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ICHQ3E: WHREHM5®H AT RN
TEME X 3B EE S

Hx
2,6-ZAN T HA4-FEET (BHT) oo
R I B ..ot
3-3,5- =R T H-4-REFKI)TEE (Irganox 1310) ..oocviveiiiieiieeeeeee e,
B R B B oo

Wi R -1,1,5,5-10 F £ -2-(1-F L #)-3-2,2,4- = F R F)-F B
(ABIRAB TR C21HA0) oottt e et r e e e e

YIHIEETBRIE B (C12-C22) oot



2,6- =M T H-4-FEAXEH (BHT)

OH

BHT (CAS 5 128-37-0) AN THEZREEAKTAEM PDE LE

BHT
$HHRE B4 (pg/X) EHREH (png/X)
,%‘]'_f;"* 25,000 12,500
Wt 25,000 12,500
AU EXERBKTEANT<I M NEH4Y

e

2,6- =T H-4-FHEKE, BEHN - THEERAFR (BHT), & — & kAN
F/E AR ER, JTEATEE. ik, BE A IVERANREYT (ZE44,
2002 4 W PAL, 1986 4 ), ENE, BHT & —f5 25 5 4 7 fof 4145/ £ St %
HE B TR B (Parris % A, 2020 45 ).

%é‘]‘% ‘é‘%

= 3 &
HREM X
AR e 3 B T Bk B X
Bk e HROR b X (840
SaEk X (FFBEFo B AR

(JECFA, 1996 %) # = T4 8 2
A (EFSA) 0.25 mg/kg/ X Hy4F B 2.

S

BRAZ/METHEAERAMANKEERER S
ANE (ADI) # 0-0.3 mgkg/ X; HBUNE &%
#ENE —3% (EFSA, 2012 4 ).



PR A6 0 5 1

W% £ EAKTH PDE Wik 3%

PoD # X: %4 GLP AfRE B A5 MR BUE A X (EFSA 41
12 kS ADIE )

FE: AR

FE: 25 mg/kg/ X . 100 mg/kg/ X #1500 mg/kg/ X (FO{X) &

ZHIAE R, BREAELA 250 mgkg K4, F1K%&
HAETHEFNE, BE 141-144 /&

AR ERMBEERM: | £2100 mg/kg/ Ry & TR B W ITAE (N EEH
o, FFEEfuE B E E PASO S B HAEA ST FEX
HiRE A, ALREFEANE) M ERASRE S

PoD: NOAEL = 25 mg/kg/ X

HH Wk McFarlane % A, 1997 4

1 RV g X A& $E K740 PDE:

=G

PoD 25 mg/kg/ R

BW 50 kg

F1 (KXRK) 5

F2 (B RRE) 10

F3 (PoD B RFFLLETH: 22 /MH ) RUETEZEBEARTH 1
¥ PDE 4 1

F4 (FFERELER) 1

F5 (NOAEL) 1

F6 (PoD ®Z4NE) A& A

F7 (XX %H8) A 3E A

RETEZRZBEAKT =25mg/kg/ X x50kg/(5x10xIx1x1)=

25 mg x 1,000 pg/mg = 25,000 pg/ X

&M PDE =25 mg/kg/ X x 50kg/(5x 10x 1x 1 x 1)=25mgx 1,000 pg/mg

= 25,000 pg/X

ERTEZEEAT PDE:

TEHZ EREELHLFEATHENERLT, KA O PoD HARNHEETH LD
FIFERIEFEF (F6) T4t 258, AP LR EE RIE, EEB 04545,
BHT A Z S AMA R E. Wi, IHEIEN TN RKE RS o & 95 FE 25
R

o AK: 98.4%%151.8%

o KH: 95.3%%149.1%



MIEILEAE, F6i% A 2.

FEHELLEITE

PoD 25 mg/kg/ K

BW 50 kg

F1 (XK) 5

F2 (RrAZRE) 10

F3 (PoD ZF X F4EETE]: 224NH) RETEZERBEKTA 1
&4 PDE 4 1

F4 (FFEREER) 1

F5 (NOAEL ) 1

F6 (25 &WAaMARE: FRUE) (2

F7 (XX 58 ) &

AMTEZREAT =25mgkg/ X x50kg/(5x10x1x1x1x2)=
12.5 mg x 1,000 pg/mg = 12,500 pg/ X

&M PDE =25 mg/kg/ X x 50kg/(5x 10x 1 x1x 1x2)=12.5mgx 1,000 ng/mg
=12,500 pg/ X

5F Xk

Organisation for Economic Co-operation and Development (OECD). SIDS Initial Assessment
Report For SIAM 14. Chemical: 2,6-di-tert-butyl-p-cresol (BHT). (CAS N: 128-37-0) Paris,
France 26-28 March. 2002.

