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3A. Department Responsible
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Ministry of Health and Care Services
Department of Public Health
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NO-0030 Oslo
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5. Title

Draft Regulation (vitamins and minerals) amending the Norwegian Regulation on the addition of
vitamins, minerals and certain other substances to foods.




Products and/or Services Concerned

C50A - Foodstuffs

C80A - Additives, vitamins, minerals and flavourings

Notification under another Community Act

[] Regulation (EC) n° 315/93 on contaminants in food

[] Regulations (EC) n° 852/853/854/2004 relating to the hygiene of foodstuffs

Regulation (EC) n°® 1924/2006 concerning nutrition and health claims made on foods

Regulation (EC) n° 1925/2006 concerning the addition of vitamins and minerals and certain other
substances to foods

Directive 94/62/EC on packaging and packaging waste

Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 October 2011 on the
provision of food information to consumers

HE S J=

Directive 2006/123/EC on services in the internal market
[] Information society services only

or specify provisions

[] 9quantitative or territorial restrictions [] obligation to take a specific legal form

O requirements which relate to the shareholding of a O requirements which reserve access to particular

company providers

[[] aban on having more than one establishment in O requirements fixing a minimum number of
the territory of the same State employees

O fixed tariffs with which the provider must comply O obligation to supply other specific services




[ | other/Additional Information

Main Content

Regulation (EC) No 1925/2006 of the European Parliament and of the Council on the addition of
vitamins and minerals and of certain other substances to foods, is incorporated in No 54zzzu of
Chapter XII of Annex Il to the EEA-agreement, and implemented in national law in Section 1 of the
Norwegian Regulation No 247 of 26 February 2010 on the addition of vitamins, minerals and
certain other substances to foods.

The draft Regulation amends and replaces the supplementary national provisions relating to the
addition of vitamins and minerals to foods in Chapter Il of the Norwegian Regulation No 247 of 26
February 2010 on the addition of vitamins, minerals and certain other substances to foods.

Section 2. Scope of the Chapter

The national provisions of Chapter Il of the draft Regulation apply in addition to and supplement the
provisions on vitamins and minerals in Section 1, ref. Regulation (EC) No. 1925/2006. This means,
inter alia, that the national provisions on vitamins and minerals of Chapter Il of the draft Regulation:
- do not apply to food supplements covered by Directive 2002/46/EC (ref. article 1 (2) of Regulation

LM\ Al Aannrinnne)

Brief Statement of Grounds

The aim of the draft Regulation is to ensure the proper use of vitamins and minerals added to
foods. No common maximum quantities for the addition of vitamins and minerals to foodstuffs have
been laid down in accordance with Article 6 (1) of Regulation (EC) No 1925/2006 of the European
Parliament and of the Council on the addition of vitamins and minerals and of certain other
substances to foods.

The Ministry of Health and Care Services finds that, in the interests of protecting human health,
there is a need for national regulation until common rules have been introduced in the EEA.




10. Reference Documents, Basic Texts

[ ] No Basic Text exists
D Limit the marketing or use of a chemical substance, preparation or product

[O] References of the Basic Texts

Norwegian Act No 124 of 19 December 2003 relating to food production and food safety etc.
(Food Act).

Regulation (EC) No 1925/2006 of the European Parliament and of the Council on the addition
of vitamins and minerals and of certain other substances to foods.

|:| Basic Texts have been forwarded within the Reference of previous notification(s)
framework of a previous notification | | / | | / | |
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11. Invocation of the Urgency Procedure

D Yes

12. Grounds for the Urgency

13. Confidentiality

D Yes




14. Fiscal measures

[ ] Yes

15. Impact assessment

[ ] Yes (in a separate file)

or specify

Please see the Norwegian national public consultation:
https://lwww.mattilsynet.no/mat_og_vannftilsatte_stoffer/tilsatte_vitaminer_mineraler_og_andre_stoffer/na
sjonal_forskriftsbestemmelse_om_tilsetning_av_vitaminer_eller_mineraler_til_vanlige_naeringsmidler.29
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16. TBT and SPS aspects

TBT aspect

O] Yes

E] No - The draft is not a technical regulation nor a conformity assessment
[] No - The draft is in conformity with an international standard

[] No - The draft has no significant impact on international trade

SPS aspect

[ ] Yes

@] No - The draft is not a sanitary or phytosanitary measure

[] No — Content is the same as that of an international standard, directive or recommendation

