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e #1712 48 glo] AEY xéXﬂ"c‘l(ldentlty)g UeRd 4= 9l
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J30. ElxH(punch)e} 22 S20| E3E AR, SEUCZLE HXE FAZS EAIE e}
UE=K[?
iz Besh F2& Bl AEH sAHel AT, BFoeE wE FaQl AL
‘w2 o7 HE"EH= go]E WEA] BA|SIoJof 21 CFR 102.33(g). =902 vh=
H(punch) o150l 579 2294 & 5 e HR7} Gl A, Bl “Eo R Bk
8012 & 132 Fa = itk T3y 3Hli(punch)oll AR HE &3 FAL wo] ALgH
AR 5ol FAsto{oF gt

J31. & f(punch)= BtEA| BJUFAZ 'E'.%‘HOF OtLt?

ohch. FDAE: SH(punch)el i3 et Ot Z12S AT QA koM, HAFAS
Z3efof Jttk= Q74 7HA| AL A iE} SH(punch)= HH FEE EPl= EZPHA o=
?l%?—‘iﬁ RE 4 29 4 30, AV o et HE URE 48 HE

J32. 100%FAE O|F 0T &L FA ZHEH|UO| HL2, ZEH Y 02= S MBI AEE

A =
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5. I8 =

Q1. 22K (net quantity)= £20|1, O{ZH ESI=XI?
Wa&F2 87|14 2 Y 20| FS Fdok= E ot 5%, At (measure) = FR| 2
il £l AL ZFo g FYslojof T}
BARQl A AA SHA (NS E°l 24, 2H)Z EFotoiof it}

Q2. EEZ OfCI0 ZEAISHOF oh=X|?
FHAE oFd 30% 77F Woll ol H=s BASH, dibz o= 37 v HPopA| ARl

Q3. I8ZS JI 2A TIYIZ DS HAI50{0F SHLE?
4% BAE vEWOY, 220Y, 2, dg S 0T ZF@A, T, oOF La
%) B9l 5. HATolo} T, TN BT % w9y 87 4L ‘
% ik okl 79 2uHE colth (@A AN o B A AT 5 UD).

Net wt 1 Ib 8 oz (680¢)
Netwt 1 1b 8 0z 680 g

500 ml (1 pt 0.9 fl oz)

Net contents | gal (3.79 L)

o
A
rr
do
~
[¢]
Ko
XY
10
b
ok

m
Ch2a} Zo] FRAW U AL A B FEATHS
cm’Z A, 9EF 8719 B FHEAE WAL 99 &

g3kt

Q5. &4 SXFJN= DAIX?
8 HAOIA, Hh F4 271 FRAEO] BAZE H5T ko] wet S RE AP AL
23} 2718 S gEAS} 2EAE EFSI0] MBS A9 ARA 0’9 £ol2 24sto]
24 2718 ARV HEAT ABTH A9 thEA] RolB S4stel 24 27|18 AR

Q6. L8 A 0] & S| MBSO S QA2 SOUIX|?
AL o 2 wo], ¢7] PR Qs WAle Ausith 34 Rolt % ul9] S
2T oF Hol, A S35 tulElo] 917] 4¢iof BTk Tixelolt ThE BA Sow
e 117 AEAE o ik (@ate] B2 ade 7o) A8 F&Eo] 9.
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Q7. U8 210 FX0| HAIZ|00F oF=XI?
7 W AF Ftel gl 27]=oof ettt 871, = =2, ZEAY SF2
B b "o W83 2451 HEl AA AE W SFOIA R %

{=]
Y& e2H Ui SUA SF/570E Aot F2H22RH LR AEEE AlES

17k 0.0522, U8 1284 (340g)

o
(o
¢

1>
ofy
N

Q10. LIEE HEAM| BX E+E ALSoh=tl et 20| JA=X[?
A5 F= Hote 27U &olE AREstoiAlE |F do
o) W&F = 2 222 (59)
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Q2. BT 7|E 0| ALE3 =M Ozt E=S LiEok=0H T2
T2 71ELE Bo| ARG A w4

\__

& Hsie AL, 71 ol AT YRE /1Y

HA 71AskaL, 7 1—1711 AR A=BE 7P Al Z1Aiske Ae SRRt

Q3. EAIIOIA HETS OfCio) UXIBHRI?
YR AZQA/TYA/RELA O1ET T} S We] YA, o

A 5
A4 4 ek

Q4. H=F2 O SX3J7IZ HAISHOF Sk=XI?

Fol7}k FolE 1/16 AX(LEA “0" 7127t Hk 24 2718 A8 sfok stul, Wk o]
o) Q7] 41900k @k YHEAE BAH3, Q6 FR)l B A4 271, Y, FEY
24 P v

Q5. E2 B2 7| =|0{0} SH=X|?

L9 Azsled HA/lE BL Ya 713 FriE Bo 97 220 9l ojok &b,
S 71505 Wol ARGH Aol wet )= olof gitt 7k § 71 BE Eo] w Iolut
M F OE S0l g AARE B, B2 dEEA #2719 87t drh

Q6. AlZO| UHEXO|ZLL SAXOl 0[20| RO ABE|0{OF SH=XI?
M O §ol2 AgItES P UX Yk @, AE| AxkaEoAL SHH of
83t} o2 Sol, B3t

i

o

|

O 1 v

i

=

ﬂl

1.

_lO

HQl “SAROA" Al ‘MY BolE AME
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Q7. "0IF" H=E BAIZ Q7 USKI? Ot S(sulfites)?] 3¢ F+H0 HVIERE U152
N 0|=x|7
FDAE "U|F"& oot ¢ko, #F AlF] "2 Ulincidental)” Fo&2 A5 928
HEAJSR=E 97t Atk ofd d=7t HF AEel 750l Ted 9 LA e
Bl 202 EA5ke 49, BAT Zart gk £03 A7HEL BE BAU4Rs
Tohs 9RE ARG FAT He T8 AF dEET] FEEEY] A vlgeE EAskEA
ol 7ok BAglo] BAISHoF Jhrt. Aot AjF0] AAIRE H7HE oA (sulfites)o] 713
FFE Lo71A ¢kor 10ppm ©JstE EAISk: ol F42 A(incidental) +E22 7H

o

lil

i

Q8. O AIZ0| CHF| Xt R LIYEY 2 Y=X)?
H7hE Aol FURs} olm, A3 oW A Pist AFA| AJE3] ojele A9

el AYe= EEoltte BA teol WAl A dE'E UEE & -
AEY: . e LA(H= 24 F Sh ol 2 SR, HiE, SERe)

| [e)
BEZ, BIE X M@”, ool A, e WSk £, N A4S BT 5
(o]

olFZ E7stodo} bjﬁ}.
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Q11. UUSX0| 55Y FAT HYUH UCH, SZUN FAS WS I NS BE
HA|S5I040F SfLt?
JF BEY W FAL SE0H 2L Friste] BEol4l JoluE BE Yast EA|Folo}
g,

Q13. EOE &Y L == =5 HA|oHOF ot=XI?
5“}5 S5 585 7H8A TPE HEY| Yol BIFIX(‘_JFE HE HEAY EEs] 6l
=2 AMEohe A9 BAISHA] fhote " (& ENME Ho]|AEO|A Brix 28°& 24'=
Z8sp] Yol 22 A7} EftE FEolA Brix 16°2 10° 02 24&sh| {8l & 37 184,
EdlE glo V\E(Brlx 24°)° &2 A1 Brix 16°E 7= Al&(ERE —n-i'ﬂ = 49
=2 HAISHoF St

~

Q14. HEHO| EOIE HOAE, EOIE H3, EOIE 55U MZ HITO M8Y 4 UX:
ol ol.s=0) el Aol SAhe 7184 280l 3ol vzl & B2 Agoloz,
ARG o]F By AGT 5 gk Tl “ENHE 5501 EulE HolAE, 18, g
dhalsto] A8E 4 G, ol A9 $EAS 3.1kg(10922) ofst Bg AEe] “AHE
20] 3" EASlelof STk, E ERHE $HAS AR UREA] EnlE HolAE,
g, S oals) AgE 5 ek

Q15. O HIZ0| 047 7He| CiE H=E Xl LE MECE US0T 2= Hr3S 0EA
EAMot=X[?

£ AEe ¥t He AEY sdEe dRgEEzs AE AE teel 2e=

HAIBIA Y, €= olF(HER ARE AF) EAISHA] ¢ Wol ARget AR 4740 d=E

MEHoz Udshe PAo2 BAD & Q.

_25_



Q16. HIE ™Mx|M(identity) EX0|| HelolcE g {EE DT HTA|SI0{0} Sk=X|?
FE 7T FAO, HIEEFER) 2R BAISK: A9, 44| due B39 BA Flol ¥ E
AHEsto] @HA| EAISHoF Btk e mEekE 2 AAI A 3 HA & AT FoEvt

BT % Ak

z g
JELT AL8E ZE GO OB EYOIES A4 HHS BASiolor ik, I8 5
A H

¥ 3
9550t B BN TYBE WSO AR BHAL TMREE B3 950 w0
EAZ 4 itk 2 SR SY] 2ol 42 w2 SR 49, N0 A8t
YL 7NE Ao U] Sgoto] ALgElolof Gk oS ol THaEs) S5
THES B B, AR ol AR SAo] ntet EA|Eolof Btk ohee, 7E T
B e Uro) A9oE, Wol Aget wAlo] theh AEwo] EAlstelof Fict.
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(MA0] Z42)

C2. BAEZ AZE HUROIH|, MAZE J|S3ls 27
shLelsh, 7, ALE 59 YAl Mdoly|E S, Pile L Aaeke
wel}oh ol A4 YRPER)S AF8stolo ek

O -
OlF MAT} Q1FH AAQIR] offof wet thE. QS ARl S ‘FD&C AA A40%5" E=
A 40" 5 Zo] EXY EE= QS AREolo] AT ulQlE M4Ao] F- QF
AA"eE= B01E ARSSHAY FHIEMAY HIE FAZ S Wy Zo] EY Y YAHS

C4. D|2AZ ML HIM((lakes)= RS EAY 0ff ASE A0t 222|510 W= HAIGHOF SH=XI?

a8t QEE ALEAA) lakess BEO] ARQL. TEb AR EAT W HEE )Afslolo}

gOI'E.“ng OHI‘E':II EAIQ_' 710!

olH} XK

2L O

F1. 200448 Al 227| RYSE EAIQ AHXESH2 FAUK|

2004 A1E g 27] SE2 TAQE ABRIE (e FALCPA, HE 108-2829] A& 1)
20049 8¥f A=A, FALCPA= FDA7} Ak 2 ZAAAIES] HAE tHFal QU

Ul SRR FAISKE A%, 7HES, AlSUAE AR B9, Tl AEC] HAe} B

FRE Aol AYetEs AnGh A4F Le=7] SUBUS DAY AT Ju BF,

=2
T AIEAY A= vF FAE Falsh] v

-~

http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatorylnfor
mation/Allergens/default.htm
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F2. 72 YH27| QUBTS RROIXP?
+8 =

FALCPAY] W=2H, F9 427 FEELL T2 87HA] AFE F oy oAt Y=mo|AL,
o2 87HA] A& & suEiy fdd d S 1gsies das Uttt
d

2 $9 /b YR/ A/ d AR /e YR ADE /£ W /g BT / h EF
2 Aol A 1607] o4l 4] Elerle gusita sl b AR, Fa
el2r] QUEA S BE 4F oE|27]0] 90%S AN £ 2] §EEA 0|9

=
=482 FALCPA EAZ|EA 3Tt e

F3. O|20|A THfE/= EXAIZQ| 5 FALCPA EA|7|1E2 AN AISE|=X|?
A%, QJoRE, Mol Wt FDAZ HAlsks Be EFAIE 2000.1.1. 58 FALCPA A&
g 27 FEEE BA7|E Aot s JA|EooF &

F4. 82, MA, 0Z AZHIIZE FALCPA EA|7|Z0| sioH=X]?
Z%E‘r. T=, Ak, Ul%‘: AFA7RE(CE S0 7REEA)S ARSSH AlEe el F8
o]& ZIRIttH FALCPA HA|7]%0] wet HEA|stolof gt

:|o
ﬂii'i
ruﬁ
o)
X,
L

F5. ADHRIOILE SAJHe] ZQOIE FALCPA EAZIEE Z4810F SH=XI?
angolLt SA1HeA Szt AHE Slo AZEs 24 FolW FALCPA HA7|Z0] 2§l
e 2mhEelA] Anlae] 28-S 9o ol 8710) A Sl A% (ve ElE MESNE
$717] 98] AR Folth u12)9] F9oli FALCPA EAI7|%o0] A8EA] gherh
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(FALCPA7} MEE|X| QH= A=)

F6. FALCPA EA|7|Z 0|2 CHAIO| U=X|?
gtk FALCPAY w2 A4 % S (Purdog Ak

ATtA o2 AA IR Oﬂﬂoluﬂ 87H—4 T
dg27] FEEEY stUEREH F2H 1 FJAFY 1k FJARERE 59 959
BFole #A ©A EH/\JO]L‘+- o AXYPA = ofEet AFU=] FALCPA ji/\] 71 dlE
ﬁf‘éﬁe T Sl AE 2ot Aok BAZIE A9 8o tigt ZAIRE A ol a5
High},
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatorylnfor
mation/Allergens/default.htm

A

(‘_

ol

F7. IS FALCPAO| M= FQ UY 27| QUSRI siEst=X|?
ofUt}, fiF&, 2, £, A 52 FALCPAOIA 4%t 8 ¢ =27] fit=EZo] ofyty,

r

JEG ARG, B4, A9 5% 44 A% dRae Pt A=k e
Le|2] fEEolc

(2

uQ

d27] RUSE - MF A= o)

F8. FALCPA 70l, £ 27| QUSIE FHE M o AZISUISHLE, M4,
22UR) YTt THE0| YSS BIISHs SEE X|F0| Y=XP?
a9t UBATR] A9 55 ofZE, W7k 35 5 A ARFEE BALES ST
Ut} o150l A9 oiF(M2, WA, T )] HAEolo} shul, L] AelE F(,
F2H, A9)0] A|HoJof St

FO. AIZ-OJOIZ-SPUEY 403(w)(1) MHMS B, FQ 27| QUSHS T YH0| B

NS 0182 MBS0l FIS000F 2 22 B 403w HA0I OjRSl P28l 32,

7 0| Ei= AIZ0| 022 OIS0IHT FGHT US. 0 FYO| BT HEH= 09
UURO| 0FS AP

403)2) T30 HP] SIsh olfut BT oF EAL FDAS) SAE SEAH Ao

W7 F8HL BH)L Agste] Brlslolof Ak B BF SYsAL Frf 8o

ofs) o) BaE
B8 Ao A,
Soi “elo] X “%01

”é%:% okE Aoltt. olFu A7 AHE ®U16l] 8l “EFHcontains)”
o AH8H olFY FARE EFT stejEt £ Aot d&
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F10. AlZ-OIOHE - SIRHEH

07|0l= "L AR T E

RS

201(q0) MMOIK “FQ YH2T| QUSR0S HOISI U=,
ookl aig HoM OIAIS E OF2E, mZL S5 0[]0 o™

LIFAAZE 7IF510{0F SH=XI?

T2 201(qq) A9 F2jo] Felsks "UWRALR'E & & At s4H2x2 FAH]
o, 403(w)(2) Ao sl E4 ATEHES FAT o AREstojof sttt
=39 ofE

ot=E Prunus dulcis (Rosaceae)

Bl Fagus spp. (Fagaceae)

HefEIHE Bertholletia excelsa (Lecythidaceae)
HEHE Juglans cinerea (Juglandaceae)

IHHLHE Anacardium occidentale (Anacardiaceae)
Y &=, 0= 78 S) Castanea spp. (Fagaceae)

L2012 BILRHH(Chinguapin) Castanea pumila (Fagaceae)

Ay Cocos nucifera L. (Arecaceae (alt. Palmae)
SI0IEHE Corylus spp. (Betulaceae)

2 Ginkgo biloba L. (Ginkgoaceae)
lREEIS Carya spp. (Juglandaceae)

2|X|(Lichee) HE

Litchi chinensis Sonn. (Sapindaceage)

Of7ICH|OHE

Macadamia spp. (Proteaceae)

7t Carya illinoensis (Juglandaceae)

it Pinus spp. (Pineaceae)

I|AEIR|Q Pistacia vera L. (Anacardiaceae)

AOHE Vitellaria paradoxa C.F. Gaertn. (Sapotaceae)

5% (27, HZARL B4, U=, 2

2|ZL{0p)

Juglans spp. (Juglandaceae)

o] m2o FpAYt §A) Hels

-
S

201(qq) A ofv] Wi YTkl

EYH0R Belsh] Slejd, o] BEL AEoR AGEA S M EFT 5 Uk B

34 BRE 2Yslgi of B8

5 9t A2% 4=

o]0 o

o] H== T Va2

N |

o
it

A
T

21292 ofmlshs o] ohit). DAL
=3¢z ]_‘,]_

patl

s o] shgeks

011__
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F11. AIZ-O[OHZ S 201(qq) MMQ| 2 U27| QUET Mol “U0| Eatelof
QUS. 0] MMo| SHY| WE U2 SOUIX]?

201(qq) AAA Q] “U” 8oj= Triticum %9 BE & 9u|sttt. dukAQl U (Triticum
aestivum L.), %8 W(Triticum durum Desf.), &% Q(Triticum compactum Host.),
AHE(Triticum spelta L.), &g/t semolina/ Triticum durum Desf.), ©FQ1&(Finkorn/
Triticum monococcum L. subsp. Monococcum), 9™ (emmer/ Triticum turgidum L.
subsp. dicoccon (Schrank) Thell.), 7FrE(kamut / Triticum polonicum L.),
EEA U(triticale /x Triticosecale ssp. Wittm.)< Z3SHt}

F12. “peanuts”, “soybeans”, “tree nuts (almonds, pecans, walnuts §)” S 25 20|
Tt 80|12 CHH[E = U=XI? “soybean™@| S2I0IE AtB5k= A FALCPA EA|7|E0|
Felol=X1?

I8 o 809l “peanut’, “soybean’, WA+ S5 (almond, pecan, walnut) 5°|
FALCPA E’\H’Jﬂoﬂ Fote 5208 39 AF Y27 FEE Bk 87
gojolt}t. E3t BAF HAQ “soybeans” WAl “soybean”, “soy”, “soya’ £olx T=|HQI
%9] oj2 AMgd & %113}. Iy ¥uE T2 ARESIAY B 9 Y, 7R 5) § ¥FE=E

S ARESH IR A9 AnRlEo] YRS Ao AT 4 IEF “soybeans’
'9-01‘—:‘ A& ARgstolof sttt (& &°l, “IFY (&, 4, soybeans, £8)").

FURTSEion: Faoke 2. 2 ¥¥ =7 fuEFol gEs
)\ | =

S¥=Y F[o] "ZSBCE HiX[SH=
HI 0| 2= A=HoAM AP%E._l =A37|
HECt 2otM= otE|H, R =23 BiZ Ch=
Ofl BRXISHCE

2. Place the word “Contains,” followed
by the name of the food source from
which the major food allergen is derived,
immediately after or adjacent to the list
of ingredients, in a type size that is no
smaller than that used for the mgrpdlenl
list

Nutrition Facts ||

1. Include the name of the food source in
parenthesis following the common or
usual name of the major food allergen in
the list of ingredients in instances when
the name of the food source of the major Ingredients: Fririche
food allergen does not appear elsewhere nalved barlcy. niacin, r
in the ingredient statement for another
allergenic ingredient.

138 Ya2r| SUEI WnYo|
o

%*EHE?I S

=
= 9|
=pel
o -
H%" —;}SR AlZ Qg 27| QE2XE o Contains: Wheat, Milk, Egg and Soy
<33 Flo| 22 E ALE Ay Cockie Company
S HEA|SHOF SHLC}. College Park, MD 20740
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FALCPA IA| (&1t oA

F1

3. 2 AE 27| RLUSES AS0 DA ZEAlSHOF FALCPAN Fefok=X|?
FALCPACIA A1% AZYAL 58 A1E Fe27] LA rg AH8sto] Az A%
FAEPEL the oA Bl BPY = shtE Asti 9)

4. 732 ME cga1|§7| QUSTOI Crol AR MZ0l ZQE FALCPAV S3510{0F SHEXI?

a9 98 AEL 403w()e 2] & % A A1 Rspelol ek 97,
A%, o, 4a%, HEATE, U, 9%, Bt TR S0 guae 13 U gt
4 AR 2] (X, GEAS WIRIM -2 ERULE £ 4 e
‘g EPUPE BTE A8l A9, DAL AZYA, B EE FEGA BA v
o SRS, A, "% EHUCFE £ 942 1891 7] 7igel H2E 99 A1z

F15. ZRAIZ0| ARHOZ SOIE/K| 92 £ AZ L 27| SUST Y2 0jSHS -2
o_l

BB 5401| 58 29, FALCPAU

ol %E%OH 7}11101‘%*5 o,
e :LXEU]E 9=y vl
E7J3telo} Bt (o2

2
re
OE
oft
oo
filo
|
E
%
oM,
o
2
o o
|
ol
&
Lok
rl
$
rr
e
F
oR,
i)
fr
O
_‘L

T
T
[jO
rulSF

LS
:—_301 i A, BEe T

F16. 3R Al U227 | FUEES BAoP| flol MEEl= *~2 Zleif = E715 ASolks WH=?
=]

g EYUTE B T A8Y 2% 5 20 2] £
I} obed ~g T E 27t B8 © Aok
=, o]

=
831l 0 A 2] FUBA) £ AHsHs o] gld, of

)
o
2,
bl
ol
ok
au
oF
r
2
i
o &
T mlo
E <
%0,

1) “Contain(~& ZZHH A Ak AR “C'e hEAE AR (F2 249 tEde
el AFa)Q))

2) 8 AE Y27 FEEE FHoks A58 FALCPAOIA 733t viel 5UsHAl EAIG
ot AlEHL el E4x(walnut, walnuts)® EHE 4 10, “soy oL} “soya” ©olE
“soybeans(F5)"9] HAl&ol2 AT = U=

3) ‘~Z IR = F= A0 ARSE 98 F 8 dHE] fEEdE 28tk Y48
gelsty] 9t

—_

nol
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AF T ofclol HX[oHOF Sk=XI?

3 AHS o] & (HE2AA, ZHAA, e YA oI5 F4) %
YEFY A AR o Stk o] EASS FEEAE (FEAEY HE2 QEF EAY,
EE FA0] B5% B 2EF v o Bl AT ek o FEAES JEEAT

7ol SEMA H2 BF YEHE BAIE L8R 21T 4 e o diA Holl #A1E

4= 9t} 21 CFR 101.2(b), 101.2(e), 101.9G)

= B9 XYY ZR0 HIZHSZE SLHEE EAE Bt JU=XI?
ZLE—';?-E}. FH B 55 ARSOIEEE, YFHE EAE HIRHFE ol EA|Fofof ettt 21
01.9(d)()()

G3. HIEH2 GU™E HEA| WOl JANE E=X|?
oflth AEHS JFFEE Egot= YZH T Yol AAE 4= At 21 CFR 101.9(c),

101.9(d)

52 Qlajsjolof sk 4ol

glout, T EAAGE EWe 4ol gtk T FDAL AwAEe] o) AHe] Hi
Yoln T e 4 YEE JPHRO] HA X0 Glo] YAHEE AxARZAA Arsha

Gb. EZ YAMOM 202 BiX[SH=0l 277t LI0Xl= Z(break)0| SIZE|=X|?
Jgt 2 wiF] Al 29 A, B UHAE S 9l
1) 21 CFR 101.9(d)(11)9] AAAE Z=E mid 2EZ0] ujx],
2) A O g HASH= RE H[EMT RY)AL Zh2el d djd o2& W 97 o]Fd 4

o] O
o=
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HOLA HA|

N1. GLEE HAl= BZE AS0H TQsoHX|?

section 72| L20]A] HAHE oo} Zo] FFFE HAl= tFEY Ao Easith. FDAY
SAA} AEFAo] 7HEAIT) Fof| Ei= EXof| 20| Hike A HojE o] HE AR ARlo|
QFEE AL ofytt, o QAR 21 CFR 101.9(d)ol €A=Lt o] A2 ofjA|<}
O24, (1) Helvetica &of o8 SHXAZ AR 7Fs, (2) A& Nutrition Facts
(PLER) = FLHE BAA 7P & SHAA|doF st (FA=7] 8 ool & 137HA]=
28 ), YEHAIY YE HFE 7I= Yo 94 §A HE, 3) YTHEAY TY FE
Eejols Al 719 Ao tis] EEet 24 #7] S7ARR 9. 21 CFR 101.9(a), 21 CFR
101.9(a)(1)

ob E: JFEAS A SEF Faolt WANGES EF LuHom JUyRE

EASAG 5 BREAE s EFNE] A9 olefat BAAGe] HFs ket
BIRALS 0f 7 His

ATE 7|90 HEE 21 CFR 101.9()(1), 101.9())(18)

AR HBEE 24 EE= H2 dFlokE HiESA 21 CFR 101.9()(2)

SMUFAME (Z2FH ZOIM AHIROIA 21 Moie=
72, §7 3)

O|AEIE Zai HI|(BAEN SEA| i 21 25 oS & .
|__I__O_|"i_|A|7;:|[ |(‘I‘Eo), ol_i(spmes) O TAL oo= -” 21 CFR 10190)(4)

TR0LE ZMER, AM7EK| HFok= FR0IE AE O1H Z2F<

>
I
=
o

21 CFR 101.9()(3)

HZ0E T2 JjiE BAYE NE) 21 CFR 101.9()(5), 101.9()(7)
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Nutrition Facts

Serving Size 1 cup (2289)
Servings Per Container 2

Amount Per Serving
Calories 260

Calories from Fat 120

% Daily Value®

Total Fat 13g
Saturated Fat 5g
Trans Fat 2g
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'Calcium 15%

Vitamin A 4%

Vitamin C 2%
Iron 4%
* Percent Daily Values are based on a 2,000 calorie

diet. Your Daily Values may be higher or lower
depending on your calorie needs:

Calories: 2,000 2,500
Total Fat Lessthan 659 80g
Sat Fat Lessthan 209 259
Cholesterol Lessthan 300mg  300mg
Sodium Lessthan 2400mg 2,400mg
Total Carbohydrate 3009 3759
Dietary Fiber 259 309
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Serving Size 1 Cup (228qg)
Servings Per Container 2

Nutrition Facts

e Daily Value*™

Total Fat 13g

20%

Saturated Fat 5g 256
Trans Fat 2g

Cholesterol 30mg 10°%%

Sodium 660mg 286

Total Carbohydrate 31g 10%
Dietary Fiber Og 0%
Sugars 59

Protein 5g

Witamin A 46 - Vitamin C 296

Calcium 15% - Iron 4%

*Percent Daily Values are based on a 2,000 calorie diet.
Your Daily Values may be higher or lower depending

on your calorie needs:

Calories: 2,000 2,500

Total Fat Less than 65g 80g
Sat Fat Less than 20g 25g
Amount Per Serving Cholesterol Less than 300mg 300mg
- - Seodium Less than 2,400mg 2,400mg
Calories 260 Calories from Fat 120 | Total Carbohydrate 300g 375g
Dietary Fiber 25g 30g

Calories per gram:
Fat 9 - Carbohydrate <

= Protein 4

A7) BAL AT & Gl SEFII0| BERT B9 (2

FA o= wjxE 4= 9t} 21 CFR 101.9(d)(11)

A HE), FFP4ES # (71=R)

H Amount Per Serving % Daily Value* Amount Per Serving
Nutrition

9% Daily Value* ‘Percent Daily Values are based on a 2,000 calorie diet.

Total Fat 2g 2%

Total Carbohydrate 26g

99, on your calorie needs:

Your Daily Values may be higher or lower depending

Thiamin 15% . Riboflavin 8%

F t : - Calories: 2,000 2,500
ac S Saturated Fat 0.5g 3%  Dietary Fiber 2g 8% Torm Fat Lessthan  65g 80g
Sat Fat Less than 20g 259
... Sugarsig Cholesterol Lessthan  300mg  300mg
; ; Cholesterol 0mg 0% Protein 4g Sodium Lessthan 2,400mg  2,400mg
Servings Per Container 10 Total Carbohydrat 560 =
Sodium 280mg 12% ; el g v
Calories 140 Dietary Fiber 25g 30g
; e e | )
Calories from Fat 15 vitaminA 0% »  Vitamin G 0% Calcium 6% T o

. Niacin 10%
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- - VWheat Squares Corn Flakes Mixed Grain Flakes
Nut I"lt 1OoOnN Facts Sweeten(;d Mot Sweetened Sweetened
Serving Size 1 box (359) (19g) 279
Servings Per Container 1 1 1
.’ ;. |
Amount Per Serving
Calories 130 70 100
Calories from Fat [8] o] o]
%% Daily Value* %% Daily Value* % Daily Value*
Total Fat Og 0% Og 0% Og 0%
Saturated Fat Og 0% Og 0% O0g 0%
Trans Fat Og Og Og
Cholesterol Omg 0% Omg 0% Omg 0%
Sodium Omg 0% 200mg 8% 120mg 5%
Potassium 125mg 4% 25mg 1% 30mg 1%
Total Carbohydrate 29g 10% 17g 6% 24g 8%
Dietary Fiber 3g 12% 1g 4% 1g 4%
Sugars 8g 6g 13g
Protein 4g 1g 19
[ | I
*Percent Daily Values are based on a 2,000 calorie Vitamin A 0% 10% 10%
Ea e ekl Vitamin C 0% 15% 20%
Calories: 2,000 2,500 Calcium 0% 0% 0%
Total Fat Less than 6S5g 80g lron 10% 6% 20%
Sat Fat Less than 20g 25g Thiamin 10% 1594, 20%
Shamme T 2o, et Riboflavin 30% 15% 20%
Total Garbohydrate 300g 375g MNiacin 30% 15% 20%
Dietary Fiber 25g 30g Vitamin Bg 30% 15% 20%
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Nutrition Facts

Serving Size 1 Cup (35g)
Servings Per Container 10

with

;::osu::vinn Cereal Sk;r:mzt:;:: \/.7__/ Azl = H\\
Calories 130 170 =5, E‘F‘_?;‘fql )
Calories from Fat 0 0 I\S_H' 5= o) /
%% Daily Value=** e
Total Fat Dg 0% 025G
Saturated Fat Og 0% 0%
Trans Fat Og
Cholesterol O0mg 0% 0%
Sodium 200mg 8% 11%
Total
Carbohydrate 30g 10%: 129
Dietary Fiber 4g 16% 16%:
Sugars 18g

Protein 39
.|

Vitamin A 25% 25%
Vitamin C 25% 25%
Calcium 0% 15%
Iron 106 1026
* Amount in cereal. One half cup skim milk contributes
an additional 40 calories, 85mg sodium, 6g total ;-
carbohydrate (6g sugars). and 4g protein. 5 ST
““Percent Daily Valuas are based on a 2,000 calorie diet. AL =5
Your Daily Values may be higher or lower depending on \ HiFo] 2 2fF = /
your calorie needs: A OoEAd B OF /
Calories: 2,000 2,500 S =
—_— -
Total Fat Less than 65g 80g —
Sat Fat Less than 20g 25g
Cholesterol Less than S00mg 300mg
Sodium Less than 2,400mg 2,400mg
Total Carbohydrate 3009 375g
Dietary Fiber 25g 30g

Calorias per gram:
Fat 9 - Carbohydrate 4 « Protein 4

L26. A2I20] ChoH 015 & BAIS AISSHY Riok=r, AI2I2n 8 M35t 29 1

% HuO! 240mis %aroqor BH=XI, OILIZH 1/2ZOILt 1/42S NSE 4 U=AP
A Ned'T 99 1/28 (Ex 4% AR
gom gt (7] 19 33)

==
3‘2

S, 949l 558l A

127. S5& “__ A& 39 #R 0|5 E HA|aHof sk=X|?

o] o FA|= MeEARgtoltt 21 CFR 101.9(e)

L28. ME ZH0| X2H0| A= FR, X2 HAHE M8 HA0| ZEHE[0{0F Sk=X?
og REHog Fulol= 13 A3, AR B4 HH FaFY 200% oldol At
9ot 1t 2ol A B4 HFH FFY 200% 1‘1?01 a3t 4S dYE
T AEH O HAIZ 4= Slrt. =Y ofEgt B4 2ol tiet @F HEE= FTEH
Q5o ujxg 4= Qlck 21 CFR 101.9(b)(11)

_53_



129. MIZAHR HA[GIIX} Sh= AR, AHIXPZ} Z2[E siA 20{0f Sh= ALZ0 Chig BULEE
OlAl= FAQIX|?

ol oAE Fxurd. Iy VEZAE Q] AE BAGY, Y2 xadAlo) el Zu|%

e BAEY QAR FAF 22 A EH/RE F E 59 9RT ke B9,

AxGA = F AR G2 AT 4= A, 18] AT BEA FE 1 = A dE &
SRUAETL o]gA AT 4 Atk 18] ATF £ 1 HAE (g 1 Fo=z &)
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Nutrition Facts

Serving Size 1/12 package
(44g, about 1/4 cup dry mix)
Servings Per Container 12

Amount Per Serving Mix Baked
Calories 190 280
Calories from Fat 45 140

%Yo Daily Value

Total Fat 5g™ 8% 24%
Saturated Fat 2g 10% 13%
Trans Fat Og

Cholesterol 0 mg 0% 23%

Sodium 300mg 13%%6 13%

Total

Carbohydrate 34g 11% 11%
Dietary Fiber Og 0% 0%

Sugars 18g
Protein 2g

Vitamin A 0% 0%
Vitamin C 0%% 0%
Calcium 6% 8%
Iron 2% 4%

~Armount in Mix

““Percent Daily Values are based on a 2,000
calorie diet. Your Daily Values may be higher or
lower depending on your calorie needs:

Calories: 2,000 2,500
Total Fat Less than 5659 80g
Sat Fat Less than 20g 25g
Chiolesterol Less than 200mg 300mg
Sodium Less than 2,400mg 2,400mg
Total Carbohydrate 300g 375g

Digtary Fiber 259 30g
Calories per gram:
Fat 9 = Carbohydrate 4 < Protein <4
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Nutrition Facts

Serving Size 1 Thsp (14 g)
Servings Per Container 64

Amount Per Serving
Calories 130 Calories from Fat 130

% Daily Value™
Total Fat 14g 22%

Saturated Fat 2g 10%
frans Fat 2g

Polyunsaturated Fat 4g
Monounsaturated Fat 6g

Sodium Omg 0%
Total Carbohydrate Og 0%
Protein Og

MNot a significant source of cholesterol, dietary

fiber, sugars, vitamin A, vitamin C, calcium, and
iron.

* Percent Daily Values are based on a 2,000
calorie diet.
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Nutrition Facts

Serving Size 1 cup (228g)
Servings Per Container 12

Amount Per Serving

Calories 260 Calories from Fat 120
Yo Daily Value
Total Fat 13g 20%
Saturated Fat 5g 25%
Trans Fat 2g
Cholesterol 30mg 10%
Sodium §60mg 28%
Total Carbohydrate 31g 10%
Dietary Fiber Og 0%
Sugars 5g
Protein 5g
C 2%
Calcium 15%0 - Iron 4%

*Percent Daily Values are based on a 2,000
calorie diet. Your Daily Values may be higher or
lower depending on your calorie needs:

Calories: 2,000 2,500
Total Fat Less than 659 80g
Sat Fat Less than 20g 25g
Cholesterol Less than 300mg 300mg
Sodium Less than 2,400mg 2.400mg
Total Carbohvydrate 3009 375q
Dietary Fiber 259 30g

Calories per gram:
Fat 9 - Carbohydrate < - Protein <4
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SoFstMO R QOI5|K| Ot AlZ

L120. &g, 70|, X9 FE: FY EAVL 22
21 CFR 101.9G)@°lA Ao Hiz, BE d4 JP9E L AF A& JolA "FAZ
TFSHinsignificant)” %02 E3HE A& t =
(A B= £), A, gol J7HEA &2 JAAHE A} A, 2u|w FHY AX A4,
SEAlg, A1) AMA7) Qo 2Y SRAlgl “HA|SE uksh

%35t Qlo] FFHEAIZF Hasi

L121. G0i2E HE{2 LY A0l Y BEAPF EHK|? 18] MSE0| 15 X0f 2=
SYY=E X7t 00|t
EAFoF ot He YRl FAID Wit #Eo R 23 B JIBAE UAIE 4 Sl
%

o
Ok AFoll YT F2BAIY A FRBAE Qe

L122. DJUIE 4 BEAl] £ F7\120f| CHsH =Z(reference)stX| 42 AL, FYHEAT}
LQSIX|?
FDA HEAFFAOIA, tldld e foj= 14 EA4o] AHA qod, 54 F7Z figt

-~

AZEAY QI BE B4 GUHE] FAT W 202 EASE A9 GUEA R}

obct

1123, F(state) THE0I S21517] 9io F71o| 4440l BAIE 22 FDAS FYBAIS T2

ol=X|?
19 PR 71FA 19 HHFTH] AR JPHRol AF BAC /14T S, 9%
Hut gasich gk 3 790 JYBNNA AZHA G FPHE @, B2, L))
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AKOIE 2l BEA
L124, HROIE 2Ist AZo JATA= Ot EHSE Ho| U=X]?
4A) u]gk Gol= 93t AlEZ o] JoFHA|L= 21 CER 101.9(d)(9)oA At 1}, 8 JUgA
(@]

o o
19 7]1&A0 gt vl AlFSHA =t E3F 24] PIRtE Goks {13t A& Ao gR

o JFHREE ofE Wo] MiHE
o (@ AREAEY] HASES AeA 9e). EF HA| ofiiEe] WH(Mo| Y

g A2
%, 21 CFR 101.9(d)O)91A At 2455 AAT = 3lom, B F4& A3t #AE =+

Nutrition Facts sen. size: 1 package, Amount Per Serving:

Calories 45, Fat Cal. 10, Total Fat 1g (2% DV), Sat. Fat 0.5g (3% DV), Trans Fat 0.5q,
Cholest. Omg (0% DV), Sodium 50mg (2% DV), Total Carb. 8g (3% DV), Fiber 1g
(4% DV), Sugars 4g, Protein 1g, Vitamin A (8% DV), Vitamin C (8% DV), Calcium

(0% DV), Iron (2% DV). Percent Daily Values (DV) are based on a 2,000 calorie diet.

21 CFR 101.9(j)(13)(ii)(A)(2)
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L127. AZZX HEOAN FAUMEI0| 2F0{(abbreviations)?t SIEE|=X|?
HAE 93 o]& 753t T7to] 40in® ol3kQl AE AL JPAHE R the TS olE
AEE & Qi

Label Term T A| TH Xl  Abbreviation 2FO{ Label Term Abbreviation
Serving size Serv size Cholesterol Cholest
Servings per container Servings Total carbohydrate Total carb
Calories from fat Fat cal Dietary fiber Fiber
Calories from saturated fat Sat fat cal Soluble fiber Sol fiber
Saturated fat Sat fat Insoluble fiber Insol fiber
Monounsaturated fat Monounsat fat Sugar alcohol Sugar alc
Polyunsaturated fat Polyunsat fat Other carbohydrate ~ Other carb

21 CFR 101.9(;)(13)(ii)(B)

L128. AZZE HE0l Cist HHAIYS FAQIX[?
AT (BAE Yol 018 7FsTt T2k 12 in® oJshe Y HRE FoT 5 &= HspHs L
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L129. AXZ HEQ FYYRRN AR A SX3F7|=?
42X (BAIZ 93f o] 7R3t Z71o] 12in® oJ3hS BE OB HA| JFHH] dis) 4
6GEQIE 2AA7|E ARSE 4 93, HEAR] A A 1/169A7HA] AH8E 4= Qltt. 21
CFR 101.9()(13)()(B)

L130. EAISZS Mz Qlolf FLY=HS| 128 £&F I7IE S0I= H0| JKSTHX|?

A o
HARZZo] AFARD A, FF A Ego] Hi= H[ES THY Qa4 F] WA 24T

2= 9t "4 T8y 94X 21 CFR 101.9(d)°] AH=o] Qo).
L131. “BAIE & QU
o 2R H9 gdif, gE ARRE # %it S XHS’J%;}E}; 21 CFR 101.1(c)9}

101.2(2)(DeIA 84, ohet, FHolu el 9, offl, HH-E0l FEE B A%< ol &
]*-0} ﬂif‘] 2k 74]@ | Z3Fstolof itk HA| 7hsdt 37 FRAIHS Ztokl, A HAIE



L132. 2| HHH2 M| EA| BH0| Z3fE=71?

