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ADI Acceptable Daily Intake F p P ELHE
ARfD Acute Reference Dose EMHRT HE
ATSDR Agency for Toxic Substances and E E«]i 14 5 R
Disease Registry e 7 &
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BMDL Benchmark Dose Lower Bound AERE T RE
X2 a5 e 1
Codex Codex Alimentarius Commission ? e d
EDI Estimated Daily Intake B3tE pHEERFHE
EFSA European Food Safety Authority B a Xk
/’? LA W%B& 3
FAIM The Food Additives Intake Model z O g s
X
FAO Food and Agriculture Organization o & R R e 5
53 g F e ;i;,_
FSANZ Food Standards Australia New Zealand ;?;1 5 W E
¥
GRAS Generally Recognized as Safe - AL RE D
Codex & &k 4
GSFA General Standard for Food Additive o ? W/J "
FRBEEFEELEL
IRIS Integrated Risk Information System ;i i %x f "
F RN
A s BN
The Joint FAO/WHO Expert 2
JECFA ) .. ’J‘*f I E B R
Committee on Food Additives
L f¢
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B RERETE R
LOAEL | Lowest Observed Adverse Effect Level ) Iﬁ BERIF I
el 7
T B g_gg v
MFDS Ministry of Food and Drug Safety B S WP& -
2k
-3 ﬁy\ X AR A
MTDI Maximum Tolerable Daily Intake o g = M
e
EBERETF RA
NOAEL | No Observed Adverse Effect Level ;lﬁ P A
L
RAIS The Risk Assessment Information 2 R ihE R %G
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ol A oAl —i
SCF Scientific Committee on Food zg‘ TP L
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iMeSEF S
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WHO World Health Organization O e e
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Intake < A5
HBGV Health-Based Guidance Value EE RN E
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st 2

LT HAEY A B ERRFH BT RGP EY FA 0 T

B R AIE2 RFIET RERG L RGBT AET A
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() #E2E =

g * ®¥E o 4|8 i (Systéme International d’Unités, SI units) » ¢ 2
ME /2T (mg/kg) M FE F A 2 - (ppm); b B s (Bt F A 2
(Ci)o B4 H =5 b ¢h» & ¥ A 4r(mmHe) s etz 5h? &7 40 b B 4 e+
ta(kPa)e § M E /2 T (mgkg)E T RAR > BRELSE IR

L (mg/kng) gﬁ—:} bt’_%i il F’&,}\ I j F 14 Fj{ s 7

ln:
e
=i
By
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=
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I

BB S 05ke < 8@ 2£05kg x B& 0.5ke + 8o H =& A R()F

bw) s @ L& O TR E 3 e % (3 ug pectin/kg bw) e

BERTRERBEF BRI E SRR LB o blde g
- Nk GG %t x mg/kg 2 Fuon fR(E A AR g N E B s
# »~ a mg/kg bw-day ¥ F % 4 ¥4 3 ~ b mg/kg bw-day) - F % >+
BHRAT T RETH P 2ESIE(TEp IS O g/day
L/day) ~ & & & & (4l P & el v 2 kB o mg/kg & mg/L)% F 5%
e (kg)Fdicdy > ¥ ERAE PR E 2 L %P (mg/kg bw-

day) > # * [ %% (Equalto) ; k¥ it ¥ =48 & #P~ € (JECFA, 2016)  #
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GIEE > B E 5 0.025kg | K o 1 E &S XK EE P 2g (2 glday)
7 500 mg/kg $i3k o fh 2 4L (E >N~ 40 mg/kgbw-day) ; 35 4T o

HiriEES =335 F 2 g/day)xH = 3#(0.001 kg/g)xt& & F| £ (500
mg/kg)+# 4+ 4 & (0.025 kg)= 40 mg/kg bw-day ° &% > HiR%FA T &%
EF RIS AME > Tk 4% 9B E (mg/kg & mg/L) B 7 A

TG E 2L HEPE (mgkg bw-day) > ¥ %3 11T

\\\Xr

4 %o
pli¢ * [ 4p ¢ +>(Equivalentto) | k45 it ¥ ~ %8 & #P & (JECFA, 2016) -
BOlRp » F 8P L) &0 g &> 384G 7 1000 mg/kg FUk . ik
2 &AL (AP § >t~ 150 mg/kgbw-day) 5 7t E 40T I Ry HY £ 0 ) B

