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FDA %, #4723 FDA HAIZNESE L TV D E & HET 572012, KES oA 5L B
ROELEEIT> TS, 222 TIE, FDA O AR - PHRAE ) BAMEEH ~D LI+ 121X
ITOITWRD S Te), BMEEBGIERER L, RAEFEITIRIEICHENT 2@ mH 5,

BERTERDELEDRE L SINEHGAE, BESOEEE, MASEZOHENLE LD
AR B D,

6
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~F 1-1 8 REDRRZE -GATEDHE

(3) WANZE (f>AR—F 77— (F63ESMH)

AES LT, HORMICOVNT NERER THLZERW LN THD] ZL% FDA ©
Y EICEMT 572012 FDA 3T HXET, V=7 HA b EThREIND, WALSE
WP S o AT, B AR ERAOR A 72 LICRIRF Y & (Detention Without Physical
Examination : DWPE) i 5,

(4) FEEOBIN (5 6-3 EZMH)
BRZEBRAC LY . BRI AR O TH ] &2023, SO TR I S
nNnZélmoi,

7
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~E 128 EETORE~

F128 EET0RE

HZHA SN D RMICOWVTIE, BAITHENENOFTEES SIS < BIEARIZ2 R E,
HATL T D, BMEAICESEREGRT 201F, REEEE (HHS) & 254 (USDA)., Bif -
EBif2) (CBP) Thd, £-MEETE LT, EEY NafiE &R (TTB) ., HIRE
F1ZE% (FTC). BREMRHET (EPA) 2d 5,

1. a2 (U.S. Department of Health and Human Services: HHS)

(1) &RMERMSF (U.S. Food and Drug Administration: FDA)

FDA I%, 1 ZIEE2TORS (USDAFFEDOZEN « FE AW (BIOEOM T, SR,
br<) oReNE, BHE, BRERICET ARG ZE LTV, BERDIEN E%un\ 1t
Frdn, RIS ICET OBHI O TE L TW\WD, £, BHIEIEMR, ﬁ??idr\ EaREIZD
WThH, ERMNRTHLI8MBREH L7258 ORRICEREL T2 <E ZBikd %
EVIBLENBEEZIToTWD, BRMICET S FDA FriE 0 FERIERIZ, RO LBY ThH

ZAEN
o HHE
% FD&C ¥ (Federal Food, Drug, and Cosmetic Act: & bR EMIZBET 25303+
(AR EEM 21USC341~350, EIEEEETr) 2
% 31 A7 1k (The Public Health Security and Bioterrorism Preparedness and
Response Act of 2002) 3
* BihZ e kL (The Food Safety Modernization Act) 4
kg AFF « 7 U — 243 (Importation of Milk and Cream: &% [EE# 21USC141~
149) s
o UL

fOEFHAIEE 21CFR (&MIZEET 2 AT Part100~199)

LA AT a3 024:6 H 12 AT, BAZEMIMIEZ 1141 H 4 B Lz, Winbh, AdhESEML N
iniE DB F DRI 2 — SO L, 3@@\ IFTRREEBALLL DO TH D,

2 FDA / Federal Food, Drug, and Cosmetic Act (FD&C Act):
http://www.fda.gov/Regulatorylnformation/Legislation/FederalFoodDrugand CosmeticActFD CAct/default.ht
m?utm_campaign=Google2&utm_source=fdaSearch&utm_medium=website&utm_term=Food,%20Drug%20
&%20Cosmetic%20Act&utm_content=1

3 FDA / Bioterrorism Act of 2002 :
http://www.fda.gov/RegulatoryInformation/Legislation/ucm148797.htm?utm_campaign=Google2&utm_sourc
e=fdaSearch&utm_medium=website&utm_term=bioterrorism%20act&utm_content=1

4 FDA / Full Text of the Food Safety Modernization Act (FSMA) :
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm247548. htm

5 FDA / Import Milk Act, TITLE 21-FOOD AND DRUGS CHAPTER 4-ANIMALS, MEATS, AND ME
AT AND DAIRY PRODUCTS SUBCHAPTER IV-IMPORTATION OF MILK AND CREAM :
http!//www.fda.gov/Regulatorylnformation/Legislation/ucm148715.htm

8
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oFDA 7 =7 %A |k : http//www.fda.gov/Food/default.htm

(2) FIREH T % — (CDC)

PIRE BT 5+E % — (Centers for Disease Control and Prevention : CDC) %, %75
DT - EBR, AREEDORES L ORBR2FE~OXNUEEZTT H, CDC ORI 4R (Food
Safety Office) 23H.LE7RD | BMICHEKT 2HEHREZH S T-OORAOHEDE=4 Y
VIR, BEIROBIEORMIE L L= ) T DT DBEFRAE Y — VOB EE{T- T
W5,
eCDC 7 =7 ¥4 I : http!//www.cdc.gov

70%, HHS IZJE3 % FDA & CDC, 5 XN USDA ([ZfTE 7 % FSIS IZ. FoodSafety.gov
WO =T YA M LFETES L, BAOLEMICET S E®RAEEREMITICHEL T
Do

eFoodSafety.gov 7 =741 | : http!//www.foodsafety.gov/

2. BB (US. Department of Agriculture: USDA)

(1) &awmiemtm (FSIS)

BN ZeMmER (Food Safety and Inspection Service : FSIS) %, i AMZ &, M

Faz it NERIRSD Sha&R (B £ K v¥, 5% BLO2oLa, K
Al (B, EEES) BIOZOMLE, JIRGICHONT, 2280, WE, RmERICHE
T LM ZErE LT,

FSIS L OWEGED T, KEDZ OINN, MBICERABLIOREALROKRE T 07T
LEEMLTWD, 2720, INBUF Y 1 7T Lo T 45 1 72N LA OFit il i, %@J‘I‘W\i iz
[RoTROLND, BA - ZEAKW (BLOZOMILM), IPREOMEERSIZIX, RES%
AT O Mgk S FSIS ORBEEZ T HMENH Y . TV A b ZOU\T%I?H‘%%T‘%%)O 7R
IZE DA ERREIL. LT OERICESWTER IS,

o HHRE
% S AHATE (Federal Meat Inspection Act : &R [EE#L 21 USC Chapter12)
*FEABLOEZAMLN#AEE (Poultry and Poultry Products Inspection Act :
&2 |E 1L 21 USC Chapter10)
k P SL AR E  (Egg Products Inspection Act : A& [EE L 21 USC Chapterl5)

6 USDA FSIS / Requirements for State Programs :
https!//www.fsis.usda.gov/wps/portal/fsis/topics/inspection/state-inspection-programs/state-inspection-and-co
operative-agreements/requirements-for-state-programs

9
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oFSIS U =7 %A I : http!//www.fsis.usda.gov
(2) #hiEwintm (APHIS)

A (Animal and Plant Health Inspection Service : APHIS) (%, ##k kO
fE OB U, IR OBS Il FEHERF O 72D O HIH 217> T b, KEWNTRAEL T
W2 WEIMEIC BT 2 BRI KESN N SR AT 2 2 & &2 S Tod O ARER, B/
AN OLZ RV FEORSI b EEN D,

Y faE 1L APHIS OERE R (Veterinary Service : VS) 23, fli#lh#2 13 APHIS OAEYLS
¥ -t (Plant Protection and Quarantine : PPQ) 7’1 7 7 A@EETENHY L TV 5,

APHIS 23pTE 9% ERERITRO LB TH D

o FRVE

*AEY)RiEYL  (Plant Protection Act of 20000 &% [E 48 7 USC Chapter104)

* #ik7k (Honeybee Act: %€ [E LM 7 USC Chapter11)

* RO fEFER YL (Swine Health Protection Act: &4 [EE L 7 USC Chapter69)
o HHIHLH

sk EFRHE 9CFR Part1~199
eAPHIS 7 =71 b : http!//www.aphis.usda.gov

(3) BE~—rT 17 (AMS)
m¥~—r7 4 7R (Agricultural Marketing Service : AMS) 1%, & - SEWICET
LB RIE L, £ OEBEITEEDSWTETIT R 21T > T D, AMS 1A R
BT DM A PTE L TR0, AREEMOLERE, 5, BREREZEBEL TS, 70,
JREY OFETF OGN T 2FRPCINEIZEATLHH G IE L T\W5, B GEMO—H L
FIRIZ OV TR, /NEER X5 FEME R R % # Bk L= COOL (Country of Origin
Labeling) 7'v 27 7 AOEE H1T-> TV 5,
AMS DSFTE T 2 ERERITZLLTO LB TH L,
o HHIE
* 1930 FAREZPEY)TE (Perishable Agricultural Commodities Act of 1930: &2k [E
158 7 USC Chapter20A)
%1937 ¥~ —T T 4 T WHEY (Agricultural Marketing Agreement Act of
1937 A4k [EEM 7 USC Chapter26A)
% fli 175 (Federal Seed Act of 1939: A2k [E4# 7 USC Chapter37)
eAMS U = 74 | : http!//www.ams.usda.gov/

3. BB - E¥itr2m (CBP)
[E 722 2R (Department of Homeland Security) ®#iES - [EiER 4R (U.S. Customs

10
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and Border Protection : CBP) 1%, i AZERIM OEGHE Y . BIBLEHE - ABLCHESMRATE OB
BAZEHS SO, AR DB OMAES 2179, ZNbOEBIT, O TIMBERIT->T
W23, CBP ~ORBE LRI, 7 1 O AR 1EE O ERL OS> 6 IKEE T O R 0 35ffk &
iz,

USDA MEiET 288 (FW - KEAW (BLOZOMLAG), IIEE) ([2onWTiE, *
7" CBP 73, USDA ® APHIS 23 E® HEFHICET o MAELZITV., Ziva3%1F T USDA
O FSIS 3 AFF ] O F Il 217 9,

—77. FDA FrER&MICHOWTIE, @A LCIAZEL D3 A7 2 iEIZHESWT CBP IS
HAGEMZEIT I A, CBP & FDA O B a—H U A7 APEE LTV 72, FaHED
WHEIT FDA I big &5, £7-. CBP & FDA X, fERE D EOE & R FRA
ZIT- T 5,

eCBP 7 =7 %A I : http!//www.cbp.gov

4. WX N2 BESEHR (TTB)

KEMPE (U.S. Department of the Treasury) OiF%¥H % /S afiE 5 &R (Alcohol and
Tobacco Tax and Trade Bureau: TTB) i3, 7 /b2 — /LB & X X3 2220 T OFRBLL & UK,
WENZ B 2 Bl 2 LT\ o, TTB 3FrE$ 2013, 72— ok (5v MRE U
A v, AEEE) T, WE., BRER, BEXOMAETICET OGNS L, Tra—L
OBHE, NAER OBHC /Sy 77— V72 EOERFHICEA L TH, TTBIZL Y BES T
Do

o HHE
AR BYE (The Federal Alcohol Administration Act: A#4[EA#L 27 USC
Chapter8)
oTTB 7 =7 %A b : http//www.ttb.gov

5. WG ZEES (FTC)

H G| ZES (Federal Trade Commission : FTC) X, NGy, KR £ 721344
SEREBATAZRVEEED ., 5P 0 RCHONT, HEEOBERIROEZ LT, EED
MRZRD D Z L2 BERMEB LT D, NS CIHBEEREDOBAND, RN TH S D
LWEERLHELE Z M IREF L ZOPICEEND, BMDRERLELRDOTA FT4 b,

7 CBP / CBP at Ten Years : (03/28/2013)
http!//www.cbp.gov/xp/cgov/about/history/ten_years/ten_years.xml
https://www.dhs.gov/blog/2013/03/28/cbp-10-years

11
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FTC ML TH Y, REMBAEMSOIAE S FDA, USDA L LD HIL TV 58,
oL
kA 5EEEYE (Antitrust Law)
* A OVHE A RELL
oFTC 7 =7 %A b : http//www.ftc.gov

6. ERBIORET (EPA)
BREER#]T (Environmental Protection Agency : EPA) D& ~7 1 7 F AR (Office of
Pesticide Programs) 1%, KEWNTHET 2 BIEOME N OZ AT 286 20 E L, &
i DR B E AR E LTV D, —, FRREREL B2 2 80O £ V1% FDA 23
1T>TU %9,

o FRVE
% FD&C 7 (Federal Food, Drug, and Cosmetic Act : & %&[E %L 21USC Chapter9)
kR A - FREEA - &AL (Federal Insecticide, Fungicide, and Rodenticide Act :
Aok [E A TUSC136)

eEPA 7 =74 A | : http!//www.epa.gov

8 FTC / Enforcement Policy Statement on Food Advertising:
https!//www.ftc.gov/public-statements/1994/05/enforcement-policy-statement-food-advertising
FTC / Dietary Supplements: An Advertising Guide for Industry:
http://business.ftc.gov/documents/bus09-dietary-supplements-advertising-guide-industry

9 EPA / Pesticides: Regulating Pesticides:
http!//www.epa.gov/pesticides/regulating/laws.htm

EPA / About EPA's Pesticides Program:

http!//www.epa.gov/pesticides/about/aboutus.htm
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Copyright(C) 2020 JETRO. All rights reserved.
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~%& 1-3F FDA & USDA DFF&E5tF ~

2 1-3EF FDA & USDA DAFE 57

KENZBW TR LRI 2 HHl ZFTE 4 2013, FDA & USDA Th %,

1. FDADFTET R

FDA OfiE 3 5 &%, FD&C L ED TR ThDH, 2o [’ OEFEHNHIE USDA
DY EEE T ICH D EW - FEAKW (BLOZOMTMA), IR (RIN, FERIi%E) X
PrAab ST D,

FD&C 155 201 4:(f) (21 USC 321) TiE, &M% b M ELIZZOMOBMOEKEIC
27200, Fa—A L HTh, ZNHOMMO—HE LTHOON W] EEFRL
TWb,

BEIITRO S ONEENDLH, ZHHIZR O GEAHIHILE 21CFR Partl Subpart
K),

@O FEMBE I JOSREN Y

@ #EHIVY

@ Bkt (72— U iEHS KOV VA D f(BK & G Te)

@ Wk LU

® ¥

® FLELGE XX IR

@ BEFEITEOHEEY & UCTHER S D RN TR

T aE A

@ NUHH, BT, ORERET

EExTWDLEHAEY

@ fRtB LUy h7— R

@ BB X ORI O/

@ BB X OEEORINY

FD&C %5 409 5:(h)(6) (21 USC 348) TEFE SN L RMEMMME (5 2-5 ES M)

2. USDA NATE T 585
B FEAN (BLIOZEOMI) ., IR GRIF, IS Tho, 72721, kD
FIRT L 912, FDA & USDA OFEHEITHEHMEZ 72> TU B0,

10 FDA / Investigation Operating Manual:
http://www.fda.gov/downloads/ICECI/Inspections/IOM/ucm127390.pdf
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~%& 1-3F FDA & USDA D & EIF ~

HOBR. (RIROIIT, RN 2 72
HDEET),

(2) RORMITINRGHDERLDN S
ML, FDA g L 70 7 ) —X
N7 A OIRfLE . BOEIRRLE . IR
Bdn, RERW, FEI AL — R
VI A Ty T ) T w7 A (egg
nog mixes), BMEO FL vy 7|
RZG AT, ST RIDT 1 v
7 =%y A, B - IPRL
WO7LrF b=, I - BRELE
ANY DY RA v F LT o
BEHIF (balut), USDA Fi/& D IR
EDEFRICALRNO SO, il 21T
FHERFE 7D (cooked) FRHLEL AL
B (egg substitutes : JRDILED
IHAELY) 13 FDA OFTE,

USDA D& £ 5 FDA D& A
B, FEAL|F KOOSR, B bEES | YA, BAEo RS, 1B,
A DFEE VA 7 b LA
AN T EREHED 3%EH, FHEE AN | FAFCITEEY L2V,
EHEN 2%k, E2XAE -
BRAG - it 45 A 2203 30% LA Eooin
T
ZEAMRIML | BB AR E ARG AR 2%LL | £RRICEEYS LWL
i FL EITHEE K E VRO
Wi« K2 - g & A 55 10% L oo
T
YRR, (1) 5P%L (egg products, MR, | (1) 5> X Jids L O & & el T4

(egg containing products) T.
USDA OUFf D ERICE TTE S
I2NH D,

(2) B EINDBEA « (501 - HRT)
Mgk, BROIREGLr—FI v
AAERE TS0/ 21X FDA OFTE,

14
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~E 28 Rig—MIZET SR~

B2 R —RICEET SR

52 TIE, R —kiC s L CEA S o Bl 23T 5, BARRICIE, — iR 24 g B
DEAET H 2 BT O ERGERH (GMP) | 7R SR, A MIESR S, &I « 55 Bk
BFRFIHET MM TH D,

MAT, ‘et (FSMA) IZ& D HASNLEFEORARTIIEIICET 2B, FE
Wt 2R B4 D R, EXA 2 BN R OB IR B4 2 MHI & OV T BRI 5,

15
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~F 2-1 F HiFBERE (GMP)~

Fo-1E BIEFEHE (GMP)

1. 5O GMP OIERFRHL

FD&C £ 402 £(2)(3) 5 L V4) (A% EEML 21USC342) Ti, AR Y 756 T
THE SN, HDVIT, FEETER 2SR T o, e, RE S, REFETHRES
NTARIZHERREIC 72856, 260 ME AR (adulterated) & HEL T35,
RERME, INEEEG B AZET) Mk shD, Z0RLEL LT, Biblie Toff
AERBREE A MERF T 2720 OB E LU CEFHAISE 21CFR Part110 238LE S417z, Aif GMP
JH (Part110) ZdiE L7- 8] (Part117 SubpartB) A S, JFHAIE LT (b
WZxFLC) 1£20164-9 A 19 H XV #HLI T 5D,

2. —ME5H O GMP DR
A BLANSE 21CFR Part110 (%, Tt M &0 fbE, M, REICR T 23T O IER
&% (Current good manufacturing practice in manufacturing, packing, or holding
human food) ] (LL'F [—fix&s® GMP)) E#si, BMOMER XL ML HRT 5
Te ISP DN E AR IHFS YR ST 51,
EHHAEE 21CFR Part110 13 &M ERICEHN S5, Ll ROERIZOWTIE, 5
ERE7Z2 GMP B HlE S LTV 5,

FLIC AR, GEATHIRIZE 21CFR Part 106)

e (A 21CFR Part111)

B S 7 BB g O EE A i ([ 21 CFR Part113)
e k& dh (IF 21 CFR Part114)

A MVADECERK ([ 21 CFR Part129)

©® 00 e

3. B GMP DI ENE
— RO GMP OBENRITRORDO LB ThD, 708, 201549 H 17 H, FDA i
HHHEAILE 21CFR Part117 Subpart B & LT, Blf7d GMP GEFAHIHILE 21CFR Part110)
D FAEUCERLAN 2 R A AR U, JRAE A2 BAs S iz, 72720, Partl1l7 OmEMICSH
Teo Tk, B¥EOHE (5 2-9 Bm2M) I2k V., #HLE COMTHIMARIT B, —HKD
MEEIZHOVWTIE, BEWBHE LV 14F% (2016 429 A 19 B2 b, BEICHEABMG) . M3

11 FDA / Current Good Manufacturing Practices (CGMPs):
http://www.fda.gov/Food/GuidanceRegulation/CGMP/ucm2006830.htm
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~F 2-1 F HiFBERE (GMP)~

IZoWTIE, BHBEH A L0 24% (201749 A 18 Hnb),
B H L0 34K (201849 H 17 HD) 725 Tnd,
HIFRSILD Z &> TEY, Filo &0 BREMICIHZNT 5 Part117
Part117 @, Part110 205 OZEF S L LTI
Ya v (RFEFY) OFHENC, BISHRNE (M ORI ik O E E0E,
REEHOEMLE) OHIBRN G 555, |

18 HIZ
Bansn,
L r—

V=7 A MTHEIEL T D,

THEZEIZHOWTIE, Bl
BIATD Part110 1% 2018 4F 9 H
2L - Tk
L WEMfEESST VLS D a B

IFER—NETH D, V= FaTiE Partll7 DIRR %

#Ek D> GMP

BET 1% D GMP

HENRE
21CFR Part110 21CFR Part117
110.10 (& 117.10 it F4 (a) R DEH

(b) ViEERHERT

110.20 T35k LT
S

117.20 THB LW
psii

(a) Huh
(b) THHOMEE - %5

110.35 A {FEHE

117.35 fAEMEZE

RET
(a) —fEAOERSF
(b) Ve, (W DAL R E O R B E OIRE
(o) HEEDOBR
(d) A dhlHEfild 2 i OfT A4S B
(e) BdhICHEfih L7p R R
() Vetgss 20 B EERE - FREOLRE T J O HR

)(J-LA—H

110.37 A% &
FDEH

117.37 #rAimE &
FDREH

(a) HE7KERAH

(b) Bl

(c) FAMLER

(d) fEpT

(e) FWe\ i

() BEEE L OBEFEM D ILER

110.40 £ fE 3 L O
i H

117.40 25
#nE

BLOD

(a) THOLETOREEL I OEEA
(b) BT 2 E£im OB
(c) Bih & Hfh UZpun it

12 Federal Register / Vol. 80, No. 180 / Thursday, September 17, 2015:
https!//www.gpo.gov/fdsys/pkg/FR-2015-09-17/pdf/2015-21920.pdf

B Ur o 5%

[V b o {aR] KIEE AL 21 55— b 117 (21CFR117)

s B ARSI

BT ERIERE R 5 NEESTB LY 22718 Uk FHE
https://www.jetro.go.jp/ext_images/jfile/report/07001111/reference_21CFR117_rev.pdf
4 HENED (e) 1F Partll? THIZBMS T,
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~F 2-1 F HiFBERE (GMP)~

(@) RE. Mk LOHRIES 2T
(e) BRI KOV

() Frerds KO R

(9) FEMEZEA. £ DOfo5IER

110.80 Hi& TfE ¥
FOvE B

117.80 & T2 dS
JOvE B

(a) —f%
() JER BN & Oy
(o) BrEIEE

110.93 fRE B LV | 117.93 (RE B LY | BEDOIRE & AR

Jit i it

110.110 KFaxl3R | 117.110 KBaxE | (@) KEE< (il &%) SEE BES)
LL L~UL (b) RIESDIRARSIE

18
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~E 228 HEE-RGHFLANIL~

F22F HBEE RIGHELN/L

B IERGERE (GMP) ZJlEST L TG SN2 BETH, HARHKRD, & 2 \WIEARA]EED K
EE0EEN D%, FDA TiE, b FORELT L7120, 2 bR 2 R RFFAIZ E D
N5,

1. KBk L~
[RBExI R L)L (defect action level) | &1, 7 B R OIEHOIREALEEHI B KT
HARERKEICEA L, B PORERICE KRR B L 52 20 L~yL L LT, FDA 23 & 5ICD
WTE LTS 2 FEOEMRE (G5 6-3 m3M) 2T LIMNE I NEIRET L ETORAEL
LCTHWST=ODEDTH D,

Rt L-~UL o EFE, EFHHIEE 21CFR Part110.110 (Subpart G). & % W E[FE/<
— M &KIE L7z 21CFR117.110 (Subpart B, # 2-1 Z=£& M) ICHL SN TW5, TDEFE
\ZHAS X FDA T TRV~ o> K7 w7 (Defect Levels Handbook) | B2\ T, &
R DA T IR LV EED TN D, KGR LU RRES L TORNE
FZ DV T, FDA Y T VBRAE 21TV, & OFERZ 0T U CTEBNIERHE B 2 3875
ELTW5s,

KMExR L~V OEOFIE LTE, M7 1y 2 ) —ORAIZE, 77 750071y
<. NWEMFLEDO X =D DOIRAN 100 77 LI LT60 PELl ., b~ " orFyv v
DOEEIZIZ.BMPOERE L 6 Vo 7T — RiED EHIERA (Howard Mold Count)
62 5 > TR L, IEMES Y 55%LL EThb &, IEENREI SN BL D,
Y RT v I ORMERIK LSRG B L FDA IZX D 7 v 7T = anb 720, Binils
FHDERIZB W TRHMEICHERL A T2 LR H D,

FDA 3 7E 8 5 KRR L ~ouid, EHRICA T2 BHOKRBEL Y G<HEESNTEY
BMBEEFII I NE AT T REEE] i3 oz Qe b v L8k
FTRETHD, GMP ZJEST LAV FERTA R 72 T35 CHRE ST D RMaxE R L~ L o dh
I, FD&C 5% 402 & (HREEM 21USC342) @ REARM ) OMEICHEAR L GEFH
HIIZE 21CFR Part110.110(0)%), MEHG] (WA ZETe) BEEILSn L BENRHD (5 6-1
BEEW), Fo. KO L~V E FIF 572012, KIERER LoV OEMR VL & SO R
ZIREGDEEMT, BREBROKMIR LV DEIZ D L TEERM AR IND

GEFFHHEE 21CFR Part110.110 (d)%%),

15 FDA / Defect Levels Handbook :
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/SanitationTransp
ortation/ucm056174.htm

16 NT— NELTEMHOD EDOPEIED—>T, BB LILERDFEEREZ S —t > METRT,
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~E 228 HEE-RGHFLANIL~

2. A AEMEOHFERE - KMakRL~r
(1) A% - AEWEOHE
FEBLOAEE:RY ’féf (added poisonous and deleterious substances) @ #F & &
(tolerance) (X, FD&C L% 406 5t (G R[ELIM 21USC346) (ZHA S BAITED b T
W5, BifE, FDA 3B CRMICE L T ERETRREEZED TWOIMEITR Y Elke
z=—/VH (PCB¥H) OATHd (HEFHHILE 21CFR Part109.30),

i H W E R TP R
O 43 BEMI~—2R) 1.5ppm
@ #AHSE  BEHN—XR) 1.5ppm
@ ZHFEAMAN  (BIHR—2X) 3.0ppm
@ N 0.3ppm
® BHFESE (W4 - K- 1A% Hon LAk (©OL4) 0.2ppm
® BHFESE (WF - K- 4% Hotae cE<o/KED | 2.0ppm
5’%0) H D
@) IHE (B0 eI A B < R ATRE 2 T Te) 2.0ppm
FLI - RE RS 0.2ppm
© #Mor MMl - BT RSO SN 10.0ppm

(2) Ao - AEWEO KRR L~

(1) 1THANZ X 2R EORELD, Z 9 LICHRIOREITII K297 71 & RFE A3 9370
DT, Bdh DUEERERD IO OB 23S & S IINEEL 705, TD7=® FDA 13, #
AL ATHR IV ERET D LICXY, A - AEWEOEBKY 217> Tn5, A
& ANIIHRI O L9 TiER #1372 < FDA DNERRE Z BB T 5008 2 DhERET D
BROZEHELALES T TV D (EHAIEE 21CFR Part10.115),

FDA i3, A% « AFEWHEICET 2 KM L~ % 2000 2T A Z 0 ZA30EE L THEAT
LTHY, BEE TEERIIBITIN T2, FDA DA # o A30#E e i Adhd L
UEWREHC & EN D A5 - AEWHEIZET 5% L~ (Action Levels for Poisonous or
Deleterious Substances in Human Food and Animal Feed) | " Ci%, k® 19 fifEO A -
AEWEIZOWT, Bdn &SRO M BRNCRR L ~LDfE (ppm %) RAREINLTVD

(DAflatoxin, @Aldrin & Dieldrin, @Benzene Hexachloride, @Cadmium,

17 FDA / Guidance for Industry: Action Levels for Poisonous or Deleterious Substances in Human Foo
d and Animal Feed:
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Chemical Contami
nantsMetalsNaturalToxinsPesticides/ucm077969.htm
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(®Chlordane, ®Chlordecone (Kepone), @Dicofol(Kelthane), ®DDT,

DDE, TDE, @Dimethylnitrsamine (Nitrosodimethylamine), @Ethylene

Dibromine (EDB),

(DHeptachlor & Heptachlor Epoxide, @2Lead, @3Lindane, @Mercury,

®Methyl Alcohol, @®Mirex, @DNi-Nitrosamines, (®Paralytic Shellfish
Toxin,

9Polychlorinated Biphenyls (PCBs)

RO L > T, FWEO KR L~V DTSR 5, pl2iE, ERO07 77 b
¥ (Afratoxin) TlE, & MaF &M TIET 72V F v (20ppb) . —f & fH (20 ppb) |
3L (0.5ppb). BE—F vV BIOE—F v YT (20ppb). EAXFADIFE (20 ppb)
D5 TENZIENERE SN T WD, £z, ik 6 EIZOWTHERDHENERE I
TW5,

0)7}<$E (Mercury) [Z2WTiX, &L 2 FEEICK L TEZRE SN TEB Y, AME - MR -
INT oI E Wgda% (TR T 1ppm), /ME (B 7 BROA 1ppm) &> TH5D,
F2. @H FIv L (Cadmium) ([ZOWTIE, BMZEO LD TIIRS, BMOKFRERD
Fitsdas DILEERNC 3 FEEE (fflX 0.25~0.5 ng/mL) MR EDKE L >T 5D,

FDA O A X ALETITRTORMLD I AN — I TV D DT TiEZRw, Kk L1

RERE SITWRWEIIZ DWW TR, ERNIERFRTE OB RET S 1D,

RIFERER LAV RERE SN EMIZIEZZ < ORMTENGEN TN D, DKEMIZKIT 54
o AEWEORR LA FFREE VA X ALY (Action Levels, Tolerances And
Guidance levels for Poisonous or Deleterious Substances in Seafood) | 87Ci%, fJrE L H
I OKEDIET 505 - AFYWENR -HRICELOONATEY . ZAZIFERD 19
LN OITFE b B EN TS, ZO—ERKIL FDA EMNBURF, ZFEREA 2 F0 2 Ak
T 5k H¥EMRAE 7 1 7' Z & (National Shellfish Sanitation Program : NSSP) @ 2015 4
WA A Rz I Tnd (G 3-7TESH),

18 FDA / National Shellfish Sanitation Program (NSSP):
http://www.fda.gov/Food/GuidanceRegulation/FederalStateFoodPrograms/ucm2006754.htm
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~F2-3F BEREEICETERMNE2-3E BEREICET SH~

F2-3F BEREIZET SR

1. FREERRH OB

IR (pesticide) 191%, B3O, BMRZOMOEWIZILER Zi, £ OREWE N
HEEWTORMDBEET DA RERH D, £T. 5 LT, KETHRIEE TR
WS DANCERERH#ET (EPA) 2SFHI 21TV BR5E, BOIDOREREBDO 5 E 9 i
RET D, T ruid, EFRE bR WA F B 1% (Federal Insecticide, Fungicide, and
Rodenticide Act) (A [ELM TUSC136) 1233 < $ DT, EPA ITBEF A THEHAZRD
b DL DREIEDEH 2 EE 113 %20,

F7-. FD&C L5 408 5= (A& EEM 21USC346a) 12 &Y (15 S HERRICH 5% | EPA
IR DI L DFF A & (tolerance ; F 72 13 KFEH 57 maximum residue limits: MRLs)
ERET D, WOWDLRIT 47 VA MITHD, FFEEITEE LOBRBEEORKIFEL L
T, ThEHE 2 2REEEZ S RMIT, FUES 402 FOBEICL Y AR (adulterated) &
KT ST, INBRIG | (A GTe) Bk sn2BEnn &5 (6 6-1 ESH),

KETHER STV RWEEN AR S, BEEEOTABEPRE I NDT2OIIE, Lotk
A NE 29D DI BB R 2T LT EPA ICHEE L7 < TR b7y,

EPA 733 E LT B IR OFFRIREE DS . EERITNATF STV D0 E 9 OBk 0 1d, &fhe
fEIZ DWW TIZ FDA, & « REXAW (BLOZOMLA), ISV CTik USDA o FSIS
DETEEB LT85,

2. EPAIC R HRPAEE 2

EPA i, KETHET 2B EIRIT, HHEEEO(TWE Z & OFFS & (tolerance) &
HFREEHRE L72 TIWERAE (tolerance exemption) #ED 5, BIFH D WITERED
W R DRI OYEROTRENED LN TEY, »hOZOBREENTREL T T
HOEGA. HDOVITOYHEENBIIE L L TED LN TWEHA, OWTRCEY Lk
WA TR ETRWE RS (FD&C 54 408 2:(a)(1) (A EE# 21USC346a(a)(1))) |
BEBEMTIAR EARIND,

AARTEISNTVWDREETH-TH, KETITZOREBKROERTFAENHE I LT

19 FEEOD pesticide 1%, A (insecticide) . FHAl (fungicide) . A (rodenticide) % F & ¥ THT 543,
ZIZ Tk HAFETORIBE LT, EEMIC TR 2H0D,

20 EPA / Summary of the federal insecticide, fungicide, and rodenticide act : https://www.epa.gov/laws-reg
ulations/summary-federal-insecticide-fungicide-and-rodenticide-act

22
Copyright(C) 2020 JETRO. All rights reserved.



~F2-3F BEREEICETERMNE2-3E BEREICET SH~

RWGENL L HDIEN, EORBEORBHARRORENH LM B IRES ATV L5E (I
ZIE, HDBEIIZHONT, Vo TTx L TERT 2BEOBREIAAREOREITH > T, ARt
LTCEREDRRVE) o570, [Z0REO, AT HMBEICHEE] 28 —MHET 50
b b,

LTI E EN DR REICOWTEL, INLAEDFEE L THEMN SN TW D RN LIEESD O
FREBREPTAENTH 556, HERERE (GMP) [2H-D < G TRIC K - TR EEN
AIREZRIR D B D BRI TV DS, £ LTI LMZ D O OFRE BN FEL O RN T EFEY D
FRBEEZHEZ CTOWRWEEIE, BebB/rsivd (FD&C L 408 5&(a)(2), A& [EE M
21USC346a(a)(2)).