A e oA 27 vigRe dA BA He A9 35dE e
B Re BAIH 2] ZtEof Jitt. MiAg FHIZ A9 Este Ffole AvRkEo] Y
e BA gfeug, "HA| Vhset 3R o= FHA] e FARBH FHolu e

ot 57t
Z B goug “HA| 7FsSE 37VS AAStE AANE A 2 Aot

/\]:]];(]_7]_ 011:1

1133, “12in? 03Kl 29 SIEHs BINAKEI2 MA| BAIZZIN MBEI=X|, FEAHY
HREAHOE HTEHXI?
101.9G)13)()1A EAle] Bag Frre A ol 875 B8l Fitolehn W] A5
s

L134. & A0z Al 3210 gl 22T HZ0 ME HZ=(UPC)Ml S2H0] 2Qs5I2=

M = _
oftt. of® FAe A BHT u), TYolt TiAel, T2 wjES Hro] Bad FUE,
o] 871s3t & HA| FHo g 7HEEofof dtt} 21 CFR 101.9(G)(17)

L135. S8 2YQ “H'Z0| ME2 FE{Q| EXM FUHEE O{LH EATE = JU=X?
E

27 ;o] EtAlshal 9 Jr}?i bdiﬂlﬂ on, RAIE 9l5f o] 753t Fxte] 12in’
% HA =
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101.9()(16)°14 B~ 2 vl =]
O )31 B 0 2 oJoF HABIEE 58

Wl A0 AnlRol] BRg FR7} 7ol Ackw(a §7
87101 9% EAS T WAL ¢

g, 7}—1% HE "1, B
717} A= AuRielA] HiEE 77
] ol

— ‘07T,

o &l & =z AR

L137. A01E0A 23 87| F0 S

AU YHE HZsts Z2, 21 CFR 101.9(d)oll 2
YAOZ HAIsHOR Sh=XI?

L138. H3 27|92 =Z(SiH)
AB[ZA JF HEE A&
=A(E7) ko] AL & Ho]

OHES ojor EAISH=H| Hget B2
arla} o] 57] 47 AFHEE 14 ]
1 EY 8719 4§Ee BET 4 9

790l Fsto] oleist EAAl0] KT Aolth

1139, UIRI|0) 71 AZS A0 SHAOIN MEASH0 TofsHs
EAII010F BH=AI?
SELNES L RIEER L BIRET

nAL BE o5 HA QY Hys

8%, ME Z¥2 Y

of gt
1140, 3 AZ0| IY BAIS= 29, 3 8710 13| MIY S O1FH BAIGHRP?
M3 §o00] gt 18] ABF St 8718 Aot AHEA] wet tr Holw,
AZBH Flo] 2ol AY mgo] HA ¢ Aoltt. FDAL B AE
Uik i A EHH 3 ARl G (13 A3
EFSHE 20 G weshE g

/\‘Ta
Al

Y St vt e 2rg

L141. &3 AE0| Y FEE HSsk=H +7t MU0l

U=EXI?
avjdAls g3 871 ZA0 B BF PR I HHEE BATY FYo] AU IFYHHEE
AZJA7E AEAL 2 qA7E HES 4 A ‘~‘r7} HEE AdARoZ Jdsh=A]o gt
272 e A= wek Qi
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CIE: A 0l xjA, 0jF2| XiE HAHA

L143. £ i wiiA 0ROl CiAH| E=(207HA)2 O{EA| Ef=XI? X[FH 7[H10] H2HEIR=X[?
FDAE 2006.7.25. (71 FR 42031, 2006.8.17.°] 71 FR 47439% wAH) A4 @o] H3ok=
AR I, A, o7 FAY G 7HAE FJASeke HE 82 EEAY 4 189
ChaB] 52 21 CFR 101.4490 A=/} ot 3L 50| vl Aoz ARG 44
A haH] FE520 AL ofEsIE(AEYop, vy, WERERD), AE, Ik,
A2GEUR), 719, g, 2, A, o#llA], Bgof, Hf, oRlofE, A%, 97, AF, =,
ZHto|tk, AIA A4 thaH] 52 oA AL, Wi, BRE, g, A2Ee, A,
Q0] E3dF, Hi5, THgreen onion), YA A(iceberg), 5, HA, I, AL 7,
of % (summer squash), &, 10}, EnfEolt), ofFf F thhH| 52 EF3F,
715, 270, W+ 7FARR(tlounder), siEtiH(haddock), 7FAHH|x @2]Hi(hailbut),
528, w34 QA FHH(orange roughy), =, &, FANSC], wEH, <o
(Atlantic/coho/Chinook/sockeye, chum/pink), A}, A4S, A %], detujo}, Zrx]o]lct.
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TA| SIS M3} sH=X|?
Z40| YQUHAIE A5t B-F A& FA] o Fof Atglo], 21 CFR 101.9(d)ollA gt B4
70| Fet=s FEE HASfoF it
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olBet AMRE AN SMHE I[N TE= Z2 X JYEA| D230
HE=X|?
HALSH(NLEA)S “AA SARETL o779 2H& GYHAIE ATt A A% QJorE-
MRS AA SANES A I R9] 9] AlFo R oo, AHstAY Ag Yo]A
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el Hol YFEA A& =2 TH l EFAA gtk AFol ¥ AR B U=
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L149. HE T EES FololE 2] HEYt 7ISE ETEAECE ERE|0] FHX| Kol Chst
SLBAPL EQSIX]? THoF Eafle) ZH0|| 00| LFE BEAP| Uz EF w801 ZRIXEA?
ofyet. =gl ofn] IF EAHC] U, BHE Aiot EFHA BFo| JIEAL
gasitt. 22y 21 CFR 101.9(h)(4) gl o) A= =AY 4159 457t Hdzos
AHIE & e A5 2 HEEC] His) STRAIE B2 T 5 A Tl Ao T
HESHA HRlthd, At =4l tith AE= 2 Ao oA Q1T e+ itk
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o} old AEL o 71X Uus} 7heE Aot JYRAL olFoltt
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Y0 LHYPLAAS FItolks 3R HEA FRXI=X[?

old A& 571 flo] E= 7Rt (FHo] Sl ¢le) w2H, A, e AA ol Be S
oA dfiEe FF g YERA T2 o] ZedEoh ot B Aa AF
gt ol EHy A=A, st ol drE FAE AEC, 2R, AHLL)S
g FRA Z2IY o] ofvER JIEAPE Basit. Hvhd dae diEe=
AR G JE FS HSRTIER, g YUHAIR AXE FEGE 72 H ol T AR
dest EE AT geth &, S AlFel S4 AFE A5 Vel FehL, HiEs
AaolM F2 7k 22" B9 @, Mg AA Fdste] Bl), 21 CFR 101.9G)3)0l =t
YIRAINAM HAE 4 STt
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N1. SUYME si2F X TA|s 22ACIX|?
ojf AZo] 3 JUYAEY 522 FFFoR B 39 93f) EFAE FZHEA0|T
o, “AA", “Aa] Albran)7F ZXsiT}, ‘100228 ZF). 21 CFR 101.13(b), 101.13(a)

N2, AZ BAO] SYLE 312 UX BAIS AIoP| Qo] FUAR0| O X0 BSIE/00}
SH=XI?
o] Y ¥ A%t Bo| UL Uk

= gk 24X HAI7I FDA P30 ZE3tE|0] UX| 42 HL, S0 BEAlg = UA=K]?
ol oA Aot FAFQ] FREA B I FoojTt AT 4 Otk & IE
BZRHEAE= A= 21 CFR 101.13(b)

N4. FDA= GYdE &8 23X BEAE oo 8ot U=XI?
21 CFR 101.13 part 1019 subpart D, part 105, part 107.
21 CFR101.13(b)

N5. 2XIZ7|Lt SKH| BGH0] HUME S 2T BAN [h3 Q0| Y=X|?

Tt PR A 4E BAL AEC) 0§ EHS el ERFEEE)R £ W ol
AAA SEAA BASINE ey, B3] 27l AEY 29719 % wjm 2
orET. AEWT MEPS W T Feads A T4 gl = (@A77

AH@sleete). 21 CFR 101.13(P)

N6. 3= EAP U2 OE YR A0 27 &E=X]?
J. F=x 7l weh et JE7F Wastal, Jx £ &8RS Qs oAl &
a7t ot AY Ee dREA] JFRAIZE Basit. 21 CFR 101.13(n)

{8 3 oh olgel Aol 29 404 2 449 BT 47 49 AP BN
S otk ARl BUS 8RS Bl GPHE I BREA QI AE F
ogooxglz- | 93 452 2T A9 17 1 B} Rasl 34 B GRS
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VLR g xR AL AL, AF 5 IFEe] 1) & AFRAE 1, 2) BAE 13 A5
g, 3) 13] Algago] 22 AE] H¢- 50g 7 oFfQ] 71%8 28k 39 1A B} "asich
(Faget AA AFA] § Bt o] A& (A4 8 N18 =)

= A% 13.0g, ZSHAR 4.0g, S AHE 60mg, UEE 480mg

21 CFR 101.13(h)(1)

N9. 12| MESZ0| 22 HF2 FALUX?
/& AFRALFC] 30g olstelA 2 HlolEAE ofa]l A2 Tttt 21 CFR 101.13(h)(1)

N10. 1X| 27& HZ0 O{EH EAIS|0{0F SH=XI?
AE 4 9= Fe SAAClolk L, The B 9] W)s) ool HES 5% BAshe
A9 HER 2A BART. FUHE U 2B B2 THA EAISoF St 21
CFR 101.13(h)(4)(i)-(ii)

N11. “HIZ 2HESP"S 2RS 0|5H=X?
whe 2 AR e 4R A vl g2 oljdd. 700] Wesis a4 (1oly

1749 877 ik ¢ u}u}u

21 CFR 101.13(h)(4)(i)

N12. HZF 17 S8S UEi= 2+ Yoli=2 U4FE 5 U=A?
I3 FF8E &F A2EAS AF i 545 HEde £ EAIA A2 225
7IAE gt YR I AREAS} AF A BA4S HEdle 27 893 o2
AL 7], Aolu YAI7E FEEE B, CIE S0 "AAY 2 star-burst SHA) A=
Oe = %l Aot ofd 7% 1A e YT T AERHA HEZ ool flAIsHof
SHEE, AlE i 542 YUEtdle &77F o] 7 7HA 84 Afelo] {iA[std <tEt.

N13. IX| 279 SX327I= €A ZFEE=X[?
A B9l 22371+ 21 CFR 101.105(0)°0 wet & 53 24 3719k Y5t} g £
FRAIHO] 5 in® 0]51Q] B2 1A EF #o|7t HA& 1/16 AR FEAIHO] 25 in’ o]5kel
AL TR B =ol7) A 1/8914]; FHAHO] 25-100 in® AP0l EAL 1A £t Eol7}
F4 3/169A; FEAHO] 100 in* 2IdHe T2 1A B Eo7t Fa 1/49A]; FHAHO]
400 in* 2Ioh= B 1A £ Eo|7F 4 1/2994. 21 CFR 101.13(h)(4)()
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N14. 12X 2+t 2X37] 240 di7t A=X]?

P GPHE P BEEA & FF B 2719 Tk e 24912 BAE
A%, 1A BRE GPHE UF 4F BN BN DR EAT 5 9o, Had

1/1681x]odoF gt} 21 CFR 101.13(h)(4)()

N15. O =2 ZX0f| Ciet 1X| S+ SX27| A0| U=X|?
HA| 7FsS 37Ho] 3 in? o]8kQl TAo]| ., AlFoflA AJAtel A AlTEE HE 13] EAI
AL 1A Bl o7t A 1/32X714] 7Rssieh 21 CFR 101.13(h)(4)34)

N16. 0{2f 3= EAP} U= B2, 1A E+= HE ZZHEAOICE 2LHX|?
oty ofH FREAF Qe A7, T A £F2 SEOMH, o JRBA T 2
A2 BAE AREA BIZ oo fASkeloF etk 21 CFR 101.13(h)(4)(ii)

rob
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ulle}

Ol

N17. 5 JHX| ZEEAD SUsH SX7|2 OMYE ZS, TX| 7= 0fCIo] YXIH0F SH=XI?
1A ETE ol BE FREAC] vz theo] 9T 4 Atk

I'

N18. Al eS| MF= X 25171 Hst

AAF AlE (21 CFR 101.13(0D) “AAF AE"Y A9 A2)2 TR 5 st a9 &
oo 2 ZINFEAIE 13] ATF D)ot BF 1A F7F TA HAEofof Ttk A 206g,
ISR 8g, Y AHE 120mg, HEE 960mg. (21 CFR 101.13(h)(2)

H|5H) #WQl8 e AIE(21 CFR 101.13(m) “WI188] AlE main dish product’® 39
FF)E FEHE T ottt U39 & ol o2 ZIHFEAE 13] AT B)oks B85 1A
E1e § JA=|ofof Sttt 19.5g AH, 6.0g ESHAHN, 90mg Y AHE, 720mg YEE
(21 CFR 101.13(h)(3))
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N19. “d(high)’Lt "&82t Sa(good source)” ZZEAI= O B2 FkSEXI?
AEo] 1Y JUPAE 712X T 19 AT (e 12 71ZX o] tat Bl &%DV)Z
HADY 10-19%F 2Fst= FF &5 5Y(good source)” FE HA|7F 7Fssttt. “Ihigh)”
2 BAE 19 7IEX9] A 20%E Edol= 49 7Fsolth 21 CFR 101.54(b)-(c)

N20. 120 7|=R|7} AVRIEIO| QUX| 9
ZZXEA7} 7FssHX))?
ofyct. “A(high)’'y ‘&85t S (good source)” ZEREAIE= 19 7|&EX 0 fist H|&=E
BoyE wEhA 19 TR 71A7F A= 0] A B2 B, o] Aol | X] o,
“I(high)’'vt “EFSt F9(good source)” ZFZF HAIZ 4 gith. 21 CFR 101.54(a)

rlo

HAFM20 CHsH “D(high)’Lt “E&8t Z&(good source)”
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N22. 12 7IEX|7t 2= UK 42 SLGZ00 ol “EetIrt 2t “HiSeit” THoliS Akt
=1 HAPL 7ksER)?
1€ YFE 71247 B E0] A g2 el Hisl "2 e ATIH §olE
AR 8l 574 YIRS Fol A= I et Al S0 18] AlTT 3 713 AgAE
Hgg TR Ee W73 AP H gg AT &= s18Hh
T3y "H73 A 2R B "RV AARE AlsdT (dE & 271 /le))
e S8HA et 1€ 7IEAI7E s A &2 dFwel tsh 25t &

source) = 1k o €EXA] o= HE FAsitE 21 CFR 101.54(c)

N23. AZ0| HUMET 0|2]e] =20 HIEIZI = F7|&e| 1Y HAEEH| Cist HlE=2 EAlol=
It} o3t B7F ZobE HAl= 48 HA| QA4 HAIE 4= QIX|TE, 335t ¢ o
AR figt 12 B 9 JYHEE HEA] AZEor stk 21 CFR 101.13(9)B3)3),

N24. 22l £ JUME0| ML gi= A0 X&st TX| 2722 8 “M(ow)” E= “ME(free)”

M HA
ol AE F YYAAEY &S EFAY, AAHAY, Z3oA] Ees E¥5] 7y, WA,
S AR 4= T (4], “AUYEE AR, o] 9 tE
AEEL 2L T/ BE AES Hxol= B30k ARSS 5t (], “S<f, YEEO]

21 CFR 101.13(e)(1)-(2)

_95_



N25. “K(low)” E= “HMZ(free)” ZZHEAI7t 7Hs5ICHD ZERElE E4 71S HIERAIES ofH
ALOIX|?
FARE 430l HE 54 d9Ee Eeta 7IdHA (4, 3 52 & YES), #AE
Aol Bg e A EdoHA| s o= Alxd A9 Alow)” Ee= A R(free)”
A2 BNV 7T ARR B 7REIGAL EET
21 CFR 101.13(e)(1)

N26, &5t AN TSI HIZI0| ZXSHK| Sk AIZO| LIESS RUISIK| oL TIE #9ajs,
UES HZ'2 BAE $ Y=
J%e} FDAL ol 4%o] B4 YRS mielA Y2 WRlEdnE UES A
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9. APPENDIX A:

DEFINITIONS OF NUTRIENT CONTENT CLAIMS

Content Claims (“Free,” “Low,” “Reduced/Less”)

Free

Low

Reduced/Less

Comments

Synonyms for
“Free” “ZEI‘O”,
“No” “Without”,
“Trivial Source
of”, “Dietarily
Insignificant
Source of”

Definitions for
“Free” for meals
and main dishes
are the stated
values per
labeled serving

Synonyms for
«F

Low”:
“Little"’ (“FeW"
for Calories),
“Contains a
Small Amount
of”, “Low Source

of”

Synonyms for
“Reduced,/Less”:
“Lower”
(“Fewer” for
Calories)

“Modified” may
be used
in statement of

identity

Definitions for
meals and main
dishes are same

”

For “Free”, “Very Low”, or “Low”,
must indicate if food meets a
definition without benefit of special
processing, alteration, formulation
or reformulation; e.g., “broccoli, a
fatfree food” or “celery, a low
calorie food”

but are not as for individual
defined for foods on a per
calories 100 g basis
Definitions of Nutrient Content Claims
Nutrient Free Low Reduced/Less Comments
Calories Less than 5 cal 40 cal or less per At least 25% “Light” or “Lite”: if 50% or more of
21 CER 10L60(H) per RACC and RACC (and per fewer calories per  the calories are from fat, fat must be
’ per labeled 50g if RACC is RACC than an reduced by at least 50% per RACC.
serving (b)(1) small) (b)(2) appropriate If less than 50% of calories are from

Meals and main
dishes: 120 cal or
less per 100 g

(b)(3)

reference food
(for meals and
main dishes, at
least 25% fewer
calories per 100 g)

Reference food
may not be “Low
Calorie

Uses term
“Fewer rather
than “Less

(b)(4) &(5)
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fat, fat must be reduced at least 50%
or calories reduced at least 1/3 per

RACC 21 CFR 101.56(hb)

“Light” or “Lite” meal or main dish
product meets definition for “Low
Calorie” or “Low Fat” meal and is
labeled to indicate which definition is

met 21 CFR 101.56(d)

For dietary supplements: Calorie
claims can only be made when the
reference product is greater than 40
calories per serving 21 CFR
101.60(a)(4)



Definitions of Nutrient Content Claims continued

Nutrient Free Low Reduced/Less Comments
Total Fat Less than 0.5 ¢ 3 gor less per Atleast 25% less  “__% Fat Free”: may be used if food
21CFR101.62(b)  RACC and per RACC (and per fat per RACC meets the requirements for “Low Fat”
labeled serving 50 g if RACC is than an 21 CFR 101.62(b)(6)
(or for mealsand ~ small) (b)(2) appropriate

main dishes, less

Meals and main

reference food

100% Fat Free: food must be “Fat
Free” (b)(6)(iii)

than 0.5 g per i (or for meals and
labeled serving) dishes: 3 g or less main dishes, at “Light"—see previous Calorie
- ser 100 g and ' g P
(bX1) E:; mori than least 25% less fat comments
Contains no 30% of calories Efr(;gjo 9 (b)(4) For dietary supplements: total fat
ingredient thatis ~ from fat (b)(3) claims cannot be made for products
fat or understood Reference food that are 40 calories or less per serving
to contain fat, may not be “Low 21 CFR 101.62(a)(4)
except noted Fat”
below (*).
Nutrient Free Low Reduced/Less Comments
Saturated Fat Less than 0.5 ¢ 1 g or less per At least 25% less  Next to all saturated fat claims, must
2ICFRI0L62(c)  saturated fatand ~ RACC and 15% saturated fat per declare the amount of cholesterol if 2
less than 0.5 g or less of calories RACC than an mg or more per RACC; and the
trans fatty acids from saturated appropriate amount of total fat if more than 3g
per RACC and fat (c)(2) reference food per RACC (or 0.5 g or more of total
main dishes, less Meals and main (or for meals and fat per RACC for “Saturated Fat
than 0.5 ¢ dish ‘. ) 1 main dishes, at Free”) (or for meals and main dishes,
saturated fat and ® 1680 g 05 1ess least 25% less per labeled serving)
trans fatty acids f}fr | O(g)/an ¢ &5 saturated fat per 21 CFR 101.62(c)
per 1abeled caf;ries f(r)o(:n 100 ¢) (c)(4) &
serving) (c)(1) (5)

Contains no
ingredient that is
understood to
contain saturated
fat except as
noted below (*)

saturated fat

(c)(3)t

Reference food
may not be “Low
Saturated Fat”
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For dietary supplements: saturated fat
claims cannot be made for products
that are 40 calories or less per serving

21 CFR 101.62(a)(4)



Definitions of Nutrient Content Claims continued

Nutrient

Free

Low

Reduced/Less

Comments

Cholesterol
21 CFR 101.62(d)

Less than 2 mg
per RACC and
per labeled
serving (or for
meals and main
dishes, less than

20 mg or less per
RACC (and per
50 g of food if
RACC is small)
(d)(2)

Meals and main

At least 25% less
cholesterol per
RACC than an
appropriate
reference food
(or for meals and

Cholesterol claims only allowed
when food contains 2 g or less
saturated fat per RACC; or for meals
and main dish products, per labeled
serving size for “Free” claims or per
100 g for “Low” and “Reduced/Less”

2 mg per labeled dishes: 20 mg or main dishes, at claims
serving) least 25% less
less per 100 g hol 1 Must declare the amount of total fat
. ; cholesterol per )
Contains no (d)(3) 100 9) (d)(4) & next to cholesterol claim when fat
ingredient that ) exceeds 13 g per RACC and labeled
contains serving (or per 50 g of food if RACC
cholesterol except Reference food is small), or when the fat exceeds
as noted below may not be “Low 19.5 g per labeled serving for main
M (d)(1) Cholesterol” dishes or 26g for meal products
For dietary supplements: cholesterol
claims cannot be made for products
that are 40 calories or less per serving
Nutrient Free Low Reduced/Less Comments
Sodium Less than 5 mg 140 mg or less At least 25% less  “Light” (for sodium reduced 21 CFR
21 CFR 101.61 per RACC and per RACC (and sodium per products): if food is “Low Calorie”
per labeled per 50 ¢ if RACC ~ RACC than an and “Low Fat” and sodium is reduced
serving (or for is small) (b)(4) appropriate by at least 50%. 21 CFR 101.56(c)(1)

meals and main
dishes, less than
5 mg per labeled
serving (b)(1)

Contains no
ingredient that is
sodium chloride
or generally
understood to
contain sodium
except as noted

below (*)

“Salt Free” must
meet criterion for
“Sodium Free”

(e)(1)

Meals and main
dishes: 140 mg or
less per 100g
(b)(5)

“Very Low
Sodium”: 35 mg
or less per RACC
(and per 50 g if
RACC is small).
For meals and
main dishes:

35 mg or less per
100 ¢ (h)(2) &
(3)

reference food
(or for meals and
main dishes, at
least 25% less
sodium per 100 g)

Reference food
may not be “Low
Sodium” (b)(6)
&(7)
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“Light in Sodium”: if sodium is
reduced by at least 50% per RACC.
21 CFR 101.56(c)(2)

For meals and main dishes, “Light in
Sodium” meets definition for “Low in

Sodium” 21 CFR 101.56(d)(2)

“No Salt Added” and “Unsalted”
must declare “This is Not A Sodium
Free Food” on information panel if
food is not “Sodium Free”

21 CFR101.61(c)(2)

“Lightly Salted”: 50% less sodium
than normally added to reference
food and if not “Low Sodium”, so
labeled on information panel

21 CFR 101.56(g)



Definitions of Nutrient Content Claims continued

Nutrient Free Low Reduced/Less Comments
Sug:lrs “Sugar Free”: Not Defined. Atleast 25% less  “No Added Sugars” and “Without
2ICFRI0L60(c)  Less than 0.5 g sugars per RACC  Added Sugars” are allowed if no sugar
May not be used . .
sugars per RACC than an or sugar containing ingredient is
and per labeled apptropriate added during processing. State if food

serving (or for
meals and main
dishes, less than
0.5 g per labeled
serving) (c)(1)

Contains no
ingredient that is
a sugar or
generally
understood to
contain sugars
except as noted

below (*)

Disclose calorie
profile (e.g.,
“Low Calorie”)

reference food
(or for meals and
main dishes, at
least 25% less
sugar per 100g)

May not use this
claim on dietary
supplements of
vitamins and
minerals (¢)(5)
&(6)

is not “Low” or “Reduced Calorie”

(0(2)

The terms “Unsweetened” and “No
Added Sweeteners” remain as factual
statements (¢)(3)

The claim does not refer to sugar
alcohols, which may be present.

For dietary supplements: “Sugar
Free” and “No Added Sugar” may be
used for vitamins and minerals
intended to be used by infants and
children less than 2 years of age.

(c)(4)

Notes:

* Except if the ingredient listed in the ingredient statement has an asterisk that refers to footnote

“x

(e.g.,

adds a trivial amount of fat”).

*RACC = Reference Amounts Customarily Consumed.

*Small RACC = Reference Amounts Customarily Consumed of 30 g or less or 2 tablespoons
or less (for dehydrated foods that are typically consumed when rehydrated with water or a
diluent containing an insignificant amount, as defined in 21 CFR 101.9(f)(1), of all

nutrients per RACC, the per 50 g criterion refers to the prepared form of the food).

*When levels exceed: 13 g Total Fat, 4 g Saturated Fat, 60 mg Cholesterol, and 480 mg Sodium per
RACC, per labeled serving or, for foods with small RACC, per 50 g, a disclosure statement is

required as part of claim (e.g., “See nutrition information for___content” with the blank filled in
with nutrient(s) that exceed the prescribed levels).

*The term “light” may be used to describe a physical or organoleptic attribute of the food if it
clearly conveys the nature of the product, e.g., “light in color,” “light in texture.” 21 CFR 101.56(e)

«If there has been a long history of use of the term “light” associated with a product it may
continue to be used, e.g., “light corn syrup,” “light brown sugar.” 21 CFR 101.56(f)
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10. APPENDIX B:
ADDITIONAL REQUIREMENTS
FOR NUTRIENT CONTENT CLAIMS

Relative Claims

To bear a relative claim about the level of a nutrient, the amount of that nutrient
in the food must be compared to an amount of nutrient in an appropriate

reference food as specified below (21 CFR 101.13(j)(1)):

“Light” - (1) A food representative of the type of food bearing
the claim (e.g., average value of top three brands or
representative value from valid data base), and (2)
Similar food (e.g., potato chips for potato chips)

“Reduced” and (1) An established regular product or average -
“Added” (or “Extra,” representative product, and (2) Similar food. -
“Plus,” “Fortified,” -

and “Enriched”) -

“More” and “Less” (1) An established regular product or average

(or “Fewer”) representative product, and (2) A dissimilar food in
the same product category which may be generally
substituted for the labeled food (e.g., potato chips for
pretzels) or a similar food.

For all relative claims, the percent (or fraction) of change and identity of reference
food must be declared immediately adjacent to the most prominent claim.

21 CFR101.13(j)(2)(i) and 21 CFR 101.13(j)(2) (i)

Quantitative comparison of the amount of the nutrient in the product per
labeled serving with that in the reference food must be declared either adjacent to

the claim or on the information panel. 21 CFR 101.13(j)(2)(iv)(A)

A relative claim for decreased levels of a nutrient may not be made if the nutrient
content of the reference food meets the requirement for a “low” claim for that
nutrient (e.g., 3 g fat or less). 21 CFR 101.13(j)(3)

Other Nutrient Content Claims

Claim Requirements

“High,” “Rich In,” Contains 20% or more of the DV per RACC. May

or “Excellent Source be used on meals or main dishes to indicate that the

of’ product contains a food that meets the definition, but
may not be used to describe the meal. 21 CFR 101.54(b)

“Good Source,” 109%-19% of the DV per RACC. These terms may be
“Contains,” or used on meals or main dishes to indicate that the

“Provides” product contains a food that meets the definition but
may not be used to describe the meal. 21 CFR 101.54(e)
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“More,” “Fortified,” 10% or more of the DV per RACC than an appropriate -
“Enriched,” “Added,” reference food. May only be used for vitamins, minerals, -
“Extra,” or “Plus”  protein, dietary fiber, and potassium. 21 CFR 101.54(e)

“Lean” On seafood or game meat products that contain less
than 10 g total fat, 4.5 g or less saturated fat, and less
than 95 mg cholesterol per RACC and per 100g (for
meals & main dishes, meets criteria per 100g and per
labeled serving). On mixed dishes not measurable with
a cup (as defined in 21 CFR 101.12(b) in table 2) that
contain less than 8 g total fat, 3.5 g or less saturated fat
and less than 80 mg cholesterol per RACC.

21 CFR 101.62(e)(1)-(3)

“Extra Lean” - On seafood or game meat products that contains less
than 5 g total fat, less than 2 g saturated fat and less than
95 mg cholesterol per RACC and per 100 g (for meals
and main dishes, meets criteria per 100 g and per labeled

serving). 21 CFR 101.62(e)(4) & (5)

“High Potency” - May be used on foods to describe individual vitamins or
minerals that are present at 100% or more of the RDI
per RACC or on a multi-ingredient food product that
contains 100% or more of the RDI for at least 2/3 of
the vitamins and minerals with RDIs and that are
present in the product at 2% or more of the RDI
(e.g., “High potency multivitamin, multimineral dietary
supplement tablets”). 21 CFR 101.54(f)

“Modified” May be used in statement of identity of a food that
bears a relative claim (e.g., “Modified fat cheesecake,
contains 35% less fat than our regular cheesecake.”)

21 CFR 101.13(k)

“Fiber” Claims - If a fiber claim is made and the food is not low in total
fat, then the label must disclose the level of total fat per
labeled serving. 21 CFR 101.54(d)(1)

Claims using the  For claims characterizing the level of antioxidant
term “antioxidant” nutrients in a food:

1. an RDI must be established for each of the
nutrients that are the subject of the claim;

2. each nutrient must have existing scientific
evidence of antioxidant activity;

3. the level of each nutrient must be sufficient to
meet the definition for “high,” “good source,”
or “more;”

Beta-carotene may be the subject of an antioxi-
dant claim when the level of vitamin A present as
beta-carotene in the food is sufficient to qualify
for the claim.

4. Name(s) of nutrient(s) that is (are) the subject of
the claim is (are) included as part of the claim.
(e.g., high in antioxidant vitamins C & E)

21 CFR 101.54(g)
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Implied Claims

21 CFR 101.65

¢ Claims about a food or ingredient or method of preparation that suggests that
the nutrient or ingredient are absent or present in a certain amount or claims
about a food that suggests a food may be useful in maintaining healthy dietary
practices and which are made with an explicit claim (e.g. “healthy, contains 3
grams of fat”) are implied claims.

Claims that a food contains or is made with an ingredient that is known to
contain a particular nutrient may be made if product is “Low” in or a “Good
Source” of the nutrient associated with the claim (e.g. “good source of oat
bran”).

Equivalence claims: “contains as much [nutrient] as a [food]” may be made if
both reference food and labeled food are an equivalent “Good Source” of a
nutrient on a per serving basis. (e.g. “Contains as much vitamin C as an 8

ounce glass of orange juice”). 21 CFR 101.65(c)(2)

The following label statements are generally not considered implied claims
unless they are made in a nutrition context: 1) avoidance claims for religious,
food intolerance, or other non-nutrition related reasons (e.g. “100% milk
free”); 2) statements about non-nutritive substances (e.g. “no artificial colors”);
3) added value statements (e.g. “made with real butter”); 4) statements of
identity (e.g. “corn oil” or “corn oil margarine”); and 5) special dietary
statements made in compliance with a specific Part 105 provision.

The term “healthy” and related terms (“health,” “healthful,” “healthfully,”
“healthfulness,” “healthier,” “healthiest,” “healthily” and “healthiness”) may be
used if the food meets the following requirements: 21 CFR 101.65(d)(2)
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Conditions for the Use of “Healthy”

Individual Food Seafood/Game Meat Meal/Main Dish
TOTAL FAT low fat <5 gfat /RACC low fat
& /100g
SATURATED FAT low sat fat <2 gsat fat /RACC  low sat fat
& /100g
SODIUM <480 mg /RACC and / <480 mg /RACC <600 mg /Ls.
ls.; or /50 g, if RACC and /Ls.; or /50 g,
is small if RACC is small
CHOLESTEROL < disclosure level <95 mg /RACC &/ <90 mg/lLs.
100 ¢
BENEFICIAL NUTRIENTS Contains at least 10% of DV / Contains at least Contains at least
RACC for vitamins A, C, 10% of DV /RACC 10% of the DV /Ls.
calcium, iron, protein, or fiber for vitamins A, C, of two nutrients (for
except: raw fruits and vegetables; calcium, iron, a main dish product)
or a single ingredient or mixture protein, or fiber or of three nutrients
of frozen or canned fruits and (for a meal product)
vegetables (may include ingred- of vit. A, vit. C,
ients whose addition does not calcium, iron,
change the nutrient profile of protein, or fiber.

the fruit or vegetable); enriched
cereal-grain products that
conform to a standard of identity

in 21 CFR 136, 137, or 139.

FORTIFICATION Per 21 CFR 104.20 Per 21 CFR 104.20 Per 21 CFR 104.20

Note: Ls. = labeled serving; RACC = Reference Amount Customarily Consumed per Eating Occasion; small RACC =30 ¢
or less, or 2 tablespoons or less

Claims on Foods for Infants and Children Less than 2 Years of Age

Nutrient content claims are not permitted on foods intended specifically for infants and children less than 2 years of age except:

1. Claims describing the percentage of vitamins and minerals in a food in relation to a daily value. 21 CFR 101.13(g)(3)(i)
2.Claims on infant formulas provided for in Part 107. 21 CFR 101.13(b)

3.The terms “Unsweetened” and “Unsalted” as taste claims. 21 CFR 101.60(c)(3)

4.“Sugar Free” and “No Added Sugar” claims on dietary supplements only. 21 CFR 101.60(c)(4)
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11. APPENDIX C:
HEeALTH CLAIMS

Requirements for Health Claims Made in Labeling

Approved
Claims

Requirements
for the Food

Claim
Requirements

Model Claim
Statements

Calcium and
Osteoporosis
and calcium,
vitamin D, and
0steoporosis

(21 CFR 101.72)

For calcium and
0steoporosis
claim - high in
calcium

For calcium,
vitamin D and
osteoporosis
claim - high in
calcium and
vitamin D

- assimilable
(Bioavailable)

Supplements
must disintegrate
and dissolve, and

Phosphorus
content cannot
exceed calcium

The claim makes clear the importance
of adequate calcium intake, or when
appropriate, adequate calcium and
vitamin D intake, throughout life, in a
healthful diet, are essential to reduce
osteoporosis risk. The claim does not
imply that adequate calcium intake, or
when appropriate, adequate calcium
and vitamin D intake, is the only
recognized risk factor for the
development of osteoporosis.

The claim does not attribute any
degree of reduction in risk of
osteoporosis to maintaining an
adequate dietary calcium intake, or
when appropriate, an adequate dietary
calcium and vitamin D intake,
throughout life.

Calcium and Osteoporosis: Adequate
calcium throughout life, as part of a
well-balanced diet, may reduce the risk
of osteoporosis.

Calcium, vitamin D and osteoporosis:
Adequate calcium and vitamin D, as
part of a well balanced diet, along with
physical activity, may reduce the risk of
0steoporosis.

content
Dietary Fat Low fat Required terms: Development of cancer depends on
and Cancer many factors. A diet low in total fat

(Fish & game “Total fat” or “Fat” may reduce the risk of some cancers.
(21 CFR101.73)  meats: “Extra

lean”) “Some types of cancers” or

[ g
Some cancers

Does not specify types of fats or fatty

acids that may be related to risk of cancer.
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Approved
Claims

Requirements
for the Food

Claim

Requirements

Model Claim

Statements

Sodium and
Hypertension

(21 CFR 101.74)

Low sodium

Required terms:
“Sodium”, “High blood pressure”

Includes physician statement
(Individuals with high blood pressure
should consult their physicians) if
claim defines high or normal blood
pressure

Diets low in sodium may reduce the
risk of high blood pressure, a disease
associated with many factors.

Dietary Saturated ~ Low saturated fat,  Required terms: While many factors affect heart
Fat and disease, diets low in saturated fat and
Cholesterol Low cholesterol Saturated fat and cholesterol cholesterol may reduce the risk of
and risk of and this disease.
Coronary Heart “Coronary heart disease”
Disease Low fat or “heart disease”
(21 CFR 101.75) Includes physician statement
(individuals with elevated blood
total—or LDL—cholesterol should
consult their physicians) if claim
defines high or normal blood total
—and LDL—cholesterol.
Fiber-Containing A grain product, Required terms: Low fat diets rich in fiber-containing

Grain Products,
Fruits, and
Vegetables and

Cancer

(21 CFR 101.76)

fruit, or vegetable
that contains
dietary fiber;

Low fat, and

Good source of
dietary fiber
(without
fortification)

“Fiber”, “Dietary fiber”, or “Total
dietary fiber”

“Some types of cancer” or “Some
cancers”

Does not specify types of dietary fiber
that may be related to risk of cancer.

grain products, fruits, and vegetables
may reduce the risk of some types of
cancer, a disease associated with
many factors.
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Approved
Claims

Requirements

for the Food

Claim

Requirements

Model Claim

Statements

Fruits, Vegetables
and Grain
Products that
contain Fiber,
particularly
Soluble Fiber,
and Risk of
Coronary Heart
Disease

(21 CFR 101.77)

A fruit, vegetable,
or grain product
that contains
fiber;

Low saturated fat,

Low cholesterol,
Low fat,

At least 0.6 grams
of soluble fiber
per RACC
(without
fortification),
and,

Soluble fiber
content provided
on label

Required terms:

“Fiber”, “Dietary fiber”, “Some types
of dietary fiber”, “Some dietary fibers”,
or “Some fibers”

“Saturated fat” and “Cholesterol”

“Heart disease” or “Coronary
heart disease”

Diets low in saturated fat and
cholesterol and rich in fruits,
vegetables, and grain products that
contain some types of dietary fiber,
particularly soluble fiber, may reduce
the risk of heart disease, a disease
associated with many factors.

Fruits and
Vegetables
and Cancer

(21 CFR 101.78)

A fruit or
vegetable,

Low fat, and

Good source

(without

fortification) of

at least one of the

following:
*Vitamin A,
*Vitamin C, or
¢ Dietary fiber

Required terms:
“Fiber”, “Dietary fiber”, or “Total
dietary fiber”;

“Total fat” or “Fat”,

“Some types of cancer” or “Some
cancers”

Characterizes fruits and vegetables as
“Foods that are low in fat and may
contain Vitamin A, Vitamin C, and
dietary fiber.”

Characterizes specific food as a “Good

source” of one or more of the following:
Dietary fiber, Vitamin A, or Vitamin C.

Does not specify types of fats or fatty
acids or types of dietary fiber that may
be related to risk of cancer.

Low fat diets rich in fruits and
vegetables (foods that are low in fat
and may contain dietary fiber,
Vitamin A, or Vitamin C) may reduce
the risk of some types of cancer, a
disease associated with many factors.
Broccoli is high in vitamin A and C,
and it is a good source of dietary fiber.
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Approved
Claims

Requirements

for the Food

Claim

Requirements

Model Claim

Statements

Folate and Neural
Tube Defects

(21 CFR 101.79)

“Good source”
of folate (at least
40 mcg folate
per serving)

Dietary
supplements, or
foods in
conventional food
form that are
naturally good
sources of folate
(i.e., only non-
fortified food in
conventional food
form)

The claim shall
not be made on
products that
contain more
than 100% of the
RDI for vitamin
A as retinol or
preformed
vitamin A or
vitamin D

Dietary
supplements shall
meet USP
standards for
disintegration and
dissolution or
otherwise
bioavailable

Amount of folate
required on
Nutrition Label

Required terms:

Nutrient:

“Folate”, “folic acid”, “folacin”, “folate,
a B vitamin”, “folic acid, a B vitamin,”
“folacin, a B vitamin.”

Condition:

“neural tube defects”, “birth defects,
spinal bifida, or anencephaly”,

“birth defects of the brain or spinal cord,
anencephaly or spinal bifida”, “spinal
bifida and anencephaly, birth defects of
the brain or spinal cord”;

“brain or spinal cord birth defects.”

Must also include information on the
multifactorial nature of neural tube
defects, and the safe upper limit of
daily intake.

Healthful diets with adequate folate
may reduce a woman's risk of having
a child with a brain or spinal cord
defect.
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Approved Requirements Claim Model Claim

Claims for the Food Requirements Statements

Dietary Non- Sugar free, and Required terms: Full claim: Frequent between-meal
cariogenic consumption of foods high in sugars
Carbohydrate When a fermen- “does not promote,” “may reduce the and starches promotes tooth decay.

Sweeteners and
Dental Caries

(21 CFR 101.80)

table carbohydrate
is present, the
food must not
lower plaque pH
below 5.7.

Eligible substances

1) The following
sugar alcohols:
xylitol, sorbitol,
mannitol, maltitol,
isomalt, lactitol,
hydrogenated

starch hydrolysates,

hydrogenated
glucose syrups,
erythritol, or a
combination of
these.

2) The following
sugars:
D-tagatose and
isomaltulose

3) The following
non-nutritive
sweetener:
sucralose

risk of,” “useful [or is useful] in not
promoting” or “expressly [or is
expressly] for not promoting” dental
caries;

“dental caries” or “tooth decay.”
“sugar alcohol” or “sugar alcohols”
or the name or names of the sugar

alcohols

Note: D-tagatose may be identified
as “tagatose”

When the substance that is the subject

of the claim is a noncariogenic sugar

(i.e., D-tagatose) the claim shall identify

the substance as a sugar that, unlike
other sugars, does not promote the
development of dental caries.