BEBEXE 002kg 4 a8 5 3g/day H &€ HEBP~-E 40§ 304 5 A

£ (1000 mg/kg)x | & 4 3 F|#(0.150) > T 4p % ** 150 mg/kg bw-day -

p'v-‘g ﬁfrﬁ"ﬁ"}iﬂiﬁg?iﬂﬁﬁl“ PelcF 0 ML At E
Fle £ »ZF X 3T -F AFTHhEFEFHEREE R4HEF
0 & mgkg -mg/L & A E w7 it A% 5 ppme 4ok F ppm

&2 {5 mg/kg & mg/L o



% 1~ & & & & (mg/kg or mg/L)£2 ¥ = %8 € #& P~ & (mg/kg bw)2_ #| &

e Fli -

+

=~
2 3 7] 2 3 7]
S S
aHE® |Hk [aEE
% 8 % |49 |(1 mg/k £ /L)4p & >
P e g fﬁaa ("I‘ng g)#ﬁ L |me )P %
(g/day) |#g7)] |4 > H =48 |(L/day |H =4 €%
THE>E (X)) F °(x
mg/kg bw- mg/kg bw-
day) day)
| & 0.02 3 0.150 — —
0.03 4 0.13 0.006 |0.2
< &
0.10 10 0.100 — —
(Young)
< &
. 10.10— |10—20
(Multigen )
, 040 (L |[(L35: 0.06 — —
eration ,
T 39:025)[15) .
Studies) 12
s 5
0.40 20 2 10.050 — —
(O1d) S
0.35 18 & [0.05 0.05 0.14
- = 0.14 12 #L10.09 0.03 ]0.21
| R 0.40 50 0.125 — —
* = &|0.75 30 0.040 — —
0.84 34 0.04 0.2 1]0.24
b =+ 2.0 60 0.030 — —
3.8 186 0.05 0.41 0.11
bE) 10.0 250 0.025 — —
12 300 0.03 0.61 ]0.05
W 2 100 0.050 — —
1.5 168 & 1011 0.15 0.1
5+ (o) i
do L 2
P %115 250 Ry 0.050
%)
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% 8.0 320 0.04 0.53 |0.07
# 10 750 0.075 - -
A 60 1500 0.025 2 0.033
BRI |60 2400 0.040 _ _
7 80 2250 4 003 55 10.07
> t
(Mainten |500 7500 ¢ 10.015 — —
ance) ;t;
4 S
. ¥
(Fattenin {500 15000 ¥ 10.030 — —
2) "
e
5 500 10000 | ¥ ]0.020 — —

atk &R PP A pFEGR TR A F M gday £ T o
bAaSHE A R P (S8 & e b )ik R ¥ 1 mgkg £
=
cHPHEHPE  F5% B2 ErlEs pgd a1 E =05
F(8&iged)i £ Ths £ (g/day)xd = H# F17 (0.001 kg/g)x4
a # & (mg/kg)+1 & (kg) > i ¥ 14 mg/kg bw-day % 7+ °

(2) 3% %

. p2 P 242 }]?%? #e 3 — = (Brown, 1999) ~ & i+ (Brown & Jones,
1999) ~ v 02 % - e 4% 4 Rt & = = § 1% (Brown et al,

2000) « FLA & * &7 4 Hand - 3 0 & A 2@ P EEL -
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(Brown et al., 1999a,b) -

3. - A7 }F-T’F—‘Fff bl - EFAhe RIBRT L322 F 3T

AN A )!?;J%(Li R et al., 2000; Li Y et al., 2000) -

By R e Y RPEROEAGHI Y (R - T ] R v

— 427 A T - F dDR2 )I%Elfﬂﬁz—i 2 g B 51 % (Brown, 1988,
2003; Brown & Smith, 1989; Smith & Brown, 1989, 1991; Brown et al.,

