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ol 208 AH AF H7HE 2 #d FDA #RX g 2E
] 1= A% 8 CFR Part 172 402 317]9] 2E A }Eo] Aol

HASE AF AR NG 5 A= Ao HAHA YL

wn W W W WD WD WD WY LY LY LY LY LY WD WD L LD LY W

Subpart B - A E HEH|

rh

172.105 Anoxomer

172.110 BHA

172.115 BHT

172.120 Calcium disodium EDTA

172.130 Dehydroacetic acid

172.133 Dimethyl dicarbonate

172.135 Disodium EDTA

172.140 Ethoxyquin

172.145 Heptylparaben

172.150 4-Hydroxymethyl-2,6-di-tert-butylphenol
172.155 Natamycin (pimaricin)

172.160 Potassium nitrate

172.165 Quaternary ammonium chloride combination
172.167 Silver nitrate and hydrogen peroxide solution
172.170 Sodium nitrate

172.175 Sodium nitrite

172.177 Sodium nitrite used in processing smoked chub
172.180 Stannous chloride

172.185 TBHQ

172.190 THBP

wn W W WD W W W LY LY LY WL

Subpart C - REH|, €& 9 &H EH
172.210 Coatings on fresh citrus fruit
172.215 Coumarone-indene resin
172.225 Methyl and ethyl esters of fatty acids produced from edible fats and oils
172.230 Microcapsules for flavoring substances
172.235 Morpholine
172.250 Petroleum naphtha
172.255 Polyacrylamide
172.260 Oxidized polyethylene
172.270 Sulfated butyl oleate
172.275 Synthetic paraffin and succinic derivatives
172.280 Terpene resin




Subpart D - §5 2{0] % FYF HIA|

§ 172.310 Aluminum nicotinate
§ 172.315 Nicotinamide-ascorbic acid complex
§ 172.320 Amino acids
§ 172.325 Bakers yeast protein
§ 172.330 Calcium pantothenate, calcium chloride double salt
§ 172.335 D-Pantothenamide
§ 172.340 Fish protein isolate
§ 172.345 Folic acid (folacin)
§ 172.350 Fumaric acid and salts of fumaric acid
§ 172.365 Kelp
§ 172.370 Iron-choline citrate complex
§ 172.372 N-Acetyl-L-methionine
§ 172.375 Potassium iodide
§ 172.379 Vitamin D2
§ 172.380 Vitamin D3
§ 172.381 Vitamin D2 bakers yeast
§ 172.382 Vitamin D2 mushroom powder
§ 172.385 Whole fish protein concentrate
§ 172395 Xylitol
§ 172.399 Zinc methionine sulfate

Subpart E - 1Z UX|H| (Anticaking Agents)
§ 172410 Calcium silicate
§ 172.430 lron ammonium citrate
§ 172.480 Silicon dioxide
§ 172490 Yellow prussiate of soda

Subpart F - & 5! 2t =3

§ 172510 Natural flavoring substances and natural substances used in  conjunction with flavors
§ 172.515 Synthetic flavoring substances and adjuvants
§ 172.520 Cocoa with dioctyl sodium sulfosuccinate for manufacturing
§ 172.530 Disodium guanylate
§ 172.535 Disodium inosinate
§ 172.540 DL-Alanine
§ 172.560 Modified hop extract
§ 172.575 Quinine
§ 172.580 Safrole-free extract of sassafras
§ 172.585 Sugar beet extract flavor base
§ 172.590 Yeast-malt sprout extract




w W W W W LY LY WY WD

172.610
172.615
172.620
172.623
172.626
172.655
172.660
172.665
172.695

e
o
[1]1]
A

Subpart G - 4, F£Y3 Hlo|x Y
Arabinogalactan
Chewing gum base
Carrageenan
Carrageenan with polysorbate 80
Salts of carrageenan
Furcelleran
Salts of furcelleran
Gellan gum
Xanthan gum

wn W W W W WY WY LY LY W W W WK L WD

172.710
172.712
172.715
172.720
172.723
172.725
172.730
172.735
172.736
172.755
172.765
172.770
172.775
172.780
172.785

Subpart H - 7|E} £ &&= HIIH|
Adjuvants for pesticide use dilutions
1,3-Butylene glycol
Calcium lignosulfonate
Calcium lactobionate
Epoxidized soybean oil
Gibberellic acid and its potassium salt
Potassium bromate
Glycerol ester of rosin
Glycerides and polyglycides of hydrogenated vegetable oils
Stearyl monoglyceridyl citrate
Succistearin (stearoyl propylene glycol hydrogen succinate)
Ethylene oxide polymer
Methacrylic acid-divinylbenzene copolymer
Acacia (gum arabic)
Listeria-specific bacteriophage preparation

wn W W W W LY WY LY LY W W WK WD L LD

172.800
172.802
172.803
172.804
172.806
172.808
172.809
172.810
172.811
172.812
172.814
172.816
172.818
172.820
172.822

Subpart | - CFSX HIIH|
Acesulfame potassium
Acetone peroxides
Advantame
Aspartame
Azodicarbonamide
Copolymer condensates of ethylene oxide and propylene oxide
Curdlan
Dioctyl sodium sulfosuccinate
Glyceryl tristearate
Glycine
Hydroxylated lecithin
Methyl glucoside-coconut oil ester
Oxystearin
Polyethylene glycol (mean molecular weight 200-9,500)
Sodium lauryl sulfate




172.824
172.826
172.828
172.829
172.830
172.831
172.832
172.833
172.834
172.836
172.838
172.840
172.841
172.842
172.844
172.846
172.848
172.850
172.852
172.854
172.856
172.858
172.859
172.860

ils

172.862
172.863
172.864
172.866
172.867
172.868
172.869
172.870
172.872
172.874
172.876
172.878
172.880
172.882
172.884
172.886
172.888
172.890

w W W W W W W wWwwWwwWwwwwwwww QO wn W W WD WD WD W W W LY WD LY LY LY WD WD WD WD LY LY LY LY LY LW WD

Sodium mono- and dimethyl naphthalene sulfonates
Sodium stearyl fumarate

Acetylated monoglycerides

Neotame

Succinylated monoglycerides

Sucralose

Monoglyceride citrate

Sucrose acetate isobutyrate (SAIB)

