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Bortezomib Teva

Teva

Pulver till injektionsvatska, |6sning 3,5 mg
(Vit till gulvit kaka eller pulver)

Cytostatiska/cytotoxiska medel, ovriga cytostatiska/cytotoxiska medel

Aktiv substans:
Bortezomib

ATC-kod:
LO1XGO1

Lakemedel fran Teva omfattas av Lakemedelsforsakringen.

Miljopaverkan

Miljdinformationen for bortezomib ar framtagen av foretaget Janssen-Cilag fér VELCADE ®

Miljorisk: Anvandning av bortezomib har bedémts medféra férsumbar risk for miljopaverkan.
Nedbrytning: Det kan inte uteslutas att bortezomib &r persistent, dd data saknas.
Bioackumulering: Bortezomib har 1ag potential att bioackumuleras.

Detaljerad miljdinformation

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 = 0.000022418 pg/L

Where:
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A = total actual API sales in Sweden for the most recent year 0.16363573345 kg (total sold amount APl in
the most recent sales data for Sweden (2022) was distributed by IQVIA in 2023)

R=0

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

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

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

Predicted No Effect Concentration (PNEC)

Ecotoxicological studies
Algae (Scenedesmus subspicatus) (guideline e.g. OECD 201) [Reference I]:
EyCg, 72 h (yield) = 0.30 mg/L

NOECYy (yield) = 0.10 mg/L
ErC50 72 h (growth) = 0.46 mg/L

NOECr (growth) = 0.10 mg/L

Crustacean (Daphnia magna) (water-flea) (guideline e.g. OECD 202) [Reference II]:

Acute toxicity
Acute toxicity to water-flea (Daphnia magna)

EC., 48 h = 0.45 mg/L (Immobility)
NOEC = 0.17 mg/L

Chronic toxicity
Not available

Fish:

Acute toxicity
Acute toxicity to zebra fish (Brachydanio rerio) (guideline e.g. OECD 203) [Reference IlI]:

LC50 96 h (mortality) = 1.1 mg/L
NOEC < 0.46 mg/L

Chronic toxicity

Not available

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

NOEC 3 h = 714 mg/L

PNEC (pg/l) = lowest EC,,/1000, where 1000 is the assessment factor used. ECsy for the alga

Scenedesmus subspicatus (0.46 mg/L) and EC50 for Daphnia magna (0.45 mg/L) have been used for this
calculation since these two species are the most sensitive of the three tested species and for algae, growth
is the most reliable endpoint.
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PNEC = 0.45 mg/L/1000 = 0.45 pg/L

Environmental risk classification (PEC/PNEC ratio)
PEC/PNEC = 0.000022418/0.45 = 0.00004981 i.e. PEC/PNEC < 0.1

The calculated PEC/PNEC ratio is < 0.1.
Use of Bortezomib has been considered to result in insignificant environmental risk.

Degradation

Biotic degradation

Ready degradability:

Not available.

Inherent degradability: -

Simulation studies:

Not available.

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

Abiotic degradation
Hydrolysis: -
Photolysis: -
Bioaccumulation

Partition coefficient octanol/water:
The partition coefficient octanol/water was to determined to be log KOW = 2.8 using unknown internal

method. According to ChemSpider ACD/Percepta the log KoW = 2.45. [Reference VI].

Bioconcentration factor (BCF):

According to ChemSpider ACD/BCF (pH7.4) = 15.60. [Reference VI]

Since BCF < 500, Bortezomib has low potential for bioaccumulation.

Conclusion for bioaccumulation: Bortezomib has low potential for bioaccumulation.

Excretion (metabolism)

PBT/vPvB assessment

PBT-criteria Results for Bortezomib

P DT50 freshwater > 40 days or No data available
DT50 sediment > 120 days

B BCF > 2000 BCF = 15.60
T Chronic NOEC < 0.01 mg/L or NOECalgae = 0.10 mg//L
CMR or endocrine disrupting NOEC = 0.17 mg/L
daphnia '
NOECfish = 0.45 mg/L
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The PBT-criteria are not fulfilled. Therefore, Bortezomib is not considered a PBT-substance.
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