World Health Organization (WHO), International Agency for Research on Cancer (IARC).
IARC Monographs on the Evaluation of the Carcinogenic Risk of Chemicals to Humans —
Some Naturally Occurring and Synthetic Food Components, Furocoumarins and Ultraviolet
Radiation. 1986.

Parris et al. "Considerations when deriving compound-specific limits for specific limits for
extractables and leachables from pharmaceutical products: Four case reports," Regulatory
Toxicology and Pharmacology, vol. 118, p. 104802, 2020.

European Food Safety Authority (EFSA). Scientific Opinion on the re-evaluation of butylated
hydroxytoluene BHT (E 321) as a food additive - EFSA Panel on Food Additives and
Nutrient Sources added to Food (ANS). The EFSA Journal 2012;10 (3).

Joint FAO/WHO Expert Committee on Food Additives (JECFA), "BHT," 1996. [Online].
Available: https://inchem.org/documents/jecfa/jecmono/v35je02.htm. [Accessed 22 12 2021].

McFarlane M, Price SC, Cottrell S, Grasso P, Bremmer JN, Bomhard EM and Hinton RH,
1997. Hepatic and associated response of rats to pregnancy, lactation and simultaneous
treatment with butylated hydroxytoluene. Food and Chemical Toxicology 35, 753-767.
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FERBRE (CAS 5 112-84-5) AN TEZ REATMEHE PDE LY

KRB
B RE HRR%Z (pg/X) FEHREH (ngx)
A 1,000,000 100,000
% 200,000 20,000

*EMTEXRFBEAKTERT<INANEH %Y

L

R BB w — M AR R BLE , o R ER AR E B GE o T Ak, B F 1R TR RO R T K
Bl (e XTI A, 2019 ). FAE, FEBRBEE 5% 64w kA0

R GAR K HRTER WA
ZalEE
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AR IR e Bk B
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PR A8 e 2

W% £ EAKTH PDE Wik 3%
PoD B} 5% : 54 OECD 408 #1 GLP A7/t 90 X % 0 B 5 M 5T
MR AR
F&: 100 mg/kg/ % . 300 mg/kg/ % 1 1,000 mgkg/ & (kA &)
MEERMEYE | EEAHETHRNER| LKL R,
=
PoD: NOAEL = 1,000 mg/kg/ &
5% X ECHA, 2023
1 RV g X A& $E K740 PDE:
=Y S A
PoD 1,000 mg/kg/ X
BW 50 kg
F1 (XRK) 5
F2 (R ER®E) 10
F3 (PoD X FLLETE: 90 X ) RETEZERBATAN 1

18 ¥ PDE 4 5

F4 (EEEH) 1
F5 (NOAEL) 1
F6 (PoD %2 4ME) i A
F7 (XX %8 ) & A
RETEZHZEAT =1,000mmgkg/ X x50kg/(5x10x1x1x1)
=1,000 mg x 1000 pg/mg = 1,000,000 ( pg/X )
& ¥ PDE = 1,000 mg/kg/ X x 50kg/(5x 10x 5x 1x 1) =200 mg x 1,000 pg/mg
=200,000 (pg/X )

ERTEZREATH PDE:

HEHZERELEAHEEAREENHELT, AT IRBIZHEAFE (MW = 337.6
g/mol, FM LogP 8.8), KA Bk PoD #F %ty 4k W1t T, 2 A& WA F LR EE T (F6)
Hy9E 41475 PDE. F b, F6iX A 10,

FEHELAIUH

PoD 1,000 mg/kg/ K
BW 50 kg

F1 (XRK) 5

F2 (BAZRE) 10




F3 (PoD R FLLETE: 90 X ) RMT X EEAT AN 1
& PDE %4 5

F4 (EEH%) 1

F5 (NOAEL) 1

F6 (FEAL4FME) 10

F7 (XX %) A 3& A

AMTEZREEAT =1,000mgkeg/ X x 50kg/(5x 10x I x 1 x 1 x 10)
=100 mg x 1000 ug/mg = 100,000 ( pg/X )

& & PDE = 1,000 mg/kg/ X x 50kg/(5x 10x5x 1x 1 x 10) =20 mg x 1,000 pg/mg
=20,000 (pg/X)

5F Xk

ECHA. "(Z)-docos-13-enamide (Eucosamide) - Skin Sensitization (001)." European
Chemicals Agency (ECHA). https://echa.europa.eu/de/registration-dossier/-/registered-
dossier/14899/7/5/2 (accessed 28-Aug-2023.