1991; Jones, 1999a.b) -
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W

1. Codex : & GSFA ¢ » 3 Rz & fa K¢ * 'L F » ¥ 3% GSFA
online * A3 % F:l o Fliad 22y e Codex ¥ £ A 1F5 &
Fifbe F I 0 GSFA Y 2 R R T AT A
fez. B i W R &% % (Commodity Standard) e

Available Online:

https://www.fao.org/gsfaonline/additives/results.html?lang=en

2. % © Regulation (EC) No 1333/2008 i 4 11 ¥ » %5 46 & 5.
B IR, v “ﬁ%\» Il =gz o

Available Online: https://eur-lex.europa.eu/homepage.html

3. 3 2R g L B (Code of Federal Regulations, CFR) s 48 21

(QICFR)® % % 48 & jgmenie * *TE o & 4t 2 # » GRAS Notice

=

Inventory % 45 %8 & GRASF Fem p - L2 R a2 F 0 H
BA_ Ry a4 LR R 2 Ky 2 (Dietary Supplement Health
Education Act; DSHEA) ¢ 12 o

Available Online: https://www.fda.gov/
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4, B d fF 038 SR % 2 & (Food Standards Code)&# 1.3.1 ¢0

P 4r(Schedule) =1V ¥ » R.%& S vede i@ ¥ LR« P 4] 4R

—H

%?J%ﬂi‘a‘r‘%ﬁ]:% vge i@ U P AT P sk AR TR Y LR

2 G St DAL A RERY LR 6% & 45 parlV
ERSES E TN

Available Online: https://www.legislation.gov.au/

5. p A ¥

\\\?{r

-~
Jay

TRIFEHLRT S RGP b
P MR R R LRERE

Available Online: https://www.mhlw.go.jp/index.html

6. #% B :MFDS i ¥ Food Additives Code 37 Z_& r‘%/,”l‘ dv 2 LR AR

@ EE TR AR

Available Online: http://www.mfds.go.kr/eng/index.do
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Q)M ALERM & B 4o o3t § 50 2 I TR > Aok e A2 3

Bk B et M B BB H R (R R AR ETEE R

(4) 8 &° R 2 RN 0 o 45 AR S B AR B0

(S)H s o f ~ERE R ¥ WP > ¢ FREEEHN -

TEV A KRBT X 2% T4 12 JECFASEFSA 2 USFDA
FRPA RSP e 2 FTHBEL - G FLRAEF T AR
2R L REL X 2RRETH Y FeER TG A
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BB ATILAS | F & F 6 Lt B AT S gt enIRATIE R > LT 1]
* X 2 R A K iBATEi#5% (Guinea Pig Maximisation Test, GPMT) &

| BUR % ¥ % & 47 (Local Lymph Node Assay, LLNA) °

IANGAPREH FRBEF T EABAFa ERPEH G I
T NEEHEE AATRER NS AR F 2 h AR o
T LA LR
10 Fp b 4 B BRRERE Y L TR S RGP
oo A EEMATHES T A B RIS T

BIAMPN G TR DL -

TSRS LA RA RS R AT 2HEREL A
FHER I RRR TR FATHES T AEREL 2R 42 7

SRR R ERTA B R RERRETR H5Y 2R

TR e

1. 2 & WA R 2 «kbt’ﬁi yol-es ‘B‘%‘«’s‘xr‘%ﬂ]‘ﬁ e L & R € (Joint

FAO/WHO Expert Committee on Food Additives, JECFA)

Available Online: https://apps.who.int/food-additives-contaminants-

jecfa-database/

2. &M a8 %% > & (European Food Safety Authority, EFSA)

Available Online: https://www.efsa.europa.eu/en
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3. FREEF AL ME % T AL S(Integrated Risk Information System,

IRIS)

Available Online: http://www.epa.gov/iris

4. F Wi k¥ Rk &% FOR B % 5(The Risk Assessment Information

System, RAIS)

Available Online: http://rais.ornl.gov/

5. 3 W& PP FeR i 2 7 ¥ (Agency for Toxic Substances and Disease

Registry, ATSDR)

Available Online: https://www.atsdr.cdc.gov/

EXT Y URFS NELFTE TH > 657 b3 ERRE

BRF o RRILPGFT R UT ]