Includes statement that frequent
between meal consumption of foods
high in sugars and starches can
promote tooth decay.

Packages with less than 15 square
inches of surface area available for
labeling may use a shortened claim

The sugar alcohols in [name of food]
do not promote tooth decay.

Shortened claim (on small packages
only): Does not promote tooth decay.
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Approved Requirements Claim Model Claim
Claims for the Food Requirements Statements
Soluble Fiber Low saturated fat Required terms: Soluble fiber
from Certain from foods such
Foods and Risk Low cholesterol “Heart disease” or “coronary heart as [name of

of Coronary disease.” soluble fiber

Heart Disease

(21 CFR 101.81)

Low fat, and

The food product must include one

or more of the following whole oat or
barley foods: 1) oat bran, 2) rolled oats,
3) whole oat flour, 4) whole grain
barley or dry milled barley, and the
whole oat or barley foods must contain
at least 0.75 g of soluble fiber per
RACC of the food product; or

Qatrim that contains at least 0.75 g of
beta~glucan soluble per RACC of the
food product; or

Psyllium husk that contains at least
1.7 g of soluble fiber per RACC of food
product.

Eligible Sources of Soluble Fiber

Beta-glucan soluble fiber from the

following whole oat and barley sources:

1) Oat bran

2) Rolled Oats

3) Whole Oat Flour

4) Oatrim

5) Whole Grain Barley and Dry
Milled Barley

6) Barley Betafiber

7) Soluble fiber from psyllium husk

with purity of no less than 95%

The amount of soluble fiber per
RACC must be declared in nutrition
label.

“Saturated fat” and “cholesterol.”

In specifying the substance the claim
uses the term “soluble fiber” qualified
by the name of the eligible source of
by the name of the eligible source of
the soluble fiber, which is either whole
oat or barley or psyllium seed husk.

Claim specifies the daily dietary
intake of the soluble fiber source
necessary to reduce the risk of CHD

Claim specifies the amount of soluble
fiber in one serving of the product.

Additional Required Label Statement

Foods bearing a psyllium seed husk
health claim must also bear a label
statement concerning the need to
consume them with adequate amounts
of fluids; e.g., “NOTICE: This food
should be eaten with at least a full
glass of liquid. Eating this product
without enough liquid may cause
choking. Do not eat this product if
your have difficulty in swallowing.

(21 CFR 101.17(f))

source, and, if
desired, name of
food product],
as part of a diet
low in saturated
fat and
cholesterol, may
reduce the risk
heart disease.
A serving of
[name of food
product]
supplies _ grams
of the [necessary
daily dietary
intake for the
benefit] soluble
fiber from
[name of
soluble fiber
source] necessary
per day to have
this effect,
protein.
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Approved Requirements Claim Model Claim
Claims for the Food Requirements Statements
Soy Protein and At least 6.25 ¢ Required terms: (1) 25 grams of soy protein a day, as

Risk of Coronary
Heart Disease

(21 CFR 101.82)

SOy protein per

RACC

Low saturated
fat,

Low cholesterol,
and

Low fat (except
that foods made
from whole
soybeans that
contain no fat
in addition to
that inherent in
the whole
soybean are
exempt from the
“low fat”
requirement)

“Heart disease” or “coronary heart
disease”

“Soy protein”

“Saturated fat” and “cholesterol”
Claim specifies daily dietary intake
levels of soy protein associated with

reduced risk

Claim specifies amount of soy protein
in a serving of food

part of a low in saturated fat and
cholesterol, may reduce the risk of
heart disease. A serving of [name of
food] supplies __ grams of soy protein.

(2) Diets low in saturated fat and
cholesterol that include 25 grams of
soy protein a day may reduce the risk
of heart disease. One serving of [name
of food] provides __ grams of soy
protein.
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Approved Requirements Claim Model Claim

Claims for the Food Requirements Statements

*Plant Sterol/ At least 0.65 ¢ Required terms: (1) Foods containing at least 0.65
stanol estersand ~ plantsterolesters ‘ gram per of vegetable oil sterol esters,
Risk of Coronary ~ per RACC of May” or “might” reduce the risk of eaten twice a day with meals for a

Heart Disease

(21 CFR 101.83)

spreads and salad
dressings, or

At least 1.7 ¢
plant stanol esters
per RACC of
spreads, salad
dressings, snack
bars, and dietary
supplements.

Low saturated fat,

Low cholesterol,
and

Spreads and salad
dressings that
exceed 13 g fat
per 50 g must
bear the statement
“see nutrition
information for
fat content”

Salad dressings
are exempted from
the minimum
10% DV nutrient

requirement

CHD

“Heart disease” or “coronary heart
disease”

“Plant sterol esters” or “plant stanol
esters”; except “vegetable oil” may
replace the term “plant” if vegetable
oil is the sole source of the sterol/
stanol ester

Claim specifies plant stero/stanol
esters are part of a diet low in saturated
fat and cholesterol.

Claim does not attribute any degree
of CHD risk reduction.

Claim specifies the daily dietary intake
of plant sterol or stanol esters
necessary to reduce CHD risk, and
the amount provided per serving.
Claim specifies that plant sterol or
stanol esters should be consumed
with two different meals each a day.

daily total intake of least 1.3 grams,
as part of a diet low in saturated fat
and cholesterol, may reduce the risk
of heart disease. A serving of [name
of food] supplies __ grams of
vegetable oil sterol esters.

(2) Diets low in saturated fat and
cholesterol that include two servings
of foods that provide a daily total of at
least 3.4 grams of plant stanol esters
in two meals may reduce the risk of
heart disease. A serving of [name of
food] supplies __ grams of plant
stanol esters

* FDA regulates the plant sterol/stanol esters and risk of coronary heart disease health claim according to the following requirements:

1) An interim final rule for the health claim that published on September 8, 2000 (65 FR 54686),

2) An enforcement discretion letter about expamﬁzd use of the interim final rule for the health claim,
http:/fwww.fda. gov/Food/LabelingNurition/LabelClaims/HealthClaimsMeetingSignificantScientificAgreement SSAfucm074779 . htm? utm_campaign
=Google2&utm_source=fdaSearch@utm_medium=website@utm_term=phytosterols&utm_content=8 and

3) A proposed rule for the health claim that published on December 8, 2010 (75 FR 76526).
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FDAMA (FDA Modernization Act) Health Claims (Health Claims Authorized

Based on an Authoritative Statement by Federal Scientific Bodies)

Approved Food Claim Model Claim
Claims Requirements Requirement Statements
Whole Grain Contains 51 percent or more whole Required wording of the claim: NA
F??-?S andD Risk gra(iin ingredients by weight per RACC, “Diets rick inwhile arain fads and
© d éa I LIsSaEe an other plant foods and low in total fat,
?\I}m i:tam Dietary fiber content at least: saturated fat, and cholesterol may
= reduce the risk of heart disease and
(Docket No. * 3.0 g per RACC of 55 ¢ some cancers.”
19991),2209) ° 28 g per RACC of 50 g
e 2.5 gper RACC of 45 ¢
* 1.7 gper RACC of 35 ¢
Whole Grain Contains 51 percent or more whole Required wording of the claim: NA
Foo(;is with graciin ingredients by weight per RACC, SDtets rick, inwhole grain foods e
Modente th an other plant foods, and low in total fat,
gprﬁterfl;?r} g Dietary fiber content at least: saturated fat, and cholesterol may help
D1.s Sk Eas 35 . reduce the risk of heart disease.”
isease ¢ 3.0 g per of 55 ¢
(Docket No. . 2.?% g per RACC of 50 ¢
O3Q‘0547) ' Z.Jgper RACC of 45 g
* 1.7 gper RACC of 35 ¢
Potassium and Good source of potassium Required wording of the claim: NA
g}g(ﬁsﬁo{slj;gh Low sodium “Diets containing foods that are a
d lis ¢ good source of potassium and that are
and Stroke Low total fat low in sodium may reduce the risk of
(Docket No. Low saturated fat high blood pressure and stroke.”
2000Q-1582)
Low cholesterol
Fluoridated Bottled water meeting the standards of ~ Required wording of the claim: NA
?{Vacicer ag% I of }(ile%tll% 2}%% Cﬁulaglty set forth in “Drinking fluoridated water may
De ltlcle C 1850 i reduce the risk of [dental caries or
en rries »
o e Meet all general requirements for tooth decay]”.
(Docket No. health claims in (21 CFR 101.14) with
2006Q-0418) the exception of the minium nutrient

contribution (21 CFR 101.14(e)(6)),
Total Fluoride: >0.6 to 1.0 mg/L

Excluding bottled water products
specifically marketed for use by infants
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Approved Food Claim Model Claim
Claims Requirements Requirement Statements
Saturated Fat, Low saturated fat Required wording of the claim: NA
Cholesterol, and Low cholesterol “Diets low in saturated fat and
Trans Fat, and 4 a1
' cholesterol, and as low as possible in

Reduced Risk of  Bear quantitative trans fat labeling trans fat, may reduce the risk of heart
Heart Disease _ disease.”

Contains less than 0.5 g trans fat per :
(Docket No. RACC
20060Q-0458) -

Contains less than 6.5 g total fat
Substitution of Low fat Required wording of the claim: NA

Saturated Fat in
the Diet with
Unsaturated
Fatty Acids and
Reduced Risk of
Heart Disease

(Docket No.
2007Q-0192)

Low cholesterol

Meets all general requirements for
health claims in 21 CFR 101.14

“Replacing saturated fat with similar
amounts of unsaturated fats may
reduce the risk of heart disease. To
achieve this benefit, total daily calories
should not increase.”
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12. APPENDIX D:
QUALIFIED HEALTH CLAIMS

FDA will exercise enforcement discretion for qualified health claims when the claim meets all general requirements of 21

CFR 101.14, except for the requirements that the claim meet the significant scientific agreement standard and that the

claim be made in accordance with an authorizing regulation. Other factors that FDA will consider in exercising enforcement

discretion are listed in the following qualified health claim table.

Qualified Eligible Factors for Exercising Claim
Hedlth Claims Foods Enforcement Discretion Statements
0.8 mg Folic Acid  Dietary The disclaimer (i.e., FDA does not 0.8 mg folic acid in a dietary
& Neural Tube supplements endorse this claim...) is placed supplement is more effective in
Birth Defects containing immediately adjacent to and directly reducing the risk of neural tube

folic acid beneath the claim (i.e., 0.8 mg folic defects than a lower amount in foods
Docket No. acid ...), with no intervening material, in common form. FDA does not
199IN-100H in the same size, typeface, and contrast endorse this claim. Public health

as the claim. authorities recommend that women

10/10/2000 consume 0.4 mg folic acid daily from
enforcement fortified foods or dietary supplements

discretion letter

04,/03,/2001

clarification letter

Note: there also

is a folic acid/
neural tube defect
health claim
authorized by
regulation (see

21 CFR 101.79).

or both to reduce the risk of neural
tube defects.
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Qualified Eligible Factors for Exercising Claim

Hedlth Claims Foods Enforcement Discretion Statements

B Vitamins & Dietary The disclaimer (i.e., FDA evaluated As part of a well-balanced diet that is

Vascular Disedase supplements the above claim...) must be low in saturated fat and cholesterol,
containing immediately adjacent to and directly Folic Acid, Vitamin B6 and Vitamin

Docket No. vitamin B6, B12, beneath the first claim (i.e., As part B12 may reduce the risk of vascular

1999P-3029 and/or folic acid of a wellbalanced diet...) with no disease. FDA evaluated the above

intervening material that separates the claim and found that, while it is
11/28/2000 claim from the disclaimer, and the known that diets low in saturated fat
enforcement second sentence must be in the same and cholesterol reduce the risk of

discretion letter

05/15/2001

clarification letter

size, type face and contrast as the first
sentence.

Products that contain more than 100
percent of the Daily Value (DV) of
folic acid (400 micrograms), when
labeled for use by adults and children
4 or more years of age, must identify
the safe upper limit of daily intake with
respect to the DV. The folic acid safe
upper limit of daily intake value of
1,000 micrograms (1 mg) may be
included in parentheses.

The claim does not suggest a level of
vitamins B6, B12, and/or folic acid as being
useful in achieving the claimed effect.

Dietary supplements containing folic
acid must meet the United States
Pharmacopeia (USP) standards for
disintegration and dissolution, except
that if there are no applicable USP
standards, the folate in the dietary
supplement shall be shown to be
bioavailable under the conditions of
use stated on the product label.

heart disease and other vascular
diseases, the evidence in support of
the above claim is inconclusive.
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Qualified Eligible Factors for Exercising Claim

Hedlth Claims Foods Enforcement Discretion Statements

Selenium & Dietary The disclaimer (i.e., Some scientific (1) Selenium may reduce the risk of

Cancer supplements evidence suggests...) is placed certain cancers. Some scientific
containing immediately adjacent to and directly evidence suggests that consumption

Docket No. selenium beneath the claim (i.e., Selenium may of selenium may reduce the risk of

2002P-0457 reduce the risk), with no intervening certain forms of cancer. However,

material, in the same size, typeface, FDA has determined that this evidence
02/21/2003 and contrast as the claim itself. is limited and not conclusive. or,
enforcement

discretion letter

04/28/2003

clarification letter

The supplement does not recommend
or suggest in its labeling, or under
ordinary conditions of use, a daily
intake exceeding the Tolerable Upper
Intake Level established by the
National Academy of Sciences/
Institute of Medicine for selenium
(400 micro-grams per day).

Paragraph 101.14(d)}(2)(vii) requires
that the dietary supplement bearing
the claim meet the nutrient content
claim definition for high (i.e., 20% or
more of the daily value (DV) per
RACC). 20% DV for selenium is 14

micrograms.

() Selenium may produce anticarcinogenic
effects in the body. Some scientific
evidence suggests that consumption of
selenium may produce anticarcinogenic
effects in the body. However, FDA has
determined that this evidence is
limited and not conclusive.
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Qualified Eligible Factors for Exercising Claim

Hedlth Claims Foods Enforcement Discretion Statements

Antioxidant Dietary The disclaimer (i.e., ...evidence is (1) Some scientific evidence suggests

Vitamins & supplements limited and not conclusive) is placed that consumption of antioxidant

Cancer containing immediately adjacent to and below the vitamins may reduce the risk of
vitamin E and/ claim, with no intervening material, certain forms of cancer. However,

Docket No. or vitamin C in the same size, typeface, and contrast FDA has determined that this

1991N-0101 as the claim itself. evidence is limited and not conclusive.

or,
04/01/2003 The supplement does not recommend
enforcement or suggest in its labeling, or under (2) Some scientific evidence suggests

discretion letter

ordinary conditions of use, a daily
intake exceeding the Tolerable Upper
Intake Levels established by the
Institute of Medicine for vitamin C
(2000 mg per day) or for vitamin E
(1000 mg per day).

Paragraph 101.14(d)(2)(vii) requires
that the food bearing the claim meet
the nutrient content claim definition
for high (i.e., 20% or more of the daily
value (DV) per RACC). 20% DV for
vitamin C is 12 mg; 20% DV for
vitamin E is 6 [U.

that consumption of antioxidant
vitamins may reduce the risk of
certain forms of cancer. However,
FDA does not endorse this claim
because this evidence is limited and
not conclusive. or,

(3) FDA has determined that although
some scientific evidence suggests that
consumption of antioxidant vitamins
may reduce the risk of certain forms
of cancer, this evidence is limited

and not conclusive.

Phosphatidylserine
& Cognitive
Dysfunction and

Dementia

Docket No.
2002P-0413

02/24/2003
enforcement
discretion letter

05/13/2003

clarification letter

11/24/2004
updated letter

Dietary
supplements
containing soy-
derived phos-
phatidylserine

The disclaimer (i.e., Very limited and
preliminary scientific research...) is
placed immediately adjacent to and
directly beneath the claim (i.e., Phos-
phatidylserine may reduce...), with no
intervening material, in the same size,
typeface, and contrast as the claim
itself.

The claim does not suggest a level of
phosphatidylserine as being useful in
achieving the claimed effect.

The soy-derived phosphatidylserine
used is of very high purity.

(1) Consumption of phosphatidyl-
serine may reduce the risk of
dementia in the elderly. Very limited
and preliminary scientific research
suggests that phosphatidylserine may
reduce the risk of dementia in the
elderly. FDA concludes that there is
little scientific evidence supporting
this claim. or,

(2) Consumption of phosphatidyl-
serine may reduce the risk of cognitive
dysfunction in the elderly. Very
limited and preliminary scientific
research suggests that phosphatidyl-
serine may reduce the risk of cognitive
dysfunction in the elderly. FDA
concludes that there is little scientific
evidence supporting this claim.
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Qualified Eligible Factors for Exercising Claim

Hedlth Claims Foods Enforcement Discretion Statements

Nuts & Heart (1) Whole or Whole or chopped nuts Scientific evidence suggests but does

Disease chopped nuts Whole or chopped nuts do not need not prove that eating 1.5 ounces per
listed below that to comply with the total fat disquali- day of most nuts [such as name of

Docket No. are raw, blanched,  fying level in 21 CFR 101.14(a)(4). specific nut] as part of a diet low in

2002P-0505 roasted, salted, saturated fat and cholesterol may
and/or lightly Only walnuts do not need to comply reduce the risk of heart disease. [See

07/14/2003 coated and/or with the requirement in § 101.14(e)(6) nutrition information for fat content.]

enforcement flavored; any fat that the food contain a minimum of

discretion letter

or carbohydrate
added in the
coating or
flavoring must
meet the 21
CFR 101L.9(f)(1)
definition of an
insignificant
amount.

(2) Nut-contain-
ing products
other than whole
or chopped nuts
that contain at
least 11 g of one
or more of the
nuts listed below

per RACC.

(3) Types of nuts
eligible for this
claim are restrict-
ed to almonds,
hazelnuts, pea-
nuts, pecans,
some pine nuts,
pistachio nuts,
and walnuts.
Types of nuts on
which the health
claim may be
based is restricted
to those nuts that
were specifically
included in the
health claim
petition, but that
do not exceed 4 g
saturated fat per
50 g of nuts.

10 percent of the Daily Value per
RACC of vitamin A, vitamin C, iron,
calcium, protein, or dietary fiber.

Where the claim is used on whole or
chopped nuts, the disclosure statement
(see nutrition information...) must be
placed immediately adjacent to and
directly beneath the claim, with no
intervening material, in the same size,
typeface, and contrast as the claim itself.

Nuts bearing the claim must comply
with the 21 CFR 101.14(a)(4)
saturated fat disqualifying level (4 g
saturated fat per 50 g nuts).

Nut-containing products
Nut-containing products bearing
the claim must comply with all the
21 CFR 101.14(a)(4) disqualifying
levels which are 13 ¢ total fat, 4 ¢
saturated fat, 60 mg of cholesterol,
and 480 mg of sodium per RACC.

The claim applies only to types of
nuts that do not exceed the

21 CFR 101.14(a)(4) disqualifying

nutrient level for saturated fat (4 g
saturated fat per 50 g nuts).

Nut-containing products bearing the
claim must comply with the 21 CFR
101.62(c)(2) definition of a low
saturated fat food and the 21 CFR
101.62(d)(2) definition of a low
cholesterol food.

Nut-containing products bearing the
claim must comply with the 21 CFR
101.14(e)(6) requirement that the food

contain a minimum of 10 percent of the

Daily Value per RACC of vitamin A,
vitamin C, iron, calcium, protein, or

dietary fiber prior to any nutrient addition.

Note: The bracketed phrase naming a
specific nut is optional. The bracketed
fat content disclosure statement is
applicable to a claim made for whole
or chopped nuts, but not a claim
made for nut-containing products.

_132_



Qualified Eligible Factors for Exercising Claim

Hedlth Claims Foods Enforcement Discretion Statements

Walnuts & Whole or Walnuts do not need to comply with Supportive but not conclusive

Heart Disease chopped walnuts the total fat disqualifying level in research shows that eating 1.5 ounces

Docket No.
2002P-029

03/09/2004
enforcement
discretion letter

21 CFR 101.14(2)(4).

Walnuts do not need to comply with
the requirement in § 101.14(e)(6) that
the food contain a minimum of 10
percent of the Daily Value per RACC
of vitamin A, vitamin C, iron, calcium,
protein, or dietary fiber.

The disclosure statement about total
fat content (i.e., See nutrition
information for fat content) is placed
immediately following the claim, with
no intervening material, in the same
size, typeface, and contrast as the
claim itself.

per day of walnuts, as part of a low
saturated fat and low cholesterol diet
and not resulting in increased caloric
intake, may reduce the risk of
coronary heart disease. See nutrition
information for fat [and calorie]
content.

Notes: The bracketed phrase “and
calorie” is optional in that FDA does
not intend for the presence or absence
of such phrase to be a factor in
whether it considers enforcement
discretion for the use of the qualified
health claim. FDA considered this
additional information beneficial to
consumers to heighten their awareness
of the caloric contribution from
walnuts and encourages companies to
include it in product labeling.
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Qualified Eligible Factors for Exercising Claim

Hedlth Claims Foods Enforcement Discretion Statements

Omega-3 Fatty Conventional Dietary supplements should not Supportive but not conclusive

Acids & Coronary  foods and dietary ~ recommend or suggest in their labeling ~ research shows that consumption

Heart Disedse supplements that ~ a daily intake exceeding 2 grams of of EPA and DHA omega-3 fatty acids
contain EPA and EPA and DHA may reduce the risk of coronary heart

Docket No. DHA omega-3 disease. One serving of [Name of the

20030Q-0401 fatty acids. Total fat content food] provides [ ] gram of EPA and

Dietary supplements that weigh 5 g or DHA omega-3 fatty acids. [See
09/08/2004 less per RACC (RACC for dietary nutrition information for total fat,
enforcement supplement is labeled serving size) saturated fat, and cholesterol content.]

discretion letter -
Wellness Petition

09/08/2004
enforcement
discretion letter -
Martek Petition

are exempted from the total fat
disqualifying level, but if dietary
supplements that weigh 5 g or less

per RACC exceed the total fat dis-
qualifying level (13.0 g per 50 g) the
disclosure statement (i.e., “See nutrition
information for total fat content”) must
be placed immediately adjacent to the
health claim. Dietary supplements that
weigh more than 5 ¢ per RACC must
not exceed the total fat disqualifying
level (13.0 g per RACC and per 50 ¢

if RACC is < 30 g or < 2 thsp). (See
“Qudlified Health Claims Subject to
Enforcement Discretion, Omega-3
Fatty Acids and Coronary Heart
Disease” and the enforcement dis-
cretion letter for Omega-3 Fatty

Acids and Coronary Heart Disease)

Fish (i.e., “products that are essentially
all fish”) may not exceed 16.0 g total
fat per RACC. Fish with a total fat
content greater than 13.0 g per RACC
must include “See nutrition informa-
tion for total fat content” with the
health claim. The “products that are
essentially all fish” include fish without
any added ingredients and fish with

a small amount of added fat or carbo-
hydrate that meets the definition of an
insignificant amount in 21 CFR 101.
9(f)(1). Examples of these products are
raw fish, boiled fish, and broiled fish.
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Note: Dietary supplements may
declare the amount of EPA and DHA
per serving in “Supplement Facts,”
instead of making the declaration in
the claim.
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Qualified
Hedlth Claims

Eligible
Foods

Factors for Exercising Claim
Enforcement Discretion Statements

Conventional foods other than fish may
not exceed the total fat disqualifying
levels. For individual foods, the total
fat disqualifying level is 13.0 g per
RACC and per 50 ¢ if RACC is <30 ¢
or £ 2 thsp. The total fat disqualifying
level is 26.0 g per label serving size for
meal products and 19.5 g per label
serving size for main dish products.

Saturated fat content

Dietary supplements must meet the
criterion for low saturated fat with
regard to the saturated fat content

(<1 g per RACC) but not with regard
to the no more than 15 percent calories
from saturated fat criterion.

Fish may not exceed the saturated fat
disqualifying level of 4.0 g per RACC
(or 4.0 g per 50 g if RACCis<30¢
or < 2 thsp).

Conventional foods other than fish
must meet the criteria for low saturated
fat (< 1 g per RACC and no more than
15 percent of calories from saturated
fat for individual foods, < 1 g per 100 g
and less than 10 percent calories from
saturated fat for meal products and
main dish products). There is an error
in the enforcement discretion letters in
the section of “low saturated fat,”
stating that meal products and main
dishes meet all criteria specified for the
“low saturated fat” criteria (21 CFR
101.62(c)(2)). The CFR number
should be (21 CFR 101.62(c)(3)).

Cholesterol content

Dietary supplements that weigh 5 g or
less per RACC are exempt from the
cholesterol disqualifying level (60 mg
per 50 g), but those that exceed the
cholesterol disqualifying level must
include “See nutrition information for
cholesterol content” with the qualified
health claim. Dietary supplements that
weigh more than 5 g per RACC must
meet the criterion for low cholesterol
(<20 mg per 50g).

(Continued)
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Qualified
Hedlth Claims

Eligible
Foods

Factors for Exercising
Enforcement Discretion

Claim

Statements

Fish must meet the extra lean criterion
with regard to cholesterol content
(<95 mg per RACC and per 100 g,
whichever is greatest), but not with
regard to saturated fat content. Fish
with cholesterol content greater than
60 mg per RACC must include “See
nutrition information for cholesterol
content” with the qualified health
claim.

Conventional foods other than fish
must meet the low cholesterol criterion
(21 CFR 101.62(d)(2)). See 21 CFR
101.62(d)(2) for the low cholesterol

criterion specific for individual foods,

meal products, and main dish products.

Sodium

All conventional foods and dietary
supplements must meet the sodium
disqualifying level (< 480 mg per
RACC and per 50 g if RACC is <30 ¢
or £ 2 thsp for individual foods, < 960
mg per label serving size for meal
products, < 720 mg per label serving
size for main dish products).

The 10 percent minimum

nutrient requirement

All conventional foods must meet

the 10 percent minimum nutrient
requirement (Vitamin A 500 TU,
Vitamin C 6 mg, Iron 1.8 mg, Calcium
100 mg, Protein 5 g, Fiber 2.5 g per
RACC), prior to any nutrient addition.
The 10 percent minimum nutrient
requirement does not apply to dietary

supplements (21 CFR 101.14(e)(6)).
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Qualified Eligible Factors for Exercising Claim

Hedlth Claims Foods Enforcement Discretion Statements

Monounsaturated  All products that Olive oil, vegetable oil spreads, Limited and not conclusive scientific
Fatty Acids From  are essentially dressings for salads, shortenings and evidence suggests that eating about
Olive Oil and pure olive oil and  olive-oil containing foods do not need 2 tablespoons (23 grams) of olive oil

Coronary Heart
Disease

Docket No.
20030Q-0559

11/01/2004
enforcement
discretion letter

labeled as such
(see * for
definitions)

Dressings for
salads (i.e. salad
dressings) that
contain 6 g or
more olive oil per
Reference Amount
Customarily
Consumed
(RACC), are low
in cholesterol (21
CFR 101.62(d)
(2)), and do not
contain more
than 4 ¢ of
saturated fat per
50¢.

Vegetable oil
spreads that con-
tain 6 g or more
olive oil per
RACC, are low
in cholesterol (21
CFR 101.62(d)
(2))and do not
contain more
than 4 g of sat
urated fat per
RACC.

Olive oil-contain-
ing foods that
contain 6 g or
more olive oil per
RACC, are low in
cholesterol (21
CFR 101.62(d)
(2)), contain at
least 10% of either
vitamin A,
vitamin C, iron,
calcium, protein
or dietary fiber.

to comply with the total fat disquali-
fying level in 21 CFR 101.14(a)(4).

The requirement that the food comply
with the 50 gram-criterion of the
saturated fat disqualifying level {21
CFR 101.14(e)(3)) does not apply to
olive oil, vegetable oil spreads, and
shortenings.

The requirement that the food contain
a minimum of 10 percent of the Daily
Value per RACC of at one of the
following: vitamin A, vitamin C, iron,
calcium, protein, or dietary fiber per
RACC (21 CFR 101.14(e)(6)) does not
apply to olive oil, dressings for salads,
and shortenings.

When the total fat disqualifying level

is exceeded in vegetable oil spreads,
dressings for salads, shortenings, or
olive-oil containing foods the disclosure
statement (i.e., See nutrition informa-
tion for saturated fat content) must be
placed immediately following the claim,
with no intervening material, in the
same size, typeface, and contrast as the
claim itself.

When the food does not meet the
definition of low saturated fat (21
CFR 101.62(c)(2)) the disclosure
statement (i.e., See nutrition informa-
tion for saturated fat content) must be
placed immediately following the
claim, with no intervening material, in
the same size, typeface, and contrast as
the claim itself.

If both of the above two conditions are
met the disclosure statements for total
fat and saturated fat can be combined
(i.e., See nutrition information for
total and saturated fat content).
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daily may reduce the risk of coronary
heart disease due to the monounsatu-
rated fat in olive oil. To achieve this
possible benefit, olive oil is to replace
a similar amount of saturated fat and
not increase the total number of
calories you eat in a day. One serving
of this product contains [x] grams of
olive oil.

Note: The last sentence of the claim
“One serving of this product contains
[x] grams of olive oil.” is optional
when the claim is used on the label or
in the labeling of olive oil.

*(1) Olive oil means virgin olive oil, or
blends of virgin olive oil and refined
olive oil; where virgin olive oil is the
oil resulting from the first pressing of
olives and is suitable for human con-
sumption without further processing
and refined olive oil is the oil ob-
tained from subsequent pressings and
which is suitable for human consump-
tion by refining processes which neut
ralize the acidity or remove particulate
matter.

(2) Vegetable oil spread means
margarine (21 CFR 166.110) and

margarine-ike products.

(3) “dressings for salads” means
dressings for salads formulated to
contain olive oil.

(4) “shortenings” means vegetable oil
shortenings, formulated to contain
olive oil.

(5) Olive oil-containing foods means
foods, such as sauces or baked goods,
excluding olive oil, vegetable oil
spreads, dressings for salads, and
shortenings.

(Continued)



Qualified Eligible Factors for Exercising Claim
Hedlth Claims Foods Enforcement Discretion Statements
If the RACC of

the olive oil-con-
taining food is
greater than 30 g
the food cannot
contain more

than 4 g of sat-
urated fat per
RACC and if the
RACC of the olive
oil-containing
food is 30 g or less
the food cannot
contain more than
4 g of saturated

fat per 50 g.

Shortenings that
contain 6 g or
more olive oil per
RACC and are
low in cholesterol
(21 CFR 101.62
(d)(2)) and do
not contain more
than 4 g of satur-
ated fat per
RACC.

Meal products

(21 CFR 101.13
(1)) or Main dish
products (21 CFR
101.13(m)) are
not eligible for the
claim.
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Qualified Eligible Factors for Exercising Claim

Hedlth Claims Foods Enforcement Discretion Statements

Green Tea & Green tea and Green tea does not exceed the disqual- (1) Green tea may reduce the risk of

Cancer conventional ifying nutrient levels for total fat, breast or prostate cancer although the
foods and dietary  saturated fat, cholesterol, and sodium FDA has concluded that there is very

Docket No. supplements that ~ specified in 21 CFR 101.14(a)(4). little scientific evidence for this claim.

FDA-2004- contain green tea

Q-0427 FDA intends to consider the exercise (2) Green tea may reduce the risk of

02/24/2011 of its enforcement discretion for breast or prostate cancer. FDA has

enforcement qualified health claims for green tea concluded that there is very little

discretion letter

and breast cancer and for green tea
and prostate cancer to be used on the
label or in the labeling of green tea-
containing foods when the food does
not exceed any of the disqualifying
nutrient levels for fat, saturated fat,
cholesterol, and sodium.

FDA intends to consider the exercise

of its enforcement discretion for green

tea that does not meet the 10% mini-

mum nutrient content requirement in

21 CFR 101.14(e)(6).

FDA does not intend to consider the
exercise of its enforcement discretion
for green tea-containing foods that
do not meet the requirements of

21 CFR 101.14(e)(6).

scientific evidence for this claim.

Chromium
Picolinate &
Diabetes

Docket No.
2004Q-0144

08/25/2005
enforcement
discretion letter

Dietary
supplements
containing
chromium

Dietary supplement containing
chromium must meet or exceed the
requirement for a “high” level of
chromium as defined in 21 CFR
101.54(b) (i.e., 24 mg or more per
RACC under the current regulation)
for FDA to exercise enforcement
discretion.

One small study suggests that
chromium picolinate may reduce the
risk of insulin resistance, and there-
fore possibly may reduce the risk

of type 2 diabetes. FDA concludes,
however, that the existence of such a
relationship between chromium pico-
linate and either insulin resistance or
type 2 diabetes is highly uncertain.
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Qualified Eligible Factors for Exercising Claim
Health Claims Foods Enforcement Discretion Statements
Calcium and Dietary The dietary supplement must meet or Colon/Rectal Cancer:
Colon/Rectal supplements exceed the requirement for a “high” Some evidence suggests that calcium
Cancer & containing level of calcium as defined in 21 CFR supplements may reduce the risk of
Calcium and calcium 101.54(b) (.e., 200 mg or more colon/rectal cancer, however, FDA
Recurrent Colon/ calcium per RACO) has determined that this evidence is
Rectal Polyps limited and not conclusive.
The calcium content of the dietary
Docket No. supplement must be assimilable (i.e., Recurrent Colon Polyps:
2004Q-0097 bioavailable) (21 CFR 101.72(c) Very limited and preliminary evidence
(ii)(B)), and meet the United States suggests that calcium supplements
10/12/2005 Pharmacopeia (U.S.P) standards for may reduce the risk of colon/rectal
enforcement disintegration and dissolution polyps. FDA concludes that there is
discretion letter applicable to their component calcium little scientific evidence to support
salts. For dietary supplements for this claim.
which no U.S.P. standards exist, the
dietary supplement must exhibit
appropriate assimilability under the
conditions of use stated on the product
label (21 CFR 101.72(c)(ii)(C)).
Calcium & Dietary The dietary supplement must meet or Hypertension:
Hypertension, supplements exceed the requirement for a “high” Some scientific evidence suggests that
Pregnancy- containing level of calcium as defined in 21 CFR calcium supplements may reduce the
Induced Hyper- calcium 101.54(b) (i.e., 200 mg or more risk of hypertension. However, FDA
tension, and calcium per RACC) has determined that the evidence is
Preeclampsia inconsistent and not conclusive.
The calcium content of the dietary
Docket No. supplement must be assimilable (i.e., Pregnancy-Induced Hypertension:
20040Q-0098 bioavailable) (21 CFR 101.72(c) Four studies, including a large clini-
(ii)(B)), and meet the United States cal trial, do not show that calcium
10/12/2005 Pharmacopeia (U.S.P.) standards for supplements reduce the risk of
enforcement pregnancy-induced hypertension

discretion letter

disintegration and dissolution
applicable to their component calcium
salts. For dietary supplements for
which no U.S.P. standards exist, the
dietary supplement must exhibit
appropriate assimilability under the
conditions of use stated on the product

label (21 CFR 101.72(c)(i)(C)).
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during pregnancy. However, three
other studies suggest that calcium
supplements may reduce the risk.
Based on these studies, FDA con-
cludes that it is highly unlikely that
calcium supplements reduce the risk
of pregnancy-induced hypertension.

Preeclampsia:

Three studies, including a large
clinical trial, do not show that calcium
supplements reduce the risk of pre-
eclampsia during pregnancy. How-
ever, two other studies suggest that
calcium supplements may reduce the
risk. Based on these studies, FDA
concludes that it is highly unlikely
that calcium supplements reduce the
risk of preeclampsia.



Qualified Eligible
Hedlth Claims Foods

Factors for Exercising
Enforcement Discretion

Claim

Statements

Tomatoes andfor (1) Cooked, Raw,

Tomato Sauce & Dried, or Canned
Prostate, Ovarian,  Tymatoes

Gastric, and

Pancreatic (2) Tomato

Cancers Sauces that
contain at least

Docket No. 8.37 percent salt-

2004Q-0201 free tomato solids

11/08/2005

enforcement

discretion letter -

American

Longevity Petition

11/08/2005

enforcement

discretion letter -
Lycopene Heath
Claim Coalition
Petition

Tomatoes andfor Tomato Sauce and
Prostate Cancer:

Very limited and preliminary scientific
research suggests that eating one-half
to one cup of tomatoes and/or
tomato sauce a week may reduce the
risk of prostate cancer. FDA concludes
that there is little scientific evidence
supporting this claim.

Tomato Sauce and Quvarian Cancer:
One study suggests that consumption
of tomato sauce two times per week
may reduce the risk of ovarian
cancer; while this same study shows
that consumption of tomatoes or
tomato juice had no effect on ovarian
cancer risk. FDA concludes that it is
highly uncertain that tomato sauce
reduces the risk of ovarian cancer.

Tomatoes and Gastric Cancer:

Four studies did not show that tomato
intake reduces the risk of gastric
cancer, but three studies suggest that
tomato intake may reduce this risk.
Based on these studies, FDA con-
cludes that it is unlikely that tomatoes
reduce the risk of gastric cancer.

Tomatoes and Pancreatic Cancer:

One study suggests that consuming
tomatoes does not reduce the risk of
pancreatic cancer, but one weaker,
more limited study suggests that con-
suming tomatoes may reduce this risk.
Based on these studies, FDA con-
cludes that it is highly unlikely that
tomatoes reduce the risk of pancreatic
cancer.
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Qualified Eligible Factors for Exercising Claim
Hedlth Claims Foods Enforcement Discretion Statements
Unsaturated Fatty  Canola oil (see * Canola oil, vegetable oil spreads, Limited and not conclusive scientific
Acids from Canola o1 definitions) dressings for salads, shortenings and evidence suggests that eating about
Oil and Reduced canola-oil containing foods do not 11/2 tablespoons (19 grams) of
Risk of Coronary Vegetable oil need to comply with the total fat canola oil daily may reduce the risk
Heart Disease spreads, dressings  disqualifying level in 21 CFR 101. of coronary heart disease due to the
for salads, 14(a)(4). unsaturated fat content in canola oil.
Docket No. shortenings, and To achieve this possible benefit,
2006Q-0091 canola oil- The requirement that the food contain canola oil is to replace a similar
containing foods a minimum of 10 percent of the Daily amount of saturated fat and not
10/06/2006 that contain Value per RACC of at one of the increase the total number of calories
enforcement you eat in a day. One serving of this

discretion letter

4.75 g or more
of canola oil per
RACC, are low in
saturated fat (21
CFR 101.62(c)
(2)), are low in
cholesterol (21
CFR 101.62(d)
(2)), and meet
the saturated fat,
cholesterol, and
sodium disquali-
fying levels (21
CFR 101.14(a)
4).

Vegetable oil
spreads and canola
oil-containing
foods must also
meet the 10%
minimum
nutrient content
requirement (21

CFR 101.14(e)
(6)).

following: vitamin A, vitamin C, iron,
calcium, protein, or dietary fiber per
not apply to canola oil, dressings for
salads, and shortenings.

When the total fat disqualifying level
is exceeded in vegetable oil spreads,
dressings for salads, shortenings, or
canola-oil containing foods, the dis-
closure statement (i.e., See nutrition
information for total fat content) must
be placed immediately following the
claim, with no intervening material, in
the same size, typeface, and contrast

as the claim itself.

product contains [x] grams of canola
oil.

For purposes of this qualified health
claim:

(1) “Canola 0il” means products that
are essentially pure canola oil and are

labeled as such.

(2) “Vegetable oil spread” means
margarine (21 CFR 166.110) and
margarine-like products, formulated
to contain canola oil.

(3) “Dressings for salads” means

dressings for salads formulated to
g

contain canola oil.

(4) “Shortenings” means vegetable oil
shortenings, formulated to contain
canola oil.

(5) “Canola oil-containing foods”
means all other foods, such as sauces
or baked goods, formulated to contain
canola oil, excluding canola oil, veg-
etable oil spreads, dressings for salads,
and shortenings.
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Qualified Eligible Factors for Exercising Claim
Hedlth Claims Foods Enforcement Discretion Statements
Corn Oil and Corn oil (see * Corn oil, vegetable oil blends, vegetable ~ Very limited and preliminary scientific
Corn Oil- for definitions) oil spreads, dressings for salads, evidence suggests that eating about
Containing shortenings and corn-oil containing 1 tablespoon (16 grams) of corn oil
Products and a for definitions) foods do not need to comply with the daily may reduce the risk of heart
Reduced Risk of blends and total fat disqualifying level in 21 CFR disease due to the unsaturated fat
Heanrt Disease shortenings that 101.14(a)(4). content in corn oil. FDA concludes
contain 4 g or that there is little scientific evidence
Docket No. more corn oil per The requirement that the food comply supporting this claim. To achieve this
2006P-0243 RACC, are lowin  with the 50 gram-criterion of the possible benefit, corn oil is to replace
cholesterol (21 saturated fat disqualifying level (21 a similar amount of saturated fat and
3/26/2007 CFR 101.62(d) CFR 101.14(e)(3)) does not apply to not increase the total number of
enforcement

discretion letter

(2)), meet the
cholesterol and
sodium disquali-
fying levels (21
CFR 101.14(a)
(4)), and do not
contain more
than 4 g of
saturated fat per

RACC.

