Tk 29 FENEMBEREBHRES

BEmEREZETmE Y
TORERBORRER LICEAT HHE

w e E

YRk 30 4E 3 A
MIZWHO

HFIFEREAKRIANE



3.

FHEE DHEEL oottt ettt ettt ettt e et et et ettt ae ettt et e st eae et eaeae et ern 1
FHEE DD B ettt ettt ettt et ettt et st et e et et et ettt et ae st e et eaeaeetenn 1
T TTTERLUIZS oottt sttt et na et esnanens 2
31 FHBEFICFR I TOVDABREROMEANITIEDHENL (oo 2
311 FEAED BAHE L 7EBE I oot 2
3.1.2.  FEAZED S U7t OBEIITTIE oo 3
3.2, A EHIEE RIS Z 31T 2 BUHRILOAEIE X OV DS e 4
B.2. 1. L ettt ettt ettt ettt ae et et ae e 4
3.2.2.  THITHIAEAR oottt ettt ettt etenn 5
3.2.3.  MBATTEHE LOFRIRITE oot 7
3.3, KA L T E OB BRYEDIREEEE oottt 9
3.3.1.  FHlFEME T AT KZEIT DIBATITH i 9
3.3.2.  FHMIliFEMRIE T AT AIZHIT DEIRTE o 10
3. TR DAVEIL oottt 13



1. RAEOHE

AFHETIE, ZNETIRBMLEZBEN LD F L7 A 22 B3 2 3
IR SN TV D ERE . 2RI T 2720 OFHEEMRE S AT L EHBE LT,
FHEEMRR T AT LOREFEIZHTe - T, BMLEZERSR—L_X—VTARL TV
FHIED 5 B, BRI, B HIERS, HEWES. #E - AR ERO»0E - B
DB ODSENG, K550 A E LT, IN#E LT,

MR R T AT AMCBIT DB ATHE L OEREBIZOW T, BRINAE 5220 E
(EFSA) AR L TWnb 7 —%~<X—2Z [Open Food Tox] (2N I TWDHEHRC. B
HEFEBXFHROEROEHBELEZE L THEE LT,

2. REDEM

APFET, BMLZEZESNINETIZE Y F &R ERZENNIZB T 2 b E
16 ALFAEE DI AT RF O M2 i L, BRI Z2 D 1P TR 2 Z L i
FoT, FHEEOHRZATEN TSRO RELZEDL 2 L2 AL T 5,



3.
3.1. FHM@EE(IC

3.1.1.

BinkELZARNA—
’%72%}@ LT, &g (%) 130) .
2 (10) KOO - BHRE

"L‘D

o

REAERUVAR
L SN T B ARIFHROIEMATEDHEL
FHEE D o4 L -1FHR

AX—TABLTW
g E S (5 350) .
(% 10) OBHEIC

k\l%31®%ﬁ%mmbto

H% 3-1 FHEESH, oHH L-ER—&

N

/NGTHR

A AR

aHlZEME ID

ﬂ:[:/fﬂﬁl]l:l E ZI

Al AL H 3%

JaEBes

A Al A8 A1 H

Rl I — D%

A FRBEN— VR

FHRR AN — U

WEAESRI PR — P8

R — UK

E MBI DHAN—VHK

EL UK

BRI~ — V3K

51 A SCHRA~— %k

WE 4

CAS # &

SMILES

JLH

FrE DAL G IS S T2 2

=2 e

&7 7 A

ik

Ry ik r — A2 #%
EERCRAIE

B R BTN O T CBISEIEIC O W TE M LT S aHiliE

B R R O F TOEBARTEIEIC OV TE & L T 2Rkl #

FEFE DS A A R
(ZBET D 1

i

= 9L

I ligA~ D B DA FE

M (NOAEL %)

ADI 55 DARML & 72 > 2 7lER )

MOE ZEDIRHL & 72 - 7= 7B H>

UF (#78). UF (fE{F%)

2

HEHMEZD 5 B K& OGO TE A E
HYE S (9 50), #aH -
BT B 550 1D EEAM & % b5




/NTHR

UF (Z0fh, ZDMoONE)

fitE (ADI 5%)

R

fiE

FED AMERER I | R4

BT % i EULZEE
R
TN~ D R B D A7 Ji
FEAE
ADI ZDIRYL & 72 - 7= 3Bk >
MOE % OB & 70 - 723 R 7>
2=y hU AT EDIRYPL L 7o - 73 )
UF (&%), UF (fEfk7=)
UF (ZDfth, ZDMDONE)
B (ADI, == R U X7 %)
fiE