%3~ F PR
& 3 B
| e |pa | ROWE
AT F | | L., | (mgkgbw) | BEF | FE gk
BT FAAE
2 e
J 8| =500 | =500 | RE
TR iﬂ S
A < & | >400 | >400
b ] B 5 5.5
Gon | ] =y >] >1
B v R ) R | >200 | >200

SRR R A R

(M) B RFERFERZ b GFRFL

FREFFTRGTRILY B SR 2 Bt RFRA
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J%Y/kfi ER R 22’%&/77‘4\:;}%.13#%5&?%%{%_&
Vo RESRGITGHRE LG ITGREIPFOREE BT ET BT H
Bkt B BER A R R 2 B % (F B 445 p28 3 p38 4

R R 0 e

-~

NH

?xr‘%,,"‘l‘é v B T A Hcds AR M BiE (B4 ¢ ADI &
MTDI) > ¥ # &% # i+ w38 & - 11 JECFA ~ EFSA 2 USFDA % R 3¢
B R TR B FRTHET SRR EL S H 31 25

T R B 4T

1. JECFA:®*%Z & % rw,l KAvpoenxg TG d JECFA i {7 » = &£ 3 WHO
g r‘%/,”j‘ sv $ % 3] (Food Additives Series, FAS) ¥ H j#4F £ (Technical
Report Series, TRS) 2> i & > 143%i » £ & i 4 # JECFA e® i ¥
AR B 2 >3] % (International Programme on Chemical Safety,

IPCS)z INCHEM %' # E (https:/inchem.org/#/)* #% o

2. EFSA 2 SCF : g I maﬂ«,] o2 b3 d EFSAEF > b "R T
Z_ #F s cientific Opinion) & S ]
L B 2 B (Scientific Opini (RS & EFSA @ |

(https://www.efsa.europa.eu/en/publications) + = i o #* ¢k &+ EFSA % =

2T HE & SR 2 % 2ER %= d SCF i& {7, 5]yt 53¢ EFSA
g g AAMRERFREETHFR s ¥ 1 SCF 2 & 2

(https://ec.europa.eu/food/horizontal-topics/expert-groups/scientific-

committees/scientific-committee-food-archive en)i¥= -
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3. USFDA @ £ Reh & &if 4eir b "6 d USFDA g7 » # ¢ s
GRAS 2 & & *e > & 1970 £ 1130 d FDA 3£ 7 b % 3% % GRAS
Substances (SCOGY) Database 7 * v

(https://www.fda.gov/food/generally-recognized-safe-gras/gras-

substances-scogs-database) = i# © #* B "% 3F i Bk B F RPN F IR

#%(National Technical Information Service, NTIS) 4 L+ 12 i 3 B~ {8 o
@ 1997 & 12 {s en? 3 GRAS ¥ % GRAS Notice Inventory 2. & iR

b fr G R ; NP oo

4. FSANZ : 48 B o g fFena Shtcd b %™t d FSANZ :2{7 »

b &= 2% 4_1v 5 Approval Report % FSANZ e F °
5. praRd2d ¢ pArAaEX 2L e rRERETRD

(1) BHEAE S Y12 b G=R

AN 18 6% 298 T HMBEL TR LT LR T

Brek 2B AU P RFRALSY R

=%
ETIS
=
35
‘r\
1:3_
T‘ﬁ
k-
C\
=
e

< AR LFLKJ’Q”F‘W/Jéi”’Fﬂ—% T L’M»F‘xszfi &Piaﬂaj
FehigmRil R b A& as 22 @2 o 32900 B o
BR 2BE LM

1995 FAO 22 WHO £ =gt 12, [ & 5.0 (8 40 b 4320 R pl 82
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= ;% (Principles and Methods for the Risk Assessment of Chemicals in Food) |
SR RS C RS SRR TS S R TR e
WETE AR FF 0 ] Tk “ﬁ?ﬁ'#*w o b P A e R
CERFHEROT AP ORE- BEREDG ERAETRHBH)
&g BB TR T i B SB(FAO/WHO, 2009) - i 35 Codex #7