PR RO BARR) 72 EER SR, EPA 25T 3 2 @ BLHIIEE 40CFR Part180 [ dhicdsi)
LI R RE EHFREOHRERINFIE (Tolerances and exemptions for pesticide
chemical residues in food) | (2B WT, KO XS ITHEI LTV D,

O ok A 4B
40CFR Part &5
180.1~ A FRE R PR BEOESR. BRIV FHEOHPH%E

Subpart HENE

180.7~ B PR OMASE, MEFREE
180.101~ C BB DI I A &
180.900~ D R B ERINE
180.2000~ E TFRBPREINT, FRERERMMEICH

FESNTWARWYE

FRE IR BT, BWEICHOWTEN (FIRINLTEEY ESBEY) ZEICHESNTE
D, REBELTHRTDHZENTE S EAMAIKE 40CFR Part180.101~180.691), F7=. #F
REHRERIIE ST EIWE L H S (40CFR Part180.900~180.1340) 21,

: THRIFEFR#R IS 40CFR SubpartC MRED—ER (40CFR Part180. 628
Chlorantraniliprole; tolerances for residues).
L ZOESIC ENFAOREIIODVT. £ BOHBENAT AT,

21J.S Government Printing Office (GPO) / Electronic Code of Federal Regulations :
http!//www.ecfr.gov/cgi-bin/text-1dx?SID=3767c715723839f9e677659b41c22809& mc=true&node=pt40.26.180&r
gn=div5
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http://www.ecfr.gov/cgi/t/text/text-idx?c=ecfr&SID=d20c36480ca93f59f49651b9fab1c39a&rgn=div8&view=text&node=40:25.0.1.1.28.4.19.217&idno=40
http://www.ecfr.gov/cgi/t/text/text-idx?c=ecfr&SID=d20c36480ca93f59f49651b9fab1c39a&rgn=div8&view=text&node=40:25.0.1.1.28.4.19.217&idno=40

~F2-3F BEREEICETERMNE2-3E BEREICET SH~

nn H ppm

A K —7 7 (Star apple) 4.0
A K —T7 )L—>/ (Starfruit) 4.0
aH—T v 7 (R A7) (Sugar apple) 4.0
# F 7% E (Sugarcane, cane) 14
B K& EPEE  (Sugarcane, molasses) 420
b~ Y #EE 20B (Sunflower subgroup 20B) 2.0
W58 (Tea, dried) 50
7 4 O (Ti, leaves) 13
7 4 DR (Ti, root) 0.3
37 (v URL9EE)  (Vegetable, cucurbit, group 9) 0.5
B3 (= AR OEE TEE)  (Vegetable, foliage of legume, group 7) 90
B3 (A RME 8-10 #f)  (Vegetable, fruiting, group 8-10) 1.4
B (T 77T EERSEY 41 (Vegetable, leafy, except brassica, group 4) 13
B3 (IR & XEDESF 28E)  (Vegetable, leaves of root and tuber, group 2) 40
B3 (= A BHEY) 6 £)  (Vegetable, legume, group 6) 2.0
B3 (R, 247 18  (Vegetable, root and tuber, group 1) 0.3
L7 (Wax jambu) 4.0
3. PR RIETFA RO & IR

PR REEPR R OB & B 0 13, FDA 2" —iki97e itz . FSIS N&EEM 2 Iz, TR

OB LI T IARE AT TN S, mmmﬁﬁﬁﬁi%iﬁé%miﬁﬁkﬁﬁéh/Hm
L FSIS 132N OFFE O EIHE O T 1T . MG 2251 5, ARSI

W, BAERESEST SN D,

FDA |2 L 2R RIEFFARRDOY 7V & AR BN KEE O REW & 101

i ST

WD A5, HERBOBARS D L, S I TAREORR, REE & IS D R
VRSB HTNS Z L2 5, FDA AR R OBESZ 30k L, 7R EIGFA RER OfERIE D

WL E EIZ OV TEAKICHRE L TVD, BARFOREDRER, EE L HE Sh 2B
R LR V5130, BAMORIEEEFENMALES (F 6-1 E2R) O E R 56

il

PEDR®D %,

A & BRI B ORERIT, FREEF L U TRITSh, B RETFA B2 B A TOEEmA RSO

24
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~F2-3F BEREEICETERMNE2-3E BEREICET SH~

i H Y TOVREEGE R ERNIC AR SN D2,

—J7. FSIS X, HRCINEL S 26fRIC, BRI Tl JUEMEI GG E D
Yo TR L EER ATV, i, TREFEMIC 2 BISL FRERIETAEZ B2 2 8ot s
L7-#%K#& Y A b (Residue Repeat Violators List) | Z 317281 T\ %, KEWN® USDA 2k
BT TV TV Z . B A G IZ DWW TIE USDA Bk B2 L » CEHEAMPIE i T
WMRENMTON D, BREDTTE, Vo7V BERREOFMIIEEZ LICREEL LTAR
S D,

IHIZ, USDABE¥E~Y—TT 4 7 —E X7 (AMS) &, 1991 Ei b BRI R R RIS
— AR AEEE L, A, 12~16 OMBUFE OAEBEW N Lo THRBISERE L7-R&Y 7 v
IR, TOT —HUWE LT EITo T D, ZHud, TEIETFT—% 71 75 L (Pesticide Data
Program) | &MEIEAL, RIS E T, KERE, F7EKERE S@AS OB ST NRRGRE 72> TH
Do IMTFREROFERITFIRAE T L LTRITIND, FRORET —2 7077 LA0¥EGFIL, &
R OBHE D 23 BRI TlEZe < KREBRFO R & BEEEEOBIR, B L OHEOREICHTz> TH
)T — S N— 2 T DB E R LT D,

22 FDA / FDA Pesticide Program Residue Monitoring: 1993-20013:
https://www.fda.gov/downloads/Food/FoodbornelllnessContaminants/Pesticides/UCM508084.pdf

23 FDA / Pesticides:

http://www.fda.gov/Food/FoodbornelllnessContaminants/Pesticides/default.htm

23 USDA FSIS / Residue Chemistry :
http://www.fsis.usda.gov/wps/portal/fsis/topics/inspection/!lut/p/a0/04_Sj9CPykssyOxPLMnMz0OvMAfGjzOINAg3
MDC2dDbz81.Q3dDDz9wgl.9vZ2dDSwcTfQLshOVAZcBLLc!/?1dmy&current=true&urile=wem%3Apath%3A%
2Ffsis-content%2Finternet%2Fmain%2Ftopics%2Fdata-collection-and-reports%2Fchemistry%2Fresidue-chemi
stry

24 USDA FSIS / FY 2014 Residue sample results : https://www.fsis.usda.gov/wps/wem/connect/2428086b-{8
ec-46ed-8531-a45d10bfef6£/2014-Red-Book.pdf?MOD=AJPERES
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http://www.fda.gov/Food/FoodborneIllnessContaminants/Pesticides/default.htm
http://www.fsis.usda.gov/wps/portal/fsis/topics/inspection/!ut/p/a0/04_Sj9CPykssy0xPLMnMz0vMAfGjzOINAg3MDC2dDbz8LQ3dDDz9wgL9vZ2dDSwcTfQLsh0VAZcBLLc!/?1dmy&current=true&urile=wcm%3Apath%3A%2Ffsis-content%2Finternet%2Fmain%2Ftopics%2Fdata-collection-and-reports%2Fchemistry%2Fresidue-chemistry
http://www.fsis.usda.gov/wps/portal/fsis/topics/inspection/!ut/p/a0/04_Sj9CPykssy0xPLMnMz0vMAfGjzOINAg3MDC2dDbz8LQ3dDDz9wgL9vZ2dDSwcTfQLsh0VAZcBLLc!/?1dmy&current=true&urile=wcm%3Apath%3A%2Ffsis-content%2Finternet%2Fmain%2Ftopics%2Fdata-collection-and-reports%2Fchemistry%2Fresidue-chemistry
http://www.fsis.usda.gov/wps/portal/fsis/topics/inspection/!ut/p/a0/04_Sj9CPykssy0xPLMnMz0vMAfGjzOINAg3MDC2dDbz8LQ3dDDz9wgL9vZ2dDSwcTfQLsh0VAZcBLLc!/?1dmy&current=true&urile=wcm%3Apath%3A%2Ffsis-content%2Finternet%2Fmain%2Ftopics%2Fdata-collection-and-reports%2Fchemistry%2Fresidue-chemistry
http://www.fsis.usda.gov/wps/portal/fsis/topics/inspection/!ut/p/a0/04_Sj9CPykssy0xPLMnMz0vMAfGjzOINAg3MDC2dDbz8LQ3dDDz9wgL9vZ2dDSwcTfQLsh0VAZcBLLc!/?1dmy&current=true&urile=wcm%3Apath%3A%2Ffsis-content%2Finternet%2Fmain%2Ftopics%2Fdata-collection-and-reports%2Fchemistry%2Fresidue-chemistry

~F 24 E BEBYFEEGICET SHAME 2-3FE BEERIZET S5~

F o245 BEEYHEESRICET 5

iy A ESR L. FDA g @ FD&C ¥, 8 XN USDA FrE o @47 (Animal Welfare
Act) (2 otof%%ﬁ%lJémm\zazﬁ T & LT FDA 2SI & LT b2, 3 L E A ESR
fmDOIRFE « BLENAR I N D72 DI2iE, FD&C 1L 512 & (A& [E L 21USC360b) (255
x| BEESHR é%nﬂﬁﬁ%@ WEE R B2 AT LT FDA ICHEE L7 Tk bauy,

) A = 3600 12 B9 2 A OFE I X E R AIZE 21CFR Part510~558 IZBLE ST\ 5, 7K
RENTEHIEET 2 FHWCE T 226 1 7 (BRI, REH -0 oG5, 5,
REEIARS) R ALMEIIEIRAIEE D Part520, 522, 524, 526, 529, 558 ([ZED HAL TV
D

O vE A 4R

21CFR Part & TR

=
510 New animal drugs
511 New animal drugs for investigational use
514 New animal drug applications
515 Medicated feed mill license
516 New animal drugs for minor use and minor species
520 Oral dosage from new animal drugs
522 Implantation or injectable dosage form new animal drugs
524 Ophthalmic and topical dosage form new animal drugs
526 Intramammary dosage forms new animal drugs
528 New animal drugs in genetically engineered animals
529 Certain other dosage form new animal drugs
530 Extralabel drug use in animals
556 Tolerances for residues of new animal drugs in food
558 New animal drugs for use in animal feeds

Wb B RYT 47U A MIT, BRSO E Z & B O TR O FTR RY
ED BN TG, REFFARNED BTV LEHIEIR G STIA R 2BiE L TV D &l

25 FDA / Aquaculture:

http://www.fda.gov/AnimalVeterinary/DevelopmentApproval Process/Aquaculture/default.htm
FDA / Animal Drugs @ FDA:

https://animaldrugsatfda.fda.gov/adafda/views/#/search
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http://www.fda.gov/AnimalVeterinary/DevelopmentApprovalProcess/Aquaculture/default.htm

~F2-4FE BEFIWEERRICET S~

FD&C {£% 402 & (SR EEH# 21USC342) OBEICL W AR A S, MR (A
bEEND) BNk D,

T, FRFEIT, E#HAHAIEE 21CFR Part556 Tl TX 52,

FIOKFEW % L C FDA M 2380 COW DB AEIRMT A X7 T a 27 ) v (Gl
FFHAIZE 21CFR Part558.450) % Z < T 02 Th 527, JFAEFEE 1L . FDA L OWigz £ z.
) A EFS OB Z Db K K PEY) O BARNT DWW T 8T, IRDO K D ITED TV D,

AR 2 HAC C PICHS < b s ue
5 KEEBRIIZIS T DB A E IS O Bl
(1) ZOXEIE, BIKEWICE T 5B HERGNCRRAOREREZRHET 250 THDL Z
Lo
(2) BYHEIE O
IKPEFRFHIZ K 0 AR PE ST f/r i 2 B R L 32856, KERE O SN2 8)
MAEEBICOWTRICE WV ERTHZ &,
7 BAEICBWTHEAOERD SN TWND L DIZ DN T, HACCP 7F 2 L0
B, MR (ppb L)L) LUN ORMERIC RS A Rk 2 VT Rl

THbHI L,
A4 KREIZBWTHEHADRED SN TWDEDIZHONTIE, KEICBW AR INT-HB
BIEZWTERTSZ &,

26 U.S Government Printing Office (GPO) / Electronic Code of Federal Regulations :
http!//www.ecfr.gov/cgi-bin/text-idx?c=ecfr&tpl=%2Findex.tpl

27 FDA / Approved Aquaculture Drugs : https://www.fda.gov/AnimalVeterinary/DevelopmentApprovalPro
cess/Aquaculture/ucm132954.htm

28 JRAEGTBE ek Kl K EE) O BB MZ DWW T
http!//www.mhlw.go.jp/topics/bukyoku/iyaku/syoku-anzen/jigyousya/taibei/1.html
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http://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&tpl=%2Findex.tpl

~FE2-5F REZNHIZETT SHH~

Fo2-5F BEANYIZET SEH

BRI RI T 2L, FD&C 1£5 409 & (A&REEH# 21USC348) (I2EES5W\WCTiTh
NTW5B2, BRI OESR., LM, ARBE., By Y 2 N0 L Kp 80
ILEFSHLHIEE 21CFR Part170~189 IZ/E S HIL TV 5,

1. BSESIYOER

BRI & 1%, FD&C E5 201(s) (AREEM 21USC321) KICHESNTEY, [E
MENERT 2 2 LIk V| BENE I IXFENICRL Oy &7 D, £ V15 2WE.,
HHNT, BEOWEICHEL KIET, FRERELEIWE] LERSN TS, BEHO
AEPE, BE, N, HRGL, BRER. (RO, eldE ERE, REICB TR ERRE L
& 5D LWENESIINY & AT S D,

Fo. BRICHEHBH 2T 581260, Bl LA Ihbd, BnOEEEITHN
ONOWEbRGL RGN, TRMOWEIZEELRIF LGS L1, BTy a2 RE
L7720, BIRERSTZD | KMETEHNED 32 85 2 BIiE vt &h
TW5, WENLREMA~NEEELHER L TW OO0 L2 WGERITRM O S L1372 6T,
2R S RIN Y (R 5L 22 E  Food contact substances ;FCS) (GEFIHHIZE 21CFR
Part174~178) &IIARI N, 72720, BAICRRLIED 252 5FORMENT, &
L SnTuns GEITHAISE 21CFR Part170.3), £7-. ALTHEIN & KRNI TH
I T 2 XBNT e < FERIZH DD,

LT Db OIS OERN LRI STV 5,

c —RANCZ R LD SN HWE (Generally Recognized As Safe : GRAS) (K#&E5.)

< RN LREEY)PNN LA T3 4L 5 5 R

- K

- HER

< EFRE R E S BEE, FEE A LR AETE (Poultry Products Inspection Act) . 5 A
A& 1E (Meat Inspection Act) OWTINADOSRIAIC LY, 195849 H 6 H LY LA
A SN B> THER SN2 e

- B T

CRERS CREMBAEROFEEE LTHWLNZWE)

29 FDA / Ingredients, Packaging & Labeling / Food Additives & Ingredients :
http//www.fda.gov/Food/IngredientsPackagingLabeling/FoodAdditivesIngredients/default.htm
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~FE2-5F REZNHIZETT SHH~

2. HEHADNFISN TS RMININY A b
B AL~ OEAE F I 25580 b 2 B iE, EAEAIE 21CFR Part172
~180 IZF81% (WhWALRIT 47U A L) STEY, ﬁnn;‘ (A E Y K OME R FF
HEEPMNSHESN TN D,

A ik I 4R

21CFR Part % BUENE o
B
172 EEAINY) (direct additives : & & | Food additives permitted for
DERT 2B MICEENZ 52 &2 | direct addition to food for human
TEHINN) consumption
173 TIRIJEBERIY)  (secondary direct | Secondary direct food additives
additives : [EEHA| (enzyme permitted in food for human

preparations) %%, &/ OM T 2L | consumption
THEDODHMTIMAD Z ENTED

winy)

174 MR (indirect additives : & | Indirect food additives: General
BRI BARITINZ D 6 D TR,

175 B CEAET DI TS (1% | Indirect food additives: Adhesives

(X, CEEEM I TRERY) %1 U C, | and components of coatings
BAICAVIATYE

176 Indirect food additives: Paper and
paperboard components

177 Indirect food additives: Polymers

178 Indirect food additives:

Adjuvants, production aids, and

sanitizers
179 B SR A T R R Irradiation in the production,
processing and handling of food
180 HEINZHE AR D 5 TWAH 0, % | Food additives permitted in food

O E DRI Z M - #EEMEIZD | or in contact with food on an
WCIIEERI DR S U FFRANICZHT | interim basis pending additional
LIDFNFIZ L - THIBr S5 "HE | study

PN o D WE

—J5. DOTRYT 47 VA MIFESRTWZbDD, ZO%EY X M BHIBRS 1L
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http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr172_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr172_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr172_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr173_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr173_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr173_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr174_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr175_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr175_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr176_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr176_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr177_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr178_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr178_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr178_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr179_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr179_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr180_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr180_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr180_09.html
http://www.access.gpo.gov/nara/cfr/waisidx_09/21cfr180_09.html

~FE2-5F REZNHIZETT SHH~

W h, BB HIEE 21CFR Part189 (258112 (Wb B2 T 47U A R) STV 5D,
T, AREAICETABEN) 2705500, BIA~OEANLZETH D507
T — AR ENRW S ENTEL DO TH D,

3. BN O4EFFE AT

BN E L CRETHROBERHZRO 5 d (MM ELHI~0EM) 720121,
BRI S (Food Additive Petition :FAP) %42 L, FDA OFF Al &5 F 2 %EN b 5
(AR EE 21USC348(b) &, #FRAILE 21CFR Part171.1) . &SI OFF Al £ 72 1357F
AIOEIER HEET 55815, BRI OLTR, (LFrtE® (b a0msy) . WERR - (b
FHY - RS O W BT A AT oE R, HHER., HHE. 2eMIclET 5T
— X %% FDA ICEE L2237 B,

FDA i, WFEEOZHEEL,. FA 156 BUNIZZE I N0 E 9 ammd 5 GEAHHIE
21CFR Part171.10)(D®) , ZEL SN 7=HAITIE, ZERBRAMEO B A5 30 HLUNIZZ 7 A
V7 () NEREFRICEE SN D(EROQ@), YR BIERD DI 7V E A R
THEIERINTIGE T, HEEEVSHGEZEA D 180 HUNIZZN L 2 Lo 7=
Btr, TOHEIIAIT NS 2L L7225 (AQ), HEECRHISNERD 5 b, ko7
— Z RN ZFE T D Te DI AT - T2 2B, BHER#RE. BN E £ 5 Rk
DY A MEIERBIREND (FM), LRBREOICEHIRINEER L-GEA. T oEH#
REE ISR S, EEREICCTHES D Z LIk D,

o HIFE T ik

FDA / Regulatory Submissions - Part IV: Food or Color Additive Submissions:
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformat
ion/IngredientsAdditivesGRASPackaging/ucm195832.htm

OEFHFHEA

B A TIRET 53561%. Appendix 15 (Petition submission Roadmap) % % 7 >
n—RLT, JiiED T A NV —IZHFE T 7 A NVERAFET 5, FFMIILLTOY =27 %A T
ZRTE D, 2B %k T 25 GRAS B X OB MEAMEIZE L TH [RIERD H1E TR 5,
FDA /APPENDIX 15 (Links to Downloadable Foldering Structures)
http!//www.fda.gov/downloads/Food/GuidanceRegulation/UCM201532.pdf

@FEm HFHIEA

i~ 4 —2 FDA3503 [ZLL F O U = 7 A b b AFTE D,
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCMO076891.
pdf
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FEHSE « Office of Food Additive Safety (HFS-200)
5100 Paint Branch Parkway
College Park, MD 20740-3835

4. FIT MDD HEMIFIN O (77 =—5IH)

1958 FIZHIE S 7z FD&C IE5 409 5:(0)(3)(A) (A& EEM 21USC348) Tix, It b
FITEAEIT D & TR ESELRMINIIYRC., £ OMOMEE) 223 BRI L0 T
PERD D Z LB LD E RS BRMBINIITRE LTGRO DRV, 7272 L, BBy
WEZEE 52T ZOEMORSCE RO B HFIZZ ORSr OFRERRD bW
A2k, BEEHIERA L TRV EHESNTWD, ZOFRHEL, BEEDY = — LA -
T 7 =—7 PR B D KR4 1S [ 7 =—5IH (Delaney Clause) | & FEIILTW 5,

T T oKX, B UWEORMA~OTMESIEL X S LT 2HETH LN, RKIZ, =
DIE DRI EH SN2 GA . féf@ﬁ&%M%ﬁﬁ%Kﬂ%&ﬁé&mﬁ%%#i
U%, #lziE, 23 DR EIC w%:ﬁﬁ#é’&?ﬁy%%%ﬁ’ﬁﬂ%@ﬁ%
%éﬂTW5oiﬁ\WL@ﬁ%%ﬁ&m@ X o T, BRMEIWICE 5D TR
ORI B OB AREL 7> T D,

ZOLX)RMEENGT 57 7 =—RHEOBFENREN & LT, FDA 13 1982 4 [
F D F#t (Constituents Policy) | ZFHHI L7230, ZiuX, BmMEIIZHOWTIE, Zn
GHT DA ORSTIEe < BEEEMEINY OREKIZOWTHET AEZFHIT5 &0 9 b
DTHY, BEHENMYORRY E LU THREDRT VWENE ENLHAETH, TO/MAIEIC
R DFA AEDRRD B WIGEIZIE, BRI E L COBANTFAIEND,

5. GRAS (—RIZZ4a LD LN LWHE)

GRAS & i3, Generally Recognized As Safe (—XMIZZELBOHLILTND) 0“253(?
LolHiETH D, GRAS 1L, TONBHOHFMEDROAGL T, &2\ TEERIC -
EOFHEH BB T D&M EFNLLZETHD L AZGEA SN TWDIWETH Y | ﬁmﬁm
WOERN LRI TS (FD&C 5 201 4(s) (AR EEM 21USC321) §2) 3,

30 FDA / Guidance for Industry / Preparation of Food Contact Notifications for Food Contact Substa
nces: Toxicology Recommendations :
http!//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Ingredients Additi
vesGRASPackaging/ucm081825.htm

31 FDA / Ingredients, Packaging & Labeling / Generally Recognized as Safe (GRAS) :
http://www.fda.gov/Food/IngredientsPackaginglabeling/ GRAS/ucm2006850.htm

FDA / Guidance for Industry: Frequently Asked Questions About GRAS for Substances Intended for
Use in Human or Animal Food:
http//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/IngredientsAdditi
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~FE2-5F REZNHIZETT SHH~

(1) GRAS OPEE - &4

b HWE D GRAS (TS T 28 5 ik, ORFFRIZREA, b LI, @f&dE LTilED
T (1958 42 1 H 1 HURIDBER S TWIWEOLEIZR D) Z4RHilE LT
RS s GEFHIHIEE 21CFR Part170.30(a)) . D TiX, GRAS LR 572012, BT
I OBATBAHIME & SN DA L RSO BN X OEN 2R 2RHLAER SN D, —
RAIZ 22 LRE T 5 7o O ORFMERIGEIL L (X, BEICAIC SN TWAXHRIC L D2 b D & i,
INZ CRAMOHIEERCHER b G2 LN TE D (AD), @I, 19584 1 H 1 H LA,
HEL DFEHEFIZL > T RICHEE SN TERZ LW O RKRER E, ZeERRO o655 ThH
%o ZOWE, BHERGEHL T2 —REHEO LV O T — 20T L 0 BetERNEMT
LTS ([F),

S HIZGRAS & LThLIMEEMENT 2560 MEICE L TiX, 21CFR182, 184, 186.1,
WCHE SN TWAERASHEZ25F5 Z L LIFMT. Food Chemicals Codex (2 K A& A L
TWARTE R bRV E LTS ([FA),

FDA X, GRAS & &MININIZHONWT, MEOZEVEIZRET 5 R FRYGEILA [F C L1
THER L DD, EOEWCOWTIL, RN LZEEDRRDO OGN D NENTHDH EERPL
Tn5,

(2) GRASIZB¥ % FDA O J5kt

GRAS I, &M &b FDA OFF I OXt54 T 5, FDA IX GRAS (220
THAZER LW RDDIT, 1997 25 [GRAS @171 277 A (GRAS Notificaton
Program) | ZJ&EMH L T\ % (Substances Generally Recognized as Safe; Final Rule, ¥}
B 81 FR 54960 ) 22,

o7 a s T ML, BUEEFREDN 1HME D H LM T1EN GRAS TS T 5] L)
Z L%z FDA [CHEMICEMTE S LW OHIETHD (Z0@MIH ETHENRLOT
HY . FDA ~OBEHDEH S TWDFRTIEZeVY), FDA I2x%9 % GRAS @I HT--> T
1X. TGRAS %D F5E (GRAS Exemption Claim) | &\ 9 | Se%WE I BT 2 i 725
EMZRME. GRAS &R0 LN DRI (DR FRIRGEAFREE ., & L IO 25AE
AR LT IR 5720, £72. FDA ~Om@ax, WE ORE, Yi%WE o Y 5%8 H ik
Z GRAS LHIWr§ 2 IZE - T MEHEREZ BT b O TRITUT R B0,

vesGRASPackaging/ucm061846.htm32

32

Federal Register Vol. 81, No. 159 / Wednesday, August 17, 2016 / Final Rule / Substances Generally
Recognized as Safe:

https://www.gpo.gov/fdsys/pkg/FR-2016-08-17/pdf/2016-19164.pdf

FDA/ About the GRAS Notification Program

https://www.fda.gov/Food/IngredientsPackaginglLabeling/ GRAS/ucm2006851.htm

FDA/ How U.S. FDA's GRAS Notification Program Works
https://www.fda.gov/Food/IngredientsPackaginglLabeling/GRAS/ucm083022.htm

32
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oGRAS EHOEFHFHH 5 WIIFHRHFE (FDA3667) OFIH

