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GOED Technical Report: Compositional Requirements for rTGs rich in EPA and/or DHA
12 November 2025 Original Discussion
· The following information was distributed with the agenda:


· This Technical Report summarizes which regulations and standards currently apply or potentially apply to rTG products in terms of compositional requirements (including, when applicable, residual EEs, partial glycerides, oligomers, minimum EPA/DHA/Total Omega-3 levels).
· We will discuss this document during the committee meeting, but please provide feedback (as track changes) within one week (19 November deadline) following the regulatory affairs committee meeting.
· Gaby: Only a limited number of pharmacopeial monographs currently specify maximum levels for remaining EEs, partial glycerides, and oligomers in rTGs. These monographs address key compositional parameters, such as EEs, free fatty acids (FFA), partial glycerides (mono- and diglycerides), and oligomers. In contrast, many food standards recognize rTGs by process description/definition but do not include explicit numerical caps for EE residuals or oligomers. This Technical Report addresses which regulations and standards exist for rTG products in terms of compositional requirements. Information about minimum requirements for EPA, DHA, and Total Omega-3 fatty acids is also provided where applicable/available. Table 1 includes regulations and standards applicable to rTGs; whereas, Table 2 lists regulations and standards possibly applicable to rTGs. We would like to gather feedback (via track changes) from this committee by Friday, 21 November.  
· Hywel: It would be nice if you could have some sort of conclusion, or maybe even just a Venn Diagram at the top, which says, putting all this together, this is what you can do globally, this is what you can do within North America, Asia, Europe, Africa, etc… They all overlap to a certain extent and there are probably going to be members who wish to produce products for sale in not just one territory. Rather than having to go through each of those individually, maybe a sort of global conclusion. 
· Gaby: I will take this suggestion back to Gerard and discuss it further.


China – Cross-Border E-Commerce Changes? (not on original agenda)
12 November 2025 Original Discussion
· Ellen: Last night, I had a call with the China Chamber of Commerce for Import and Export of Medicines and Health Products. They said that there may be changes to cross-border e-commerce coming in the form of new policies or regulations from the Chinese government and that it’s going to have a huge impact even though they don’t know what it is. They’re trying to figure out what the situation is, but it's something that they thought might happen before the end of this year. It's focused on the health and nutrition sector. She said sectors like cosmetics or medical devices are fine. It's specifically health and nutrition. Supposedly, it has something to do with quality, but again, no additional details. So, I'm bringing this up to see if anyone else has heard anything. I sent a couple of  emails this morning to others trying to see if there's any other additional information or if anyone else knows anything about this, but wondering if anybody in this group has heard anything.
· Paul: I have not. 
· Harry: Any idea if it's going to be a draft regulation or a guideline, or what it's going to be?
· Ellen: No. I also asked about the proposed ban on 70% and higher concentrates in China and if it had anything to do with that. She didn’t think so, so I don't know if this could have been spurred by something like that – concern about the quality of higher-level products – or it’s something coming from the pharmaceutical industry. You know, there's a lot of speculation we could do right now, but we just don't have a lot of information.
· Jon: I just returned from China and I didn't hear about any of this. I was focused 100% of my time on our brands in China and sales and I probably had 30 meetings about import/export issues and nothing was mentioned.  
· Ellen: I would assume that's good news, but the China Chamber of Commerce is connected to the government, so it’s a little strange that they are saying they don't know what this is all about. 
· Harry: Jon, are you selling cross-border e-commerce?
· Jon: Yes and I’m selling the liquid products all in mainland China. They're considered food.
· Ellen: She did mention that it has to be food in the country from where it originates in order to be accepted in China. 
· Jon: There are a bunch of little loopholes when it comes to food regulations and certain certificates. I was able to meet the requirements through a bunch of loopholes and CFIA in Canada was able to get me the appropriate documents to be able to classify our products as food. Because we're under what's called the health regulatory, as an NPN product, it's not food, but the CFIA, Canada Food Inspection Agency, still oversees and governs the entity, which is part of the food regulatory body, so there's some pieces of it that work, and some pieces that don't and I was able to get the appropriate information and documentation to be able to provide to the Chinese government to get them approved for mainland China.
· Ellen: Obviously, we'll keep you informed as we know more. I'm hoping to hear from others that might have additional information, but this is a brand new development.
· Harry: Ellen, have you reached out to Daniel? If not, I can. 
· Ellen: I have not, but that’s a good idea. 
· Jon: I have a call with Daniel in an hour or so. I can bring it up with him if you want.
· Harry: I think we’re talking about two different Daniels. We’re talking about Daniel Mabey from UNPA, but the other Daniel may know something as well. 
· Paul: Let’s put this on the agenda for next month. 
· Following the meeting, Harry contacted Daniel Mabey from UNPA. Daniel provided an article he found on WeChat:
On October 26, a major policy signal came from the 18th meeting of the Standing Committee of the 14th National People’s Congress: the law-enforcement inspection group’s report on the implementation of the Food Safety Law explicitly called for “stronger regulation” of cross-border e-commerce (CBEC) imported foods for the first time.