FL AR EARREY A RRFERT A S A

i
=
(w
4
A
3%
a>
Iiﬂ

T # ¥ (Hazard Identification) ~ & 3 4 fix f it (Hazard

-
>

Characterization) ~ % #% 3= % (Exposure Assessment) % . "% 4% ity it (Risk

Characterization) (FAO/WHO, 2016) -

Himrd SRHA P2 5d BT B BT R R pH Lt

B GER AT A HAME S PR BT o K L TR AT

(1) ¥E@BEL 24 F T2ITFFTELTHRBTHE
Available Online: http://ghs.osha.gov.tw/CHT/intro/search.aspx
(2) % W4 2% % (TOXNET)
Available Online: https://www.nlm.nih.gov/toxnet/index.html

(3) i+ B4 F 4 & PR7+(Chemical Abstracts Service, CAS)

Available Online: http://www.cas.org/
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(4) P& PR mdy iFd b5 s & /7’]‘4 v EE LR €
(Joint FAO/WHO Expert Committee on Food Additives, JECFA)
Available Online: http://apps.who.int/food-additives-contaminants-
jecfa-database/search.aspx

(5) ® 8 5<% > & (European Food Safety Authority, EFSA)

Available Online: https://www.efsa.europa.eu/en

(6) % W& 4 T a i 2 7= ¥ (Agency for Toxic Substances and

Disease Registry, ATSDR)

Available Online: https://www.atsdr.cdc.gov/

24 FBAA R T RDA LR S L AR R
B RpF VR - EREF R EHE 5 RM G R ZEREM G M
PR BB FRELF Y A TR ES TR REE RS T R
B F L A RT A ST kf R RE RS AR ET
m R TR A M RR e R RS A R

oo P WREG FIFLD S ¢ EHE R BT YA

I
Al
o
=
N
%
I
¥
‘C;E%»

DER YRR TG e G A
TRV RETE N AR TR PN E 2 2 R 7 2 (HBGV)

(FAO/WHO, 2009) » {4c : ADI ~ MTDI ~ PMTDI % RfD > % f& f &

ERER G A MERE o K L FTHEAT

(l)ggFAI;HLE 5Jﬁbt3aﬁﬁlfgj—4‘9:‘ﬁ\}$ ,/9]‘4 #%Agﬁiﬁg

(Joint FAO/WHO Expert Committee on Food Additives, JECFA)
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http://apps.who.int/food-additives-contaminants-jecfa-

database/search.aspx

(2) ®m M 8 %% 2> & (European Food Safety Authority, EFSA)
https://www.efsa.europa.eu/en
G) FRFEFFHFELEMLE & F # & si(Integrated Risk Information

System, IRIS)

http://www.epa.gov/iris
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B L * end 32 S ADISMTDI 2 RfD % » & H #f

s

—
3
7
g;
E
e
R

SRR A G A oE Y L0 @R 0Tl 2 hd R

\\\?’;r

WLV ERGTR BRIV EER N T LR F R

(1) A=4-EE(POD) 4 % © AS45 8L 5 4] %4 18 % #i(6) 42 ADI-RID %)
thirgho i ¥ @ % #04 F % hd AT 5 2+ 'NOAEL 22 LOAEL
FiEa @B F Bi®h2 POD e F4ck Scdp V2 FREF &

#Ht o P|¥ 2 g * BMD ¥ BMDL it 5 POD> 51 % 4 12

i

P

}

4

Jedk 3 POD chficdh o 4% b B T %M E T ABRT
PREE Rk FHE L NOAEL > 5 %71 2 POD» 7
# 7t 5 1 NOAEL % x mg/kg bw-day 2 % p x mg/kg bw > T
B B AR o f AT AR T BB IIF B B R 3R T
NOAEL> fizfiin™ » pt #2350 POD 5 LOAEL' ¥ 4 71 5 !
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2)

€)

£z T NOAEL » F]5 975 #E T ¥ 215 & » LOAEL

% x mg/kg bw-day & & p x mg/kgbw > TF F ek MAE o

ADI: 5 ¥ * chh % ¥ 3241 & » JECFA #-8 2% 5 %2 &5

G ALY KEAF - CEF T EHBIYREEIPH
o Zeng o ADI B E{Upim R pEers ¢ o ada e o
mgkg # 7 0 @ F AR~ SR DRERTAS S
#Z 7% ¥ (FAO/WHO, 2009) » # K % % % (US Environmental
Protection Agency, USEPA)R| % & 3 A W » 7 L E B R A & &

