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Medel vid tumoérsjukdomar

Aktiv substans:
Metylaminolevulinat

ATC-kod:
LO1XDO3

Lakemedel fran Galderma Nordic omfattas av Lakemedelsforsakringen.

Miljopaverkan

Metylaminolevulinat

Milj6risk: Risk for miljopaverkan av metylaminolevulinat kan inte uteslutas da det inte finns tillrackliga
ekotoxikologiska data.

Nedbrytning: Det kan inte uteslutas att metylaminolevulinat &r persistent, da data saknas.
Bioackumulering: Metylaminolevulinat har 1dg potential att bioackumuleras.

Detaljerad miljéinformation

Environmental Risk Classification
Predicted Environmental Concentration (PEC)
PEC is calculated according to the following formula:

PEC (ug/L) = (A*10%%(100-R))/(365*P¥V*D*100) = 1.37¥10°%*A%(100-R)
PEC = 4,28 10 pg/L

Where:
A = 3,1212 kg (total sold amount API in Sweden year 2022, data from IQVIA)
R = 0 (No data for the removal rate is available)

P = number of inhabitants in Sweden = 10%10°
V (L/day) = volume of wastewater per capita and day = 200 (ECHA default) (Reference 1)
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D = factor for dilution of waste water by surface water flow = 10 (ECHA default) (Reference 1)

According to the European Medicines Agency guideline on environmental risk assessment of medicinal
products (EMA/CHMP/SWP/4447/00), use of methyl aminolevulinat is unlikely to represent a risk for the
environment, because the predicted environmental concentration (PEC) is below the action limit 0.01 ug/L.

Environmental risk classification (PEC/PNEC ratio)
Absence of dedicated environmental data justifies the phrase "Risk of environmental impact of methyl
aminolevulinat cannot be excluded, since no ecotoxicity data are available".

Degradation
The potential for persistence of methyl aminolevulinat cannot be excluded, due to lack of data.

No systemic study on the degradation or biodegradation of methyl aminolevulinate hydrochloride has been
carried out. In absence of OECD 301-, 302- or 308-studies or abiotic studies, the substance should be
regarded as potentially persistent. Methyl aminolevulinate is a methyl ester of 5-aminolevulinic acid (ALA).
ALA is abundant in the biosphere and an endogenous compound in all living cells.

Bioaccumulation
Partitioning coefficient:
Log DOW =-1.93 at pH 7.4 (OECD 107) (Reference 2).

Justification of chosen bioaccumulation phrase:
Since log DOW < 4 at pH 7.4, the substance has low potential for bioaccumulation.
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