The report pointed directly to the hidden risks of the current model under which CBEC retail imported foods are managed as “personal-use items.” This model allows foods that differ from China’s domestic standards to enter the market, resulting in imported products containing substances prohibited in China being sold to consumers.

This news was a shock to the imported health-food sector: If cross-border foods face much stricter regulation, is the “golden age” of imported health supplements ending? And how should legitimate companies seize the opportunity as the system is corrected?

Current Situation: The Dual Nature of CBEC Health Supplements
In recent years, with the rise of cross-border online shopping, imported health supplements have become a popular “health trend.” Products from Australia, the U.S., and Europe have been marketed as “natural” and “strictly quality-controlled,” attracting higher-income consumers.

But behind the growth is a disconnect between regulation and reality. Under the current “personal-use” model, CBEC-imported health supplements only need to comply with the exporting country's standards, not China’s food-safety laws. This has produced three major problems:
1) Standards differences create safety risks
China prohibits certain ingredients (e.g., phenolphthalein, sibutramine) and regulates health foods under a strict registration/filing system. Some imported supplements contain ingredients that are banned in China.
2) Labeling confusion misleads consumers
Because products are not required to be relabeled under Chinese standards, many Chinese labels are simple translations with key information missing. Some omit “not suitable for” warnings, hide maximum intake limits, or imply therapeutic effects.
3) Accountability breaks down
Under the “personal-use” model, CBEC platforms often avoid responsibility. When issues occur, consumers struggle to trace the source because sellers may close their shops and overseas brand owners are far away.

Policy Signal: From Ambiguous Oversight to Precise Regulation
The new NPC report identifies the problems and gives clear direction: optimize regulation, create a negative list for imported foods, and clarify recall responsibilities. This means CBEC-imported supplements will enter a regulated, rules-based period.

Three major changes will reshape the industry:
1) Negative list will draw red lines
Regulators will specify which supplement ingredients are prohibited or restricted through CBEC channels. Ingredients banned in China or unapproved novel ingredients will be placed on a “blacklist.” Products containing these ingredients will not be allowed into the country.
2) Problematic products will become traceable
CBEC supplements will be included in China’s official food-traceability system. Platforms, importers, and overseas brands will need to coordinate recalls and maintain full trace documentation.
3) Full-chain prevention and control
Oversight will cover production, transportation, customs clearance, and sales. Overseas factories may need audits from Chinese-recognized certification bodies. More inspections will check compliance with Chinese standards. Sales platforms must disclose more key information.

Policy Tightening Is Not the End of Imported Supplements

This is a necessary correction: eliminating noncompliant players and strengthening legitimate companies. The NPC’s signal sets the rules: safety is the bottom line, compliance is the prerequisite, and trust is the foundation.

For consumers, purchasing imported supplements will be more reliable. For compliant companies, the policy is protective, not restrictive. The market will reward brands that prioritize safety, quality, and compliance.

The new “golden age” of imported health supplements will be defined by compliance and responsibility, not unregulated growth.