E] No - The draft has no significant impact on international trade
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			 TBT un SPS aspekti
			  L-aspetti TBT u SPS
			  TBT- en SPS-aspecten
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			 Нe - Проектът няма значим ефект за международната търговия.
			 Ne - Návrh nemá podstatný vliv na mezinárodní obchod.
			 Nej - Udkastet har ingen særlig indvirkning på international handel.
			 Nein - Der Entwurf hat keine wesentlichen Auswirkungen auf den internationalen Handel.
			 Όχι - Το σχέδιο δεν έχει ουσιαστική επίδραση στο διεθνές εμπόριο.
			 No - The draft has no significant impact on international trade
			 No - El proyecto no tendrá un efecto perceptible sobre el comercio internacional.
			 Ei - Eelnõul puudub märkimisväärne mõju   rahvusvahelisele kaubandusele.
			 Ei - Ehdotuksella ei ole merkittävää vaikutusta    kansainväliseen kauppaan.
			 Non - Le projet n’a pas un effet notable sur le commerce international.
			 Ne – Nacrt nema značajan utjecaj na međunarodnu trgovinu
			 Nem - A projektnek nincs jelentős hatása a nemzetközi kereskedelemre.
			 No - Il progetto non ha un impatto rilevante sul commercio internazionale.
			 Ne - Projektas nedaro didelės įtakos tarptautinei prekybai.
			 Nē - Projektam nav būtiskas ietekmes uz     starptautisko tirdzniecību.
			 Le - L-abbozz m’għandux effett importanti fuq il-kummerċ internazzjonali.
			 Nee- Het ontwerp heeft geen grote invloed op de internationale handel.
			 Nie - Projekt nie wpłynie znacząco na handel międzynarodowy.
			 Não - O projecto não tem impacto significativo no comércio internacional.
			 Nu - Proiectul nu are un efect semnificativ asupra comerţului internaţional.
			 Nie – Návrh nemá významný vplyv na medzinárodný obchod.
			 Ne - Osnutek ne bo imel bistvenega vpliva na mednarodno trgovino.
			 Nej - Projektet har ingen nämnvärd inverkan på internationell handel.
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	txt_MainContent: Regulation (EC) No 1925/2006 of the European Parliament and of the Council on the addition of vitamins and minerals and of certain other substances to foods, is incorporated in No 54zzzu of Chapter XII of Annex II to the EEA-agreement, and implemented in national law in Section 1 of the Norwegian Regulation No 247 of 26 February 2010 on the addition of vitamins, minerals and certain other substances to foods.

The draft Regulation amends and replaces the supplementary national provisions relating to the addition of vitamins and minerals to foods in Chapter II of the Norwegian Regulation No 247 of 26 February 2010 on the addition of vitamins, minerals and certain other substances to foods.

Section 2. Scope of the Chapter

The national provisions of Chapter II of the draft Regulation apply in addition to and supplement the provisions on vitamins and minerals in Section 1, ref. Regulation (EC) No. 1925/2006. This means, inter alia, that the national provisions on vitamins and minerals of Chapter II of the draft Regulation:
- do not apply to food supplements covered by Directive 2002/46/EC (ref. article 1 (2) of Regulation (EC) No 1925/2006),
- apply without prejudice to specific provisions laid down in certain Community legislation (ref. article 1 (3) of Regulation (EC) No 1925/2006),
- apply in addition to and supplement the provisions on the addition of vitamins and minerals of articles 3 to 7 of Chapter II of Regulation (EC) No 1925/2006.

Section 3. Conditions for the addition of vitamins and minerals to foods

According to Section 3 of the draft Regulation, it is only permitted to add vitamins and minerals to foods in accordance with the conditions stipulated in the "positive list" in Annex 1. The "maximum" values specified in the “positive list” in Annex 1, are deemed safe by the Norwegian Food Safety Authority on the basis of safety assessments performed by the Norwegian Scientific Committee for Food and Environment and by the Norwegian Institute of Public Health.

Section 4. The notification requirement when adding vitamins and minerals contrary to the conditions in Annex 1

If a food business operator wishes to add vitamins or minerals to foods, and the addition is not in compliance with the conditions in Annex 1, the food business operator must, according to Section 4 of the draft Regulation, give notice of the addition to the Norwegian Food Safety Authority.

The notification must contain all the information required in Annex 2.

The food business operator may commence using the addition six months after the notification is deemed to have been submitted. If the notification contains data that has already been submitted, assessed and approved in another EEA country and this assessment has been sent to the Norwegian Food Safety Authority, the food business operator may use the addition three months after the notification is deemed to have been submitted. If required, the Norwegian Food Safety Authority may extend this period from three to six months, and must notify the food business operator of this.

