
COLLEGIATE BOARD RESOLUTION – RDC No. 843 OF 22 FEBRUARY 2024 

 

Provides for the regularizaƟon 
of food and packaging under 
the jurisdicƟon of the Brazilian 
Health Surveillance System 
(SNVS) intended for supply 
within Brazilian territory.  

 

The Collegiate Board of Directors of the Brazilian Health Regulatory Agency, in the use of the 
aƩribuƟons vested in it under ArƟcle 7, items III and IV, and ArƟcle 15, items III and IV of Law no. 
9,782 of 26 January 1999, and item VI, paragraph 1 of ArƟcle 187 of the Internal RegulaƟon 
approved by Collegiate Board ResoluƟon – RDC no. 585 of 10 December 2021, adopts the 
following ResoluƟon, as decided upon in a meeƟng held on 21 February 2024, and I, Director-
President, determine its publicaƟon.  

 

CHAPTER I  

INITIAL PROVISIONS  

ArƟcle 1. This ResoluƟon provides for the regularizaƟon of food and packaging under the 
jurisdicƟon of the Brazilian Health Surveillance System (SNVS, in Portuguese) intended for supply 
within Brazilian territory.  

Sole paragraph. The regularizaƟon referred to in the capƟon of this arƟcle includes the 
procedures for: 

I – markeƟng authorizaƟon, post-markeƟng authorizaƟon changes, revalidaƟon of markeƟng 
authorizaƟon, and cancellaƟon of markeƟng authorizaƟon;  

II – noƟficaƟon, change of noƟficaƟon, maintenance of noƟficaƟon, and cancellaƟon of 
noƟficaƟon; and  

III – communicaƟon of start of manufacture or import, change of communicaƟon, and 
cancellaƟon of communicaƟon.  

ArƟcle 2. For the purposes of this ResoluƟon, the following definiƟons apply:  

I – food: any substance that is ingested in its natural state, semi-processed or processed, 
intended for human consumpƟon, including beverages and any other substance used in its 
producƟon, preparaƟon or treatment, excluding cosmeƟcs, tobacco and substances used solely 
as medicines;  

II – in natura food: any food of plant or animal origin, whose immediate consumpƟon requires 
only the removal of the inedible part and the treatments indicated for its perfect hygiene and 
conservaƟon;  

III – post-markeƟng authorizaƟon changes: changes made to the product's markeƟng 
authorizaƟon, aŌer it has been granted by Anvisa;  



IV – control analysis: analysis performed on the food or packaging aŌer its regularizaƟon, when 
delivered for consumpƟon, with the objecƟve of proving its compliance with the technical 
regulaƟons that establish its composiƟon, quality, safety, and labeling requirements;  

V – noƟce of start of manufacture or import: communicaƟon made by the manufacturer or 
importer to the competent state or municipal health authority so that it is aware of the products 
manufactured or imported by them;  

VI – packaging: arƟcle that is in direct contact with the food and that is intended to protect it 
from alteraƟons, contaminaƟon, and adulteraƟon, from its manufacture unƟl its delivery to the 
consumer;  

VII – food equipment: any arƟcle in direct contact with food that is used during the preparaƟon, 
porƟoning, storage, commercializaƟon, and consumpƟon of food, such as, for example, 
containers, machines, conveyor belts, pipes, equipment, accessories, valves and utensils, among 
others;  

VIII – specificaƟon: set of documented requirements of a product that describe its 
characterisƟcs, in a qualitaƟve and quanƟtaƟve manner, the acceptable variability and the purity 
requirements, among other parameters, for its standardizaƟon and unequivocal idenƟficaƟon;  

IX – manufacturer: company that has the necessary faciliƟes for the manufacture of food or 
packaging, authorized by the competent health authority;  

X – ingredient: any substance, including food addiƟves, that is used in the manufacture or 
preparaƟon of food and that is present in the final product in its original or modified form;  

XI – health inspecƟon: procedure carried out by the competent health authority to verify 
compliance with current legislaƟon;  

XII – food raw material: any substance in its raw state that, in order to be used as food, needs to 
undergo treatment and/or transformaƟon of a physical, chemical, or biological nature;  

XIII – interdependent requests: two or more simultaneous and directly related post-markeƟng 
authorizaƟon change requests;  

XIV – producƟon: all operaƟons involved in the preparaƟon of a food or packaging, from the 
receipt of materials, through processing and packaging;  