GOED-Commissioned Intake Assessment Published
· See 3 November 2025 GOED Current


China - Decree No. 280, Regulations on the Registration and Administration of Overseas Manufacturers of Imported Food
12 November 2025 Original Discussion
· See 27 October 2025 GOED Current.
· See HPA China story. 
· See 27 October 2025 CIRS story.  
· Harry: This is a regulation on foreign facility registration. This used to be Decree 248, which came out in 2021. At the time, it was causing problems for some of our members and continues to do so today. Apparently, 280 versus 248 establishes different registration approaches and review procedures, depending on the food safety system. That's really all I know. 
· Abdou: I believe the contract manufacturer has to go into some online electronic app and register their facility with the Chinese government in order to import their product.  
· Bill: This is a GACC registration, right? 
· Harry: I don't know if it's the GACC registration or not.
· Sirilak: It is.
· Paul: So, that's really not anything new.
· Bill: I think the issue we've run into is that those initial registrations in 2021 are coming up for renewal and sometimes the timeline to renew is causing some issues if you’ve missed the window. They have a very long lead time (6 months) on their end to review it. From Europe, you have to get your Member State to approve the registration first, and then you have to get the Chinese government, so it’s a 6 month process. 
· Paul: If this is GACC then it has to be done via the authorities (not by you representing a company) in the country where your facility is located. 
· Bill: That’s correct. I think there are two steps. One is through your country of origin, but there is a second process that has to go through the China portal. 
· Hywel: There’s GACC and there’s CIFA, one of which is for export and one of which is production. When we did ours, we had to apply, but then it bounced back to a national authority that we had to nominate who have to then validate what we've said is correct. 
· Paul: So, that sounds a little bit different than what Abdou, you had explained earlier.
· Abdou: I know that our team in China is the one that had to work with the importing facility to go through the process of registering their facility. Note: The rest of what Abdou said was cut-off. ]
· Paul: It’s still a bit confusing to me.
· Harry: I know the issue with companies that were registering their facilities in the United States was that they would provide their information to the US and the US would supposedly provide their information to China, but then China wouldn’t add it to the list for some unknown reason. We had heard rumors that the reason might have been political. If anybody ends up with any information, both good or bad, please share it.

· To read the minutes on this topic from past meetings, click here. 


MERCOSUR – Nutritional Labelling Draft (GMC P. Res. Nº 05/25)
12 November 2025 Original Discussion
· The following information was distributed with the agenda:
· Uruguay has notified a Draft Common Market Group (GMC) Resolution No. 05/25 - MERCOSUR Technical Regulation on the nutritional labelling of packaged foods (Repeal of GMC Resolution No. 44/03, 46/03, 48/06 and 40/11). New reference daily values have been introduced in this draft, including a daily value (DV) of 3,500 mg for omega-3 fatty acids (not broken down by EPA/DHA/ALA). Final day for comments: 21 January 2026 (90 days). 
· Paraguay has also published a draft at national level (17 September), with comments due by 13 December.
· Brazil published this same draft MERCOSUR regulation on 23 September. Unlike the rest of the bloc, Brazil already had national DVs for omega-3s under IN Nº 75/2020 — previously 4,000 mg. A 120-day contribution period (final day for comments seems to be 9 March 2026) has been set. 
· Gaby: There’s a nutrition labeling draft. From Mercosur, it's the GMC Resolution Number 0525, that's been circulated by several member countries of Mercosur, including Uruguay, Paraguay and Brazil (Public Consultation No. 1358). This draft resolution repeals previous resolutions, including 4403, 4603, 4806 and 4011. It concerns nutritional information of packaged foods, but what caught my attention was that new reference daily values have been included in this draft regulation, including one for omega-3 fatty acids, which is 3,500 milligrams. This daily value is not specific for EPA or DHA. It’s just listed as omega-3s. For Uruguay, the final date for comments is January 21st. For Paraguay, comments are due by December 13th. Also, Brazil published this draft regulation, but the difference is that they had previously set reference daily values for omega-3s of 4,000 milligrams. Brazil has established a 120-day period for consultation, so comments are due by March 9th. We're going to submit comments, and we will suggest to break out the omega-3 fatty acids, but we're also planning to provide an explanation or support why there should be daily values for omega-3s.
· Harry: It continues to amaze me that all omega-3s are grouped together even though the science clearly demonstrates differences. 
· Paul: I mean, even so, just before we move on, from a scientific perspective, yeah, I agree with you, Harry, but if they don't break them out, does it really impact upper levels? You could argue that if they don’t break them out then this could apply to a DHA-only product, or an EPA-only product, or a DHA-EPA-only product and exclude ALA. This could be used to our advantage. 
· Harry: I hadn’t thought about it that way. I thought there was an upper limit on EPA and DHA in Brazil. Is anybody aware of an upper limit?
· Ellen: That sounds familiar to me also. I don't know if it was an upper limit, or there were rules about how much you could put into just a single supplement?
· Hywel: In terms of your feedback, what do you think you might aim for? Is it going to be 3.5 grams, of which at least half a gram should be DHA and EPA, or are you going to really ask for them to be separated out and treated differently?
· Harry: Until this discussion, we were thinking about just asking for them to be separated out on the label, but we obviously need to think about whether or not that's going to cause an issue by asking for them to be separated out, which is why I think we need to dig into this further. 
· Deyanira: I was just looking at the regulation for Brazil, for EPA and DHA it’s combined. For adults, it's max 2 grams.
· Harry: I think we should think about this and come back to the committee before we submit anything to make certain that we don't cause an issue for everybody.
· Paul: I think one of the countries has a deadline in December
· Gaby: Paraguay’s deadline is December 13th. 
· Paul: And Brazil?
· Gaby: March 9th and Uruguay is January 21st. 
· Harry: So, I think we need to have an email discussion about this before the December 13th deadline.
· Following the meeting, Gaby provided an update on the deadline in Paraguay, which is now January 5, at least according to the 6 November 2025 WTO Notification. 