ECHA. "(Z)-docos-13-enamide (Eucosamide) - Skin Irritation/Corrosion (001)." European
Chemicals Agency (ECHA). https://echa.europa.eu/de/registration-dossier/-/registered-
dossier/14899/7/4/2 (accessed 28-Aug-2023.

ECHA. "(Z)-docos-13-enamide (Eucosamide) - Eye irritation (001)."
https://echa.europa.eu/de/registration-dossier/-/registered-dossier/14899/7/4/3 (accessed
12.11.2023, 2023).

Health Canada, "Screening Assessment - Fatty Acid Group. Chemical Abstracts Service
Registry Numbers: 112-84-5, 301-02-0, 68784-17-8," Environment and Climate Change
Canada, Canada, Apr-2019 2018. [Online]. Available:
https://www.canada.ca/content/dam/eccc/documents/pdf/pded/fatty-amides/Screening-
assessment-fatty-amides-group.pdf

ECHA. "(Z)-docos-13-enamide (Eucosamide) - Repeated Dose Toxicity: oral (001)."
European Chemicals Agency (ECHA). https://echa.europa.eu/de/registration-dossier/-
/registered-dossier/14899/7/6/2/?documentUUID=06ab1964-ea5a-45df-92a3-4158ef61588b
(accessed 28-Aug-2023).


https://echa.europa.eu/de/registration-dossier/-/registered-dossier/14899/7/4/2
https://echa.europa.eu/de/registration-dossier/-/registered-dossier/14899/7/4/2
https://echa.europa.eu/de/registration-dossier/-/registered-dossier/14899/7/4/3

3-(3,5- = T H-4-FFHEKIH)H® (Irganox 1310)

OH
HO
O
Irganox 1310 (CAS 5 20170-32-5) R M T T EEA L& % PDE L&
Irganox 1310
HHRE HR&EZ (png/X) HEH4HN (pg/xX)
A+ 300,000 300,000
18 30,000 30,000
*RMTEXRBARTEANT<IMNANEE S
W=

3,5- = T #-4-FFRAETE (%4 Irganox 1310) F —MHAREFE, = HAA
ZRWEN (3- (3,5-Z8 T H-4-FAEKKL) ARREE (B &4 Irganox 1010) HK#E
i@ = 4. Trganox 1010 HH A T4 BE KA/ ZAFERA W REMEF, WwEHA
WA, MmN IEE. BUE, Irganox 1310 & —F 5 25 A P fofg 3 404
IR G R 2 B (Zhang F 45 A, 2016 45 Tao B % A, 2020 4F).

ZeMEE
M x %
R M X
AR IR R T 3Bk B X
Bk A R e X
(RBP4 A1 2 )
e X

*H T E AR BT
HETHREWER B FHERE

W LA K Irganox 1310 By & MAF X848, (B2, HEMMARNY 3-G-H T H-4-#%
KA H B B 5 $#E, Tanimoto AHMLMEIT 24 98.5% (PubChem, 2024 4; REACH,
2014 48 ) , 3-(3-W T H-4-FZEFEIHEB I Irganox 1310 D — AR T 2, X Fit oA
RPN A E R R N KB . R EF SR ERT.



B4 A
EA 3,5 =T HA-ZEXAR 3-G-MT HA4-ZEXX)AR
(Irganox 1310)
=R 0
OH OH
HO HO}(V@H<
o O
CASH# 20170-32-5 107551-67-7
ATE 278.4 222.28
( g/mol)
Log P 4.7 3
B R RE
WX EEAKT5 PDE HKE
PoD 5 : 4 OECD 407 f7# 28 RA LR B HHH R
MR AR
E: 10 mg/kg/ %X « 50 mg/kg/ & 1 300 mg/kg/ K
MERLERBH GRS | EEANETARNERN L HHE KT RN,
PoD: NOAEL = 300 mg/kg/ X
5% X Bk REACH, 2014 4
o R # % & %K A2 PDE:
bR &
PoD 300 mg/kg/ X
BW 50 kg
F1 (XRK) 5
F2 (MAZRME) 10
F3 (PoD R F4LEE: 28 X) AMTEZREBEAKTH 1
12 PDE 4 10
F4 (EFEFE) 1
F5 (NOAEL) 1
F6 (PoD %24k ) &
F7 (BRRAHEE) 1