XV – food product: any food derived from food raw material or natural food, with or without the 
addiƟon of other permiƩed substances, and which has been obtained through an appropriate 
technological process;  

XVI – manufacturer's representaƟve: a company that is not considered the manufacturer, but 
has an agreement with the manufacturer for representaƟon before Anvisa; and  

XVII – food services: insƟtuƟonal or commercial establishments where the food may or may not 
be consumed on site, but where the food is handled, prepared, stored, distributed, or displayed 
for sale, such as restaurants, snack bars, bars, bakeries, food and nutriƟon units of health 
services, schools and daycare centers, among others.  

 

CHAPTER II  



GENERAL REQUIREMENTS FOR THE REGULARIZATION OF FOOD AND PACKAGING  

ArƟcle 3. The regularizaƟon of food and packaging must be carried out prior to its supply through 
the following procedures:  

I – markeƟng authorizaƟon by Anvisa, in the case of the categories listed in Annex I of NormaƟve 
InstrucƟon – IN No. 281 of 22 February 2024;  

II – noƟficaƟon to Anvisa, in the case of the categories listed in Annex II of NormaƟve InstrucƟon 
– IN No. 281 of 22 February 2024; or  

III – communicaƟon of the start of manufacture or import to the health authority of the State, 
Federal District, or Municipality, in the case of the categories listed in Annex III of NormaƟve 
InstrucƟon – IN No. 281 of 22 February 2024.  

Sole paragraph. The categories described in Annex IV of NormaƟve InstrucƟon – IN No. 281 of 
22 February 2024, which are exempt from regularizaƟon with the SNVS, are exempt from the 
provisions in the capƟon of this arƟcle.  

ArƟcle 4. The regularizaƟon referred to in ArƟcle 3 of this ResoluƟon must be carried out:  

I – by the manufacturer's head office, the manufacturer's representaƟve or the importer, in the 
case of the categories referred to in items I and II of ArƟcle 3 of this ResoluƟon; or  

II – by the manufacturer or importer, in the case of the categories referred to in item III of ArƟcle 
3 of this ResoluƟon.  

Paragraph 1. In cases of imports on behalf of a third party or by order, the importer referred to 
in items I and II must be the purchaser or the orderer, respecƟvely.  

Paragraph 2. The company that requests regularizaƟon shall be its holder.  

ArƟcle 5. The regularizaƟon holder is responsible for:  

I – ensuring the veracity, accuracy, and updaƟng of the informaƟon presented in the 
regularizaƟon procedures;  

II – being responsible for ensuring the health requirements of composiƟon, quality, safety, and 
labeling established for the regularized product;  

III – requesƟng changes to the informaƟon provided in the regularizaƟon process whenever the 
product undergoes modificaƟon on its own iniƟaƟve, on the manufacturer's iniƟaƟve, due to an 
update of the legislaƟon, or by determinaƟon of the health authority;  

IV – requesƟng revalidaƟon of markeƟng authorizaƟon or maintenance of the noƟficaƟon, 
whenever there is an interest in conƟnuing to make the product available on the market; and  

V – requesƟng cancellaƟon of the regularizaƟon, when there is no longer any interest in offering 
the product.  

ArƟcle 6. In the case of the categories referred to in items I and II of ArƟcle 3 of this ResoluƟon, 
the regularizaƟon holder must:  

I – register in Anvisa’s system and keep the related informaƟon updated; and  



II – inform, at the Ɵme of the regularizaƟon request, all manufacturers of the product that 
perform producƟon, quality control, and storage acƟviƟes, indicaƟng their respecƟve 
responsibiliƟes.  

Paragraph 1. All manufacturers that perform producƟon, quality control, and storage acƟviƟes 
of the products referred to in the capƟon of this arƟcle must be registered in Anvisa’s system and 
are responsible for keeping the declared informaƟon up to date.  

Paragraph 2. The registraƟon of Brazilian companies must be carried out by the company itself, 
in accordance with the procedure manual available on Anvisa’s website.  

Paragraph 3. The registraƟon of internaƟonal companies must be carried out by Anvisa based on 
the informaƟon presented at the Ɵme of the regularizaƟon request.  

Paragraph 4. Updates to the registraƟons of Brazilian and internaƟonal companies must be 
requested through a specific peƟƟon protocol.  