US Import Provisions of the Marine Mammal Protection Act (MMPA)
12 November 2025 Update
· See 8 September 2025 GOED Current - “NOAA Announces MMPA Comparability Findings”
· Harry: This is another one we've been discussing for years. This caused quite a stir a number of years ago when we thought that different fish oils weren't going to be able to be sold in the United States. The United States' 2025 comparability findings determined which foreign fisheries meet US standards for marine mammal protection to allow for seafood exports to the US. As a result, beginning 1 January 2026, imports will be prohibited from fisheries that were denied a finding. We asked members if the fisheries that had been denied a comparability finding would cause any issues for our industry. We hadn't heard anything until somebody asked about Oman, but nobody has indicated that Oman is an issue. 
· Ellen: We have several members in Oman who are selling sardine oil and they're very interested in being involved in the human nutrition industry. 
· Harry: Any fishery that did not receive a comparability finding can reapply, but it’s done on a rolling basis, so it’s not clear how long it’s going to take for those reapplications to be processed. 

· To read the minutes on this topic from past meetings, click here. 


GO-3N Expansion
12 November 2025 Original Discussion
· See 3 November 2025 GOED Current.


Gates Foundation Seeks Solutions to Halve DHA Costs and Improve Global Nutrition
· See 3 November 2025 GOED Current
· The Gates Foundation has launched a global Request for Proposals (RFP) to reduce the cost of key nutrient ingredients to improve maternal and child health and reduce morbidity and mortality in low- and middle-income countries. The RFP looks to reduce the cost of microalgal DHA powder by at least 50% compared to the lowest price identified of 52USD/kg. Applications from non-profit, for-profit, academic, government and international organizations (via legal entities) are welcome. Proposals are due December 16, with an overview webinar scheduled for November 12.


Consensus Panel
12 November 2025 Update
· Ellen: We just had another call yesterday. There were a couple of different outcomes that some of the panelists wanted to research to see if there were additional studies to include. Right now, we’re at 35 or 36 studies. The statistician from the Fatty Acid Research Institute (FARI) needs to now figure out the best way to analyze the data. The plan is to submit a paper by February for publication in a peer-reviewed journal. We will have more of a public launch in July at the American Society for Nutrition (ASN) meeting. 

· To read the minutes on this topic from past meetings, click here. 


EU – EFSA’s Reassessment of the safe level of intake of DHA
12 November 2025 Update
· See 6 October 2025 GOED Current – “EFSA Launches Public Consultation on Safety of DHA”
· Harry: While EFSA's focus is on bleeding, their one gram 'limit' is based on spontaneous bleeding / bleeding complications. “Based on the available evidence, the Panel decided to select risk of spontaneous bleeding (or bleeding complications) as the critical effect on which to base the UL/safe level of intake for supplemental DHA alone.”
· Harry: We found 3 studies with daily dosages from 1200-1900 mg DHA for EFSA’s consideration. 
· https://pubmed.ncbi.nlm.nih.gov/30967436/ 
· https://pubmed.ncbi.nlm.nih.gov/30967436/ 
· https://pubmed.ncbi.nlm.nih.gov/30967436/
· Harry: We will finish drafting our comments and submit by the 14 November 2025 deadline. 

· To read the minutes on this topic from past meetings, click here.


Canada / United States – Dietary Reference Intakes
[bookmark: _Hlk213240352]12 November 2025 Update
· See 11 September 2025 news alert
· Harry: Not much has happened since the last meeting due to the US government shutdown, which should be over by the end of the week. We did hear a rumor that the DRIs may be in jeopardy, but it’s not overly clear what the status is at this time. Because of the US government shutdown, the contract with the National Academies did not get signed and because the contract did not get signed, the nomination period for DRI review committee members did not open. So, the rumor that we heard was that the DRIs were not going to proceed, but there are a lot of rumors that have circulated over the last month plus with the US government shutdown. We had heard that the United States wanted to have input into who sat on the DRI review committee. The National Academies supposedly refused and so the US said they would no longer contribute to the funding of the DRI review for macronutrients. I reached out to someone at Health Canada who sits on the federal DRI steering committee and she indicated that the DRI review is not dead yet. 