Ethoxylated mono- and diglycerides

Polysorbate 60

Polysorbate 65

Polysorbate 80

Polydextrose

Sorbitan monostearate

Calcium stearoyl-2-lactylate

Sodium stearoyl lactylate

Lactylic esters of fatty acids

Lactylated fatty acid esters of glycerol and propylene glycol
Glyceryl-lacto esters of fatty acids

Polyglycerol esters of fatty acids

Propylene glycol mono- and diesters of fats and fatty acids
Propylene glycol alginate

Sucrose fatty acid esters

Fatty acids

172.861 Cocoa butter substitute from coconut oil, palm kernel oil, or both

Oleic acid derived from tall oil fatty acids
Salts of fatty acids

Synthetic fatty alcohols

Synthetic glycerin produced by the hydrogenolysis of carbohydrates
Olestra

Ethyl cellulose

Sucrose oligoesters

Hydroxypropyl cellulose

Methyl ethyl cellulose

Hydroxypropyl methylcellulose

Castor oil

White mineral oil

Petrolatum

Synthetic isoparaffinic petroleum hydrocarbons
Odorless light petroleum hydrocarbons
Petroleum wax

Synthetic petroleum wax

Rice bran wax

_10_




§ 172.892 Food starch-modified
§ 172.894 Modified cottonseed products intended for human consumption

§ 172.896 Dried yeasts
§ 172.898 Bakers yeast glycan
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] GRAS Notification (GRAS X)) : AzHA+= T EZo A& <t
AA thet E dAl AFE £33 FH, 1 A H(GRAS Notice)
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O GRAS Notice & FDA 4bs}, 2% <bd 9 & F&E fuH, 4
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sto] GRAS 2t A&5 W9 offoll gt =9 & £33t of &
H};G o R=1 §].z‘ﬂ-;<4 E/Hz_'; sy u]xg%ﬂx% A5 E9] _LSLEth GRAS 7;3
A Sidsts AR By olyegt GRAS 2R dX|3tA] &+ A
S8 Hole E& AR sty =ostoof i, FJHol xEH
AA A HlFo =7k AS A siEd EZo] GRAS =i 24
< Wele o)l st AwgsloF 3
O FDA+ GRAS NoticeE A3t 5 1809 oJuo (Had A5 90
G = 180€ A 7)) ARE HES FH oty Al 7HA SH =
A3 1D ‘FDA has no question’ - FDA”7} GRAS ZA 2] <A
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O GRAS Notice A5 2] E2} of A
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C. Manufacturing Process
D. Specifications and Composition
E. Physical and/or Technical Effect
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SAY EE AEo 2EAE B 5o 257} AL
=4 4% 3% 288 ) AF WIRE 059, 4F 45 24
= I 4% FH7HE (21 CFR Part 175-178, 179.45), ©|x} HA H7l=

(21 CFR Part 173), AP &<l 2% A&( (21 CFR Part 181), Alg&o]
dAske 27l AR HUtEE Ao dubdo® QbHsitta <l
AE= 821 CFR Part 186)& ZZ3&l1
1A% S Edo] AF HVHER ERHE
A 557 Aol FDARRE Ald AP 5<l& wotof g
154 AF HE B4 U IR 9@ FAHE 744
O Bisphenol A (BPA) : Hl~¥&s A= EX
HE slEEd 2 FDAY 93 %7] 1960 d o] Loz %
o A2 @ W7k BPAS <eFAA Y thak <87} A)E Y 2008
4 FDA+ BPAVE 21F A E4ddA AHe] <tdsit= &9
oF HyuANE dEIYS
- 20183 10¥ FDA #stjd3 e 3st9 Hd3l=
W}et ARE F83] A=A o thste o &
d 7bs FDAE 54, #4358, WiEels, 99
A AE7FEol Foste] 30070 olde] #HshH <
Rnem, FDA= dA AlZeolA BPAZE A& =
Ve FAY T AHRE HHEEA XAt gAS THA L A=
- 20084 10¥, HAxA R 5E3] (NRDC, Natural Resources Defense
CounciDE BPAo 33k Al¥l HYU-S FDAo| A|Zstgom, o] HLd
A AF R ZAA A BPAY A& FAstal =& BPAE st
= AFE HAIHEY AMEE Z3Er] g fAIE TlE ASs 8A 5}
S, 20123 3€ FDAE 3ld FUA A AFE FR7} FDAR S}
=

A A A AR EE A5E SR ARE AesA X

et AZE o

p—_—}
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O Per-and Polyfluoroalkyal Substances (PFAS) : #}&-3}3}3HE-(PFAS)
sl /9 AFAA AMEEE 59 sEEd OFS 9r|s,
7o A 2] PFASE 29 ¥ AFAA AuiEAY 7tgd & 9 &

TET #9925

R 3 e
AE & S ETF A FE

ol wl¢ A& kol PFASTE A& Y2 = A5
9 : S

- 20243 2<¥ FDA+= PFAS
substance)e] © o] H|=rA|

T nESE

4 (grease-proofing

=
Pl A 213 A= == AEA] ol ot

o

q

AT AF, ARG S5E B AT AAS FAsA 9lon] Je o
W e dYe B9 PRAS w3 ARE A¥sty Bdd A7

- "= 9)3F]= PFAS SIHES dido s FX sk X8 Hs 53
AZIA = A TE 200003 ) whol] ool AlF-E=

& TAshE ek AR vt lom, FHE FHOE A% XAENA
PFASE A= Aol S71=al = 58 PFAS tigk 2% ZAZE
Ae ol e =

D 78 = o= HriE PFAS7F 235 A% A=Y 7, I 24
2) Agx Yol : rHoz HriE PFAS/F ZFHAUAY, 100ppm
o]%Fo]l FfE Ae AAuF AF TAEE FF, T L dAw A
(= FASL Y=

3 AAE  AAAEF AR O s oA £4
PFAS 3}3t&Eo] ooz oy golE Hrtd AL r
55 FA3a 9lom 2023@ 2<€0 3, H2], AF HRE, IR}
A7 AL 2024 5€el 7P H &YH, OX%, EFo] ¥