ArƟcle 7. In the case of the categories referred to in items I and II of ArƟcle 3 of this ResoluƟon, 
different presentaƟons of the same product may be requested in a single regularizaƟon request 
when they differ by at least one of the following variaƟons:  

I – types or concentraƟon of food addiƟves used in the technological funcƟons of coloring or 
flavoring;  

II – types or concentraƟon of other ingredients used to provide color, flavor, or aroma to the 
product; or  

III – types of or packaging materials.  

ArƟcle 8. In case the categories referred to in items I and II of ArƟcle 3 of this ResoluƟon have 
different manufacturers or different brands, such informaƟon must be presented in a single 
regularizaƟon request, not configuring, in these cases, different presentaƟons.  

ArƟcle 9. The documents proving that the product meets the requirements of the specific 
applicable health standards must be made available to the health authority, when requested.  

ArƟcle 10. AŌer regularizaƟon of the products of the categories referred to in items II and III of 
ArƟcle 3 of this ResoluƟon, the competent health authority may indicate the need to perform 
control analysis.  

 

CHAPTER III  

SPECIFIC REQUIREMENTS FOR MARKETING AUTHORIZATION AND RENEWAL, CANCELLATION 
AND POST-MARKETING AUTHORIZATION CHANGES  

 

SecƟon I  

MarkeƟng authorizaƟon  

ArƟcle 11. The markeƟng authorizaƟon request must be filed with Anvisa by means of a peƟƟon 
with a specific subject code for the category of the product in quesƟon.  



Paragraph 1. The peƟƟon referred to in the capƟon of this arƟcle must be accompanied by the 
documents described in Annexes V and VI of NormaƟve InstrucƟon – IN No. 281 of 22 February 
2024.  

Paragraph 2. If the product object of markeƟng authorizaƟon has more than one presentaƟon, 
the peƟƟon referred to in the capƟon of this arƟcle must be accompanied by informaƟon on all 
presentaƟons.  

ArƟcle 12. The markeƟng authorizaƟon of the product shall be granted by means of publicaƟon 
in the Federal Official GazeƩe (DOU, in Portuguese).  

Paragraph 1. The product may only be offered on the market aŌer publicaƟon of the markeƟng 
authorizaƟon in the DOU.  

Paragraph 2. The labeling of the food granted markeƟng authorizaƟon must contain the 
informaƟon "Food granted markeƟng authorizaƟon by Anvisa:", followed by the full registraƟon 
number published in the DOU, observing the requirements of ArƟcle 8 of Collegiate Board 
ResoluƟon – RDC no. 727 of 1 July 2022.  

Paragraph 3. The markeƟng authorizaƟon shall be valid for 5 (five) years from its date of 
publicaƟon in the DOU.  

 

SecƟon II  

MarkeƟng authorizaƟon revalidaƟon  

ArƟcle 13. The request for markeƟng authorizaƟon revalidaƟon must be filed:  

I – by means of a peƟƟon with a specific subject code for the category of the product in quesƟon; 
and  

II – at most twelve months and at least three months before the expiraƟon of the markeƟng 
authorizaƟon.  

Paragraph 1. The peƟƟon referred to in item I of this arƟcle must be accompanied by the 
documents described in Annex VII of NormaƟve InstrucƟon – IN No. 281 of 22 February 2024.  

Paragraph 2. Filing the peƟƟon aŌer the deadline provided for in item II of this arƟcle implies its 
rejecƟon.  

ArƟcle 14. Anvisa shall grant automaƟc revalidaƟon when the markeƟng authorizaƟon 
revalidaƟon peƟƟon:  

I – is filed in a Ɵmely manner, in accordance with item II of ArƟcle 13 of this ResoluƟon; and  

II – is pending a decision on the markeƟng authorizaƟon expiraƟon date.  

Sole paragraph. AutomaƟc revalidaƟon does not prevent Anvisa from conƟnuing to analyze the 
peƟƟon.  

ArƟcle 15. MarkeƟng authorizaƟon revalidaƟon and automaƟc revalidaƟon of product markeƟng 
authorizaƟon shall be granted by means of publicaƟon in the DOU.  



Sole paragraph. The publicaƟon of the revalidaƟons referred to in the capƟon of this arƟcle 
implies maintaining the iniƟal markeƟng authorizaƟon number of the product.  

