FASS ()

Tibinide® MR F

Viatris
Tablett 300 mg
(vit, rund, plan med brytskara, 10 mm)

Medel mot tuberkulos

Aktiv substans:
Isoniazid

ATC-kod:
J04ACO1

Lakemedel fran Viatris omfattas av Lakemedelsforsakringen.

Miljopaverkan

Miljoinformationen for isoniazid ar framtagen av
foretaget Meda for Nydrazid

Miljorisk: Risk for miljopaverkan av isoniazid kan inte uteslutas da
det inte finns tillrackliga ekotoxikologiska data.
Nedbrytning: Det kan inte uteslutas att isoniazid ar persistent, da

data saknas.
Bioackumulering: Isoniazid har Iag potential att bioackumuleras.
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Detaljerad miljéinformation

Environmental Risk Classification

Predicted Environmental Concentration (PEC)

PEC is calculated according to the following formula:
PEC(ng/L) = (A*10%%(100-R))/(365*P*V*D*100) = 1.37*107°
*A(100-R)

PEC = 0,012 pg/L

Where:

A = 86,3964 kg (total amount API of isoniazid in Sweden year 2021,
data from IQVIA). (Ref. 1)

R = removal rate = 0% (no data available)

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

V (L/day) = volume of waste water per capita and day = 200 (ECHA
default) (Ref. 2)

D = factor for dilution of waste water by surface water flow = 10
(ECHA default) (Ref. 2)

Predicted No Effect Concentration (PNEC)

Ecotoxicological studies
Daphnia magna (Crustacean) (Ref. 3)
EC50 24 hours (immobility): 0,406 mg/L (OECD 202, 1984)

Daphnia magna (Crustacean) (Ref. 4)
EC50 24 hours (immobility): 84,6 mg/L (OECD 202, 1980)
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Risk of environmental impact of isoniazid cannot be excluded, since
there is not sufficient ecotoxicity data available.

Degradation
No degradation data available.

Bioaccumulation
An experimentally derived Log KOW of -0,70 (unknown method)

(Ref. 5) indicates that isoniazid has low potential for
bioaccumulation.
Log P <4 which justifies use of the phrase “Isoniazid has low

potential for bioaccumulation”.

Excretion (metabolism)

Within 24 hours between 75 and 95% of a given dose is excreted
via the kidneys, mostly as inactive metabolite. Less than 10% is
excreted via feces. Predominant excretion products in urine are
N-acetylisoniazid and isonicotinic acid. (Ref. 6)
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