AL MRl &3, AF 47 5o =27 284

i

o
>
i
o

_20_



4) HEE 202349 7€ 14dFE o=z o s HI7bE PFASYE 234

e AF ZAEY Ax A9 2 {5 A%
5) ZUEA : 20239 12€¥€ 31YEZE AxX = FEHAHAA o=

Zlo 2 FH7ME PFASYY E3H9 A F IHAES FAS

6) FEHE : 20249 1€ 19 = Ho=Z H7tHE PFASE 2

HA7HE 5A%

7 HEHE 20243 1€ 1dFE =2 oJ=FH o2 H7lE PFAS7) st

H oy AFY 2HEY Ax 2 e AT

8) mul&E : 2024 1€ 1922 ooz Hrte PFAS/E £3

H AF ZAEY Ax F A, f5s AY

9) ZoofdAe ;20249 1€ 1¢REE Az == wlg FAHNA ¢

T2 o g H7tE PFASYY =39 AE =
10) slefo] @ 2024d 12€ 31YH=Z #, Zoly, HA, S RE 2

Az A el e EA 2 o] 712 PFAS 3}3}

i

n{m
b
o)
il
=2

=°] A= A dY AF 2RH=Y Az, A F5S FAE
1) & : 20253 1¢€ 1dR=2 o=xo=z Frie PFAS/} x84
AEFE &719 Aoy fFe5s A

12) #<Ql : 2030 1€ 19H=Z o=z o=x H7l¥ PFAS7} =34
B Alwe jJr“H e e w4
O Phthalates : Z€HEx Ze2E AF (F=2 ZndF 2o
T PVC E= Hl”OI 1 Ee 54 738Y ST2EDAA AHEEH
© 3etEdoln dFE ZEHOIEE AF 2 e HZA, £24,
dE Ao 74 848 2 AF JF §xAAE AEE F A=

- FDAE 4 4% HE §504 9le] ZReo|ECIAAR 87, O
A2 VDS 4E A% Sein el sgsta glov, Tguole: 4
Eol A3 Arshe Zle BgEe] I we

O Melamine in Tableware : HW}Wl-& T3 4y &= ALEH=
setgdz, dn ze =7, HA, Sy
e FZE Az ALHEE FAHAHY, AFA HFH HVtsh=
A2 &5 AA ¥=
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deirlo] MolxA = ALz gsgen, 2 44 F40A <

B OAE HaE Jo2 248 dolsl 2SS

- FDAE 4 EolA Behel B0t A% 918 2AsA ge 57
2 A7) At WA AP BAE FARPL, L= WA
g2lo] F9A exdA tgd F9 Awel HolFo FE F
gloms ARAAANA Wekrl w712 4S e o
Acka hpsta 9S

3 AF HJUES AFE A, b A, ALE FAFA 2 F
ZolEl= EHZ AR 2 Fd HIIEA= AT, AFe] kA
43 FAE FASeEY F8% 98-S s, D &8RP by AE
H7tgo =&2 w k3ol 3t 2) I AS HHo] WEsfof 5t
3 FAOoR HHF FFOo R AR o] A FHE ojof T

] FDAoIA $0% 4 2F H/HE g2E 2 #4d 742 g3 A

AT & S

H AZE HU7VE: H2A 2 =ZE8A - 21 CFR Part 175

A AFE HUME: Fo] @ #AX FA4F - 21 CFR Part 176

H 2ZE HU7VE: Zg 9 - 21 CFR Part 177

A AZ AR BEA, WA RzA 2 MA"A - 21 CFR Part 178

© O O O O
BB R

O AZ2L 4F JHE 549 AL 71 A3
_] Food Contact Substance Notification (A1F H& E3 EX) : AE H
MHEE BEREHE AE HE B ATGA AHd AE 9 £5918 dbo}

of 3lH, o]#H3F A2 FDAA 4+ H=E= &2 FXA (Food Contact

Substance Notification)S A|&3sl+= AL F3) S F A= o] #A
oA FDA= A|=¥ AR sl dA3s] #Aad kHdAd HFIE 43

o), o =E Algo] AHA Qs
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E3E o] A= AF HE 529 AFOEY olFHFS HAFE
A Hloly 43 o]t o]Fol WE &WA =E 484 HolH
AES 334 FDAE =3k =714 2% (NEPA, National Environmental
Policy Acholl met A= 74 HolBx AESH AF 5 49
Abgo] Ao =
O A& HF =4 BTA <= FDA 4lsl, AF 4 9 & LS Al
B, A1Z H7}E <e-dA (OFAS, Office of Food Additive Safety
(HFS-275), Center for Food Safety and Applied Nutrition, Food and
Drug Administration)ell A =3st™, =9 AIFES WHEA] Z3sfof

S}
“

=
r
of
o2t
flo
=)
Y
X
50
kr
Jh
27
o
ol
ol
k1
30
oo

D =3 894 (Comprehensive Summary) : 2% H& &3
A dd 2AS) dHE ZE FHE Z dolg 2
7} EgrE]ojof gk FDA <4 Form 34803} #HF-=} S
AEstH, Ao =&, 54 A+ 23, Y 58 HHAHF (Acceptable
Daily Intake) 5©°] *E%+

2) 33t2 A AA (Chemical Identity) : A% A= B2 2 A4+
A BeE 2 F v EZY 3154 AA| Aol digh A
AR

3) A8 =7 (ntended Conditions of Use) : A1Z H= &7 9
A 2 (O A AR 5, AFd e AF T, A4S VI A
& oAF Sl g A ZH

&
ok
of\
o
Y
o 2
b lo

2]
FS 53t dlolHr 2 ast
4 A # % (Bstimation of Intake) : 4 49U HAHHFS AL
& 7 e T8 HolErt 28 EH ok sl g3 =
E L9 ddd ARE x3H

6) =4 AKX (Toxicity Information) : ¥&d =4 A5+ HRE FDA
2] Form 3480 fcofste] HFsfof sim, HoA FTHHA =4

9 )
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7 37 AKX (Environmental Information) : 373 H7}
(Environmental Assessment) & 87 H7l 8 A 7HH L
9] w=el7k TFH oIk 7