 

SecƟon III  

CancellaƟon of markeƟng authorizaƟon  

ArƟcle 16. The cancellaƟon of the markeƟng authorizaƟon of a product shall be carried out 
when:  

I – the holder requests its cancellaƟon, in accordance with item V of ArƟcle 5 of this ResoluƟon;  

II – the peƟƟon for revalidaƟon of markeƟng authorizaƟon is rejected by Anvisa; or  

III – the holder does not request or requests revalidaƟon of markeƟng authorizaƟon late, in 
accordance with ArƟcle 13 of this ResoluƟon.  

Paragraph 1. The cancellaƟon of the markeƟng authorizaƟon shall be carried out by means of its 
publicaƟon in the DOU.  

Paragraph 2. In the case provided for in item II of this arƟcle, the markeƟng authorizaƟon 
cancellaƟon shall be published only aŌer its expiraƟon and the maintenance of rejecƟon decision 
by the administraƟve appeals instances.  

Paragraph 3. In the cases provided for in item III of this arƟcle, the markeƟng authorizaƟon 
cancellaƟon shall be published only aŌer its expiraƟon due to expiry.  

Paragraph 4. The cancellaƟon referred to in the capƟon of this arƟcle shall be carried out without 
prejudice to other acƟons or measures provided for in health legislaƟon.  

 

SecƟon IV  

Post-markeƟng authorizaƟon changes  

ArƟcle 17. The request for a post-markeƟng authorizaƟon change must be filed by means of a 
peƟƟon with a specific subject code for each type of change.  

Sole paragraph. The types of post-markeƟng authorizaƟon change, their purpose and the 
documents that must accompany the peƟƟons referred to in the capƟon of this arƟcle are 
described in Annexes VIII and IX of NormaƟve InstrucƟon – IN No. 281, of 22 February 2024.  

ArƟcle 18. Interdependent post-markeƟng authorizaƟon change peƟƟons must be filed and 
analyzed jointly.  

Sole paragraph. The rejecƟon of one of the peƟƟons referred to in the capƟon of this arƟcle 
implies the rejecƟon of the others.  

ArƟcle 19. The condiƟons for implemenƟng each type of post-markeƟng authorizaƟon change 
are defined in Annex VIII of NormaƟve InstrucƟon – IN No. 281 of 22 February 2024, and may be 
carried out:  

I – without prior authorizaƟon from Anvisa;  



II – aŌer the established analysis period; or  

III – aŌer analysis and favorable decision by Anvisa.  

Paragraph 1. The changes referred to in item I of this arƟcle must be implemented immediately 
aŌer the peƟƟon is filed with Anvisa.  

Paragraph 2. The changes referred to in item II of this arƟcle may be implemented aŌer the 
established period has elapsed, provided that there is no manifestaƟon from Anvisa.  

Paragraph 3. In the case of post-markeƟng authorizaƟon changes implemented based on item II 
of this arƟcle whose peƟƟons are subsequently analyzed and rejected by Anvisa, the condiƟons 
prior to the filing of the peƟƟon must be reestablished.  

Paragraph 4. In the case of post-markeƟng authorizaƟon changes analyzed and approved by 
Anvisa:  

I – the deadline for implementaƟon is up to 180 (one hundred and eighty) days, aŌer the 
publicaƟon of the decision in the DOU; and  

II – the producƟon of batches under different condiƟons is not permiƩed, aŌer the producƟon 
of the first batch of the product with the post-markeƟng authorizaƟon changes.  

Paragraph 5. Interdependent post-markeƟng authorizaƟon changes must be implemented in full 
and in a single act.  

ArƟcle 20. Unless otherwise provided, in the case of updaƟng the legislaƟon that implies post-
markeƟng authorizaƟon changes, the holder must file the respecƟve peƟƟons in a Ɵmely 
manner, in order to ensure that all necessary adjustments to the product are implemented 
within the adjustment period provided, in full and in a single act, considering the provisions of 
arƟcles 17 to 19 of this ResoluƟon.  

 

CHAPTER IV  

SPECIFIC REQUIREMENTS FOR NOTIFICATION AND EVALUATION, MAINTENANCE, 
CANCELLATION, AND CHANGES TO NOTIFICATION  

 

SecƟon I  

NoƟficaƟon  

ArƟcle 21. The noƟficaƟon must be filed with Anvisa by means of a peƟƟon with a specific subject 
code for the category of the product in quesƟon.  