- C By Ha L3 IR B T HEARIS, 1993) -

PMTDI : JECFA $#3t - £ 7 A 8P H 4 - EpFF i3 2 512 2%

# * PMTDI - PMTDI ;i JECFA #| %%+ @ * k472 3%
BA P R SRR R R R R A S Rk
i }\Fl ’glblgfxik'}gﬁ?ftgﬁ:%gﬁo %z}\tu E"'él ’%

>

RapsramE~3n - BFERALLT > T AL BHY

e 7

|k

» A5 PMTDI- 7] & LA I SR %ﬁf”&?ﬂf&fi"
PR R IR ES et SRS BEe S SRR S A
¢ s i B 4T ehat £ 5 £ (FAO/WHO, 2009) » # ¢ ADI £

PMTDI #5¥ 4% 5 HBGV (FAO/WHO, 2009) -

(4) RID: 3 - A HERR HHLE 2 A3 FFI PGP
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BiEgkpd vt 25 p 5 EE > 756 NOAEL & LOAEL -~ it
AR RHELFT IS UF & A0 5% ¥ 1 F g3 2enig 46
% #ix(Modifying Factor, MF) % % #c3- & m % (IRIS, 1992; WHO

IPCS, 1996) -

(5) ARID 3+ 5 #icd S dedr > 2 A WAL M DR E T 7
EALEPEM FP G Er AR LR > 4 2 R

EME A RBITR o RAREFRT VR EEL A @XF BAp

5

e
\\\?{r

B A3 FUR BB TAMBL N RPEFS

m

\\\?{r

Bz 5l 34}3? s BHEP 4o

(1) F7pe: %7 fedh 3 b0 § 3 JECFA esb o § L0~ 4 5
% #(Chemical Name):* CAS ¥5.(CASRN):E 74x » T+ {3

BFL RPN 2 ADI BHE B 0 EHE

:%E

% £ 12 & 1) (Tox
Monograph) - i g » i* & & fi(Chemical Name)i& {7 0% > ¥ 7
P40 F 2% ) 2325 (Evaluation) » £ 3£ m B 250 % o

(2) BEpa TR 1 S BEpA4N 5 B0 § 3 JECFA 2k ¢ izggﬁl ~ L
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3)

5 % fi(Chemical Name)zt CAS %%.(CASRN)iE (740F » ¥
RypEFEE P2 MIDI B8 3 » 53 15 8:F F 312 % 7 (Tox
Monograph) » 1 fij » i & ¢ fi(Chemical Name)i& {7 0% - ¥+

T F 25 N 2 7= (Evaluation) » £ FHw@EH&50% o

TRpLE Rl pA S B § 3 JECFA &b o B LR %] ~ L
g ¢ #-(Chemical Name)s* CAS $5.(CASRN)i& (74£%F » T+

% 4 7 % 7| (Tox

}XE

i E e % N2 ADI EH B > H B
Monograph) - 1@?] » it & L #(Chemical Name):& (748 » &+
PR 4EE 2% P 2= (Evaluation) » £ FmBF il r o ¥4
73 IRIS erbie 74 S HH LI * 5 ;L“’;Eﬂi%] LR -
(Chemical Name)zt CAS ¥ %.(CASRN)iE (747F > ¥ {24
HFEEP2Z RIDEHEG T T i\ﬁ ¥k 20 238 < % (Summary

Document) > 3452 E P} 273 2 2 p F L F B F L ¥ o

() AR%HF LR EFEFITRER%EFG A RRFEFH

BB L Adp 5l 54 W 73S T4 (https:/tnfeds.nhri.edu.tw/)

2 EG o R BOREEL 8 BAESE > AHE 0-3 K 36
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B 6—12 & ~12—16 & ~ 16— 18 & ~ 18—65 & ~ 65 f 11}
1949 K T AT 00k 19-49 R T L HAR L E K ik

v

Bolf A5 922 2 - 25 2 BRB%H-

(2) 857 aEF P kR EFFEY FHI S SG P ATEA
51%].—]“%}?"7?/7_]‘4‘3 P2 FUERYRR /gl\‘ RE TR

BRI FAETHE ) FRFTH - REF S SFab iz R

-l
(w‘

FLNERER S ERFT R IRER Y PR LR

PIFREE A BT 8§85y ? BT kRERG

/,T 4\2#’%%}_}3&*%_2?@ )\“_;J_;Q: .