8) FDA <2} Form No. 3480 : 24 2 A =¥ FDA Form 34803
ARARE Azl T

FDA <4} A®X ; FDA Form 3480 Food Contact Substance:

Notification For New Use Pre-Notification Consult: https://
www.fda.gov/about-fda/reports-manuals-forms/forms
O FDA+ 1209 &2 A% HE =4 TAE AESH, ¥ef o] 7|1
< FDAZ} dlld &4 FHAd diste] olol& Al7|stA| &=t
A, AE2e e 2242 GHAOE AAA AHRD F A&

7F AlFE JAOTES AF AL FHVME
] 9 AE ojoFE 7= ¥ (Federal Food, Drug, and Cosmetic Act,
FD&C Act)e] 201(s) =3do wWAEo A= ‘4F FH7FE’ (Food
Additives) 2] HoJol|lA 2]Fol ARESl= ‘A4 HI7HE’ (Color Additives)
2 F u7F§°ﬂ/‘1 of| 2] & o %EFﬂ, T HeEe] 201(t) =&l wet
d& 9mg - D 38 38 =
T+ 7e =2l A
= OFJJQ 4 o]

oy fLl
>u§L.IE

T

L

2o N Srlr oo B ol 2 orlo

1>
K
=2,
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s
K-y
k)

AN
N
Al
N
B
=2
[
S
>
ofo
i
X
i)
i
i
ol
ok,
2
2
=

O Az 3 2
4o TS FDARRE ARE ol Wobok stm, FDAZF M4 3
bl AHgE et BE A2 tee HWAE - D e 3V
== A8 7hs® AE 7, 2 d8d AW A, 3 AF A
et ol E7]sh= W

| FDAE® M2 A H7teolud A2 AHEHES edste A 9o
=, sty dsd Aa JUbEY AE: ARy AMEe A
42 H7bes 9 48 (CFR, Code of Federal Regulations) o=
BAE 5531 s, A Fol AREET] Holl Q1Fe] BT Ma

722 wj ol el ¢lF 23S Y3 S
1 FDAZ} AH8-& si7bstal 14 Zo= 553 stal e M ke
o g F /X MEE FEE 4 o, FDAE i HUbEe] O

zo] AR nzely] skl BAVE WA 3o gepd v

Aze] Wade AAY
0 WA QFol WaF Ax AR WA AFo] Wad it o
WAoo P4 7] 9R, dold, EE FTolw Mf EE A

0 WA QFo] AAE Mi HAE . F AR} FE UZA
29 Aasolr ux QAFo]l WAH Mk HNEE FHAA o
Aol e AN, £= A% L S ATE FFS0k s o
Ax ABE ASSE ATEL AT s AR B2 3R F
oA FAT Aol e

I FDAZF 774 o2 si7bsha e Ma A7 Ag, /1R Ma
A7hEe DAY g, EE FHNM BAE L% P AE AL
F5aA e As W7MEE FD&C Actdl HakA AEo] o A=A
Oa %" 5 glom, FDAE olsh g AF U] Py =X
g AT 5 2l WA Azo Wad ez BEEH JdE B
Faha WA A% glol HE Mk WS Agse 2 =3 Bd
AR gurets Zlolm ogfd AFol tishe] FDAE WA =X E
A%+ Qo Ak F7HE Y QNS AF AR £Y Ave F
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st

71

el
ol A Thee An

1= ofy

il

a4 WA AFH AEAA FAY

a

oo o ro

A
A=A o]F3 AR ¢ gl ZAHE A XAY olFH FAE
‘Ad 29 MA dFE 8HS dA H5E (https://
www.fda.gov/industry/color-certification/companies-requesting-color-c
ertification-within-last-two-years) ¥ Hlw & 4 Qlow, whef o
ZIAA AFAF o]l EF Aol IH™ FDAS] A ARIFHA
(Email: Color.Cert@fda.hhs.gov)oll dgtsle] sid A7 A= 8F
StRA=A Ear sl 714 A4 HIE=E dix]7F FDAl &8 IF
okeEAl Sl F A
O FDA S1& M4 HrlE9 T2 9]
o &4 o]go] TEd H A ] :
‘FD&C Yellow No. 5 ¢} Zo] 7]AE o] QojoF 31y, 'CI HZ,
‘B WS, B JAS5HA RS e Iyl o
A7t=9 &4 olg°] 2 + i+
O A5 ZE W3 : FDAV} Fo3l o] Ha = AlxARe] HjX|
Ao Ao, oA o] HEE sl AF AR5 ¢
O A& % Ag Ak o= F5 W Ma HrbE 559
H AL HIFEY AHE 859 AF Abgo] HAE o] lojof &

O 4 ofo ko

. FDASIA 37td Ma 3 % 77
0 Aol gAsks 4F0 A8 5 9

= oA
o, WA QAFoA HAE MA H7bE 55 - 21 CFR Part 73

CEEE AEFOIE M2
§73.30 Annatto extract

§73.40 Dehydrated beets (beet powder)
§73.69 Butterfly pea flower extract
§73.70 Calcium carbonate
§73.75 Canthaxanthin

§73.85 Caramel

§73.90 B-Apo-8'-carotenal

§73.95 B-Carotene
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§73.100 Cochineal extract
§73.100 Carmine

§73.125 Sodium copper chlorophyllin
§73.140 Toasted partially defatted cooked cottonseed flour
§73.160 Ferrous gluconate
§73.165 Ferrous lactate

§73.169 Grape color extract
§73.170 Grape skin extract (enocianina)
§73.200 Synthetic iron oxide
§73.250 Fruit juice

§73.260 Vegetable juice

§73.300 Carrot  oil

§73.340 Paprika

§73.345 Paprika oleoresin
§73.350 Mica-based pearlescent pigments
§73.450 Riboflavin

§73.500 Saffron

§73.520 Soy leghemoglobin
§73.530 Spirulina  extract

§73.575 Titanium dioxide

§73.585 Tomato lycopene extract; tomato lycopene concentrate
§73.600 Turmeric

§73.615 Turmeric oleoresin

Z£X : o= AlZ ook FDA.gov

O FDA+= 3}3 Jagua (genipin-glycine) EF2] 25 M H7HE A Y
Ao e A, 2023 d 129 4Ldx}E 3 ML HIPEo] theo 2AE
CtF 1, 7AF 5 2 diA uE, FAE 9 FAF diA 87
2E, olo]2ady WEs FAF 9 #AF oA "UAE, ¥4, A