Paragraph 1. The peƟƟon referred to in the capƟon of this arƟcle must be accompanied by the 
documents described in Annex X of NormaƟve InstrucƟon – IN No. 281 of 22 February 2024.  

Paragraph 2. If the noƟfied product has more than one presentaƟon, the peƟƟon must be 
accompanied by informaƟon about all presentaƟons.  

Paragraph 3. The noƟficaƟon that meets the requirements of this ResoluƟon shall be made 
automaƟcally, not preceded by analysis by Anvisa.  



Paragraph 4. The product may only be offered on the market aŌer the noƟficaƟon has been filed.  

Paragraph 5. The labeling of the noƟfied food must contain the informaƟon "Food noƟfied with 
Anvisa:", followed by the full number of the noƟficaƟon process.  

 

SecƟon II  

NoƟficaƟon analysis  

ArƟcle 22. The noƟficaƟon of the product may be subject to analysis by Anvisa at any Ɵme.  

Paragraph 1. Anvisa may request addiƟonal informaƟon to that recorded in the noƟficaƟon, in 
order to support the evaluaƟon of the adequacy of the noƟfied product to the legislaƟon.  

Paragraph 2. When inaccuracies are found in the noƟfied informaƟon, Anvisa may:  

I – inform the holder on the correcƟons necessary in the noƟficaƟon of the product and the 
respecƟve deadline for adaptaƟon;  

II – proceed with the correcƟons and inform the holder on the adaptaƟons to be implemented 
in the product and the respecƟve deadline for adaptaƟon; or  

III – cancel the noƟficaƟon of the product and inform the holder on the measures to be adopted, 
in the case of inaccuracies that represent a risk to consumer’s health.  

Paragraph 3. The correcƟve measures referred to in Paragraph 2 of this arƟcle shall be carried 
out without prejudice to other acƟons or measures provided for in health legislaƟon.  

 

SecƟon III  

Maintenance of noƟficaƟon  

ArƟcle 23. The request for maintenance of noƟficaƟon must be filed:  

I – by means of a single peƟƟon declaring interest in the conƟnued markeƟng of all products 
noƟfied by the holder; and  

II – between the first day of October and the last day of December of each year defined for the 
expression of interest.  

Paragraph 1. The years for the expression of interest are defined by successively adding 5 (five) 
years to the year this ResoluƟon enters into force.  

Paragraph 2. If the request for maintenance of noƟficaƟon is not filed in accordance with the 
provisions in the capƟon of this arƟcle, the noƟficaƟon shall be inacƟvated.  

Paragraph 3. AŌer the inacƟvaƟon of the noƟficaƟon, the holder may file, at any Ɵme, the 
request for reacƟvaƟon by means of an individual peƟƟon for each product.  

 

SecƟon IV  

CancellaƟon of noƟficaƟon  



ArƟcle 24. The cancellaƟon of a product's noƟficaƟon will be carried out when:  

I – the holder requests its cancellaƟon, in accordance with item V of ArƟcle 5 of this ResoluƟon; 
or  

II – inaccuracies that pose a risk to the populaƟon’s health are idenƟfied, in accordance with item 
III of Paragraph 2 of ArƟcle 22 of this ResoluƟon.  

Sole paragraph. The cancellaƟon referred to in the capƟon of this arƟcle shall be carried out 
without prejudice to other acƟons or measures provided for in health legislaƟon.  

 

SecƟon V  

Amendment to noƟficaƟon  

ArƟcle 25. The request for amendment to noƟficaƟon must be filed by means of a peƟƟon for 
amendment of noƟficaƟon.  

Paragraph 1. The peƟƟon referred to in the capƟon of this arƟcle must be accompanied by the 
documents described in Annex X of NormaƟve InstrucƟon – IN No. 281 of 22 February 2024, 
which were impacted by the proposed amendment.  

Paragraph 2. The offer of the changed product may only be iniƟated aŌer the noƟficaƟon 
amendment peƟƟon has been filed.  

Paragraph 3. The request referred to in the capƟon of this arƟcle may not change the product 
category.  