Dressings for
salads (i.e. salad
dressings) that
contain 4 g or
more corn oil per
RACC, are low
in cholesterol (21
CFR 101.62(d)
(2)), meet the
cholesterol and
sodium disquali-
fying levels (21
CFR 101.14(a)
(4)), and do not
contain more
than 4 g of
saturated fat per
50¢.

Vegetable oil
spreads that
contain 4 g or
more corn oil per
RACC, are low
in cholesterol (21
CFR 101.62(d)
(2)), meet the
cholesterol and
sodium disquali-
fying levels (21

corn oil, vegetable oil blends, vegetable
oil spreads, and shortenings.

The requirement that the food contain
a minimum of 10 percent of the Daily
Value per RACC of at one of the
following: vitamin A, vitamin C, iron,
calcium, protein, or dietary fiber per
RACC (21 CFR 101.14(¢)(6)) does
not apply to corn oil, vegetable oil
blends, dressings for salads, and
shortenings.

When the total fat disqualifying level is
exceeded in vegetable oil spreads,
dressings for salads, shortenings, or
cornoil containing foods, the dis-
closure statement (i.e., See nutrition
information for total fat content) must
be placed immediately following the
claim, with no intervening material,

in the same size, typeface, and contrast
as the claim itself.

When the food does not meet the
definition of low saturated fat (21
CFR 101.62(c)(2)), the disclosure
statement (i.e., See nutrition informa-
tion for saturated fat content) must be
placed immediately following the
claim, with no intervening material,
in the same size, typeface, and contrast
as the claim itself.

If both of the above two conditions
are met, the disclosure statements for
total fat and saturated fat can be
combined (i.e., See nutrition infor-
mation for total and saturated fat
content).
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calories you eat in a day. One serving
of this product contains [x] grams of
corn oil.

(1) “corn oil” means products that are
essentially pure corn oil and are

labeled as such

(2) “vegetable oil blends” means a
blend of two or more vegetable oils
formulated to contain corn oil

(3) “vegetable oil spread” means
margarine (21 CFR 166.110) and
margarine-like products formulated
to contain corn oil

(4) “dressings for salads” means

dressings for salads formulated to
g!

contain corn oil

(5) “shortenings” means vegetable oil
shortenings formulated to contain
corn oil

(6) “corn oil-containing foods” means
all other foods, such as sauces or
baked goods, formulated to contain
corn oil, excluding corn oil, vegetable
oil blends, vegetable oil spreads,
dressings for salads, and shortenings.

(Continued)
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Hedlth Claims
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Foods Enforcement Discretion

Claim

Statements

CFR 101.14(a)
(4)), contain at
least 10% of
either vitamin A,
vitamin C, iron,
calcium, protein
or dietary fiber,
and do not con-
tain more than
4 g of saturated
fat per RACC.

Corn oilcontain-
ing foods that
contain 4 g or
more corn oil per
RACC, are low
in cholesterol (21
CFR 101.62(d)
(2)), meet the
cholesterol and
sodium disquali-
fying levels (21
CFR 101.14(a)
(4)), contain at
least 10% of
either vitamin A,
vitamin C, iron,
calcium, protein
or dietary fiber.
If the RACC of
the corn oil-con-
taining food is
greater than 30 g,
the food cannot
contain more
than 4 g of
saturated fat per
RACC, and if the
RACC of the corn
oilcontaining food
is 30 g or less, the
food cannot contain
more than 4 g of
saturated fat per
50¢.
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Qualified Eligible Factors for Exercising Claim

Hedlth Claims Foods Enforcement Discretion Statements

Selenium & Dietary The qualified health claim about Bladder Cancer

Cancer supplements selenium and a reduced risk of “One study suggests that selenium
containing bladder cancer can only be used on intake may reduce the risk of bladder

Docket No. selenium the label or in labeling of dietary cancer in women. However, one

FDA-2008- supplements that contain any form of smaller study showed no reduction in

Q0323 selenium other than selenium sulfide. risk. Based on these studies, FDA

concludes that it is highly uncertain
06/19/2009 The qualified health claims about that selenium supplements reduce the
enforcement selenium and a reduced risk of prostate ~ Tisk of bladder cancer in women.”

discretion letter

Summary of
settlement in
Alliance for
Natural Health
vs. Sebelius

cancer or thyroid cancer can only be
used on the label or in labeling of
dietary supplement that contain
selenomethionine.

Paragraph 101.14(d)(2)(vii) requires
that the dietary supplement bearing
claim meet the nutrient content clai
definition for high (i.e., 20% or
more of the daily value (DV) per
RACC). 20% DV for selenium is 14

micrograms.
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Colorectal Cancers

"Selenium may reduce the risk of
colorectal cancer. Scientific evidence
concerning this claim is inconclusive.
Based on its review, FDA does not
agree that selenium may reduce the
risk of colorectal cancer."

"Selenium may reduce the risk of colon
and rectal cancer. Scientific evidence
concerning this claim is inconclusive.
Based on its review, FDA does not
agree that selenium may reduce the
risk of colon and rectal cancer.”

Colon Cancer

"Selenium may reduce the risk of
colon cancer. Scientific evidence
concerning this claim is inconclusive.
Based on its review, FDA does not
agree that selenium may reduce the
risk of colon cancer."

Prostate Cancer

“Two weak studies suggest that selenium
intake may reduce the risk of prostate
cancer. However, four stronger studies
and three weak studies showed no
reduction in risk. Based on these
studies, FDA concludes that it is highly
unlikely that selenium supplements
reduce the risk of prostate cancer.”

"Selenium may reduce the risk of
prostate cancer. Scientific evidence
concerning this claim is inconclusive.
Based on its review, FDA does not
agree that selenium may reduce the
risk of prostate cancer."

Several Cancers

"Selenium may reduce the risk of
bladder, colon, prostate, rectal and
thyroid cancers. Based on its review,
FDA does not agree that selenium may
reduce the risk of these cancers."



Qualified Eligible Factors for Exercising Claim
Hedlth Claims Foods Enforcement Discretion Statements
Thyroid Cancer
“One weak, small study sugggests that
selenium intake may reduce the risk
of thyroid cancer. Based on this study,
FDA concludes that it is highly un-
certain that selenium supplements
reduce the risk of thyroid cancer.”
Antioxidant Dietary The supplement does not recommend Vitamin C
Vitamins & supplements or suggest in its labeling, or under
Cancer containing ordinary conditions of use, a daily Gastric (Stomach) Cancer
vitamin E intake of vitamin C above 1000 mg “One weak study and one study with
Docket No. andfor per day or above 670 mg of alpha- inconsistent results suggest that vitamin
FDA-2008- vitamin C tocopherol per day for vitamin E. C supplements may reduce the risk of
Q0299 gastric cancer. Based on these studies,
Paragraph 101.14(d)(2){vii) requires FDA concludes that it is highly
06/19/2009 that the food bearing the claim meet uncertain that vitamin C supplements
enforcement the nutrient content claim definition reduce the risk of gastric cancer.”

discretion letter

Summary of
settlement in
Alliance for
Natural Health
vs. Sebelius

for high (i.e., 20% or more of the
daily value (DV) per RACC). 20% DV
for vitamin C is 12 mg; 20% DV for
vitamin E is 6 TU*.
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“Vitamin C may reduce the risk of
gastric cancer although the FDA has
concluded that there is very little
scientific evidence for this claim.”

“Vitamin C may reduce the risk of
gastric cancer. FDA has concluded that
there is very little scientific evidence for
this claim.”

Vitamin E

Bladder Cancer

“One small study suggests that vitamin
E supplements may reduce the risk of
bladder cancer. However, two small
studies showed no reduction of risk.
Based on these studies, FDA concludes
that it is highly unlikely that vitamin E
supplements reduce the risk of bladder
cancer.”

“Vitamin E may reduce the risk of
bladder cancer although the FDA has
concluded that there is very little
scientific evidence for this claim.”

“Vitamin E may reduce the risk of
bladder cancer. FDA has concluded
that there is very little scientific
evidence for this claim.”



Qualified
Hedlth Claims

Eligible
Foods

Factors for Exercising
Enforcement Discretion

Claim

Statements

Colorectal Cancer

“Two weak studies and one study with
inconsistent results suggest that vitamin
E supplements may reduce the risk of
colorectal cancer. However, another
limited study showed no reduction of
risk. Based on these studies, FDA
concludes that it is highly unlikely that
vitamin E supplements reduce the risk
of colorectal cancer.”

“Vitamin E may reduce the risk of
colorectal cancer although the FDA has
concluded that there is very little
scientific evidence for this claim.”

“Vitamin E may reduce the risk of
colorectal cancer. FDA has concluded
that there is very little scientific evidence
for this claim.”

Renal Cell Cancer

“One weak and limited study suggests
that vitamin E supplements may reduce
the risk of renal cell cancer. FDA
concludes that it is highly uncertain
that vitamin E supplements reduce the
risk of renal cell cancer.”

“Vitamin E may reduce the risk of
renal cancer although the FDA has
concluded that there is very little
scientific evidence for this claim.”

“Vitamin E may reduce the risk of renal
cancer. FDA has concluded that there is
very little scientific evidence for this claim.”

100% Whey-
Protein Partially
Hydrolyzed
Infant Formula
& Atopic

Dermatitis

Docket No.
FDA-2009-Q-
0301

05/24/2011
enforcement
discretion letter

100% Whey-
Protein Partially
Hydrolyzed
Infant Formula

The following language is placed
immediately adjacent to and directly
beneath the claim:

"Partially hydrolyzed formulas

should not be fed to infants who are
allergic to milk or to infants with
existing milk allergy symptoms.

If you suspect your baby is already
allergic to milk, or if your baby is on

a special formula for the treatment of
allergy, your baby's care and feeding
choices should be under a doctor's
supervision."
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(1) "Very little scientific evidence
suggests that, for healthy infants who
are not exclusively breastfed and who
have a family history of allergy, feeding
a 100 % Whey-Protein Partially
Hydrolyzed infant formula from birth
up to 4 months of age instead of a
formula containing intact cow's milk
proteins may reduce the risk of
developing atopic dermatitis
throughout the 1st year of life and up
to 3 years of age."

(Continued)



Qualified Eligible Factors for Exercising
Hedlth Claims Foods Enforcement Discretion
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Statements

(2) "Little scientific evidence suggests
that, for healthy infants who are not
exclusively breastfed and who have a
family history of allergy, feeding a 100
% Whey-Protein Partially Hydrolyzed
infant formula from birth up to 4
months of age instead of a formula
containing intact cow's milk proteins
may reduce the risk of developing
atopic dermatitis throughout the 1st
year of life."

(3) "For healthy infants who are not
exclusively breastfed and who have a
family history of allergy, feeding a
100% Whey-Protein Partially
Hydrolyzed infant formula from birth
up to 4 months of age instead of a
formula containing intact cow's milk
proteins may reduce the risk of
developing atopic dermatitis
throughout the 1st year of life and up
to 3 years of age. FDA has concluded
that the relationship between 100%
Whey-Protein Partially Hydrolyzed
infant formulas and the reduced risk
of atopic dermatitis is uncertain,
because there is very little scientific
evidence for the relationship."

(4) "For healthy infants who are not
exclusively breastfed and who have a
family history of allergy, feeding a
100% Whey-Protein Partially
Hydrolyzed infant formula from birth
up to 4 months of age instead of a
formula containing intact cow's milk
proteins may reduce the risk of
developing atopic dermatitis
throughout the Ist year of life. FDA
has concluded that the relationship
between 100% Whey-Protein Partially
Hydrolyzed infant formulas and the
reduced risk of atopic dermatitis is
uncertain, because there is little
scientific evidence for the relationship.”

* Based upon conversion factors identified in the 2000 IOM Repont, this equates to about 1500 IU of natural vitamin E or abous 2200 IU of synthetic (all
racemic) vitamin E. The conversion factors are as follows: (mg of alphatocopherol in food, fortified food or multivitamin = 0.67 X IU of the RRR-a-

tocopherol or = 0.45 X IU of the dll rac-a-tocopherol) (IOM, 2000, Chapter 6) .
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13. APPENDIX E:
ApDITIONAL FDA RESOURCES

The following titles are available on FDA's web site.
A Labeling Guide for Restaurants and Other Retail Establishments Selling Away From-Home Foods
hetp:/www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/FoodLabelingNutrition/ucm05 3455 .htm

FDA Nutrition Labeling Manual: A Guide for Developing and Using Databases
Generic instructions for developing and preparing an acceptable database when valid estimates of nutrient content
and variation are not available for the food (single or mixed products) to be labeled.

hetp: ffwww. fda. gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/FoodLabelingNutritionfuem063113 . htm

Small Business Nutrition Labeling Exemption
Sample exemption application form and related information.

hetp: ffwww. fda. gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/FoodLabelingNutritionfucm053857 . htm

The following titles contain more information about Federal food laws and regulations. They can be obtained from the
Government Printing Office.

Food and Drug Administration Modernization Act of 1997, Public Law 105-115 GPO (Stock #869-033-00116-9)
Book. Amends the Federal Food, Drug, and Cosmetic Act and the Public Health Service Act to Improve the
Regulation of Food, Drugs, Devices, and Biological Products.

hetp:fwww. fda. gov/Regulatorynformation/Legislation/FedevalFoodDrugandCosmeticActFDC Act/Significant Amendmentstothe
FDCACct/FDAMA/Full Textof FDAMAlaw/default. hem

Compilation of Laws Enforced by the United States Food and Drug Administration and Related Statutes, V. 1 (1996)
GPO (Stock #017-012-00378-8) Printed in 1996, this looseleaf (with binder) is a compilation of the Federal Food,
Drug, and Cosmetic Act; Public Health Service Act; Fair Packaging and Labeling Act; Miscellaneous Provisions
Relating to Orphan Drugs; Administrative Procedures Act; Federal Committee Act; and Lead-Based Paint
Poisoning Prevention Act.

hetp: ffwww. fda. gov/Regulatorynformation/Legislation/FederalFoodDrugandCosmeticActFDC Act/default . htm and
hetp: flwww. fda. gov/Regulatorynformation/Legislationfucm 153119 .htm

Title 21, Code of Federal Regulations

GPO (order by title and part) Contains regulations which FDA enforces. Those applicable to the food industry are:

— Part 1 to 99: General regulations for the enforcement of the Federal Food, Drug, and Cosmetic Act and the
Fair Packaging and Labeling Act. Color Additives.

— Part 100 to 169: Food labeling, food standards, good manufacturing practices for foods, low-acid canned foods,
and acidified foods.

— Part 170 to 199: Food additives.

— Part 800 to 1299: Regulations under Federal Import Milk Act, the Federal Tea Importation Act, the Federal
Caustic Poison Act, and regulations for control of communicable diseases and interstate conveyance sanitation.

hetp: /fwww.accessdata fda.gov/scripts/edrh/cfdocs/cfcfrcfrsearch.cfm

For price and ordering information

Superintendent of Documents

Government Printing Office

Washington, DC. 20402

Telephone: (202) 512-1800

(Check the telephone book for GPO branches in your city)
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14. APPENDIX F:
CALCULATE THE PERCENT DAILY VALUE
FOR THE APPROPRIATE NUTRIENTS

There are two sets of reference values for reporting nutrients in nutrition labeling: 1)
Daily Reference Values (DRVs) and 2) Reference Daily Intakes (RDIs). These values
assist consumers in interpreting information about the amount of a nutrient that is
present in a food and in comparing nutritional values of food products. DRVs are
established for adults and children four or more years of age, as are RDIs, with the
exception of protein. DRV are provided for total fat, saturated fat, cholesterol, total
carbohydrate, dietary fiber, sodium, potassium, and protein. RDIs are provided for
vitamins and minerals and for protein for children less than four years of age and for
pregnant and lactating women. In order to limit consumer confusion, however, the
label includes a single term (i.e., Daily Value (DV)), to designate both the DRVs and
RDIs. Specifically, the label includes the % DV, except that the % DV for protein is not
required unless a protein claim is made for the product or if the product is to be used
by infants or children under four years of age. The following table lists the DVs based
on a caloric intake of 2,000 calories, for adults and children four or more years of age.

Food Component DV Food Component bv
Total Fat 65 grams (g) Niacin 20 mg -
Saturated Fat 20¢ Vitamin B6 2 mg -
Cholesterol 300 milligrams (mg) Folate 400 pg -
Sodium 2,400 mg Vitamin B12 6 g
Potassium 3,500 mg Biotin 300 pg
Total Carbohydrate 300¢ Pantothenic acid 10 mg
Dietary Fiber g Phosphorus 1,000 mg
el 08 lodine 150 pg
Vitamin A 5,000 International Units (IU)

Magnesium 400 mg
Vitamin C 60 mg
Calcium 1,000 mg 486 D mg
Tron 18 mg Selenium 70 pg
Vitamin D 4001V Gopper 203
Vitamin E 301U Manganese 2 mg
Vitamin K 80 micrograms (jg) Chromium 120 pg -
Thiamin 1.5 mg Molybdenum 75 g -
Riboflavin 1.7 mg Chloride 3,400 mg -

In order to calculate the % DV, determine the ratio between the amount of the nutrient
in a serving of food and the DV for the nutrient. That is, divide either the actual
(unrounded) quantitative amount or the declared (rounded) amount (see next section)
by the appropriate DV. When deciding whether to use the unrounded or rounded
value, consider the amount that will provide the greatest consistency on the food label
and prevent unnecessary consumer confusion. The nutrients in the table above are
listed in the order in which they are required to appear on a label in accordance with
21 CFR 101.9(c). This list includes only those nutrients for which a DRV has been
established in 21 CFR 101.9(c)(9) ora RDI'in 21 CFR 101.9(c)(8)(w).
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15. APPENDIX G:
DAILY VALUES FOR INFANTS, CHILDREN
LEss THAN 4 YEARS OF AGE, AND
PREGNANT AND LACTATING WOMEN

These values have not been codified, but have been published in the Federal
Register to provide guidance to manufacturers for the nutrients listed (58 FR
2206 at 2213; January 6, 1993). The abbreviation "TU" is used for International
Units, "mg" for milligrams, and "mcg" for micrograms. The abbreviation "ug" may
also be used for micrograms. Also, the agency has modified the units of measure
for four nutrients. Calcium and phosphorus values are expressed in mg and

biotin and folate values in mcg (60 FR 67164 to 67174).

Vitamin Less than Pregnant and Units of
or Mineral Infants 4 Years Lactating Women ~ Measure
Vitamin A 1,500 2,500 8,000 U
Vitamin C 35 40 60 mg
Calcium 600 800 1,300 mg
Iron 15 10 18 mg
Vitamin D 400 400 400 U
Vitamin E 5 10 30 U
Thiamin 0.5 0.7 1.7 mg
Riboflavin 0.6 0.8 2.0 mg
Niacin 8 9 20 mg
Vitamin B6 04 0.7 2:5 mg
Folate 100 200 800 mcg
Vitamin B12 2 3 8 meg
Biotin 50 150 300 meg
Pantothenic acid 3 5 10 mg
Phosphorus 500 800 1,300 mg
lodine 45 70 150 meg
Magnesium 70 200 450 mg
Zinc 5 8 15 mg
Copper 0.6 1.0 2.0 mg
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16. APPENDIX H:

ROUNDING THE VALUES ACCORDING
To FDA RouNDING RULES

The following table provides rounding rules for declaring nutrients on the nutrition label or in labeling:

Increment Insignificant
Nutrient Rounding Amount
Calories (1) <5 cal - express as 0 <5cal
Calories from Fat (1)(ii) <50 cal - express to nearest 5 cal increment
Calories from Saturated Fat (1)(iii) > 50 cal - express to nearest 10 cal increment
Total Fat (2) <.5 g-express as 0 <S5¢
Saturated Fat (2)(i) < 5 g - express to nearest .5g increment
Trans Fat (2)(ii) >5 g - express to nearest 1 g increment
Polyunsaturated Fat (2)(iii)
Monounsaturated Fat (2)(iv)
Cholesterol (3) <2 mg - express as 0 <2mg

2-5 mg - express as “less than 5 mg “

> 5 mg - express to nearest 5 mg increment
Sodium (4) <5 mg-express as 0 <5 mg
Potassium (5) 5 - 140 mg - express to nearest 5 mg increment

> 140 mg - express to nearest 10 mg increment
Total Carbohydrate (6) <.5g-express as 0 <lg
Dietary Fiber (6)(i) < 1g-express as “Contains less than 1 g” or “less than 1 g”
Sugars (6)(ii) >1 g- express to nearest 1 g increment
Soluble and Insoluble

Fiber; Sugars (6)(i)(A)&(B)&(6)(ii)  <.5 g- express as 0 <S5¢

Sugar Alcohol (6)(iii) <1g-expressas “Contains less than 1 g “ or “less than 1 ¢”
Other Carbohydrate (6)(iv) >1 g- express to nearest 1 g increment
Protein (7) <.5 g-express as 0 <lg

< 1g-express as “Contains less than 1 g” or

“lessthan 1 g”orto 1 gif 5¢gto<lg

>1 g - express to nearest 1 g increment
When declaring nutrients other than express to nearest 1% DV increment <1% DV
vitamins and minerals that have RDIs
as a % DV (8)(iii)

(Continued)
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Increment Insignificant

Nutrient Rounding Amount
Vitamins & Minerals < 2% of RDI may be expressed as: <2% RDI
(express as % DV) (1) 2% DV if actual amount is 1% or more

@20

(3) an asterisk that refers to statement

“Contains less than 2% of the Daily Value of
this (these) nutrient(s) “

4) for Vit A, C, calcium, iron: statement
“Not a significant source of

(listing the vitamins and minerals omitted)”

<10% of RDI - express to nearest 2% DV increment
> 10% - 50% of RDI - express to nearest 5% DV increment
> 50% of RDI - express to nearest 10% DV increment

Beta-Carotene <10% of RDI for vitamin A- express to nearest 2% DV increment
(express as % DV) > 10% - 50% of RDI for vitamin A- express to nearest 5% DV increment
> 50% of RDI for vitamin A- express to nearest 10% DV increment

To express nutrient values to the nearest 1 g increment, for amounts falling exactly halfway between two whole numbers or
higher (e.g., 2.5 to 2.99 g), round up (e.g., 3 g). For amounts less than halfway between two whole numbers (e.g, 2.01 g to
2.49 g), round down (e.g., 2 g).

When rounding % DV for nutrients other than vitamins and minerals, when the % DV values fall exactly halfway between
two whole numbers or higher (e.g., 2.5 to 2.99), the values round up (e.g., 3 %). For values less than halfway between two
whole numbers (e.g., 2.01 to 2.49), the values round down (e.g., 2%).
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E°] Sl= 7=, 2) 54T %X*oﬂ et F $A HEY BAIE St
Q4 sEHo] E0] Q& FRE, 3) FDAY AF IAEAY 7Fol 2, A, A, 4
B GRS okt AMEE 55 FEFA, 8 4) AHREA AR wujEE
100% & 5590, 95 A 4 sFAT HrF" Y HololA AHcta HgFct.

B2
me. P
Loy g =
>
=2

i)
s

FR 33742 at 33833~33834)°l=, 559 #Y Ex= Ah

=3 4] | A7 Agd 39 3 FEY 5 e o, 1 s5E A Ee
A& F20l GJofa] AlEe] H7HE FRES MR E5%E AT = Aok A=/l k. ofF
5 2 g0l TolA, AHEE ZEYY ¥Y
TFE U= AL oA k(81 FR 33742 at 33834). ©]&|gt o]R&, FDAE =4 I
2 A FAE Hoto] @] YA SHeE THE AEL JR7F S0zt 4Eo=® 7HEsitHid).

E3t A7Fge] AHolo) olv FE7} zEEojof sk=x] ZAAsI= fo] oA, FDAE 201549]
Ao A HAHEY 3] (DGAC, Dietary Guidelines Advisory Committee)d] RIA(FE H3S.
1)81 FR 33742 at 33835)0] =2l 2, H7}go] 4lo] HH 9] 3t FEOZA IH =11

JF7H= YtHempty calories)al & 4 A=A AEE I HSIHH

FDAL ojuat A4zo] 23 957 /1A steks] S8l olefat $Us A4 HES

=
g ek, $3E A2 9 A% F, AL D AL AIAE, Dol T 4L D A



EE2 2o I #d 3 A& S JHo weel =& AAE s 7hed L
Ad T AAI. ol AAY AotEc] AAEEEE, Hd H Aa A 712 S4E
BF Bttt olg2 FRes HilshA F2 dACNM AR Ee = FAEYE, FAEECIH
ARgOl Rlol Y H A4, Ax Hd H Ak, I, 799 9 Bl wEb s5EH 3 3
Aa 72, FL H A Hol2E, H¥ A 8l A& FLo] diE FRe, T F AiolA
FAHE RV A 7oshe A 22 BAeR Adof kgol HER, VYo R BAD
e+ Qi I8y 4 3 Aa FAF o]89te] HHEoldl £ <ol ddE BRe =1 I
3 A4 FooA THEE BRe A2 A oR ke, oldet 2E2 VA er s5H 1
B AL FoolA e R AT AL #o)7] miEeltt lﬂiEi iﬂr% Ee Ala “IZ‘—/—\—E
el 2EE FhehEA A7 2 B BE 9ReS

A7hge] Aol s5d A A Aa F20] 50 s FRF ZIEEE), ol I FRe Fol
FTL F 7] 100% Y R A FAREE AFEE g 2k Aol HW7HEe]
Bole ARAlA FHiEe 100% FARRE 55 B e b F2oo] FrE 9Fe
Aloletct. AFE IF 4 Eﬂ 2F 789 Aol Aed vl oJstd, auAREelAl A3 Fs=
©fl, A=FHold JAHYZ B30l 55 2 AES (100% F25 55 AFCE, A= ¥E
QA F2 FFY 5L B ABAE0l AFs] ofAd] S A=t ol AE=Ee] 2=
HE 55 720 22 BA 100% FA2 HAA7]= ol ozt iz Al5-Eth81 FR 33742
at 33834). o2t HISSHA, AvAERlA BriEE S5 YAEolY Ad FAR ghEoiRl ‘:‘“P)«l
¥, BE AF] olxlo] AEe 23 4ol JHATIE=S hi7t AlsE. nEkd ZEE
401 2 A FA7F100% FAZ THEOIROH, I FATF AA100%) F27t HEE 25 1%—6}04
EAA71he et 2w En, ol 2E 8014 100% TD E= Al FA94 FASH
7FEL 1882 100% FA8 el BT} i FA Bo], FAS Yoiog 514]7]7]
8 =2 ARgsiEhe e 2ol 2uKelAl WlEe Feol, I A Ah FA LTl

FReE FRES WIGoR BAY Bt gk

rl

L Ee Al F2 FHo] ot AFY o =R HVHEA oY, T AlFe] 7k IFFOIA

) A2 FEER] 2 FHE, 78 Fdolu SAES M7k, T Be Ah 4 T
ofs AE 3o F2 2Hcke A2, ¥E B I = A Ee Aa F2004 A8
e F= Aoke A Lok AE 119 Higt FRolA AP o]l ooty 5= I B
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8 FA SEUZ QS MZU| BAE K SRS AMGH| Yol YA 22 AT ST

FDAE F44 TR RAE 55 F49 vl&2 A4lsy] 98] BEgA & ARgstH, 21
CFR 101.300] A€ 4 HYA & AL3ch FDAE AA(100%)2] 2 2 9 F48
4 BEA S 13sl= Ao Asdon, 21 CFR 101.300] UdEo] QU

5% 500 A9, L

e,
o,
O
=il
o
)
AQ
S
S
X
fm
_[
T,
2
oX,
i
rr
u°l'
O
tlo
E)i
o,
rir
S
1o

GRS oAbt Hehd haE 24 A 4 BAE A AL, FUT 579
00N, B Ay BRE FHO B2 Folok . of FE UL 2 A ofel 71
(o] o

UE 1k A% e Ak #201 Sdael A% Mﬂﬂ A G GFL ofn] L1 Uk,

o=t o] & dg= AR 4= Slrk E9F 21 CFR 101 3001] ﬂ% HEA RS, 9 29

oft
_?l',
o
15
A
M o
N
f
F
ol
ol

FDAE 100%F27F SSA AR 3k 4 BHEA glog FAS AAd 1, dA0lA 21 CFR
101.30()(Mll AEE BYA g2 AMESh= H2 AL vk 34 T 7HaAdo] 7] dizoll,
100% F2 AlEo] 21 CFR 101.30(h)(1)9 FHa 35 7F8A 1FE(soluble solids) 84&
A&EH 0T FEIIES, FAONE ot 2 HeA glog 24T & Sl A= mofstal Qlk
FDAZ} @A B43 B 2AsHo, 34 5 7t & HEA ghe 2ishe 4
7HAd 18E 2 ulblstal, FDAS] @PrARTE7|ED) (cGMPs, Current Good
Manufacturing Practices)o] Zga Ao & oA websd FDAE 1284 2435 2352
A713e] #Al0| EZbd A& 7|iSHA] Q=) 1By Wk of' AJFo] 100% 249 8719l
i HEYA FHEY § 22 55 4 7HA 132 47] H6i(@l, 992 =171 flsiA)
TEolAH, 11 Z23ko] o] A cGMPY HAE HetHd, 5% S7e &9 100% 49

3) https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements/current-good-manufacturing-practices-cgmps.
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A} sh9ERS 2 Il 0] oS Hyldo|m& FDAQ] A)E oJoF HEE = A Q35k=
2 A= ojoF SITHQ&A 113 12 #).

FDAE A& og Wgsh g3t H7igo] A& HolA 3 32, AXGA7E AF 71 2HglA
A1 Eo] Hofidl 71 & HojA 71Este] BRE AL a7oty, o] YR(FAAHE U=
EAE = Aeolls, 24 oA 7Y d& HojA 7|Este] HieteE a9tk B
1 o9 ARES I T 3 BRozm rl o shto ArE TAH )21 CFR
101.9()(10)(iv)). 55 FAF Tt AF ol 7Y &S Alktstr] {18 21 CFR 101.309]
ATE BEYA S ARSI, 7 oA BeiRl d7hde] ol wste] WEA] o] FERE
Aalsto] 7180 @AoF $tH21 CFR 101.9(2)(10)). 9 4 = 55 324 o] = 972
FE AHESte A, T Fol 3ot EA Mo ThE AR THee AEE SHHETY, 55 A5
TR AlE ol M7 &= ST o, ARGAs 1 AR E4 121/ E= 3Rt RAo R
245 3R &S EAslstoiof FITH21 CFR 101.9(0)6)(ii). 3413t FA H2Ho] I glafo
SUT F79 100% LD A3t RujofA JFAH 0w EAf o= T FFS I 25H=
e, ARG = AH4lE0] A - Haol= 7180 11 2337} cGMPs &5 AMlS EA186taL 1
=

= E@stofof it

_

9. 3= Y = M FAREH {AE= IS FO2| 7IECE SH5=7t OfLIE 32

A7Fge] el 55 UF el Gl B o] 5Y
Frold dEE GRS Zisie F9olt:

rk

23, 49 100% Y FE= i

720 49, 18] ABFL RO, 8oz T 240m), 18] AF & Arhe] Fe %S sjzoz
stk whebd 13 AR @ Ahe] e AXKE W, AXYAE FAT FR0| Uol a0k A
al

GAF B xS 1Y a7t Qi

-
[e)

aL
[e)

=

it
o

AxdAes o 7 oz J71de] g &2 At E & Ao 55 F428 IRt Ass
ol 7139 2 a9t T 71Eo =2 Sgcke Y dls, A% 11, 1200 tigh FDAS §¥2

H15H7)S v,
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ILOILt RHAZD BHEOIT FA)7} Rl FARICE
2HH0| cGMPs2| #2| 0]¢2l F0=, 1 af

W 7132 S= 0EA =HsH0F sk=7t (Q&A9 FH1)?

on
ook
ol
=)
o
1> nyr
H1
Jm
-]
-
0x
mn
_I-J
B
i
ol
OII
0x

ofe 7Hd2 oA, FDAE AR 2 AF(19] AET 240mDo] F AFo] 9 AR F29
3 IdFe 2AEE A= EEH 1 AR A0 7] He)E Atels ARbARl e
ARttt o] 7HdA AoA AlE2, 21 CFR 101.309] & B gk 25 7|&E o] F£&
7MY 18 Ee VRS ZH%LHFJ Zolr, 23+ & FF2 cGMPs] HHE 23t (Q&A 9
a0, A LT &, SR WY FLOM dEHE e 20 99 Ee BRES RHEEA
71 o= HAEofoF Q). o] Al FA9] o= HYA Zhg G| FAHAZ AN o] dl=
AES] 71 e S0 A3t & 1A ’inke HojFr] ffglelth HE Al el AgE

S 9l
S Ak EA SRS 18] AT 240ml T F G B HSY

o ¥ A FA HAIFY 13 ASF 240ml B F GFF EA AREE Aol

o] ABE BL olg b4 WEEo] k. B BW, 53 FA FINENE o] BT AL
B A P N
YA U A} FAS @S0l 13] AFF 240mld] F FF FS 25 B PUE ck
3440 R, g WHES AGStel o At FA0) 18] AFF 240miF FR F ZHY

% 9l

a) YN Al A= 11,59 BEA ZHS 7HKITH21 CFR 101.30). AlR2HGA = 11 BEA ZHS 99
R} F20] o BES SIF AN AT S AT, oA S5} BAL F 2L
golgllol st B3 BASERE 2L 5 U JHES A8 & AUk QA 9°]
H). Weba Qo At 349 § SEE 115%0]HEF 712)

b) Bl go] 11,591 Yo AgiFa0] Aug S4ste) AZYAhe 1 9ES S4 SE I,

BEA G2 YRR K 33 ARE PolE % 9tk
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o) LSt F79] YN At FA9] 13] AlFH 240ml W FFY F = 240ml x Yx=(g/ml) x
11.5%(F= .115).

3GA - A7 FH )2 12ANAM de BRI 5
grolct.

ol
2
o)
[\9)]
T,
N
2
>
rlo
ofl
=il
19
ol
Q.

o
=

1. o 71X SF<
cGMPs2| 2|
SH=7HQ&A 9 £)?

|2l FAZ B3 B3 FAT} 100%01402

1 =8 F& ol "7tge

rtok
o
6
3
Fd
Iizll
ic|
I
ol
it
°

rulm ,.J
b
&
_O'ﬂ
rir
oM
40

F 227} BIEo] BAIE ol B9 ool $UT o, FRY A FAoA ol PR
v ELAsAL A4S A, 100% FART 29), W) BAFE 00] B Holrk. T Favt
FAslo] BAF ol FF Fol, TUT F, TR A FAoA o FR Frck gL
Q&A 9914 =915 cGMP Il Holuhe A9, BUT <, 5 U Faol4 o
gRo) e 2P YR F WA FPoR EAEolo} e,

| F29 B, 18] ATF2 2@, 8oz. EE 240ml) 71E0=2, 13 AT T H7FFY
THS VISR I wetA 19 Al A7 S8 A b, AxdAe 1 &g
9l

AT EU% F20] A FA]H 7] RASS 22 HE2 429 UrE THso}

0

ol ATE HEL, BT T2t ofE] A B FRO 55 BES FAAT UL, FUG F
U Fxo F FYRG o £ F YL JHES ATHHAS W, 1 BF F49 19
AZH240 ml) ol B7HFE HE o FA ST 5 YAl B el o]

21 CIR 101309 S7AFEL 354717 Slo) AZA7E H7KE 2t o] ohjek 7Hgst,
FA P $R) Ao a0l AgEE PR Fke

%7}DP2§ HA|=ojof 51, o] FDAS] 4| % VT AER 2T 71750 23 87EHQ&A 11

PN
I
(o]

jg“

H
Ir
il
I

rlo
i

[

>

R0} 0 G AMEE Hels ¢ A A8 4 SIdk of A B 3 4 AR B

HolF7] f8f Al Ao, H7hge] dFE Aol 93l thE oAl HES AT &+ -
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T F2& 9A] (FH):

AZJZ7E 10%] At 5=H(70Brix), 10%] FFA 55A(70Brix), 20%2] H 5=AH(70Brix),
00%2] &< 4lo] &9 Y A5 T=Th 1 Hieke 53 .3_ 7IRko 2 gt A9 193] Aled=
240mlo|t}. ¥ieF 1 Higo] RuE 7|We g Hobd, R 7|E9 HigkE 7 719 HideE
A7l Fof off] GAE WEAY, 1384 goH & TS AT a7t i

J1EE OA: % HHE! A FAO| HR%
&g 71D (21 CFR 101.30, £HX|Z HZA 7t AIR)
10% At 55% (70%2 2%) 11.5%2 Z&
10% Y11 5N (70%2 F7) 13%2] g8
20% i == (70%2 EF) 12%9] &2
= (60%)

Autael HASL QKA 119] A&E TAST sl
| B B 22 9AE0 18] A%F 240ml F FREC] & 2L ol

o e AP BY F2 WA 18] AT 240ml F F FF EA| A8 Aol

1o
12
ol
L
N
H,
i
el
o
é
K
oft
[\ O]
NS
(@)
S
ofl
of
ofl
=
i
1o
OO
filo
A
ON
ek
A o
30
v

) 2 y|zo= HjdA A 7Fx] A9 HISS AAlslE}.
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o] 7ME & F29 AN FFE VISR o Al T F29 HlEgS 4V fEA, I

- 7IE = ArE 2500 ot S35 VISR o v 74h~: &= T4
YA F24 Atolof] BEA o] Hjgott. dlF S°i, 7HE AN ALY T VIS vk
Al 70/11.5=6.0870|t. vzt ALt /P02, Al F20] T 7|E Tk Al 5.38501H,
o F29 $F 7€ v& Age 5.8330IH.

J= &5t AT 10%9] 5= AFSEA(70Brix), 10%9] 5= W13 A(70Brix), 20%9] ==
FA(70Brix)2 igE7] o], 5YUst $72] o284 Y 23t A= T3 T2 YN Al
FA, FA FA 8] A9 HES IE Zlojt

7H4
Rl

siel 5% AR FA0) 9% x Al A ST AL
Higel % WA FA9 % x FI FA FE AL
el 5% W 20 % x W) A BE AL
EE

10% x 6.807; 10% X 5.385; 20% X 5.833

=

0.6087; 0.5385; 1.167

Al 74 0] HSS vl&e] & BAS 100%E slod, BAES 7202 ok ulga Hglo]
ZRs31tt H1&0] & WATE 10062 o9, B FA Yo e BE FRES A 7412 FA014
A Zol7] o]t

w2}A:

Qo Aph o ho) WA FA Qo ) F =

{[0.6087 / (0.6087 + 0.5385 + 1.167)] x 100%}
{[0.5385 / (0.6087 + 0.5385 + 1.167)] x 100%}
{[1.167 / (0.6087 + 0.5385 + 1.167)] x 100%}
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26.30%: 23.27%: 50.42%

b) Al 7HA F29] 4T Hl&S 7H FUS FHY 4 Tt 29 o|FAQ BEEA

275t}

£ F29 o]2Hl HYA L 7} A0 HYA gt 71022 WA QZRE AL 12N
Foto] 5 T goltt

(FH A} A Brix x €A Al AL 7]olg)
+ (¥ il F4 Brix x 9N GaL FA9] 7]olg) + (EH H} F4 Brix x GY H} FA9
71918) = 7HE EF F249 ol24d By gL

11.5% x 26.31% + 13% x 23.27% + 12% x 50.42% = 12.10%.

c) 12.109] B ghe 7H 9 Z9t 49 e E 2. Agor U9eE ST o= UL,
=

HEA ge UEE A FUEES AWE SE Yok

d) Al 7 £79) T 2AS SAT HET 4L, SUT F70| 024 Ao TF 329 13

A& 240ml F FFEY & = 240ml x YZ(g/ml) x 12.10%.

39 AV $F2 1 2ARIA 22 FRE FFOIA 2 AR 42 B4R 8=
W gholot,
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12, HAUOIL} ZH2 FA2| XH= T} HHEH aPHOM CIE +2= Zafet M=ol 2o SIME[FLL,
E= 718 E0IM +2 242 S5E= 320, 24X E= =7)), 1 #Y T= A FA
H=oM A == &7tgel 2 HEA Altksk=71?