AMTEZEEAT =300mgkg X x50kg/(5x10x1x1x1x1)=
300 mg x 1,000 pg/mg = 300,000 (pg/X )




1% ¥ PDE =300 mg/kg/ A x 50kg/(5x10x 10x 1x 1 x 1) =30 mg x 1000 pg/mg
=30,000 (pg/X)

M #Z 2 E AT PDE:

HEHRZERELEALHLEEATHENELT, XA IR PoD HARNEEE FELEY
FI R EAERE T (F6) ByE 414575 PDE. HHENE BTN B B R A0 0 & A Fl
B K 100%F0 95.6%.

FERELLITH

PoD 300 mg/kg/ X

BW 50 kg

F1 (KK) 5

F2 (AR FRE) 10

F3 (PoD #F R F4LEE]: 28 X ) RETMHLFBATA 1
8% PDE % 10

F4 (EFEFH) 1

F5 (NOAEL) 1

F6 (EALAMK) 1

F7 (B R%2%#F) 1

AMTEFREAT =300 mgkg/ X x50kg/(5x10x1x1x1x1x1)

=300 mg x 1000 pg/mg = 300,000 ( pg/X )

& PDE =300 mg/kg/ A x 50kg/(5x10x 10x 1 x 1 x 1 x 1) =30 mg x 1000 pg/mg

=30,000 (pg/X)

5% Xk

Zhang FF, Cai R, and Zhou YJ. (2016) Determination of Irganox 1310 degraded from
Irganox 1010 in the extraction of three-layer co-extrusion bag for infusion. Chinese
Journal of Pharmaceutical Analysis, Volume 36, Number 5, 2016, pp. 933-937(5).
https://www.ingentaconnect.com/content/jpa/cjpa/2016/00000036/00000005/art00028.

Tao B, Wang G, Yin Z, Pu X, Jiang Y, Zhang L, Cheng J, Li Y, Zhang J. (2020)
Determination of the Contents of Antioxidants and Their Degradation Products in Sodium
Chloride Injection for Blood Transfusion. J Anal Methods Chem. 2020 Jun
22;2020:8869576. https://onlinelibrary.wiley.com/doi/epdf/10.1155/2020/8869576.

OECD QSAR Toolbox. Version 4.5 SP1. Prediction results of 3-(3,5-Di-tert-butyl-4-
hydroxyphenyl) propanoic acid (CAS 20170-32-5) for profilers: “Protein binding by
OASIS”, “Protein binding by OECD”, “Protein binding alerts for skin sensitization
according to GHS”, “Protein binding alerts for skin sensitization by OASIS”, “Protein



Binding Potency h-CLAT” and “Respiratory sensitization”. Predictions performed: 1-25-
25.

OECD QSAR Toolbox. Version 4.5 SP1. Prediction results of 3-(3,5-Di-tert-butyl-4-
hydroxyphenyl) propanoic acid (CAS 20170-32-5) for profilers: “Eye irritation/corrosion
Inclusion rules by BfR” and “Skin irritation/ corrosion Inclusion rules by BfR”.
Predictions performed: 1-25-25.

OECD QSAR Toolbox. Version 4.5 SP1. Profiler: Eye irritation/corrosion Inclusion rules
by BfR. Version: 2.0. December 2016.

OECD QSAR Toolbox. Version 4.5 SP1. Profiler: Skin irritation/corrosion Inclusion rules
by BfR. Version: 3.0. December 2016.

Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH). 3-(3-tert-
butyl-4-hydroxyphenyl)propionic acid: Toxicity information: Repeated dose toxicity:
Oral: 001 Key  Experimental result.  European  Chemicals  Agency.
https://echa.europa.eu/registration-dossier/-/registered-dossier/6138/7/6/2. Published Apr
2011. Updated Jan 2014. Accessed Jan 2025.