The notification is deemed to have been submitted when the Norwegian Food Safety Authority has sent confirmation to the food business operator that all information required in Annex 2 has been received.

The notification applies exclusively to the addition of the relevant vitamins and minerals to the specific food. The notified addition can only be used in accordance with the information in the notification and provided that the Norwegian Food Safety Authority has not laid down an individual decision prohibiting the addition or setting other restrictions on the addition to those stipulated in the notification.

Prior to the expiration of the deadlines for when a notified addition can be used by the food business operator, and at any time after use of the addition has commenced, the Norwegian Food Safety Authority may lay down an individual decision that prohibits or places other restrictions on the addition to those stipulated in the notification, including time limit or restriction on use in certain food categories. Given that the food in question originate within the EEA, according to the rules of origin in Protocol 4 to the EEA Agreement, and is legally placed on the market in another EEA state, the provisions of the Norwegian Act No 13 of 12 April 2013 relating to the free movement of goods within the EEA (EEA Goods Act), cf. Regulation (EC) No 764/2008, shall apply.

Section 5 Requirements for submitting information regarding the name and address of the food business operator, the name of the product, list of ingredients and nutrition declaration to the Norwegian Food Safety Authority.

For the purposes of monitoring the market for foodstuffs to which vitamins or minerals are added, according to Section 5 of the draft Regulation, the food business operator that is responsible for the initial placing on the Norwegian market of a food that contains added vitamins or minerals in accordance with the requirements in Annex 1 must, before the food can be placed on the Norwegian market, send information to the Norwegian Food Safety Authority about:
- the name and address of the food business operator,
- the name of the product,
- list of ingredients and
- nutrition declaration.

Subsequent changes to the information that is sent to the Norwegian Food Safety Authority and notice of the permanent cessation of the placing of the food on the Norwegian market, must also be sent to the Norwegian Food Safety Authority.

Foods that do not contain added vitamins or minerals other than sodium, chloride or potassium are exempt from the requirements to submit such information.

Section 15 Fees for specific services

According to Section 15 of the draft Regulation, the food business operators shall pay fees pursuant to the Norwegian Regulation No 406 of 13 February 2004 relating to the payment of fees for specific services provided by the Norwegian Food Safety Authority, for the Norwegian Food Safety Authority’s processing of notifications pursuant to Section 4, regarding the addition of vitamins or minerals to foods.

Section 16. The Norwegian Food Safety Authority’s issuing of Regulations for amendments in Annex 1 and 2

Immediately after having completed the processing of notifications pursuant to Section 4 regarding the addition of vitamins or minerals to foods, the Norwegian Food Safety Authority shall, according to Section 16 of the draft Regulation, propose and issue Regulations that make the necessary amendments to Annex 1 and, when required, can also stipulate separate requirements for identity and purity.

If required, the Norwegian Food Safety Authority may also, at its own initiative and at any time, propose or issue Regulations that amend Annex 1 and 2.

Administrative appeals and court review

According to the general provisions of the Norwegian Act 10 February 1967 relating to the public administration, administrative appeals against individual decisions of the Norwegian Food Safety Authority, on prohibitions or restrictions on the addition of vitamins and minerals to foods, may be lodged with the Ministry of Health and Care Services.

Administrative decisions may also be reviewed by the general Norwegian courts.

Equivalence to other notifications

In its structure, this draft Regulation on the addition of vitamins and minerals to foods is similar to the simultaneously notified Norwegian draft Regulation on the addition of certain other substances than vitamins and minerals to foods.

The two notified Norwegian draft Regulations, are also, in their structure, quite similar to the two former Danish notifications of draft Regulations on the addition of vitamins and minerals to foods (Notification No 2014/203/DK) and specific substances other than vitamins and minerals to foods (Notification No 2010/793/DK, which is a resubmission of Notification No 2010/400/DK), towards which the Commission has expressed favourable opinions.