 

CHAPTER V  

COMMUNICATIONS OF START OF MANUFACTURE OR IMPORT AND CHANGE AND 
CANCELLATION OF THE COMMUNICATIONS  

 

SecƟon I  

CommunicaƟons of start of manufacture or import  

ArƟcle 26. The noƟficaƟon of start of manufacture or import must be made to the competent 
Health Surveillance body, by means of the form contained in Annex XI of NormaƟve InstrucƟon 
– IN No. 281 of 22 February 2024, duly completed.  

Paragraph 1. When the same product has different manufacturers or importers, each 
manufacturer or importer must make the protocol referred to in the capƟon of this arƟcle with 
the respecƟve competent health authority.  

Paragraph 2. The product may be made available on the market aŌer the noƟficaƟon of start of 
manufacture or import has been filed.  

Paragraph 3. The noƟficaƟon of the start of manufacture or import of the product does not make 
it approved by the health authority.  



Paragraph 4. The communicaƟon of start of manufacture or import is valid indefinitely.  

ArƟcle 27. AŌer receiving the communicaƟon of start of manufacture or import, the competent 
health authority may, at its discreƟon, carry out a health inspecƟon in the manufacturing or 
storage units of the food or packaging.  

 

SecƟon II  

Amendment to the communicaƟon of start of manufacture or import  

ArƟcle 28. When there is a change in the informaƟon provided in the communicaƟon of start of 
manufacture or import, a request to amend the communicaƟon must be made by filing a new 
form contained in Annex XI of NormaƟve InstrucƟon – IN No. 281 of 22 February 2024, duly 
completed.  

Paragraph 1. The request referred to in the capƟon of this arƟcle results in the automaƟc 
cancellaƟon of the iniƟal communicaƟon.  

Paragraph 2. The availability of the altered product on the market may begin aŌer filing the form 
referred to in the capƟon of this arƟcle.  

 

SecƟon III  

CancellaƟon of the communicaƟon of start of manufacture or import  

ArƟcle 29. The communicaƟon of start of manufacture or import of a product shall be cancelled 
when the holder requests its cancellaƟon, in accordance with item V of ArƟcle 5 of this 
ResoluƟon.  

Sole paragraph. The cancellaƟon referred to in the capƟon of this arƟcle shall be carried out 
without prejudice to other acƟons or measures provided for in health legislaƟon.  

 

CHAPTER VI  

FINAL AND TRANSITIONAL PROVISIONS  

ArƟcle 30. The deadline is set unƟl 1 September 2026 to request adaptaƟon of products classified 
in the categories listed in Annex I of NormaƟve InstrucƟon – IN No. 281 of 22 February 2024, 
which have already been granted markeƟng authorizaƟon on the date this ResoluƟon comes into 
effect.  

Paragraph 1. The products referred to in the capƟon of this arƟcle whose markeƟng 
authorizaƟon expires by 1 September 2026 may request their revalidaƟon within 60 (sixty) days 
before the expiraƟon date.  

Paragraph 2. The products referred to in the capƟon of this arƟcle that are manufactured up to 
the date of publicaƟon of the final decision on the request for adaptaƟon may be made available 
on the market unƟl the end of their validity periods.  



Paragraph 3. The adaptaƟon of the products referred to in the capƟon of this arƟcle must be 
carried out by means of a specific post-markeƟng authorizaƟon peƟƟon protocol.  

Paragraph 4. Failure to comply with the deadline established in the capƟon of this arƟcle for the 
request for adaptaƟon of the product shall result in the cancellaƟon of the markeƟng 
authorizaƟon.  

ArƟcle 31. The deadline is set unƟl 1 September 2025 to apply for markeƟng authorizaƟon of 
diet therapy formulas for inborn errors of metabolism that have been the subject of a 
communicaƟon of start of manufacture or import to the competent health authority up to the 
date this ResoluƟon enters into force.  

Sole paragraph. The products referred to in the capƟon of this arƟcle that are manufactured up 
to the date of publicaƟon of the final decision on the applicaƟon for markeƟng authorizaƟon 
may be made available on the market unƟl the end of their validity periods.  

ArƟcle 32. The deadline is set unƟl 1 September 2025 for the noƟficaƟon of weight control foods 
and dietary supplements that have been the subject of a communicaƟon of start of manufacture 
or import to the competent health authority up to the date this ResoluƟon enters into force.  

Sole paragraph. The products referred to in the capƟon of this arƟcle that are manufactured up 
to the date of noƟficaƟon may be made available on the market unƟl the end of their validity 
periods.  