Q) a5 E T EITRTESTHELESETH > HaF L
Be 17 A 67 L 4F 199 g 2 131 & 4 K30 0 F ki E
YR BT AP A Rt D2 BREEE AN R

e a—;(Whole Group) 2] ﬁ"% YE T (COI’ISU.I’I’IGI‘S Onl}’)% 8 & 32t

Er

ol 2HEE S R 2 WEH Y

(4) HHIIOME 17 R Y ATES FHLL G B REAL -

(5) EDI: #-p {8 menk p s Ef s &Y § 54t
PEoRFEEYGUBIRARY FEZE Y ERERNFR

ﬁ@»ﬁ@ﬂi@ﬂwgﬁmmawﬁﬂ%%%%§%$°?
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R BGIESTHESL G AN AR F S R e
FEFE o 8 Fin it 2R ERE PR 2
FPRBEIOE P TBRLERHE AR FRRER

'”m‘?‘r'r'/TJ"‘ii;’E% b8 /fJ‘J" % 2L - R 0 8

P CEDL RBRREHEj ERBISIY SRS GEED
#FHP-H £ (mg/kg-day) Ci: & 5 i ® %r%‘},’jwt;f%.ii}éfi(mg/kg)’
CRij: kR %¥j#HES 525 p#HEs £(g/day) BWj: 2

B Ry L LWL (k) -

4RGP FEET &

'
(‘A}
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ks
Ky
kry N
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™
P
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ﬂﬁi
,\m

Wh R BT APE TR AR - AP RN EER 8 R

2. EDI ¥ ADI #cig 't f > 35 8 i bep i 8@ 2 ' 0 1Y

S

%ADI % 77 » B %P R T HHE AN EREHS Ko

[~ & S de k2 %ADL T T S 2R E 2

EDI,
‘%ADP=ADFXIWR6
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NP %ADI: R4S ,;T»c#iif”45#§%ﬁfd bE P &R
HE2F A o ADL: F B ¥ XA R (mg/ke-day) e F3- 5 2 b %
13 100 %ADI B 5 7 5% 2 b %0 £ B '3 B 3 % <38 100 %ADD

3% 8 k4o dp>ban e 3 j" léq’ff@f}’;%’i’r" ;{‘_’L‘E*ﬁ ARG

7 JECFA # EFSA ¥ W' 4 & 2 5 4 3] ADI & &5 47 2 ADI

(Temporary ADI) » ¥ it 2 T %

(1) 37 % ADI (Not Specified) : & JECFA 35 M #cF 2% % &
ADI % &3 » § & B b dr 1 2% 8 h BIFH B O F A
e P 0 e g IR Byt HHRT 0 JECFA #k 3T

Z_ADI -

(2) % = ADI £ 4 37 2 ADI (Temporary ADI and ADI Not
Specified) : # JECFA 3= & & so 47 O G ey 5 /4]
B H 2 W NEG J g ADL 2 % 2 R FIATHR TR
FIFTEFER - H X 2RI ITT AP OER N R Y
PRAL 2 LA RMETE AFERL AFHP PR LT 2
Pl F § i 2 W% ADD ¥ i crlicdh ik % 0 114945 JECFA
FETPPER A Rj2id-% 2R3 a2 22 ADIPF > £ f ¢
R R TG o W R e 2 B TR TR & ehd