	num9: 9.
	lbl_StatementGrounds: Brief Statement of Grounds
	cb_CSA2: Off
	cb_CSA3: Off
	cb_CSA4: Off
	cb_CSA5: Off
	cb_CSA6: Off
	cb_CSA7: Off
	cb_CSA8: Off
	cb_CSA9: Off
	cb_CA8: Off
	cb_Ref1: Off
	lbl_Ref1: No Basic Text exists
	cb_Ref2: Off
	lbl_Ref2: Limit the marketing or use of a chemical substance, preparation or product
	txt_CommAct0: 

	cb_Ref3: Yes
	cb_Ref4: Off
	lbl_Ref4: Basic Texts have been forwarded within the framework of a previous notification
	lbl_Ref3: References of the Basic Texts
	lbl_Ref5: Reference of previous notification(s)
	Separator: /
	txt_RefNotYear1: 
	txt_RefNotNum1: 
	txt_RefNotCountry1: 
	txt_RefNotYear2: 
	txt_RefNotNum2: 
	txt_RefNotCountry2: 
	num10: 10.
	lbl_RefDocBasicText: Reference Documents, Basic Texts
	txt_StatementGrounds: The aim of the draft Regulation is to ensure the proper use of vitamins and minerals added to foods. No common maximum quantities for the addition of vitamins and minerals to foodstuffs have been laid down in accordance with Article 6 (1) of Regulation (EC) No 1925/2006 of the European Parliament and of the Council on the addition of vitamins and minerals and of certain other substances to foods.

The Ministry of Health and Care Services finds that, in the interests of protecting human health, there is a need for national regulation until common rules have been introduced in the EEA.


	txt_GroundsEmergency: 

	num12: 12.
	lbl_GroundsEmergency: Grounds for the Urgency
	num13: 13.
	lbl_Confidentiality: Confidentiality
	lbl_Yes: Yes
	cb_Confidentiality: Off
	txt_Ref3: Norwegian Act No 124 of 19 December 2003 relating to food production and food safety etc. (Food Act).

Regulation (EC) No 1925/2006 of the European Parliament and of the Council on the addition of vitamins and minerals and of certain other substances to foods.

Regul



	txt_Confidentiality: 

	cb_InvocProcedure: Off
	num11: 11.
	lbl_InvocEmergency: Invocation of the Urgency Procedure
	num14: 14.
	lbl_FiscMeas: Fiscal measures
	cb_FiscMeas: Off
	cb_ImpactAss: Off
	lbl_YesSep: Yes (in a separate file)
	lbl_CommServ2: or specify provisions
	txt_CommServ2: 
	lbl_ImpactSpec: or specify
	txt_ImpactSpec: Please see the Norwegian national public consultation: https://www.mattilsynet.no/mat_og_vann/tilsatte_stoffer/tilsatte_vitaminer_mineraler_og_andre_stoffer/nasjonal_forskriftsbestemmelse_om_tilsetning_av_vitaminer_eller_mineraler_til_vanlige_naeringsmidler.29921
	num15: 15.
	lbl_ImpactAss: Impact assessment
	num16: 16.
	lbl_TBTSPS: TBT and SPS aspects
	cb_CA1: Off
	cb_CA2: Off
	cb_CA3: Off
	cb_CA4: Yes
	lbl_CommAct1: Regulation (EC) nº 315/93 on contaminants in food
	lbl_CommAct2: Regulations (EC) nº 852/853/854/2004 relating to the hygiene of foodstuffs
	lbl_CommAct3: Regulation (EC) nº 1924/2006 concerning nutrition and health claims made on foods
	lbl_CommAct4: Regulation (EC) nº 1925/2006 concerning the addition of vitamins and minerals and certain other substances to foods
	lbl_TBTAsp: TBT aspect
	lbl_SPSAsp: SPS aspect
	cb_TBTAsp1: Yes
	cb_TBTAsp2: Off
	cb_TBTAsp3: Off
	cb_TBTAsp4: Off
	cb_SPSAsp1: Off
	cb_SPSAsp2: Yes
	cb_SPSAsp3: Off
	cb_SPSAsp4: Off
	lbl_TBTAspNo1: No - The draft is not a technical regulation nor a conformity assessment
	lbl_TBTAspNo2: No - The draft is in conformity with an international standard
	lbl_TBTSPSAspCommon: No - The draft has no significant impact on international trade
	lbl_SPSAspNo1: No - The draft is not a sanitary or phytosanitary measure
	lbl_SPSAspNo2: No – Content is the same as that of an international standard, directive or recommendation
	FormTitle: Notificación - Oznámení - Notifikation - Notifizierung - Teavitamine - Γνωστοποίηση - Notification - Notification - Notifica - Pieteikums - Pranešimas - Bejelentés - Notifika - Kennisgeving - Zawiadomienie - Notificacão - Hlásenie-Obvestilo - Ilmoitus - Anmälan - Нотификация - Notifikacija
	lbl_DirTitle: Directive (EU) 2015/1535
	version: 1.3
	versionLbl: v.