Il

Ol

1ol 2 AAE] FAo] ZATU FAFL B ) daE AU o] FA Y7t
FEEAEA] oo €8 3L, FAT SR} FH9 100% FLoA TIdEE F ol T

Azo| Wigo] B, AZYA) ofF AXe ANREE ASAY, AT BAE T4
Sfel THRPHS) SIS AFR 5 Sk oIS ST, ARYAE 100% T FA0} A wo
Aol ALSE 5= St R, SUT BAE T 93 5F HET oA APS AHET TherHe

HigH S A8 ST gt

o fo

(i)

=olut 7171 e o YARSE, 1 AR, A", S48 9kl EEE v R Ve
7% °15tl Aot} B)°l, 7kE IFolA w5 FL0 e dARES] widel WV W, 1 F4E
SHAZIE Ho AREEAY, ofYE tE YRS SEATIAY, AAle ol ARREE 2
T &+ Qi AT wie ol Al 2ol Fdolut g8 dE ST 1 A
A== UFotA e 75 BET EAFES e mig=clA 471 e A7l d=el AltE

Tk o WeEbA FDAE, §= F45 ZOR et 422 ARE & AEE, Hol#= AlE,
TEE, B oAE 9kl EFEE =7F 7% °lsk Atelthe] A7 dFel geEl’l #HAE
AED Aol U 2 B4 ALl s A5 WidT 1, FDA= AEY] 19 AlF
ol 7132l = Altsl] f8iA, = F20 &S F8) vigel 9 e B o2 g2
ARES= Zlo] AdAolghal Pt

HIRHEAFAL, 100%, EE 538)o] Sl 13 52 A7t 743 Bgol A 589 24,
Az Ex )T O 559 7R vk A9 e SAEY T 2AG Rol] G,
7Kg Foll F2 929 55 WISk A 71 2y Fotol dolk SR £US Mol
Stk FDAE: A1E9] Hjgit 7Hg0] BRAHS otstel, Aol 7K By B9 HE £49 g
WS o, SRS S8 S T4 /M8 LPR] B 0|85k A Ed AUttty Witk
42 e @ AR A AL AN W, 535 RSS9 BAL A6 NP RE
9 AHGSHE, FDAY) A Welst QXS

i

o

j>
Shis
<
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Cheo] Qb U MPES TR AR Ui el & FA AReRee] 3719 RS AN
Hlofl Ah88 4 Stk o Lukd W e Az 3 Fofl Aol BFo] Uole v A8,

1 &4 F2 d22iY $8E § IR = 23
2 A - GAEY =9 FFHE, TR dDE BA

3 A L SAIEY BE $Ro| I FA URE FUATEY A8E S ok 7MY s, F
Az G s 24

49 o] F4 Auo IS, FUT SR ol2H Yo FA0) gre} v

(@) 1 B 5L RO o2 U Fae] grueh v gy, 1 %A AR Bl
¥ 0ol

(b) 1 F=7t AT FF ol2A U FA9 FEuck £0H, QXA 11°] A¥H PHS
AL B2 oA WEES Agsle] 1 Fa UAEY Ahge Fe AT & Atk
594 13 ASY 3 % BRI FL 4 WA 2HE 2 AR B o,

sgel 3718 e AZEE, AFER)e] U A9, 1 YARSERE AP FS ¢
goltt.

Wig ol AXGATE ol FR0) 24 ARE AMRTTIE, 9o} e Yty WA S mEth
& 4 TABOA QR 120] E S ALLIAG THE T RS ALl okt 22
Auso] sheE e ke ARG AL Aga

L s

O

ool A& Uuka AT FHE AW 98, ofliol T 7Ho] o5 A, o] 714l aolA,
BYA gro] g9 24X AL

7Hde] 9 1

ofd AlF Hidkol dde] F£ dBE AFATHEZHL g 709 5% AR F£). AFS] 139
ASFZ 250mgel™ 2 T2 50%°]Th.

r&v

L&A O Fe dErt 3R F IR ¥ = 18] ABE & B x 55 b FA9 %
x 5% AM F2 Wl FRe| % = 250g x 5% x 70% = 8.75¢.

2 A FAEY & I Ee o2 T = 13 ASEF T T x 8 = = 2508 x 50%
= 125g.

35 GAE o] RE SBo] A} FAE BANTIE Y] AHRETH: T, At R4
ST = 8.75g / 125g = 7%.
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ol24 AN A} FAMEIYA gh 11.5)Hl B&7t 7% olstol7] Wil A& ARH =7t
S5 A AT SRR, o] 7Y qoflA L AR A ArERES] M7 00t
7Hde] o 2(52ol AAEE Ax @A) ¢

SEo] Q= AH(AZREY] olA)ollA, g FA FARE(11.5 Brixd 20% 9N Al FAE
Frote AlFolth. 2ol Sle of MigES 50%9] & 6h%k(é 50%2] 1LFE FHe /AL
At} o] AFEo] AX S AX &, FAEL 10%2] 8 FHE, 90%2] 1FE T2he 7HAA
=1, 13] Algd2 40g°]tt.

1 &A 18] A 3 A 2 AR o & F9ReE &
Az G ol =2 &40] 7] "WiEoll, of ®FAollA, 13] AlgTol 40g9] SAES Aitsh=t
Zagh #E0] 3le wdEd Fe S

Az o]d9 27 =& T H°“j = 72g (368/50‘7)013}

© 13 AT T AR 2 AR (R I AigE FA HE 71900 ot F 3RY
oF = 72g x 20% x 11.5% = 1.656g.

2 GA - GAFY R AT = 19 ASH T TF x T FT = 40g x 10% = 4s.

39 AR el BE SRo] AEAS BUAIE el AGHHE TPl A F4
F& = (1.656g/ 4g) x 100 = 41.4%.

* ol A ARt FA(11.5 Brix) oll 37} 41.4% olo|Bg, 3RS F2 L%
T 100% AH11.5% BHZFH didEs 97 dE sk ARt F4
AR (41.4% T )ETEH 759 &= SAsHok Ak o] 7MY dofA, 27] &
AT Y FAAARE, 7H B Fl A= 55 ol A FARRE
W71 F2 00] ofdE FAsH vttt F4 A= Ho] Frhge] F=& S451]
3l Q&A 1101 Aed ¥ie ARsY, e HiAl PSS AT 5 Sl
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13. 21 CFR 101.9(c)E)GiON I Agiol W23, &7t “18 M3 o &7Hgo| T
20| T3t EAOILL, &7HEte] EAIOIA 12| B2 Lol 1g 0I5t &7KH0| BISE RIES
RIQISITE. TSt Ol 202, B8, A71Y, Tt QUTS S0l it 277} gl Z0it”
FDAE 298 “ZNZ'2 AFSIR YUDSW OE HIUY Z02SS 2020

HStE =712

FDAE “ZulR'gh @olg, 10| de AgsieAsl Auglol, S40] & Be ATse
HUEES ok dl A8l 9H43 FR 43248, 1978 9€ 22¢; 56 FR 60437 to 60438, 19914
119 279 and 58 FR 2326 to 2327, 19934 19 6%). o] Tl ARgo] that FDAS] H wpaje
MR QlorT). Wb BeEe S wekslel, Qo] QS QIS B o] Ale] B4 wet zulRe

ZHsiet,

14. OjlESH RS2 THEHF0t 0|23 (DP12t DP2 (B8 (polymerization) 11} 2))8 &S
A=0l, 0|2 7l 2oll(hydrolysis)2t 22 IFYSS Safl MHELCL 22 S 71+ 2
C|

Sofl YdE IR O|FRS2 H/IS22 HAIR|0{0F ok=71?

ot

ol

[e)
7R 7k ZeE EO AAtEe AR AE 72 A Addstale, 59 geekEe

242
5200 ncidental) 71 E87} USold SR 4% F @ 9GS A ATk AR
AR 75 94 . FDAE o] BRS0] Azt Ao mgslolol Hrkal Agtsie ol
oo} B RS 2L A% gy, F4Al /4 ol BHE RS B39 gl mge

4 5
LAHid) A olEfdt FRE Ao BAFA| ghett weF A2dRT A8 o dFe
ST S8l AEAIRIge] o FRer AR T £ GAE ol 8Rtttu(e], 22 BelA
F7E Uee AR T S5 AHS 7] AT SR a4 7 #3)), FDAM=
2 7k w23 2O TEoldl IR AVt eR 4FE Aot Ak

A
A BAE AZQR Sftel ABE T WFL M AT B

AE goF JRE 2% 799 AEOIA(81 FR 33742 ar 33835) FDAS] ol9) A&d E e
8L ofi GR7} W7kE] ool mitslolof sHex] @Ak Hlo] glolAl, FDAL o]l
T4 947 F7go] ARsk=x], 12T 2015 DGAC BIA0IA =08 T qore] Az

AA oA e ke Holoh

)
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AZAAE o 7HA] o]42 DP1¥} DP2 5 ©dHe} o|FRE et YAgE 2 o
7t wofet A2 HES xR oR o8 4 Stk REYAE (maltodextrm)JJr Q*m‘ Al
VFEEY 22 dARES e 59 B3Ha(DE, dextrose equivalence)Z TH=0] W7] 91d]
7t B3 I DEVF 528, S8k © WA Hi, dAEs 9 @ So] UA "o
SHEE|AE (2] CFR 184.1444)2 DE/} 208th W2 Aj2oln, 942 Al™(21 CFR 168.120,
168.121, and 184.1865)2 DE7} 20 T 1 oJA9] AAlgEolth A|Z gof wheba, oy
7 SEYAE-Y S Aol HE DES e @/0lgRe ¥ VA 2 ot HE
YEEUAESO] d T8 WA she =2 ARGEA| $FHEte, DEO mEhA RE2 8-9%9
G35t olgRE ISt @t e 9ol 2 £k vk BEHAE-Y e AP
Axs] f 7hasl #go] Ao = ofok -4”} = DE7F 25302 @4dd 5 Qo oA,
olf TEHAEYY Zoa A AFESS BT 29 d/odRE IRE =
AxEth= 22 BojEtt. 37130 o g 7kt FH (), 221 AlF BAALE Fild Ars)e
AxAqA7E dA=Y 7 I St Alold 7he BeiE S AFE D/13R7 =l Hit
= 7L Qe Ag HojEd

l_

>

ot
ﬂJ

A

k)

Aol 7t EoiE Bofl A Bd/oIFRE TR CEYAEY, &4 Algat 9 Z2 fE
HNEES AxGA o) G ARSE1, B2 TRt THEC A1F Woll ARRItH47 FR 36443
at 36444, 19824¢ 99 209%). °o] dA=E=] 9t FFE2 2015 DGAC HIiAo A&
A APy Hdxt °‘ilﬁ}htﬂ ol 1 FFE0] A& 3 YAEEN H7IERS o, Ao
It G FFol7] W otk AF I AEE T 17804 FDAZL Argsh vl whEd, therst
A E9] FRol BeiA Al Alolof 7]ofsl= M7t A2 FE2 oFF Ftol dAE £ U, 7
7iRle] AF FAE oA ool Bagt I 2aohA] gl §F 8+E FZA717] 96, 7=
AELO2HE FES F9 AFS HHoke AL oFA & 4 AUTHB1 FR 33742 at 33759).
AqE =01, Aojd 7i= ElE Bl BE D/olFRFE 2R YR, SEHUAEY k= S5
AE)7F 718 78 5 g ARl ArtEe A, I gAE] Qs BEE B/oldFE AR
HAEoJof gHH21 CFR 101.9(c)(9)(ii).
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15, 24 SES(O, F2Y N BHS0IE SE)OIL CHE AZS0| A JHON HEo|Lt
[} 23 Esl=ol Mo 7k BSE S5 MA4E gese

HA|k|0{OF G}=71?

T8k 957 AEA 2=, AL A= veoidl SR)4 tE AEEY B4 ZHJolA AEolu
2 53} eplE9] Ao] 7k BolE B0l AAAdE A AE 99 AR HFdoE HA|Holok
st} ukstd, Aol 714 EalE Boll AE FRES Alolo] IYUt glol T tiotA =7
FoJti21 CFR 101.9(c)(6)(ii); 81 FR 33742 at 33831 ~ 33832(H=Z 2013} ©H), 33835(HZ
2073 9#)).

T BEE 2T 149 MEOIM FDAE A2JAF AF T dF= 77171 At
& A 349 FRor 7 E8 GAIE ARSI, 22 3IA F1E
= 7 I T S AES BEY] A S A9 24 vk &29), 1 7k 9
A F4d FiRe AR Ednal sttt ol I AxGAPE Al 3 €5
Al gt 540w The EE ARESI7] WECITH81 FR 33742 at 33832).

J

2 i
L(.a of,
>

FDAL A2 BAES 3 Bt 9t F7H1E 2 ol9olE tE B4
A2y SRE A4 BN A B B3 A4S1EE 4 oIS AT 5
AR}, o2 S, oH AXUAHE ofE ABY BH@EWS FLA717] 99
AST S5 Uk DI} A HREY ATATES £33 9 HAtle LS
4G AY2RE S YRS Aol ks oA50] g, ofn AYRSS
Se ke BRos Agel S Aol ook ol9sic. old Tt Algel Hel
Egwlolok sH=Alol thel FDAS] §L, AolHe o T4 ah=H Hrbge A, 2015
DGAC B8] FR 33742 at 33835)°0] =08l 1% A% AThE HYsHeA] o8
TR Aolgth Aol k4 BelE AN dmSolt AEEU ohje A2 Lmso)
Ao AHE GRS Aolo] Gt glo] ke FaiA) =k

%0
%8

S N WE
M mo wE

_\|‘_.
T
r_{n: Flr

#7120, 9] AR 149] e FDAY BHOZ, ojust AT} Ao 714 HoIS B A4
HYR} ogR(], EYAEY b 95541 TR 1 AT} 7Hg 1 Fo) 4%
AP 49, 2 Aol o) A7 HURY YRES ArbGoR HAHolo} oty A
o gick,

FDAS 47199 HAje] QlojA, AR, T 2t & 2o T2o] e B Bpsige) 4
2512 9] E IRES, EUAEUY go| YRS 7k WA AR A4 B L
55 AAHE GREW} Ego] 7T, 1 olf F A LE, Ao 714 BehE B3 9=t
A=) weleh. 1 7k B3] Aol Aelsly] dzel, Az ML IR Ft

AE W gR=e = 24 + A
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16. X732 RAIES UMM RS2

ok=71?
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ML
gg
[T
m
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iul}
0
fu
r
ll

ddE SRS AIS22 HAIE[0{0F

FAIE A fol THAste] AE ¥ E H3A| A= 71 (the Revision of the Nutrition
and Supplement Facts Lables)?toll tigh of2] 71| oJAEo0] Q1o o] JAES A ¥ ¥
H3A| A 2T #4Y WEEFS 74 HF 20991 29F= o] UTh81 FR 33742 at 33835).
GAE HE FeH FHEL, 21 CFR 168.1229] A" 4L Aslar, F71d9 A Yo

2] erh AE 1§ RS FEAE 9 Wil

FAEN TE IR A2 AE
21 CFR 168.9] 9] sfgst= g 4
e aas AGAA AR AR f9 TS AaAE & =
F3E 7k Eofoletl AR 79 71 Bl OR 2T ASE QAT drt. fAIE
ol EAste f3olAY, 32 AaA7IAU AR g SAAZE HZHo8 SEoE
ARERE YA OIE b, L3t Aol {39 T
S7F ZH5tA] g=th BISo] 21 CFR 168.1229] A% 1§ 7|&2 350t =
7t Bl R=EnE, gEolAE AMSSE 9IRS 714 Eoff o]#} o] Fof U A=
=

sttt FAIEE], elut #AE dAEC], FPA, FFA(texturizer)ol EoHE

\
B
FF
Ofj
iy
=]
>
2,

rlr og,
b
TN
rr
iy
1o

ZIEelEd AF R7IEd] Fetke 79 7EEtlee] & 3 2710 HekE 4] ¢7] Wil
7t Bl 3 ES ARY 9% FUFE 7PAA geth ol#A fAIECIY AR EAIE

™

EAeALY 21 CFR 168.122 Aol B3ol= 32 HE a4 ZHEOAE 53t 714 EolE

AR AHE GREL AB F FRy Wrhge) HAS WskAY|A ket
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17. o|0] ZRS0| LIX=|0] A= ME(O], LAE)N ZRS2 Foloks 82, ‘FIIE 975
21 CFR 101.9(g)2 £4E SHOR 510, 18 GYY=E(Class | nutrient)2 ZIFE|=71?
aroF JCHH, 21 CFR 101.9(g)@)0)0ll [z, 1 SEES BAIE F71 SYLEEIIF)

AUt EASH SUSH HHEE[0{OF SH=7t, OILI™ HAIE 7| 20%7HX| =ilsh= HS

5183k= 21 CFR 101.9(g)(6)E XE3HE =l=71?

rlol

Qb

A7V A3t E= A" 4E Yo gid IdYEZo|H((21 CFR 101.9(g)(3)(i), 21 CFR
101.9(@)4(1)2] B0+ EgE|o] IR gt} o] 7742 EEof Adl JPFAJEELS Hgp, F7|4,

S, Aol folct.

A& 7H FFR7F YA A(exogenous) BF7F oFd WHAHA(endogenous) B2 FE F
FFe WS A3 S3MEC] YPAHE Fofl dislA= 21 CFR 101.9(9)(5)E wetof & Aot

A4 10196014 8751 AL 1 5520 Gopdi ool BAE ghirt 20% o4 2L
oF BTk Holth, T3t o ABo] AFREE EAWS Sof AukHo QIYE MEAHT o
HER o] 528 2T51E Joh o] ASH A=, 1 A% e AR 4] ZAE FaiH)

otk A,

JE b AYE FEATIAL EE 54714 gk GRS A%0] §9E 1, o] 37
FS ZA3] g9 HEHo= AdgEE Bauo] g7 TEC], § 101.9@G)] “HAE Ho
25 glol, “AE o] gRo] Yol 24 WYY 4 e

§ 101,960 Q= H7H Ao thet 2T AlgHEo] 0] Whge A 4 ok B4
912 volet 488 Aoleks 2 BasH 3] Sitolet. & Aol 3

9Ret 294 g 9R BE GRSt 49, PAdAE 1 4% F A9 EAS

101.9(e)(10)3 (1)l A3 2F-=He 71552 A&t g Aol

(s al
e SZAPIA = FRET Ikl A=A, ofUH o] 25 BT EAsteAd HsiMe
L
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18. 285 ATl ©H0| L=
ok=71?
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I
olo
HU
=2
uin
2
32
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31
fuin
rio
OB
o.E
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o2

7122 HAIZ|O{0F

e S527F A7), AR HE SS5A7= GRS Zdohs Ffols, I Algel 2ad
T 13 ATEF G GREY G2 HiEA F GRS Hrhdol EF FA|EoJoF dtH(21 CFR
101.9(c)(6)(iii)).

A SR7F NG g IRV IR 184 e IR E o XU Qe
AzJA7F GAE Yo & FFEQ] g BAZor 243 4 k. F7hF EA0] Bistol,
1:}051]. o HEH /\]—01-_-0] glu};

- B Ak elHel 2ANE HYekn, WA F 4E0] WA B gel I
HATE QHTUE DE AU BY ARG 400 /15 Hsiel Bawnh
w3 o) 1 ARS uEo] PR BAH ArhPe] F HoiFIlo] FRAYEAS
49t R 7ISste] BadTh ot A8H Awmet Augol uwaad
JE)3 /s wae] YRS W 4Ee] ZRE0 It A sl Sk Ex

- 2g 34 ojdd gaid Arhge ¥ BASIY, I ¥ YFI] I ARES
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SEL HL 15] Aol A% Sl Sl A7) ool B AT Wmsi
ZI159e 7H549) ol95 st TSl Holet T ARE AT
Siet. o] AAT Ak, WE F AR Favt BAFY EA] G
Zaolok 3, § 10196 T2 S4Az7E HolA 04—9— 7hs
B3 2ok Qolofof Stk T 1 WA dlolEe} e YREL A
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19, MEs T HISAK 22 S5 BHSOIK ATIR(: 12 A Ay o
30| SMOE U NZU| HIIECL HIFAH ZH0| Aojct ol Y A L L

=
20| Zasih 0] 32 BAMI HIIS2Z Z0[2| GRE HAISIKOF k=717

b
0x
A
|o
HU
olI

o Az ulEAH Zo] Dolid Fof Holol YFo| Fol PAELS ANDE 1] 24T
3T

4
Sk A9, SRS B4H AR 259 9RY F Alges M@} A 31

A/gotal Hysfof gttt o] Amoe HlaAZ ZRo] dojid Fof &

73] e st ol ARSE 244 AAF 2] 7153, 1 blolEet %01 Q'Zﬂ'ﬁ‘oﬂ ii/\l
A3 FE ool SE o7t AeEol flofof et ol AME A=t HEE0|
HlEad] 2w J2|a/Ee Fad sigtte 4Ee] SRe0l 3kt AAlstl sigEth 21

20. 3R7t 2=E ol ¥ HE 32 =01 FS0LEE= 2 S0 FVIEL, 372 25t

220 2ol AHIE= E2, 1 IF 2l das HIIS ZA0 =00 Sk=71?

AAE 7\ AE A 7}@4
_9_ ]'EQ—]' X‘]E———O]
H g4 ¥ 121/Es R0 gt AEY S7=0] =3Et= AAStel sigErk21]

21. HigAX ZWH 2| 0/E= Yot OLL7| OFH0 FVIE eiE0| stefd ZMS Sl SHE
2HEL & SRIEM &2 37t US = UL 0] B2, 0T FI89] &S FYok=7p
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1. Y G2EN M2 F7IH WHF, M Alo|2] IZhofl et 2F ZH2 IR

21 CER 10192 (D102 FDAY TAC] whdl, Fhzk 7= A4o] AL} ptsh
Y4 87 245 @ 7 Faoinh

F7HH 0 R, A% 210 £= BYH TE 1017149 W82 FDA7F ARz 13 34, 199
des Al&3tt. FDA7F AREShe Id3iE JA9 o w2 JE HoH, 89 HA|ES
Z15171E vl - https://www.fda.gov/media/99151/download

Ct

-

0l0

VI. HIEJRI 2 S71E ¥ HEA| o 2o

1. Y 2 ESH S2E0 HIERID 2712 T EA UA0M 27 AR, HESE)2
=
=

o
o1017}? o] M2toA “Qel4=(level of significance)”’0|2t FAS o|0|5H=7}?

21 CFR 101.9(0)®)(iiD°l =zt FDA= UYEE=S Ao, Hlgvly 77149 Ag=fo], 21 CFR
101.9(0)@®)Gv) (19 A== RDI, Reference Daily Intakes)H)o|A FojA =74 wgjet
TS ARERL AlES 13] Alggol 29t v Ee 77149 o= Q7% 13y
0 Holl etee A4 ol 2= HE £ Q1 A54 olske] X547t o W2 FE(C, ord9
RDIE mgOl = FojRL& ¥hH A2ES 0.1mgl = I7|" 4= JYthe FAG]o] S84 LS

= FHQ FYeES AT £ Q) ol EEA &I vletT £ 9] FF FA0

gt @3 ARFET YXASEH21 CFR 101.36(b)(2)(1)(B) &).

ol 2jgt JFHE)9] 19712ADV)S] 2% ofshE TR EL o]
Q% TR ASS U 4= k. T whgosE, WE D, 24,
2% BTt AL o Q= A9, 1 9 ARG EAE aT7ER ke
W REo] © (Z20|4 AHE ulEhtlolt £7]89] o]B)o] SofsA 3

E171 9lojok gtH(21 CFR 101.9(c)(8)(ii).
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IF BEA TAsto], veR D, Z<, E, ZEo| 3 BE3A ol F4 oz gfEo] i,
71 o] 21 CFR 101.9(c)°ll F&EE FHE FAA 022 HAIE F &= &2 d&= FHY
ol 1 FJAAHERES BT A] FASoF 3HTH21 CFR 101.36(b)(2)()).

“BolF(levels of significance)’°olgt= o WdiA+, 21 CFR  101.9(c)(®)Gii)x
101.36(b)2)DB)IA AFHE AA™E, 1 71 7Hd 9] SAH 7::43“% 7F71= A°l=A], ot
0°] obd A WA ARE Alte® S o] Hwof TelE 451 JES Yekdz| felEA,
FolrE ot Ehe BAAR BlElY RY1EY] AFE S EASHE BH0E, TR
#Z BEET 1 A9 55 YEWY] fgolth

21 CFR 101.9(c)°l &9 FDAS] #AES YEET T2 YYHEES 93t EA
8T ARFEE AT ¥ AR 2T S LS| Ao, EEY ZF T 13 AT
W 5mg olst2 E3e wi= 002 B7]HYN, 13] AFF W 140mg T 1 oJote] ¥ E3et
= 71 7R 5 mg ©, 13] A3 U 140mg oAk 353 ti= 718 77k 10mg ©YE
shEdste] BEAIEGITE BF ARE HF 82 E4(luride)?t ZEY HA| 8 AR tiAlsH ]
A3l 21 CFR 101.9(0)(5)E 4} E3t 252 A3t RDIE A5k, RDIZF Z3Hd vlekvly}
27149 B2 A4FS F71517] Y3 21 CFR 101.9(c)8)(iv) T3+ =4t 259 A%S
H7)ot= 842 @A RDIZF = ©HE HlEloly £714y} Sdsitt.

2 vElY} £7149) RDI= A2 $A15°tH e, 2] 0.9mg). 5 °lste] RDIE 7H ¥%
AHBELS RDIY 2% ©lsHa]l, F8 9 RDI9 2%+ 0.018mge|th)& $-G&o] v, 18a 1
ol 7H 7P7h& mgelH meg(microgram) T2 SRIETHH(C], 13] Algw Woll Z3ke 219
¥ 0.017°1A|9E, 002 ojgE= 3% BEFA AEHE EAE 471 ¢S Aolth. S5mg E+=
meg ©|5tY] RDIE 714l H[epqlat 2718 &= oy, 22E2], H[eHl Be, H[EFY] By, 2],
7o) Qi olgl HlEIT} £/ 49] A & Ao A AAste], AxAA} 18] AlgF
g mg E= meg &5 S/ AY7A] A ERlIok= Zlo] - Aol2ta £ot. &, o3t
£ f20], etHo s SRS 4= 9l HAO| AR E= B4 W, HlolgHEolA, JF AR

+2Y, 293/Ee= AR B uFE o, AAcks Y R Il oA o B2 9] JUEE
UrEHHXlt Rl

i

r e

Ao% 5mg T meg? RDIZ A4, I8 50mg F= meg ©]5}1Q1 vleMglo|u F7]&L RDIC

2% O]a}i Z3E| T o] 13] A3 T mg = megs &57F AR AH7HR] BA|EA] &
35olle ¥ EAl 2R HAHA %=t Fojk Smg £ mcgd RDIE 7HI 1%

50mg E+& mcg oJ5te] HEH B 2r]AzE A vjed D, H]ER B, YopAl, v El, HEEAL

A
O 1~

_\;
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ofd, I&, EejEdo] ot ol HIEIY F71Ae] A HASE THFA =, FDAE

Az 13] A2F T mg BE meg®] 248 RA A7) Hke BAISHE Ro] Asicha

= EX 30| et or FHkRSE 4 9\]1\_11:_ HAO] ARREE EA] e

dlojgHeol2, I 429 s5d, 28I/ Ee AN BludE o, dAste I B2 Jol
=

WA H 2 #E0] JUES YEUAE =

Aol% 50mg EE mcgd RDIZE A4, I3y 250mg EE meg ©]5+] H]ghglo|ut —‘%7111%
RDI9} 2% ootz EH=] 1l o] 7HY 7R mg = meg TH=E HAEA| = 9o 3
HSA Ag23ol| FAIEA =t 4ol% 50mg E+= mcg, 18Y 250mg = meg ©[5H] RD
742 vlepglst 7)Ao vlERT] C, H]EI K, 29 A#go| QJct. ol#gt HepTly} %“—712%
% HAO] #oto], FDAE ARGAE 13 ASEF G mg = meglE 7S HA|sh= AO|
AQsirtal A7t o, o|2gt §4 o], HetH o g MRS 4= Qs HAOf| AR E= 4
HH, dlolgdo]ls, 9F AwY e, 1P/ Ee A4 BludE o, AX
Foll SlojA B =2 559 ATUEE YA ge

mlm

[e13
=
BT

Aolk 250mg T+ mcg, 1Y 500mg E+= mcg ©J5ke] RDIE 714l HIEtTIo|Y F7]18L2,
RDI®] 2% o3t ZFHH I o] Smg T meg TR FAHA Qe A4S 4 B3A el
HAIFA] of=t}. Holk 250mg E+ mcg, 124 500mg E+= mcg °lste] RDIE 7H
HlERRlofL 7| 8olls FAIE vidlsee] Aot olSfet viERRl: 771 A EAIO] Hoto, FDAE
AxA{A7E 18] A5F & Smg = meg THAZ HEHT IS #AISk: 2ol AEsittal
zvsith, o o|gst EX Szo] TElHo@ HEFASH 2 ol JAlo]| ARLEL: B dhe
glojefdlo]2, IF FE2 35, LI/ B AT vuRE o, AAsks I 4w Jol
AoIA B g2 w0 JEEE UHWAE Y=

=

500mg T+ meg ©1d2] RDIE 7H HIERIY} 571382, RDIQ| 2% olst= EotE|1l A5Fo] 10mg
E= meg THE HREHE] HAHA] e Bfole ¢ ESA A
500mg F+= mcg °14d9] RDIE 71 H[efla}t F7]d 2= Hel A, Zg, ¢, 94,

ULt o=k vy} F71 AT FAO] TS|, AFYFEHS AXAYATY 13] AlSE T
T+ meg HHIE BFEES A2 HASHE Aol AEsital ARt o, ol=’t £ %0,
et o g ST o Qe HAG] AREEE 24 U, HolEHols, Y

I8/ A HugE o, AAcks 9T A=Y ol oA H %—E‘ 29 AHEE
YE A= %=

dr U

|
)
=]
>
)
X
52
rr
i)

rl

NEEAY AWYS AT FuP] gol, AZYAE BRI AYF BE FF29 1Y
71%0] et HUDVIE il EAE ST BF2e) F Ex e A9 A4 GUh| G
7hed] ol shE ARgste] WeAloR A4S 4 Yrk21 CER 101.9(d)(7)i),
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A R 44| o1 ofF T3 RDIE °l83 I R E3A A2 Hleld 57129 BF

A o3t Ax

RRISE E3E 98 F HiNE o Uy Hi
HIEFE! A (hcrggrams AL 900 10 meg
HIEFZI C Milligrams (mg) 90 1 mg
U5 Milligrams (mg) 1,300 10 mg
H Milligrams (mg) 18 1 mg
HIEt2I D Micrograms (mcg) 20 .1 mcg
HIEI2I E Milligrams (mg) 15 1 mg
HIEF2I K Micrograms (mcg) 120 1 mcg
Elot2l Milligrams (mg) 1.2 .01 mg
gHEaH] Milligrams (mg) 1.3 .01 mg
L{ORA Milligrams NE (mg) = 16 1 mg
HIERI Be Milligrams (mg) 1.7 .01 mg
o Miorograms DFE | 4nq 5 meg
HIEFDI B12 Micrograms (mcg) 2.4 .01 mcg
HIQH Micrograms (mcg) 30 .1 mcg
I EE A Milligrams (mg) 5 1 mg
ol Milligrams (mg) 1,250 10 mg
QeLC Micrograms (mcg) 150 1 mcg
ofads Milligrams (mg) 420 5 mg
0] gl Milligrams (mg) 1M 1 mg
A= Micrograms (mcg) 55 1 mcg
- Milligrams (mg) 0.9 .01 mg
7t Milligrams (mg) 2.3 .01 mg
3= Micrograms (mcg) 35 1 mcg
=25 Micrograms (mcg) 45 .1 mcg
A Milligrams (mg) 2,300 10 mg
U8 Milligrams (mg) 4,700 10 mg
=2 Milligrams (mg) 550 10 mg

o] #=, 44 o] ot 4RIE 8 A RDITHS o]t vlEtly F71d AT HAIE
A3t AEFES AT 21 CFR 101.9(0)@)(iv)°ll Aed FDAY 1A=, 127197149 Rt
IA~3AI7EA1 9] offle], Akl +RRE 93t RDIE ATt o] XA Aled #A
WEFEL ol2fdt &7 HdS 93 RDIOIE #82 & S+

)
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HAEAR A8 5575 ZoolA Hlle AHE BEUARE, 201549 A8 A3 AHE 21939
T5H4 B 142015 DGAC Report).” ¥AE, D.C., 2015. &4 :  https://health.gov/dietarygu
idelines/2015-scientific-report/PDFs/Scientific-Report-of-the-2015-Dietary-Guideline
s-Advisory- Committee.pdf
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AS BEAlL AE R AOIRSH FYIE EAl WE: oA XE

212 7|18 =+ 710|E

Food Labeling: Revision of the Nutrition and Supplement Facts Labels: Guidance
for Industry

Small Entity Compliance Guide

&2 XJRO] AREo] FIlE R F-2 OfFE HYYofAI 2.
&) OJOFIE ]
2)F o202 aJoEE]

o AJEILAIY(Ofice of Nutrition and Food Labeling)
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AS BAL AF R HOIESH STEE EA WE: L4EA XIHE
AT 7| E5 710|124

Food Labeling: Revision of the Nutrition and Supplement Facts Labels: Guidance
for Industry
Small Entity Compliance Guide

2 A2 471 A Higt vl= A5 E (DA B B 71| A HdE :
B St HE= Rosi] ¢tor, FDA EE tigolAd HA F&458S
3 88 E5dhe o 2 ARY o8 e HE 5 dsUH

3
, BA] W] +=H dopfiee & A3 A9S Fshe FDA oA £

FDAE “AlF HAl ¥ 9 E3A A=E W ol AlEY 2F #3808t “2E +37)
SR HF P2 AvAE] AT AojHEE fAlske AL v e 9 ]
F41sksl7] QJote] Ayt A1E 9 FUEIA EATFAE 7HFETh o] F8Y AlPIS

Tofo] 1,0008FE 2 o) Fl AxAAY] 739 2018.7.20. 58, A7k AF WH{Ho] 1

A71= A (83 FR 19619). FDA= &qtR 719 1Al A9 $44 ¥ME (58 104-121,
TSHE 110-28% 7NAH) A212x00 weh 945 71 &5 71el=F FHIsAH. o] A2
2E g2 N WeE Iz oAl 7leste, &qtR 7IYdsel 21 CFR 101.9, 101.30,
101.36°14 A% 2452 &5 & A=F 7] Aot

2 AUA gtk o] PSS

w1

Apgho gt AIRITE FDA A A0 ALSE “~gcHshould)" 2 oj3e

E A GA” = ‘We AT TS AE AZGAE S5t o] XA dE g
Hof, B4 848 A4} AZookZgAEH (FD&C Act)eltt FHFA A 21 & ojtojA] 2+




Il. #YS E=oli0F ol= Al

AF HA] Q70| Fol= AES AFd= FS é:% é?ﬁHOF st 9% HA] 842 21
CFR 101.9(2)9] Y&FAE 9 21 CFR 101.9G)(6)Y FLFHEZA o L=}

LA, LEE BIN TFHO| HGEA?

U, QUE BES AT AES 44 oY ARkEe] AsHe AlBolt,

I.B. 7Ot & 1~3M| OJ2I0|E AZL 80| HEE=X[?

(o]

=

Y], fokg RAER o]9] A% 12714714 ot & 1~34] ool tgo = sHAY HAH 4]
YLHAIE EF3foF gt (21 CFR 101.9G)5)(0). BF 1270€7HA] Fob € 1~34] oJzo]E
IoZ stAY BAIH A8 ARAAE BAIE Hal 1Y 7|EX]] tigt vl &(%DVs)S ALTE
qu ag Metol] dhaf Fafidl 19 A HF RDIg)F 1Y€ FYE 71X (DRVs)S AR&stofof
ol (e AT 7~1270E FoP)et “4A] olst ofdle]" gk ol EFAAE 21 CFR

101. 9011 A T 1270E7HA] fob E “1~34] ofdo]"® HAE L},

3

ﬂll

r°"

II.C. ¥&7] A +77] IS It AE: 80| HEE=X]?

yl. YA7] 2 571 A4S R ALY BAJH AE9 ARG BAE Aol 1Y 71EA]9
st vl &(%DVs)= ALK wf, dfjg ctof dis] Ao 1Y A3HIHF RDIs)H 1€ FYIE
71X (DRVs)S AR&stoioF sttt (21 CFR 101.9(c)(8),(9)).

I.D. SLESH= 80| HEE=X?

). A% 9JokE - SPgEH(FD&C Act) 201(DllA “A1E"2 th2t Zo] Aotttk (DAY
E}f—i E%Ol TR AY B FA10E AMES= AT, (2) 794 A, 308 A ZECE AFEEE

F-ofoE S 201(D0A FUESA= E2 ¥ 201(g) ("9l B9 & 417
(”%E—:%T Hino] 4 AQJetar, 22 o] oJu| oA AF 02 THEE AS Wikth AE
VG #A FEE= HAHF21 CFR 101.9(2)) ©19], Azt HFE {15 AojwA & 54o=s
AlEE LE AFo) AF=olof gttt JAEFA= "AE"Y Hoof| diFotEE, JF EAE
Froflof it JYEFAE Yot EFt JF BA QAT A2 21 CFR 101.36914 2otz
olq._

4
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V. O] 80| HEE[X| = AlE2 O 20| JA=X|?

21 CFR 101.9G)°l =zt 5 @2 AE50] YUHAl 84904 A=A S8 EAI7
SNFoHA] Pt LRt AEE2 ARk o E: (1) A%t 509 olste] & WiEH E= AR} w)
Aol Q)= AmMARTt Tafiok= A1 (2) AZF 5US$ olote] F WEY T AH|A; FufjAFo]
U= A AR Ffshs A1E; (3) =58 AlE; (4) BE AT nv|gt Fo = ZtEo] Q=
AZ@E =01 AMT, AQ). 80l H& 2]

21 CFR 101.9G)& x5}t

V. 7|E0| EAlol=E &ALl SISEIAT L0 0 Halst A=X? OfH ME2
BYLE HAIoIO0F of=XI?

V.A. O{H MZ22 HALE HA|SI0{0} SH=X|?
V.A1 ML
V.A.1.(a) H71L42 O{EA Helst=X|?

S "AEY 7FE WA B B WA L IRE, GRHETR ogR),
S 8 S B BHE, 52 4 A AL Fo2Re Lo SREGEYT F F57Y

=3 (o]
101.9(C)(6)(111))- 04"12— ME TA=E Hdeg e dddmw AES x1sksitl (Section
V.A.1.(20)2F %ﬂ%’sﬂ_ 1 Z=).

o2 A7F3Y] Yo FiteiA] o=
¢ AHROJA FWiE= 100% FAREE 553 BFA W G5 @, ¥F 100% TLFA
&2) (21 CFR 101.9(0)(6)(iii);
¢+ 21 CFR 150.140 ¥ 150.16001 At A& 179 &4 7I&o Fdst= A, A,
nAEe] HFAPES okl ARREHE BEFA 55 F 9F (21 CFR
101.9(c)(6)(iii));
o N Ango Y & F FF (21 CFR 101.9(0)(0)(ii);

. JATET:

¢ 21 CFR 101.30 (100% i) F+= 21 CFR 102.33 (£ S5)0 we 24 &5 EAE
A A= 4 5% F G5 (21 CFR 101.9(0)(6)(ii)

‘i}*
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+ 21 CFR 102.33(g)2)°] Folotes A E= AT A4 25olo] vhe Y £3589 HgA
#e ZEgoteT ARBEHE 4 55 W 35 (21 CFR 101.9(c)(6)(m)),

¢ 28U SAIE ¥E0) FaE WAl G5, 21 CFR 168.1220014 Aot AAY 45 A|<;

o S 2715 Aol ofd Y, YA Tl e Fdo] S G

1ol o EAL B 9T EAFES 2Pl ohEh

V.A1.(a).(0) 2, HOISAYE & CIE HY 3z SN ABT H/IZ2=z BAGHOF Sh=X[?

FDAL 2019, 6. 20 "Z, vjo|3AY, The HUUR at Ao thet Wby A 2 93
S AE) B4 AR AYA AY AFLS TERL, ol 1T AFE B/H
A0] et geks] AWl Qo (REH 1), 1 A|0olA FDAL 20184 SRR 12516
MAGTHE 115-334, S PE)S d2 v, 4% B4 L4004 9 A= AF 19
¥ 7 W Yok Zuvn AT Ms}&% 27% 5 grkn WAL Uk ol

_4

I E’\] =i ?Fzéoﬂ/ﬂ

1
MH:} ol 4% WAH2) 190 A0 cht ML o1e] 21 CRR 10 19(d)(7)(u)0ﬂ
plojof 3ith, FDAE @Y 9 R AEY 23 L 4710 e 9fat
BA] Uk Theo] 17715 g2 SH83tel WY AFBS YA DA Tk
Bk o] 715k JUPHRE ] 2% AAE], A5 Flofsle AF 13 ATF I A7
Je 4 WIS 18 /TR A Ed G2 A 19 AT /1 4 49w

Aoleh. TLefut o] 7|59} 45 Wi ohn] FDATH ALS-S WHSIAL 9tk

V.A1.(a).(i) AZ ZH|2] HED} W] S5 HE T H7IHT HIIS2MEA|E0{0}
Sl=X1?
HE Az I AE WY 5= ARl 71 g2t g 1Y 71EA] HIEZ HAISHOF
gt} (21 CFR 101.9(0)(0)(ii1). &, HolEAIH, the 9Y 9= 37 AlE 5 A71da 4#
A AE 7A] AZA, FDA= H7HE 19 7184] HIE HIE thao] 7|8 ARE-Z 518510
A2 AFol et FY AFdES FAILA St B ol YUAFER oo A
A9 7188E SN Aol BRE H7HITA AMS ATste] AHRRE0] QQI6HA]
Y= T 4 ok R 1 32). 7R o 24 wheoirl =iy Al do] F7HEA|
%2 AL ARCEIE E0l, /g Z=FMNEY 13 Al5d & & G777t B Tol 23] QIA]
o

o2 I-HE AEe] o] 71eF AREE A (e 1 3R).
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V.A1.(a).(iii) YERRAL HMIIHOZ ZIFSI=X|?