· To read the minutes on this topic from past meetings, click here. 


Codex – Standard for Microbial Omega-3 Oils
· [bookmark: _Hlk213240684]12 November 2025 Update
· Harry: The last time we met, I think the third consultation had just ended and we had submitted our comments. The United States, as chair of the electronic working group, was supposed to take all the comments that it received and revise the draft standard one last time and then submit it to the Codex Secretariat. Then, the revised draft standard and a discussion paper would be posted to the Codex website for review by any interested parties in advance of the February 2026 CCFO meeting. What I don’t know is if the US government shutdown resulted in the draft standard not being revised and submitted to the Codex Secretariat. If the draft standard did not get revised and submitted to the Codex Secretariat, I suspect that it will not be on the agenda for the February meeting, which means that the discussion would be delayed two years until 2028. 
· Ellen: Was there a deadline for when the comments had to be submitted?
· Harry: The revised draft standard had to be submitted to the Codex Secretariat by sometime in October.

· To read the minutes on this topic from past meetings, click here. 



EU - 3-MCPD and Glycidyl Esters in Compound Foods and Baby Food (not discussed during the meeting)
12 November 2025 Update

· The summary report from 19 September 2025 meeting of the Standing Committee on Plants, Animals, Food and Feed Section Novel Food and Toxicological Safety of the Food Chain has been posted and “No comments were made on the draft but certain Member States asked for more time to examine the draft in more detail.” There’s no indication that comments/data are being accepted.   

· To read the minutes on this topic from past meetings, click here. 


EU – Mineral Oil Update (not discussed during the meeting)
[bookmark: _Hlk213240746]12 November 2025 Update
· See 6 October 2025 GOED Current – “Vote to be Held on MOH Maximum Limits”

· To read the minutes on this topic from past meetings, click here. 


US – Infant Formula Ingredient Review - Operation Stork Speed (not discussed during the meeting)
[bookmark: _Hlk213240517]12 November 2025 Update

· Reagan-Udall Foundation for the Food and Drug Administration published Infant Formula Roundtable Series: Report on Cross-sector Stakeholder Insights which “summarizes the key insights and cross-cutting themes from a September 2025 series of four stakeholder roundtable discussions convened to gather perspectives from a diverse range of views on infant formula. The roundtable discussions addressed three key areas: comprehensive nutrient review, heavy metals and contaminants, and labeling and marketing claims. With an aim to identify strengths, gaps, and opportunities within the current system, the report concludes with actionable opportunities to further enhance the safety, quality, nutrition, and resiliency of all U.S.-marketed infant formula products.”
· Curiously, while Steve Abrams, head of the expert panel on infant formula, was involved, other members, like Tom Brenna, were noticeably absent. Also, there is only one mention of DHA in the report. 

· To read the minutes on this topic from past meetings, click here. 
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GOED TECHNICAL REPORT:

Compositional Requirements for Re-esterified triglycerides (rTGs) rich in EPA and/or DHA; Summary of Regulations and Standards



Introduction

Re-esterified triglycerides (rTGs) are triglycerides reconstituted by the enzymatic or chemical esterification of glycerol with fatty acid ethyl esters (EEs) rich in EPA and/or DHA. Depending on how the reaction is executed, and side products are removed, the final rTG oil may contain residual levels of ethyl ester, partial glycerides, free fatty acids, oligomers and glycerol. Only a limited number of pharmacopeial monographs currently specify maximum levels for remaining EEs, partial glycerides, and oligomers in rTGs. These monographs address key compositional parameters, such as EEs, free fatty acids (FFA), partial glycerides (mono- and diglycerides), and oligomers. In contrast, many food standards recognize rTGs by process/definition but do not include explicit numerical caps for EE residuals or oligomers. This Technical Report addresses which regulations and standards exist for rTG products in terms of compositional requirements. Information about minimum requirements for EPA, DHA, and Total Omega-3 fatty acids is also provided where applicable/available. Table 1 includes regulations and standards applicable to rTGs; whereas Table 2 lists regulations and standards possibly applicable to rTGs.



Regulations and standards applicable to rTGs

Table 1. Regulations and standards applicable to rTGs

		Document Name

		Definition/Application/Scope

		Parameters/Requirements



		Omega-3 Marine Triglycerides, British Pharmacopoeia*

		Mixture of mono-, di- and tri-esters of omega-3 acids with glycerol, containing mainly tri-esters and obtained either by esterification of concentrated and purified (e.g. by molecular distillation) omega-3 acids with glycerol or by transesterification of the concentrated and purified (e.g. by molecular distillation) omega-3 acid ethyl esters with glycerol.