36



Ry o B pER A7 &4 7 JECFA 7 {8 % #-47 % ADI 4

i £ Hedh o JECFA € $chl %72 ADI > (75 % >

o
!
M
"
o3
A
£

b 45

¥ e 7 4 Fr 24 47 (Uncertainty Analysis) > 7 & T 4 47 & & ¥
FEAMALEEF LT &R F ards(Lack of
Knowledge) % 53 » & ¥ 48 38 eh3i3t i3 & il £ (Bias) s # /2 2%
A AT EAR R MR AR fRATR Y AR A 0k UL fy i
FBEORGITRY NI RF R AL TR TP R i
%P P AT Rk TREFL T IR b B
/e i fe > HETR " £ F B & T o ¥ 44 EFSA *t FAIM 2 3=
o2 AT RIRT A S 28R SRR B

EFSA (2012)%% & J f 7 AUt 2 4y B HRT 24 107 o -

24~ 2T RIRERE L

AR SR B (D KR ()

ERBYE S BRI B R AR A 4

A RS T I

BT B R CBHEALARZ AT +/—

FRET et Be 2 Y (R
EORBHEL P A
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| [rawa 2 rrgmaEee i may +—

FFAFL 2T EFIR Bde D AR iﬂ" 7 (Volunteer Studies) -
o T }?3 2 7 7 (Epidemiology Studies) - ?): # % * B % Pl(Health Effect
Studies Relating to Occupational Exposure) ~ & 14 ¢ 3 % 6|# 7 2 T2/ &

% #cPy (Clinical Experience) > 51451 % o pbob 4 i3 ¥ 5y 3 RFAT|E

HimT ok d B ik i % oA A B T A A BT 2T R

FEMRFAERF A2 EFREY o FL T e
2L TR R A ERHN TR R T B G

ZB@ﬁmﬁ%ﬁﬁﬁﬁﬁiwo

FEFRAREARRE SR P A B ERMF TR @

Mt @22 VA E R X HEFRP EEEL R T

54 o B AR Mpal R 2 ()R 3
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%t it = ~ Application Form of Additions and Amendments to the Scope of Use, Limits

and Specifications of Food Additives

Information about the applicant

Applicant (must be domestic): Signature

Contact person:

Phone number:

Address:

Date of Application:

Application (select one)
1. [] Add new food additives item

Name of food additives:

Function and classification:

Scope of use and limits:

Reason for application:

2. [] Revision of the authorized standards of permitted food additives in Taiwan

A. [] Revision of the authorized scope of use and dosage standards
B. [ ] Revision of the authorized specification standards

Classification and name of the food additives:

Application for revision of items:

Reason for application:

43



Checklist for food additives applications

[

oo o

O O Oddodgdodddnd

1O

I.

II.
I11.
Iv.

VI

VIIL.

Specifications (chemical name, formula, molecular weight, purity, a
description of the food additive, heavy metal, limits for impurities and
contaminants, and stability etc. (for those applying for item 2.A can be
exempted)
Manufacturing method (for those applying for item 2.A can be exempted)
Assay method (for those applying for item 2.A can be exempted)
Methods of food additives analysis in Food (for those applying for item
2.B can be exempted)
Usage status in other countries
Technical data (chemical and physical properties, purpose, effectiveness
and comparison in effects with other similar food additive, stability in
food, intended technical effect and use. (for those applying for item 2.B
can be exempted)
Documents on safety* (for those applying for item 2.B can be exempted)
1. Documents on toxicity

(1) Acute toxicity study

(2) Subchronic toxicity study

(3) Chronic toxicity study

(4) Reproductive toxicity study

(5) Teratogenicity study

(6) Carcinogenicity study

(7) Genotoxicity study

(8) Allergenicity study

(9) Neurotoxicity study

(10) Metabolism and pharmacokinetic studies
2. Comprehensive evaluation reports from other countries or

international organizations

VIIL.Risk Assessment reports from other countries or international

IX.

X.
XI.

XII.

organizations (for those applying for item 2.A can be exempted)

Risk assessment of food additives in Taiwan (for those applying for item
2.A can be exempted)

Human study (for those applying for item 2.A can be exempted)

Other necessary information

Description of the above information cannot be retrieved

* If the application is not yet approved internationally, complete toxicity test data

must be provided; If the application is for international use, a comprehensive

evaluation report from other countries or international organizations must be

44




provided.

This application should be placed in front of the entire document and a summary table
of contents should be prepared. Relevant attachments should be clearly identified and

paginated.
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