2F NN GERQATE ©3kE, o, A7HEe] HAA A|QjE ofof SH=A] 04%‘—& 5|

US| A] e8It} FDA= SEE QA7 Z42E9] HAJo] 23t ofof sk, A=} s ARk HA|OfA]

AlQJSte s ot M2 8 Aol gl o AS = oo ghrtal FA|R (81 FR 33742

at 33795; 21 CFR 101.9(c)(i)~(iii)).

FDA+= “A1% 9 20|E3A| JP/dE AN YEEQRAE QIS %1: U AEEA HA =

A=) AFAA AH(RPE 2019.4.18. EFLE. o] XYL

TOoE T FHEY, AxAA =] AF 9 Ao|H3FA B *él‘;r“OH HAIS “%E%‘E = 24

T EEQ A= UHHHO R g 0.4 ZEY ASFE ARSI, & TR} A7 F FAOIA
AEEA HAIE AQst= Ao s FDAZF A3 AFdS AT & 32 AT Aot

2 2Rz

| o B

n

(e

e

V.A.1.(b) 712 O{DH HASI=X]?
FDA= “A1% 9 Ao|H3A|] FUJEHA: YA, H71d, vigyl 9 5714 S3F #A0|
gt dojsd e A=Y AgA AR HEFES 2018.11.5. FHEFPH o] A J7ig
FA Q7] Beehr] 995k o FAl| gt A AT AYSHolA AE 13
AZFT A7 ¢ Oitﬂﬂl A7 sfoF sh=Al, H7FE BAIE Ateted od 9u5E Jefsof

I Wart YPeAS R U FLEY 3 WD)

o] YL 55 I FAG I HolAE, B HANYL, F2 A, FRRL, 5F FAS
P ABET YR B WNG FS AT oE AT JRE AT (ASH IV,
7-12). AZ T F A% Bo) wAVL 2eE AE A9 (HSH IV.14-109 va4H
Zulolut B 4L AN AR BHASHN.18-2D)E T At (RTEH 3 B2),
AE 13 A A A 5A0] Bk DEo] Yo, o] AW Hels] B ek
V.A.2, HEl2I D

HIEM D& ofA] QI Auto A 35 B0 Fa3 JYAZ 7HFEo0|, I FAE oJFARGo|tt
(81 FR 33742 at 33884). HErY Do Fa} 19 71&X] o] tidt vl &2 HA|H oo Z HA]
Hg thgof #7]5kojok gttt (21 CFR 101.9(0)@®)(i1). A& HAJ9l= “HEH D

AHEE 4 9lem (21 CFR 101.9(0)®)(iv)), A&l H71e E4 FH= Y=gl #7]=ofof

St (21 CFR 101.4). Ao|EZA|9] SJoFAEH 1 oA Ydzrmol AL “~FA(as) E:=
‘~ZHE(from)” €012} A I ALY Lo 3 £ S0 AAY HIE 2o Te 2 JUYAE
HAJA &olE 4= Qlt (21 CFR 101.36(d)). °§° Al W U dolA] 2 H9 ¥=r

FAJRO] EAstodof 2ttt (21 CFR 101.4(g)). F&ol 15 FASIA] Yotof gt (81 FR 33742
at 33891).
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3
ZE 9A] oA I HdtollA 35 B 583 YA THHT (81 FR 33742 at 33884).
FFAE 7IEA(DRV) tAl 19 AHFIHRDDO] A=A (21 CFR 101.9(8)(v)).
ZE 1Y 712Xl et Bl&2 FAIW offo] H HA| HIE thgo] E7|5tES a3ttt
ZE-2 21 CFR 101.99] ZF AlAof AgE= 57147 &ofof Zgtdt. U= HAlO| 252
+ 22 21 CFR 101.9(g)4). (@), (@i, (©)(6)2] #7148 digt 54 I
A Q70 FEsict, ofgf VILE Al “JYFE FA| 518227 AAE A=A A o] AHo

V.B. 7IZ0| EA[SIO{0F ok= FLA2| HAILL EAIYA0 HHepit U=X[?

V.B.1. &0|dR

Ao EAISHE Aold9E Alolaao] M Aol Hgstelor 81 (21 CFR 101.9(),
QG)0), T Ao T2 9k o] ool JUPHE HANA Aol Aol Eg=lolof
stk FDAZE A4a Aoldg BEo] Xatert. Aoldeel Aze Fojot B8 AL
o] AN =1 et

V.B.1.(a) AM0I8R= OfEH H2sk=X|?

Alo|Af= "AdkE & gla(dasHd) 84 2 584 sedlE 370 ol oA &), A=
I 29 1193t 2l 1d(lignin); FDAZ} Q17F A7}o -5t Alstd J3kS 71t 2RIt
SHEAY FATT dAsH gedE 7] oY dEAl 9f)'E AYd"d (21 CER
101.9(0)6)(1). 874 2 E&4 Aoldf ZF o] M=% Aloldf Ao Fgfstoiof gt
(21 CFR 101.9M)(©G)1)(A)%} (B)).

O

V.B.1.(a).() 2l e Hasky Be3lE § AOEREM UFEE ERE?

off £2] Ei= MdH HAsh ©sE2 FDAF /IZF 7173l Rolgt A=ies ks 7RIt
g5t ol Aoldf & Alitel EetEojof it

« HEREE 84 Aol4d+® (21 CFR 101.81(c)()i)(A)):;

o ARt (F7o] Aot ZAd) (21 CFR 101.81(c)(2)(i)(A)6)):

o AZZQA;

* ToM:

« oy

« EANEZH

* Hydroxypropylmethylcellulose (HPMC) (21 CFR 101.9(c)(6)()
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2018.6.15. BIEH FI1 (83 FR 27894)0l4, FDAE “A1% 4 Ao]HZFA|9] JYFEIAA]
AoJMREAY £ B T4 dASH] &3k BA g AR AA AR THSI,
FDAE th&9] 871 d4asHy e=3la Alo]4% Aol F7fstaat AQkeietal ¥s|ar Qlrt:
o TUE AE AEE Aol dE (AR AolAR, At Aloldg 22 AoldRE Aol
TE2 79

ofgh| =gt
o Y714 (Alginate);

 o|d, ol FH ZF L(fructan)

3
ge

oflt

ﬂJ9

(Arabinoxylan);

Aol 2] A4 Aol A7) dashy greslEo] F71E= 7ol S =] A7HA], FDAE
AEZFA7E AlFE B AolHFAY JTAE

oo 2rlsk= AL 5935k WARSLAS HAFS Aok

F7F2 20199 393t 20209 1€ FDA= B 83e SUskaL, Aoldf el
‘cross-linked phosphorylated RS4 (AFAE 4F)'Y SFIWMEE F7I6IEE A
of|7golztar ¥el vf itk RFLEd 5, 6 Fx). Aold ol s71= Ak

ohEo] Higt 24l FHe "“Aoldol diet AR S Halshd vt

ﬁ
2
i
1
>
2
>
>,
9,
o
Jo
OO
o
2,
>~
>
3
o
=)
~
>
N,
(0/e]
=
19

V.B.1.(a).(i) 0|47 SEM EJE7IS Hots 2] E= 3 HAsKY Ee3lE0] U=

8% O2A 6o sk=Xl?

A5 39 AEES 835k HeE A&t Wielt (21 CFR b) Zx). T

HAf W2 A7 AEREAE SRlcks Y] Folst= Aotk A7 BREAIE 516k
HATgo] Bt 271 HRE 21 CFR 101.70& #1517 vighet, Aot 2]o]dg oo He
E= A G4 Léﬂ% | F7HEH, 2E AE AxGA = AlEl sid =7 EA45t=

ol el w8 e &4 dacH gestE #7t2 SAEE WHS F 7HPE o
0.30

2018.3.2. Z1! (83 FR 8997)°]A4 FDAx= “FYo = A&%H By T sH UASH] erglE9]
BeIet 984 SA0 i ek Wb ek AR A WS AP FLEA 7). o
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le] % X]J;(:]Oﬂ ‘] o"C_’_‘ Xﬂ O]_ tq1 01%]_
47t BaskAlol e FDAS] B A2 AWk glom, A% Hrlse Bel e g4

Sashy w4sko] A7o] 383 Welshy IS LA ojBg AFS] 98 Hety
=]

AsR=t] AOAC 2009.01, AOAC 2011.25 = B AOAC EA4H 01 AgE o ok ARSH
< Aoldf BYE Rt AEo] EAck: S o A EARY dasiy
2 TGHDP 3-992 SH3toiok gt (21 CFR 101.9(0)(6)() =), FDAE AZ9] 193] A5
g Aol FS &Ask=tl AOAC 2009.01% AOAC 2011.257F Al=E wist At
Rroltal Y7ttt AOAC 2011.25% A 2R BAR] dadty g4dlas ST 4 e
il o AE 13] A3 T84 2 B84 AoldRE U= #ASH] s S5k
34 A= ek Ad% o s vEn (81 FR 33742 at 33960).

4
FE EAISHE A9, Holug Aol BgaA e Liwg 5512 S SUY 4RES

YRE 3 9RE wgHclon, 4F 3 Adhoz I 9Re WML mE
e AEol 13 AZH F 1g vute] B2 EPkL AFe] I, AR, & LT
3 CE GRO] dis) EAZ 980t gl $ SRl BAHUA ot 49,
% 959 fust FUo| ohth' el B7vh GYHE E offe] EAIHolok et (21 CER

712 FAIL HEo], oJAlE AE Y T &F-20] 59 Qo] Arto] gt BAY Bt =
- F LI &9 F gA] mAsEooF ek (21 CFR 101.9(c)(6)(iv)).
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V.C. O O} 227} OfL|CEtE, ke BAE = U= FYas O AS0| U=KP?

HIEH] ASF COJ BAJE | ol o7t ofdA|ete, o|det HEE ArdH o AT &+ Qo
HIERI A9 Ci= 4413} 44 o= 913t A& & OME} BT 120E7HA]9] Fot, 1~3A] of=lo],
YA, 771 A4 52 S AEol= BAE 5 At J8y FEESARA A7HEIAY
AFl 71648 &77F e B HIER] A9} CJ FA= 9Fo|t} (21 CFR 101.9(0)®)(iD).
Heptzd JHz EAske BlErl A9 o 22 BAIO] die 42 et {lo

FAJSFooF gttt (21 CFR 101.9(c0)(5)).

EA7F A7 QT B8 HEAISE A9 F9-, 21 CFR 101.13(q)(®)°l whe} T<este HA]
Ao 9A FF FEAISEoF gttt (21 CFR 101.9(0)(5)).

<
m
i
L=
a
]
1
EQ
fir
08
rir
2
&
sy
uin
°
30
fr
>

~

V.E.1. X|OR oI5t ;12

Aoz QIet BF EAF AFA 2L, olA B ol EAISHA] gote HH Ak EAIE 58]
%=1t (81 FR 33742 at 55780) MEE 801 o] BAOl digt 2ol B AA|F AT (81
FR 33742 at 33780).

V.E.2. 7|E} ErelE

-

7|8t "ekEo] e Ake BAE § ol 81 8HA] et A E oA of EA] die
Zgo] EF AAEAS (81 FR 33742 at 33780).

-
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718 /X QU8 HEA E=ol0F sk=X|?

VILA SiX| 7I150] EQ8HX|?

U2 ka0l A AE % AolREA) JUAE EAG] LR JPHEY ke A I
AOAC B4} T2 A3 Wiat 2483} itk BAE JPHEY ool Besty BE
B4 9700 BIEA s AshH FFS FA5IE FDAL AZIAECN FFL BAE
AZ3P] AT 7152 AAte] HIES a7 AZYAES ol 427t Tl R

g Z2gstid] RWA 3 9w, olejd A4 ol2A sk WEe AFsd A

o9 EAIE ASotet 7180] stk

o AF U HAeE EXste B3 Fridol B EAT o, 7 5 A F7HE 4R

F (21 CFR 101.9(2)(10)(v));

o AFE Y HACE EAol: Bt o] BF 24 of, /i dEEA 24E A 713
°J (FLYEE ZZEJAY, 171 ovu H5E xFot= 2G99 gFEo|AY) (21 CFR

01.9(g)(10(iv));

. 01?1 AlEol Aloldg 9ol HgotA| g dasHy BrstEE S3tE 0] 1S o, Alo]dR
g0 FashA| ge dAasHy sk A7FE (21 CFR 101.9(2)(10)();

o ofd A]F0) Ao]df FY el RiotA] g 84 dASH] ©HedkER S9tE O] S o,
Alold5 9ol FgotA| Gh= 484 dashy ergkEe] H7F (21 CFR 101.9(2)(10)(G);

o ojH AEo] o]df Foof FiolA| Y= B8 TdASH] BestER S3E 0] g o,
Aol Aolof] BalohA] o= B84 dASHd vgkE9] 71 (21 CFR 101.9(g)10)Gii);

« o 2A]Eo] HEH E7} rac-e-EZTET RRR-0-EZHE FHZ T T 0] = H9,
2ZE AE U 2E rac-e-EFHET RRR-¢-EZHEY & (21 CFR 101.9(10)(vi));

o ofF AFo] HA 9 T FAato]l TFE ] = AL HF AE W A A ok 3
folate?} folic acid®] % (21 CFR 101.9(g)(10)(vii))

AE Eof, I FA 5292 A5 E ARHEE AE 100% F22 ATASHA] L5t AES
Azxot= AF, F4 &—woﬂoﬂﬁ AT G 5 A ALY J7MTeE ®VISoF o= S
APeE FARARE A&k gt (21 CFR 101.9(10)(v)).

A7rgo] vlaaz Zdwoly Wrgof gk A, EF AFY Hrid gl #Hste], =

AdF oz EAets T Ao, Hlset d50] Basith. IEe ARA:
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p_A

B2 Zolut W o) AlEo] WhE oS AWl 1% BE Hebd dlojeet Hx
7122 §AISok Bict. ARG BlolElet AR} GAlo] Az AF o] Bstuoiche X%

AlEol HAIH H7139 = dYst=t H SE}MAE ABote Ale 7185 FAI5]oF gtk
E

e da=2 2d 44 él—ﬁ 7HE At 7FL' ol H7iet E’fe9l ¢ (@FddE=
=

1 }Aﬁﬂ* = %E}.

I‘Hiﬂ FoE 8o HES xl 61101: %JE}. HlEAZ ZHolu g o[ Hrhd
B S o HE A 13 ASFT XW%H o] AAS] ATt o]-gof gt H3HA
tlolEet FHE7F o] ZdEofof gt AAR AAaT H|EAZ ARoly R o]
A7139 ZAE uigis ZAo&, 101.9(g)6)0l wet $4A1%7] =
FHAQl HAE Holre Fo2A HAXRD 9 £ 5 e AT AL 9H|
ol HE ARY 13 AFF 3 37139 80 425 24T 5 gl ol
T3 AEE EEcle=t AR dAe] oie AYe

101.9(g)(10)@)(A)~(C))

NI

VI.B. }{td ZHS0| 7|20 2 QIA™E|=X]?

g S0 7152 HlolEHo| A9l B4, Hig}t vl golut W, Alx T 715 52 AT
4 9t} (21 CFR 101.9(g)(10)). 21 CFR part 119 W} 7] 7|12, Y& (o], BEARE, A,
AMEE AHR) BE= AR 712 Sog BE 4 9tk (21 CFR 101.9(9)(11). 718 84L&
g FFHE BAFS A5 Aol FDAC] AET 4= = 7159 FHY 7ol dish
FAHE 5188t 35 AE I7he BT 8 (part 2002 HIEE B HE AAA /A
AEL 5 vdS Eﬁ}—t— 23 HIStEE, FDAY 7152 AFoh7| Hof 123t AR
81 F

VI.C. YOIt 28 J|ES SKISHEA]?

% ZHinterstate) 72 Al22 93] AlFo] A wi$E olF 24t 715E & 10}040F 3hH,
FDAS] 34 HE & A <Ml 8740] e B 715 ARU(E= The A4 )2 FDACY
Algstefor gttt (21 CFR 101.9(g)(11). 7152 A8 F5 2RIal| %’4611, A7 Aol
HyEo] QA ek, 7 AlRAIES] AAF Al FDAZE gl os HId 5= glofof ot
(81 FR 33742 at 33963). °] 7157 842 = 9 39 7|Yof= FLsitt
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VI. SLEE X7t A HBERA=XI?
VILA, B2 AMZ2 O{EH HFEIA=XI?

2F AT Thget WS AR EF AldhE S18skal QIAIEE, Z]Eo] vt Al (A
g3 4kcal, B84 Ao]HRE AT F ©r3= gF 4keal, AW gF 9kcal)E ARSI
"ol Wslr) 9tk 7]&o] 21 CFR 101.9(c)(1)G)(C)oll whet HASH epolE oF2 il &
epobEo]| ol 4kcal/g YHHAITE ARESEY] Al E F=dH, T RS H AolAdF
gojo] FototA| b= daoHy sl E=/bA] EHG-84d, B84 dasH ©3lE)stit
FHF 1AolA 84 dAasH] ©SE2 g 2kcald] YHHAISE Altol ARESHaL, B84
by BpdlE(gd Okeal)S i Al4toll ZoohA] h=t}. 84 dadhd g9
AT A= AA ks 99 ALY b Hofd 4 Aok (81 FR 33742 at 33867).
O gt Ales & 9329 g Al Al AREE & Qlth

o O|AYUE - 2.0kcal/g

* ZEE - 2.0kcal/g

o AAYE - 2.4kcal/g

o WEE - 2.1kcal/g

o AZHE - 2.6kcal/g

o 4%t AR 7FpeESiE - 3.0kcal/g
* THYE - 1.6kcal/g

o fFYAYE - Okcal/g (21 CR 101.9(c)(1)G)(F)
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VI.B. 1¢g FALE

oo

7IZXI(DRV)= O{EH| HSIE|A=X]?

A, ZSAY, FHAHE, YEF
71&A(DRV)E U (21 CFR 101.9(0)9) &2).

3w,

1 FLIE 712 (DRV)
s | EmEel | . L oo | RON-ME 12242) | 1-3M ojmo | T TR

4K 04 of210| s
x| g 78 30 39? 78
HIR|Y g 20 shgels 107 20
2 AHZ mg 300 aHgels 300 300
LES mg 2,300 atgels 1,500 2,300
£ B432 g 275 95 1507 275
AlojNR g 28 S 147 28'
Chetl g 50’ shgels 13?2 shgels
=M g 50’ el 257 50
L gQist 44 ol

2 1-34] ojglele] &

FDALE A% 1271971K)9] §oto] Aepda7122 45 ket obee ojwl o)
G ESAN, CHERESTA, o

g ol

, Ga7Iv 7] 9] &

F571221 1,000kcalE 7|0 =

YEZSAPAY, &84 Ao+,

dF=0] it 19 P& 7ISADRV)IE 2sHA] &3ttt
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4‘;}-.—]7]%0 2,000kcalE 7|02 g
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jﬂ bﬂ

a4
_‘.I

A

19 A3 (RDIs)C.2A]

gotell Hiet 1
9 FPEE T QA+

Syt 4|

o]
=

Z]of| gt v (%DVs) EAO] AMRH Y=

FAE= 19 7IEA]0] tigh Bl&(%DVs)el

g 1Y ¥ ag E50=2, 1Y 7IEA ) gist
R 101.9(c)®)(iv)). A5 127H&7HA] Fof, 1~3A4] of=lo],
S FUAE digt 19 AFFFarego]
vleldl C, H[EH K,
}“1 HPO]RFA THEHAL o, 20T my<s

A7 E A HEH

H]elY] B12, BIEM B6, AL =8, RSP,

ofel, A, 72,

& (21 CFR 101.9)®)()~(iv)). FDA= A% 127147149

o

2 20

PSS

of dis] Tuid 1Y JFHE 7IEX(DRV)E
Z¥zy 11g3 71g

}\4 ] 3]_11 o_]_—o]— 9_ ]4‘

stch (@2 22). 4% 7714 olsl
Aol dhat v Aok etk webd 4% 74 ojstel gokg
Werel 19 7180l i vlgS Wgal Pt 61

FR 33742 at 33917).

#2. 19 AFRF (RDIs)

gy | FmE | 0 S0 b | RO 1718) | 1-3M ofzi0l | el 4571 of
HIEFZI D micro g 20 10 15 15
Zb mg 1,300 260 700 1,300
=i mg 18 11 7 27
U8 mg 4,700 700 3,000 5,100
HIEZ! A ones 900 500 300 1,300
HIEHZI C mg 90 50 15 120
HIEIZI E mg® 15 5 6 19
HIEFZI K micro g 120 2.5 30 90
E|O}ZI mg 1.2 0.3 0.5 1.4
c|E2EctE mg 1.3 0.4 0.5 1.6
LtOJORA mg NE* 16 4 6 18
HIEZ! B6 mg 1.7 0.3 0.5 2
5) FDAL ©fg Q4est 27140 ofet 19 B4 0% (RDIs)S SASKIck 24, 7o), 94, aec, &, oy
%, 2eudl, Lojobl, ol 2jumelul, Aol Eloful, ulefnl A, uEfTl B6, B]El B12, vlEfRl C, w|ERl D,
HIE}”] E, ofd (81 FR 33742 at 3389 ~33901). 59 FLd= Fr1A0 gist 194 AT nZo] AT
(Als)oll 7]9tsl] QOlolEE it v]e®, Fi, 2, I&, Y1t WERIM, ZE, HERY K (81 FR 33742 at

33926).




g | FmE | S0 b | RO 1718)7 | 1-3 ofz0l | el 4571 of
AL DFEs 400 80 150 600
HI|EIZI B12 micro g 2.4 0.5 0.9 2.8
H|QEI micro g 30 6 8 35
MHEEAL mg 5 18 2 7
ol mg 1,250 275 460 1,250
Qe micro g 150 130 90 290
OF2ul& mg 420 75 80 400
oA mg 11 3 3 13
AYs micro g 55 20 20 70
-] mg 0.9 0.2 0.3 1.3
a7t mg 23 0.6 1.2 26
s micro g 35 55 11 45
==l micro g 45 3 17 50
=Py mg 2,300 570 1,500 2.300
ER mg 550 150 200 550
CHe 9 REESS 11 YU 717HIEH2I E

' 1Y AHFIES A 1209714 RobE g Ao|xFd wE

2 RAE = Retinol activity equivalents (F|€l& &4 3); 1 ulo]Z&g RAE = 1 vlo]d2g H e,
2 mpo|AEg 7t WEFIREH, 12 vlo]a &g Alo] HIEZIEH, 24 nfo]d2g Ao] duprlEd, Ee
24 mo]A=2g Ao] HIEt T HELH

3 lmg YHEINE FAED) = Img 9 EFHE = Img RRR-YVEITE = 2mg BE
rac-¥TLEFHE

* NE = yo|ob4l G2, Img NE = 1

> AN “Folate™@} “Folic Acid")S gyt 4] ake
DFE tlo]A=g 0 & HA|E|ojof s (YNt AF E= FYEIAL STV FF #Y), F4to
DFE ulo|A2go]| W 1Y 7|&A]of tigh Hle= FAISto{of gt AR URHA|EoA 1Y 71EX]9
izt a2 #8E 5 Stk Jate] F7HE P
upo]A &g 0 & HA[EO]of it

® DFE = Dietary Folate Equivalents (4]0] ¥4t ©2h); 1 DFE = At 08 &5} | ulo|a=Rg
A4t = 0.6 lolaRg PA}

7 7417} 4A] ol4 ofdo], dAZIY 77l o] FFAF7IER! 2,000kecalE 7IELE T

)
i
jiA)
(2
2,
i)
ot
M
-
N
o)
o [
oM,
o
I8
e,
flo
;
2
=
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VILC.1. Ot Z-ERTL HBER=XI?

A G2 ARG B A, BIEH D, HEH E, 94 Yolotile] SAHEAE HIE R 9
SHHRI(AE] A= vio|=&2g RAE, B D= Hio|A2g, B E= dWMEFHE mg)=
ARESHES Q75T HIER AL BIEM De AlE 5% Alo|HEA|9] FUZHA
mfo]3&gO & HIEH Ex= mgl & HA|E ZA°ltt (21 CFR 101.9(c)®)(iv). HIEH Do} =
I meg T FAQE HEC] [UEAG)EE HAID 4= Ut B[EH] DE A=
= A5, Olola2g A Holl FEE HAJSoF gttt (21 CFR 101.9(c)(8)(iv)). HIEHI
= ToEY 8% JPAERCIERE F8EH= AoE, IyostopHn (A HA
o5} 3] Institute of Medicine, IOM)7} BIEFYl DE IAH 2 ARE-5IAL Qlo], AH|AEO]
247 A 1A #Eo =32 & 4 A& ZoIth (81 FR 33742 at 33941). HIEH EO] B¢
NEZL 574 D9le AAZ o= EA5H= A M HIEHI E Ale]o] &/ Zjo|E 1123t Aotk
(81 FR 33742 at 33913).

F4te] HAl= ARE AFY FYEFAl RF A=A WHAEHIS it AE Ee
YFESAl BAFS] Fol H71=H, “Fatolzhz BAol A4HHA A M folate, folic acid,
= ZTTsh= AFO ARGHoloF Tt} 4R Ao] Y4 FRHDEFE) HioldEgo=
HAFoF sttt “folic acid' U ‘folacin’2 © o4 ‘folate’d] BYol=2 AFEE 4 Qitt. 34
folic acid7} Aol YFESAE F7H=JAAY AlEol #71H B |90, folic acid
‘folacin'e= ‘folate’ QAo TS glo] HA|S & 9loH, ‘folate’ HIZ o] To =
F7FAE QHET o] 3%, ‘folic acid'= ‘folate’ HA] HIE thZo] 2D Qb SF2
FA| = ofof it

UolotAle] SR ‘mgold ‘mg NEZ ¥AHE, 074 NE= Uolohl geke
ofmghe} (21 CER 101.9(0)B)iv). 1Lt A% 2 Ao]25A|o] JUHREA G| toloral
st A 4= ik Uolobl FeF BALAIE W YRR 9 Uzdolulols 5 4oj
5o 4215l 43 Feo] volohil B ohje}, Aol Ueloplos Hetels ERERS

Z3olo] AFESIEE QoEHT o]E yolofil HEAE XTSI U2 AlEo FUSH
g5t Yolopilyl EHEWS ZH7F EAoto] AR E AT 4 Utk yolopilwt
EYET tist AOAC W' (81 FR 33742 at 33915).
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VI.C.2. HIE}IML S2I71E BAI7E 2K, XEEQUKX] OfEAH & & UA=X[?

35 7o) 583 BN 271 HAl= 9RFE, offlo] fHlo|EH A HEI D, Z=,
4, ZFolt}. SAHE U= ofoF 5k, 44| o4 ojdolet 40 H Al AT 1271974
ok, 1-3A4] ojflo], 4l 2 771 o4& fItt AEolx oF HA[Sto{oF gttt (21 CFR
101.9(c)(8)(ii)).

X 20| EAE OE g JEFFE Ot A& BA7} 5]&HT Iy o|#3 JYAdEo]
AlEolu JEEFA O] A7 AAY A& FH 47 EAE HF oF EAZE 879
(21 CFR 101.9(c)(8)(ii)).

VIL.C.3. HIEJRIOIL 7[R0 et Ot FEIt EA|ZI0{0F Skh=X|?

I3 B0 293 velulzt 2712 (d[eH D, 2, H, 282 1 HEZEHI 19 71EA]9
o3t HlE-& B5 #AJstoloF gtk (21 CFR 101.9()(13) FAOl Aled A <jol). 12 oj2igt

JoFyEE0] 19 Ayl 2% njuto g ZA st AL 1 okt H[LL AT "dQvt
gtk 022 ﬂi/\]'é}ﬂl% 21 (Be HE 712)E AMSste] & ofjol] o] YRS 14
712719] 2% vRko B I el BRE BAS & Stk E o2 $oze (21 CFR

g2 AQ)) vlERY D, Z, 3, ZEol 19 AFFIF] 2% vtz
g5 I ofgjo] “(EAIHA &2 vlEtTlY F7149]) fadt 3g9o]
o ¥Wr HASHA] otk =t (21 CFR 101.9(c)(8)(iii)).

101.9(DNA A3t i
T4

25 Ao o

ohth ek 2771 9

I 2 Sl= o FAEC] AE0 FY EF FHOE IAVIEHIAY AlEol B 77t
U= AS (WebA oF BAPZE GUEE A9, 53 1Y 71X 00 tieh Bl&of s b=

%= o 193] AT B S 1Y 7IEX00 Hiet Bl&E #AISto{of gttt (21 CFR
101.9(0)®)(ii). AEAom HAEE IFa(FAt A9)= 19 HFR-ALZA At vle=
FA|Slojof 1, AFEF o8 EEo g FAIS 4= Ut (81 FR 33742 at 33947-48). ¥4t
F2 AAY EA|=oJoF gt (21 CFR 101.9(0)®)(i1). BAle] Axste 4lFo] ojd QI+
Jas tiide=m steAof et 283 19 HFRrEE AREstojoF gtk (21 CFR

01.9(c)(8)(0)).

447 of 02 BIISHA BL 4 Pt Ao Ho1E £A7E AL ke mEol
SRS L A9 FhE §EEAE O ALY 5 Ak (12 So] okle] 19 HFTITES
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mgeIE, 1 F= 1/10 m
EHog JYHES TEET
Hletl 27149 19 AR
YA (Elorvl, FEE=HI, HlE]
2% nlRko g ZIIE QA HA[FO| 7P TR mgo]ur D}O]ﬂigL 3% W\é—.—;}iﬂ] Al

g & Aot 1™ ARl AxdA= 18] Aledd 7H 7R 1/100 mgelyw
Azgor HAY 4 %th EAoh= ¥/ ol Hish olFA ?‘iﬂ’ﬂgi A]

ThaL sfiA, AAl Ao s YF7Hset o] ¥ wrhe ul= oyt W Hol
et ‘_H]X—i?l 7‘39— AF 3 Ao|HFA9] FUARHA YA, A1, HlE 9 £

FEd 3)" ARIA A R0l 8= o] U

9]
N
i)
°

El
=
[\)
Y
o

o
5
©

ﬁ

O
’E
oy
j;
l-:‘_‘
ofd
It

=
S
ofr
n

Ol
o
=]
Z
fu)
r&l
N
%
&
uN'
4

VI.D. QLESH ZAE fl2t LER QA2 OEA CHEX?

BHESA FEE] W& G4 FF/I2RA wt HAISHE . ot & Atolof] ojxds]
Aol o] AR FFESA JRHAM FFH 18] ATF JEe JFILRA =
2245 AN FEHAA HASH] Eth 127097H] fobs gt Algo] Tl 19
AFRIF vE AT YFERA e 518 W, JTESA ARROIAE AAE ook
gttt (21 CFR 101.36(b)(2)(i1).

3 YFESA JEIONA HERIT F7149] A7 MEAFTE BlE A, Bl C, HIE]
D, Bt E, H[Epl K, Elopdl, ZH-E24], yolokil, HlEHl Bo, H4H(folate, folic acid),
HlERY] B12, B|QEl, TERLL 2, 24, A, l, 30T niavs, ofd, Adlw, T, 97,
A%, EYEY, d4, UEE, 4§, E4 (21 CFR 101.36(b)(2)(B)).

VILE. EA| 518Xt XEHdo| Haprt UA=X[?

#2502 U5 FPHEL F AY TFOE etk 18 12 G PR SHOR A

ARG GPPRQL CER 10L9@G)0PIT, 1§ 2& AAzos ZAsH:, Wys
JpEolch2l CER 10L.9@GB)0). T4 5 9ol 2% A%el 18 13} 27 24t
A9, FFHEOAAL 9% B $FS 1F 1 240N P,

AHE 74N 21 CIR 101.9Q@), ()14 33 EA] 580371 MA=A ghgrort, ol
T4l 584 L 84 Hol4(21 CFR 101.9@)4), 7121 CFR 101.9(@)G)d! %3
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gt w2bA 21 CFR 101.9(g)(4)Z olA] HlER], #2714, did F ©<3kE, 4]ol4
84 Ao, B4 Aolde, thE Tt GAEZIA|Ate] HAH &4, 1) A
o] EAFET AV (OF 1 GY/8E9] gl w2 Hjgtyl, 7714, o, Aol
of sigsty ZE2 AHAH), 2) AA Tagol EARFS 4 80%) 0|24 EIttd (&
2 YEAAES] ool we vlet], 7|, Tl F eslE, the Ee BAE XS HAL
Alo]dfol| sfgotn, ZE thE eslEo] AAE) AF- 2ok SPEEH Y] 403(a)° whet
A5 AT 719 4= Qltk 21 CFR101.9@)(5)o14 ¥, &, J71d A1E & g79
FLst F9o] H7HERl A9), F AW, ZAY, ERAAY, FHAHE, YEFC| BAH
Aol A, AA| ShaEFo] BAIRFS] 20%01F 2ok A9 A% 9okE-sPEEH ] 403(a)0l
w2 BAEQCHL 7 4= Qltk 843 Ao, B84 Ao, B YTl BAIFS
ZIIFAY, H71go] BAFET BE3E 49 A AR HeolA] 82 4= k.

;lo

A
o

_

M do x4

VILF. 3H 338 2M SIsiXI32|(AOAC International)e] 34! 2AHO| Ot JHHIHO|

ABE|0{OF SF=X]?

FF oA IA 574 24 SHAIES(AOAC International)®] 54 £4¥ 192} 7§
(2012)°] FuEF o=z ZFEct (21 CFR 101.9()(1)3)).

A

J93904 5= FULERY NERNTE #E FAlo] ofeA HZ=A HoEth (21 CFR
< 29| Aol AREEA] 92 & Sltk R HA[SH= Zlo] 8%
A Sl digt FFES °olF Z™(dual-column) FEAISH=
Aol QFEAY AL BAG AE, SEshE A4S ARESE AE, 9 HAl(aggregate
display)7} AM&E A& 2] F7]|7F &2 AE. o] P4 F7 HA| o]Qof WPt glom,
ofgol A HArd Holtt.
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Figure 3: Standard Vertical with Mandatory Nutrients

1. Heading set to
full width, unless
impractical

__—Nutrition Facts

8 servings per container
Serving size 2/3 cup (55¢)

1. 452 7t58 I
712 {Hof 3HE Amount per serving
- Calories 230
o " ~ % Daily Value*
3. Type — of Total Fat g 10%
word “Calories” Saturated Fat 1g 5%
s Trans Fat Og
T small‘er Cholesterol Omg 0%
than 16 point Sodium 160mg 7%
Total Carbohydrate 37g 13%
Dietary Fiber 4g 14%
«Gigf» CFo{ 0
?;"X}Eﬂc;| i o] Total Sugars 12g
= =1
o Includes 10g Added Sugars 20%
16Z QI ERL} ZOfAN =
OFEl Protein 3g
[y |
Vitamin D 2mcg 10%
Calcium 260mg 20%
Iron 8mg 45%
Potassium 240mg 6%

Figure 4: Standard vertical, Side-by-side

* The % Daily Value (DV) telis you how much a nutrient in
a senving of food contrbutss 1o a daily dist. 2.000 calories
a day i3 usad for general nutrition advics.

Nutrition Facts

8 servings per container

Serving size

Amount per serving

Calories

Total Fat 8g

Saturated Fat 1g

Trans Fat Og

Cholesterol Omg

Sodium 160mg

Total Carbohydrate 37g

Dietary Fiber 4g

Total Sugars 12g

Includes 10g Added Sugars

Protein 3g

Vit D 2meg 10%

\

2.Thin hairline beneath
heading

2. 58 2ol 7= &

4. Mandatory
vitamins and
minerals listed
vertically

1. “Serving size”
numerical value is right

2/3 cup (559) “q S -1 21 = % %
1. 12 HS S pil= justified
REZUS 2
% Dally Value* 3 c SiZC o
2. Typ f
10% - . =
swe| 2. 2%to| 2xpAIIS numerical value 1s po
22 QI E 0| 4 smaller than 22 point
0%
7%
13%
~ < 2
14% 3, «H7IE EA| 3. “Added Sugars
Declaration
20%
! 4. 9|2 T A| FHA
Calcium 260mg 20% | 1o =y lue 4. Mandatory

Iron 8mg 45%

——
* The % Daily Valus (DV) teils you how much a nutrient in

Potas. 240mg 6% %,, Z0j LI2H|
_/

a serving of food contributes 1o a daily det. 2,000 calories
a day is used for general nutrition advice.

vitamins and
minerals listed
side-by-side
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Figure 5: Standard Vertical, Mandatory and Voluntary Nuftrients

m-aw

Nutrition Facts
17 sewings per container
Serving size 3/4 cup (28g)

I

Amoumt per serving
Calories 140

% Dally Value*

Total Fat 15g 2%

Satwated Fat 0g 0%
Trans Fat 0g

Polyunsaturated Fat 0.59
Monounsaturaied Fat 0.5g

Cholesterol Omg 0%

Sodium 160mg 7%

Fluoride Omg

Total Carbohydrate 229 8%

Dietary Fber 2g 7%
Soluble Fiber <1g
Insoluble Fiber 1g

Total Sugars Sg
Includen 8g Addad Sugara 16%

Protein 9g 18%

Vitamin D 2mcg (80 1U) 10%

Calcium 130mg 100

Iron 4.5mg 253

Potassium 110mg 2%

Vitamin A 90mcg 1%

Vitamin C 9mg 10%

Thiamin 0.3mg 25%

Riboflavin 0.3 25% F— =

Niacin 4mg = 25% 1. @ Het HEE

Vitamin B, 0.4mg 25% _.EA| 'éél- _Jl\_ 91 %

Folate 200mcg DFE 509

(120mcg folic acid)

Vitamin B,, 0.6mcg 25% . .

e —~n 1. Caloric

Magnesium 25mg 6% conversion

Zinc 3mg 25% ) .

Choline 60mg 0% information may be
oo o o e ey e / declared
@ day s used Br gensral NUEINoN acvice.

Calories per gram-

Fat9 - Carbohydrate4 - Protein4

101.9(d)(2). &= B4 H30] JIHFHE HAlot= Fol= 712 YH|o| B3 &
47t gtk & 4], F3 HAl(aggregate display), 13] A5G A& AA| Sl ot
VLS 22 #A(dual-column)gt 39, 22 719 242 91t & F4], 22 2719

23S 93t & ¥4 (21 CFR 101.9(d)(2)).

TR AlE HIZ ofFd] 7he 7IRES YA, F I AlTE BAIE FETT (OFH
=25 2AFH EAE Al (21 CFR 101.9(d)M)V)).
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‘e olghe dol dF SAE Bk 24 2717 ARl QLHER BE AEFAONA,
0% FAIStojof 3111, HE SAE AFEStojof gttt (21 CFR
(d)(l)(m)) g 13}—‘5 ol 16XERIE o]iojojof s, #2 SAt= ZFFStojof

9}1:} (21 CFR 101.9(d)(1)(ii)). 18 3~5 F=.

VILA.3. BEE MZEMUM 12] HIZE EA= OfEH HBEIRA=XI?

‘3] ATEL YUAEE A= vFZ TRl FAJSHY A7) 10 EQIE o]Afo]ofof
st (21 CFR 101.9(d)(3)()).

S 9 ATE okl 18] ASTBAE AR (18] AFH 2 10 EZJUE oL,
& SAE FEA EARIY (21 CFR 101.9(d)R)1). “13] ASF" &7+ ods] 4%
SEERE] vlgf, AHbAE AR 18] AT sAke oAl LEXR SEolH (YFESA

e 311‘%}“1322 (21 CFR 101.9(d)3)(i). “13] A5F" EA7F @FH 33l 94| b=
A2712 23] AAgE 5 o

oM,
o
o0
b
O,
_l

rlo
i

B4 AAFIY 13 ABF 34 AeolEd] B 1 ARE 27E /Y EvtolE
“AF HA: T o] FHATT oA & U 18] AFH 18] AT AF AR FFol

FAAEE 47 EA(dual-column); B4 AFFIZF] 44

ot 3 9, 97, A4k e 19
A3 AAAS A Ttz 7143 AY @REE ) “AF EA: @ o] 4AATT
AAW % Y& 18] AFF, B4 HABTF, 13) AFF B ol4r, dual-column EA%

A
e ARHEToleks 2% A4 (e 10)

=)

VILA.4, EF MZFA0IM HIERI} 271H EA= O{EH HEE U=

HIEMIY 271 (UEE A9) dYFEE AL TJojA tE JPPE JHel 1EHT (21
CFR 101.9(d)@®)). M=2 (I¥ 33 5) B 7I2E (O™ 4) BAT 5 Ut
7122 Aok A%, HIEH DIt a2 7Y A ol BAEY, it ZEO]
FAIET (21 CFR 101.9(d)®). Y¥4= BEE= 2AT7] 8 ofidolofoF gt} (21 CFR
101.9(d)(1)(iii)).

- 217 -



VILA.S. EE MIZSAM0NM EoX[doz Qlgt HF2 OC(of] EAlZ + UA=XI?

‘AFOZ Qg I ¢ oA} HAIT 4= QIA|TH “ESIXHro 2 QIgt FTF' L of [3] AT
4 ATk (21 CFR 101.9(c)(1)(1). AA E3F EA] ofo] o275t HAIT 4= lom,
22437]= 8 ZQIE olitolojok it} (21 CFR 101.9(d)(5)).