FDA / Regulatory Submissions - Part VI: GRAS Notices
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformat
ion/IngredientsAdditivesGRASPackaging/ucm195833.htm

of2 Tk JUMRH G
[#2H51%]
FDA/ About the GRAS Notification Program
https!//www.fda.gov/Food/IngredientsPackaginglLabeling/ GRAS/ucm2006851.htm
FDA/ How U.S. FDA’s GRAS Notification Program Works
https://www.fda.gov/Food/IngredientsPackagingLabeling/GRAS/ucm083022.htmHo
w to send your GRAS notice to FDA (21CFR170.210)
https://www.law.cornell.edu/cfr/text/21/170.210
[#2H%:] The Office of Food Additive Safety (HFS-200),
Center for Food Safety and Applied Nutrition,
Food and Drug Administration,
5001 Campus Drive, College park, MD 20740
FDA (3HUEHEEFN 5O TGRAS %] OZHHNG 30 HLUMIZ, GRAS @EIHGHEHEIZ
EHEZ P2 Em CHEfE T D, £ D%, FDA 13 GRAS AT 4 [BIZ 2 i Culig 3 5,
2L, ZOHBEORIELFDAIZLDFF 2 EW T 5 b O TiEaR < EEA%T, FDA
MNODEIELEZFFOZ L, RIEEZRBTHZENTES, £ % b, FDA ~D GRAS #
MafTo7e< &b, BEEAED GRAS ERIZFEH L7-%'E (GRAS Determination) % &
T Z N TE D,
FDA [TidF & 72 GRAS ONEIZEZE 2 2WA1E, TFDA does not question the
basis for the notifier’s GRAS determination] & ORZEN(HHILD,

(3) GRAS®VU % h

FDA X GRAS IZ2W T, 2 THOr—A%ZMiE LY A M &AET 5 Z &1 TBLEEM T
) ELTEBY, 2OL DY A MIFELRY, L, BEER%N GRAS (D1 T
HWrT D02 B LT 5720, —HOGRASZ IV AT v 7L TW5D, ZDOVU A ML, HHR
BRI 21CFR Part182, 184, 186 IZH T 5,

GRAS Notification Program (2 &> T, H&E SN2 & MIE42T GRAS Notice Inventory
WZE S, £D 955, [FDA does not question the basis for the notifier’s GRAS
determination] & ®BEIENE L2 DZI1FH [FDAhas no question] & Fodk S v, BEk
SNBSS G, R AR, FEHFETOEAR L 2D,
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~FE2-5F REZNHIZETT SHH~

GRAS Notice Inventory
https://www.fda.gov/Food/IngredientsPackagingLabeling/ GRAS/NoticeInventory/def
ault.htm

6. fLoniEfildyEss
A miEME  (Food Contact Substances : FCS) &%, 8 InT. #HE N 7PES
FIIREICHO DN DM B Z R L TV D EZ WV, B OMEL &mﬁ’ﬁﬁﬂiﬂéﬁz
mNbOzEV S (FD&C EH] 409 Z&(h)(6), AR[ELM 21USC348(h)(6)), 7272 L, HAELSE
DEMZRER L TWD I BEMICE D0 E D hOfl & BE, EMoREERIZPTER
LN TWVD, BifEMmEIL, FDAHAICGE L TWDIWE (LT (1) ) TRWEES
%, FDA ~oOfiEMmEEz (R (2)) DRBETH D,

(1) B Snazfib s o B OwE G e
PUFOHBANC S T3 E & 2 VWRMEMYE X, FDA ~OR MY Emm 4 LTl
Hauy,
- RN (RdnEiE - FCS) (HUTHIAILE 21CFR Part174~179)
- GRAS GHEAHIHILE 21CFR Part 182,184,186)
+ 1958 FLANCAB INTWHME (Prior Sanctioned Mateiral, #HFAHIHIEE 21CFR
Part 181)
- R O HABRINC 72 5 ¥'E (Threshold of Regulation Exemption, @ RHI4E 21 CFR
Part 170.39)

(2) FDA ~O &Ly E @ (Food Contact Substance Notification)

R EMPE ORIEER S H VTG ER X, TIRO 120 AL ERHICEOME O EH %
FDA (Zi& L2 AU 72 5720y GEAHAILE 21CFR Part170.100), @175 120 H O
\Z FDA DNEFEZ R LHRWEAITZO\MBAEE /20 . B E O N AL L 72
% GEIHHIEE 21CFR Part170.104), 7272 L. &Sk E@AIL, B LRl ER I
L THEDERDLDTHDTD, FIUME TH->TH GG LIz BLEEE DS ORLEFES 1

T EFIORRITEAE 720, #RE S L ORHIEIC DWW TIE RO S 7 4+ — 2 FDA3480
%ZS,E.E

o

33 FDA / Inventory of Effective Food Contact Substance (FCS) Notifications :
http://www.accessdata.fda.gov/scripts/fen/fecnNavigation.cfm?filter=&sort Column=&rpt=fcsListing

FDA / Determining the Regulatory Status of Components of a Food Contact Material :
http://www.fda.gov/Food/IngredientsPackaginglLabeling/PackagingFCS/RegulatoryStatusFood ContactM ater
ial/luecm120771.htm
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~FE2-5F REZNHIZETT SHH~

o Hi5E 7 +— A FDA3480

FDA / Packaging & Food Contact Substances (FCS)
http://www.fda.gov/Food/IngredientsPackagingLabeling/PackagingFCS/default.htm
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCMO076880.
pdf

(3) BWE - BWEMBE~DTF ) 77 ) aV—OfRICBET DA & Ao
2014 4 6 A, FDA [ZRMWE - W EMME~DF /77 /a0 —OERICET 2 04

B Al ZORF LT, —0ld, RN L 2% LWRIE TROEFER, Riky (&

AR GT) & RMEMWE D% 2N & BHIRIC S 2 28 0FHME] LEan A x

VAT, BEICHIREN TV A RIICOWT T /77 Jay—] oL 9 pEGEFINc L 5 TR

EREE ] NHDHBITIE, FANC FDA g+ 2 X H#R LTV D,

t, 9 —2lx, [FDA NI+ o/E~DF /77 /aP—HlHAOGE] LIS A 5
VAT FDAIZEBWTTFH /T 7 /7 ay—>MER STV s 2 B EZLIT O 2 DIZE
HTW5D,

1. B DD7R < L b =200 W, RiEIOWHIEN T/ A —/Vfif (B X
Z Inm~100nm) TEitINTWDHEE)

2. SR F ) 2 — L TRWEBATH, 1~/ 271 A— kL (1,000nm) £ TTH- T,
T A= K DR, AL, AR A R LT EIR A R LS T H D
BEl X FDA WL >TH /77 70y —nERINTWD Y SN b reEEN D 5 &
WIHRTHD,

3¢ FDA/ Guidance for Industry: Assessing the Effects of Significant Manufacturing Process Changes, |
ncluding Emerging Technologies, on the Safety and Regulatory Status of Food Ingredients and Food
Contact Substances, Including Food Ingredients that Are Color Additives:
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm300661.ht m#
introduction

FDA/ Considering Whether an FDA-Regulated Product Involves the Application of Nanotechnology:
https!//www.fda.gov/Regulatorylnformation/Guidances/ucm257698.htm
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FE2-6F BEHICETSHEH

Ftkt (color additives) (2B 2 Hifilix, FD&C 1:5 721 & (A% E %8 21USC379)
DN T TON TV D, HEEIOER., MG, ARH G, FDA OLAFEH 22 L 720
FEEO U A b, FDA L & o TREMDFEH S @Rl U 2 NED BARN) 725 1T, #
HHI4E 21CFR Part70~82 IZEH LN T 5,

1. BROECEOESR

BB CEOERIT, FD&C EHF 201 (0T ek, Bk Z OO/ E 7130 )7k
TG SNTWE, F203, B - B - S5 - OO BRI - 08 - Bk STz
WET, x5 25b0) EHESITWD, 7272 L., BEBEOLFEWE (agricultural
chemicals : 3 (LAREHE) 1L, BEQBOERNPOBASNTEY, L 2 BEDICH
HZ5bDTho THEOEHIITZY LWL I Tna,

728, FDA 1%, HIHHAIEE 21CFR Part70.3 IZB W CHEGOEHIOWT & HIZFER B 25
HELTEY, ROLOITHFEOLHIITZEY LgnE LTnD,

- BMORBREECLSOWE

- BROEME (FIZX, TR, FE—~vr, RE—vr Faalb—h AL
VYV a— R, L, BRICEEMTATEOBERCER S b0 (B2,
B LER— RICAEDITAHTDICE— DOV a— X% HT 5%) 12, S6ke
2%,

2. AEEHIEAT 2 FDA DO Hifis
(1) Z&tEo&FR (Color Additive Petition)

BIICE ORI 2T 27201213, SO 515N FDA (2 K-> THKGR (approve) =
NTWRITFIUER B2, FDA OEREZ=ZIT L 9 & T2 EREFLEIL, TOEBRORS.
L, EHEFEOZEMEICHONT, GEIRZRIRILIZ SN T FDA ICTHGEE LR UTR S
7puy GEFRHLIHIEE 21CFR Part71),

B, B MOWEERMIEAT L2 U577 =—5HE (E25FE45MH) X
BHEEHZOWTHEH S, BT MEDRRO b E B2 BMICHEHT 2 Z LiETE 0

GEFSHLHILE 21USC379e(b)(5)(B)) .

35 FDA / For Industry Color Additives :
http://www.fda.gov/ForIndustry/ColorAdditives/default.htm
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oIS (Color Additive Petition)
HIFE 7 4+ — 2 FDA3503 I6 & UM HH 515 - f2HHfees
FDA / Regulatory Submissions - Quick Links to Forms, Instructions and Downloadable
Folders
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformat
ion/IngredientsAdditivesGRASPackaging/ucm199174.htm

(2) EHNFTEN TS (permitted) 75k}

(1) IZBWTEANEKR S NEERNINA T, KEIZBW TR SOEH T S 41
TWAEEENT, OZEMIEAEAD SO (certifiable) & QLA MAEHZ RN TN D
H D (exempt) ([ZKBIEND,

@O ZRMERER F A DA Ak

LEMERERTE O R & 1%, RITAHMSA RN BIEL LGS ARtO B ~DERIC
SOWTC, FDARZFOZEMEZIH L= D& W), ZOFER L, fEEENET 2 A5
RO Ny F T EICEE L, FDA IRy F T icuy hESEEID S TH, fEHFEADOARK
BHOBOMAITEL, EHAIE 21CFR Part74 ICHES LTV 5,

BARMIZIIROV A D LY ThDH, BARTHERABRRD LN THNTEH, UAMIRWE
MEEE RE 102 5%) 13, KERTEMIIIEHTE 2,

F7-. VA MIHE#ESATWTY, EEo FDA OFEHCn v &S OR WA S AT
R CE 2, BARORGEEFEAL) FDA OFSEEZ 1T TN Z L EZ AR L TWDR, FE
HZBRS L TWDEENRBESNTWIEELH Y | B~ ORI Hs,

36 FDA / Ingredients, Additives, GRAS & Packaging Guidance Documents & Regulatory Information
http//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Ingredients Additi
vesGRASPackaging/default.htm

FDA / Regulatory Submissions - Part IV: Food or Color Additive Submissions
http!//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Ingredients Additi
vesGRASPackaging/ucm195832.htm

37 FDA / Consumer Updates / How Safe are Color Additives? : http://www.fda.gov/ForConsumers/Consumer
Updates/ucm048951.htm

Summary of Color Additives for Use in the United States in Foods, Drug, Cosmetics, and Medical de
vices

http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm048951.htm

38 A ARORGEEH AL FDA OFFHEZ T T 5,

FDA / Companies Requesting Color Certification Within the Last Two Years :
http://www.fda.gov/ForIndustry/ColorAdditives/ColorCertification/CompaniesRequestingColorCertificationw
ithintheLastTwoYears/default.htm
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oA Bk L "
& RS D 44 R HA T S LT 5 4 Bk 4, Frse
21CFR Part &=
74.101 FD&C Blue No. 1 | ®H&®@15 (7 VY7 h7L—FCF)
74.102 FD&C BlueNo. 2 | EHlFG 25 (f YT BnI)
74.203 FD&C Green No. 3 | &Hfka 3 %5 (77 A k7Y —> FCF)
74.250 Orange B FLrYB [EHAART]
74.302 Citrus Red No. 2 YhT7 ALy K [EHAAR]
74.303 FD&C Red No. 3 BHREAZE (Z) 2 Y)
74.340 FD&C Red No. 40 | &HR€ 405 (7v7 L v K AC)
74.705 FD&C Yellow No. 5 | &l 45 (¥—FF V)
74.706 FD&C Yellow No. 6 | &H#HE 55 (Yt y hA =r—FCF)

FDA ik DB A RO TR E AR TOLNRRIRDGENH D D TEEPMLE,

Q@ REMAFAZ ARSI TV DA

Ny F T EOEEFEN E GRS TWDEGEIE X, Y - B - Si% . RIS
BIELNDBMAGEZ VD, ZD X9 RAGCEHZHOW TR, GEEEO X 512 FDA
MNEDEEMERBIET H LI R2 N E SN TWD, I HHIE 21CFR Part73 12, &40k
Hzfrsh T b EEE BT

REFEHE AR SN TV D EAEOF E LT, 72X S0 F o GHFHAE 21CFR
Part73.35). & 7 A/ (Jf] 21CFR Part73.85), ~—% 17 > ([f] 21CFR Part73.95) .
9t (A 21CFR Part73.250) . #3232 = — 2 (7 21CFR Part73.260) &23% 5,
7L, BRTELBHEN TS FFy, Rent Reay g, KETIHER
BEE L TOERITRED 5 Th7Zen,

3. HEEORLFER

ETOHFENL, Z2ThDZ & &, EAKAILE 21CFR Part71,73,74,80,81 TER =41
TWAHHFHZNET L TWA Z 2T 57200+ ER 2R LT sen, A
RIZIL, LT OE#EERTRT 2 2 EBRD BTN D  (EHHHAILE 21CFR Part70.25)

s BRI E IR O TR

S fEAEORIBR (] 0 AR, &hn - B - AR

- EHEICHIRN D 256, HBAL - AEHTZVOERH LWITEEHTZY OFIE
LEMDT —ZIN0ER LT, LRGSR

39 H A AR MZEHOER S TET BRIRIGA Ty 7 ZA—fM4 - 34 - E No R EE ] (2006 4)
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BRECEIOFRTRICOWTIE, EFRHAKE 21CFR101.22K) (DOMEIC L v . OZEFEH
FHDEE (N F 2L OIEHNLIE) (2N T SEFR LRI 21CFR Part74 £ 7- 1% Part82
DOHEICFRENTWAFRFE (B : [F&D Red No.40) F£7-1% Red 40 Lake], @%4
PERERH 2R SN TV D 5 R Oy F 2 L OFEHARE) (2o Tik, [Artificial Color (&
A& R | [Artificial Color Added (GEUGEGAEIZUMN) |, £IT—ROIEH S TN D
£ %5 ($5] : TColored with Caramel Color (%7 A/Lt43%) ”| ["Dehydrate beets Color (E
—YEyR6FE) 7] FAVTER LR b0,

BB, BRERERICOVWTIE, H2T7THEEZBROZ &,
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F o278 BRETICETEEH

iz RIE, FDA & USDA BNENEIITE T 58 Z & ITH L Tnd, BREIZ OV T
X FDA VEEEL TRV, B - FE AW (BLOZTOM ) UL IT USDA OFEE L 72
Do BEFRIE, BMOFEE, FAMEL KBRS FEIG U THMEICBEIN TN DD, K

TIEFHIZ DT 5, 7o, BHEEIOFRRICOWVTILE 2-6 B, KEBMBAMOFRIC
DWTIEEE 3-5 B, 7/ a— LB O R RIZOWTIEH 3-8 EAZMDO Z L,

1. FDAIZ X 2 # B

FDA 233 2 B2V TIE, FD&C LK 403 5 (AR EEM 21USC343) 1ITHBW\T
BARVDMBERFEEPED LN TWD, L EMEIROVEMIT, AY%ER (misbranded)
LR &R, [AEES 301 45 (A 21USC331) OBUEIC & W INESEE Az Ete) AR S
o,

S BT, BiFTROBMARR 72BN ITEAHLHILE 21CFR Part101~108 (IZED HL TV 5,
B F BRI ONET L, RS EEORIBER T 5N TEH Y | FDA IR R OARRF AT
ITo TV, —J5, FDA L, —IEEE DO OFHRMOME OMAEIZ L > T, RYRRHNA
W EEERL TV D

RERRN (Nutrltlon Fact Sheets) 1%, 2016 =5 A 27 BIZHRHIAIE v, *ILHABRIE
20187 H 26 HE SN TW5, KENTHRIEIN DB TOREIX, IEMEES ZO, &E
B OB KR T DB B D40,

FDA OFTHANZOWTIX, FDA M OFEEMR T A X 0 A30E (JGE, HARGE) BRITS
TWDH0 2017 F 2 A RKER TZOHA X v ADREBFRRFICHET 2 —HANRITUET S
TRV O TR DM B,

(1) JEARZFordm (E#AI4E 21CFR Part101.1, 101.2)

i el 2 O IE P 1 TR R/ %L (Principal Display Panel : PDP) |, %ﬁ%
MiE i M kL (Information Panel : IP) | LFREH., £ ZHOMEICFEE L7221 iUT
ROIRWEENED LTS,

40 FDA/ Changes to the Nutrition Facts Label : https://www.fda.gov/Food/GuidanceRegulation/Guidance
DocumentsRegulatoryInformation/LabelingNutrition/ucm385663.htm#highlights

41 FDA / Guidance for Industry / A Food Labeling Guide 2013 #-2Z7ThK :
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/LabelingNutrition
/uecm2006828.htm

FDA / fin#or74 K (HAGE) 2009 4 10 A Ak :
http://www.fda.gov/downloads/Food/GuidanceRegulation/UCM254435.pdf

2 U b IAHRIOMEREZFITL TV D,

KENAHALESS 21 % /3— b 101 (21CFR101) R&dh 7 ~VLERIR © M L OHIB &M F R OBIE  (GR)
https://www.jetro.go.jp/ext_images/world/n_america/us/foods/pdf/20170306_4.pdf
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<PDP ##=E > (21CFR Part101.3 3 X0 101.7)
O BMOZLIRD D NTFRRHE
@ EMNEE

<IP ie#=FEHE > (21CFR Part101.2 (b)F X 0Nd))

@ BLEXE . Ll I EEE DL PR E T (21CFR Part101.5)

@ JREEY 2k (21CFR Part101.4)

® TLAEy (TUAX—EEWE) (FD&C 4 403 &(w) (A[E:M 21USC343)
® %:##57 (21CFR Part101.9~13)

@ WA SOJFFERES (19CFR Part134)

SEELSNOIMNERE Z Rl s 2 5 6 id, & COMEFRZ S5k L AMEREO M T TRz Lt
U7 & 720y GEFTHAIZE 21 CFR Part101.15(0)(2)).

<PDP & IP A ERR>

INFORMATION PANEL
N\

¥ \\ - IPORIER. PP ORY EDED,
g . PPISEM S THREES LEHOAT
/ "-I‘E?;—» == /]; 13, 5
N | mosack EmcEsocE)
\ /‘« o WES 1P BORBBIN, R~
- S Sl ABATRUBAR. TOLR. O
3 o ~— CFURETH KL GEFHIRAIE 21CFR
GE  TRRFERTA K Part101.2(a) (1)),

O RAORIFE GEFFLE 21CFR Part101.3)

Fin OFAIFIRIT statement of identity & FEITIL, WEHITHE SN DH4 7 THRLT 5
ML EBRRWGEIE TR T@EE b o478 THRT 2, —KRIREHS 2
WEEIE RAREZ WK D il 22 EE. E72IE— AN SN DR 2EO4 PR (£
DEMOME N A2Y:E) ) THR LR TuIZe b,

EBRCTHESIN DA &id, EAHMIC L TZORMDERICET 5 AL

(Standards of Identity, 5 2-8 mZH) NHEINTWDLHDE WD, BIZIX, N Of
B (L—Xv T Ly R m—b, IN7 -7 by % SR 21CFR Part136) <0,
B ABEE, (RUA b Fazab—b IAT - Faalb—h azar%: [ 21CFR
Part163) %%, FEEIC K o THEMEBI ORGP, BMROEBEPRER SN TNDZD, £
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TUCHE S Te 2 Fr 2 W2 T U7 B 7220,

BB, 7TV RAITHENFEE L IR SN, LERST, 7T RADRDERR,
7T N4 EELL BN T R4 E S DI K T5 2 8L EhTn5, 2L
7T v REERMOALRIIHRET 2 Z LI TH D EHBIAISE 21 CFR Part 101.13 (@),

@ ERNAE (EARBLAILE 21CFR Part101.7)

KA FEOHERBELROTCIERNARIT, ZRBNLT A — Mk (metric : 77 A F
n7 75 XU Uy b, Uy bASE) EKENEETE (U.S. Customary System : 78 R
Fr AL HwE) ZOFRELARTIUTR B0,

/ | / .......................... <IE"*W:§§@§_T_> ..........................

Any Brand | ESRNBR( PP O S0%LNOR
[{l C E R-RIEEoFYLERTH GEARAE

| 21CFR Part101.7 (7)), 5
. EMMIE. TNet wt 1 1b 8 oz (680g) )
 Net wt 1 Ib 8 oz 680g) D&k SIZES
BETRRT 5. |

.  HAAIEER. T500ml (1pt 0.9l o))
30% MNet contents 1 gal 3.79 L)1 W& >
neTwgsoz vy | 7y FREEETERT 5 '

NET QUANTITY STATEMENT

BE: TRMFRTA R

@ HEZES . WWOZES L ITREEROLPREERT GEAKAISE 21 CFR Part101. 5)

B OBERES | WL 1 IRBERE O, FEFOFEM () 28602
TIP IZRRTHZEMBEBMHTONTND, EREOBEEZT L UNETR T D51
FEORMEDOREFREREH T HIXELILEL 72D (B : Tmanufactured for ("“@71?5(')@ Ll
&) 1. £721% ldistributed by (~1Z X - Tiitd) I,

@ JERY A K GEFAHLAISE 21CFR Part101.4)

BT LB AL 2 FEERCIRNINM G & O 722 TOREMEN%Z Ingredients :
xx (xx [ZFEMEL) ] ELTIP (H5WE PDP: @QoHEEE O EERFTEIE Ui) (12
FoR LT UL 722 5720 (Guidance for Industry: A Food Labeling Guide (6. Ingredient

42
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Lists) 3), KAEMZ TWDHEIE, Twater] ZJFMELE UCRET 5, R EIOAFRIL, 15
HCAMIRE SN TORWIRD X, — I 248265,

JEAAEEY 2 MIEAEDOZVIEFICFEEH T 2, 72720, ERAEED 2%LL F O EHT
DNTIEL, ZWIIEFE T~ 5 0BT < B EIR RO &#%IZ [Contains xx percent or less
of xxx (xxx (JFAEL % xx%LATF&ETe) ] F£721% Less than xx percent of xxx (xxx % xx%
KifiEte) | FOLOIZFEHT S (21CFR Part101.4(a)(2)).

JFHTE LT, FMENT, 2N ENDOEMEI O — A a s 25 Z & & STV DR,
B DOBRAHT D72 DIl i 5 TR A3 A AIZHOUW T, Ispices] £ 7213 Mmatural flavor |

lartificial flavor] FHD X I IR TERRLTH LW, 7272 L, AL A TH-THH—A
Vo 2R 770 DEIICEBDEEND D bDIE, TDANRAL ZADGBAERTT DD,
F 7213 Tspice and coloring | & &R L7 < TiEZ2 H7evy GEFHLHIZE 21CFR Part101.22)

Flo, BEL AN AR ANAL AI v I ZAFEZO LD ERIEET LGEE. TN ENOEFE
DAFR, A3 ZADZFEFoR LR TR B2 (FD&C 5 403 5:G0)(2), & R[E MR
5 343 5:(0)(2), F L OSHEABIAILE 21CFR Part101.22(h)(1)), & 512, FDA 0% MRk
BHHDOEREBENT, ZOAFER R LTI R LW (5 2-6 2 M),

® TVIFy (T LLX—HAWE)

2004 HFEGHT LV RN - HEEREE (Food Allergen Labeling and Consumer
Protection Act of 2004) #|ZJX->T, 200641 A 1 HLFE, FDA RT3 2 &4 (HAM
ZEHLe) IZOWT, LD 8FEHDT LAY DFMELY XA h~DFRRBEBIL SN, &
il 2B DFEMBBME DN T D551, FEMED 2 MR L hidie 670,

—7J7. USDA FiE D RMICHOWTIET LT o ForOfiilida< . B ERNRFORFHEL 2
ST D,

(1) 17 (milk)

(2) 5 (egg)

(3) # (fish) (i : "A, BZ X XT)

(4) H3JH (crustacean shellfish) (il : h=, m7 A% — =t)
(5) KRDZE (treenuts) (F]: 7—F F, 7L, B —=I)

43 FDA / Food Allergen Labeling and Consumer Protection Act of 2004 :
http//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Allergens/ucm106
187.htm

FDA / Food Allergens:

http!//www.fda.gov/Food/IngredientsPackagingLabeling/FoodAllergens/default.htm

44 USDA FSIS / The use and labeling of ingredients of public health concern - allergen statement req
uirements :

http://askfsis.custhelp.com/app/answers/detail/a_id/1535/related/1/session/L2F2LzEvd G1tZS8xMzcOMTg2N
Dg2L.3NpZC9YaUUtSX12bA%3D%3D
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(6) v—7F > (peanuts)
(7) /% (wheat)
(8) K& (soybean)

TUAT O FEIZ2BOHY . UTOFO L1, (A) BFEMEY X M—fELTT LA
VO EFTRT D (—RELITEEL IR Ty aEXx) (B) FMEY 2 FoF TR,
[Contains (BH)) FRZBIL LT, TLAF LV ODEAKEETTH, OELLNERALTER
T 5,

(A) —fFEXRELTHHE (B) Bt o854
Ingredients: Enriched flour (wheat flour, Ingredients: Enriched flour (flour, malted
malted barley, niacin, reduced iron, bariey, niacin, reduced iron, thiamin

thiamin mononitrate, riboflavin, folic acid), mononitrate, riboflavin, folic acid), sugar,
sugar, partially hydrogenated cottonseed  partially hydrogenated cottonseed otl, high
oll, high fructose corn syrup, whey (milk), fructose corn syrup, whey, eggs, vanilla,

eggs, vanilla, natural and artificial natural and artificial flavoring, salt,
flavoring, salt, leavening (sodium acid leavening (sodium acid pyrophosphate,
pyrophosphate, monocalcium phosphate) monocalcium phosphate), lecithin, mono-
lecithin (soy), mono- and digiycerides. and diglycerides.

Contains: Wheat, Milk, Egg, and Soy

B TRAFRTA R
¥ RN 2017 2 ABIEO b O &L LCTHliH, 2018 4F 6 A D IE, AFEWIMEhiz=
v b — K44 /v (hydrogenated cottonseed oil) (3 FH T 720>,

© FEFor (EITBIHISE 21CFR 101.2, 9)

FAEFORICE L TIE, 2016 4F 7 A 26 HICHEES AT S ies, ZENFEOFEMIL, [H
VB R Vol. 81, No. 103) %, BIZIE REBERRICHTLEE ] T22BO 2 L, YEE~
OxFISHIFRIL 2018 42 7 A 26 H (FE[HFE L8 1,000 5 R/VAM OE3EIE 2019 4F 7 A 26
H) T, JESEEDE O CRKENTIRIE SN A2 TORBIIIIENMNE L 785,

5 U= b IAHRIOMGEREZFITL TV D,

KEREAHAMESS 21 &/3— 1 101 (21CFR101) 4 7 ~VET © a5 LOMB R F R OUIE (GR)
https://www.jetro.go.jp/ext_images/world/n_america/us/foods/pdf/20170306_4.pdf

46 Federal Register / Vol. 81, No. 103 / Friday, May 27, 2016 / Rules and Regulations / 33742-34047
https://www.gpo.gov/fdsys/pkg/FR-2016-05-27/pdf/2016-11867.pdf

47 Changes to the Nutrition Facts Label
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/LabelingNutrition
/ucm385663.htm
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e K~i% [Nutrition Facts) kb\5@%ﬁ@% Nz, FEAERY R R & SEEE . e
ICFERT D, DTN SO 3FHIEE PDP I
RERTIT, ROFIHEE
fE/2 7 4 > b T, HIFBHAILE 21 CFR 101.9(B LY T4
HFREH Vol. 81, No. 103] % &)

FEIIIMBEEE OLFR - EFTE & B

FiLTHZ L HARETH D (21CFR Part101.2(b), (e), 101.9()),

A~ F 7 (helvetica) Z&DH|5E
MmERTA K L1~153] (f:f:baﬁz.J
2> TERRT D,

RV R DREBEEIRIILL T O &5 (2E

SPTIC oW N

HHNTND, FHiflhl (X)) Tix

PITFTOEHNFEICEER Lo, B, TNENXOEFFITiEY)
O —vr 7 A4 XFr (LFHE LD KREL, KFID)

@ﬁlﬂlﬁl
QFHRFRIT,

IRT D1 Y= 7Y A X7 5“1 h—E A X"OREDNLET)
“added sugars” & #H7- 12BN,

@%Daily Value* (—HMEHERE) O EMENPLET

GEHI A, EEZICob0]
®rrILIx
DER I LEZT

ICEZ I D &N T LDOFRIRDIEIN
7 VD FERRED R

Nutrition Facts
Serving Size 2/3 cup (55g)
Servings Per Container About 8

Amount Per Serving
Calories 230

Calories from Fat 72

% Daily Value*

Nutrition Facts|

1 8 servings per container
Serving size 2/3 cup (559)
I

j Amount per serving

Total Fat 8g 12% - .
Saturated Fat 1g 5% % Daily Value
Trans Fat 0g 3 Total Fat 89 10%

Cholesterol 0mg 0% Salurated Fat 1g 5%

Sodium 160mg 7°% Trans Fat 0g

Total Carbohydrate 379 12% Cholesterol 0mg 0%
Dietary Fiber 4g 16% Sodium 160mg 7%
Sugars 19 Total Carbohydrate 379 13%

Protein 39 Dietary Fiber 4g 14%

|

Total Sugars 12

Vitamin A 10% | 4 l"dga 1 idd - =

Vitamin C 8% 5 L ‘; es 10g Added Sugars 20

Calcium 20% | rotemg_

lron 45% | & vitamin D 2mcg 10%

* Parcant Daily Valuse are based on a 2.000 caloris dist. A ;

Your daily value may be highsr or lower depending on Calcium 260mg 20%
youroRlone needs. L\ iea: 2,000 2.500 iron 8mg 45%

Total Fat Less than @65g 80g i o/
Sat Fat Leesthan 20g 25g Potassium 235mg 6%

Cholasterol Leas than 300mg 300mg o

Sodium Lesathan 2400mg 2.400mg 6 * The % Daily Valus (D\{) tsllz you ho_w mpch a nutrient ?n

Total Carbohydrate 300g 375g a senving of food contributes to a daily dist. 2,000 calories
Dietary Fiber 25g 30g a day iz uzed for general nutrition advice.

