FASS ()

Rebetol W

MSD

Kapsel, hard 200 mg

Avregistreringsdatum: 2023-10-18 (Tillhandahalls ej) (vit,
ogenomskinlig, markt Rebetol 200 mg och SP-logo i blatt tryck)

Virushammande medel for systemiskt bruk, virushammande
medel mot HCV-infektioner

Aktiv substans:
Ribavirin
ATC-kod:
JO5APO01

For information om det avregistrerade lakemedlet omfattas av
Lakemedelsforsakringen, kontakta Lakemedelsforsakringen.

Las mer om avregistrerade lakemedel

Miljopaverkan

Ribavirin

Miljorisk: Anvandning av ribavirin har bedomts medfdra forsumbar

risk for miljopaverkan.
Nedbrytning: Det kan inte uteslutas att ribavirin ar persistent, da
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data saknas.
Bioackumulering: Ribavirin har 1ag potential att bioackumuleras.

Detaljerad miljéinformation

Environmental Risk Classification

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

PEC (ug/L) = (A*109%(100-R))/(365*P*V*D*100) = 1.37*10°°
*A(100-R)

PEC = 0.00004 ug/L

Where:

A = 0.3 kg (total sold amount APl in Sweden year 2021, data from
IQVIA) (Ref. 1)

R = 0 % removal rate (worst case assumption)

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

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

D = factor for dilution of waste water by surface water flow = 10
(ECHA default) (Ref. II)

Predicted No Effect Concentration (PNEC)

Ecotoxicological studies
Algae (Selenastrum capricornutum) (OECD 201) (Reference lll):
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NOEC 96 h (growth rate) = 6900 ug/L

Crustacean, water flea (Daphnia magna):
Acute toxicity
EC., 48 h (mortality) >117000 pg/L (OECD 202) (Ref. IV)

Fish, rainbow trout (Oncorhynchus myKkiss):
Acute toxicity
EC., 96 h (mortality) >119000 ug/L (OECD 203) (Ref. V)

PNEC = 6.9 ug/L (6900 ug/L/ 1000 based on the most sensitive
NOECfor the algae and an assessment factor (AF) of 1000)

Environmental risk classification (PEC/PNEC ratio)

PEC/PNEC = 0.00004/6.9= 5,9E-06, i.e. PEC/PNEC < 0.1 which
justifies the phrase “Use of ribavirin has been considered to result
in insignificant environmental risk.”

Degradation

No degradation studies on ribavirin have been conducted. The
potential for persistence of ribavirin cannot be excluded, due to
lack of data.

Bioaccumulation

Partitioning coefficient: (OECD 117) (Ref. VI);
Log KOW = 0.971

Justification of chosen bioaccumulation phrase:
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Since log Kow <4 the substance has low potential for

bioaccumulation.
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