VILA.6. EZ MZHAOM “H71d"2 ofCiol, 0{EA EAlSk=XI?

2 g9 HrigS TRV = Bt F7H S HAISkH] AREEojof sk (R U= FY
Z42 A9, YFIERY “F FF HIE offfjo] EojxT|sto] HAJstojof gt} (21 CFR
101.9(c)(6)(ii1). A7}at Zo] kS S22 ¢ YR HASI} (21 CFR 101.9(0)(6)(i). 21
CFR 1019 3 BojA|, “H7Fd7o] “F FF'9 o9 ¥fehs AL Aok & 37%
71 Aol ©E9] Zo] 848 & HAREAL Yt} floflA AFS = dhy-E 4 IF
gk 19 H71g 712X DORV)7F AR =A, 19 720l tigt v]& GA] FA|=|ojof girt
(21 CFR 101.9(dii). 712 JFYESA HEHIE FAFooF gt (21 CFR
101.36(b)(2)(1)).

W e VY Ve 1g B2 BASlelor Sul, th39l F9E Aslak
© 130 ABY F Wl 1g olshel B9 “Ig olet TPEUE B “Ig olaF B}
g8 % Urt

o 13 AFHF T A7FFo] 0.5g olstd A5, 7 F2 022 BAT 4= Qi
21 CFR 101.9(c)(6)(iii) 2.

193] A5 & A71go] 1g olstelx, Amay A%, § ¢3= ol digt ol #7]%= Ql=
35 A7Fe 2 EAE AUt flvh A7Hgo] BAIHA] Loithd, FUEEER of9
“Fougt "7hg FHo] o B &5 FAIsfoF gtk (101.9901A4 AARE 739 A1<)
(21 CFR 101.9(c)(6)(iii)).

VILA.7. 1€ 7IZX|0fl Chet HIE" ZF= OfEA HAIU=XI?

o gast A oA FF 5004 1Y 7]EX] 9 tist v]&” A(column)ol Tt Z+E
HASIH HAE Z5E oA AA AFE Y5t YRR FAoA 1Y 7IEA o] digt
H|go] YA} AALOA 13] AlTY FPAEC] duit S0] =R geiFnt. LAl gk
PAFOZE 19 2,000kcal7b AREHTY 2R 745kl St} (21 CFR 101.9(d)9). HL IS
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P AEolt B4 P4 1A AE] A9 (KT EA, BF 128974 fo, 1-34
ofzlo], AL W ABOI A9 i T BFe] A, o) AL the WA 19 2,000

= ], o
E+= 2,500kcal AAF £ XJ%°1 it & A, ZAY, SHLHE, UEE, § g0,

Holdf 18 JUHE 7] g o) o] %] mtelA| eieth (81

HN
N
]
=
>
i
ne,
X,
ok

1

FR 33742 at 33950).

A% BA0 Do A", ool A L7, IS FAY AR HL 59| §oIF ALY

ASE 457k AAY 4 ek Tt o=y A% 459 IRE (19
thet Hlo] L AXjolA 13] AR GYiEe] Qrht B0 gleA deih)e
= s

AR 2= 9tk (21 CFR 101.9(d)(9)).
VILA.8. MZ 127HENX| |0 E= 1-3M| 0{2I0|22F EA|E|7L} HijEl= AlZ9|
IAAFRR2 YA HAE[0{OF SHLI7f?

o THE AR 12191 fobg AHE 0 R 134 1S AHH )
85 JPHLES Holznt. o] Ato] Sgss I, N 25, xaww

ZY2HE, HEE, F ©=okE, 2oldq, & 9F, 247}3* thilal wjeldl D, Z<s, E,
258 g4 FAS o 3tk (21 CFR 101.9G)(5)(). & A4 & ism , THEx 9} 1%,

SUEEARY2 AgA e EAE 4 3l (21 CFR 101 9(C))

3% 1271€971A] Rotg AE(FRore RAER ALolle F ALt ZE gt 1Y 7]E%
Hl& HA7} 9EEA] 835t (21 CFR 101.9(d)(7), (i)(S)).  ZoAY), Y AHE, YEE,
o, 7Kgl gt 1Y 71X vl& BA| 9F+= oA Yt EI HE UE
Aol e EHAA T F Gl EH°¥ 19 JFe& 71%_‘—‘1% AA=o] QA ¢
(21 CFR 101.9G)5)(i)(4)). EAAAGT F Tl tiet 19 7|&A =& 3 Z5=
FEAJSHA] grotof gt (21 CFR 101.9(j)(5)(iii)(A)).

A}

1>

FRore RAERE ALY 1-34] ofdol& AE9 AL, 19 7|&Ao] gt vl 7=
e thaat ool gtk “1Y 71&A]0) tigh Hlgo] YA AAlollA 13] Al YF/3EC]
doht Eo] QA FEEn gubEel 9% BFHeE 1Y 1,000kcal’t AHEEH (21 CFR
101.9(d)(9)). Z59] SA371%= 6 oJAFolofof gttt (21 CFR 101.9(d)(1)(ii)).
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Figure 6: Infants through 12 Months of Age (21 CFR 101.9(j)(5)(ii)(B))

Nutrition Facts
4 servings per container N
Sorving size 1 pack (70g) 1. No % Daily Valueis | 1- l"a‘ 7|EX o E!?.*
e 1" AlS o.
— declared for: sarurated | HIE EA[SHA] B3:
Calories 25 fat, trans fat, cholesterol, | Z2HX|E, EHA X[,
& i =
rraeem sodium, dietary fiber, | ZEIXE] %;t HEE,
Total Fat 0 0% total sugars, or added Yolds § 25
Saturated Fat Og sugars g 7|-%|‘
Trans Fal Og
Cholesterol Omg
Sodium 75mg
Total Carbohydrato 5g 5%
Duetary Fiber 19
Total Sugars 39 ul,! okx ok 7R
AR o 2. Note the absence E:l o PRI 2%
Protein (g 0% HATT
P of a footnote at the
Vitamin D Omeg 0%
Calcium 10mg 4% bottom
Iron 1mg 10%
Potassum 230mg 35%
Figure 7: Children 1 through 3 Years (21 CFR 101.9(j)(5)(ii)(B))
Nutrition Facts
1 serving per container _
Serving size 1 container (85g) 1. % Daily Value 1. 21 CFR 101.9(c)(9)
e . =~
o s declared for the required |OfA] Hot YA E
Calories 70 nutrients per 21 CFR |1 7| &%) 0f st
5 ally Vae' 101.9(c)(9) H|E EA|ofiof &
Total Fat 159 4%
Saturated Fat 050 5%
Trans Fal Og
Chelestorol 10mg 3%
Sodium 24mg 16%
Total Carbohydrate 11g %
Dietary Fber 19 7%
Total Sugais 1g
s i M 2. The footnote replaces 2,000 calories | 2, ZtE0jA] 1,000Z 22| 2
Protein 3 23% 4 A
with 1,000 calories CHA
Viamin D Omeg 0%
Calcium 40mg 6% And
I1on 0.6mg 6%
Potaesium 0mg 0% . -
e 3. Type size for footn_ote nosmaller | 3, 2X}37| 6ZE0IE
T than  poia o4
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VILB. E HAIS OfF| AMRE £ QUE=X|?

JPYEES] W oA JREA AR TEIA EFTUT AZF0| FRAA 4L
it X

2 Rl
E g4 AT 5 Sl (21 CFR 101.9(d)11)GiD). °l= &3] 2obA ARgshe ® F4T

Figure 8: Tabular Display

1 Amount sar “ Daily Valus®  Amoust/serving o Dby Valus®
Nutrition — ——
Total Fat 153 2% Total Carbohydrate 353 13%  (DV) ko you how
Facts Saluraled Fal 0 50 3% Dietary Fiber 20 T% :?;::1
10 Senvings per container Trans Fa10.5g Total Sugars 19 oy ot 2000
Serving slze Cholesterol Omg 0% Includes 19 Added Sugars 2% cuor s diys
2 slices (564) Sodium 230mg 12% Proteln 43 A T
Calories n D Omey 0 = Calcium BOmg 6% + Won 1mg 6% + Polassium 470mg 10%
per serving 1 70 ™ 1rrn1 J Aiboflavin B% + N ajcn 10% v v
¥ Batiion Pt e 2, 2. Quantitative amounts of Thiamin,
s ek irvten e crles it Riboflavin, and Niacin are not declared.
o thes ikt as only % DV 1s required if voluntanly
declared
o Hgrlke
1. “BLHEE"E FFE L] i oo
x 1Al TAISEE] Qe 2. E|ojal, 2| 2 Fa2}4l, LIo|ofAl2
== H o Le O

1€ 7|EX HIEW XEH2E B
MSHH, 1 ¥2 BAISHA] 25

VILB. 1. X AN EF EAPPH EF M=z ZAIHTL OIEA OEX]?

E FAolAE "EF70lzke dol7t & A= #A] (21 CFR 101.9(d)M)(ii)elA &738k=
0 ZRIE ol f9] SA=7]= #7|HofoF gt} ol tigt 10 ZRIE
A7) 822 A2 XA AlE] Higt & 4 FA (A VILC. )9t £ P4 o|F 2
HA] (A4 VILD. &%) (21 CFR 101.9(d)(1)Gii)oll= -8},

o
e
Lo,
(m
N
o
[

M
P~

VILB. 2. 12| MEE MZ W 12] MEF + FAPF LEHQ M= FAIHFHLL 02
CHEX]?

‘T I ATE HAE HEE AR BA WA SUSHA JAIE]o]of gtk tigt, “13] AlF
A= "E 3] AFE" vI= ool Aok, 9 ERIE o SAAV|Z FA HAISHoF g E}
(21 CFR 101.9(d)3)0). o] FA2 22 24 AFo| tigh & F4] FA| (BA VILC. ZF=2)2
#* J4] olF Z¥ #A (A VILD. ¥X) (21 CFR 101.9(d)B3)D)el= -8,
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VILC. MIZQ| ZX & HAIF £ U= HHO| 40 in® 0[5 AL, 0] 2TFAES 0
Eoll0F ok=XI?

QA 140 in® oJslQl ®A A1E0] JPEEE S F4] ARgo] F8FYch A
HHH0] 40 in® oJsto|HA HE AR HA(LY 35 IR & B4 #HA (1Y 8)8 18
22 9 A oﬂ She, 2R A A|Zo] i3t I P4 TAE AR8SH= vHHo] 9it} (21 CFR

1.9()13)G)(A). 18 9 =

Hutrit i““ AN Ls ervirg o DV AMDURLserving o DV
|

Facts Total Fat 2g 3% Total Carb. 15g 8%

5 semvings Sat. Fat 1g 5% Fiber Og 0%a

per co niainer Trans Fat 050 Total Sugars 149

sﬁ,-.”mg size Cholesterol 10mg 3% incl. 13g Added Sugars 26%

. cup (28g) Sodium 200mg 9% Protein 3g

Calories

per serving D0  Vitamin D 0% - Calcium 6% - iron 6% - Potassium 10%

E o2 #H2 A (linear) FAIE AMES
Y, VR HAIE & FA0E HA
(21 CFR 101.9G)(13)(i1)(A)). THL, AA] EEFo] 12 in® vl A9, E B4 E= A9
% ARgSH] BATS 4= Qo (21 CER 101.9G)(13)Gi)(A)). 7129 A%

&g B 3715 T 48 2 A HATF 7hsoHeE okt o HE of
HAE o 34 IS FAISHES 25l of A9d AAE, "gY”
SAA717F 7L (A VILC. 1 %bé) 13] A5 9 % 3 AE #®

FASHE IS A VILC. 2 FX). 3t GF'E oA ‘F FF'E HAHIL 21 CFR
101.9(d)O)(), “F FF FEAZF 2FolH (21 CFR 101.9(d)6)(i), EYLE d¥ste 245
“%DV = % Daily Value 19 7I&Xol i3t H]&)' = A& FAA = AArgeltt (A
VILC. 3 X). A% HAOA “YFPZER AR YA FES FE3= Ho] EAstA]

Rt} 19 102 H41l AF B4 NS HolzEc

Zlolct. A EHAo] 40 in” ofoel HF AlE9)
A
un

ek e

J,‘_‘.

{
>,
ok
>
o
o

cﬁ_, o N
Q9 ol
=

10 > 9

>,
ok
1>,
S

Al 1A 2 Qfojo] ARgC &, 21 CFR 101.9(G)(13)(1)(B)oll HAI=o] 3tt. FDA+= oA
A2 2 AF BAS] U2 Z2 o] AR S&Sth MBI Vit'E, AES
“Potas.”Z, “Includes(EZsHo}th’= “Incl.”2 &9Far 4= Qit} o] 3t QFoj= HA| Z7HS T
Aokgk &= QA et} T T ©kE 2FoiQl “Total carb.”®} “Incl.”2 olF Z¥ &
HA VILD. FR)ANAE AME 4 Aok

i

mlo
> _l-lo

ot
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Figure 10: Linear Display for Small and Intermediate-Sized Packages

(101.9(j)(13)(ii)(A)(2))

2. ¥ EA|O|A
1. “Nutrition Facts” header 15 2."Serv. size,” “Sat. fat,” “Cholest.” “Total | FYUE +&7t5%
not set across the entire width carb.” “Fiber,” “IncL.” “Vit." and “Potas™ | QIO A| AL 75
of the label are all acceptable abbreviations for the
linear display

1. "YYYEE" HBL
teus mAz 2\
BN %8

Nutrition Facts Semings: 12, Serv. size: 1 mint (2g),

Amount per senving: Calories 5, Total Fat 0g (0% DV), Sat. Fat 0 (0% DV),

Trans Fat Og, Cholest. Omg (0% DV), Sodium Omg (0% DV), Total Carb. 2g (1% DV),
Fiber Og (0% DV), Total Sugars 29 (Incl. 29 Added Sugars, 4% DV), Protein Og,

Vit. D (0% DV), Calcium (0% DV), iron (0% DV), Potas. (6% DV).

3. The abbreviated footnote “% DV = % i
Daily Value” 1s not shown on this label, | ©

s
as 1t 15 not mandatory (see Section b
VIILD.3)

=]
13 E 9|TAZ0)

ZYL(%DV)S 23
¥

o

VILC.1. H2 EF MES He B A I A HAOIM S EA0| ARSSHOF Sk=
23717

o] AL 14 EIIE ol AT7|E Agalo s, ‘T oleie Hol 10 EIIE o4

,—;_Lx}aﬂ—g— AR&SfjoF gttt (21 CFR 101.9(d)(1)Gii). 138 9¢F 10 &=

Vi.C.2. %t

|t B ¥4 I= M BAOIM 12| HSE ¥ S S BA=

T 9 AleE BAE TIY AR AE HIE vl fAsH #E BAHAT S5t
iR ET &, A2 27 AES AT ® 34 Ee A BAAE 2R 9 ZRIE o=

AMg-8fjoF 3ttt (21 CFR 101.9(d)(3)(1). Ad HEAQ A%, AHA ATF 5= 3" 109
“Servings")7} ‘% _3] ATE HA| tfAl AMEE 4 ot
13 ATH A= T 3 AR B AA ASF ¢ FA HEZ offjo] #2 SXE ARofoF

otH, 2R A AlES AsH E P4 = AY HAA SR 7]= 9 o]4fo]o] Ffe‘lﬁk A=
09} 10 2=,
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VIL.C.3. &2 EZ MZFM "%DV" 27t ZQsHK|?

21 CFR 101.9G)(13)G)A)(D)Z 2)°llA A3t X 4] B A P4l AREe 5= Q= 7}
Z2 AFoIA 19 712l et Bl&x} TA% = :

‘19 71220 Hiet e 2,000kcal Alehs 710 = St = E9-5 HA| st 7| vt
gltt. 19 71&Xol thgt vl&o] Al&ollA A=A ¢

SA37] 6 OFOE “UDV = % Daily Value 19 7|EX]0] tfgt v18)” B4 HAIT 4= Qlch
Iy 99k 10 H=.

VILD. &|F E= X2Xoz 13| HSEY HE T S et SYYRES 22 HAl(dual-

column)ahs HAIS ALSE T EA| BAIO| THet QA2 LA ELSH=AP?

EX ZZotoA EQsiH TE ASoi= 2 =l
2 FR 9003)°l4 FDAE “A1& HA|: B4 3 Holl A 5 = 13 A5
Z HA EJ%} é]‘;ﬂ e 44 4 7HX* 3‘4*&5}' TEQ] 13] Ala=Fa AFAA A

Zy HA9] AREO 1‘0‘P Nz2E 94 E}%l 9}E‘r (; 235 9). 2019.12.31. FA (84 F
HA: B4 5 Hofl 4T 5 A= 13] A5 13] Alud T2 ol4y

+ AES] ARIA AH HSES RIS o] HF AR °lF

=

olF A HAY EA P4 AA} THAsto], HF 42 dF 84S A 13 AT

H(column)o] oJd 7|02 FRE=A] F&olA dYshe=
o). A& 01 g AlEe] AR e QI Jdoll tigt JFE 71EAl
gt ¥ FEE AT 4= 9o, off I 113 2} 22 Aol disfl F7H] o2 FEi 9]
°é qg S0 1/438 &3 7%, 2" 2 719, okl 19 129
o (21 CFR 101.9(e)(3)). 2t Foll g} 1Y 71&X]of| thet H]&o] FA|=|oof 51,
+ 7H4 Fo] AlzMog FEzojof 3tth (21 CFR 101.9(e)(3)). HIEMZ} ujy|o] ot
YFHE= o e G Abar)E ol&s E2fsty, #4EH A= A= wjdsioF gt
(21 CFR 101.9(e)4)). “13] AlFFY & 7= °l5 Z¥E FAA= BR5HA] ¥t (21 CFR
101.9(d)(4). 198 11914 157k4] ZZ (21 CFR 101.9(e)(5), (e)6)(D).

)
;
ig
—‘—4
1
>
|
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ol
g
o
L
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Figure 11: Dual Column Display for 2 different RDI Groups (101.9(e)(5))

- -
Nutrition Facts
12 servings per container (age 4+ years)

16 servings per container (age 1-3 years)
Serving size 1 cup (28g) (age 4+ years)
% cup (21g) (age 1-3 years)
Ao 40 yoars. Age 13 yoars.
Calories 100 80
%oy
Total Fat X 3‘ 15g 4%
Saluraled Fat 059 a%| g %
Trans Fat og og
Payursataatad Fa | 05§ 05
Monownsaturand Fat | 0.59 059
Cholesterol omg 0% (mg 0%
Sodium 120mg 0% 105m) 7%
Total Carb. 20g ™ 15 10%
Dietary Fer 3 1% 2 14%
Solutie Fider 19 )
Total Sugars 19 L]

Incl Added Sugars | 1g 2% 13 %
Protein 3 g 15%
I
Vtamn D 2meg 0% | 16mcg 0%
Caldium 130mg 10% | 100mg  15%
Fon smg 46% | Bmg  00%
Potassum 240my  B% | 180mg  E%
Vtamn A Mo 10% | 7omog 2%
vizmnC amg 0% | 7mg a5
Thiamin 03mg  25%|0.2mg  40%
Riooflavn amg 0% | Omg 0%
Niagin amg 2%|amg  BO%
Viann B, 0.4mg 2% | 03mg  60%
Folate S0% 00%

[Falic acd) (120may) (S0meg)
VEamn B, 05meg  Z5% | 04mog  45%
Phaosphorus 130mg 10% | ¥00mg  20%
Magnesium 35mg B%|Z5m)  30%
Zing 3mg 25%23mg  80%
* Tre % Dty ki (0] ke psa e e o rutvmnt 0 2 o et

wnibseew e sk s !mwmuﬁduahmulw
'!?:-'.a..--nimn-hwwmunb-u. @ e

_-e._..".?-_.rm:uh_..,uu.u. P

sovee fa dvaren § Jymot

Nutrition Facts

1. Serving Size and

\ Servings Per
Container reflect the

different RDI

groups for the
product

2. Abbreviations of

“Total Carb.” and

“Incl.” are allowed
on this label

3. Vitanuns and
nmunerals are
separated from
information on other
nutrients by a bar

4. The appropmnate
“% Daily Value”
footnote for each

population group 1s

included

Serving size

L

“Amount per
serving” declaration
1s not required

12 senvings per container

1/4 cup dry mix (44g)

Por /4 eup Peot baked

oy mix portian

Calories| 170 300

——— I

%oV

Tolal Fal 150 2% | 16g 21%

Sacuratad Far 9 5% | 5g 25%
Tranz Fal 03 0g

Cholostorol 0mg 0% | 60mg 20%

Sodium 300mg  13% |35 mg  16%
1. “= §| I-"-T'—E,'_" Total Carb. % 19%|36a  13%
. O - [= 1w
— = o) Dictary Fiber <lg 2% | <lg 2%
HAl 220 Toal Sumrs | 180 T
ncl Added Sugars | 18g 36% | 18g 306%
Protoin 29 ig
I |
Vitamn D Omeg 0% | Omeg 0%
Calcum 100mg 8% | 100mg 8%
iron 1mg 6% | 1Ima 6%
Potassium 40mg 0% | 40mg 0%

MtTOn acvios

* Ths % Dady Valus (2%) il you hew mech o mubident s serving o
tood cortrietes i & dady cet 2000 cakiren & day i used o gerer)
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Figure 12: Dual Columns, Two Forms of the Same Food (101.9(e)(5))



Figure 13: Dual Column Display, Per Serving and Per Container (101.9(e)(6)(i))

Nutrition Facts
2 servings per container
Serving size 1 cup (255g)
Dar corving Dar o amtalvoe
= 1. Two column
Calories | 220 440 . g
Total Fat 50 6% | 10g 13% why the dual
‘c;:‘::;" . i: L ; i column display 1s
Cholesterol | 15mg 3%|30mg __ 10% being used
Sodium 240mg 109 | 480mg  21%
Total Carb. 350 13%| 7 25%
Diatary Fibar Bg 21% | 12g 43%
Total Sugars 79 lag ZF A cd LG
incl. Added Sugars | 49 8% | 6g 16% 1. — OE EOI 01 I—-I
Prot [ 1 = H )=
om_g_&g— 7|T'—‘9E :I'I'T':Eln_ |
Vitarin D Srea 25, | 10meg  50% M
Caicium 200mg  15% |400mg  30% = o
ron img 6% | 2mg 109
Porassium 470mg 109 | S20mg 207
* The *, Daily Valea (V) tada you how Fuch & narient in & sesvrg of
Hoc costritutes v & daly diet 2 000 calones a day s used for Qerera
urtnr sdvce

Figure 14: Dual Column Display, Per Serving and Per Unit (101.9(e)(6)(i))

Nutrition Facts
12 senvings per container |
Sorving size 1/2 muffin (1449) |
Per 17 mumn Per o mimn |
Calories| 380 760
I |
e DN % DV*- !
Total Fat 16g Fiw |33 aieg |
Saturated Fat o 13% | Bo 30% |
Trans Fat Og Dy |
Cholestercl Smg 17% | 100mg  33% |
Sadium 480mg S |BB0mg 429 |
Total Carb, S6g 20% 1125 41% |
Digtary Fizer 20 T (4] 14%;
Total Sugars g Bdg
Incl. Add=d Sugars | 30g 60% | &g 120% |
Protein 3 By [
I | D | S
Wikdmin O 0.imcg D% | D2rmig s
Calzium A0mg % | Bimg B |
trom Zmg 10% | 4ma 20 |
Potazzium 190mg 4%, | 3B0mg 8o |
————
* Trer e Dy Walue (OW] =il vou Fose much @ netnent in a serang of
fond conrbutenio o daly det. 2000 cakren o dey b used for gamen
i sdvios.
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I9 15 X g4 BA 1°1H ol% ZY AR HolErh foA dFT dE FH AE
ZA37] 10 olAte =, 22L& 22 olAo& mA|Fojof st (21 CFR 101.9(d)(1)(ii).
‘13] A3 BA= 11}371 ol/folojof shit. “F _3| AT HAE HE HA| HEIA]
10 of4folojof gttt (21 CFR 101.9(d)R)®2t (). “13] AlgTe] 4" HasHA ot (21
CFR 101.9(d)(4)).

Figure 15: Tabular Dual Column Display (101.9(e)(6)(ii))

- PoF EoFVIND P Conlamar Pt 5-DrTING Par Contalner
Nutrition o o “ov: wov
Fants Total Fat S0 G g 139 | Total Carb, 5 13 Tig 29%%

Saturated Fat 20 W 49 20 Clegary Fibar 63 2% 129 i 3%
£ SENING3 DET comtaines ———r o [ Total Sugars Ta 149
15&::;“{“23!;:} Chnlln-itnrul 1amg 8% 30mg L] rﬂ.ﬁﬂ:‘eﬂ Sugare 49 8% B 16%%:
- Sodinm 240mg 0% £480mg 219 | Protain Gg 18g
Calories Witaimin O smcg 2w 10mog 80 | Ion 1mg Bt Zmg s
2 20 44 n Calkcium img 1550 400mg 0% | Polassium 470mg 10%  540mg 2%
PaF SSFVIRG | poF sortamar Mhe ol Daily Welua (30 wlls you o ruch e suient in o sovirg of feod ootrbeies o o deily dict 2, 500 coose & day B usad b genasal nutibon advios

VILE. ZI¥EH EA| AR QR MBE £ U=XP?

3, 71, @, HlEWl D, 2, 4, *% (21 CFR 101. 9(f)) }‘H"?‘ TNE7A]

AloJd|, &

ok, 1-3A] ofdo]g AF9] B, th29 67H4] E= 11 o] dFEol v 29H B¢
R #A FAS AR & Stk @9, & AN, UEE, & ¥5dE, Aol & 9
A7hd, @A, vigtel D, Zw, @ E= ZF (21 CFR 101.9(f). “v=(insignificant
amount)” 9] A= HAHEA LSkt

b 2h=

‘19

ol

a3t Fo] oty (o] ErtollA AFE Y8 F vHS ok Yae 47
74L& o Idigo|tt (21 CFR 101.9()4). 7+eFet HA| FAofA]
7120l thgt vl 713 (21 CFR 101.9(d)9))7F BR5HA] gkou, “19 7|0 Higt Hl&”
AEZ %DV ez AT 4= U} o] o ATt S FAAG ol BEME Aot
“% DV = % Daily Value 1¥¢ 7]&A0 tigt H|& olgt= 25 FA|stofof gt} (21 CFR
101.90(5)). 1¥ 71227k A& HEA=o] QUrtd HE 42 QoA 4ok (21 CFR

101.90(5)). 138 162 k=gt A B4 dAlE HojEr

Fll‘

¢
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Figure 16: Simplified Format Label (101.9(f))

Nutrition Facts

64 aervings per container
Serving size 1 thsp (144q)

ot g servineg

Calories 130

Total Fat idg 189%
Saturated Fat 29 10%
Trarrs Fat 29

Folyunsaturated Fat 49
Monounsaturated Fat 69

Sadivm 0mg 09
Total Carbohydrate Og 0%
Protein (g

MOt B EgEUicant BOLETe G Cholsns, demry hoer
iois pogars, added pugars, vitemmn O Gk, e
B pOAAERAST

D4 = “alhaly VEus

VILF. ®IEQ| EXt = HAIE £ U= HMXO0| 12 in? 0[5121 A, HAME TA| OF0A

T =X]?

ool

M} 182 gt #A] 7Rse AF EHZ0] 12 in® o|5}9] 2 2AL BAY FIl, HA|

U deto A JFFR BAY T2 JYFETL AR EE B YRR A HA O]
ofltt (21 CFR 101.9(G)(13)(5). Aaaf7]-8 A1Eo] gt & 40l Fote 4= HA
4ol ofyct (21 CFR 101.8(c). &, o33} o] g Aol WAl 840 91 (&, HAIY
B 5ol PR T FEIF A 2FEA| F2 FP), AHAVE Q3 JYHFEE IS

T AEFE FAY HASHSE BEA] 7 sjofF gt (21 CFR 101.9G)(13)(1)(A)).

ofN

GAEE A4 dF 22 27] 870 AR weh I, Ah FA7F ZFE SR FA

gF x| K} 2R Iz} 37|72 BA7F 7Rss)
9, 21, HIZE(UPC), "YFHER" AlEET
2o Iz FAZF 7Rs3k (21 CFR 101.30(e)(2)).

é
ﬂ
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VILH. SSESH ZAM EF MA 25AFL0] JA=X1?

A%, 272, 2155 Aget the Fui Ha 8 TIE oo B4 2712 AP Asop
stth (21 CFR 101.36(e). 2+ Oﬂ«] A& (g =01 "18] AeFd &, "1Y 7IEA ) gt
&9 2 (95 591, 1Y€ 7]&X 9 gt 8|82 2,000kcal AlHS 7|&O0 2 3H})= HA

6 XEOIE o]A}9] 37\}37]E ZH 8ok stk (21 CFR 101.36(e)). & JUYHZA|= o]
AT AR HS £ long JF JRE ¢ & SAAV|ZE 52 FXoto] AT BQ7t
ATk (81 FR 33742 at 33939).

>,
ol
e,

AT 5 Qe WHo] 12 in? ofatel 47 ERAES] HO ougrﬂ-& § RE FHE Ha
45 ¥QIE olite] ZxA7]% FAHoloF T (21 CFR 101.36(H)Q2)M).

HA] 7Fs ®A0] 12~40 in® 1 $737] ZAAEL et o] 718 7]%e] HEUh
%‘ S W Ee JEe i 6 ZJE o9 A A7z AAHoloF ottt (21 CFR
01.36(0)Q)(1). T, FEA] 7Fs W&o] 20 in? T|yto]HA] 87] o]t JFidHo] e AL
45\_ 4.5 ERIE ool A 7|15 AR 4= Itk (21 CFR 101.36.(1)(Q2)(1)).

‘19 71Z20] digt ¥ &S 2,000kcal ATE 71F0R Shehehs 25 & A xs} A
% 9531E, Aoldg, B, Aol 19 7
Sk (21 CFR 101.36(b)2)GiDD)).

Pogh Jue AR LE Udsple] g7o] BEsiche, B Baste] 4% Uaet 19 7|2
Hg RS B3], U] BES 930 WX 4 Yk offf F BES FRAoR Hejsjo}
s, 7t Ao] Amw WA AH8slel B (21 CFR 101.36()(12). 18 17914 olzid
1A BAg Hojzth

;

2 mlm
S
il

Figure 17: Supplement Facts Label — Split List (101.36(e)(12))

F‘.'wu g Sipe 1 Paske
ngs Par Conlars 10
Bemvmarl Por Pk Dy Valkie Brmim | Par Packsl . Dy Wanis
Wharrin A from cod Feer ol D00 rrezg 1005 Lagnasium {as magresium akde) &3 g 15%
Wrimerin O [ae sscorbec acid] 280 mg 2T 2 |ae zivws maade | 11 myg 100,
Whamin O [as angocalefarol) 20 rracg 100 Salenium [as scdum selanaie] 25 meg 455
raTin I: @5 di-aipha i9sepherl] T ma B OB {as Gupeis mads ] 05 mg e
T hiamin (e fhiamin merenirae) Ell mg SO0 Lianganas (e mensarecss aufaca) Smg 217 %
Aibotiavn B mg 451 5% Cheomam (as chromarm chionda| B0 meg 1437
Miscin |as miadnamics Edl mg ATEN ol pcanum (AR sodium mokbdene) 50 meg i1
V'iarmin By {as pyridasine hydiochioride) o0 mg J52F% Polassham das potassium chionde] 2 mg
oo Sesmog OFE bl T ——— 5 g
(247 mog o ba acid) — r ~
Ghutamic Acd (as L-glstamic nod) 25y
Vitarmin Bay (a8 cyanocobalamiog 106 gy 16T = & =
= T —— Fiosingl (95 Nowl monaphosphats) TS reay
I“k‘r e d = s 0 J_‘_' mara-Aminobensos acd & g
Famathenic Acid (s cal um partothanate) o TR
Gholine (&3 choling oo ride 100 r:‘lI 'E', Dconrnsaciaks B i
3 - By 0 mog
Gakeum (from cy=innshal) 1M g 1
ronas fereoas fumanie) 10 g B
cdine {lom kelp) 1 50 megy 1

Cher mgredients: Celliose, Seanc ackd, and slica
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11.
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U.S. Food and Drug Administration. 2019, The Declaration of Added Sugars on Honey.
Maple Syrup. Other Single-Ingredient Sugars and Syrups, and Certain Cranberry Produects:
Guidance for Industry. Accessed online at https:/www.fda.gov/media/127928/download.

U.S. Food and Drug Administration. 2019. The Declaration of Allulose and Calories from
Allulose on Nutrition and Supplement Facts Labels: Guidance for Industry. Accessed online
at https://www.fda.gov/media/123342/download.

U.S. Food and Drug Administration. 2019, Nutrition and Supplement Facts Labels:
Questions and Answers Related to the Compliance Date. Added Sugars, and Declaration of
Quantitative Amounts of Vitamins and Minerals: Guidance for Industry. Accessed online at
https://'www.fda.cov/media/117402/download.

U.S. Food and Drug Administration. 2018, The Declaration of Certain Isolated or Synthetic
Non-Digestible Carbohydrates as Dietary Fiber on Nutrition and Supplement Facts Labels:
Guidance for Industry. Accessed online at https:/'www.fda.gcov/media/113663/download.

U.S. Food and Drug Administration. 2019. “FDA Grants Citizen Petition for Dietary Fiber.”
Accessed online at https://www.fda.cov/food/cfsan-constituent-updates/fda-crants-citizen-
petition-dietary-fiber.

U.S. Food and Drug Administration. 2020. “FDA Grants Citizen Petition on Glucomannan as
a Dietary Fiber.” Accessed online at https://www.fda.gov/food/cfsan-constituent-updates/fda-
grants-citizen-petition-glucomannan-dietary-fiber.

U.S. Food and Drug Administration. 2018. Scientific Evaluation of the Evidence on the
Beneficial Physiological Effects of Isolated or Synthetic Non-Digestible Carbohydrates
Submitted as a Citizen Petition (21 CFR. 10.30): Guidance for Industry. Accessed online at
https://www.fda.cov/imedia/101183/download.

U.S. Food and Drug Administration. 2019. The New Nutrition Facts Label: Examples of
Different Label Formats. Accessed online at https://www .fda.cov/media/99151/download.

U.S. Food and Drug Administration. 2018. Food Labeling: Serving Sizes of Foods That Can
Reasonably Be Consumed At One Eating Oceasion; Dual-Column Labeling: Updating.
Modifying, and Establishing Certain Reference Amounts Customarily Consumed; Service

Size for Breath Mints: and Technical Amendments: Guidance for Industry. Accessed online
at https:/www.fda.covimedia/111144/download.

U.S. Food and Drug Administration. 2019. Food Labeling: Serving Sizes of Foods That Can
Reasonably Be Consumed At One Eating Occasion, Reference Amounts Customarily
Consumed, Serving Size-Related Issues, Dual-Column Labeling. and Miscellaneous Topies:
Guidance for Industry. Accessed online at https://www.fda.gov/media/133699/download.

U.S. Food and Drug Administration. 2019. Policy Related to Cranberry Products with Added
Flavorings: Guidance for Industry. Accessed online at
https:/www.fda.gov/media/130373/download.
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20049 89o] AHEAS. FALCPAE A& 9okE &Y 201(qq) AA9 “Fa dH27]
ourE A" 2ol xuo} =Xe] O*Eﬂ_EJl FEEdol g 5 St AF 9EEE Al

FEAJStofoF Rl PAIGk= T Al ook SR AR-E VSIS, AlE YR SR Y
403(w)(1)2 AEo] 8 geE27] FEELY £A4E HAStofof skl 95t EZE AF
A 27] oA, g7, 7S U ALH(QEA FASTER Act, B8 117-11)0] 20214 4¥ ARE}L,

A& R SEY 201(qq) AAY “F8 7] SIEAHIE AHsle AS Zdt

o] EA= AF-24E 9}1 ‘ﬁ# AF SE=T] REEE BAVIES EHdt] 4F 4E 2T

QUBL oE A% B A3 thAl ¥A) AAFEOE PR Pilo] F/bEote. Man
P WA E A A 928, FDA AR e S 9UE FHR A1E s
AT 5 o] ZloldAg A& SN U AY. AF L2/ B 371 ABE o
ol luka

http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatorylnfor

mation/Allergens/default.htm

Qe O FDA ZHolRAt WA R FH/bet HYS TS %, thale] Jloldat 4

FAo st FDAS) AR A4S st 54 74 Aot WA 27o] HAslo] A ok

§ AUAGO TR 71 olof T “Stofof GrHshould)” §o1o] AE-L ol® Algo] Aok At
A A2 ooy, a7EE AL ok
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7) 0= 27T At OiERe S5 (99 AlSEARH, Public Law 91-201, 21 U.S.C 601-624), 71295 (Ul=%
RZ 7AP4, Public Law 91-201, 21 U.S.C 451-471), 7] (1%} AlS7AM4, Public Law 91-201, 21 U.S.C.
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B.2 AF-2l%=-2EHe AME 227 RESE EAMJIZ0 siScks 2AMZOIL AF
HEIH A=K?
Jdgn F8 4F ¢¥=r] fEEds sk Asdsy 2AE (A, 24, £, e,
AL, YA 5 FFESAE s W ARREHE ¥ E2 AF A sFEH 403(w)el
e A5 27 FEEd BAVIES S5010i0F o 4l 20| HUE, ¥a2 2=
WARE. AF AP AHAEC] AR Aok AFdRC 2 45 ¢H=Y] vEEds
ZotoleA RS & Bart flon, 8 AF deEr] EEds E’C&"; d&=7F A49]
FHEEIL, AF-oorE - SHEHA Wt AlF #AIZE At o]FojA s HAstojof o
B.3 AF-oUE-HIEHES AE 27| RUSE IDAPVIES MIZEA|, THEZHA,
FSYA ZF HEHOIL =7t 7}-3-, E’c‘! S= tloll 285 = ¥3 MEHT HSE=XI?

AF-SJoFE P el AF dElar] FEEd BAVIES AIRUA, AZFAA, +59A T
o= 75l 255 B AFY AARE 8714 AHlelH e 22 ¥A
700l A& (I8 1 F=x). AF 25FHEZ Y 713h)o] HIEA] BAJS|of 5= 2FC0=

$&A] 21 CFR 101.100(d)2)°] w2 AHECE AHEA] HtiFE2] 9
HAMES: 4= 9o, AE 4=V fUEd #A 8402 HANRE 5 gl
403(D2F (w)oll wheh 8 AF 427 FEEd BAE 7] 4
FA|Sto]of G

0] J89| fz= Y HHO| = 19| SAKt 255
ALt (21 CFR 101.100(d) (1)), MH &7t Q=

= 709 3ARE 24 (21 CFR 101.100d)(2)=l=
42 o= HAIMOFO HAIE
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B.4 AIZ HZAIMOIN X AZ 227 9

= [=]
mix)2t =gt Z0|Z(seasoning mix)E TZUX[MZ ArEst7| Llsh Foiet

(a) 2MIZe HFEZHUAM =& SFE YA EAISHOF Sk=X|?
H7H|(incidental additive)?} =2 £
™ (21 CFR 101.1009] 93} HA|=+=

gubzoz & 7f oo dRE AR AE2 He dR

v A9)S E7IstefoF 3, ol 29l M7= ZHd (21 CFR 101.4(a)(1). 2=4 2S5

AEol FA = AL 7hdoHA FUR'E 17|E <. (21 CFR 101.4(b)(1), 101.22(h),

Al ORE- SR 403(D)(2) FAE WA & 8 AE

AlE I 27] GHEEAo] HE A|Eo B4Fog 2UbE AL HF A|Eof o]F H7|Sojof
oz AYrY EEA “FilE(spice(s)) S &
1

Fef2] fuBYl EAT Fa

g (A5 2o oPEH 403(w). 4 8 =55
Foll 2T ¢tofl EAIBHAY, EE9] "EHContains)” 7= EAHAY, e 7 7 B4

BE AT g Qe '™ 29 9A] Z2x

INGREDIENTS: INGREDIENTS:

FOTATOES, CANOLA POTATDES, CANOLA

OIL, SPICES [WHEAT), DIL. SPICES, SALT,
GAALIC POWDER

SALT, GARALIC
FOWDER, SUGAR, SUGAR, MATURAL
HATURAL FLAVOR FLAVOR

CONTAING WHEAT

- 241 -



(b) 25 RiZC| HRTO| 23t ZOIZ= OZAH EAIBHXD?