%k} : The New and Improved Nutrition Facts Label — Key Changes (FDA)
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(@) —r > 7% A X (Serving Size. 1B H7- Y DIEHEERE) : LK
2016 FOFHENC LD RBRRTIE, H—E 7% A X%, “xx Serving(s) Per
Container”, “Serving Size”DJEIZFCH; L. Serving Size IZ—f%IZ43 70 L W EALE (1
7 BHEE) AL, SLIZEDEE A — MNUWET, KFETR#HiT 5, h—v 744
20E, T4l ko 23 1 ENCERT 58 (EREAIE 21CFR Part101.900)(1) | & £
Sk, FDA RED L RM AT IV —Z L0 FH@EFIHE E (Reference Amount
Customarily Consumed : RACCs) #HWTHRET 2D (M [&EERTA K L57)),
20174 1 AV — v 7 A OB T TV —ICBT 2D FT 7 b UA X AR ST
DT, 5k OB)AIIIER D LB,
(b) UFLEELEY A X (Servings Per Container., 1/3v 7 N —E L 7% A X< D53IC
o TWVDH) ¢ B
BIZIE, = A XN vx—bH (20 7T L) T, BIHROFA XN 200 7T L
THIUE, YRR A XL 10 By L 725, WHEMPH D56 13X FDA O HADL—)L
2Rt D  GEFHIAIEE 21CFR Part101.9(0)(8))).

() 1V —br 7Y A XEENDIHKRERN, —HEIE (Daily Value) 125D 5%EE&
(% Daily Value), 8L U1 —t 74 A XY7-0) OFE (actual amounts)

KERLEMEDT, BRDBBADO LD ELEDOE DR DD, LSO H D% Tk
LTk brruy,

RRPVAD S DL, e x ¥ —& (K@D & 5 I KFTHFgHER) , #IFE (5 -
gafnfEli - F U RIER (@), 22T m—n (KT, T U UL (K5, BBk
¥ (K5, BWlHE. #FBPE & Added Sugar (EX@®@), #3278 (K¥)., B4
D. Ao n, $r, VUL (EHO®) THD,

EECRRTE HERIL, — HERULYEME (Reference Daily Intake : RDI) 23E®H 6
TN D RFEHE T, AR - R ARMERHE, BET7 L a— L B2 I U0 I 2T VR G (G
R4 21CFR Part101.9(c) ),

— HfEH&E (Daily Value : DV ) (X, 1 A® 1 HY 72D OER=F/LX—58% 2,000
Fuohnol—L LEGa0RREZOEBRE L LT, FDARED - EEBTHSH, =0 DV
EICH LTI Y= 7 A ZET ) ORBREROGHENEDDEIE (%) &, GAERDL
BhiZBFe T %, Z2db. F T U AENB LI OHEEIZOWTIE, DV EITED B TRV,
1= 7 A G OEEERLT D ((REFRRTA N L4T B IO Ek Fl), # v~
RUEE, FRIE LT, 20EIG AT 208 (TRMFERTA R N22J),

48 FDA Issues Two Guidance Documents on the Nutrition Facts Label and the Serving Size Final Ru

les

https://www.fda.gov/Food/NewsEvents/ConstituentUpdates/ucm535373.htm
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Flo RBROL1 Y= A ZOENLLTOED bN-EL D Dy (RY 72<ER
\ZITVME  (insignificant amount)) OHAIL, EX I IXxTL0FER (EXE) OF
< FiZ. Not a significant source of xx (xx (REHL) OHEBERFEHERTIIH Y FHA) |
& FRTE L (EHABLAILE 21CFR Part101.9(0)),

Part101.9(c)(i1)(3))

SRTEFR 1Hh—Er 7P XN FoR Ik
insignificant amount &
% HE
oL AT Rr—)V 2 mg £ V7 Not a significant source of
(38 F B Al £ 21CFR cholesterol

Wit
(38 F¢ 8 HI £ 21CFR
Part101.9(c)(i1)(6)(i))

1g X 0D

Not a significant source of dietary
fiber

(38 F 8L A %2 21CFR
Part101.9(c)(i1)(6) (i)

1g K 7

Not a significant source of total

sugars

B nkE
(38 F 8L A %8 21CFR
Part101.9(c)(i1)(6)(iii))

1g K 7

Not a significant source of added

sugars

(d) MnE (i

RERFROFEL LT,

B DONE

#H LRI 21 CFR 101.9(d)(9))

%DV Z@i4 o EMOEL L Kail#l 75 (EHO),

: %DV IT—H%72 2,000 ¥ 2w ) —EREZEEL LT 1—v 7

WD OEHEEZF R L TSI EERLTND,

() ZRFEF RO Ml L ORI GEATEIHIEE 21CFR Part101.9G))
i S bRE KL ORRISRIEIT, BAhDOIHE O OHE M, FERBIC & - TR E

AWTWDD,

FRARITUTDO LB TH D,

(A) SAEHE (Away'From-Home Foods.

|z N A el e E X £ 1
LREMT, ZOHTT U

% (I
;ﬁ%éﬂé

FoRHA R L114~119]),
(B) RZEMD 72 & (Foods of No Nutritional Significance, 21CFR Part101.9G)(4))

47

21 CFR Part101.9G)(2))
IHlE.

N7 =7 VT EARES) TRftsh

BlE. REFROWEMH RS NLD (TR
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a—b—T, K MESA TR,V RAZ Y Fa—b =04, R, &
BE BEREET, REMD RV E L TORER ROBEHA NGRS D ((RmERT A
F L120~123)),

(C) /M2 (Small Business, 21CFR Part101.9G)(1) . 101.9(G)(18))

BT 2 FEOERE] OB F ~O BT FEED YT 50 1 RAARGM, E2i3/& MR
FEDOHLTE FEEN b 7 RAVRmE O/ AN RS S, £io, B 12 VA D
IERBEEB N 100 ARG T, 22 2KEANTORFEEN 10 H2=>» & (unit : F%E
SEIRGERFOIERE) RimOFEZ T, HH U FDA ([T HAZEA SRR s
D, SHIT, AMmBLEFEE - ROZERE - BOrER WAEREZERLS) 13, EE 10
AAKI i DDAERIRGE 1 T2 = > MR CTHIUE, FDA IZJmHZ2 L Cli bk e 725,
B AEF L@ RPROMR LT 5T, £ TOr—AT FDA ([Zah% Lt
vy (IERFRTA K L105~113]),

@ A OJFPEES (EFRHAILE 19 CFR Part134)

Bz 5O TETORAM (2725 Te) 121X, Pl ESRZ R (Customs and Border
Protection : CBP) 2 X Vi ADBIZFPEEZ R (Country of Origin) MFEHATT HAL T
D, BNy r—YOEZTH RV, B OHETICERT S (CBP FiE O MHHIE 19
CFR Part134),

<JFPEEZTR OB >

MAMA'S

TOMATO PASTE

NE

e e

ERE TR FTRTA R

(2) EEOmMZR, BB L CRIBEEFRR
EEOMmHF R E LT, ORBRIMHTT CRESH LYV ORICETIRID . ©
PERERANFR (B £ TG A REE LR L OBRIZOWTOXRI) BEDLNT
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W5, o, @EMmITERT DR A~ DOEE L IRIEEFEORR b BHTT b T
50

O  HFEMIEFZE T (nutrient content claims)

B Lo T, THEARRS (fat free) |, & - Hilig{k 4 X > C (high in antioxidant vitamin
C) ] LWV o TeRKRIZOWT, RBLOM PR, ETITRRTEDREBELCIEM OE
AIEEDELBAITED LN TND, FEITRLOBEMRPRBRICLSTIEIETHY,
—HEIE (DVE) (25D 28EGCEKMR 7T DN EELE STV D,

O B R 4
21CFR Part &5 ERE
101.54 good source, high, more, high potency % M3
101.56 light, lite & DK
101.60 TRVX— &I T HRE
101.61 i 2 B89 5 R
101.62 JENG. NEMEE., =L AT o — L &I+ 5K
101.65 R DB
101.67 INF =TT 5 REB

T, TBMERTA R Al BXOY EfEB] 2oz L,

TIT O MERH D,
L TpEEE PRI
LA TR
i E [
snE B D WITRE GROBRAT T2 L)
EJE
315 (Keep Refrigerated)
AEPER . EEEEH F o IR D4R K OMERT
IEfe7REE (%0

NS o e

B/ NIRGEHANL Th D Ram - aldk

8. O — AR

9. JRPEE

10. SE DD WITFRHE GO 72 L)
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11. ## i (Keep Refrigerated)

12. REFRR

13. K& & (Jumbo, Extra Large, Large, Medium, Small., {530 /N EETRO & B
v . Jumbo 68.52g, Extra Large 61.43g, Large 54.34g, Medium 47.25g, Small 40.17g)

14, Bk EoEEIicBd 2 %R

“SAFE HANDLING INSTRUCTIONS: To prevent illness from bacteria: keep eggs

refrigerated, cook eggs until yolks are firm, and cook foods containing eggs thoroughly.

@ fFHEFIFR R (health claims)

BRICEENDWEDER - fERRBICEAENH D Z L 2rTRELE TERBRMER

(health claims) | &9, JFHIE LT, fEEMMETRIT. FRTDA1Z, FDA OF4A -
B2Z T 2T 60, TR R O A MBS T D RBUTHA -
AR LICHEHTE S (RMFRTA B D)),

7= & 21X, [Three grams of soluble fiber from oatmeal daily in a diet low in saturated
fat and cholesterol may reduce the risk of heart disease. This cereal has 2 grams per
serving. (FEFIfEMIEECa L AT v — L DIRWRAEIEZ LN b, BH, A— I —/L ik
DREVESHEZE 3 77 LMEIT 5 2 L1d, DIREERO Y 27 KT 5 rTREER H Y £7,
IOV TMMIUT I BHIZY 2 7T LEENTVWET) ] DX REBINEFERGFHF R L L
TwbonTWD (IREERTA K H1), #AMRAE 21CFR Part101.14 (2 X 0 | f#EE
SRR & L COMMSAM, BRI, TOMOIEENFE S TV D,

SGIRNE I s =1 .
21CFR Part & 5
101.14 T SRR 22 O — A
101.71 EHI 2N A STV R UMERR TR 2R 71 - AR & O g &
B OB, Hidh & oEAE (RmE )
101.72 HNTT A EXZID EEHL X OE
101.73 Neg (EWh) &
101.74 T U UL L EIE
101.75 BRSNS & o L AT m— L L fRREIRM DR R Y X7
101.76 WHEZ 0B8N T, R, BRI
101.77 WHE . RIS TR MERRHME 22 S e R TE . B3R, AN Lah & ebik
BhARME LR R
101.78 RE, BT
101.79 HEPE & R IR
101.80 BHEHROIED BRI H R & B
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101.81 FEE ORI E 15 AIIEME R MEME & mERENIRM: 0P 2B
U2z

101.82 KRGz ™G LEERM OB Y 22

101.83 AT 0 —)v /AL ) — )L AT )L L IRk R
BY R

@ &R L OEWEE (Warning / Notice / Safe Handling Statement)
EFAHAEE 21CFR Part101.17 Tid, FFEDOBIMDOIHELIZ L > TPH SN L FH-ORE L
DT 2 EECRPRRIER LR R T BEMT TN D,

X5 & DR

() A CEMEAR

(b) v 7 ACRFEAE Y F I 1T RAK BT A % &1 B CEME AR

() 7urEXZOMD A IR E 2 Gl FTREIC W&
@) &2 U HEGT R

() BkFE7-ITBM A & oMM R

6 AV TL (FANa) OSEEETEN,

(@) WA ZB 1L, KB BRETDRHIOMNTZ L Th Ry a—2A
(h) At & 5P

@ EEOFRICBET 5 FDA A & AEE
FEEOFRICE LT, LLFDX 57 FDA OF#ER LIZHA LV ARRITEN TN D,
FERAIZITHAL & L CERB LI N D AlREME S H 2 A, BUREACIXIERIBRI 1700,
cLRARNTURT 7 AR T — RIEOFBIR D &ML ORRIENE
- A AT (RIS AR & B de) O OFEICET 5 KR HEE »
- FDA D3 BUE T 2 RER R CRBE IR IR UN O FE T, REMIZEAT 5 NEEROR
DT T T 47 ATREL, /INREECHEMN Y 7 —OREISBENGE T 280
Sk st

49 FDA / Guidance for Industry: A Labeling Guide for Restaurants and Retail Establishments Selling
Away-From-Home Foods - Part I :
http!//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/LabelingNutrition
/uem053455.htm

50 FDA / Guidance for Industry: Voluntary Labeling Indicating Whether Foods Have or Have Not Be
en Derived from Genetically Engineered Plants :
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/LabelingNutrition
/uem059098.htm

51 FDA / Guidance for Industry: Letter Regarding Point of Purchase Food Labeling :
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2. USDA |Z X % F/s
USDA @ FSIS i, FirET 28KH (HFW., REAR) LINRRIZHONT, ZhEinon/hie
&KT®%TW@@M%*@&%@%E%E@TD5 %T@gxm&ﬁWiFDAkH%
M, BAB IO TEAIZOWTIE, FrROFERTARZSES V-7 USDAMBE O L ONRH
252,
MESES] AR EET) OFNW - FXAW (BLOZOMLA) SO0, FSIS I
X OREMK CUBEIND LD TDBIRFBEZRD HILTWD, LIzNn-o T, FrZET K
ECOWRAIT, ZORMDPBEMKX CLBEINTZLDOTH D Z EDBFIEE 72D, 2017 4F 2
ABIE, BARIZH DREKRHERERMZIL, B LR OB O L3 FB A S 7z 10 fiisk DA
ThD (F32EBM),

(1) W - ZZ A (BXLXRZEOMNTH) OFR

BB LI OZOMLHOFRICONTIE, ERKREE (BREKR 210SC607), FXA
WE L OZOMTHOFRRIZONVTIFE E AMTARAE (AREEH 21USC457) %R AL
E LT, ENEuEAHHAIZE 9CFR Part317 (FRB L NZDOITA), Part 381 (& A
Wi L OO CEAMZRBAINED b T 5,

O KAOFFIABIL L [—BARER] 5

B ZEAUR (BXOZEOMTM) LIPRAORLFETRNEZ, JRHlE LT USDA O
%%w#&wkmhﬁféﬁm 2014 45 1 A, FSIS 12 X 5 7 ~LO—fEAGR O H L HIEF T
ZED ., FRROWT ORI AT v FEGIC L 2 FAGEREDS L & e o 72 (PR LN,

e Ry FIKGE  LLF D 4 OB OB A%, FSIS OF RO FRTARZIY LT 5 The
Labeling and Program Delivery Division (LPDD) (ZX %, FRiAGENS M GHEAHEAIE
9CFR 412.1(c)).

http//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/LabelingNutrition
/uecm187208.htm

FDA / Background Information on Point of Purchase Labeling :
http!//www.fda.gov/Food/IngredientsPackagingLabeling/LabelingNutrition/ucm187320.htm

52 USDA FSIS / Labeling Policies :
http!//www.fsis.usda.gov/wps/portal/fsis/topics/regulatory-compliance/labeling/Labeling-Policies

USDA FSIS / Food Standards and Labeling Policy Book :
http://www.fsis.usda.gov/OPPDE/larc/Policies/Labeling_Policy_Book_082005.pdf

USDA FSIS / A guide to federal food labeling requirements for meat, poultry, and egg products :
http://www.aamp.com/documents/Federal FoodLabelingRequirementsGuide.pdf

53 USDA FSIS/ FSIS Compliance Guidance for Label Approval November 2015 : https://www.fsis.usda.
gov/wps/wem/connect/bf170761-33e3-4a2d-8f86-940c2698e2¢5/Label-Approval-Guide.pdf’MOD=AJPERES
USDA FSIS / Label Application Guidance : https://www.fsis.usda.gov/wps/portal/fsis/topics/regulatory-co
mpliance/labeling/labeling-procedures/label-application-guidance
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1) FER BTN L - TGS S -
2) FSIS O 7 ~AHIHNZHE T TWRWREE T, BEO 7 LIS C T2 T2 R
T X DA ER

3) ToVVICHR e e ESSSr I, M— Rw—727  fEEZ U— LA JFREROIN T A,
REME. BB FIE, AA—H=v 77207 L—2aFR (“Natural’°”Gluten free’72 &
IEER<) Md 5

4) —KeiH] GRAESIR 180 H LA | MR E 2 2 L3R B LT 0

e i %, LPDD (2, £ FSIS Form 7234-1, ﬁmﬁm\%iw%g%EQZBH
A, FIXEMBEBHZEN AN X —%IFZ2 T FAX LC, AKRHETHE 2175 5

#7C FSIS Form 7234-1
https://www.fsis.usda.gov/wps/wem/connect/4aeeca8c-8ba6-4288-a222-e6ca8764a9f7/FSIS
_7234-1_Approval_of_Labels.pdf?MOD=AJPERES

FSIS X WM EREEMR (55 3-2 &) (2o T [—7KFE#E T~ (generically
approved labeling) | OfFHBFFAISNTEY | HTRNEOFEFKRIIANETH D, 721
—ERBEROY T NTF =y 7 I TON TS, —BARERIL, [N - iR #

# (The Standards and labeling policy Book) | THIFLHENII/R S, M OMEFRR

(quahty claims) e/ #~ (nutrient content claims) . fEEF R (health claims)
LEORERIRBRD 72N EFOEM| LT S 2T IE 26y GEAFALE 9CFR
Part412.2),

Zoft, & FOREH TR S ORL—IRGEH TRV MFIZOWTH,, —RKRERN
D DNFRTAGEN R END, Flo, WEEEOAHPETNFELRE I > TEET 55
BRES KR EROFERNFRD biv, FHKGRIIANETH D,

© WERFREHA

FORICRERERBIE, UTo LB THD (AL 9CFR Part317.2), TR dh & [F]
KEIZ, 33 R R % L (Principal Display Panel : PDP) | £ X O [{E# /3% /L (Information
Panel : IP) | Z#HWTHRRT 5,

(a) &hhh

54 USDA FSIS / Label Application Guidance :
http!//www.fsis.usda.gov/wps/portal/fsis/topics/regulatory-compliance/labeling/labeling-procedures/label+app
lication+guidance/label-application-guidance

55 USDA FSIS / A guide to federal food labeling requirements for meat, poultry, and egg products :
http://www.aamp.com/documents/FederalFoodLabelingRequirementsGuide.pdf
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(b) USDA #ftiE~—7 (official inspection legend) & 38 Jitiak & 75

() WA=

(d) btk

(o) BUEHH | MHEEE £ I3TEEE OLFR LAERT (BLL, HHRHHIEE 9CFR Part317.2
()

) FpRlZ2 B EoiEE (special handling instructions) GEFRHHAIEE 9CFR Part317.2
(k)

(2) LB\ LDt E (safe handling instructions) GEFHIHIE 9CFR Part317.2(1))

(h) %#%#FE R ([F Part317 SubpartB) %

O FEEAZRTOXNG L 25 BRAOHEIIIFERS (EARMAILE 9CFR Part317.8),

<USDA BA&REH ~— 7 &3 E iR 5 D F >

U.S.

INSPECTED
AND PASSED BY
DEPARTMENT OF
AGRICULTURE

EST. 38

DEPARTMENT OF
AGRICULTURE
P-42

FIGURE 1

BRI L O OIN L, F & ARB L OFEOIT,
&kl A HLAILE 9CFR Part312.2. 381.96)

(2) IR DOFRR

YRHLL, (egg products) & 13, 52 & B - 7= IR D h & A WLBR L 7= Mk (8 iR D480 (whole
egg). AHDZ (white), HH DA (yolk), BLOIENLDT L RT, F#{EEH FDA 72
AT OE LIRS OF I 72y GEBIAILE 9CFR Part590), Z Z T 9 UIELG X
f_vx%7/%MIﬁm¥%(753—2%?427)~A@I%£)_k&énéﬁ&
MAThs,

FE, Ll T L R RIEAE, WHEL W, i 83k (2o BIKREREIETLT
IO UL B70) L) —@#OAEETIIE, USDA OFEEis% T i uidia &7z
WEERTNWD (5 32 FEE2M), 20174 2 ARST, KEN CTREMR N H H01E, BT
HeF T EDHRTHD,

IR DFORICHERERIILLTO L0 TH D GEAIHAILE 9CFR Part590.411(c) 5 &
W),

() &&4 QHEEL EOMENG R 25E1%, BEREOKRE WIEIZFEHE)
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(b) HRELHERE F 7o 1Thm¥EE D4 R & AT,
() WiEH (my MEFLa— FES)

(d) WA

(e) USDA WML~ — 7 L RE i

() RBRRE

3. /NGEICRT B IPEEFR RS BT 5 B
2002 #2275 (The Farm Security and Rural Investment Act of 2002) (2 X > T, K[E
DO/NFEFIIFFEDORMICOWTREMBRET 5 Z ENFTHEMIT Oz, Ziux, B3 -
I, FEENR R SNTAEPOIY HSNTIRIE SIS Z EDBZWVEMIZOWNT, H
BENREEZNDLZENTEDLLIEDTLHDTH 5%,

(1) *Zedh
INGEHER LT AE O - REOMAFN 23 T RVEBR DA —/\—<—7 v |
S5 1930 HFAMEEPEY)YS (The Perishable Agricultural Commodities Act of 1930 (PACA))
\Z R o THEBMDREEM OTRGTT 2 LB E T 5/ 0(EEHETh D, FEERRCET 28X
USDA Dj¥~—r7 17K (AMS) M L. FEEFR R ZRZBEHL LI2iERICES<
COOL (Country of Origin Labeling) 7'© 27 7 AZBEE L., JENASF O58EH] )] & MR % i > T
WD, RIS - RIOMAMBUT, BEIL FDA 23T LT A0, FUEERRIZOW T

USDA 3B LT 5,

C BB L OKRROANEE © 2005 4F 4 A5 EhE GEFHAIE 7 CFR Part60)

cERL, LER, BRBLIOEALOOER, Aff - MO - 1FE, v—F v <A
EITF oy, B—=harFyy §fiflc A CA 2009 4 3 A2 B EE ([A] 7 CFR Part65)
2016 4= 2 A, wAEHHITEITICZ Y 4W, KRB X OENLS OO E WITREGS & 7e o 7057,

(2) IMTEmOHN

COOL 71 77 AN ERT 2 M LAEMIE, JRFEMBREBONEINTH L, MLEGE
REINDDIE, RRFEHER BRI T T A LA, [EHEORE DL Z N2 T2 Z & TRE
EnDFHENEAE LT b O FIIRENOMREM LIEG STV D0, MR REMES O

56 USDA AMS / Country of Origin Labeling :
http://www.ams.usda.gov/AMSv1.0/COOL

USDA AMS / Country of Origin Labeling (COOL) Frequently Asked Questions :
http://www.ams.usda.gov/AMSv1.0/getfile?dDocName=STELPRDC5074846

57 USDA AMS / Removal of Mandatory Country of Origin Labeling Requirements for Beef and Port
Muscle Cut, Ground Beef, and Ground Pork : http://www.ams.usda.gov/AMSv1.0/getfile?dDocName=ST
ELPRDC5074846
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B (BIZ1X, Faab—h b~ MY —2%) PHEEAREZENTVWDLIHEOTHD, 72721,
K, BESOZBTMEN TN D O, TR & IEARINR0,

BESNTWAIMTHEL, B (7341075, Hi, RANLTH, BT, o—R
%), P GRET. WFET, wRs) | ER ek GUb, MR FThD,
2. LR E A sh S| FEMBROMGEE 25 /BMOFE LTI, b~ MY =KD
L—/VH, FL, T P—FErOmiE, BEKe —X, Bolcv—F vy NUBREf)
7B &HLMEE, RITEV HEDLEENRH S (HEHAHHILE TCFR Part60.119, [F 7CFR
Part65.220),

(3) /NFEIRICH T D FERTIE

PG B, BFERE (B L OMIMEOG AT RRNERIAD) 2 ER7T D, For BRIy
BENERZABITEZLH0 (T390, TTH— K, A7 v —5%) ThhuTk\v, JFEE
AT DONWTIE, CBP OHUE TED LI HMEH4 (5 21X United Kingdom OV 12 U.K.)
AL TH LV, FEEOEES TR RIIZEESATWS GEMBAIE 7CFR
Part60.300(e)) .

4. AREEMICET 2FRR

KEM T REMICAEER N & RARTHEEIE, 1990 FAEE M AEETE (Organic Foods
Production Act of 1990)., B X WFHEIZE S 2K A~ = 7 7 2 (National Organic
Program : NOP) 5|22\ THIE L7 HAHHILE TCFR Part205 (2169, AR MOIEHED
RIE. E & W o e AR FRICET 2L, USDA B¥E~—7 7T 4 7" (AMS)
DEEETH D,

KT 7T LORGITIT, GED. B3, K. B, A% 7 yF— Faal—h,
BHTAARAZ V=L E VSRR EZIFILD, Va—AT La— L fKEbEEND, 72k,
A b A OXIRTH Y | ih L L TIARE, BH, 77X UERE T b,

(1) AEMLDOHER LU NOP LY
HOEMEAHESE LTHEL L9 LT 4R B LOBRIRESR X, NOP o RHEIC)E
S THPEZEZITV, D> USDA OFRIE % 52\ 7= [FREREFE R (accredited certifying agent) |
@ NOP FEZZ T 2T b 7o, REEABIC X 2 REEEHEOFAMN, Bitms L%
DRI % #%C NOP FEBH &2 52 1 F 7= & 8L, USDA (2 & 5 1E7: NOP FEf A~ —~2 (USDA
Organic seal) Z#EK T 5HZ ENTE D, sEAEHERFT 25513, #FEHLITDORITIUR

58 USDA AMS / Country of Origin Labeling (COOL) Frequently Asked Questions ‘www.ams.usda.gov/s
ites/default/files/media/ COOL%20FAQs%20Final.pdf

59 USDA AMS / National Organic Program :http:/www.ams.usda.gov/AMSv1.0/nop

60 USDA AMS / The Organic Seal :

https!//www.ams.usda.gov/rules-regulations/organic/organic-seal
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7257, AERTE EEAS 5,000 RAVLL T OAER 5 L O ES 1T NOP FE 251 5 /3
172y GEFBLHIZE 7CFR Part205.101) 23, AR M OAERE & —#HOEY F B3 28
il (7] 7CFR SubpartC) ¥ X OERROHL ([ 7CFR SubpartD) (ZH#ECHZMERH D, 7o
72 L% D56 USDAIZ X % 1Ex7e NOPGEM A~ — 27 3£ A TE 220 (JF] 205.310(2)(1))

KEA (I F 2, EU TR <) OFERGERIE CHERER RO TS Z a2 - T,
KETHEERT D2 LT TE R, KETHHEFRRT H72DI21E, USDA LA EBUTF &
OWHERBENLETH DL, USDAIZAAR, /1 K, =a—V—F 2V R, A ATT)LD 47
E EFHEEZFEA TR, 2D OEN L A#ERZ RN 2541, mbEICH 5 NOP
REREAREBI DFE 2 %2 17 UL, USDA OFAMGER~— 27 MR T& %, 7eds, KIE LA
WEWE (Equivalence Arrangement) % #5A CW5 4 & EUIZOWTIE, KEE DT
ZoDHWIEU O LS L—FHDE - HIROGHELTEAN SV, BERYICHE - kT
AHEMNE L THEOLIL, USDA Afi~—27 b5 WIh ¥ A0 = USDA fitk~—72 &
HWMT EU At e S OAEERRDEO 5TV 56,

HKIZDWTI, ME CTHBEMIE BT D ot CE2RER, 201349 H 26 B, K
Eix. BARD [EHRWEOHKbLE X O E R RO IECIZBET 5158 (FFD 25 FIE#E
175 &) 1ZHS < AHE JAS | 2 K[E D NOP &[R4 L3R, i@ﬁjﬁ%Oﬂ':%ﬁé‘a:ob\f P
FCHELE, ZOZEIZED, 20141 A1 HEY, BAROHH JAS §lE|\Z L 558GE%

2T T EFEY B L OV FEEM I T A 502 Torganic) %5 & FR LT, 7|<.’\$B HTx5
XD IThp o783,

USDA & HARBUF & O ENZE L NOP FREREIMSEE (17 45 2 A BUEIX 714) ofFHIx
AMS OU = 7% A Mg STV 56, RBEMEIZ K> Tik, NOP GEH AT 5 & dh OFf
HNRESNTHDIHALH D,

(2) NOP GEHHAHE~—7
NOP fEH 252\ 7o Rdnld, A R A -T2 USDA Ot~ —7 2F&RmT 2 Z L
TZ %6,

61 USDA AMS / International Trade Partners :
http://www.ams.usda.gov/AMSv1.0/ams.fetchTemplateData.do?template=Templated &page=NOPInternation
alAgreements

62 USDA AMS / National Organic Program / IMPORTING ORGANIC PRODUCTS TO THE U.S.
https://www.ams.usda.gov/sites/default/files/media/Importing%200rganic%20Products%20t0%20U.S..pdf

63 JEMOKPER | AHERM OMATRIERE / KE~D#HIZ SN T
http://www.maff.go.jp/j/jas/jas_kikaku/yuuki.html

64 USDA AMS /NOP International Trade Policies: Japan (to US)
http://www.ams.usda.gov/AMSv1.0/ams.fetchTemplateData.do?template=TemplateN&page=NOPTradeJapa
nlmport

USDA AMS / Organic Certifying Agents: https://www.ams.usda.gov/resources/organic-certifying-agents
65 USDA AMS / Organic Labeling :

https://www.ams.usda.gov/rules-regulations/organic/labeling
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A

~—7 O

WL HIH

[100%Organic (100%45 %) |
F721% Organic|] & FRTE
% JEMEE OKGy - B3 1ERR <)
D 100% 723 A% CEFTHLHIAE
7CFR Part205.303)