CREE "ol AkE A, Eesl
4. S A R 18 A AE A B, NenE BY wel /5
o] Arbe &8, YYLR P 2%, ol ArtE Y Xz wolx
o 2zAE, ofoly, Zeaw, A, AH, $Y 23 % B dal
of AMHow HgHE Ax VYo RS FEL 2WAA Y
L @ rasittn AsL AgFRl ANGALS

A Aol AdFHskE A Fd AHEE F AE Ma HVMER J8EUS

o, wjz] QlFo] B MAa HVME HF - 21 CFR Part 74
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ik R 2EZ0|E M4 EEC #
§74.101 FD&C Blue No. 1 E133
§74.102 FD&C Blue No. 2 E132
§74.203 FD&C Green No. 3 -
§74.250 Orange B -
§74.302 Citrus Red No. 2 -
§74.303 FD&C Red No. 3 E127
§74.340 FD&C Red No. 40 E129
§74.705 FD&C Yellow No. 5 E102
§74.706 FD&C Yellow No. 6 E110
Z£X @ o|= AMEole=E FDA.gov
1 FDAE 202010 10€ #iFE si4bE Alzol A f2le 4FE ojd ol

AR&Ete] E7)eke Aol AATA| (4. Cell cultured, cell based, or
cell cultivated)oll thsle] &3 odE FHI v Jovt AA7LA]
54 85 At AA E=
_] USDA FSISellA+= 2021 99 AE wid&o] df5o Jde 7 2
7fEFE o" &oE ARESt #Ed s
‘cell cultured” = ‘cell cultivated’ ) 5ol ts
339 oAs FHE vk oy FAA B BolE AL A B

o AFE A4 H7HE WA
215 A7 wiA] o gk <
O MA HI7ME9 Wiz JdE &A= FDA 4tsl, A% od 2 &
FoFst AlE, 3AE L MA i (Office of Cosmetics and Colors
(HFS-100), Center for Food Safety and Applied Nutrition, Food and
Drug Administration)ol] A|=sfioF s, 21 CFR 80.21()oll HAIH AA A
= &2 Balo = A= ojof & AAHA AE S Ma HIHEo]
ZEolE MARIA|, HolAlA], o] IFH MA& HIM=Eo] A
ARAA, Ma H7HES EF=AA A ety d=2A 485 U=
2 JA7F=E9 A 15 83 AM = 25 (duplicate) & Al=3loF g
T SAA = A JdEss 2AHsE JAY AJATE AHS
flof &, 2= A=HA < ?_%— 242 e A At
M3 vz AT e

N

<]
AR
AH

© O

Ql

|

75
ol



O AA AzPAZ wiA AFS &A= Aol ofd A, AA A

ZHA G ol +H FAE FT|FoF &

O 21 CFR 80.10¢] we} -85 583l

O 21 CFR 80.220 w2} ME A A=sfoF s, 2EHIE

Aot HolaY AE 422 ME AZA L FEY AT 222 A

=0] ojoF &

O A& HIHEY o|F& 33 22 Ao =w Wi
) 2E#Ho)E Aol o]2& 21 CFR Part 74 &+ 810l 7]A) Eojo} &
2) do]=e o]&& 21 CFR Part 82¢) Aws wW2log A=

o|golofo} &

& aHste o7k AT oBolofol G
A Zo spel Fat o] Folofo} 3
F8t7] 91stel F71 Fusl 4Bl WY
CEEI A EL

]_
g4 YIS P@rista 2) €% (

I FDAE mjx] AZS FHsA D & 53
A ), T8, IFAF, PN FUA, T4 o9 A EeE
(BRxA), 71gF A" EE, 55 9, 4 2 520 tiste] 3
gtHo g BAsiH, 3) AlZo] M HIUE E2F FAHANA 735
ArSS FFA AES H, 81 FF Al slF iAo o AF
AME EEE ASA e vy BRIV 23 A=
O M4 H7H=E9 ol&

O HjA T

o dsd &%

O &fr7te] olF % F4&

O 7]} E Q3 AR

O 1 ZE WH3E H

H7t @ EAL ARty ow g U 5Y oy €W, 5
Hi X = w5 Yol A Al &2 o A+s. FDAE A F AlF A
&57] Aol MA HI7MES dSsiH, oln AFo E=3E A FHIt
T2 UdFeA R+
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(A ZEdlo|E Aio] theh viX] 15 @A <F4 - 21 CFR 80.21GXD)

Request for certification of a batch of straight color additive.

Date
Office of Cosmetics and Colors (HFS-100),
Center for Food Safety and Applied Nutrition,
Food and Drug Administration,
5001 Campus Dr.,
College Park, MD 20740

In accordance with the regulations promulgated under the Federal Food, Drug, and
Colsmet(ljcEjl Act, we hereby make application for the certification of a batch of straight
color additive.

Name of color

(As listed in 21 CFR Part 74)
Batch number

(Manufacturer’s number)
Batch weighs __ pounds
Batch manufactured by at
(Name and address of actual manufacturer)
How stored pending certification

(State conditions of storage, with kind and size of containers, location, etc.)

Certification requested of this color for use in

(State proposed uses)

Required fee, $ (drawn to the order of Food and Drug Administration).

The accompanying sample was taken after the batch was mixed in accordance with 21
CFR 80.22 and is accurately representative thereof.