4-BUX KB

HO

4-BUREEE (CAS & 80-46-6) WAMTEZEE KT %4 PDE L&

4B ZE KB
HhUGRE B4 (pg/X) EHREE (pg/x)
Ak 50,000 25,000
18 5,000 2,500

*EMTEXRFBEAKTERT<INANEH %Y

e

4-FORFERE & — P AL REY, FEREAN R ER, URERBEE. ERA R
Frdt B G B ST A AL AR AN &L A A (PubChem, 2024 4F; AICIS 4, 2021
). EURAME, CREEAHZEHNZEY.

ZAMRE
1.3 < %
RREMN X
AR 8 3% B T 3Bk BB X
SRk o R R 98k X
%3 &3 X
WEH KT 10% - 50%

A-BORFERE & — M R N2 T, A RERLA 2R THER, Hik

PA BN RE EHF M (ECHA, 2021 4 ).




PR A6 0 5 1

¥ X B A TH PDE By 3
PoD #F K : ROBLHTMEEFHAR
MR AR
R &: 0 mg/kg/X . 50 mg/kg/ & . 200 mg/kg/ X F1 500 mg/kg/

K, HIRE 6-15 K47

O 5 IR o [ e BRE M >200 mgkg/ X (LE. RBRE. TRER
. RER AR N, KEHKAEEETE 10% -
50%). 7 500 mgkg/ KA ET, HIH%LTEHEEH
W TR (BB B WAl TR E T 6%)

PoD: B{R &M NOAEL 4 50 mgkg/ x, KB HMHH
NOAEL 4 200 mg/kg/X .

H5H Xk EA, 2008 4F; AICIS, 2021 4

1 RV g X A& $E K740 PDE:

=G

PoD 50 mg/kg/ X

BW 50 kg

F1 (KXRK) 5

F2 (B RRE) 10

F3 (PoD Bt RFFLLETH: EHRF 6-15 RUETEZEBEARTH 1

x) & PDE 4 10

F4 (EEE%) 1

F5 (NOAEL) 1

F6 (PoD #2124} ) A& A

F7 (XX %H8) 7+ 3 A

RETEZREBEAT =50mg/kg/ X x50kg/(5x10x Ix1x1)

=50 mg x 1,000 pg/mg = 50,000 (pg/X )

&M PDE =50 mg/kg/ X x 50kg/(5x 10x 10x 1 x 1) =5 mgx 1,000 pg/mg

=5000 (pg/X)

ERTEZEEAT PDE:

EHRZARELLLEMEATEENFLT, KA DMK PoD RN EE L LY
FIRERIEREF (F6) HyiF 452518, W ENEMUFT N RS E Fo 2 0 & W5 E 5
14 100%7F0 61.7%. E ik, F6 &N 2.

FEHELYIHE

PoD 50 mg/kg/ X




BW 50 kg

F1 (XK) 5

F2 (FrAEFH) 10

F3 (PoD BF RFFLLHTIE]: EIRE 6-15 AW EXFREAKTHN 1
1%+ PDE % 10

x) !
F4 (EFEHY) 1
F5 (NOAEL) 1
F6 (AEMAVFE: FHME) 2
F7 (XX %) A& A

AMTEZEEAT =50mgke X x50keg/(5x10x1x1x1x2)
=25 mg x 1,000 pg/mg = 25,000 (pg/X )

&M PDE =50 mg/kg/ X x 50kg/(5x10x 10x 1 x 1 x2) =2.5 mg x 1,000 ng/mg
=2500 (pg/X)

5 XM
PubChem (2024) Compound Summary for CID 6643, 4-Tert-Amylphenol, National Center
for Biotechnology Information. Retrieved December 20, 2024.

https://pubchem.ncbi.nlm.nih.gov/compound/6643

Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH). m-Tolyl
methylcarbamate: Substance Infocard. European Chemicals Agency.
https://echa.europa.eu/substance-information/-/substanceinfo/100.001.165

Registration, Evaluation, Authorisation & Restriction of Chemicals (REACH). p-(1,1-
dimethylpropyl)phenol: Toxicological Information: Sensitisation: Skin sensitisation.
https://echa.europa.eu/registration-dossier/-/registered-dossier/14435/7/5/2

USEPA/Office of Pesticide Programs; Evaluation of Database for the Reregistration
Eligibility Decision Document Disciplinary Chapter - Para-tertiary amylphenol (4-t-
amylphenol) and its sodium and potassium salts, pp.7-8 Identification Number: EPA-HQ-
OPP-2005-0181-0015 (July 12, 2005).