USDA

ORGANIC

- At~ — 7 ]

- By Eor (AR IZ TOrganic (7
)1 &FER)

o B KPR DB\ A RE LT E
BRI AR - (EF(ETIZA— LT R L
ADEBEE )

- [Certified organic by xxx (xxx (NOP

REFEARBE O 4 FR) 12K D AEGER) )

Made with Organic xx (5 /%
D xx i) ] LRRTED
JEAEEE OKS3 « HEER<) @
70% L ES A& (R 7CFR
Part205.304)

A~ — 7 A
- NOP /& REAFERS
D~—7 A

- R FR (AR D7 TOrganic
(F#) | LFRR)

- BRSO B ER &R E LT E

BBEDOALTR - FPT (FEA—AT R

L AR )

- [ Certified organic by xxx (xxx (NOP
POEREABEBA DA TR) 1T K DA HEGE
1) |

[Some organic Ingredient(s)

(Bt xate) ) LFRRT
x5
JEREE OK53 « Mo iEbR<) @
70% At 73 A H

(J7] 7CFR Part205.305)

R~ — 7 AR ]
« NOP RE IR
D~ — 7 fEHART]

- By (AR DA TOrganic
(A8 | LFmr)

TV 3= VKB O AEERIZ OV TR, B2 N2 BB S E B (TTB) OBl G & %es,

5. HfFtFR

HH L~ OR S FoREHCIX

. RS, (infant formula) LAAMZE., {HEBIRZEO

At ORREH T2V, 72720, EETHMEZER T LHEICIE. AR (FiRRFORM
REHEMDOLEIIFY) ZIELLGEL, TOHMOERKRE LT, sellby (Ix72#FR). best
if used by (EBEHIR) . use by (HEHMR) . closed or coded dates (RL&EZ#E |2 L HHHEH)

66 USDA AMS / Organic Labeling / Alcohol Beverage Labeling Guidelines :
https!//www.ams.usda.gov/rules-regulations/organic/labeling

67 FDA / Did you know that a store can sell food past the expiration date? :
http//www.fda.gov/AboutFDA/Transparency/Basics/ucm210073.htm

USDA FSIS / Food Product Dating

http!//www.fsis.usda.gov/wps/portal/fsis/topics/food-safety-education/get-answers/food-safety-fact-sheets/food
-labeling/food-product-dating/food-product-dating
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74 https://www.aphis.usda.gov/aphis/newsroom/stakeholder-info/sa_by_date/2019/sa-07/ge-wheat

75 https://www.reuters.com/article/us-usa-wheat-gmo/usda-investigates-unapproved-gmo-wheat-found-in-wa
shington-state-idUSKCN1T9000; https://monsanto.com/company/media/statements/statement-gmo-wheat-
plants/

76 https://www.aphis.usda.gov/aphis/newsroom/stakeholder-info/sa_by_date/2019/sa-07/ge-wheat

77 http//www.maff.go.jp/j/seisan/boueki/nyusatu/n_announce/190717qa.pdf
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bioengineered foods) | & X3 L. %EIZOWTIE, Ml RFEEFEDOHREICL > T, EiL 2
FEOXTRRIMZ BE BRIV EENTHWDREMENH Y £9 (May contain a
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I URL] for more food information] &9 XE&Wx, V7D Y = 7% A N TOIEHRMR
ECFIC LD EMBARA T v a VONFIZHEL D & L5, EiFE5a2 T HA1%, [Call [
#hi#7]) for more food information] DXE Z vz, 24 BRI THEEHMEHRIEM AT > Z LT
5L L) BEAvE—VICLDABRLEF AT &N,

B LB/ NSy r—UTliE, ETBLOTVF VY 7 TXFARNA =Y G
D IEMBARDFRD HINIITZN PFRL SN D N EE 2R LT 2 Rl E RO bz, £72,
A= ZOflK) ERED 2 T UE, ERDIEMRA 7 v a oV TFrENWS Z LB TE D
Lahi,

BV EMIOWVTIL, BMEEEE A ES TIER NRIEBRERAROBELEEZEA D 2
L, BIFOFERFRROEEIZEL BT, WTFNrOFE#HERA 7> a V2N TE
Ve Kbt LAXZDOFTICBR/REIT 5 Z L IRNED Hivizios,

v) N FLFREMEZTERVEMOERTTE (GMO 7 Y —,Non-GMO)

NBFDS ff&HRAITTIE, 1990 EAHERMAEE T CEE S5 2KAK 7 w7 Z L (NOP)
T CREEZZ T T2 BMICOWT, BE & DIFHRERORIE LTS, £72, NOP FTHIE
BimE LTOREEZZ T TWDLZ LR, BE B TERWI L 2R THEHESR (B : Tnot
bioengineered|, mnon-GMO] 72 &) %ITH 720D+l 725 & LT 5, &E&HEANCZE
VT, Non-GMOJ DA A LR A B E R OEMORTRITIEIZ DOV TORERITZ O— % Ff

107 https://www.ams.usda.gov/rules-regulations/be/symbols
108 https://www.federalregister.gov/documents/2018/12/21/2018-27283/national-bioengineered-food-disclosur
e-standard
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ZifE7poTWA,

7238, Non-GMOJ DA F TR EZ S ERVEMOERTFIEICONTIE, —HORAT—
7 RV —7n b NBEDS BRI O T CHRAREMEZED 5 & & T 5B RN/, LarL, AMS
IXEUTKE L, 2K A TR EHRABREIL BE 843 X O BE BB Z E LR MIZONT
DOBRIEEL TR 2 X 5 BfEIZED TV DH—H T, IE GMO 5D BREEHEL & 5 IERHERRIX
B2 TWenWe DRMERLTVND,

F7o. AMS (Z, [ (free) ] 72 &, BADRHIMDEEZERNT LA AT D EHEIZONTIT
FDA & FSIS 2MERZRAT 2 & L7z ) AT, BAMELERZECWMIBES 2 ENH =FHKICLD

not bioengineered| <° non-GMO] 72 & DOFREZHMT 255121, BET 52 TOEE
WYL , FRICESEPRMEAEERVWRTREZIT) IHOMET 20N HDH E LT H109,

® MEXEZHIRA] OFFEH

1) am DR

AMS (I, & HFICET 5 BE iy TEXE I HEA] (RFREAH DI SR S/
W BE O DIRAN) OREEZED D0, N7 I ABLONPRM i@ L TAT— 27 KL E—D
BREZRDT-,

RT3 XIS 30 OBEMICK L THEE LNz AL ML, [ERBIRGRO N L
25 RIp DML~ (0.9%. 5%, 10%) X, BEOFFE FE (FHMERS L ITRER) (1<
BT 2EBO|ENEG TN TV, AMS 13, ZNH2RBR0 9 2, BERCENT EREE
HIRAN] OBMEIZOWTLLR 3 DORBE LR LTz,

RER 1-A - BFENH 2 WVITEIRINITRET 4720 BE B O G AN ReEFA RO 8
BIL 5N TORMTHLEE. HMBIRDOXRD SR,

RER 1-B : BFAH 5 WITEIRIITEES S 41720 BE oy OGRS FERME O H
B 0.9% U TORMTH LG, THMBIROXRN IR,

REBR 1-C: BHNICEENDLTRTO BE fHOEGHEN, B LZEE (F 21X
BE 5y OGFHEAENRMOBRERD 5% LU T TH L2 E) NWThHIE, EROAEEIC
B0 b FHHHBA R DX BIkR,

—HBD = A MEHAT, BN RbE < HEEOBFL Bl METEASA SN T
WD AKRIERPREAF O TR IR bt & LT, REBER 1B 23R Lz, %R 1-C IZo0» T,
BE FEMEIOM 2 R/NRICIA D ZENTED L LTHFFT L3 X MDD BB - T2h, Bodt
BERNRZEE 50T,

109 7EFR 56 (27 U
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AMS [T, BT T A4 F = — U DFENE LIHEE ~OEHRER E OM DT o AN 5
LY E VO FRR T, VBRE A Z8H Lz, AMS X, 5% 0z T25 24T, BEBX
OJE BE &AW DAEFES AT AOIAFNA[RE L 0D & Liz—7, 0.9%72 £ & o T AR W B 2 B H
T5HE, BWAEE - MTEFICREBRAERIND, ZHRUCES>TH T I/ TF=—v2fICH T2
HENDRELNRIMBIE 2 A N Z AN IS, REOIITEERE 28T 5 /REERH 5
EHEfL WD, 2B, EGMO R EDTEEDT~NVERT BT T7 AOTF, BEIZ 5%L 0 HKN
MEZERAL TOWREEBLOY 7 T4 F=— 0%, k@Y OXE %kl 5 Z & T NBFDS @
BHAFIETHZENTEDELTND

5T, AMS i, %1@ﬁﬁ®L&1ml@ﬁﬂ%ﬁ_owT%%ab ZORER. Bl
DWTDOEFER) 2 BRI I FE LW LA MR LTe, XD &, KVERy 0.9% 72 ED
MEZHRAL TW2EH L2000, ZAHLDOEIZE > TE, BEBGNCKHIST 2 Z & THEM
IZNBFDS ICHHERLL 7= Z L1272 5720, @R EOREENT/NRICIZ Hivd & AMS Tk
LT 5o,

i) EAEHRIORA b

NBFDS HA&HAITIX, BT OFFEMEHTI T S BE lro ERESHEA] (BENE S
W BRI B AL720 BE B @@A)%%1 BULLT LEDTND, LoT, D
& D JFMEHZ 5%LL oo BE WENE £ 556101, BROA ECEAMAIIZHEET 605 028
2 b3, EMAREEORNG LD, b, BE& YOEENERNTHLIHEAIT. &F
TN E%LLFTH LG L LT, WICHEBRARBEOXMR L I 5m,

F£72. FDA ORGHERTA MO CTED bAIVTCEMICE £ MFARRNY (incidental
additives) (ZOWTIE, MET, YiZB MW N2 D EAT - BERERIEE A KT S 204, BE
pkoy L1E A2 E 9, NBFDS O F COBMRER L 1T bR E LTWD, MBI OH] &
LTI LBLA] (processing aids) MNZET HNTEY | KK BELNICIEDR D DR HE
Th o> ThH BE ity L 1EAH7e SN EED b iLizus,

110 https://www.federalregister.gov/documents/2018/12/21/2018-27283/national-bioengineered-food-disclosur
e-standard

11 JER 58 IZFR U

112 https://www.fda.gov/media/80736/download

113 https://www.federalregister.gov/documents/2018/12/21/2018-27283/national-bioengineered-food-disclosur
e-standard
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~E 28 F R~

F2-8F BRHEE

1. FDA DFTE T 5 R it

(i #iks (Food Standards) | 13, FD&C V5% 401 55 (&2 EE# 21USC341) (2D
WTCHIE &Sz —HoE R 2459, FDA 1Z 300 I < O/BMDER, MEBLON
RENCB T 2 e 2w R GEFR BRI 21CFR Part130~169) & L THRITL TV 5, &
mBUS I, ERNAEENE UM E R CARTHGICRIET 272010, £, &R T
MEnoL@OLFRE LTHEDILD, BB, Bl RAEZTHNOHERLIZD
BOBRMBERFEIZLDBRBEOTFRIT AN OHBE LT o720 THIDITRE SN, 5K
I, B ERERE LA LESE27-00RHEL L ToORE L TV D,

(1) BB ONE
BBEIZIE, ROFERPIRERER DT END,
O BIOEFRICEHT HHHE (Standards of Identity)
ZDEMMPMITH DT OWTORNE, Bind, FUEERICIW TR~ & 5k
Bl b L <UIEEH T& 2 AR Jh 1,
©@ BHOMEIZET 54 (Standards of Quality)
HOBMMBTNTHD LR ESND O TNE, GHEWEORK/NRO L)L
RfiE TREICBI3 2 KL,
@ BMONEFEIZET HENE (Standards of Fill of Container)
ED XD IREENDERL LOBSRLFIET 5 HIEO KK,

Bl 21X THEAYD O 2 Z 7R (canned cherries : HFAHIHILE 21CFR Part145.125) | O/
BB AR, [ESCREDBEDIESEOH D (blemished) V7 T U ARIE, 1 EHERLD
AR —A T 15% B2 I b2, 7 TV ARREICH D, EEN 325D 91 T (1
71mm) OERLCEDHIIIGRERLT ] LW EORERTLL 2L LD HE,
NIRRTV —=LINTED XD, RKERDOEENTLERDMA b D, F 2 TERE L
(Evaporated milk : # ¥ A5 21CFR Part131.130) O REUEX, [HEE CTHIEN DX 6.5%
PLE, fERS B ZEEE20) 1% 16.6%0L B, 2FEESIE 28%LL E) EED B,
FEH LT RVIBIER A E ST 5,

F7-. FD&C I£55 401 & (AREEM 21USC341) Tld, BB EZRTE L T s
UV HMETE SIVTW D (EREE 7013 O KW, AREE T I TR DB, N Z—) 7272 L,
TR R, BrH#u—7 (cantaloupes : ¥ A7 A D), Av . DAZOHEIZOWNT
&, BiShE L TR DRENTF SN TN D,

114 FDA / FDA's Standards for High Quality Foods:
http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm094559.htm
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(2) BHHENED SNT-RHO M E

BN —T7 2 L IEFRH A 21CFR Part130~169 (CHE SN TE Y, UL FICHARE S
RIS LTmRR 7 N—T e EEND ERMEEZRICE L O, (Part HEIC—HHKITNH 5
DX, HIBRSizny, FEPHEE T L LRI O H 00, BIRER THAIZHIE ST
WD TH D),

O BRI 4R

21CFR Part &=

BmITN—7

el B OB
(W v 3L Part DFEZE5)

130 BB il | BB OER, SERETFIH, BREFIROLTRE DR
(Food — M5
standards:
general)
131 Milk and cream | Whipped cream products (131.25),Milk (131.110),
Concentrated milk (131.115), Evaporated milk
(131.130), Heavy cream (131.150), Yogurt (131.200)
e
133 Cheese and Blue cheese (133.106), Cheddar cheese (133.113),
related cheese Cream Cheese (133.133),Gruyere cheese (133.149),
products Neufchatel cheese (133.162) ,Swiss and emmentaler
cheese (133.195) %%
135 Frozen desserts | Ice cream and frozen custard (135.110),Goat’s milk ice
cream (135.115), Sherbet (135.140) %
136 Bakery Bread, rolls, and buns (136.110), Enriched bread, roll,
products and buns (136.115), Whole wheat bread, rolls and
buns (136.180) %
137 Cereal flours Flour (137.105), Enriched flour (137.165), Whole
and related wheat flour (137.200), Yellow corn meal (137.275),
products Semolina (137.320), Enriched rice (137.350) %5
139 Macaroni and Macaroni products (139.110), Milk macaroni products
noodle products | (139.120), Whole wheat macaroni products (139.138),
Noodle products (139.150), Wheat and soy noodle
products (139.180) %%
145 Canned fruits Canned applesauce (145.110), Canned cherries

(145.125), Canned fruit cocktail (145.135), Canned
pineapple (145.180) %
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146 Canned fruit Lemon juice (146.114), Frozen concentrate for colored
juices lemonade (146.126), Orange juice (146.135), Canned
prune juice (146.187) %
150 Fruit butters, Fruit butter (150.110), Fruit jelly (150.140), Fruit
jellies, preserves | preserves and jams (150.160) %5
and related
products
152 Fruit pies Frozen cherry pie (152.126)
155 Canned Canned green beans and wax beans (155.120),
vegetables Canned tomatoes (155.190), Catsup (155.194)
156 Vegetable juices | Tomato juice (156.145)
158 Frozen Frozen peas (158.170)
vegetables
160 Eggs and egg Eggs (160.100), Dried eggs (160.105), Frozen eggs
products (160.110), Frozen egg yolks (160.190)
161 Fish and Oysters (161.130), Canned oysters (161.145), Canned
shellfish Pacific salmon (161.170), Frozen raw breaded shrimps
(161.175), Canned tuna (161.190) %%
163 Cacao products | Chocolate liquor (163.111), White Chocolate
(163.124), Milk chocolate (163.130), Mixed dairy
product chocolates (163.145) %5
164 Tree nut and Mixed nuts (164.110), Peanut butter (164.150) %
peanut products
165 Beverages Bottled water (165.110)
166 Margarine Margarine (166.110)
168 Sweeteners and | Dextrose anhydrous (168.110), Lactose (168.122),
table syrups Maple syrup (168.140) %
169 Food dressings | French dressing (169.115), Mayonnaise (169.140),
and flavorings Salad Dressing (169.150), Vanilla extract (169.175)
£

2. USDA 3pTE$ L R KAE
USDA @ FSIS %, EAf#EY: (Federal Meat Inspection Act) & 5 & AN T L%
(Poultry Products Inspection Act) (2D X | ZNENDOXMRE N OLUEL R ET H, FDA

DEMBFEEFRIC LI, BMOAPREERLAMICT 5 BT —EOEMBLIIKE S
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TW5, FSIS OFTE T 2E I 9CFR Part319 &5 OV £ 72 (35 RICEE T 5 E 3%
L 3 (Definitions and Standards of identity or composition) | D 722>C, 100 & HF2E
DL 7= > T D,

EFTHLIER
9CFR . F72 80 H O
BRI N—T i
Part319 (W v AW Part DFEMZE5)
Subpart
A General BB OER, BIMETROLFRE OF—ME, MEELs
WA 5 Bd OFoRHEREE (319.1~10)
B Raw meat products | Misc. beef products (391.15), Misc. pork products
(319.29)
C Cooked meats Barbecued meats (319.80), Roast beef parboiled and
steam roasted (319.81)
D Cured meats, Corned beef (319.100), Cured pork products
unsmoked and (319.104), Bacon (319.107) %
smoked
E Sausage generally: | Sausage (319.140), Fresh pork sausage (319.141),
fresh sausage Fresh beef sausage (319.142) %
F Uncooked, smoked | Smoked pork sausage (319.160)
sausage
G Cooked sausage Frankfurter, frank, furter, hotdog, weiner, vienna,
bologna, garlic bologna, knockwurst, and similar
products (319.180) %%
K Luncheon meat, Luncheon meat (319.260), Meat loaf (319.261)
loaves, and jellied
products
L Meat specialties, Scrapple (319.280), Bockwurst (319.281)
puddings and
nonspecific loaves
M Canned, frozen or Chili con carne (319.300), Meat stews (319.304),
dehydrated meat Spaghetti with meatballs and sauce, and similar
Food products products (319.306) %
N Meat food entrée Meat pies (319.500)
products, pies, and
turnovers
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P Fats, oils, Margarine or oleomargarine (319.700), Lard, leaf
shortenings lard (319.702) %

Q Meat soups, soup Meat extract (319.720), Fluid extract of meat
mixes, broths, (319.721)

stocks, extracts

R Meat salads and Deviled ham, deviled tongue and similar products
meat spreads (319.760) %
U Miscellaneous Breaded products (319.880), Liver meat food

products (319.881)

3. BE~Y—IT 4 U THIEEIC X DB
1937 FEE¥E~— T 4 o 7 ElE (Agricultural Marketing Agreement Act of 1937)
8e JRICHADE, 7RI NEDOREREMIR LKENTZOME, Hifh, K& S, BEEIC
BE- D BIHI N ER T BT D5,

<FDA & USDA 3@ D & inits O —fix i il & Stk (modernize) (ZB49 2 BRI >

2005 4 5 A 20 H, FDA & USDA (FSIS) Z3[F<C, Mtk o kI md
o —MIFR 2L L, B ORECEIE, HIBROFIEZHAIZE LT LTz, Lo
L. "7 Vw7 arsb (—NbOERFSE) 13200548 7 18 HIZK T LIZbD
D, 2017 4 2 H R R CROEFLRINETEAT S TU g s,

115 USDA AMS/ Section 8e & Imports:

https!//www.ams.usda.gov/rules-regulations/section8e

116 Food Standards: General Principles and Food Standards Modernization:
http://www.reginfo.gov/public/do/eAgendaViewRule?publd=201010&RIN=0910-AC54
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~EI9E FFAITBGIZET BB TEERERELE NI BEMTL LYW T G- A7 348
(PCHF-B i Z L5 EIDETE -EW) ~

E 095 ERAITEEIZET BH 1T IEZEREGELS N BESTHLN YR DI U T & T S5
(PCHF : B Z 251 E|DFE » FEJfs)

‘i ebiESR 103 55 (FD&C L5 418 5= (S &EEM 350g 57)) Ik, "M AT nm
EORUEIZEED W TR G LTOoRENA O & Bdfis (DL T DEEkhRR ) OFTA &, EEH £
TolT M OE PR, RfORGE N, AR, REEBFRIZIT D faF ot & T
DN « LEARBHEM T OND Z EIRoTz, ZOBEDOBREIT, GESHTEEEI N

(HACCP) FHHOBEARFIZ, KENTHESINDLIBEMEZH D 2 TORMBEMICE T
RKLTEATLHZ EIZHD, F-FHHEID HACCP BiEO BRI F#H Tl 7wy, HACCP L
Y IRFZRfEE R B A R 5 55 103 AN (B b &2 B4 2 B TE ERLE B e & N fE
ESHBIONY 27126 C=FPREBLUZEEd 2 81H]. Preventive Control for Human Food,
LUF TPCHF)) (ZHE5 MERH 5,

PCHF (%, 2016 £ 9 19 H LV, —fxOeHEIIH L THEADRBMG Sz, &RibT 525, /b
BEL LOFEMEEIZOWTIE, YA XL, ENEN1HE, 2FOMTHIRNH 5,

1. &Gk ds LORBILA T ¥ 2 —
(1) x5
PCHF Oxt4efiiikix, A A7 vkl iS5 % FDA IThEst sk Lozt OCBgkhist) <
H5, 7272L. PCHF TiX, ROBEHMHIZHOWTIX, BIEOBEABRAING D Z L&D,
B ZEFTERERY (SubpartC) V774 Fo—> 71l T LS (SubpartG) O
MERSAE L LTS,

GRSt R OFESE EEONE
B ZERIENHET 5 TSR] RS—T0 (2) | BFEEER (R—TY0 (2)
Z ) Z )
FrE DIRY R 7 OIEB AT 5 /M3 - FMRE (B35) 1 RS
KEEW) « ¥ a—A HACCP 71 /' T Lkt G ik 1 FH B4

WMAEMEEFICE L TORHE

MG B OB BT KR, (R i
KRR & g MHEL, PRE hEek R ——

A R ORE N T, AL, R i RS
UFSE - REREILEOR G L 125 1Y i RS
AR IS S (SRS ERE (TTB) |
OFFAIALER T b= — LR O SR B

XORBHMLEHME LIRIED (RE - SEREN) OR |

B DB EAT O M
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~E2-9F EMNAIIBRICET SBTEERENRBLS VICBERNH LI YOI Cr- Pl EEIZET T S5 R

(PCHF-B i Z L5 EIDETE -EW) ~

BREICIHINTUVRY

O & H# A
A1 R

REIRR A DYy
VRS DPRE O

P AT 9 Jiiax O L BN L BT et DY
BT BI%E HAE EA & R A
(2) NErshEmse) [FMPE3E] DER

PCHF O BTN S A0 25 18 K& i i 5 1

FIZROBAITIILU TO L S ITERINTND

DE kS Sk | DEFE

LINZATH Z & Tl L 72

SEHEMTE LAY 50 07 RV (fiak o1
att, PR EZ S L), 1 o5E oSy
PLEAWHERED L TS/ NEEE -1
AN (Zo/E LR UMNE 21T
275 ~ A VL) ~DHR7TE TH DAk
[

BOEME B, 8E nT, #
B FE T IIRIR R L (RE R & %

FDA (Zxf L, kg T o E 2L,
WONWTNINTH D & EFEHT 5,

O THIEBEAZ®E L THR I N EEFEICRL
L, @UllceE=4Y 7 LTnhHZ L
QKELS O L ERAIZNET L, A 5o
1IN ThER% D4R L OMEFT 2 MR F IR A

Tn5HrZ &

B 72 EOREOTEAME & OERMEEE | EEEERIT, R ESEROOND 2FET
SEYSEAN . BT SERIT 100 5 RV (v | L OBESZAMABIM Iz, S8 ERT o nso
7 LiREERR) Kl Ch D WHELZFDAICHEHT 5 0L,

(3) #BHALATFr Y 2—1

PCHF 2k B L. FHEDHEBILA Y 2 — T, EOHBIC L > TR S,

DR

EBEACA Y 2 —)

—ixo4z (VR3] TS L)

2016 9 H 19 H

EZE ] (R 500 44 A T Ao i

201749 H 18 H

BrAk &7 b7 ZE)
(A2 20184F9 A 17 H
2. BBEONE
PCHF IZES< B Z i IX, THEHEEH (Preventive Control Qualified

Individual, BAF PCQLI) 233KE L7
DHFHEETHHETHY . YiLFtEIc >N T
W AR E L, Bdnl I8 %2 RT3 e 2 51
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PCQI X, BRI OVWT—F

i axEt
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~EI9E FFAITBGIZET BB TEERERELE NI BEMTL LYW T G- A7 348
(PCHF-B i Z L5 EIDETE -EW) ~

DVEPIEEN TS 2, FRREPARKRE TR, REFRENTHRWNW T & 2RFE
THREOOTIEHE LMY - Efi L, FHHEORITzE=2V 7L, £OET=4
v 7 OftEkE AEIEIT L LTRE LRTHIER B 220,

S bIT, fEFEST - TUIEHHE 2 & 0 7o Fhe & 2 0EL L TR aitm Gr#F) &L,
FLERCE L &L BITREL, FDA DL HERWLEHR COFEREZ T2 L &1, FhEiErL
RN BV, BMZEFEICBW T, BICLTObOZ#T 5,

- S ST
C PRI (R LI 5 PRI a Y hr—, RESLY 3T T
&)

cEmX YT REHE. REEo FIE

3. BRAYZR RS AR SR E S 1A T 7 7 1A
B2 EE, HICRETIEI VWb 0TI, ZORHRERIHEFLED T LMY
EXHINT DEN B D, LLT PCHF IZHIST 5 72 O OYEHI 2 251F 5 A3, Hi%iElid L O
LAGFHENIREMREFMRIC L > TENENRER D L) T & 2 RBHICEVW . TRV
ENAN
PCQI OIRE & B Z 2T — L OfEK
o LBy, AELEHEIL. BLEEICOVWT—EDH#MEATHETHY ., Ykt
EIZOWTEELFFOE TH D PCQLBRET D, 2D, PCHF OXt& L 72 5 & idiE
HhEakld, £9PCQlL Z#RET HHLENH 5, PCQIL X, FDA IZ L > Tyl L§Eik s T
DIEWELSNIZA Y 2T MMIES =20 VP a—2&ETT 50, $I38EORE
PR 28 L CRMEZRICEAT VAT AOWELERIC > E +omilod 5% (HACCP
DHFIZMZTY a— VT T U EEEDTHLORNE) REERE LRV,
IHIT, PCQI 5O BMEET —L2aRETHZENEE LY, RF—20HLE R
S CUFA MG SR ORMEEIIETHVAT LAE LV LDDL ZENHEBETH D,

i T B SO
$7-. PCHF ORHEE 725, RMZAFEE T LTSN 1o TLE AR AR -
AT LB S5 GHERERG | GMP 72 2), BEMICIE, fmbbssh
B BRI A (R ST OV ©) . C BT 5 EERD FL—=2 7 i
BUE - DI Y| SRR EE R FH ST 5 BB 5,

ur Y b, BaZERHE O EAER L TS, 4%, mBOENZTEL THWHOT, 2ROz L,
Me h2MEECT 2 fin (B 2 BT RS b NfaFE ST LY 2718 Ul PHIRVE B E) O’
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~EI9E FFAITBGIZET BB TEERERELE NI BEMTL LYW T G- A7 348
(PCHF-B i Z L5 EIDETE -EW) ~

FRO LB, BRLZEFEOREORHE L 725 50 284E Lz BT, RFHEOREZ 1
Db, ERRoOLEY, FFHEOERFA > ME, BESEZTH /RLOMLEEICONT, BN
THEEHT L ETHD,

(D) FARA Y FZEUNCIMZ D720, FICPHIERTREEEL/RETILERD D,
fEEDRFEICY > T AREZ21T) TRAZ L 7o —F v — b 2E-FIA L.
EDOTRIZED X5 RfEENMEE SO0 EROET JET2) ZEna8Thsd,

(2) FFETHAEEOFEIL, RO 4T, ZN5OEEIZHONT, BRZALNTWNDEH D,
TRARETHRAELGDILOEKFEL, SOICHELAERCEZ Y G5 iS4 HEL TP
i s _& b 02 RET 5, [faFoir]

- AERfEE B, W)

ALFIEE (BT VAT BB OIENESR. BEEE OKES)

- B faE (RYORNE (BT ARRE))

- R RVENESH T I K A faE (BMAICHE LS - FEHR L)

(B) FFE INTfEFIZONWT, TOREZFE/NRICIMA L E/2ETHT2ZE2HNLE
EHGERRET D, TNTROGEEICEDEET, BRI ET 5, [TEE R
i#]

B) AMrfaE (FLERTHEZRLE) SWEFR, MEVLER % DN T TRE B

LEEHfEE (T LT e ) =7 LV —WEER - £ (XY 7)), BeR
FEOMmA
WG ESHEE R, SR L

(4) 3) IBNWT, FKIEETH LN THERE TE WS (Bl IXFM NI AEENH
HHEEITBNTZE OFMEIOMBMLEE 2 ANETH LY T T A ¥ —03MT> TV DA
E) iE, VT IAF = EHALE, ZOHA, LEICT, YT IA Y —0fiE
SHTRE R B L OTRIE B ORI R 2 AF LR b au,

Flo, BEZSLT, Va—nAF Iz 8T 5, Va—nA7rI 0k, Va—uF—
LOKEND U a—/LO®EME, BHMOFEREDERAT v 7 a2 E AL TELERD
Do

