
Botanical flavourings - ad hoc meeting
Specifications  

Agenda

1. How specifications are set in authorizing regulations
1.1. Established approach for essential oils – the example of juniper oil
1.2. Other extracts – challenges with juniper tincture

2. Proposed standard approach for specifications (for extracts other than 
essential oils)
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BOTA ad hoc meeting

1.1. Established approach for essential oils

SIn reply Juniper oil (02/02/2021) 

EFSA Journal 2023;21(4):7977
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BOTA ad hoc meeting

1.1. Established approach for essential oils

Specifications in the authorizing regulation
= specifications reported in the EFSA opinion
= specifications proposed by the applicant

Regulation (EU) 2024/2414 – Juniper oil
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BOTA ad hoc meeting

1.2. Other extracts – challenges with juniper tincture

SIn reply Juniper tincture (31/01/2023) 

EFSA Journal 2023;21(4):7977



02/04/2025 09:32 6

BOTA ad hoc meeting

1.2. Other extracts – challenges with juniper tincture

SIn reply Juniper tincture (31/01/2023) 
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Regulation (EU) 2024/2414 – Juniper tincture

BOTA ad hoc meeting

1.2. Other extracts – challenges with juniper tincture

Specifications in the authorizing regulation ≠ specifications reported in the EFSA opinion
(inclusion of alpha pinene at max. measured concentrations)
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Regulation (EU) 2024/2414 – Juniper tincture

BOTA ad hoc meeting

1.2. Other extracts – challenges with juniper tincture

Inclusion of alpha Pinene at max. measured concentration not understood by the applicant because:

• Inconsistent with the treatment of other parameters, such as dry matter and tannins

• No safety concerns
• juniper tincture at max. proposed level of 45 mg/kg feed
 ca. 0.0029 mg alpha pinene/kg feed while safe level 5 mg/kg

• No EFSA recommendations towards alpha-pinene in the opinion

• The applicant did not know that alpha pinene would be included in the specifications while
working on the dossier. An upper range of 0.01% was proposed later but refused by the EC. 
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Proposed approach for specifications: 

- EC draft based on specifications reported in EFSA opinion (paragraphs 
“Characterization of ADDITIVE” and “Recommendations”)

- If an additional constituent should be included (e.g. to better define the 
additive):
- Should accommodate natural variability (= cannot be based on 

analysis of 5 batches) (applicant to be consulted)
- Upper range for this constituent to be considered in the safety 

assessment

BOTA ad hoc meeting

2. Proposed standard approach for specifications
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