European  Chemical Agency (ECHA) Endocrine disruptor assessment list.
https://echa.europa.eu/it/ed-assessment/-/dislist/details/0b0236e18564ffda. Published: Oct
2020. Updated: Feb 2021. Accessed: May 2025

Candidate List of substances of very high concern for Authorisation
(published in accordance with Article 59(10) of the REACH Regulation)
https://echa.europa.eu/candidate-list-table/-/dislist/details/0b0236e180e22a96

Australian Industrial Chemicals Introduction Scheme (AICIS), Phenol, 4-(1,1-
dimethylpropyl)- (4-tertpentylphenol), Evaluation statement. September 14, 2021.



MR X-1,1,5,5- 79 B A -2-(1- 9 2 0% 35)-3-(2,2,4- = F &2 R &) IR B
(B BRER Y CuHao)

N

BBEAR B CuHao (CAS 5 114123-73-8) AN T EBE K FFE % PDE L&

(BB R CauHao)
%25k HRAEZ (pg/X) EHAEE (pgX)
&g 100,000 10,000
% M 10,000 1,000
*RMEERT<INWEE %Y
WE

WX -1,1,5,5-70 B 36-2-(1-F 38 2% 3)-3-(2,2,4-Z T 2K 30)- 3R O (R A4 Mk B
CaiHao) B FEFHEXANA LY. XN EME A ZANELEFIK M50
(Feunang % A, 2016 ). B BAGRY CaHao 2 —FF T4 & T Mg o X — )& 3
R RN EY (Chemical Book, 2023 4F). #EWNE, BBRIKEY CuHao e — M52
FEI AR R A P Fo S 44 AR Ok B 92 A B R 3R LA

ZEWRE

= X

R M

AR IR T 3Bk B

Rk o B

IR ISR

é%%:]&**

*H T E AR BT
HEATERENER LS ENE

BRI ¥ LA KGRI RS CulHao 25 FWA TR, B2, A XE EPA #4iR
Al (AIM, 2025 ) M ZE T EAEEXMNY 3,3,5,5- 0 F FH-4-7 A L HFFHA T,
¥ L% N PDE# FHER R, BT TXH T MW fu Log PEALAEE, XA TAED
BN R FEEELGNEBEREET F6=10. TR XSHEMNERELBEE, £
EH IR IERHF.



REW R4
LA S BIRMER Y CuHao 3,3,55-WH X 4- 28 H %
HAEH
=R 0
N -
AQ. \ﬁr o
CASH# 114123-73-8 36306-87-3
4FE (g/mol) 292.5 224.34
Log P 8.8 3.1
ERABH s
W% 2B KT PDE R HE
PoD # 5 : 54 OECD AR I EWE R IREGEA LA FMM RS AH/K
BEHMERHLRE
MR AR
A &: 1,500. 5,000 f7 15,000 ppm % 97,323,970 mg/kg/ K. #HHETE
REH . XEHEESEFFE2E, AEAM (F£290K). MH
EREH . REHE. REEEEZ22AMHINEVRE
4K (#41-47 %)
NEERFREME | G (WERT UL RFHEKGEE/NEERAFRAE R ),
i FERE (R T Lol 25 RARF 4 fo IE K ). PR (4 %0 E & Fode
HEE) UWKEEERRERND
PoD: NOAEL = 97-103 mg/kg/ X
5% Xk Api %A, 2021 4
b RR ¥ # X & KTz PDE:
AR &
PoD 100 mg/kg/ X
BW 50 kg
F1 (XRK) 5
F2 (RRAERHE) 10
F3 (PoD B R F4LETE: 29 KX) AMTEZREBEATH 1
¥ PDE % 10
F4 (EEEH) 1




F5 (NOAEL) 1

F6 (PoD 24Nk ) A~

F7 (B RM%#E) 1

AMTEZREEAT =100 mgkg/ X x50kg/(5x10x1x1x1x1)
=100 mg x 1,000 pg/mg = 100,000 ( pg/X )

& ¥ PDE = 100 mg/kg/ A x 50kg/(5x10x 10x 1 x 1 x 1)=10 mg x 1,000 pg/mg
=10,000 (pg/X)

M #Z 2 E AT PDE:

EHZFRELALLEMATHENFLT, RFA MK PoD R NEEE L LY
FI R ERERET (F6) B9E 414575 PDE. HHENAE BTN BRI R F0 %2 0 & 5| F &
B A 100%F1 95.6%.