(5) ERLOIEBNRZYNE D D OMER (4R 2175, Zhud, B LZeitmosE
FERT, 71X —EDOEEMED & HRFHNICEM T 2 MEN B D, 723, T LT B
BABH, VY7 IA4F=2—BEHBIQNY a— L7 T7 o OZYMHEROMLTE TR, F
72, BiEEOTGICENT, INO6ZEEL TV DDMREEL, SEIC U TRER
EEHTOFLTCEEZELX T LELD D, [£F=4V 7, BEHE, HEEOFIE]

(6) EFITHOWT, RELXET D, Foski 2FLL BRE LT 7220,

Flo, INEL- T, ERBIC L —=0 72170, H hL—=2 72 o0 T Hiek

s AR (MRT v — ) (2016 4 3 )
https://www.jetro.go.jp/world/reports/2016/02/f4e6ffb1efa27504.html

87
Copyright(C) 2020 JETRO. All rights reserved.


https://www.jetro.go.jp/world/reports/2016/02/f4e6ffb1efa27504.html

~EI-9E FFNAITBGIZE T BB TEIERERT LS NI BEMTE LY CT R EEE -7 348
(PCHF-B i Z L5 EIDETE -EW) ~

L Tk<, [Rt]

4. Fofth
FDA 1%, 4iZHAIDIESFIR I AT ERIC L » TR T 5, £i-, EGEERIE T 0 7T
L (FSVP) 2k v, g AEF T, AT LRMPKEOBANCHGE > THERE - NS
DNEIDEWRTIREEA->TND BoESM),
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~E2-10F BEWZLEEIZET S5A~

Fo2-10E BEYZEEEIZETIHE

KETHAEL T HRMELEFRDIRIR DL 2 D500, AffEFR - RETHL, KN
TOR « REOEFEFIZONTIL, ZE CTHIUL SN ZRE IR 2o 7oy, &
LEFRIIES 105 & (FD&C 155 419 5 (GREEM 350h 57)) 1TX V. W1 TEREAKR 22K
ERRITOND Z &IZoT,

ZOHAI GEFHIAIE 21CFR Part112 [REEMZ2ILUEIZET 2 HIH] (Produce Safety
Standard) 18]) (%, 201841 H 26 H LV, —ROBEHEITK L CEANRMG SN D, )7
T, FFICEFHOBELEENHDL EEND, AT T MA CHFHR) 2OV T, 2017
F1H 260X T TITEARBIG L o7, BRI T 2035, /MR KOEFEMAEZEIC OV T,
BHEBED, ZREN1E, 2HEOMTHBNRRITON TS, Fio, BEWL LMY
LHAITED HNTZEED 5 BREERKIZET 2 BRI OV T, i L OEM
WECHEA SN DWIRN S S HIC 2FEBR PN HEALIRE 25,

1. MZfiss LORBILA T Y a—
(1) xbGfizk
JRPEM ZERVEC T O BANC L D & BHLOMRIT, BEY (RE - 1) DA,
IHE, R, PRESE. T2RDLREBICBIDEINTH D, 2L, REWOETHNRE R
L0 TIERLS, RIMNTZOLDIZIRENS,

PIES P48
JEEY) - EAMT 5D WITRSGN TIHE SN DB - %
CKIMTEEDTRWE D (DB Y N7 —2 F 21383,
ErYNURAE S

CRIMLTTHBESND Z ENFE A ERWVEEY & LT FDA
WHRET 260 (BYA, Wb, 27— b —1%)

- PAZERYZREE TR (IHEE5E) MIUTTAERE S D RIEY)

C RPEMOE 3R OEIERTE Lis 2 75 5 T KAVLIFD

=27

- AEMZE B 50 77 RVLAR G, HIoei#E 23 05 Lh B
(—&BaEE HERSL)

118 Federal Register Vol. 80 No. 228/ Friday, November 27, 2015/ Final Rule/ Standards for the Growi
ng, Harvesting, Packing, and Holding of Produce for Human Consumption:
https://www.gpo.gov/fdsys/pkg/FR-2015-11-27/pdf/2015-28159.pdf
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(2) RS & 72 % fiak

PCHF HiA] (35 2-9 EERM) DG L e Dltiaid, [REMZEAMEIZET 2 RO M X
BRob S D, F T EPEM L AIEMEICEE T 2 BIRICIE, BUT Oftgsz i3 [FBLAI O 1 13RS S 41,
BIDEEE DR LT D,

C EGEO 3 FEMICFEES ) GRS RS (HERES) ([CEERGE S oM OSEEE
78 @Ay, R HRIZE RS S 2 OMa TOREREE ICIRGE S - B O FHHERME
EEAEE LG Tho T, FEIEHICIRTE SN B R TOREEME LEn, A
VT ViEER% . B0 T RARITH oA,

(3) #HILAT Y 2—1
RPEEW R R EAT 2 HRAIOB/HEA 7 ¥ 2 —E, REOHBIZ L > TR S,

A3 D I BHALA T Y 22—

— o (VM) FEMeEZE] DSL) | 2018451 A 26 H
(EERKRBELRIZOWTIE, 2O S 512 24
Bho)

IMEZE] (BT 3 FEMICIRTE L= &M | 201941 A 28 H

IR TE LAY 50 7 RAVELT) (EERKEMHEIZOWTIE, 2OE HIZ 24
BnD)

(EAmAZE ] (BT 3 MR L7-&dh | 2020 4 1 H 27 H

DINYJFRIFE EEas 25 J7 K/VLLTF) (EERKBEMHIZOW T, 2OEHIZ24E
BnD)

2. BHBONE

JRPEM R AIEIZ BT 2 BRI Tl B EO KBRS OFH ) D WEDGRE 726
LD ERE U TR SN EME - BITRZET b, 2o &M - 1BITICxST 2 HiE s &
UGEERDIERR & RE D RD DTN D, O - BT &%, BERK, BilkoEy
TG R (RESAHEIER L) fEER. 2E - B - @BEWSE,. & - BWEBY., Ry -
UHE - 48 - PRAETEE), RBIFE (XTI 0 MEICBIT D) ThD,

Bl IE, BEERKICOWTIE, KB EREDICEIZERT 2555 20T, KBRS R
SNTIERLRWVWE INTWD, £z, RAHE GHAIDED DMEMEEL -7 7200,

N9 EEFEMRE LTROOND Z LIiE, BAAER, KA —, I — NEIL, ZOBF - RENEFEINTE
BOLT, P IER—Z T & ) CIHRRT A2 TH 5.
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WEEH) - (LT B 2 2R TOWRWEEE) DA TR TR ERA] (K& SAMIEE) %
AT 256, ZOMMATITRED LEMLRVE S ICT 2HELHE L RTNTRER0neE

XhTna,

LU, &5tk JOBEITHNCER S o EREZ I+ 5, 55OV Tid, FDA @

BAL BELOY = b OERESR L TWIZIZ& o,

A - 1BAT RSN D ERRTE

EFERK
V258 L 7 AR B 7 S D AR

GRANY 73— M E (112.41~112.50) &)

CJEEHKY AT ARERORRAE  KITOWT, ZRT, BERESh-HiE

KN ZETRWEGAIX, ZFOmuRnE, £=21 7
c KR ATREZ KIGEMNEIE LR W & 2 RFET A 720 0B 4

AR AL ER O B P H
ko AW ) L | AL
Rl LA

(A7 %— K F (112.51~112.60) =H)

- RAAELOEW Sk O EW AR HIRU R A (FESA

HEESE) DY 7R

» ERLAE IR LR LN K SIS B AT D
- FDA X, A ET, BEMOAFEIER TS it HEGBAIC O\ T
RBEINATBEAZAEL TS, FEMTHAIZZROZ &,

?{\i
e
i

H o)
- JiE ) 7 G R A PR
S YR TR F

L R - RO e LOMEICE T OUHMED K (Bllakik L OV
M EBFETE, ET L5 - UET 8. ThThORBICEbETz

(AP 7%= CB LD (112.21~112.33) =)

R - fE | - E - ER OV YRR
£

CHAY 7 %— |k L (112.121~112.140) &)

GGG IE DT D DFEEDOYER: - WRlE 5

DILHED BN 8 ) A I 2 31 5,
CBOBANCKTBE=X Y LY s

- BEW A EE LT B CEI A HOT B A, MO L SR -

120 EFLE R 21 CFR Parts 11, 16, and 112 Standards for the Growing, Harvesting, Packing, and Holdi

ng of Produce for Human Consumption; Final Rule
https://www.gpo.gov/fdsys/pkg/FR-2015-11-27/pdf/2015-28159.pdf

KEREFHRISES 21 & 3— b 11,16,112 (21 CFR 11,16,112) Tt NANHE T 2 EEMOAFE, [, M3 X

OMREICBET 2 B (IR (Y= e fER)
https!//www.jetro.go.jp/ext_images/world/n_america/us/foods/pdf/fsma_105rule.pdf
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I AN RE DN B TIThh 256, BTSN A%
POE R Byt FodES S FIN
(A 7%= R T (112.81~112.84) &)

Fehr - WHE - 5| - BLOXRA O REFEY) & HIRIOXI G & 70 D RREEW) & % 53 B
4 - RAETEE) « I D DNTIBR S LT D ATHEME DS & 2 S PEW) % IUFE L 72\
< T LT BEY & s S e

- B ITEY e b O AT 5

(BHAD 73— F K (112.111~112.116) &)

RIEF (AT T | - O EORME E I IXNEISREEAE B AD Z & 2B

AN, AT T NOAFE, I, OB X OMRERE T, VATUT - E
YA MR AHOFEEZRAET D

bk B 277 T FONESFHIRIL, 201741 7 26 H & 14ERN
D THEEDPLE,

(BRAD 78— F M (112.141~112.150) &)

3. ZFOfl

BT N AT BT S S B B E ORI G &L 72 o TWVie o, FDAIC K 5 A%
DXIG LT B0 A FDA DR EER & 5 &I L 72 BRI MR R A A3 T o4 5 FlEEME
WY, O, JREWREIEEICET HHAIZNET L T\ E S D OMERPM TN DA
MR H 5,

Fio, AEMAGERMRGET 7 77 A (FSVP) XV, SAZET T, AT DREDDE
PEW) 2 2 JEMEIZ BT D HLANCAE > THFE - INHES T2 b DINE D N E R T HFB 4> T
W5 (F5ESM),
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F2-11 & BRHIGRGT REHD S DRG0 =8 DiEFIERE

i R bIES 106 5 (FD&C VA5 420 5 (ARIENEM 3501 52) 1Tk V| BRIICAR
FNGIEHZIND Y AT BEOVEMS T, HEZHICEEINDANIAIVZ HDH0NT0E F
EEVOY (RNyF) L L THbNDEMEXIRIZ, T ORMOEEIRERIZIS T 5 Mags 72 mic
DNT, BRI AR B ZM LT A HEN R T D, KAHEZ, A 4T 72 ~OfEHIESC,
HFEEDOH I NI ~D AT I ARNEOFEFZZ T T, BERMBRELGGOR DG L OB
RPBEASINTZHDTH S,

1. IRELBLOEBCATr V a—

22 AR B D ORI O 7 O OREFEM I BT 2 HANL, b FLEWIC k)
LCERARBRGEEDL LIIEE L0 LG5 E FDA M5, @) 27 OFEXMI5Y
DEETHRMDBRRE D, 2O/ MIZIE, OFDA 23 60 Magsit 2 a2 LT b
B (BB oW Se, BEEEFLICBW CERMERZZ T VRN EZET) .
ORMEIHEFNCAESNDANI VT H DWWy F & L THbh b B & &is,

FDA (28830 E 22 e b aT R 2 85E T, IE £ 72 13 3 S litiak (5 4-1 =5 M)
RFG & 720 FDA ~OBERMNFEHEAT T B IV TR R0/ NE A it i 130 23Rk S
Do

AGIT, 2019 4F 7 H 26 B LV EHABIG SN DA, /MR L OFEMEZEIC OV T,
TNZENEZA LD 14, 2HEOMTHMAHR TSN TWD,

2% AHHANZ, PCHF (£ 52250 biE 55 103 4) TR L2223 0 % % (SubpartC,G)
D FABRINTZ o To AKPEM THIFE 0V 2 — A& sk bl Xt R & e V15 5 - DEBE N LT
72,

2. k&
58 B &S 1,000 5 RVART OFMAEZE, FHALNEZEFET DY, BiniT 5o
g T, WEE TR E 21T O S, WA SR D, £o. —BOREND D
LA ERE, Tra— k2 fEd DR bR E 725 O THEEN ML,

3. BBEONE
B2 B AR BHH B OB SLBEEIO 72 8 OFEFIHmE (2 B9 2 BT, BHERA AR
IZEADE, YA OGRS D RHIMETS 72 RIS L TR A B 5 7o 012, figk
RTET REFEFHRIG - HIREZED D Z EB{|GEFHTF TV D, 72, FDA X, fidxH 5
U EDEENT OB THLINE I DEHRTED L), TOHEEFETLZ LI
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o REMPLEHENEICIE, KDL EZRYIALMLERD D,
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2 | HEIEL)
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» Bk R R E O IR RS OVER S 2B £ X | € DY) AT & e
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B, BAEEHEIL, D7 B 3EICLE, HEONEITH) ZENROLNATWND,
o BHBHEHEEAZEET AICY ST, ROV A NEBEICTAHZENTE S, s
KoOvX=2 U7 o3k THEETR] (B 2D 7I3) —PoME, ¥—U—Kick

LR AR T, ENENED L D REMEIE R H D0 REREIND LD IZR> T D,

BB O 72 8 OFEFIENS T — # ~—2Z (FDA)

http://www.accessdata.fda.gov/scripts/fooddefensemitigationstrategies/

o F7-. FDA L. AHANCETAHA X o 252 RNEK L, HEHZOIEZELTWD,

4. NESPARIL OHERS ST 1A
FDA 78, MisX ~DEL T, Hhtia COARBRADONEFIRILZ RS T D,
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F2-12 8 EFAITELVEIYFEIT B DETELVGEE = FSHEA 121

B Z 2RI 111 & (FD&C 1A 416 57 (GREEM 350 5%) 2KV, b FRITR L
CEMW AT BT HONW T, KEN TOEEDOEICE ML FDOU 27 NEWVEITE 2 Th N
KT HZLEHME LT, 2016 4 4 H, FERZREEZHERT 5720 ORI KL S
iz,

1. REMBLOEHCA TV 2—L
O xR - ES

HRIOM x5, RSN LB - L7 IR IR Tl S A A
mCHh Y| EROIEFLREN (REFHEAED L O) LEGHT O 2 TOmEIEEHIC
W AR BRIN STV D,

HAlOXI G & 7p o 7= b D%, PCHF (5 2-9 EH M) OXI5: & 72 5 M TRMFEDIZH,
KPEEW, 7 v 3 — Bk ¥ 2 — 278 & PCHF Ofa HEHANEHRINE L ST b
b ET, BMEEbEHAMRERD,

Flo, R LT DMMEEL L, EWR - FAKR - AT AL, B, &, AT
AR EWEIRDA, WIS KEN TS S NS N T v 7 - BB 7 E RO b o
WIZRESNTWVWD,

@ B/HEATVa—1
— %3 201744 7 6 H
M (IEMPEHERD 500 AKRROFES . I L OB ) HIC X 2EMB Bk 2,750
7 RV OEMRES) © 2018424 H 6 H

2. fubk
224 oy 4 oD BRI 24 JR AN AT L 72 A 078 5 ATRE & (A 9~ 2 R BRI % 2> © Ol Se A3
BB L Dl ERITEA SR S D (B, KRB - A—N—~—F v &
MR e EORGESE), 2 9 LIiEIZ OV T, BRSNS FDA BER T 5/ 7 n 7 7 A
DR TIZH D720, WO TORGNIIFAE L I,
SRR AR Y 50 T RAVRTOMRZE S AR SN TWD, £ Bt sy, =2
B Ko TIT O 2k 35 b RN Ch 2,

121 Federal Register/ Vol. 81 No. 66/ Wednesday, April 6, 2016:
https!//www.gpo.gov/fdsys/pkg/FR-2016-04-06/pdf/2016-07330.pdf
FDA / 21U.S.C. Section 350f : https://www.law.cornell.edu/uscode/text/21/350f
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IEHEMICEET 5 L &bl THRERPLETH Y IREOHEFI N TERITH
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WED L EH L, Tk, ERESR & HATEH O T, kb OfARIBIC OV TESESR
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4. FARBY 72 S 5 5B
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HEHCER - BIAEBE OO O RELEMT 5, FrFTIT. 1) ®ik - BB
T HHM - B - ARECET ARG - REIICET A2 & 2) EEZER T O/ AR -
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fiifs L, IREEIERE 2GR T 2 iett b BE SN D, B, 2O L) ITERA T
THZLEDOTEDMRZFHOHAMTERIL, (FEDNAARDIENFETHSTZHETH-T
) ABAOBEARR L 70D Z LIZHE,
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~F -1 E {EY (RREF) DEAIZET SR M~

F3-1E Y (RGBEF) DEAIZET SR

1. APHIS IZ X B it

USDA (%, 1912 Wtz (Plant Quarantine Act of 1912) (225 | FEW DIRE R D
EIEZ P IET D12 ORI 21T > TV D, B ABE OB X KL USDA @ APHIS T, ##5
#%1% (Plant Protection Act (7USC Chapter104)) (ZESWCirbn b, #HMAILE 7CFR
Part319 (ZB W\ T, dh A & L ITHERMCZ O OEASITFERED b TV S22,

REB IO, FHAIE L TRE~OIANEE LI TE Y, WEROGFEDRD LR
WE - HIE N B OB AR > THFAI S D, FEM 7R SRS 1T DU TR PE Wi A KR 15

(FAVIR) 77— N— X CHEGR T & 2128, fAFTREZLFEY) O 12, USDA O AFF ] 2521 §°
2l AT 5 1 D & (All country list), #i AIZ 553 > T USDA OB AFF RN LB 2 E DR 5,

<USDA D AFF A % $IZ A AT e 722 00 B >

TrxTRZ (MRS, Sy ey b, TENLF v . FTEY (Bat nut,devil
pod,Trapa bicornis), ¥t/ R—/NL7/L—>Y 17U D% (Chinese water
chestnut), ==+ v, +~vUEnaBEEEE (Cornsmutgalls), 7v¥> U 74E
DB (Cyperus corn) , DI FEEH D) | (2T D/MlEZE (BETeWTzb D),
Ta v HOR, = ViR (Lilumspp.), Y = 7 E8Y 7 OHE (maguey leaf) , v % /7|
X/a, RLoN (KEDWzbo), V7 ook, v 2708 (St. John's
Bread), B v ®%, FF /3« AL /Y (Singharanut, Trapa bispinosa), ¥~V
> Fo#y (Tamarind), V=7, a2/ U4 DX (Trapa natans)

122 USDA APHIS / Plant Health Import Information :
http!//www.aphis.usda.gov/import_export/plants/plant_imports/index.shtml

USDA APHIS MEMORH#E LB (HAFE) -
http!//www.aphis.usda.gov/publications/plant_health/2012/importing_food_japanese.pdf

7CFR Part319:
http!//www.ecfr.gov/cgi-bin/text-idx?SID=44acdb46be5d9390a59f9f33d5d899cf&mce=true&node=pt7.5.319&r
gn=divb#se7.5.319_18_617

123 USDA APHIS / Fresh Fruits and Vegetables Import Manual (Table3-2, Table3-124, Table3-125) :
http!//www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/fv.pdf

USDA APHIS / Fruits and Vegetables Import Requirements (FAVIR) | :
https://epermits.aphis.usda.gov/imanual/index.cfm? ACTION=pubHome
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(3) #EFEFE . N
B e, R T I
B KOk S LS o i
s B Ol
(k1B o g A St
DRI NTWD i HE)

(a) K[E A2 A FTHE 72 5 B

X (%) %, 2=+ 7 (Amorphophallus spp.)  (fifk
%), VoA (EPERARHR] T109-a 12 K 208 %, 7
U1 (Arrowhead) %, 7 X ay T ANRSHA 7-i1F0D
Z GELROLWEHORI), L (R EKRE), 7
—RY—DE, FRY, FyryP A N=bEFOE, F

al, ZaAfE®, FITv, 2avul, B3 0UH%HE (O
T A ANHZOWTIX T101-1-2 ([Z X DML %) | 7 XA E, F
TATN—Y IR (HE K, vrary, YYDE, F
(Sand Pear : PGEEMOH) k. A F2, UK, UHED
., ¥2&AE (Yam)

(b)7 7 A J3 WIZHGA PTRE 2 it H

sNFF ok

()T A I A FTRE 72 5 B

ZHH (SR, FIESRRLVIREE) | F v~ (T101-n-2
R D) =R PET U, Fav Uk T,
Ay (279U ) (Cucumis melo) &) k%, a2 gv
(R=PE) . RIROH, 7, b~ hk

124UUSDA APHIS / Plant Health Permits : https://www.aphis.usda.gov/aphis/resources/permits/sa_plants/c
t_ppg_epermits
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~F -1 E {EY (RREF) DEAIZET SR M~

(D77 LB LU~V 75 &I A AT RE72 5 B

Allium spp.. V> a3, TV X, T—T 4F a—7 DOFH,
AT (B ) k, 26T (S0, FlEESRRUL) . T
77 R OBF (Brassica Oleracea), =Yy, V.
N=bE/F (fE, ), TR, AR, BH
(Chrysanthemum greens) (¥, %), 2AE O, VU F
MWk, TA, 2avh, ¥rrv, TRy, YA LH
A, S (FE), 5 LXK (mustard greens) (M1 E#R5Y) .
X2 2 Y, F7T7 (SRROBD), kY, 2 RUE
(S0, FRFESRORL), BE, £, 223 v, fill
ZEE (Plum), UoAW0b, KR, W=7 Ry oy
7, E0F0h, v b, BT (&), VFEDOR, 47
VEHT (V) rvay

2. AARMNG ORI LT oM S

BN, FUBLOY 2O TE, R ZERBRICE Y . LT OSFEW T35
EICIR S TREASOEHAARE L 2o TV D, KEASZNLBEY AL LS &7 251
RO _HEHEEGBICES WS E . BWKEATMBETTIC WA Db TV E & 72y,

OIEAIN I~ 2> A (Citrus reticulate var. ushu) O¥g A IZBE L CTlix., @M AIE 7CFR
mewzawK%%éMTwéoit\BK@%%%E%i\%EmmmM$mA:%¢é
ST BEEIE 2 TR E T A ARFEEIRIN 203 A Ol BB SO EENZ F L o Ty D1z,

125 FEMOKPERS - WA R E O AN B3 2 15
http!//www.maff.go.jp/pps/j/search/ekuni/na/USA/index.html

126 USDA APHIS / Fresh Fruit and Vegetables Import Manual (Table3-124):
http!//www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/fv.pdf
JEMOKPERS - REMIBHEERT [t Kt 5 A L@ 5 B A Ik ZEAH |
http://www.pps.go.jp/law_active/Notification/basis/8/112/html/112.html.bak (2017 41 A 18 HIfsfE(E, 2 A
REER T3 H)

JEMOKPER - REWBEERT T A SRS e R
http://www.maff.go.jp/pps/j/search/detail. html#bilateral (LFEE T HHF D=, RFEEZ)
JEMIKPER - REIBEEERT TREKRE D AL 5 BNADANT T VAT 57— 7 A NENiMAl)
http!//www.pps.go.jp/law_active/Notification/basis/8/113/html/113.html

SEMOKER - FBGEERT Tk ki 720 A OFR AR R 3 L OV b EEiR B A
http!//www.pps.go.jp/law_active/Notification/basis/8/114/html/114.html
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http://www.maff.go.jp/pps/j/search/ekuni/na/USA/index.html
http://www.pps.go.jp/law_active/Notification/basis/8/112/html/112.html.bak（2017
http://www.maff.go.jp/pps/j/search/detail.html#bilateral

~F -1 E {EY (RREF) DEAIZET SR M~

o L Ry S
1) A Hinek
KINETHD Z &,
FUMPE (FB, ., BB X OREARR) 2o\ TIE, S h "z axtg s Lz
EHICB LU COKE & i nZE (Rgy, Bk ds X OV R & R 3 A AT
Fo. WEEICOWTHBIE, KE & OWagd L2,
2) REORmFED I
i XA B AERER SR, WP R T MR E L= R AR E 21T ) I ElEslc s VT, &
FEFBET N U LML D REORTEAENEMIND Z &,
3) MR T25I21E, BAMTED ONLERANLINTNDHZ & (fhhhE),
4) A O FE
H AR B L DA 25T LR OSRMFITES L TWIU, iEWRERE
HEREHRSND,
OKE DO G EH RO ER RN &,
@% 1A rFRMOZELRS), FE B FELTHRNI &,
QO EMAMIZB W CRIEERR T N U A X2 RFEORTRBEN FHM ST
WwWonHZ &,
O ELIZIZ B KB TED NIRRT RSN TND Z &,
7B, KEDAZORGEAEMN TV T BV THA=T TXF A ANTA,
TaE A DT M) T OV T, AL (R kA F L 48g/m3, 15C.
2 ) ZRIEEA T2 2 & (RINCER D, Jul - TUEFEIZA AT,

@ F ¥ (sand pear) OHEAIZEE L Cld. BARN G, HARES ~ (Pyrus pyrifolia var. culta)
DAHNPAEETH Y . ZOdmfEIZIE, bkl 32K Bk, BHR8, Bri, Frittid, #ra.
/b R AR AN RE S T 5, AL 7CFR Part319 (235 Tid Part 319.56-3
(General requirements for all imported fruits and vegetables), 3 J O Part 319.56-13
O)G)GNHEMT 2 LE R B D, HAROHMIEFTIL, HARFE T Ol BT 5 i B
HHZ T DREmT BARES > Ot REREOME] IZE LT D,

[Fresh Fruit and vegetables Import Manual ftf127]

127 USDA APHIS / Fresh Fruit and Vegetables Import Manual (Table3-125):
http!//www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/fv.pdf

EMOKFER - RBBERERT CRIER G e LR SR e
http://www.pps.go.jp/law_active/Notification/basis/8/116/html/116.htm]l <« U > 7 & TEH A M 2 EIKFE
B - REREET TRE M BARFEZ L ORISR E O« http//www.pps.go.jp/law_active/Notification/ba
$18/8/116/html/116.html
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~F -1 E {EY (RREF) DEAIZET SR M~

JRMOKEER - MR RT TRE MY BAE T 3 Ol o Sk OMEE] 128

1 x5
TS, T b R, Sk BTEL Bk, RPER. s LOEKO T o
ARHE,

2 MIERGRE
T ATIE NTFRLVI, AT, AT AT T LNV, BB, WEOR. SRR,
K2,

3 ERMIESM:
(1) ApEMIROEE
FRNKED RO 22T T2 RN T, MEYPEE B EERS A R ET 5.
SCERLE F T O H A IR
(BEUR, REE 1R JOKRE)
(2) EPERIROKMA
AEPEHISIZ T, RN IE % 6 L OUMNHEHI AT R B B AR A 24TV RO BRI
WaE L TCWDERT 5,
O IFENICELE, 0T, VY IBIOCEEORENRN &,
@ J75E BBABRA R O E RBLBRAT, ARG SORED F TR ThIL TN Z L,
(3) B OMER
S B0 T A= MR A IR L A B B DS IR D IH A e~ % o
O mESHT
@ ‘RGP
@ B’RVAT A
@ JpFE Hgl R o LB
® Hiah D% ORE ST
(4) iAo %
i AR A IR RS e S, LUF OB ICOWTHERT 5.
O HAEHRE I, YEEEHIROF PR ImAShSE = &
@ FEHITHREINDERS LOYREREERITEL IR SN D 2 &
@ BREZOKE AT T AR EFROME N2 OERB LOERN 2V D

128 http://www.maff.go.jp/pps/j/search/pdf/07.pdf
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~F -1 E {EY (RREF) DEAIZET SR M~

&
@ I, KEMTEERRD SN b D TH L EOHRMICEREIN TS Z &

@ V= (Malus domestica) O ANIZB L Ti, #HAHIHIE 7CFR 319.56-27 (ZHFE &
NTWD, £ RO EFTIL. U > T OB 2 %S nEEE 2 [REmT A
AREEY » TOEIHBE S OME] (2 D TWD,

[ Fresh Fruit and vegetables Import Manual, HFFHHIEE 7TCFR 319.56-27129]

JEMOKPER < MM RT RE R BARRE Y o = OB S OB 2] 150

1 X846
U apARE

2 RIEXRIERE R
FTEVIAN, BR)AHKET I AT, VordahrEwo <X, AT hUA
K= oY INT= JKEH. RER

3 LSt
(1) AEpEHUIROFEE
FANKRED ORBAI 2 52T RN T, MMBEE DM EPERIS 25 E T 5,

SBLE O i AE A P itk
(FARR, &R BRI R, B8R, R, PIARR, BER. 1
BB IORER)

(2) ¥EE/EERMOFIE IR T Ot

JRESG . FREROERPSHIFHEICIT DN TV D Z & 2HERT 5720, SRSk L O
HEHNREETT S,

(3) IRIRALEE D K

IS 7= ) v =, FEERIR AR R CRERE A 1.1°CLLFOMRRET 40 AL L
MeFET 20

(4) BALAF < AFKROFEf

REALBE S 72 U 31, FRES AZBHE CEIL ATV AR EERT 5,
(5) BEBLOZ ABOEN

B - T AR, HEWBERT N DERE 2 5T TRk TIT D,

129 USDA APHIS / Fresh Fruit and Vegetables Import Manual (Table3-125):
http!//www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/fv.pdf
EMOKFER - R T DRIEMT BAREZ: L Ol S OBE3E ) © http://www.malff.go.jp/pps/j/search/atta

ch/pdf/detail-4.pdf
130 http://www.maff.go.jp/pps/j/search/attach/pdf/detail-4.pdf
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http://www.maff.go.jp/pps/j/search/attach/pdf/detail-4.pdf

~F -1 E {EY (RREF) DEAIZET SR M~

= =

¥, ZAZE, For (L fE ) For US. A pERMIE S| TH LR & 7.
AR ) DB HRMEHORSE MM %,

(6)  H KA [l R D Fhi
H K [E ORI B & 2 & Rt A MThh D,

@ #fi (Persimmon) OAFFEDHACE L TIE, HEIMHHLE 7TCFR 319.56-79 (WL &
TN D, E£72 HAROREDPERTIL, fiOfH J%éﬁ”éxﬂix%giﬁﬁ Z [REmT B ARPE
NEAREOEHMEEZ O] ITE LD TND,