		- Sum of EPA and DHA, expressed as TGs: ≥ 45%

- Total omega-3 acids, expressed as TGs: ≥ 60%

- Oligomers: ≤3.0 %

- Triglycerides: ≥ 50.0 %

- Ethyl esters and free fatty acids: ≤ 5.0%



		Omega-3-Acid Triglycerides, European Pharmacopoeia*

		Mixture of mono-, di- and tri-esters of omega-3 acids with glycerol, containing mainly tri-esters and obtained either by esterification of concentrated and purified (e.g. by molecular distillation) omega-3 acids with glycerol or by transesterification of the concentrate and purified (e.g. by molecular distillation) omega-3 acid ethyl ester with glycerol. 



		· Sum of EPA and DHA, expressed as TGs: ≥ 45%.

· Total omega-3 acids, expressed as TGs: ≥ 60%.

· Oligomers: ≤ 3.0 %

· Triglycerides: ≥ 50.0 %

· Ethyl esters and free fatty acids: max 5.0 %





		Omega-3-Acid Triglycerides, USP*

		Omega-3 Acid Triglycerides is a mixture of mono-, di-, and tri-esters of omega-3 acids with glycerol containing mainly tri-esters and obtained either by esterification of concentrated and purified omega-3 acids with glycerol or by transesterification of the omega-3 acid ethyl esters with glycerol. 

		- EPA and DHA content: NLT the labeled amount, expressed as free acids.

- Total Omega-3 Acids: ≥ 58.0% of total omega-3 acids, expressed as triglycerides.

· Oligomers and Partial glycerides: ≤ 3.0% of oligomers and ≤ 50.0% of partial glycerides



		Standard for Fish Oils, CXS 329-2017, Codex Alimentarius

		Concentrated fish oils are derived from fish oils described in Sections 2.1 to 2.4 which have been subjected to processes that may involve, but are not limited to, hydrolysis, fractionation, winterization and/or re-esterification to increase the concentration of specific fatty acids.

		For concentrated fish oils:

35-50 % (w/w) of FA, as sum of EPA and DHA.

For highly concentrated fish oils:

≥ 50 % (w/w) of FA, as sum of EPA and DHA. Concentrated and highly concentrated fish oils shall contain at least 50 % (w/w) of FA as sum of EPA and DHA in the form of triglycerides and/or phospholipids.

Sample of fish oils shall fall within the appropriate ranges specified in Table 1 of the referenced standard.



		Fish Oil Monograph NHP, Canada

		Corresponds to oil from the whole body of one or more of species of the families listed in Table 1 of this monograph in its natural and/or concentrated triglyceride/triacylglycerol form and/or its concentrated esterified form (BP 2023; Ph.Eur. 2023; Froese and Pauly 2022).

		Refer to Table 2 of the referenced monograph for minimum and maximum daily dose requirements of DHA and EPA in fish oil.



		Health Food Raw Material Directory – Fish oil (保健食品原料目录 鱼油), China

		Fish oil is divided into triglyceride type and ethyl ester type. The actual production process should include but not be limited to the following steps: 

Triglyceride fish oil production process

Crude fish oil is processed by deacidification, decolorization and other processes to obtain triglyceride fish oil; or by ethyl esterification, distillation, glycerol esterification, etc.

		Fish oil as a raw material for health food can be derived from fish oil, fish oil extracts, and polyunsaturated fish oil, and the technical requirements should meet, among others:

- DHA + EPA content ≥ 25 g/100g



		Egyptian Standard ES 8206/2018 Fish Oils, Egypt*

		Concentrated fish oils are derived from fish oils described in Sections 2.1 to 2.4 which have been subjected to processes that may involve, but are not limited to, hydrolysis, fractionation, winterization and/or re-esterification to increase the concentration of specific fatty acids.

(Codex-based, but it seems it has translation and application errors.)

		Highly concentrated fish oils: 35-50 % (w/w) of fatty acids, as sum of EPA and DHA.

Fatty acid (FA) composition of named fish oil and fish liver oil categories (anchovy, cod liver, tuna, krill, menhaden, wild salmon, and farmed salmon) shall fall within the appropriate ranges of Table 1 of this standard.