FEHELLITH

PoD 100 mg/kg/ R

BW 50 kg

F1 (XK) 5

F2 (R W ZRME) 10

F3 (PoD #F R F4LEE: 29 X ) RETHLFBATA 1
187 PDE % 10

F4 (EEFMH) 1

F5 (NOAEL) 1

F6 (A ) 10

F7 (B RA%#E) 1

RMTEZTREATF =100 mg/kg/ X x50kg/(5x10x1x1x1x10x 1)

=100 mg x 1,000 ug/mg = 10,000 ( pg/X )

& PDE = 100 mg/kg/ A x 50kg/(5x10x 10x I x 1 x 10x 1) = 100 mg x 1,000

pg/mg =1,000 (pg/X )
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IR ®RE B4 (C12-C22)

ELRR (CASF) Yy
FE (C8) HO
124-07-5 Vg
O
I8 (C9) HO
112-05-0 W
O
=B (C10) HQWW\/\/\VAN/
334-48-5
O
FAER (C12) HO
57-10-3 \n/\/\/\/\/\/
O
WEZE (Cl4) HO
544-63-8 \n/\/\/\/\/\/\/
@)
BB (C16) HO
57-10-3 Y\/\/\/\/\/\/\/
O
BB (C18) HO
57_11_4 \[(\/\/\/\/\/\/\/\/
O
W (C18) HO
112-80-1 J
LA (C22) o —
112-85-6 W

L

Fie iy BR G e XN T A B e W e KA AR R, 2 MR R R s VB R TR E N R4
Fi ks ¥ DR An g CERERRE TR B84 ). B afm (BeH — N ) %
Tty (REARNIRENNE). KL WlmEHEKY C8 F C22 At fn LK 25
WARRRE L. PR R WIRME R, ERET LRFE. B REEH AL R
B ER, FHENEREEAME ZENE B A A TR (Jolly A, 2022 4 ),

BRG] B T M INE R i L RS LA . A, AR, WEE
B, RHER. BAE B Al R A O IREE THOAE A “Mh %2 (GRAS) 3 GRAS #
R RS (EEE R REESHEE (FDA), 2018 4), MRAEBI, H4HEHT



N FDA JiEM R8I E, EE KM (EMLHREAE) PEFH. FHER
(7 fnE 4000 ppm ) HBEFMNE R 2 (1974 %) FINT AT EAKMFEE, iFnE
BRFTALLEEANEE.

ZAMEE

AABERR, IR C8-C2 EAMEZT L IESME; LHRXAM, FEKREK
Wi, *FEREERARE LR, RENELSLFEARLELT,

TR (C9) ERFRLE
B #54- OECD 407 #1 GLP ARy 28 KZ 0 H W R
MR AR
A &: 50 mg/kg/ % . 100 mg/kg/ X F1 1,000 mg/kg/ X
NELERMBEBEETE: | AUE2 R HEHIER.
NOAEL: 1,000 mg/kg/ K
H5H Xk Api %A, 2020 4F
AR (C22) HFUHRILE
R %4 OECD AR A UG EALHEMMR L 4
/R E = TR
MR AR
E: 100 mg/kg/% . 300 mg/kg/ K 1 1,000 mg/kg/ K
NEERFREMENE: | RNEAFRFEER.
NOAEL: 1,000 mg/kg/ X (&2 H Fo 0/ KB &)
5% Xk Nagao % A, 2002 4

R Rl BLA L B PR ARk 42, RN B4 B8 A (acetyl-CoA) BHE b X#NR#H (&
AL = ). REAEMNEW A REHRERNFY, B EREKE. Wil
EAtafoth S LM Z AR MFEREF T A 2T EEFZ7 (CIR, 2019 F).

Jolly A (20224 ) AT N\MEHR (LG, FRR. AERMHE) K
HEMEHE, ARBTEEHEALETEENFZERME (Jolly FA, 20224). X
HERHAEZRXETIEREEMELHFFERFIN. R MG UREE E A& a AT
PEFE I LA SR RS . shdh, AR T 50 mg/ K ey B fpa 4 25 18 0 K A,
FANNEERTEZMEHREE, SHERZ S RENETR.

TafR ERPENR C8ZE C2WTEZREER

WA AIREEASNEE AREFE ARG REFZHE, BHBRPCAN SRS ER
K., BEFRFEXEHRNEZ, LA AREREGRLHE 0, HHE— MK LM
C8ZE CRIENIBRIN T HEZ ZEE H>10mg/ K.
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