JEMOKPER - W [RE RS BARRE) & A REOwRHAREELIZ ST ]

1 X &his)
INEERE

2 TSR E R

NE)NERIH | T ) AET ) AT IXADATE, R AFEE Ak,
SYENATAATT LAY IDCAATAATTEY, IXIETHFIU~, BY
NFTHFIVV, FXY /) FA T YIS WX ANT = IXFEREER. VxR
JiJ%. Cryptosporiopsis kaki(F14472 L), [ 2EHER, U XIERHE, V5 B4R,

71 BRI

3 ElRESM ()

(1) & CORMWKEARHDYETT (LLT. HEWBERT)) OXEkE 5 7oA pE
e OEFERM (LLUT, TEEAEERM)) 1B WT, BEE T2 AERIT LD 4k
52,

(2) Bk pER ML, AR T 1 7T DTS o TR E R K OB & N 6 51

IEBINTWADZ EZMERT A0, ﬁ%%ﬁﬁ% KO EEZZITLHZ &,

(3) & 7> COREWI 2 T O %8 ik 2 52 T T2 38 2 Z AU el ik (235 N T A B 2 PIT L R
- E%?E’EFE@%%@T DR ) ;E%&U\ AP TOEND Z &, £ T2,
T AT, EEFE RO AR DR ERRTDH T L,

(4) HEWMIBGEEFTIC LY | BTSN E Bk 2R E M T s 2 &,

131 http://www.maff.go.jp/j/press/syouan/syokubo/attach/pdf/170912-1.pdf
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~F -1 E {EY (RREF) DEAIZET SR M~

3. FDA = L A HiH]

O HEENEES IR IEEITFSUM E O B PEWEC X D159 BE 3 2 K [Eh A
JL
HRBNEEE IR IR EITESIE O FDA X, g6 Ol (fdh) Ol ABL
il Import Alert #99-33 & L T\ 5% (6-1 mEHH),

e  Import Alert #99-33

http://www.accessdata.fda.gov/cms_ia/importalert_621.html

@ FDA 1%, 4B - BEOHR Y P IR AMAEYEB L O REOFHICRE LT
AFUAEFR LTS, 2017 4 2 ARER, ASNTNDHA X AE 30T, Afif
P RFEL oy N SRR - R ORERI SN B A 1 TR B A E R
ICHZ DT IEICOWTOZRENH 5,

o RfEEFR - REICET LA XA
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInfor
mation/ucm064574.htm

o LDy MR REIHETLIHA LR
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInfor
mation/ucm064458. htm

o KEEH S D A BT A XA
https!//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInfor
mation/ucm174171.htm
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~EI2F DY -FYHFXEDWLZDBAIZETT S5k~

E32F BY-BYPEFDIMIZDEAIZET S

B DARRIR O E ASER k2 B & LI EiZ (B89 % BifiliZ. USDA @ APHIS 73& i
LTWn5,

—J7. BRI LTINS, BREOLZEER EOBHILH Y . FE B K E YXE) L
xS (B LHEEF) EEhbZ2EdlLin, BIOUIRE O/ L L ToLeT, USDA
@ FSIS NEHEEL T2 (5 1-3 mE ),

1. APHIS IZ L 5 &k

KEICENMRCENM Sk O AL A AT 5 I12iE, APHIS IC X 28z o B4 2 8l %
ESF3~ 2 B H B,

(1) APHIS & B[H Z & DARYLR OFARILE L O] GEFRHBLHISE 9CFR Part94)
APHIS 1%, iy qh¥ i sk o T i H H A g A rTRERE - #idg & LRG3 5, &R
AT HT2IZIE, SNEBUFA APHIS (CXf L, BIE « HIROMEYLHEOFARDL, T B
DXL, FEDOFwHEaT. TBICET 21 ®. 2Wisk O % OB A4 L 21T
72257200, BRRE EORYR O [3EGYE (free) | £7213 WEYLE (affected) ] 13, 1n
YeIis OFEH = L ASEFBANC L > T 2 MEEh T B,
HADIRYIRE OB, APHIS S| Bidko L B0 ThH 5,

O 77U HIEE (AHS) : EHYE

@ 77U K= vT (ASF) : FEHYE

@ HHEHIRIMIE (BSE) @ U A7 23ilish TIEWE  (negligible risk)
@ =17 (CSF) : i54E

® BisgettrE2% (CEM) : {GY[E

® X =% JGYE

@ HMEEE (FMD) @ FEGYE. 7272 LRSS D
EIRENE A 7 W (HPAID : JE75YLE

© ==2—Hh vy 2§ (ND) : FEGYE

132 JSDA APHIS / Animal Disease Status :
http://www.aphis.usda.gov/import_export/animals/animal_disease_status.shtml

USDA APHIS / Animal Product Manual f}%% C (List of Foreign Countries and Their Disease Status) :
https://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/apm.pdf @ Appendix C
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http://www.aphis.usda.gov/import_export/animals/animal_disease_status.shtml
https://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/apm.pdf

~EI2F DY -FYHFXEDWLZDBAIZETT S5k~

W0 27 LA —: {5YE
@ T oonRx  JEHEYE
@ WAKBE (SVD) : FE15YLE

FHEMEYFTH D, OHEE., OFERIME (BSE)., Q2L 7, @OEREEE A 7
v (HPAD 122oW T, HARZEOIEGERE (F72I95%E) OXoy L i AFHRHIT L
TorshThsd (20194 12 AHI(E),

O A (Foot and Mouth disease : FMD)

FHIGYLE s A—ANF VT, HARZ

- —EROE (AARZ) 1%, FEIEENEA SIS, Zibid, a)
o> OB - A-PEVH Y E D B KRB b L < IR OA (M 72
TR OREBALTWA, b) oo 0 EE - AFEEYE L E
BaBEL TS, o) KEORAHMSL Y bk L < VSTl
D N EEE « G YE N O KB £ - 1R A BRAL TV D, O
96, 1O EOFEMANRGEY T HETH 5134,

JBULETE A, S| - £ WBREITHE) OFNBIUER : o7 T A
ey & TRE | - GREERITGHR) O4R dET L F o GEFEAIE 9CFR
Wi H 23 W] HE 7¢ | Part94.29 THUE S -H®) . 77 Uv (—EiHE)

=
G| « ERCLS O [E
[Pkl VGHENS ORBEEMD L IIKB L ORW (W, M E -

IIMMEVLEE S 7= b o) I3RANE U CTliAZE R, 72721, DS
P2 2T 7z L7 BB X 7= & OV A AT, )& TR
B0 BRIV CERITMEGREL S 72§ O b)E A A BRI R A 1A
L OBIHEA] GRS 9CFR327.2) Tl b7 gk T
MMBVLER ST b D, ol E OFEED IR S 7o BB =
iz b 0% (GEFMHHIE 9CFR Part94.1, 94.4(b)),
CIEBRETH - TH, RSN EH S D56, &SR 1E
BEHOREITRAB LEFE S, FORBLUIIN LM E 5T AT
W Z b R E R DRI LA S IEB R E D L O TH D
& OCKEICEIET 2 E TREZMTZ SRR L & RE

134 USDA APHIS / Food-and-Mouth Disease : https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/an
imal-and-animal-product-import-information/import-live-animals/ct_foot_and_mouth_and_rinderpest
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~EI2F DY -BYWHFEDNLZDEAIZETT SR~

NN K DTN, BF. 8k SNV Dd 2 E SR 2T L
TWA Z & &7l EEF OFER 2 23 (Animal Product
Manuali#, #HFFHHIE 9CFR Part94.11)

@ IR IMIE (Bovine Spongiform Encephalopathy : BSE) 136 (38 £ 5 HIJ 4£
9CFRPart92.1)

URA7 R |« A=A 7T, BARE (EHHHIE 9CFRPart92.1)
TRV E
BHEh D - x%E (EAHHIE 9CFR Part92.1)
XU R DD
% [E

U A7 ERGE | LS olE

i A Bl < U AT B3R TIRWEN SO, B2 L GEABIIIE 9CFRI4.18
(b) OEMHIZETTED) ERBLOEARE (S0 Y U %2FkRL)
DAL, LT OS2 L CTOWHIETRE, a) U X7 23 T
U E 2> 5 00 BSE #5 @%ﬁlﬁ)27#ﬁbfﬁwﬁ®¢J
\Z BSE R ROD o756, RKEEW B RO NG ¥ 2 KM

Z TP HRORGITEEILET 5 2 &, o FERT. SEHRMAL :a*%bf:
Ui d) URAZ PO TIRWETHY . BIU LR a~c 2% T
FoTNDZ L ZFE T DAt E 2 R0 i, GiETE i H B
\ZREA SN BRERRZ: 1B L LEITE N b0, E: 2 b ol
a5 7201k, B CEFAERIZE 9CFR327.2 ) (21€
W FSIS 28, KE & REFIEED Y AT LD RSV E§88 - i H [

135 USDA APHIS / Animal Product Manual / Reference 3-17-1 Ruminant Meat and Meat products (Ta
ble 3-17-31) : https://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/apm.pdf:

USDA APHIS / Animal Product Manual / 3-13 Reference—Foreign Origin Meat and Meat Products, S

wine(Table3-13-35) :
http!//www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/apm_pdf/03_13foreignswine.pdf

136 USDA APHIS/ Bovine Spongiform Encephalopathy : https://www.aphis.usda.gov/aphis/ourfocus/anima
lhealth/animal-and-animal-product-import-information/import-live-animals/ct_bovine_spongiform_encephal

opathy
USDA APHIS / Animal Product Manual Appendix C ; https://www.aphis.usda.gov/import_export/plants/
manuals/ports/downloads/apm.pdf
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http://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/apm_pdf/03_13foreignmeatswine.pdf
http://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/apm_pdf/03_13foreignmeatswine.pdf
http://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/apm_pdf/03_13foreignswine.pdf
https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/animal-and-animal-product-import-information/import-live-animals/ct_bovine_spongiform_encephalopathy
https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/animal-and-animal-product-import-information/import-live-animals/ct_bovine_spongiform_encephalopathy
https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/animal-and-animal-product-import-information/import-live-animals/ct_bovine_spongiform_encephalopathy
https://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/apm.pdf
https://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/apm.pdf

~EI2F DY -FYHFXEDWLZDBAIZETT S5k~

MHORETRITIEZR B2, GEFKHIAILE 9CFR Part94.19),
CEHINARZVRAIOHLENLD, Bl L GEMBLAILE
9CFR94.18 (b) DEMFITHTITE D) SAB LSRRG (N1
VU EBRS) OmAIL, FEIGREETNTZ T2 L2 X0 ATRE GEEL
HII#£ 9CFR Part94.20) ,

- U AZIERGEE OO, Bl L GEAKIHISE 9CFR94.18 (b) @
FMEITHETTED) SRBIOHERELG (N1 Y 2R DA
X, BERISIE AN 2T 2 L X v ATRE GEFR A AN 9CFR
Part94.21),

® B =17 (Classic Swine Fever : CSF)

BalLZoHFH| - A—A T ) 75

Yul=] - —ESOENT. FERISEAEH IS, I iE, a) oiEYE
PHAED (WEEZITHHE) KAEZEAL TS, b) Part94 ©
B> TINT LTV 2R WMl 75 4L E 2 B IR A dii A LT
. o) foVEYE L EREAE LTS, d) KEOE AKX
Jik L < 7R OSAFE T OB YRE N S A X R EA L TN D, D9
51O EOEAENZEYT HETH D,

iKY 2 7 [ A =XV T XX —FOKINOE 2 GEFHHLAIE 9CFR

Part94.9, 94.10(b))
15 G4 [=] - FRLSAOE (AL
[Pkl < JBYRE D DR L O ORI TR & LU ClAZk ik, 7=

72U, BRETH > Th, BERMBVLEL 21TV E RO T RE7R
IoCHE ESNTZb D, HDHVITETOEDEY FROILTINEG
HEINDE EOFMITIR> T2 FETUH I TR Y, #HE HER
WA AR L OBEAAI GEAHAILE 9CFR Part327.2) 2B
TR LT MiRRIC X 0 E S, i EBUT OFEA ENIRA S
Mo b O T A FTRE GEITHLHISE 9CFR Part94.9(c)),

AKX R ED DO L ORI, RIEE T2 L Qv
2ATTHE (EFEIAIE 9CFR Part94.31)

- V5 YRE H R O IER B B L ORI Tan 2 L, {5Y<E <
T.LCEIAT 2854513, APHIS 23F%GE L 72 fisk COBE X v, i
> T FIETEA LR E e 57wy GEFRELRIZE 9CFR
Part94.9(e)),
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~EI2F DY -FYHFXEDWLZDBAIZETT S5k~

B RETH > ThH, FRHISRMEREH SN 556. HEOKA -
IRANN a0, A R A T ds L OB I GEFLHLAIEE
9CFR Part327.9) (2 X V@& biv7c sk |z L v il Sdv, JEHY%
ETHE>TZRICHKRT 22 & HRERROKA < KA L5
BAL TN & HREZRH L TWRW D & DS 2 i
72 LTWD 2 & Aoy i EBUF OFE 25 42 (Animal Product
Manual:

—BE LM - WA O 2 5| e

@ EREYEEA 7 v % (HPAI : Highly Pathogenic Avian Influenza) 128

RSeS| T I H=AL L hESE
FH5 G| - BREUAOE (HAL)
i AL - VGYEN S OB S OFEBITIFAI & L CTAZEE, 7272 L, HYE

ThoTh, FEA, BEDHDHWVIEZDOMOBORE GRS
L2 | ERECEE A, 25 WIE, APHIS KW BEE =T
7ok CRBE L7256, BEEMR BV 21TV Vi IR PR AT FTRE 7 K
NI L7256 % 13 rTae GETBLIIEE 9CFR Part94.6(b)) .

(2) #ABE BT 2 T

BAB I OEAMN T, BRRARIPEY, F3 X OFLRG, 3B X OWZ2 K E @4 B2,
ZORMDODANEIZHTZ > TOFRNEHRRT IHLENSH S, APHIS @ Animal Product
Manual #9[Z0%, M LAOFEEECAFER « BB OMEGR O AR Z &2, LB 2T

MEESINTND,

%< Ot APHIS IZ X 2 8Zl AFTF 7] (Veterinary Services Import Permit, Ezi%
VS Form 16-3 &FHIND) DML RDN, ZHNREREYSLEMWIN i b & S0, FF

137 USDA APHIS / Animal Product Manual / Chapter 3 3-19-5 Fresh (Chilled or Frozen) Swine Meat
from a Country or Region Considered CSF/SR (Table 3-19-36) : https://www.aphis.usda.gov/import_exp
ort/plants/manuals/ports/downloads/apm.pdf

138 USDA APHIS / https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/animal-and-animal-product-i
mport-information/import-live-animals/ct_hp_avian_influenza

139 USDA APHIS / Animal Product Manual :
https://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/apm.pdf

140 USDA APHIS / No Import Permit Required : https://www.aphis.usda.gov/aphis/ourfocus/animalhealt
h/animal-and-animal-product-import-information/animal-health-permits/ct_animal_imports_nopermit
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A HS D720 O Pt & 1I3H BT 2006 FELIRRIZA > T A4 CHHGFEBRENTET D L H Ik
S>TW5H,

F T4 B IOEFERTOHFE (VS Form 16-3)
APHIS / Animal Health Permits
http://www.aphis.usda.gov/animal_health/permits/
Mz T, W EBHENRITT DAEHERLE L 2555 b 5, AEAFEOEGIL,
Animal Product Manual IZFE# STV 5, BAMIOFITHRIL, B I2fE L Tl
MK PEL B E R, B 72 LA OfAEREICBE L TIIEATBE 2 TH 5,

4 R T TS FEM OMAE TR : http//www.maff.go.jp/ags/tetuzuki/product/47.html

L2l A A TR N2 IR0 0 & S HEOREERM)
http://www.mhlw.go.jp/file/06-Seisakujouhou-11130500-Shokuhinanzenbu/0000045169.pdf JEA= 554 [
BRFRERIE | : http'//www.mhlw.go.jp/topics/hacep/other/yusyutu_syokuniku/
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< Animal Product Manual TOFJ7 (] : BAENST A A7

U —LExm 358545

« Animal Product Manual ® 3-14 Reference — Milk and Milk Products %%/,

YT LML 7e—F v —F (LLF) 228,

- AR OEYE (FMD) JEGREOD, AARBUFOERE (JWEE & Lol pEE £ e

TODXLEVPLRASN TV DOLED V) NS TWIUT, BARET A 227 U — X3

"HE (Release).,

Non-Shelf-Stable Milk and Milk Products

Table 3-14-4 Non-Shelf-Stable Milk and Milk Products

. And the country or ) . )
If: region of export is: And: And: Then:
4 Chocolate milk Canada Is appropriately RELEASE
4 Clotted cream certified®
+ Eggnog' Lacks certifica- 1. DO NOT RELEASE the
4 Flavored milk > |ton HOLD
2. PROVIDE the importer the
¢ Haif-and-half opportunity to obtain the
4 Heavy cream appropriate certification
l:ﬁther than Canad§> Affected with Is accompanied | RELEASE or CONTROL as
# Lactose-free milk FMD by required VS specified on the permit
# Liquid infant for- permit
mula Lacks VS permit | REFUSE ENTRY
+ Milk ( Free from FMD & |s appropriate RELEASE )
4 Sherbet meertified®
4 Skim milk Lacks certifica- REFUSE ENTRY
+ Whey tion
4 Whipping cream Untk_r:jow;l_'lfol;l
4 Mixture of the notidentiiable
above products
Other than above 1. DO NOT RELEASE the
HOLD
2. INSTRUCT the importer to
- contact VS-Animal Prod-
ucts Import Staff (301-851-
3300) to obtain further
instructions

1 Eggnog containing alcohol is exempted from APHIS regulations by policy.

2 Any one of the following is sufficient proof of Canadian origin:

# Invoice listing is a Canadian vendor
# Labels, commercially printed, indicafing the material is a product of Canada

+ MNorth American Free Trade Agreement (WAFTA) cerificate of origin (also known as CEP Form 434—available at the
following Web address: hitp./forms.chp govpdifcbp_form_434_ pdfi—this form is also acceptable if produced on

company letterhead or Canadian lefierhead

# Original cerlificate signed by a Canadian Food Inspection Agency (CFIA) official stating the product originated in

Canada or was legally imported into Canada (may be quarterly cerfificate)

3 Certification endorsed by the vetennary service of the exporting country or region with the following statement:
“The milkimilk product was processed in [name of country], a region listed in 9@ CFR § 94 1(a)(2) from milk produced in [name
of country], a regicn listed in 9 CFR § 94.1(a){2) as free from fooi-and-mouth disease (FMD) and rinderpest (RP). The milk/

milk product has never been in any region in which FMD or RP exist, except when moving under seal as
CFR § 94.16(c).”

described in 9
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2. FSIS (T X i AHiL] 14

(1) FSIS (T & Dt ERA > 2T L DREMEORE

KEANEHTSER - FEAA (BLXOZEOMMLE) &I (egg products : #ZIN, &z
PPN FSIS AFTE T 5 b0, 5§ 1-3 mH M) 1%, FSIS 23K[EH & ME HIESED VAT ADIH
S A RO TEHE NS O b O TRIFEAR B, FSIS 1, EHE S OHGEICE S
T, ZOEHEDNKE & R%E L~V ORERS L NFREFEDRAE S AT L&D E D)
BERET D, MHEREZSTEIL TORES AT LZELHHIE 9CFR Part327.2 (26>
THERF L7 7e B 720, GEFBLEIEE 9CFR Part327.2(a)(2)(iv)),

(2) i EBFIC X 2 hasaRE

FSIS (ZRI%EMEGRD b7t EICH 2 ik Th o Th i EBUFIC mﬁféﬂt
M Tl aud, &P & IR O KE A~ OIS B, %ﬁ-ﬁ‘ﬁﬂjﬁﬁl}r K DR DR
B TEZ EITER LT b2,

KENZEAT 2T, 2ToORKNEINRGICIBWN T, 3R E R A X 27 A6
(Foreign Inspection Certlflcate) 1 ELR é N5,

HARDGEIIEATTEE D, Yiklisk DGR E, /A EHLES (B335 4. [EW -
%%hWHAﬂPJﬁ%)%ﬁﬁLT%é#% HHERA R JOBHEREIC L > THER L7729
2 CTRE L, FSIS (2T 5, FSIS A% ZROE, MB. FEOREME DY A
X, FSIS OU =7 %A MIB# I TWDu, AARICEHL TX, TR () OmETIES
DY AT LDORIFEERBD HILTNDD, TOMOER « FE AW LU L, IR0
[FISEIEITRED BTV,

(3) VEDOHEN, FEAKW, AZXFRAZETLINTMG

VEODER, FEAUR, AT AZEON LSO Y6, Fl2iX, —EBE 2l A7V FREL
BHREELTF X oA=L FDAFTE L 720 (55 1-3 RM) | FSIS OmBH el AR
BOXIRE IR >TWRW, (ERIT, 20X BRBERALERNT X A2/ &SN TR, JFH
B Cd 2 BHLA X 208 FSIS OREMaR K Th 50481372 <, APHIS O#tE (VS)
AT AT ER SV, KEICHATE T,

L2aL, 2009 6 A 22 HUREIX, JEMEICTHLERARLERN =X RIZONTEH, TOEH

143 USDA FSIS / FSIS Import Procedures for Meat, Poultry & Egg Products:
http!//www.fsis.usda.gov/wps/portal/fsis/topics/food-safety-education/get-answers/food-safety-fact-sheets/prod
uction-and-inspection/fsis-import-procedures-for-meat-poultry-and-egg-products/fsis-import-procedures
144UJSDA FSIS / Countries / Products Eligible for Export to the United States:
http://www.fsis.usda.gov/wps/wem/connect/4872809d-90c6-4fa6-a2a8-baa77f48e9af/Countries_Products_Eligible_for_Exp
ort.pdf?MOD=AJPERES

USDA FSIS / Eligible Countries, Products, Foreign Establishments :
http!//www.fsis.usda.gov/wps/portal/fsis/topics/international -affairs/importing-products/eligible-countries-pr
oducts-foreign-establishments#.Ub-1NPnVATU
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23030 59 FSIS OFEMR K TH D Z & % FSIS MR L. D _ET APHIS 238k
mﬂﬂﬂ%%%ﬁﬁé_kk@okmo

(4) JpsLsh (egg products) Z & Tehn i,

FSIS 1%, 2009 4-24K5, DRSS (EON, wzf0R%E) a3t i (G, ~v, 7 u%
—%) I LTH, MBI Ch 2R AR E Rk E T 5 L O EHEZERT L H#t 2Rk
L7z, 207D, KERE “HORELZ T -z 2 A L2V RS 2 A L7720 . R
MELOIRE LT, IR TR <@ oSz B TH - THEA L2 T2 2 PR ETH D,
2019 4= 12 A BIE, KENIPGE OAZRO TWHEIL, I HHEFT U FDHTH D,

3. HANLDOEH - FX AW (BXOFOIMTRE) & UF - JRRLT %Ki H Ok
(1) 4Ak L OFRINT
HARDFRIZOWTIE, IROFGM Tl AIREE 72> TN 5,

- FSIS I X 238z CEL s =R ThDH Z L,
k%ma)\&®x#%ﬁtbfwé_&o#E%Dﬁﬁm%%éht%%\itm
BY SN RBENMW) L IR ROR . 73R SN DO FEGYRE Bk
DORGIZNEYE 2k Lica G oflh GRHGREIRRTH L Z L A4 TE 256
wER<) ZALBEL72NZ &,

c BUEAEE & DB ISR SN TV W CAEFNE -2 &, HREIIT-> 722
EMIRNT & EFEVT 5,

- BARIE, DEREIEGREARISEE OO, FFiRE E &bl AL (1) 0%

WCHEE L TWDZ AT 20 ENH S (Animal Product Manuali4s) ,

kf K R DOFSE & 52 1 DB, BAESBEEE TxRinHERNEZ R ) & &5H%
DOFRETM | (IS L T BNMLFETH D11, ki H sk & 58 E S - iakiL, 2019 4 7

145 USDA APHIS / Changes to the USDA, APHIS, VS Import Permitted Process for USDA, FSIS Exe
mpted Food Products containing Meat and Poultry Ingredients:
http!//www.aphis.usda.gov/import_export/animals/animal_import/downloads/importer_letter.pdf

USDA FSIS / Import Permit Guide : http://www.fsis.usda.gov/PDF/Import_Permit_Guide.pdf

USDA FSIS / Imported Food Products Notice to Importers:
http!//www.fsis.usda.gov/wps/wem/connect/2041e200-4e45-4677-bee9-238434806b5f/Imported_Food_Product
s_Notice_to_Importers.pdf?MOD=AJPERES&amp; CACHEID=6f7a24fb-6574-41bf-9ac9-6dcc7e7b0bbf

146 USDA APHIS / Animal Product Manual / 3-17-24 Fresh (Chilled or Frozen) BONLESS Bovine Me
at (Table 3-17-24) : https://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/apm.pdf
7 RS TR RN 2 B 5 & S5 O E
http!//www.mhlw.go.jp/file/06-Seisakujouhou-11130500-Shokuhinanzenbu/0000045169.pdf

IR B T AR L )
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ABUE, Jbifpd, SFR, SR, KRR RER, EARR, RoR, BiRR, BIRERIC
Gt 1 3haResdh 5,

—J . RSO FRII LA, FRTF R 2 b E2EFTI LML, FSIS Ik @RES
NI ThE%AY B AR\ o TRENCEH TE 220,

(2) BKATS Z OWRAIN T i

APHIS 7K=L 7 LK@ (Swine Vesicular Disease) DIFYLENHIL, —EDFKM
(KE1. (1) O ZHl- L7cb OLSMNI, KIEADKASCHKAIN L& Ofg A % JRH]
& LTEEIE LTV 5, 20194 12 A R CIE FSIS 720 638 & & 52T 7ol sk D3MFEAE L7272
HARPE DK T, AT XA 26 23N Lid K EICEH TE 720,

(3) AP L ORI T

APHIS X, EWEESA v 7V o FB I W= a— v ZVFOHERRENGIX, —ED
St (KE1. (1) @BR) 2= L boUSMT., KEA~DOBROHE AN T Ol A %
JFRIE LTEEIE LT D, AARIZIEBRETH 523, FSIS IIFHASCH AN T OMREA > A
T ATONTIE, KEE BARORIZEMEZFEO T W), D IEKEICE N T 7220,

(4) YNELSL IS KL OWREL S A & e N5
PRELEIZ DWW TR, APHIS IX@EFFMEA » 7 V2o FB L= 2 — 0 v ZVROTEYE
D BKEAST, BEFF A2 E-bOThiIE, BRI LTIATEZ2NnWZ LTS,
H AL IEVGYLE T H % 23, (Animal Product Manual# #HHHI4E 9CFR Part 94.6(c)) FSIS
(T, IR ORA S 2T JMZHOWT, KEE HARDRENZ D TORun oD, Il 2 ok
i35 2 LI TE RN,
—J. #1-3% FDA & USDA O &R CitdlldoH 518 Y . FDA OFFEIZHYS T 5 b
DIZBI L Tix, USDA ® APHIS 73777, Animal Product Manual T i B 0% O 5412
JECTRENTWDHIEIC LY . KE~mHT D Z LR RETH D, FlAIE, LTS
ML~ I 2 — X%, BRIEFF AT e LIS 35 2 &N ARETdH 5 (Animal Product

Manual) 150,

http!//www.mhlw.go.jp/topics/haccp/other/yusyutu_syokuniku/

18 JEAGAE (ot K A PR AR Y A B
https!//www.mhlw.go.jp/content/11130500/000527528.pdf

149 USDA APHIS / Animal Product Manual / 3-2 Reference—Eggs and/or Egg Products, Edible Eggs a
nd Egg Products from Countries OTHER THAN Canada (Table 3-2-7), Fresh, Unfertilized Eggs (Table
3-2-8) :

https://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/apm.pdf

150 USDA APHIS / Animal Product Manual / 3-2 Reference—Eggs and/or Egg Products : https://www.a
phis.usda.gov/import_export/plants/manuals/ports/downloads/apm.pdf
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(5) 3B LOFUIN A, AR RO i

FABLOFIM LS (F—X (—HOF—XFR<), N —BLOANY—F 1 1) 1T
ONTIE, AARTAEEOITGRETH 503, L7 &b FDA ~Ofisk kG4 AR £
WS HEN DD, GEAH) 2 O 420 RO T 5 O BREEFF A D IOV T,

Animal Product Manual #Z o = &, #Hilx1X, B E 71

RO T 0t AT — |2

WTIE, Animal Product Manual 12X 5 &, BREFZR[ /2 L Tl TX 5,

(6) DEOEH. FXAA., X2 L2508
HATIL, 2019 4 12 A HfE, FSIS (23
MR DIHDT=6, HAREEOBASLCHTF 22 A LML, KECEHET Z N T

AN

(5] SRR (B . 7 —F) OFARE, BEFFA, FSIS

SNTWAIEEDPFR D L ZE L O L

FE DHEA F ] UM HH TS

B HORIEEIOEH | BETF AT FSIS Jitii%58 & i A S
23 MIRmEERR | RS EER

- 3%LL T DAER WL ANEL WL KET FSIS @BEx 37

« 2% A O FREL JECRHRLES B 5% 2> & tE AT

Z DD HFEY) T—REMHEHL, TOfEH

- 30%LL TR, B BIENEFLICHEN T D 5E

fE. fhitid (IR (21X, FSIS GE & 321 T

BEWDOEL L %t 7RV AR TINT. L7z

%) B CTHo THEHAT, L

KEENERL 7> L, FSIS 2338 L7 5k
BERERR 23 H ARIZIZIFEL
RN BLRE ST H
A (3%201947 A 10 H
R )

FRiLlE W W W K[E T FSIS f8Ex2 7=
JRBHE R 2> B AT
TJ—REHEHLELETH
S>ThH, TOEHEN L
PlbEFERIFERED 20
F e = XY I 54
FSIS RBE AT D MEN
b5,
L2xL., FSIS 38 L2/
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BHILE i % 35 L OV L&
R RERE 2 H ARIIXAFAE L
RNTZ W R CIT g
ARHA[ (%20194F 7 A 10 H

HEA)
F—KRLpBick | A% | LRosfi | 2% | RRICHE LT LT
FORHAMEE F S T kB (BRI
AL DB
)

2L, KESCHE SEHOREMBZHKOEASLCEEAN, WX AEEAL, ZihaFe
ELTHATIMI LEEROEA. USDA OED D —E DB 27T, KE~OEH 23
AREL e, FlziE, HHRETIE. BATHTLLET —A v A—FI2E& T D K EERK
TXAOGHEN -EEGEBZ 5 & TORG USDA OFE £ 720 | BRI THERIZ
FSISFRENLE L 72 5720 KEEKTZXF AOEHEL —EHGLLFICIMATHDH L),

(7) BF

AARIZ, BSE IZxt LTY 27 3D TIRWETH L7280, FHRDOE T F 12O T,
BRIEFT Al 2 MUK E A~ ORI IZATRE Th 5 (EFHIHISE 9CFR Part94.23))

72720, B Mg o, BKERKOEBZF AV EM B, E79Fvr2d8txy o7+
—. RV 7 Uxa TV, BY—5) @HREENE T F L OHO5E) 13, ¥
Bt DR < HARDD QAN FIRETH S (Animal Product Manual'#?)