		GSO CXS 329:2024 – Fish Oils, Gulf Cooperation Council*

		Concentrated fish oils are derived from fish oils described in Sections 2.1 to 2.4 which have been subjected to processes that may involve, but are not limited to, hydrolysis, fractionation, winterization and/or re-esterification to increase the concentration of specific fatty acids.

		Concentrated fish oils:

35-50 % (w/w) of FA, as sum of EPA and DHA.

Highly concentrated fish oils:

≥ 50 % (w/w) of FA, as sum of EPA and DHA. 

Concentrated fish oils and highly concentrated fish oils shall contain at least 50 w/w % of FA as sum of EPA and DHA in the form of triglycerides and/or phospholipids.

Sample of fish oils shall fall within the appropriate ranges specified in Table 1 of this standard.



		Food Safety and Standards (Food Products Standards and Food Additives) Regulation, 2011 – Chapter 2.6. Fish and Fish Products, India.

		Concentrated fish oils are derived from fish oils which have been subjected to processes that may involve, but are not limited to, hydrolysis, fractionation, winterization and/or re-esterification to increase the concentration of specific fatty acids.

		Concentrated fish oils:

35-50 % (w/w) of FA, as sum of EPA and DHA in the form of TG and/or phospholipids.

Highly concentrated fish oils:

≥ 50 % (w/w) of FA, as sum of EPA and DHA in the form of triglycerides and/or phospholipids.

Sample of fish oils shall fall within the appropriate ranges specified in Table: Fatty acid (FA) composition of named fish oil and fish liver oil categories (expressed as percentage of total fatty acids), as applicable.



		Punjab Pure Food Regulations, 2018, 02.2.1.28 Fish Oils, Pakistan

		Codex-based. Concentrated fish oils are derived from fish oils described in this section above, which have been subjected to processes that may involve, but are not limited to, hydrolysis, fractionation, winterization and/or re-esterification to increase the concentration of specific fatty acids.

		Concentrated fish oils:

35-50 % (w/w) of FA, as sum of EPA and DHA.

Highly concentrated fish oils:

≥ 50 % (w/w) of FA, as sum of EPA and DHA in the form of triglycerides.

Concentrated fish oils and highly concentrated fish oils shall contain at least 50 w/w % of FA as sum of EPA and DHA in the form of triglycerides and/or phospholipids.



		Fish oil Standard. Notification of the Ministry of Public Health (No.422) B.E 2564 (2021), Thailand

		Concentrated fish oils are derived from fish oils described in this section above, which have been subjected to processes that may involve, but are not limited to, hydrolysis, fractionation, winterization and/or re-esterification to increase the concentration of certain fatty acids.

		Concentrated fish oils:

35-50 % (w/w) of FA, as sum of EPA and DHA.

Highly concentrated fish oils:

≥ 50 % (w/w) of FA, as sum of EPA and DHA in the form of triglycerides.

Concentrated fish oils and highly concentrated fish oils shall contain at least 50 w/w % of FA as sum of EPA and DHA in the form of triglycerides and/or phospholipids.



		Modificación del reglamento bromatológico nacional. Capítulo 17. Alimentos grasos. Decreto Nº 80/019, Uruguay

		Concentrated fish oil: is obtained from fish oils described in articles 17.2.11 to 17.2.16 subjected to processes that may involve (but are not limited to) hydrolysis, fractionation, refrigeration (winterization) and/or re-esterification, in order to increase the concentration of specific fatty acids.

		Concentrated fish oil:

It must contain a minimum of 35 % (w/w) of the total fatty acids as the sum of EPA and DHA and at least 50 % (w/w) of said fatty acids must be in the form of triglycerides. If the sum of EPA and DHA exceeds 50% (w/w) of the total fatty acids, it may be called "highly concentrated fish oil.



		NTP-CODEX Stan 329 2018. Norma Para Aceites de Pescado, Peru*

		Concentrated fish oils are obtained from the fish oils described in subchapters 2.1 to 2.4, subjected to processes involving, but not limited to, hydrolysis, fractionation, refrigeration, and/or re-esterification, to increase the concentration of specific fatty acids.

		Concentrated fish oils:

35-50 % (w/w) of FA, as sum of EPA and DHA.

Highly concentrated fish oils:

≥ 50 % (w/w) of FA, as sum of EPA and DHA in the form of triglycerides.

The fish oil samples described in subchapters 2.1 and 2.3 shall be within the appropriate ranges specified in Table 1 of this standard. 



		NTP 312.001:2023 Aceites Marinos. Definiciones, clasificación y requisitos, Peru*

		Concentrated fish oils are obtained from the fish oils described in subchapters 3.2.10 to 3.2.11, which have undergone processes involving, but not limited to, hydrolysis, fractionation, winterization, and/or transesterification (re-esterification) to increase the concentration of specific fatty acids.

