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Topimax (Parallellimporterat)
Orifarm AB
Filmdragerad tablett 25 mg

Inga avvikelser.

Visa information om det parallellimporterade lakemedlet

Aktiv substans:
Topiramat

ATC-kod:
NO3AX11

Lakemedel fran Orifarm AB omfattas av Lakemedelsforsakringen.

Miljopaverkan

Miljéinformationen for topiramat ar framtagen av féretaget Janssen fér Topimax, Topimax®

Milj6risk: Anvandning av topiramat har bedomts medfora forsumbar risk for miljépaverkan.
Nedbrytning: Det kan inte uteslutas att topiramat ar persistent, da data saknas.
Bioackumulering: Topiramat har 1dg potential att bioackumuleras.

Detaljerad miljdinformation

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 = 0.03967496787 ug/L

Where:

A = total actual API sales in Sweden for the most recent year 289.5983057 kg (total sold amount API in the
most recent sales data for Sweden (2022) was distributed by IQVIA in 2023)
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R=0

P = number of inhabitants in Sweden = 10 *10°

V (L/day) = volume of wastewater per capita and day = 200 (ECHA default) (Reference VI)

D = factor for dilution of wastewater by surface water flow = 10 (ECHA default) (Reference VI)

Predicted No Effect Concentration (PNEC)

Ecotoxicological studies
Algae (Selenastrum capricornutum) (guideline e.g. OECD 201):
Algal growth inhibition test with the green alga (Selenastrum capricornutum) [Reference IJ:

EbC50 72 h (biomass) > 93 mg/L
NOEC, 72 h =93 mg/L
ErC50 (growth rate) 72 h > 93 mg/L

NOEC 72 h =93 mg/L

Crustacean (Daphnia magna) (water-flea) (guideline e.g. FDA 4.08):

Acute toxicity
Acute toxicity in the water-flea (Daphnia magna) [Reference Il]:

EC50 48 h (immobilization) >1000 mg/L NOEC (immobilization) = 1000 mg/L

Chronic toxicity
No data available

Fish:

Acute toxicity
Acute toxicity in the zebra fish (Brachydanio rerio) (guideline e.g. FDA 4.11) [Reference llI]:

LC50 96 h (mortality) > 2400 mg/L
NOEC (mortality) < 75 mg/L

Chronic toxicity
No data available

Other ecotoxicity data:

Activated sludge respiration inhibition test (guideline e.g. OECD 209) [Reference IV]:
EC;, 3h > 1000 mg/L

NOEC 3h = 1000 mg/L

PNEC (ug/l) = lowest EC,,/1000, where 1000 is the assessment factor used. ECs, for the green alga

Pseudokirchneriella subcapitata 93 mg/L has been used for this calculation since it is the most sensitive of
the three tested species.

PNEC = 93 mg/L/1000 = 93 ug/L
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Environmental risk classification (PEC/PNEC ratio)

PEC/PNEC = 0.03967496787 pg/L / 93 pg/L = 0.000426613, i.e. PEC/PNEC < 0.1

Conclusion for environmental risk:
Use of Topiramate has been considered to result in insignificant environmental risk.

Degradation
Biotic degradation
No data on degradation available.

Conclusion for degradation:
The potential for persistence of Topiramate cannot be excluded due to lack of data.

Abiotic degradation
Hydrolysis: -
Photolysis: -

Bioaccumulation
Partition coefficient octanol/water:

The partition coefficient octanol/water was determined using potentiometric titration in octanol/water.
[Reference V] log KOW = 0.5 (pH = 6.0)

Bioconcentration factor (BCF):
No data available

Conclusion for bioaccumulation: As log KOW < 4, Topiramate has low potential for bioaccumulation.

Excretion (metabolism)

PBT/vPvB assessment
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