical Purpose and Prebiotic and Probiotic 

Food (March 29, 2021) is located on the FSSAI website at: 

 

https://fssai.gov.in/upload/advisories/2022/04/624ac1be799dbDirection_Nutra_30_03_2022.pdf 

 

The full text of the Food Safety and Standards (Food Product Standards and Food 

Additives) Regulations (2011) is located on the FSSAI website at: 

 

https://fssai.gov.in/upload/advisories/2022/05/627a160339d32Order_FSS_Nutra_10_05_2022.p

df 

 

 

  

https://fssai.gov.in/upload/advisories/2022/11/63849e4f8ba75Direction_Nutra_28_11_2022.pdf
https://fssai.gov.in/upload/advisories/2022/04/624ac1be799dbDirection_Nutra_30_03_2022.pdf
https://fssai.gov.in/upload/advisories/2022/05/627a160339d32Order_FSS_Nutra_10_05_2022.pdf
https://fssai.gov.in/upload/advisories/2022/05/627a160339d32Order_FSS_Nutra_10_05_2022.pdf
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APPENDIX I: FSSAI DIRECTIVE DATED OCTOBER 18, 2022 (PUBLISHED ON THE 

FSSAI WEBSITE ON NOVEMBER 28, 2022) 
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APPENDIX II: FSSAI DIRECTIVE STD/SP-05/T(NUTRACEUTICAL-2022) [E-5148] 

(MAY 10, 2022) 
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APPENDIX III: FSSAI DIRECTIVE F.NO. STD/SP-05/T(NUTRACEUTICAL-2022) [E-

5184] 

 
 

 

Attachments: 

No Attachments. 