ArƟcle 33. NoƟficaƟon of products included in the food and packaging categories listed below 
that have been granted markeƟng authorizaƟon up to the effecƟve date of this ResoluƟon must 
be filed by the expiraƟon of their markeƟng authorizaƟon:  

I – desalinated, potable, and boƩled seawater;  

II – foods with funcƟonal or health claims;  

III – transiƟonal foods for infant feeding;  

IV – cereals for infant feeding;  

V – resin, precursor arƟcle, or final packaging of food-grade PET-PCR; and  

VI – food supplements containing probioƟcs or enzymes.  

Paragraph 1. The noƟficaƟon referred to in the capƟon of this arƟcle must be filed 
simultaneously with the request for cancellaƟon of the markeƟng authorizaƟon.  

Paragraph 2. Requests for markeƟng authorizaƟon and post-markeƟng authorizaƟon changes for 
the products listed in the capƟon of this arƟcle that are pending a decision shall be closed.  

Paragraph 3. The products referred to in the capƟon of this arƟcle that are manufactured during 
the validity of the markeƟng authorizaƟon may be made available on the market unƟl the end 
of their validity periods.  

Paragraph 4. The products referred to in the capƟon of this arƟcle shall not be subject to post-
markeƟng authorizaƟon changes.  

Paragraph 5. The markeƟng authorizaƟons of the products referred to in the capƟon of this 
arƟcle shall not be revalidated aŌer the date this ResoluƟon enters into force.  



ArƟcle 34. Item 4.3 of the Annex to Ordinance SVS/MS No. 27 of 18 March 1996 shall come into 
force with the following wording:  

"4.3. Ceramic, glass, or metal packaging and equipment that are enameled or vitrified on the 
side in contact with food must comply with the limits specified in points 5.1.7 and 5.2.4 of this 
technical regulaƟon." (new wording) 

ArƟcle 35. ResoluƟon – RES No. 18 of 30 April 1999 shall come into force with the addiƟon of the 
following items 3.6, 3.7, and 3.8:  

"3.6 ScienƟfic proof of the claim of funcƟonal and/or health properƟes referred to in item 3.4 of 
this ResoluƟon must be requested prior to its use, by means of a specific peƟƟon protocol, 
containing the informaƟon required in item 4 of this ResoluƟon. AddiƟonal informaƟon may be 
requested when necessary and jusƟfied by Anvisa.  

3.7 The decision on the peƟƟon referred to in item 3.6 of this ResoluƟon shall be published in 
the Federal Official GazeƩe, by means of a Specific ResoluƟon (RE, in Portuguese).  

3.8 Anvisa's favorable opinion on the peƟƟon referred to in item 3.6 of this ResoluƟon does not 
exempt foods with claims of funcƟonal and/or health properƟes from meeƟng the other 
requirements necessary for their regularizaƟon." (new wording)  

ArƟcle 36. Items 3.3, 3.5, 3.6, 3.7, 3.8, and 3.9 of the Annex to Collegiate Board ResoluƟon – RDC 
No. 20 of 26 March 2008 shall come into force with the following wording:  

"3.3. Food-grade PET-PCR precursor arƟcles and packaging must be regularized with the 
Competent Health Authority, following the procedures established in Collegiate Board 
ResoluƟon – RDC No. 843 of 22 February 2024, and NormaƟve InstrucƟon – IN No. 281 of 22 
February 2024, and must declare whether they are single-use or returnable mulƟlayer or 
monolayer precursor arƟcles or packaging containing food-grade PET-PCR, as applicable.  

....................................... 

3.5. Food producers may only use PET-PCR precursor arƟcles or packaging food-grade PET-PCR 
that are duly regularized by the Competent Health Authority, observing the specified foods and 
the condiƟons sƟpulated in the respecƟve regularizaƟon, based on the special authorizaƟons for 
use defined in item 2.6.  

3.6. Establishments producing packaging or precursor arƟcles of food-grade PET-PCR must be 
authorized by the Competent Health Authority and must request the regularizaƟon of these 
packaging or their precursor arƟcles, following the established procedures.  