X< EICET 5 | x4

155 R
< DOHFER
fiE

MOE (2B % | i

MOE % & O sz iz W T UF (2, EiE%)

MOE % & O HEIZHWT UF (Z0Off, £ DMoONE)

3.1.2. FHEBE M o L= EROEMAE

[B1LAHILE S LciFdm) Thil L7eEMmamE b LIERRT L2 LN TED
AHEERR R S AT DS LT, BRI A A R OFREF IZOW T, 13.3.1.5F

MERIE L AT LI

Hl &L,

BITOBBEANEH] KO 13327 EFMR S 2T LIET HFRIH



3.2. ENEEEEEAFICES T5REKIDIBERVCZDSHE

MRIN £ i Ze 2 R%E8 (LT EFSA : European Food Safety Authority) AR L TW5 7 —
4 ~— 2 [Open Food Tox ] ZE 2K 4L T 2 B O B K OV ORI 1E 2T L |
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Vo BB R ORISR SN 5 REBRIZEAT 585 %L (ANS Panel: the
Scientific Panel on Food Additives and Nutrien Sources Added to Food)

v BRI, BEER . B OINEBANC BT 5 B %L (CEF Panel: the Scientific
Panel on Food Contact Materials, Enzymes, Flavourings and Processing Aids)

v B AR T 2 W Kk OV E 72 I EIC BT 2 B kL (FEEDAP
Panel: the Scientific Panel on Additives, Products and Substances used in Animal
Feed)

v HEWERFERLS (PPPs: plant protection product) O &7 L E = —%# 9 a2 =v K

(the Pesticides Unit)
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1 EFSA Journal(2016) Editorial: OpenFoodTox: EFSA’s open source toxicological database on
chemical hazards in food and feed
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@ (Ally

O (-1-Alpha-cedrens
O (-}Alpha-slemol
O (-}alpha-Santalene
O (-}-Bomyl acetate

O (-+Rhodinol

© (-}Scopolamine

O ((E)-2{2-hydroxymethyl
O ({2{{2-Ethyl-5-methyiph
O ({2-[(Ethoxymethyl}2-et

O (+}-Alpha-cedrene

© (1R,25,5R)Menthyl hex

O (1R.25,5R}-N-(2-(Pyridi

O (1R,25,55)-3-Menthoxy-
O (1R ,25,55)-neo-Dihydro
O (1R3R 45H4-p-Benzen
O (1R 4S,65)-2-Oxabicycl...
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WEERRT DR (HE 3-2 DO~0) 7 HRER STV D,
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© (-}3,7-Dimethyl-6-octen...

O (-HHyescyamine and (...

O (1R.25,5R)Menthyl sali...

O (1R 25,5R)-N-{4-Methox...
O (1R25,SRHH(Ethoxyc....
O (1R25,5RHN-Cycloprop...
© (1R25,5R)N,N-Dimethy...

O (1R) 2.2.3-Trimethyleyel...
O (1RH.77-Trimethylbicy...

x
Substance Characterisation
Substance has Component CAS EC Ref Molecular
Number No formula
(-)-3,7-Dimethyl-6-octen-1-ol as such 7540-51-4 231- C10H200
415-7
(-)-Alpha-cedrene as such 465-61-4 207- C15H24
418-4
(-)-Alpha-elemol as such (-)-Alpha-elemol 639-99-6 %éé—s C15H260
(-)-alpha-Santalene as such (-)-alpha-Santalene 512-61-8 C15H24
(-)-Bornyl acetate as such (-)-Bornyl acetate 5655-61-8 227- C12H2002
EFSA outputs
Substance D&Jtpul Legal Basis Published Title
I
(-)-2,7-Dimethyl-6-octen-1-ol 2130 Commissicn 02/20/2013 Scientific Opinicn on Flavouring Group
Rggulatmn (EC) No Evaluation 06, Revision 4 (FGE.! DGRevdJ
Straight- and branched-chain aliphatic
(Repealad by Com. unsaturated prlmary alcohols, aldehydes,
Hazard Characterisation: Reference points
Substance Author Year Qutput Study Test Type Species Route Duratio!
D (days)
(-)-Hyoscyamine and (-)- EFSA 2013 2356 uma: study with Human Mot reported
Scopolamine group CONTAM ealth volunteers
(1R 25, 5R)-N-(2-(Pyridine-2-yI) EFSA 2014 2524 Huma subchronic Rat oral: feed 90
Jpe= p-menthanacarhoxam\de [s=3 health
(1R,25,5R)-N-[(Ethaxycarbonyl) EFSA 2012 2134 Human subchronic Rat oral: gavage 90
methy\ﬁ p- ment ane-3-carboxamide CEF health
Hazard Characterisation: Reference values
Substance Author Year OQutput Id Assessment qualifier value unit Population
) EFSA CEF 2013 2180 TTC Cramer Class I = 30 E Consumers
-3,7-Dimethyl- wf ay
6-octen-1-
ol
(-)-Alpha- EFSA AFC 2006 2232 lass 1 = 30 o] Consumers
elemol w/day
(-)-alpha- EFSA AFC 2009 2314 TTC Cramer Class I = 30 Eg/lég Consumers
elemol w/day
PR ccea cec snaa nnza _ an -
Genotoxicity
Substance Author Year Il::;nput Genotoxicity
Ac{yl\c acid, methyl ester, telomer with 1-dodecanethiol, C16-C18 alkyl 2003 344 Negative
esters
Alcohals C12-C14 Secondary. beta.-(2-hydroxyethyoxy)-ethoxylated EI;?:A 2003 344 Negative

