PHILIP MORRIS

INTER ATI

Substance Information Document Spearmint oil July 31, 2024

Substance Information Document

Spearmint oil

1. Substance identity

Name Spearmint oil

Synonyms Mint oil
Curled mint oil
Aceites

Hierbabuena
Curled mint oil

FEMA 3032
IUPAC Name N/A*
CAS 8008-79-5

*Non answered, IUPAC Name was not found.

2. Toxicological information

Spearmint oil is constituted for the majority by carvone (67%) and limonene (11.5%), which are
determining the characteristic flavor (IOFI/IFRA Labeling Manual 2020, FEMA). The estimated daily
intake according to FEMA is 490 pg/person/day (with 14 ug of unidentified constituents).

Spearmint oil is considered a category 2 skin irritant and skin sensitizer, classified in accordance with
the criteria outlined in Annex | of the CLP Regulation (1272/2008/EC). Data on spearmint extract (OECD
405; CAS 84696-51-5) showed fully reversible eye irritation (ECHA Reach dossier).

Oral acute toxicity and dermal acute toxicity were determined in an OECD 401 and OECD 402 studies
with a LDso of 25000 mg/kg bw (ECHA Reach dossier). No substance-specific acute inhalation data are
available.

No substance-specific data are available for repeated dose toxicity studies. A subchronic 13-week oral
gavage study (non-OECD) with d-carvone (CAS 2244-16-8) in rats determined a NOAEL of <93 mg/kg
bw/day based on the decreased male body weights and increased liver and kidney weights in males as
well as females (ECHA Reach dossier).

Spearmint oil was negative (non-mutagenic) when assessed in the Ames and chromosomal aberration
assay in vitro and micronucleus assay in vivo. Negative results were also shown when carvone was
tested in the same assays (FEMA, ECHA Reach dossier).

Read-across data with d-carvone (OECD 416, Two-Generation Reproduction Toxicity Study, CAS 2244-
16-8) showed no adverse effects on fertility (NOAEL > 90 mg/kg bw/day, maximum dose tested).
Another read-across OECD 414 study with d-carvone showed a NOAEL > 200 mg/kg bw/day for
developmental toxicity (maximum dose tested) (ECHA Reach dossier). An OECD 414 prenatal
developmental toxicity study in rats showed a LOAEL = 125 mg/kg/day for |-carvone (CAS 6485-40-1),
based on decrease in mean body weights of fetuses, transitional findings of supraoccipital bone,
sternebrae, vertebrae, and malformations of the ribs (RIFM). NOAEL (maternal toxicity) was
established as 250 mg/kg bw/day (OECD 414) (maximum dose tested).

Based on their 14-step approach, FEMA considered spearmint oil as GRAS.
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3. Addictiveness and attractiveness

No substance specific data were identified.
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https://www.sciencedirect.com/science/article/pii/S027869151930660X?via%3Dihub
https://www.sciencedirect.com/science/article/pii/S027869151930660X?via%3Dihub
https://www.femaflavor.org/flavor-library/spearmint-oil-mentha-spicata-l
https://efsa.onlinelibrary.wiley.com/doi/pdf/10.2903/j.efsa.2012.2541
https://efsa.onlinelibrary.wiley.com/doi/pdf/10.2903/j.efsa.2012.2541
https://efsa.onlinelibrary.wiley.com/doi/pdf/10.2903/j.efsa.2012.2541
https://echa.europa.eu/fr/registration-dossier/-/registered-dossier/20979/7/9/2
https://echa.europa.eu/fr/registration-dossier/-/registered-dossier/12336/7/9/2
https://pubchem.ncbi.nlm.nih.gov/substance/363905449
https://ec.europa.eu/health/scientific_committees/emerging/docs/scenihr_o_051.pdf