3.7. For an establishment that produces packaging or their precursor arƟcles of food-grade PET-
PCR to be authorized, the following must be available:  

- WriƩen procedures and their applicaƟon records on Good Manufacturing PracƟces for 
consultaƟon by the Competent Health Authority;  

- Records of origin and composiƟon or characterizaƟon of food-grade PET-PCR and virgin PET, 
with documentaƟon confirming this;  

- Equipment suitable for packaging and processing food-grade PET-PCR;  

- Process control procedures to produce packaging or their precursor arƟcles of food-grade PET-
PCR that allow their traceability;  



- Personnel for the operaƟon of all equipment and for process control specifically trained for this 
purpose; and  

- A quality assurance system that prevents contaminaƟon with other sources of recycled material 
for applicaƟons other than food grade.  

3.8. Establishments authorized to produce packaging or precursor arƟcles of food grade PET-PCR 
must use for this purpose, in addiƟon to virgin PET resin, only food grade PET-PCR obtained 
through a physical or chemical recycling technology regularized with the Competent Health 
Authority and analyzed by its recognized Reference Laboratory.  

3.9. Establishments authorized to produce food-grade PET-PCR packaging or precursor arƟcles 
must obtain food-grade PET-PCR from a producer authorized by the Competent Health Authority 
and use it to manufacture packaging or precursor arƟcles intended to contain only the specified 
foods and only under the condiƟons sƟpulated in the regularizaƟon with the Competent Health 
Authority, based on the special authorizaƟons for use defined in item 2.6" (new wording)  

ArƟcle 37. ArƟcle 21 of Collegiate Board ResoluƟon – RDC No. 243 of 26 July 2018, shall come 
into force with the following wording:  

"ArƟcle 21. The regularizaƟon of dietary supplements, as provided for in Collegiate Board 
ResoluƟon – RDC No. 843 of 22 February 2024, and NormaƟve InstrucƟon – IN No. 281 of 22 
February 2024, shall be linked to the prior decision on the peƟƟon for safety and efficacy 
assessment, in accordance with the procedure provided for in ArƟcle 20 of this ResoluƟon." (new 
wording)  

ArƟcle 38. ArƟcles 5 and 6 of Collegiate Board ResoluƟon – RDC No. 241 of 26 July 2018, shall 
come into force with the following wording:  

"ArƟcle 5. Proof of safety and health benefits of probioƟcs does not exempt foods containing 
probioƟcs from meeƟng the other requirements necessary for their regularizaƟon established in 
Collegiate Board ResoluƟon – RDC No. 843 of 22 February 2024, and NormaƟve InstrucƟon – IN 
No. 281 of 22 February 2024.  

ArƟcle 6. The regularizaƟon of foods containing probioƟcs shall be linked to the prior decision 
on the peƟƟon for safety and efficacy assessment, in accordance with the procedure set forth in 
ArƟcle 4 of this ResoluƟon." (new wording)  

ArƟcle 39. Failure to comply with this ResoluƟon consƟtutes a health violaƟon, subjecƟng 
violators to the penalƟes of Law No. 6,437 of 20 August 1977, and other applicable provisions.  

ArƟcle 40. The following provisions are hereby revoked:  

I – ResoluƟon – RES No. 19 of 30 April 1999;  

II – Collegiate Board ResoluƟon – RDC No. 22 of 15 March 2000;  

III – Collegiate Board ResoluƟon – RDC No. 23 of 15 March 2000;  

IV – Collegiate Board ResoluƟon – RDC No. 27 of 6 August 2010;  

V – Collegiate Board ResoluƟon – RDC No. 240 of 26 July 2018;  

VI – item 10 of the Annex to Ordinance SVS/MS No. 34 of 13 January 1998;  

VII – item 10 of the Annex to Ordinance SVS/MS No. 36 of 13 January 1998;  



VIII – items 10, 11, and 12 of the Annex to ResoluƟon – RES No. 105 of 19 May 1999;  

IX – the sole paragraph of ArƟcle 11 of Collegiate Board ResoluƟon – RDC No. 243 of 26 July 
2018;  

X – ArƟcle 23 and Annex I of Collegiate Board ResoluƟon – RDC No. 460 of 21 December 2020; 
and  

XI – ArƟcle 12 and Annex III of Collegiate Board ResoluƟon – RDC No. 818 of 28 September 2023.  

ArƟcle 41. This ResoluƟon enters into force on 1 September 2024.  

 

ANTONIO BARRA TORRES 

Director-President 

 

  

 

 

 

 

 

 

 

 

 


