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Skin irritation in vivo , OECD 404/EU B.4: not irritating

Eye irritation in vivo, OECD 405/EU B.5: not irritating (EC# 422-320-3)

Eye irritation in vivo, OECD 405/EU B.6: not irritating (EC# 422-320-3)

Skin sensitisation, OECD 429: sensitising

In vitro gene mutation in bacteria, OECD 471: Non mutagenic (WoE based on 4 studies on EC#203-354-6 and
EC# 422-320-3)

In vitro cytogenicity study in mammalian cells, OECD 474: Non clastogenic

In vitro gene mutation in mammalian cells, OECD 476 and 473: Non mutagenic (EC# 422-320-3) (WoE based
on 3 studies)

If appropriate additional in vivo somatic cell test, Similar to OECD 474: Non mutagenetic

Acute oral toxicity, Standard Acute Method (Rats): LD50 > 2000 mg/kg bw (WoE based on 3 studies on
EC#203-354-6 and EC# 422-320-3)

Acute dermal toxicity, Standard Acute Method (Rabbits): LD50 > 5000 mg/kg bw (WoE based on 3 studies on
EC#203-354-6 and EC# 422-320-3)

Sub-chronic toxicity study (90 d), includes 14- or 28-day range finding study, OECD 408: NOAEL >= 1000
mg/kg bw/day (EC# 422-320-3)

Assessment of toxicokinetic behaviour:

Pentadecan-15-olide is bioavailable via oral route. Limited systemic absorption via inhalation and dermal route
is anticipated. It will cross cellular barriers or will be distributed into fatty tissues. The substance is expected to
undergo hydrolysis and to be mainly excreted in urine.

RAETZER

BITHE : 201796 A5H/v6.7.1

£%£: CN 15779719 ITENEHE : 26-MAR-2018

& : 935985 - EXALTOLIDE® ¥+ H Ay
g 7 /10



11 rmenlch
'\_\Ll (| —— N NN >
EmEZEFE RN
BB GB/T 16483-2008F1GB/T 17519-2013R 5
AZLBRBRREBRARBEL=BHAEUINZSRIER

Short-term toxicity testing in Daphnia: No effects were found up to and including the maximum solubility of the
test substance in aqueous test medium. No EC50 can therefore be calculated for acute effects on
invertebrates (WoE based on 5 studies on EC#203-354-6 and EC# 422-320-3)

Growth inhibition study on algae, EU Method C.3: 72h-ErC10 = 0.42 mg/L

Short-term toxicity testing on fish: No effects were observed on fish over 96 hours study period at any
concentration up to the solubility limit of the substance. No acute LC50 value can be calculated for fish (WoE
based on 3 studies on EC#203-354-6 and EC# 422-320-3).

Long-term toxicity testing on Daphnia, OECD 211: 21d-NOEC = 0.068 mg/L

Long-term toxicity testing on fish, OECD 210: NOEC = 0.027 mg/L (EC# 422-320-3)

Biotic degradation (ready test), OECD 301F/EU C.4-D: Ready Biodegradable

Sediment simulation testing, OECD 218: 28d-EC50 = 630 mg/Kg; 28d-NOEC = 210 mg/Kg dw (EC# 422-320-
3)

Sediment simulation testing, OECD 218: 28d-NOEC = 192 mg/Kg dw; 28d-LOEC >= 192 mg/Kg dw (EC# 422-
320-3)

Sediment simulation testing, ISO 10872 (2010): 96d-NOEC >= 1000 mg/Kg dw; 96d-LOEC = 1000 mg/Kg dw
(EC# 422-320-3)

Adsorption/desorption screening study, OECD 121: Log Koc = 4.65 (EC# 422-320-3)

Further studies on absorption/desorption: The Henry ’ s law constant is estimated to be 68.1 Pa.m3/mol using
equation R.16-4 from Echa Guidance document R.16 (version 2, May 2010) with a vapor pressure of 0.085 Pa
and a water solubility of 0.3 mg/L.
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