% 3-2 Open Food Tox O EE# K

2 EFSA Open Food Tox https://dwh.efsa.europa.eu/bi/asp/Main.aspx (2018.2.20 &)
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® Substance W DHARNEH (LR, L7, CAS F 5
Characterisation A)

® EFSA outputs EFSA Oy (BravE A, =, fm)

s

@ Hazard Characterisation: | A, 816 L < IZERE~DOREIZEET 5 &
Reference points HEAABHARA 2 B

® Hazard Characterisation: | NMEFILAERSEHE (ADI %) & L < I3EREE

Reference values

JEMED R HIZ3# H & 5 2 i (reference
value) & Ol FEAR 45 5%

S)

Genotoxicity

KRG BUnFNEC BT D m
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Substance B4 -

IUPAC name IUPAC 4 %¢ | —

has B Z Db D(as such), —#i(part of), K%
Component Ay —

CAS number CAS &= —

EC Ref No EC %= —

Molecular formula | 437 —

Smiles Smiles 7t | —

Inchi Inchi #3id —

Sub Type YErE HIR, (LAWE

Com Type Ji¥ 5y Fil &Y, 2 XU HE, AREERSE

K& 3-5 EFSA outputs T—7ILDRRIER

HH aEa %5
Substance WE 4 -
Output Id RO S 1d | —
Legal Basis | &AL A%, &%
Panel VA7 G % Fh L | —
o e Vi
Published e = —
Title SEA -
Output Type | R TE EFSA B, BT Lo —I2T 5
Doi* SCEERRNE B —
URL URL —

3% DOI(Digital Object Identifier)




K& 3-6 Hazard Characterisation Reference points +— 7LD XRRIER

HH A %5
Substance WE 4 —
Author EH EFSA. EFSA OB 3 V5
Year A —
Output ID RS S Id | —
Study PR NBERE, BpfdsE, AEREdEE
Test Type R SETENE, dIEMEEE, BIEENESE
Species BtE Ty b, wURA IV A
Route 1 < BRI —
Duration R ) ] —
Endpoint T RARA b NOAEL, EC50 %
qualifier e N —
value & —
unit ==ViVa —
Effect A RE, 6, BERHE, R, EC%
Toxicity ik AT, MR, iR EEE, (AT
Doi SCEERRNE B —
K%& 3-7 Hazard Characterisation Reference values 7— 7 JLDXRRIEH
HH N ik
Substance W4 —
Author B EFSA. EFSA O& R/ V5%
Substance WE 4 -
Output ID R A5 S 1d | —
Assessment | AEff$EIE ADI, TDI, PNEC %
qualifier g R —
value fiE —
unit BN —
Safety factor | Z224%%K -
Population o HEE S, R, A WA, HEJE, KRS
K% 3-8 Genotoxicity T— 7LD XRRIER
HH N ik
Substance W4 -
Author e ¥ EFSA. EFSA OB F/ I3 V5%
Substance W'E 4 —
Output ID R A5 S 1d | —
Study R 2 RFME, B
Mutagenicity | 2 B4 f K —
Species Al R Salmonella typhimurium, Mammalian cell line %
Strain M e ek TA 1535, lymphoma L5178Y cells %%
Genetoxicity | #E{sglED A HE —
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