		Concentrated fish oils:

35-50 % (w/w) of FA, as sum of EPA and DHA.

Highly concentrated fish oils:

≥ 50 % (w/w) of FA, as sum of EPA and DHA in the form of triglycerides.

Table 2 of this standard details the requirements for marine oils produced industrially for marketing purposes; it does not apply to domestic production in processing facilities.



		Food Safety Act 2013 (Republic Act No. 10611), Philippines

		“Codex standards shall be adopted except when these are in conflict with what is necessary to protect consumers and scientific justification exists for the action taken.”

		Same as CXS 329-2017



		Specification Standards for Fish Oil Health Food (魚油健康食品規格標準), Taiwan

		The fish oil products subject to these Standards are extracted from traditionally edible fish and made directly into food products in the forms of powder, capsules or tablets. They shall be based on mono formula only except for the use of antioxidants or excipients necessary for processing.

		The purity of the ω-3 fatty acids contained shall be 30-50%, on triglyceride form, calculated as the sum of EPA and DHA





References with an asterisk (*) must be purchased for access.





Table 2. Regulations and standards possibly applicable to rTGs.

		Document Name

		Definition/Application/Scope

		Parameters/Requirements

		Applies to rTGs?



		Resolução Da Diretoria Colegiada - RDC Nº 243, De 26 De Julho De 2019, Brazil

		The ingredients that are sources of nutrients, bioactive substances and enzymes referred to in art. 4° of this Resolution must fully comply with the specifications of identity, purity and composition established in at least one of the following references:

I - Brazilian Pharmacopoeia;

II - Officially recognized pharmacopoeias, according to Resolution - RDC No. 37, of July 6, 2009 , which deals with the admissibility of foreign pharmacopoeias, and their updates;

III - Food Code (Codex Alimentarius);

IV - Joint FAO/WHO Expert Committee on Food Additives (JECFA);

V - Food Chemicals Code (FCC);

VI - USP Dietary Supplement Compendium (DSC); or

VII - European Food Safety Authority (EFSA).

		The constituents authorized for use in the composition of dietary supplements are restricted to those provided for in Annexes I and II of Normative Instruction No. 28, of July 26, 2018 , which establishes the lists of constituents, usage limits, claims and complementary labeling of dietary supplements: Fish oil (specifications approved: CXS 329-2017, Ph.Eur., USP-NF), fish oil rich in DHA (specifications approved: CXS 329-2017, the specifications of the manufacturer Sofinol AS - Manno - Switzerland were approved), DHA obtained from tuna oil (specifications approved: Nu-Mega Ingredients Pty Ltd - Melbourne Victoria - Australia; BASF S/A -Ballerup - Denmark; BASF S/A Brattvag - Norway; FrieslanCampina - Kievit B.V. -Meppel - Netherlands; BASF Personal Care Nutrition -Illertissen - Germany; BASF Personal Care Nutrition -Brattvag - Norway; Polaris -Pleuven - France; Pronova Biopharma Norge AS -Sandefjord - Norway.)



		Those ingredients that are defined in official pharmacopoeias with composition/requirement for re-esterified triglycerides (rTG) rich in EPA and/or DHA. 



Compositional specifications are not disclosed or easily found.



		Seal Oil (NHP).

 Cod Liver Oil (NHP), Canada

		Both are standardized fixed oils (same as fish oil) and as such, the Fixed oil standard states: 

This monograph only covers naturally-occurring fatty acids in each fixed oil, including concentrated oils, but excludes fixed oils spiked with additional fatty acids

		Refer to Table 2 for minimum and maximum daily dose requirements of DHA, EPA and DPA in seal oil.

		Unclear if this monograph encompasses rTGs.



		SC/T 3503-2022 Polyunsaturated fish oil products (多烯鱼油制品), China

		Polyunsaturated fish oil is refined to have an iodine value greater than 140g/100g of oil and a combined content of EPA and DHA greater than 28% fish oil.

		Requirement applied to High Content TG product type: 

DHA + EPA content ≥ 50 g/100g

Requirement applied to Medium Content TG product type: 

DHA + EPA content: 35-50 g/100 g

Requirement applied to Low Content TG product type:

DHA + EPA content: 28-35 g/100g



		Unverified, but possibly yes.








image2.jpeg
GLOBAL ORGANIZATION FOR EPA ANDDHA OMEGA-3S