TF 2H|EE o 22 FE(spice)’t ofd HEE ZTTFT 5= Q5. AR £F VRS
A7lete A AT ARY ¥5dd £ x2vjr9] off U85S AW = g
FEAIStolok 3t (21 CFR 101.4(b)(2)). F7HoE 8 AF FeE27] fdEde] £ Z2u|&
dgo] EAst HF AT FeFoE J7ME ARolx, HF AEol E7|stojor I
(A% &2 403(w). 28 ZH|=0] F8 AF 4Y27] fEEdo] 23 gl
1719 A Ee gubgol sid FE=Y] FEEEY] ¥ (source)s EookAl QA oF2
, BE R AE Y ET] e EAE AR, "X Contains)” 7, Ei=

o] & LFE T Rl BI|SoF & (4F-JofE-oPdE 403(w). 18 3 %

BN

Ingredients: Ingredients:

Com, Canola oil, Caorn, Canola wil, Taco
Taco seasaning seasoning (salt, garlic
{sall, garlic powder, poredar, whey, cumin
whey [milk}, cumin, slanch, onian powder),
starch, anion cliric &cid

powdar], citric acid

COMTAINS MILK

)

a9 3. F8 4F g7 FEEd RE Tt #7d &2YER 9

B.5 zIZ HIE Li & SR (spice mix)e LHZA M7} ZEHE AL OEAH EASI=XI?

2% A=) g8 23 FAgo 619 YRS Yad] MY = A G A EHL
Agstel HAE S 9le. sh9) Pst e AE g2 $REdolus drgo] HAEA
T H, AE A 27| $UBA BAYIE] A YL ‘HIUT S HAS Sfofob

F(AE-oJokE - 54EY 403(w). IS 5o} Yawel AR’ Ho EX A BAZ S
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B.9 O|DIiZ(molluscan shellfish)E AlZ-OQFE.SIXIZH| M2 ZFQ AZ 27|

FUSEE UFE=X?

ohtt. A% OJoRE SHEN 201(qel et A, BAH, A% 5 UR} AARREY S

S Zodohe 97 F8 4F gEEY] FEEdel, Zolv 2, 3¢ 5 olvidREe

B.10 FDAY} €E|27|5 |FEICIL ZiFok= ORs O SUX|?

AlE.O)oRE - FYEY 201(qq)0l Wl FDAE “olF'E ohe A7HA] HFEE 143

* go] gle ofF . WAol(hagfish), /dol(lampreys)
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o] Ao AlFo F8 AF <27 FAELS HAloR=T| ARREE 8oldf tigt 71 JRE
Al Al QoS off 8 AF dE27] fEEdo] fEE AREEES HA
slzs g9t

98, U, BT, U 58 70 54 olRMA, ¥, 9o}, dol, BT B), B4 42RO,
2H, A% 5), B4 URARRCIEE, W2, T )

C.1 AIZ-OJOIZ SHIEHO| A 27| QUST BAIR0| B3P 93t 2HoE “99r
Si01K]?

Al

= y

F-JAEF-HFEH 201(qg)el WE F8 AF LE=r] FEEE oo wE FDAE 4,

F L THE WREE 1E0RNE oS 992 99wy

o)

C.2 A7} O SEERE| A2 29= KIS0 OfZH EAIBHOF H=XP?

& 0)9] T2 WEFERRY 9 9947 9uE ARHE 4
EAHolop HAE- AR SHIEY 4030)2). AF T2V GABA EAS AL 2
ololo] The FERRE A 99} $4E 94 5239
“$3(A2R)EOR BASAL HER “A4GE TV E F7E BASAL S/

k)

Z.0)ekE- FEH 201(qe)oll WE F8 A= g 27| 9= Holo| ulet FDALE &, Q)
AY, WFe] = o2 7IFo2RYH 42 48 WREy 5 AR B.16 FaHE

rlo
il

C.4 50| Of SEZHE 2 AS HB0| OZH BABH=XP?

S0l ohd EF U I8 U AGaKe 49, "2 Y 2ol $4 BHOR BASiol
AR OIoFE- S 403()2). A1E 2] U2 BAS JoIH o ol9jo] 2R2uH
Qe o} & o] AL 2R FUY FHS Agle] LY, ‘LRA(QY So

S MR "SR EPUSTE £E RASH S7H T HEE 48T 4 92
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AZAA = oF U GZF9] “F(species)’ 2.2 A FDA djitE B9 BAHA oY &=
HAS dago EASHES HIE o] FUHA WA EE AES f3H %"é(identity)%

et A2 5 S oft ol A oldd "~ Eeit =

A2 DA = chum salmon W4l “¥do]”, tropical flounder ThHAl ‘szl(ﬂounder) o BAS
AT = QS I FEEAY =YE SRS 9% FDA dkbE Bl WA BEES 2 vl

C.7 AZ-oltE-

A5 2oRE-oPgEY 201(qe)l 8 AF ¥ 27| #Eed Aode Wrdadest Ze.
FDAE "Wrdd7 ol His) ojysy g2 485 =)
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W2 W99 AEsl dis) AdE deEler] EEge Brisket 28
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L‘r—“r@_ﬂr‘?r(o}it 37, 25F) o|ollk, oFf H+= FDAZE F8 A% ¥ =27] FEEd= 5T

St by SA7F s WrAnRE 299
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E 1. DA} 8 4F de=7] FEEds 1dske widdRwel &4 4%

o

EAF HX]
3SoS oo

o o5

&I (I}H family name2 S Q0 HA|)

o=E Prunus dulcis (Mill.) D.A. Webb (Rosaceae)
ae 85 Juglans nigra L. (Juglandaceae)
SEIeSPA Bertholletia excelsa Humb. & Bonpl. (Lecythidaceae)

Juglans californica S. Watson (Juglandaceae)

Anacardium occidentale L. (Anacardiaceae)

Corylus spp. (Betulaceae)

Juglans ailantifolia Carriere var. cordiformis (Makino)
Rehder (Juglandaceae)

Macadamia spp. (Proteaceae)

ozt Carya illinoinensis (Wangenh.) K. Koch (Juglandaceae)
=t Pinus spo. (Pineaceae)
O AERR|Q Pistacia vera L. (Anacardiaceae)

3% (English, Persian)

Juglans regia L. (Juglandaceae)
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CO A1Z-lof2 3ol NZ YHj27| QUBY BAR) SEP| 93 Sxoz w2

T8 AE gE =7 FEEd ool et "D gole Triticum £ He 2 2u|eh dubel
U(Triticum aestivum L.), 78 B(7Triticum durum Dest.), 9 B(Triticum compactum
Host.), 28 E(Triticum spelta L.), &Y Y(Triticum durum Desf.), Einkorn (Triticum
monococcum L. Subsp. monococcum), emmer(7riticum turgidum L. subsp. dicoccon
(Schrank) Thell.), Khorasan (7riticum polonicum 1.), triticale(x 7riticosecale ssp.

Wittm.)S EgFsh

Hol F2 AF 227 FUSH0| 5+2 HK0f U=, A

7Fs&. 9§ =°] “almonds, pecans, walnuts” tH4l “almond, pecan, walnut’ 22 FA|

s

Jdgtt &5 4l “soybean, soy, soya’ 5°] 98 AMEEE HAHORE FQ9 AE Y27

SUEAY "SR] Yas el §olz A8 7K
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D. ME-2UZ-1YEH2 AE 227 RESE EAVIE

D.1 2 AE L=27| FYSE2 MZC| OCIo] ZEAloHOF ok=X1?

F8 AF U= fEEd die dm9 BASHAY, d=W HE golu dd ~&

L = 75 dHE = s (AF-AAE-HEEY 403(w)(1). 9=l EAISHL *~E
IR = £75 ARSske 49, 8 E827] f#E=dY 2 4=871 (), (), OOF
EA} = ol ZedEojof 9. off Id 4 H=x

Cocoa Crispers Bar

Peanut flavored Chocolate candy with Crisped rice

Mutrition Faots j.%l 4
= o ==
Imgrediests: Milk Chocolate [Sugar Milk, Cocoz Butter, Chocolas, % '"Ejl %%'EXEIE _E7|0|': M|7 I'Xl
Wanilla), Corn Syiup, Whey, Cocoa Porwder, Crisped Rice (Aice, Supa, Sai.
Mt Extezct), Flour, Soy Frotein, Aslbhumen, Matural Flavor. =] I'I:‘Ll
o

oy, Egg. Peanuts

1) A I OAl= 282+ 20| “~2

Zakott =10 B71E
Cocoa Crispers Bar

Peanut flavored Chocolate candy with Crisped rice
v 2) 5 HN OiAE R0 20| 2aY
Ve, GO Sy, Whey. Gocom, Paweiar, g Fcs (Hca, Soga, Sa O YHZ HY|= Y, it A F

32 d=d0| Ee=X| 0t H=

Man), Flour [Wrhesl), Say Prodein, Chalbumin (Epol, Natural Flavor (Peanul)
o s IT

w
~

— M Gl = (2% 3, E32
Cocoa Crispers Bar ° L o -
Peanut flavored Chocolake candy with Crisped rice 'EIE%:'O EA-I EE: .,I:_IE %é)l‘[ébgg

e 2A BAED, AR o) o

Imgredissts: Milk Chocolate |Swoarn Milk, Cocoa Buser, Chooolais, —
Wanillal, Goen Syiup, Whey, Cocoa Puwdir, Crisped Rice (Rios, Sugar, Sall, sz EAl
Mam), Whee Flour, Say Proten, Ohvalbomon (Egg). Matursal Peanst Filesor
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a3t 9 9RE THY 4ES 4F KR SREY 403W()Y 4F Le=7] U2
EA8AS 25k T 9L ARE THE AFo] 99, A¥, BT, T, £F, 7, olF, 44%,
UEAnRERY Sde Bae ESHe A9 AEY BE A% AAEE Uerhs B
38 AF A7) FUBAS FAT 4 UL JE Bo] TRAS Wi £ YL
UL BTE ALY QYRR PAE AES a9 W5 oo avEd
~ EPANE BTE AGIHE A9 FDAL o] BTE AZYA, AR, AEAR BT
HRE 9o WS e AN GUARE THE HFo|Au F71 sHgo] WRH ~g

EPPFE B 4G 49, Suk o] B7E AF Y 99, 4F AL tehhs
27 20 WiAslE Ang 2% 5 AE

Perfect
Grain Co.

D.3 AlZ-QJoHE-SIAZHo| AIZ Q|2y| QWS BAIQ| [ Of2 ARA HES SiLI2
S2 I7IX| MiZe| B 2| ALK HEE “~3 EHFICPS S7= HASH0} SH=XI?

o8] AXA AES StUZ HF-2 171X AEQ H$- 21 CFR 1.24(a)(14)°0 wet Z2ke] A2
2 S 22 HA| 244 ‘?iXﬂE] a8y g2 %%*%é‘ FA| Q7oA HA A

%S AFol F8 4F Y27 FUEHAY IS AL, AR YUE-SHIEH

403(w)(1)ell F3tolr] Aol ~& ZFII = B Hﬂlﬂoiol: o}D% d=rgo] gl= F¢

AE A B SA ®|stodoF &

J3u AEAIE] M Eo] ofet, AEL BSE 3t YR L& FS (B 1Y,

A7 A5 gl THA W2 S)olle, dH27] FIEES 28 BE FA7L 936k 3
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D.4 02 C}E ME SRZFH FQ U 27| RUSHO| ZatE = 3R, 44 SRS
5 HAlolo{0f ok=X]?
TR AF-2oRE- o 403(w)(2)ell W, o d=rt ofF thE FREFHE fAE £
Z

A
AE EEY] fEEde THcke Y 449 FRE EASoF & dE S0 dEEdH,
HEH), A PHE ZddT

ol

D.5 Sst U27| FUSES Hlol= CiYet =S ALSet AlEQ| 32, 27| RE=E
HEIS 7 5
o

ohith. YT T2/ SUBVS EPN TR URE BT A A9, Ao
Ue2r] LR AL T AT FAT BT U (HF-2JoRESFFE 403w)1GD). IS
So FHIIFEST B Bat BF SRRTe Ses9le. duge] FHItEST £y

08 BASETRE, T B4 0|89 AR 997Vt YAHUODE FEY

D.6 RRHUON UHZ7| QUST FYO| HQIEX| Y2 F2, “~2 B E 2720
Y| QUSTS BAF & YA

ohtt. ‘~& EEIIE BTE G B9, ARFo] A8H o B2/ LR AR

EFstolok HAE- AoRE- I 403w)D). S Sol AE Y=ol FAIIES, £3,

U, A9 BEYl BN B9, ~& ZPIF L TFE BE Qo] LB 0}2L HAT

5 QES ARHH 2 FATYR AR v olt, Lol HHES F (12 S0 9,

D.7 £ MF ¥i27| FLEES Ao sl AEE= “~2 Zefeit = 278 A8dl=

o

~Z IR = e ARl AHE 98 F 58 427 REEEE T30k 9458 ol
‘IR = ©@olE S ¢ S (AE- kR sHEY 403(w) IFR). ofZY ~Z ZIRIT =
elstA ARgste] 8 AlE dEl27] fEEEL EXE At ol e,

o] A% o9 AI7HA 27E oMo & (AlE-UE-SET 403(w) FR).

1) “Contain(~& EFRIh oA A&t AR “C'+ HEAE AR (F2 249 23is
Mg AR

2) F8 A% 927 FEEEE ok AEE2 AE Yok Y 403(w)(2)0llA gt
Hiel FAsHA HARE ot AlFH2 Ty B(walnut, walnuts)= EHE o gl
“soy’ol4 “soya” @olE R diAlgolz AT & =

3) ‘~& IR} = B AlEC] AHE €5 T F8 g2 FUELS I3oks 98¥S

gRlstr] Agt

_{

<



D.8 B4Xoz2 HII=(incidental additive)
HA|oHOF st=X|? CIE2 |22t WX} ™H=st

TFEERAE 2 Bl MRS 9o BAZE WAEE 4E Y=Y (21 CFR
101.100()(3)). 184 AE <27 FIEE BA8ANAME AR s dE=
Bl H7HE0] 8 AE g¥2r] FUEAS 2ok 49, T f2 Y=ol ZAsto{of
3 (AF-UE-SPFEH 403(w)4). & ol & THAE 7Heote o THEEA
TFEERARA WARE ARSI, YEHOlA U HAISH] @2 Ae, WEA] U
IR = E7-5 HAStoIoF ¢ (A1F- 2okE- o=+ 403(w)(4)> rH o ARES U9
= 78 AF g7 fUEEE 9 wsHAY ~& IR = E4-E Egstofof

S (AF-QJorE - IER 403(w)(4)).

D.9 MZHAIM F2 AME LY=7| FUSHE=ZRH RillE FAFS HEA EAok=X[?

T8 AE FE=7] FEEEERY fdcielou AA, #¥, EHE fAE gRIEe 1k
A= AE YRR sPEEY 403(w)Y EA8ACEHE WAE. 184 BE 79 A=
Aol o Aol Unt A5 #A 80| wet e ZHAE =01 “tiFR)=oloF &
(21 CFR 101.4(b)(14)). 21%= HA87} 21 CFR 101.1000] w2 244 H7Ao|ng A7 FA|7}

HAEE, A5 2ofE-shgEhol e ¢z fEEd Ut

F2 45 27| FEEdRRE fiid fAVF A2 PAEA] g2 AT AE- 2o oFgET
403(w)ell et A gH=r] FEEEES EASIOOF & o] A% A8RAY $4 B2
Az 7IAsHAY, (~-hE T = E7E 7AE ¢ %Eﬂﬂ 7P Y B AR

2 Qlo
T AT
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11) &4 =27] 9 F3(Allergen Advisory Statements)
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D.15 Wi} HE 7Isdez 25l MBM “~5 E3te + U= 2771 EASHH S2EHK?

ofuth g7 =l WA H5E dsh] gt ¢ Alxr|Es E=pdlioF & (21 CFR
part 117, 53] 117.10(b), 117.20(b)(2), 117.35 (d)-(f), 117.40(a)-(b), 117.80(a)-(c), 117.93
A2). 21 CFR part 11701 w=t o 24| tiifo] H= A3 ARAEL 927 wd=d 1A}

e oPstn AES EAS dF Ld] SUBY WS EU AR 9
NEAHALS Fstlor T (21 CFR 117.135(0Q) 4% 7FAZ I3 94 A2, A%
54 9 95 A1 g ﬂ}). A=7] FEEY 3o B A 7D Lol
Q1817 514 Qkerh ojeldt 4ol WokSeld 4 glont, olejd Bvk 94 A2 Eot

AFEAE dialste] A2 %i-%

D.16 AHOIL} A, SAAMIE AIZ-OlokZ-SHUEH| M2 AZ Y¥27| FUST EA
X|740F SH=XI?
BAE Aol A, FAAACA Befse

H|Z} 7o whet
71 273of| ©A
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D.17 AIZ 7|Z(Food Code)0| FN0|1 AF A=27| FLUEE OIEA HEXI=X[?

FDA 4% 71&2 45U A7g57T 49, Aesd, Hv, ¥, 89, ool & &
AFAEAT 2uRfA] AES AR AlEtke QA 99 AFAE A8 & e AE VIS

Q] 20224 FDA Al 71&2 AlE 71 oA AF dY=7] =4 JE ERE 29T
g JAS 233t Es:

« (Part 1-2) ‘8 A% 427 L= Y

* (Part 2-1) A= (BE 2 97

* (Part 3-0) A& I/ &4, #A|, FAZNIAY #EA]

« (Part 4-6) 7]+ & &7 AlH

* (Annex 3) 4] FEEE 7 HE

* (Annex 4) 4 FEEE 37 JR

* (Annex 7) ¥

HN oy ol
i)
£
ru
N
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D.18 ME-2A=-21UFHL AE L27] RESE EAs oH XXM FDA AE
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Serving Size 1 Scoop (35.7g) Serving Size 1 Scoop (35.7g) Serving Size 1 Scoap (35.7g)
Servings Per Container About 25 Servings Per Container About 25 Servings Per Container About 25
I
Amount Per Scoop % Daily Value Amount Por Scoop % Daily Valuo Amount Per Scoop % Daily Value
Calories 130 Calories 130 Calories 130
Total Fat 1g 1%" Total Fat1g 19" Total Fat 1g 1%
PP
Salturated Fat 0.5 g 3%" Saturated Fat 0.5 ¢ 3%"* Saturated Fat 0.5g 3%
PrE
Total Carbohydrate 4 g 1% Total Carbohydrate 4 g 1% Total Cabohydkate 4ig bl
Dietary Fiber 1g 4% Dietary Fiber 1g 4% f‘f;fg e - =
el S Bl el otal Sugars 1g
Total Sugars 1
Total Sugars 19 t talSugars 19 T Protein 26 g
Protein 26 g Protein 26 g
- Calcium 134 mg 10%
Calcium 134 mg 10% Calcium 134 mg 10% iren 1.6 ma e
o 1 5 7
Iron 1.6 mg 9% SYS):;‘W 5 "1?:390 :: Sodium 180 mg 8%
Sodium 180 mg 8% T T = Potassium 337 mg 7%
Potassium 337 mg 7% Potassium 337 mg 7%
Whey Protein Isolate 29 g 1
Wh Protein | lat Milk) 2 - F’EIICEI'\: Daily Values are based on a 2,000 calorie diet.
YSRURRNNUNE—_—.< i L * ety Valos not assebintied *Parcent Dally Values are based an a 2,000 calorle diet
+ e
* Percent Daily Values are based on a 2,000 calorie diet Ingredients: Whey Protein Isolate (Milk), Cocoa Delly Vehes ot sniablehied
* Daily Value not established. lF:’ICV\I'vder (grﬂcgalsecsi with Alg_:il. %thtol, f‘éiﬂw:jal Other Ingredients: Cocoa Powder (Processed with
: X lavors, Sea Salt (Sodium Chioride), Gum Blen Alkali), Erythritol, Natural Flavors, Sea Salt (Sodium
Other Ingredients: Cocoa Powder (Processed with (Guar Gum, Gum Acacia, Xanthan Gum), and Chloride), Gum Blend (Guar Gum, Gum Acacia,
Alkali), Erythritol, Natural Flavers, Sea Salt (Sodium Rebaudioside A Xanthan Gum), and Rebaudioside A.
Chiloride), Gum Blend (Guar Gum, Gum Acacia,
Xanthan Gum), and Rebaudioside A. Contains Milk (Whey)

a9 s,

JUPPE BAT, ARY, Eb - ZPAFE BLE 20 4F Gd2] F2EEY 947

BEARE FEESA A
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Labeling of Plant-Based Alternatives to Animal-Derived Foods:

Draft Guidance for Industry
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10.115(g)(5)), FDAZ} 2% XX (Dol et 2= Al&sl7| Aol Z4le] 9AaS 1T = =S
A-Qbel et duF FE e 1209 ool AR} = AHAE AR Q. AR
AL https://www.regulations.govE A|&d] FHAIL. AHALS] AL ul=zk AEoJekEH
EATE T Dockets Management Staff (HFA-305), A1&9J°FE4(Food and Drug
Administration, 5630 Fishers Lane, Rm. 1061, Rockville, MD 20852)2.2 A&3] FAHAIL.

BE oA AW e EEE FAof 71 24 ME FDA-2022-D-1102% APEE oo} gt

>
e
:Ozlgi
= A o

L

F7F AL 22191 https://www.fda.gov/FoodGuidances 2.2 ©o]-&7Fs3Yt.

o] A (ehx}t TS A Fo]| Q= AL AELZ T8 HEP-Policy@fda.hhs.gov & AZSHA| &

HARAE
NEIHER
S LRE

2025.14
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PORK-FREE

NET WT. 507 (142g)

MET WT. 682 {1709

6. Chik'N, Be'f, Cheeze?t Z2 Y& HXIE A=Y HHAES HEZ2Z AFEge 0 ofH
S F& 1Holl0F Sk=X?

FDAE @2 AE4 AlF°]l #4849 EAE AMdshe Mz AlEdes dmiEl Qv+ d<
AASHL k. o2 A H HAE AREole BF, Als EAIO] ofd AlEAA, AFFol Ae
U7 o] HAS A= 7145t E Hagttt FDA+ A8 E9(statement of

B4 qiAAE ges] 1EE 4 Es o AL dudc

>

U= I
identity)7} T2 F39] 4]
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4] Wk A By R FS FHR JAEolok B2, 22 A7)k FEA A

o H 2xjot pelo] Qky, 2ulAL AFS $A ART 4 Y=F A 7 o]

B A (BE 22T ALY AL AT Ao Ay 27 FAY 2B A

7V 2 20 2719 Ha @k o)4go] wolof Sitka Rk, ol 1YL A8 B7E ol 57
H

Any Brand

Cashew Spreadable Cheese

NET WT. 60 (170g)

8. A=Y HHAIES "HIA" = "17| Z3folX| 4522 BEAIR I OfH ™S F2 12{sH0F

SH=X?

A4 BAAES BN ) AAET Q819 247 Gl B\ HA, 3] B %
S ZPNA BT D)F AS3le], i AZo] AR MO SRA FHIA
o] HltAlstc). Thel, AEHOIL A8 BRE WA, “171 ZFH
e ST A WHNA Pk ol EAE AE U=
2 AE /)9 fANET TR 9] ot
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9. ote| EFS TIoP| floll J”OILL CFE 24171 A 8E + UA=SKI?

JET. AE EAC] F2 Zyle ool dis 284 B 4 29, O3 Ee 7IE o=
HHS SHAY AZAAY FFA7H =g B4 9] FAow AFE gs

g 5t S4< st 177821 CFR 101.22(1))° SAI EA[SIoF e}, FDA= J130] AlES
S4Bk Adgoke o ol 2 o 52 SR ARl AAlz A AlEdel=
AL T ARl AlE dEShal AEsiAY 318 oA RS
A detol A e o, durt Ao s=doz 23

& = o oFf Od2 IS ARt 44l sk Aot

424 ABo] BB Stk on|g ATsAE herk

ﬁPlant—Based

WHEAT JERKY

BEEF-FREE

S

Artificially Beef Flavored

NET WT 602 (1705

—
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97 OARE 0F 4AI7H] WS}

de 9 BAUE Y H U

2

olef F1EH F HIEM)7F EAH AL FDA EAFFI(HFA-305), 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852, 240-402-7500014 5 = 3loH, d¥Idl2 4247 584
E 4 ot ESE https://www.regulations.gov oA HA}A
OS2k o|&7kssith HHt gl FEd2 A4 ARte & Q) https://www.regulations.gov

oA S QA e, D= HAE FARIE FAaolA dio] 7R o= St EE gle Al
of| 4

Al-o]] YAOIE FAE IRISHH oY, AJ7to] RX|dof wet YAe|EVE HAE 4 Ut

. FDA. “FDA’s Nutrition Initiatives.” Available online: https://www.fda.gov/food/food-
labeling-nutrition/fdas-nutrition-initiatives. Accessed January 31, 2023. *

. U.S. Department of Health and Human Services and U.S. Department of Agriculture.
“Dietary Guidelines for Americans (2020-2025).” Available online:
https://www.dietaryguidelines.gov/sites/default/files/2021-
03/Dietary Guidelines for Americans-2020-2025.pdf. Accessed June 3, 2024. *

. The Good Food Institute. “2023 State of the Industry Report Plant-based meat, seafood, eggs,
and dairy.” Available online: https://gfi.org/wp-content/uploads/2024/05/2023-State-of-the-
industry-report Plant-based.pdf. Accessed June 3, 2024.

. Plant Based Foods Association. “Plant-Based Foods State of the Marketplace Summary
Report 2022.” *

. The Good Food Institute. 2021. “Plant Protein Primer.” Available online:
https://gfi.org/resource/plant-protein-primer/. Accessed June 8, 2023.
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Ol= A

[2023.7.13 202 4383

7Y U.S. FOOD & DRUG

ADMINISTRATION

HAH3

AZUH U S8 GYHE(CFSAN)
Y U MEHA|T (Office of Nutrition and Food Labeling)
AE HEA9 7|F £M (Division of Food Labeling and Standards)
EA| 77 0|&E (Labeling Regulations Implementation Branch)
1
1Y U.S. FOOD & DRUG
—
j'_-g!'5|_| LH_g_ ADMINISTRATION

« FDA AlZZ0f Hot . T2 olofof 2tsh AFSt
. O|Z HAJAKE « 2 Al #A|

- HIEQ Ed(identity)0f 2ot 7 . AEHZ uxro} EA|

- LHQ.EF

- FUAE)9| BYD 274K + HEZIE O

- HNEY . I b x

T Eil HA[ 8 ZX|( comphance actions)

- UY 2| SUEER HA| « 2+l AtEH(What's on the Horizon?)

. £20| 5=

. X2 EANY e

- QOFN & SHEEZXEA|(nutrient contents claims)  * BAIOIE

- 4% 7|54 BA|(health claims) . m2

- 1&/7|& B3 EA|(structure/function claims)

- 7|} BA|
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FHEATO[ HrEA] ZEHE[0]0f B Ajg
HEY
. HE2| S (identity) (E3) Em
SIEE CE.
(R otof Lot S A=X]) RIGE |
T

L NETWT. 15 0Z. (4259

L NET QUANTITY OF CONTENTS STATEMENT

45% 237
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HEe | E ¥ (identity)
(B . 21 CFR 101.3)
HETH
« Ho[Lt 7d0of 2l Zast HA
- HEH (oM 778)

| EOLE FA HIYEKS 52 TQEM(dentity) 7| ZHA 75
(23 T 21 CFR 131-169)

MEO| SMYN (=H 14 : 21 CFR 102.5)

S(flavor)= Z&ot HET HA
(BUFH : 21 CFR 101.22(7)

Hojo =20 2 2= Y(flavor)2 SR MEQ 4%,
Sk(flavor)2 M 29| £ (identity) 270 Z&Hz|0f0f &

HAUZE (21 CFR 101.22()(1))
- MO AbbEF Natural Apple Flavor
- "2t S 2" Apple Flavored Drink &
"M AtIFSt 22" Natural Apple Flavored Drink

Artificially

oI5 = (21 CFR 101.22()(2)) Flavored Apple
- 013 AttE 2& " Artificially Flavored Apple Drink Sl

Stz ot ; 1 Gall 3.79
CHE MOASHE E3} (21 CFR 101.22()(1)ii) -t
-"C

12 MOl B2 TS MO AT 87
Natural Apple Flavored Drink with Other Natural Flavors
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L2 24
(223 : 21 CFR 101.7)

ZY U HE9 g
B Ol 2 RL[HEA] : gallon/fl. Oz./mL
ZHA| B (PDP)O]| 7 X[5H0]OF S}, ANY BRAND
K= Tt 30% O|U, 7L2 2 EAl(parallel to base), EBU@@
xt

OJE{ &0 [tk EA[SHO]OF ST,
D=0 HSH22 AM8StE HHRIZ EAISH0{0F o

-

NET QUANTITY OF CONTENTS STATEMENT

TEEEN

ME HAH Information Panel
(BH3H . 21 CFR 101.2)

Nutrition Facts /..

<— INFORMATION PANEL
NEHEAM

P
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+ YYANRO| JHT ARR]
0g £0|, HZYH, EHYH, 3ELA
L

INFORMATION
PANEL

MEEA|H

Ingredents

Manufactured for
Any Cookie Company

820 Natrition Way
Nutriton, TX 23726

« 2N HMZgH7totd 3% | Rutiton Faots 2575 |

n . e n | w |

%%%‘IX-” dlStrlbUted by EEE | |1 servings per container & §
Serving size 12 fl oz (340g)

"EAH| packed for”

Amount Per Serving
Calories 100/

Total Fat 0g

o FA(EALF T [ —

. 229 FAE BT for0] ofY

INGREDIENTS: SPARKLING WATER "_‘7':.:-:::
FERMENTED SUCROSE, GRAPEFAUT

NATURAL FLAVORS
O EOI{. Distributed by:
Tl'% H I-" Yumr/DrlzLLC

50 Brewery Ln.
%1%!, 2|S_)lk_ .., Orange, VA 22556
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A=z =
(B2 137H: 21 CFR 101.4)

» BE HRE T VITSR WOl A8t A0 Wt S5} 00F &

+ AR O|E0|L Y2 ME

« SHlE, o YR M2 (certain colors)E i E FEO| Ot ZEHH 2 2 (generically)
U7 g 4 92
2712 T [=]

« BER0 7|5S FAISI0I0F e (21 CFR 101.22()))

Uz 27
(BE17d: 21 CFR 101.4)

« SO EE LSt SIR[™RE HA| 21 CFR 1014(b)2)

2, 8F (2, ¥0], 22), Y, AHBZSHSA, S U] AT M F2,
t
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G BA 3!
Y BA| (2HH: 21 CFR 101.9)
TE SHO = of= HEZS MB0 SYEA o7
12| M| S & (Serving size)2 &4 HF &= & 18 (Reference Amounts Customarily
Consumed, RACC)0fl (42
OR Oe 3 E BEAIZE
- Of) SM A A, AZ T Y20l 003 B2 (Rk(tea))
Astxoz MZof s Y FHO|L ZE 5 2R(daim)7t A= S,
I #A[SH0{0F 2
Mool RE 2YstE FDA YHY2 21 CFRR101.9() HEE
- 168 SYLEAA MEN HItE FYA0 FL, 0131 Hel SYMES 40{M(composite)
Aot FO| HA|E X9 x| 25t SUYOF oF
- IS AR FY29 F2, 012 742 SLMES M0 M(composite) 243H O] EA|E
X o 2|20t SYSHALE 80% +F0|0fOF o
- 8%, 5 & /e (A=Y Iit°*5| 20| 25 Hotel B9), & XY, £§|'X|o, EMARH,
E'E'EﬂﬁEﬂ% &2 (sodium) | 2, 018 7o SLHES 4 0{M(composite) =43 0 .
BEAIE X2 20% 0 raw ot
HOFXiH 7 |
SS8H #A
Nutrition Facts
18| HZE  Serving Size mlp|B2eningererconaner . ool
Amount of Calories » ‘éwaml’;;;.eus 230
OE:‘EOt % Daily Value*
Total Fat 8g 10% Percent Daily Value
Saturated Fat 1g 5% o| OIA-I j;l 2k (y
Trans Fat Og =T
Cholesterol Omg 0%
Sodium 160mg 7%
Nutrients Total Carbohydrate 37g 13%
Dietary Fiber 4 14%
%1 %t—)'\— To:alr;uglars' 129
Includes 10g Added Sugars 20%
Protein 3g
Vitamin D 2mcg 10%
Calcium 260mg 20%
Iron 8mg 45%
Potassium 240mg 6%
* The % Daily Value (DV) telis you how much a nutrient in
Footnote + asovywngouooa;omomosloauauyao‘. 2,000 calorios
7|-7< aday Is used for general nutrition advice.
1T
(Foreduca.lionalpt.lrposes only. These.labels do not meet ﬂ%%’%oﬂ 3._%.:.“ Ol Ej—_ d|-"|_|:‘ 21 CFR 101. 90”A1
www.fda.gov the labeling requirements described in 21 CFR 101.9.) ﬁl?gc‘;_} ﬁ)\|7|2|,_<_0" %‘_%I»o} | s 16
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>

O|REN|CY Y

1571 o FEACHA FY¥A

3
2k (Calories) T I3 (Total Sugars)
-f‘§- X2t (Total fat) M7t (Added Sugars)
L3IX| 8 (Saturated fat) CHH 2 (Protein)
E=AX|8 (Trans fat) H|E}2I D (Vitamin D)
ZH2AHE (Cholesterol) Zt= (Calcium)
LIE& (Sodium) A (Iron)
% Et3}E (Total carbohydrate) Z'E (Potassium)

410|852 (Dietary fiber)

ZoX|Ho 2 RE A Y Aok A0 d R
(Calories from saturated fat) (Insoluble fiber)
Ct= ZotA[E SUE
(Polyunsaturated fat) (Sugar alcohol)
ma= = Eel N AUAT M7 O] B HIED S O[HEHF
(Monounsaturated fat) (Vitamins & Minerals that have established RDI's)
g H|EF7HZ Bl (H|EFRIA %2 A)
(Fluoride) (B-carotene as % Vitamin A)
+84 Hoj4g ot
(Soluble fiber) (Folic acid)

* 27 7RO\ 2% 59| BR(caimt UE HL, B Al LR
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H7td B9

- AE - =

. SHE « Y% (molasses)

o MMM (high fructose corn syrup)  + HE(sucrose)

« 3} (invert sugar) « 2% (actose)

« ¥EX « UBEXC

- Efg2= « SEUYFA

100% TAFAOI L + 9= 92 I HEQ| 55 IFA T, 100% BLFAN 550l

2HROA B2 HOjelE FAE A, 45 55 23

>
k!
1>

FIh MR GY Y ERH HE BAIO| Bt AA S ot HOXH
HIEFD! S O[HE R SEEA, H7tE, AlG L0 2o 2o SH

« 0|87}50t HA[S7H0] 12 in? O[S} 2ZTAF (21 CFR 101.9(j)(13))
bulk) ZAE| 0|4 2 EHOjE|= A1F - YFE = HAl(display)=|010F & (21 CFR

« SMYH FLEA 2F HA (21 CFR 101.9(j)(18))

27 S [101.9()(18)(V)]
2 %9 10% 0jor 9l o)1= U ZOjS2F 10,000 &% O/

21918 [101.9())(18)]
At X9 100D1 |:||EI|» u]]

oL [™E

0|21 ZHOHS2F 100,000 % O|F E= 0|21 THOjO|AFE 2 100,000 B K O3

- https://www.fda.qov/food/labeling-nutrition-quidance-documents-requlatory-
information/small-business-nutrition-labeling-exemption-quide 20
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TR °*31IE7I RS
HES TS 7K

OPTION 1

Nutrition Facts

Ingredients: Enriched flouour,
malted barley, niacin, reduced iron,
thiamin mononitrate, riboflavin, folic

acid), sugar, cottonseed oil, high
fructose corn syrup, wh
vanilla, natural and artificial flavoring;
salt, leavening (sodium acid
pyrophosphate, monocalcium

phosphate), Iecm.nq@) ono- and
diglycerides.

Any Cookie Company
2371 Administration Circle
Nutrition, TX 23726

Nutrition Facts

Ingredients: Enriched flour (wheat flour,
malted barley, niacin, reduced iron,

OR thiamin mononitrate, riboflavin, folic acid),
sugar, cottonseed oll, high fructose corn
syrup, whey, eggs, vanilla, natural and
artificial flavoring, salt, leavening (sodium
acid pyrophosphate, monocalcium
phosphate), lecithin, mono- and
diglycerides.

Contains: Wheat, Milk, Egg and Soy.

Any Cookie Company
2371 Administration Circle
Nutrition, TX 23726

1. ASEEZO Fo LY 27| RY=H SY HEZ LA HRERE E7|§ 2, HHZ oo E
ol (22)E MES0 AE3ZH2 X8 Fe ¢ 2 "Z3(contains)” THOIE E7|6H0] Y 27| &
427 9220 o AZoz 2 Z35/LA]7} 2270| Off 4Z02 2 B5/K EAJY,
Y2 09 CHE 2E0= BAIZR ¥ 0| 2At 37| HEY BI|2Lt ZOtA = Ot
23
oky 27| Surex =
= t 27 TE2E 2 :'ln_'IJ_'- e
"2t 7tsd UZ(may contain)’ E= S EAIE A X ZEE (made in the same

o
facility)' 2t 22 #1 27 (advisory labels)s SR ZE7|F(GMPs)2 ChH|ot=

o
~ToZ ARE 4 88

A2 7|HHSt00F o, AH|XHE 20125

ot/ StojM= 2t

B ElORR gAY, 2B e, ¢
AL, MO Y 91 42

&,
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B3 (claims) 35
_ ESiE (2 A

QA (H2lZ

"JHTJ

X (quHl.OI % '6&!.1(_3'_ |u’ 117|_ Ou u|:-|u)

25

o
ogt

L
HEl
=

o A8k HA[7|F, 21 CFR 101.13

« M EAI7IF, 21 CFR 101.54-101.69 (Subpart D)
e S XSl ek BT (21 CFR 101.60), "2 AHE 228 (21 CFR 101.62)

o BrEA] 321%|0{0F BHmust be authorized)
- 180 et
21 CFR 101.13
21 CFR part 101 subpart D (HIEFDI, OJL| &, CHa ) gAMLy, Alojd R, X, LIEE,

23 3R Z3NY Eﬂ"EﬂE g g BA S)

Al ZOFM ST 3t ¥ (FDAMA) & Xl (notification) Li-&0f 2t

26
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o UL L2F2 TS HES(claims)S Yot BE QM0 Hgto}oof g
« YHIMOZ 21 CFR 101120 A 1St E4 M3 Tl = &1 (Reference

Amounts Customarily Consumed, RACC)0f| (45

« 37l (disclosure) 77+ ZRE
YEE S EA| BT 21 CRR101.13(h)

A (O, 'S 2HED OHE FS20

—|-I-
oot

« AL 7|88 EAlE AE BEAO] BEoL| 2L} 2A|E= BEH S 9|0[6HH,
3R BE ME TS (O, MY 22 808 XS EHET),
= (0 A M=) Qﬂ(wgnettes) it?:.h
x'tﬂol'—f Az &L= AEl(condition)of Of EX0| ZA £ =X EX
(characterize) B3¢
* FDA7} O|E Z=dt= M7HA| Y
- FDAE 1S gdet
FDAE Al Z oMLY 3HE (FDAMA)OY T2t X =2 3 K| (notification)E 4
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+ "Ffree)" Of DT BE S

. 0f: "3 SE&(soy free)’, "I S M
(caffeme free)"

« FDAE ZE MAHMIIHE 2&
101.22(a)(4))

+ AHEO] 7|8F5HO0F SHOY, 2H[AHE 20128

o7t gle 8% 58 =222

oI Bt

—

FHE ooz

M A | 2 (artificial color free)”, "7+ Q1 X2

A2 7HEE (21 CFR

2

70.3(f), 21 CFR

ot otojM = 2HE

33

CHE

A2 O Z EA|EZ|0f0F B

« I H{E EAR

« HE2 A0 2259 OHE
DE Q2 BNRA2 FO O E

Ao BA

St

21017} 24 A Of )
01012 F7] 5[ ofof &

+ 21 CFR101.15(c)

'100% AtDIFEA'7L O CHE HOIZ HA|E

34
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35

Nutrition Facts

Serving Size: 18.3g (1 stic<)

Serving Per Package: 18

nl Per

Calories: 100 Cal from Fat 25
5% Daly Value

Total Fat

Saturaled 39

ingredients

Carbonydeala 129
Sigrs B,

Cholestarol Less than 5!r\2 2%
Protein Less than 13 2%

36
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https://www.fda.gov/food/food-labeling-nutrition/industry-resources-changes-nutrition-facts-
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https://www.fda.gov/food/food-labeling-nutrition/label-claims-conventional-foods-and-
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- www.fda.gov

+ Use the search feature, “food labeling guide,” “food industry
resources” or “nutrition” or,
- www.fda. qov/food/food labeling-nutrition
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Help Stop the Spread of Misinformation

You FDA. Stop the spread of false rumors, and
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* Food and Cosmetics Information Center (FCIC)
(https://www.fda.gov/food/resources-you-
food/lndustrv-and consumer-assistance-cfsan)
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U.S. FOOD & DRUG

Industry and Consumer Assistance from CFSAN

Get answers to your questions from the CFSAN Food & Cosmetic Information Center (FCIC)

Resauroes fo You (Food)

To reach us by telephone: Contacting Us About FSMA
-888-SAFEFOO! -888-72: 66)

HES0.SASKROOD) (¢.580 7553960 The FDA Food Saf

10:00 AM - 4:00 PM EST R

Closed Thursdays 12:30 PM - 1:30 PM Aot S n

- ofour

enfoos Topes To write us by mail:
U.S. Food and Drug Administration
Center for Food Safety and Applied
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