(Signed)

By

(Title)
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2 AZe AF A2 AE #7 A

] Al A HAIMEQ AR F7FE siAl= FDAY HAYUAE A=38
A AE H $20S Holol FlH Al AlA HUME e 7]E ML
HA7VES] NMEE 855 ¥V u, FDAE A& o2 QIS o 4]
e b3 A% Y 74 83 kA 84 83 =59 38 7S
BEE 52 Z2As] Y3 B4 W] 7eA 59 84S 1He

] 219 AMa HI7ME JU9AE= FDA Al A1E ok 9 28 oJakst Al

B, 2% #H7}= <bd A (Office of Food Additive Safety, Center for
Food Safety and Applied Nutrition, Food and Drug Administration)i|
A=st A A4 HrlsE Be AEE 859 A4 AFgAd S
US3sh= HlolHE Al=sloF 3
O A9t M4 HI7ME HAAE 39 AHE BtEA Z3sfjof &

D At MA HI7bE9 ZAA

2) =83, 3st4], A=5H7 EA

3) 3}st ApeF

4 Az 374 29

5 A dlolH

6) olxd 4% 2 AT A3
7) gay

8) & o3 U o

9) B3t AUe AW A BA

e
10) AF W Aa A7HR] 24 AT B4 Py
1) 4 A7HA AGoE 8l AF W els AF) FPAE
Ao Ay 9 =4
12) bdA AT
13) =% 7bs4 3%
A

14) A+ 7t

Bl a7 2A0|A AelHE 71 e



O Al A4 HA7FE LA &2 = - 21 CFR 71.1(0)
] FDA= 25t A4 H7bE AYAE 35312 159 W2 JS5 A
== v H g 3dA (Letter of Acceptance or Nonacceptance)S 3
slH, 309 WZ I TR g AYA7E A= 74% Ca
ki, 909 WIE (90U ©WeE Hu 180U7HA AR bs) AEE
Aol Bositte AW FAE TP AY, HETL %EHOJ
AHe] HEs HEd
Q‘ﬂ FDAE= Alqt A4 F7bE e A

Rl

il

7} % b3 FH 9 ’&T - ?&EL:_L] o}3 AB418 <k

120233 9¢€ 11¥ ZAglzyo}l AU BES AEA 7|E, BE4 Z
g, =32 yghl, FD&C Red No. 3 (Brominated Vegetable Oil,
Potassium Bromate Propylparaben, and FD&C Red No. 3)& 2} F°l
AT S RES SH= WS ABAS)S FHAZACH, AT Pt
20273 1€ 1dF¥E AlgE A<

O AzUclFe] 54 4F F7hE 34 e Agins 439s
R

e AF ANMER U8 dS
1 A xyote] =XE FDAR 35 &
TAE AREST O 94 71ES 2
2 FANE AR HLe B9
249 A AR olojd £ US
1 AF AxdAs SAHE AF J7ES AT xlsly &
=45 zZrojop gta1, AMEL A AS3tr] 9] WA 2
-8 Wets mAS)oF &
. A4 H7}E - FD&C Red No. 3
_1 FDAE AR 21FdA MA H7EZ Ago] 3718 FD&C Red No.3
of tigt FLAAE HE Foll o, A m=4 g M4 H
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7t HA ATl A %Wé% E?ﬁlt}—t— 47} HyH u} 9}4
ol# gt o]+ = FDA7} 3

oal F7shal A=

O FD&C Red No. 3 & AFolA ez M4 H7HE=E A4 &5
of & A "= AYEs FAG

0 30d% t©] Ao FDAE FD&C Red No. 3&

< FASIAT, A A & FEITE FAV FESA Ko
ol = A Fd= FASHA s

O ¥4 FDAEX FD&C Red No. 3 o o3t UL A=A HAESIL
New HE Ao wepa i Ma HJ7EE9 A
ZARAA oflH Lo = Rl o]l AT AJAE AT dAHY

m OFO
mlo
é

P
_IOL
o

o} AE HUME - BE3} 4 EA 7]E@Brominated Vegetable Oil, BVO)
1 2023 11€ 2Y FDAE EES 2E4 7159 2F AEE 37tst
= TAEe I RS A S
] BVOE EBEExloz HygdH 2EA 7oz FZ Hdut S54
S QA AIZ]7] 918t 15ppm ©]dke] AFOo 2 ARSET BVOZ) A
29 7A-$ o Brominated Vegetable Oil %+ Brominated
Soybean Oil# 22 574 7|& HAHSE F7|dloF &
d 3A e 55 AxPAEe] BVOE UiA AESZ wAsIYoH

]jO

ml

i

ol A BVOE 233 85 AY flvtal FDAE 43t =
] FDAE N2 55 2 U3t HolEHE E33 AF Ao A
Ao 77k ' oA FAld A FFES FRASF 7] wEol
BVO<S] 2% Algo] ©] o] ¢hdsitty 22 UE 4+ g8 ¥
T8 HIE AketA L, FDASY At 3o HFHo= 4 e
O

o2 AAE A5 BVOY 2 F Algo] A2 AY
. AE AN - a9 9 oAl s
] WHO #Fs} =4 ¢+ A+ A(ARC, International Agency for Research
on CancenN®} Fadld w577 (FAO)IWHO %5 A ZHIIEAET}
943 (JECFA, Joint FAO/WHO Export Committee on Food Additives)
= 20233 7Y 149 o}~utEr (Aspartame)S WUEAR BFIFS
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_] FDA= TARCV} of2:3pghs RIZEIAl 7FeAd o] e EU=A=E
& Zle MAE ofxsigel 93 AAse] duke AL ou]s
om, IARCT} ole@ ATEL HBoR ofxdge b4 9l

2o FotA %

JhEolsl, DAL ofshgol +21
stel S8k gloke YA

d=dE EFetes 2 SFA

 otzgge gnte Fe AF A7

27 st AREE W A

1 A% 7414 280 AEAE

Addebd& thakslr] o3& A

of 3B, of~uerS FHfatal
EA

ir..["
{‘.:,—;—'

(PKU, Phenylketonuria)2 <13}
& otxuge JeAY A gl
S = AF AFS gl A8 55
of ofxutghs Hb ZIA & oF dtal 3 o] A|Fo| HELdYIdES
ISt = AFA S HA|A O FE 7| A she]oF &
a) Al > INGREDIENTS: DEXTROSE, ASPARTAME
PHENYLKETONURICS: CONTAINS PHENYLALANINE
] FDAE o] & 71se #8hd FAd 71x38le] FDAel 9ste] <<l
A EE 54 AFE 2 tellA dRE gl A kst WA st
RNew, 6712 A E7F AE HAVIEE s7bEo A&
1) Aspartame

Er

=
o
=
=
L

ol

2L§9 il

(ST

ol

2) Aceculfame potassium

3) Sucralose

4) Neotame

5 Advantame

6) Saccharin

1 47 AF #7122 gdd 6714 gulE o]9e= FDAE GRAS

NoticeE H7}stz L9 371x] 39 A& 9 749 7|¥ 774 %
| 2o U@ GRAS Aol tlste] ololr} gleg WEIY L
O Certain Stevoil Glycosides obtained from the leaves of the stevia plant
(Stevia rebaudiana (Bertoni) Bertoni) or fermentation-based processes
O Extract from Siraitia grosvenorii Swingle fruit, also known as Luo
Han Guo or monk fruit
O Thaumatin
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] °] Bdl= FDAE A& oAl Al 2 sorbitol, xylitol, lactitol, mannitol,
erythritol, maltitol®} #Z-& TL 3L (Sugar AlcohoDe] AF&2 3]7}3}

o] o
A Sl

] FDAE wl= WA cyclamates % 1 @& (Calcium Cyclamate,
Sodium Cyclamate, Magnesium Cyclamate, and Potassium Cyclamate)
o AbEe FASHL Aw. 4o FHE (whole-leaDet A+ F=& 3
o] ~EHlo} (crude stevia extracts)= 9 7R (Import Alert
#45-00)° w2} X Ho dow HAng= A" F & olHT
Fej o] ZHB|ol= ZE|H[o} O RRE Ao AR IEx=2 FAlH
2HHE F2FA 0=} g2 EF2ZH FDAZRREH Zvugz o A
o] 3|71=o] AA F&

== 8 {HuUF Al 2 O 2
7b #¥d 74 fbk *Hﬂl@r T AL}

_] FDAE #d FAS A3 4$ <4 22 (mport Alert), ¢ A
(Import Refusal), Warning Notice, = (Recal), Al ZHF4 =X
(Market Withdrawals) 5 HIT & A= Ao] A=

] 2Zo] Aoz ¢lASA EAY (Adulterated), AB|AFEA 2+
2H ARE AIsta JdAY Misbranded), == HA3A o2 A FA}
7} HACCP, Food Safety Plan< 7FX|1aL IR @AY, F=YA7F FSVP
E 7FAAL A ¥AY, FDA Inspectionell &3kA 2AY 54 A-F
ol FDAE= #9 =X & AT + A+

U #54 AFES 359 de FY ZE (mport Alerte A4 F
4871 7% L= o] &

(#=): https://www.accessdata.fda.gov/cms_ia/country_KR.html
O 7Y AHA TAHE AS 2% T HAAA =94 AAF §lo] F
21 gEo] JFHY, Y AF #4d 78S FFsta dues A
A3 AARA & 338t FDAC FHslodoF st=9 A/77F siA
0] o

o
1r
o
o
N
o
ng

ox
r-||I
oE

4

A

_] FDAE ¢ A RX 54, adulterated, misbrandingS A2 1l $Y
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3kl 2=9lo] A=A H (Import Refusal) 2023 3= & 54570°] )
A, o] FoA AEFL 149Hdo = 2022\l HlE| 46% =7}5FR L.
2024'd 597tA A F9 Y Ad Adee 333dA

B FAAHANA AZo] £UL AAG H3lo] 8. A A ZFo T
A

2019 2020 2021 2022 2023 2024/05
SR AF
A 474 605 457 560 545 180
Sk AL
E,i'- 139 175 148 102 149 33
mi—1

-02 5 Al

% . Flavored Candy, Hard, with fruit

- 7Y AR FAY: 20239 9€ 20

- Abf XA A4 (Gardenia Blue) 2 XA} 3414~ (Gardenia Yellow) ARS-

> A e ALE SN EE LS ASIANAE
A% o] S AT Y & e Aol B e
A BHo|H, & Ao Hol= JA| A|FS FDACA 2& 1
AT S YE M AIEE SUEA 4o AR FAa g

O AtEl 2) 7 ZAKR 45-02 A Ak
- 3= =8 AF FE Flavored Candy, Hard, without nuts and fruit
- 7Y AR FAY: 20239 3€ 23Y
- Al Gardenia Yellow ARg, Orange color, Natural color o= 2
2> SI7tHA B MAE AMESIAAY BEe MAE AHESSS
AN% o] AMEE A Fel 2pEd S 2 Aol YAEHE
A BHoIH, B Ao Hol= JA| AT FDACIA 2] Fl
A S e Ax ATMER dvbebA %S AR FHLE
St AL, FDAGA 17h8lA b Aoz Aa )
st AF Fugol J1AAL

e ok
o do
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- 7Y AR SAY: 2023 10 19¢
SA Ab: Allergen m] 37

2> FDAAA A3 dH=r] FE =4 Mk, Eggs, Fish,
Crustacean Shellfish, Tree Nuts, Peanuts, Wheat, Soybeans, Sesame)
£ i AlFol FFFst Awolx= &8t ol E A|F| A &)
A g2 Aol "iste] WA EE= £ AHolH, B Al Hole |
A 715 LactoseE dHf-3tal AR

Pz
Ak g AERo=Z <13 gy =y 8 E2Q MlkE 78R &

O Akl 4 4 AZE Al
- 3= &8 A|F FF: Squid, Other Aquatic Species
- Y A-AL: 20233 49 5
- Y AF AR A gy oF 2 St ihx] ke AL ALE
> 2 Aolxes §4 ML HES T o =
Eetal AlF EAA Aol Mol it dHIVF dAm g
Eof 7]AF O AA &kow, FDANA 37}81A] e MAE
AbERE Ao 2 ZhFste 9] AE HA=
O Al 5) 4 A=A Ak
- b= &8 A= Z5: Persimmon, dried or paste
- Y AAL: 20234d 10€ 30
- % AA A}#: Pesticide
2> & Alo] 2= FDACA] 37 8HA| &2 A4 38t IR/RES
gt AY Sfele Aog BeltsE HoA g A Eo
adulterated E At +Fs 4 A- HIAS
O At#l 6) =4 AAE Akl
- St= =8 AF F5: Mushroom, shitake, whole
- Y A-L: 20233 749 17
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L

- 79 AA A Pesticide
2> & Alo]2~e FDAAA §7FekA] g2 54 38 HRES
et AY ek Aol A sl A F ol
adulterated =ittt Ad HI] =
O Al 7) 4 A4 Al
- St=r &8 A|F Z5: Fish, cold smoked
- Y A-L: 202343 49 12¢
- Y9 A& A Allergen v|3E7)
> 2 Aolxs FDAAA AAsta &= dd=zr] 8 52
(Milk, Eggs, Fish, Crustacean Shellfish, Tree Nuts, Peanuts,
Wheat, Soybeans, Sesame)E & A|F°| st A=
E7sta, 27 8 B Uik ARE A F XA
bl g ShA] gk
O Atell 8) =4 A Abdl
- St=r &8 A= F5- Strawberries, dried or paste
- Y A-EY: 20233 49 17Y

- Y A-E AT SR 42 M4, Fi 2EE HH|
> & 74]0]/\—“— Al F E”XW %‘—EQ_E by =Hol A &%
a1, FDAO A &7} wbR] ¢k QbdetA] &2 MAE AMSS A
o2 R 33 AFo] adulterated FH YAt 1HF3Fa FY
AH H3S
Ad F4 gt AHEE 53 Y A AE
O AF9 U 5 HAGolA FDAE AH|A] Hd AHFHo=
&< v F A dHEFHA Y9k A - allergen v ®7], AFA)
ZFE, S7NkA] e M4 HUlE AS & AEsha len,
9] A-E 3EEL ship-back(§FE)st AL A&k #H 71 gl & sloF &
O F=4t AF AFEY B¢ FDACA s{7pEA] 42 A HVb=E
A TAR FYol A-HAY £ AR SAEHE A E0]
NoH, Hmo g FEdh= A Fo Ma FVtES AHEE A A=A
R 7tEdA= vtEA dlE Aa HT7bEo] FDACA S 7 A4
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21 Code of Federeal Regulations Part 170 Food Additives
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=170

21 Code of Federal Regulations Part 172 Food Additives Permitted for
Direct Addition to Food for Human Consumption
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=172

21 Code of Federal Regulations Part 71 Color Additive Petitions
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-71

21 Code of Federal Regulations Part 80 Color Additive Certification
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-80?toc=1

FDA Aspartame and Other Sweeteners in Food
www.fda.gov/food/food-additives-petitions/aspartame-and-other-sweeteners-food

FDA Bisphenol A (BPA)
www.fda.gov/food/food-packaging-other-substances-come-contact-food-info
rmation-consumers/bisphenol-bpa

FDA Brominated Vegetable Oil (BVO)
www.fda.gov/food/food-additives-petitions/brominated-vegetable-oil-bvo

FDA FD&C Red No. 3
https://www.fda.gov/industry/color-additives/fdc-red-no-3

FDA Food Additive Petition Review
https://www.fda.gov/media/70267/download
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FDA Generally Recognized as Safe (GRAS)
www.fda.gov/food/food-ingredients-packaging/generally-recognized-safe-gras

FDA GRAS Notice Inventory
www.fda.gov/food/generally-recognized-safe-gras/gras-notice-inventory

FDA Guidance for Industry: Frequently Asked Questions About GRAS for
Substances Intended for Use in Human or Animal Food
www.fda.gov/regulatory-information/search-fda-guidance-documents/guidanc
e-industry-frequently-asked-questions-about-gras-substances-intended-use-
human-or-animal-food

FDA Guidance for Industry: Preparation of Premarket Submissions for
Food Contact Substances (Chemistry Recommendations)
www.fda.gov/regulatory-information/search-fda-guidance-documents/guidanc
e-industry-preparation-premarket-submissions-food-contact-substances-che
mistry

FDA Guidance for Industry: Questions and Answers About the Food
Additive or Color Additive Petition Process
www.fda.gov/regulatory-information/search-fda-guidance-documents/guidanc
e-industry-questions-and-answers-about-food-additive-or-color-additive-pe
tition-process

FDA History of the GRAS List and SCOGS Reviews
www.fda.gov/food/gras-substances-scogs-database/history-gras-list-and-scog
s-reviews#:~:text=In%20enacting%20the%201958%20Fo00d,in%20f 00d%200r %20
by%20virtue

FDA How to Submit a Food Contact Substance Notification
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www.fda.gov/food/inventory-effective-food-contact-substance-fcs-notificati
ons/how-submit-food-contact-substance-notification

FDA Import Alert #45-06
https://www.accessdata.fda.gov/cms_ia/importalert_119.html

FDA Import Refusal Report
https://www.accessdata.fda.gov/scripts/ImportRefusals/index.cfm

FDA Industry Info About Irradiated Food & Packaging
www.fda.gov/food/irradiation-food-packaging/industry-info-about-irradiated-
food-packaging

FDA Melamine in Tableware Questions and Answers
www.fda.gov/food/economically-motivated-adulteration-food-fraud/melamine
-tableware-questions-and-answers

FDA Per- and Polyfluoroalkyl Substances (PFAS)
www.fda.gov/food/environmental-contaminants-food/and-polyfluoroalkyl-sub
stances-pfas

FDA Phthalates in Food Packaging and Food Contact Applications
www.fda.gov/food/food-additives-and-gras-ingredients-information-consume
rs/phthalates-food-packaging-and-food-contact-applications

FDA Summary of Color Additives for Use in the United States in Foods,
Drugs, Cosmetics, and Medical Devices
www.fda.gov/industry/color-additive-inventories/summary-color-additives-us
e-united-states-foods-drugs-cosmetics-and-medical-devices
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Federal Food, Drug and Cosmetic Act, Section 201(s)
https://www.govinfo.gov/content/pkg/COMPS-973/pdf/ COMPS-973.pdf

Federal Register 81 FR 54960, dated August 17, 2016, Substances
Generally Recognized as Safe
www.federalregister.gov/documents/2016/08/17/2016-19164/substances-gener
ally-recognized-as-safe

Safer States Bill Tracker (toxic chemicals PFAS)
https://www.saferstates.org/bill-tracker/?toxic_chemicals=PFAS
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