ZoM, ERRUAORETHEHINDSIET T 020 2580 T OEBA SR DN T
/X, Animal Product Manual ZZ&/ D = &,

(8) HfIHIN
B AR D RTINSV TiE, FDA, USDA @ APHIS 5 L TN AMS 0 3 > THEE S
NTEY . FDA ILEM A « EFHA - (bhEdhE (FD&C L) O, KEICHEA S i-adft
IO R FIMERZ A LT\ 5, 2018 4E 10 H 16 HLAME, LI FOSMEAT7- L7 HAE R
AR AT IRINZ DWW T, SKRERNT OB AN ATRE & 72> T 5158,
7. e LG PEIIR 36 KEIRGE LR CEMIRIEITIC X A A E =T 5 £ TOM,
WEE, B ORENMER 7.2°C (FERK 45F) LIF &5 X )8 i3k s h

151 https://www.fsis.usda.gov/wps/portal/fsis/topics/international-affairs/importing-products/imported-food-p
roducts-containing-a-small-amount-of-meat-poultry-or-processed-egg-product-ingredients

152 JUSDA APHIS / Animal Product Manual / 3-9-1 Gelatin : https://www.aphis.usda.gov/import_expor
t/plants/manuals/ports/downloads/apm.pdf

153 EWRERT TR & ADOSEEY O] « http//www.maff.go.jp/ags/how/exkakind.html
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2HDTHDHZ &, o, EmHAZEE D, (CAGRAT S I EE T DI LT H
ﬁ\%ﬂ®ﬁﬁﬁﬁ&7zcﬁﬁ&%F)uTk@éiopﬁ%éﬂéN%T%é
TEEMLLD TSI L,

4. BREICEBWTAEESNIHTEIITH DL Z &,

7. 21CFRParts16and118 (Z 5D &  KRENZ#EAT EIiZME L L 5 &+ 2 R%IZHk W T,
PFILERTOEHENINTNDHZ L,

T. 90%LL B 7 L— R B RO EIITH Y | BEOOUEIND 10% AT, HE
DOVER, GBI e ZADEF 5%Ai (7272 L v X8 3% 2 /22 &)
T D b,

. KER R AEIRAIEIC IS E K EBUFIZ X > TBIEER OBEEN 2SN TND Z
Lo

Z Oz S . APHIS (T & DA O BRE#AFF T (VS Form 16-3) ° AMS (12 L % Hi5E#E (Form
LPS-222) HENMEL > TS, TOM, IRFEZ TE L TV D5 MO RANIHE 5 HER H
Do FEilo. BRSO, ﬁﬁ@fﬁ%i@ﬁﬁﬂzgk@é

184 7 L— FRBFERMDERIT. L TOERZZH,
https://www.ams.usda.gov/sites/default/files/media/Shell_Egg_Standard%5B1%5D.pdf
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~FI3-3FE HACCP [Z5T SH8H (KEH. P1—X. BH. KEAR) ~

F 3-3F HACCP [CET BAE#HI CKEY., 21—, BA, FKEAR)155

fo =M « B P (Hazard Analysis and Critical Control Points : HACCP) F = & i3,
OB Afmin bl « T E TORTOTREIZBWT, HLNLOGEELZTFHIL, Z0fEs
Bilk (PR, IR, FFEL-VETORD) 72570007 v 77 5 Ths, EEEHNZRE
L. ZORA v bEffiice=21) 7 « flgk L, BFEPFOHOLNZL, T IR EEY
fiEk 352 LT, REMOHMZRRIIGS VAT ATH D, KETIL, LLTFORGZXZIC
HACCP HEANREHHT N TEY . TNENOFEET CRMEERWNTOTA 74 0%
FITIN TN D,

<HACCP (Z2W\WT>
oUSDA FSIS/ HACCP
https://www.nal.usda.gov/fsrio/haccp
https://www.fsis.usda.gov/wps/portal/fsis/topics/regulatory-compliance/haccp
oFDA /Hazard Analysis & Critical Control Points (HACCP)
http://www.fda.gov/Food/GuidanceRegulation/HACCP/default.htm

<USDA (FSIS) 2prE 4 5 &>
B, ZEAURWICE T 5 THACCP - R E A >~ 27 A (HACCP & Pathogen
Reduction) | : 1998 4= 1 A /b ##51bss,
o USDA FSIS / Meat and Poultry HACCP
https //www.nal.usda.gov/fsrio/meat-and-poultry-haccp

https://www.fsis.usda.gov/Oa/background/bkbeyond.htm

<EMEKMLE (FDA) Mg+ 28460 >
KFES i HACCP (Seafood HACCP) : 1997 4= 12 H 76 % #51L,
e FDA / Seafood HACCP
http://www.fda.gov/Food/GuidanceRegulation/HACCP/ucm2006764.htm

e FDA / Fish and Fishery Products Hazards and Controls Guidance
http//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInforma

tion/Seafood/ucm2018426.htm

155 FDA / Hazard Analysis & Critical Control Points (HACCP): http://www.fda.gov/Food/GuidanceRegul

ation/HACCP/default.htm
156 USDA/ 9 CFR Part 304, et al. Pathogen Reduction; Hazard Analysis and Critical Control Point (H
ACCP) Systems; Final Rule : https://www.fsis.usda.gov/OPPDE/rdad/FRPubs/93-016F.pdf
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Y2 —2 HACCP (Juice HACCP) : 2002 4= 1 A /b &1k,
oFDA / Juice HACCP
http://www.fda.gov/Food/GuidanceRegulation/HACCP/ucm2006803.htm

HACCP x5SO Ikt L Tid, & ks 103 & (FD&C 1£5 418 5:) Dl
EIZLY, Bamofld T, WE, RERRICRT 2EFM & THEEOER - CEL (&
PR AR ORE - Fi) NEBLEINT (55 2-9ESM), §TCIC, HACCP {& 8L 72> T
WD IKEERROY 22— AZDW T, 1EkD HACCP B30 S 415,

1. HACCP D%

HACCP 1%, AT ARG TR EofFHHER (hazard : AEMCRDFIC KD M
fa EER) o8 LT, BEEE P (Critical Control Point : CCP) 2351 28 H ., lik%
D TREZ DR L EFERICERT 5 2 & T, BEORELRRISERFETH D,

HACCP (%, 1960 fEUTKERMZZFHFE (NASA) BFEHRIT LD 2D D 100% %4725
HEEHET 220 T, 70y MIBE LM A — I —IC Lo TERINTZ, BE,
Z ORI A =N =N ORGEF Y AT MZERA L, FDA 23 1970 448, [ A — 71— D¢
(BRI T v 7T L _—AZ HACCP & L TRMERITHRM L=,

USDA & FDA ORISR Ch 5 B MEY L ESKFEMZ B2 (National Advisory
Committee on Microbiological Criteria for Foods) 1%, THACCP ORI & SHIZBES 2 7
4 K74 > (HACCP Principles & Application Guidelines) | 157 Z/AF L T\ 5, Ziud,
HACCP BEANEBMTONTEMIETL2TA NI A4 70, BEMIEALLS 75
BEIZE S THRITIOHE LR > T D158, BIFEDO HACCP v A7 A%, 1990 FRIiz =
—F v 7 AR K EES (Codex Alimentarius Commission) 7% [7 il 12 FNE] & L
THRRESETZHLDOTH D,

(1) YfHEHED 5 >DOFIE
HACCP 77 > DIER O WENHEEE & LC, LAFD 5 SO TFIENLE L 725,
@ HACCP F— L Zfipk
© BAOFHE. VRIET I i
@ BAOMHITE, XIGIHEE iR

157 FDA / HACCP Principles & Application Guidelines:
http://www.fda.gov/Food/GuidanceRegulation/HACCP/ucm2006801.htm

188 HARTIL, JRMOKER B L OVBEAS#E 2 HACCP FROEBEAZHEEL TV D,

JEMOKEER THACCP 3cdgiE (R ORGE B OE RO & ELIZBI§ D BRRHTEL) v =7 A b
http!//www.maff.go.jp/j/shokusan/sanki/haccp/index.html

JEAGEE THACCP () )
http://www.mhlw.go.jp/seisakunitsuite/bunya/kenkou_iryou/shokuhin/haccp/index.html
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@ RETR-EX, i O L OEEEEEZEO/ER
© iE TR —-EX OB TOMED

HACCP OEADEE, = ORitE & L ClEIERLERE (GMP) I[Z X2 &MEAEEHREZITDR
T 57220, HACCP FROEMICHE W T, HEEHE - I 7 v 7T LD ERED,
HACCP FIEDOMEGE DRI DN D & STV 5,

(2) HACCP 77 » OREBMED T->OFNE (7 J5HI)
Wiz, LLFD 7 )5H|Z HACCP 77 2%V iATe,
® faFEREZHHT 2 U5 1)

@ HEEFHS (CCP) ##%&E4 5 (HH|2)
® EHIEMELZRESTDH (FAI3)

©@ ®=xVrrhikERET L (FH]4)
© ZEE#HELRET D (5] 5)

@ MGEEHEERET D (5H] 6)

@ FEROMERFE I EZRET S (A T)

2. JKPEERL HACCP

FDA % 1997 4= 12 A 18 HUIRE, /KiERM (MAMLE L) O THIZ HACCP E A%
BT T2, KERMIZEST 2 HACCP OHMAIE, HHAIZE 21CFR Part123 (Fish and
fishery products) THE LT\ 5,

TSN B 713K ER & 2 K ECE N 3 2 KES O T IS, KE & R%ED
HACCP I ZIASFT 25 Z ENROHND & & bIT, YEKERMLOBALIZIT, IMTHER
KIEH &A% D HACCP il ZIEF LT\ D Z & 2R3 5 BENHE b7,

ZORANCE T, TNy &k, A EE A ERSICBE LT BV, B,
B, GEBRZE, WEEBR ., R X B, B2 5EMEE~OERE, G RIFAEE, a1k
FoUVREY | WIES TOREBT, I REEZERT 5, 6, INLEE) i, AN
BELIIANMFRAOMTICHEF L TV LI ETOEEEKT 5,

AIRFN ORI G THHIZH 5T, HACCP 77 > ORE « FEhi 11> Tuzpnidigss
FTEORGIL, FD&C EH 402 5(a)(4) (G2REEMH 21USC342) OBUEICLY . RRE R
REN, BESCAVR—N T I rOxRERD (BRI 61 ),

(1) HEEOESRR

KPERAZE T 5 HACCP OBHNCHIT 52 FERHFEOERIILLTDO LBV Th 5D (GEHF
HHIE 21CFR Part123.3), 728, ANEEB L OKERLOERICIT, / V., U A LD
BEIIEENTB LT, FHAOXG0 513401 TN D,
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Mk

s
YA

fa %8 (fish)

BRI D EK, EARMEORA, BRSE, ZothokEsY (5
MEFHEHERLS, B2, V=, b, UIFA 7T )
~a, T=BIOINO0EWOIN) B X OV TOMIKEY),

NN
(fishery products)

I EEZ R LTWD 2 ENREDORMDFETH 5 R bh,

L (processing)

BB ETIIKERMICBE LT, B (handling) . R4 L. A
WLERL (preparing), BHA UV ¥ & L, WlEZRH L, S&x 13X,
ML, BORGEIERERIZITL, fEL, RFEL, ©2EL, L,
dockside unloading (D JFEBE TR O f FA L Sz x5
OOTLHEEEZN D), FRIIRATLIZEEN D,

T3 (processor)

KE AT 2 BT, KERHOMTIHEF L TNWDETRTOH
WD, ZORE, TERE. RBRREO B CKERSZMTT
LELGLZ &, o2 L. AR Geb oK K PE £ 5 DO Bl o
WT (R 20 426 H 16 AATIT 225855 0616003 52/ J5 & =
AR ETERA)) [TROITAIEREE L,

Q) N i X 7 s ds IO %

Gi) M ECREOAREZBIE Lz, AKOIETO D K& L,

PN AR = 7o R

Gii) /NERRTE

(2) HACCP IZ S /B ORE

KENCH T A AKEEROMIE L, KEICBIT 5 — RIS FIEECTH 2B TOMEIE
& (GMP, 5 2-1 2 M) 2 X 28 E 2%+ 2 GEAHIHILE 21CFR Part123.5)
L BT, HACCP 77 U AR E L, e FEhi L7 6720, HACCP 77 U 1Tid,
UTZEVIAEZRTITZR B0 (ERSHIEE 21CFR Part123.6, 123.7, 123.8, 123.9),
JELAE S5 @SN TRE K K BER D B M DU T ) w0 2 & LT, AKFER S HACCP
BUEICRET 2@ sh s,

F i H H F 2RI
O | faF5HT (hazard | KER SO Z & OEEHT
analysis)
@ |HACCP 77 v | figx Z &, KERMOFEH I L OXEIZL S HACCP 77 ViR
KiE (HACCP iE - i

159 JEAGIAE [ K K PER L)
http!//www.mhlw.go.jp/topics/bukyoku/iyaku/syoku-anzen/jigyousya/taibei/
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~FI3-3FE HACCP [Z5T SH8H (KEH. P1—X. BH. KEAR) ~

plan)
@ | HACCP 77 > @ | (1) OfEHr CHRIE L7 fa® ofat - F11%
N (2) fEEICHT 2 HEEH R ORE
(B) TNEFNOEEEHRICKHT 2 EHEEDORE
(4) EEEFHEOE=4 U V712V S FIAR L OBEE O E
(5) EEEH TRV T, HEIELUED O OB RS LTS X
D EHE O E
(6) RFED J{EF L OBHE D% E
(7) =%V v IEROTEEMERFERT 5 AT LDEA
Q) E=HXV IV REFICEEND, FLE=HF VL TICLoTH
DIV IERER B, BIEEHE I K OV 23
@ | I E b O COBUE SNICRIEHKE. & 5 WITREER R R IERTE O FE
(corrective it
action)
® | ik | HACCP 7' 7 v Sh I E M ST D Z & ORRGEE
(verification)
® | 7#k (records) WO, MTHERE 1ER, Sl LORFEO & 5 &5
[ZOWTIIIN A& RAX 2 FERRE
@ | HACCP 77 >~
DA EZEDH
R
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~FI3-3FE HACCP [Z5T SH8H (KEH. P1—X. BH. KEAR) ~

<fEESNTRE R, HACCP 75 it # il >

T
EiEE
BLE :
SR
FebsrRmyE:
BEFIEAFNRALELGHE T AEEN
£1) (2} {3z cd ¥ L8l ]
™ - o BENL EiE -] = o lea e
T FRRE i, 8E - | WNE B [tholE FREAEE ATHE
A ERENOME |3 R
T TR * = )
i3]
3= )
k]
| SETNET
EXiEH]
[E
I
A =]
| TSR
HACCP 9% oM 5 F% Signatwe of Cospany Official : Date: 20012 H A
HACCP T3 (HACCP Plan Form) A
T3] =G
FimName : 2 25— F + v ¥ pif Production Descrgtion © R8I0 7 4L
PRAL NAD(FERUEASE
Firm Address 151 7 +)L= 7 35t Metnhods of Storage and Distnibutioas 7738
BET ARESERONRL T 2ARKY
Intended Useand Consumer £ 88, —RARK
(1) (2) (3) (4) (5) (8) (7) (8) (9) (10)
AP g, o [ FEREL =R M
i % ARmEN 553 E3%oT ESF ; 3
é’.n“,’fwg Significant | Critical Limite for | What How | Fremecy | Who Co:i:i‘fm E‘zoﬁﬁ .,gilngn
pon(CCP) Hazard(s) | eachPresentive
Measure
EX EREIv| I ReoE M| Ao 5 B E5 [TATOM AREE |BAALTy 2 B 207 00| BEOED S|
DEE BEDY LT 0| DFTE e L. AT i IRE, | ANER &
7 oEF EET2
ABE  |[EAR v | 4CERPLE | ARmo R A%l |Z&T.—H| ATEEE |HRORKEREL, M PeRT = o |[NFHC L g
OEE ARMMILIETR ([ tosME BL T A0S, BE 7S Aitode T
Mzl t3 L—=i3g
BEOEMDE
i
B EAA I | ROFORER|NOFE |BUicXs |32 @ L& R WHMEEREL, BIZ0 70 00| BEOIED |
DE=E RIHIEHICT {5 Bl 154 LT A8, 18T | HTRH 1
3k %
HACCPIau M 288
Signature of Comgasy Official © _pds - 3372+ — | Date: 9979 125126

Bk BB Da ki K EER O BB TN T

(3) BMAZEH OWMRRIRG
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IR E 721 3UKPE RS O A 121X, N2 HACCP #lil 2 IESF L T\ D Z & ZRER 7

% %5

PR SN TS, BIAE &1, BRRFOKEOFAH £ 1TmZ s, £72IKE

BT HZOMRBEAT, MAICET 22 TOESOIESHICELZAT5E THSH (EHHA
#£ 21CFR Part123.3(g)),
AF XK OO IXQOMGEHEE 217 D22 T uE 2 5720 (Jd] 21CFR Part123.12(a),
M), EWAFZIL, FEFETOICE T 28 sCELRET 5 (IF 21CFR Part123.12(c)),

WREEE)

ik

@

KEEFEIRES L < 133451 % HACCP & 4 5L YEITAR 2 WA i i
ZHLTWVWA N RE (MOU), FHiXznICET I IEECES
FDA & O Chiks LTZEnBlmAT 5 2 &,

=721, 2017
2 AT,
RIS T
2 EITAFE LR

VY, 160

B OHRZHE L, FD&C 1L 402 RICHET 5 A RIRAE T
W EERAET 272012, IROWT IO LEIC K DR TIEZ R
EL, FEiTsZ &,

(1) WALES L LTWAEED T v b ORI E - ITKER IS
SWT, HACCP B X OASHOE=4 1 vV Otk &l [E
DOIMNTENSAFT D,

(2) FMEBUHF O ARG Y £ 72 1B O & 55 =
FEREN D . A L 7o £ 72 13K ER S 2N K E A S HACCP
DORFNHE> T LENTZHDTH D Z & wigigc, £7-13 0
v b T EITRGET DREEE AFT 5,

(3) A L7z S E 72 13K PE R AVKE R A HACCP Ml iE -
THLENTZbDTH D Z & ZRGET D728 KESOIN LHax
ZEMC AT D,

(4) kEHNOINTHD HACCP 77 v B X OMA L= EE 7213
IKFER SR ER S HACCP it > TN LI/ b O TH
2 BOKRESOMTED D OXLEIC L DHRIE (WT b #30)
DA E—ERET D,

(6) A L7z E T IRER M A EMITHRAET 2 & & HIZ,
A U 7= S & 7 3K E R T AN K EE R i HACCP Bl HE -
TMLENTZ b D TH DL FORENOIMLENSDOXFEICLD
aEE () oavr—%2EET 5,

FEFL2)D TH
[ BUR O R i
A BEARAE S )R
& U CIEA S5 8
Y e F ISP S
i 7K PE A OO B
NN
FEOE | KERM
HACCP DO HiHl|
IZHE-> THNTL &
NiebOThH D
TEERELT
Wb, £, BAE
FEE L REL
T /K EEMiER D
VA MERAFRL
TW5,

i@ T
HIRE I D3 5
=HREEE L

160 FDA / Memoranda of Understanding and Other Cooperative Arrangements:
http!//www.fda.gov/InternationalPrograms/Agreements/MemorandaofUnderstanding/default.htm

126
Copyright(C) 2020 JETRO. All rights reserved.




~FI3-3FE HACCP [Z5T SH8H (KEH. P1—X. BH. KEAR) ~

(6) /KPEAR HACCP Hifl 27~ L CWD Z L Z A% L~ T | T fFEAKRA
AET 5 OO Y) 72 MEE TIE, AIKPES INFRIE
ZIT-o T\ 5,

<HRNEEA - S EEORM Y] (kLS HACCP Bl ~0iiR) >

i AR Hii R AR AL OBRIZ FDA (Z/KPER S HACCP Bl ~DENX eI n b r—A13%
vV, FDA 35 L7cig NEE (AR —F - 77— ) RBEE (F 63 %S <L, fl
I LT O XS s b b,

- i A DY HACCP Bl OMERREH 22 SRl L Th7puy,
- KEERL HACCP Blfil Ot 4 Th 5126 020 53, HACCP FHEZVRE S AL TV,
 fEESHT HACCP 7° 7 2o\ T, FDANRED D WA ¥ AL E [Fish and Fishery
Products and Hazards and Controls Guidance| (Zff> TU 720,
VERZ IV (TRFE) BESOMICHTE TR,
vV EZER Y J RO ) X AW EFE SO IS TE TR,
vV —RALIR BT HEROR Y U X AEEFE DK IEA TE TR,
VOB U 7o in 22 M B 2 BR O vy AIRF ] & v ANRLEE 23 @ 8 TR0,
- HACCP 7' Z » O FE R P, FLEk DO PRE R DLONE L) TR0,
- EIEREREE (GMP) AESF S AL TW7R0,

3. Y=—A HACCP
FDA % THACCP ; Z&»ofiEMN ey o — ATt AICE3 5 Bt < (HACCP;
Procedures for the Safe and Sanitary Processing and Importing of Juice) | D& HHAI%Z
2001 4F 1 AICHAT Lz, FRRANE, REZEICOWTIZ 2002 45 1 A0 D, HEEE 500 A
D/IMEFEIL 2003 4 1 A6 AERTE E@DY 50 7 RAVKRNE, F 7 IXHEBREIEER Y
100 ARG TRENTO Y = — ARGEED 10 J5 E A O FMAEFEIZ OV TIE 2004 48 1 A 2
bEF STz, ¥ = — XA HACCP B3 #EHHLAIEE 21CFR Part120 THUE S LTV 5161,

161 FDA / Guidance for Industry: The Juice HACCP Regulation - Questions and Answers:
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Juice/ucm072602.
htm
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(1) ¥ =—% HACCP M oxi4:

Hllxt g L 705V 2 —2A0ERIL, O 1 HEEEZIFZENL LOREFLITHRILK O
o EEMH S NTE/IE.© 1 FEEEIXENL EOREFLITHEOARHSOE 2 — 1
@FNHEAENE 2 —LERMELIZbDE VWS, aafy Y InsRaaty Yy r—F—
HEHLV2—RAOERICEEND EHHBIHIE 21CFR Part120.1),

— 05, Va—AERAELEX Y T 4 =RV 2 — A RE REBHCEHCELIERIENE o in T2
FiZix, HACCP Hfilixif sz, 72720, ZORFEIE 25 Y 2 —R A SN 5,

Fio, Va—RARLEEF T HACCP BBl O RIED, /INEEENY 2 — A& T L THkiE
T 5551213 HACCP #llilT#EH S gy, T 2TV /NG L 1IN F ICEER L E 75
RO Z LT, HlziE, VAT URY AT by vaya—AuEs CTIRMT 2555
%Y T e,

(2) #EABLH

HFRHLHIEE 21CFR Part120.14 THA RS OMLERENHEE SN TV D, AT H Y 2 —
ZIZH HACCP B AN S 4L, ZH A NESF 2 &R R BRI A ER ISR E o Tn D,
A ET TKEMIZ OV T OMGERE L FEOEME (2. (3) ) &2 THEGDH,
Va— A& KEICEATE D,

4. & - FZE AP HACCP
1996 £ 7 AlZEA s TEJRE R - HACCP v 27 A (Pathogen Reduction and
Hazard Analysis and Critical Control Points) | {22V | &K « X AKROREMR (F
32 HHBM) IIx LT, LT 4 >OFENFEH LS,

O 2TOHR - FEAROREMBRIZIIT 5, LFEIC K 2 H/EEHEERTIE (Sanitation
Standard Operating Procedures : SSOP) DK iE - i

@ FEEFRB I RENICEET D27 7 VT O T EBREDT DO TRREHDEEIMED
FRAEZ HR9 & Lo, & &2 3817 2 EHH 22 E W in s o 5

@ L &HEhRIF LORMLOAEDO T WAEERMRIZIS T D Y /VE R T FAK R EE 6 5 8
(Salmonella Pathogen Reduction Performance Standards) D% iE

@ HW - FZEXARORERMBIZB T S HACCP v A7 LADRIE & Fhi

DIZTHACCP ¥ 27 ADHIESRMF.@F LU@ITHACCP v 27 LI o Tofiflr & LT,

162 Guidance for Industry: The juice HACCP regulation-Questions & Answers http:/www.fda.gov/Food/
GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm072981.htm

163 USDA/ 9 CFR Part 304, et al. Pathogen Reduction; Hazard Analysis and Critical Control Point (H
ACCP) Systems; Final Rule : https://www.fsis.usda.gov/OPPDE/rdad/FRPubs/93-016F.pdf
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BRI R T 2MAEMEEZ RIBIKRT 22 L2HNETDHHDOTH S,

(1) HABEEERTFIE (SSOP), KIGEMRA. "j‘}l/:E* 7 ARG S e S v
SSOP I, HEHEE YoM DU % B < 7o O fitiak O BB AT-CR48 12 B AT o
HEEDFIEE EDT-~=2T LT, £T®IW %%NW®ME%%T%E-£%L@H
L7 B7pv, FEAIE, EHHHIEE 9CFR Part416.11~17 THE SN TV 5,
£/, KIBEMRAEICOWTIZFE 9CFR Part310.25(a) 5 L 18 381.94(a), /L& % 7 HAKIH
FEhE FHE ISV TIEFE 9CFR Part £310.25(b) 3 & 08 381.94(b) THE SN T 5,
(2) HACCP 75
B - FEAWICET 5 HACCP HANL, HHHHISE 9CFR Part417 TED LTV 5,
FSIS i THACCP 77 VB AME(H DT> DI A4 K7 7 (Guidebook for the Preparation of
HACCP Plans) 164 Z3{7L T\ 2%,
KESNDESH - FE AR L Th HACCP A DRANL#E A S v, KEBAFOE D
% HACCP (ZHS < fAEBHY AT b L RIZE ORI NIE S TWD N E D MR8 E DA
L7 %65,

164 JSDA/ Guidebook for the Preparation of HACCP Plans ; https://www.fsis.usda.gov/wps/portal/fsis/to
pics/regulatory-compliance/haccp/small-and-very-small-plant-outreach/guidebook-haccp-plans-generic-haccp
-models/haccp-plans-guidebook

165)5 A S B il A YRR i
http!//www.mhlw.go.jp/topics/haccp/other/yusyutu_syokuniku/index.html
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FI4E BREGERSE BIEILRGIZET S5

F 4 E BB TARG BILIERIGIZET SR

FDA TiX, BEAEMAD OEBREGE AL, BIOBE LR MOLEEHEIToTWVD, A
EoRT T VT H LLIEFEDREE, FHIR Y U X A (Clostridium Botulinum)\Z X % & %15
1ET 5720, H&C@mm%@%aﬁﬁzmmmmmwk\ﬁ%éﬁ&k@%kﬁ&@%ﬁ
SN, MRELfiEsk OB ER, B L OE O LRRICET 2RO Z2 REMT T 5,

ﬁ/)?xlit% WCAERT2HEAME THY . HDFEDRIFIZEBW TR O TES#

L. WA7eepikdEz T, RV U X AR, BWEERIRE fa%ém/m{&mf®*#wﬁw
R EEIR K LSRR N H DG A ICEIHT 5 Z ENMLN TR Y (KERMEHFER W - Bt L
BT ZOFMICEL TV D, LoT, INHRMOBEIZONTIE, Flx X, @YREET
Fo3 IR RERIINEGRER L 720 . B b U720 . AKROTEMEAZE R L7720 3 5%, @il FiEE2 AT
BEMEHRTOIMLENRSY, ZOLIBRAENTI TV TO/RENLNZ L&, IO L
T50, OfbE T, Wiz FDA (86452, @b TRICET 5 FHRE
FDA (227 2% Z L MEHATT b TurBee,

R R A A I B LTI A BLAIAE 21CFR Part113 36 1100 108.35 THIE STV 5D,
KEEtEFRS R4 (Low-Acid Canned Foods: LACF) &5 HERIE, [BUIN T S BEE A SR
AV KM (Thermally Processed Low-Acid Foods Packed in Hermetically Sealed
Containers) | DEHRTH Y, BEICIT TG OAZET SO TIERWAICEESLEET
boH, BARAZIE, BB B EAS (HETDIED, Gy LRV E - XDF 0 7T
F o 78R TV IRERE) [CANRSRTZ, pH A 4.6 10 K& DK TEMEN 0.85 X
DREWINLAZW S GEAHBIAILE 21CFR Part113.3), 7235, KO X 9 7200 L3 REe
B A OB HNITEH Sz,

<ﬂﬂ%$ﬁ?ﬁ&ﬂﬁ%ﬁﬁﬁ%éiﬁM\%@>
Feth il (FARE 7213 OIREED pH 73 4.6 L)
- 7V — LR
« REEOHEITIZ L > T pH 2 4.6 LA FIZ FN o 7= REER
- USDADFTET 2% « REAKW (BXUOZH 6NN T

166 FDA/ Guidance for Commercial Processors of Acidified & Low-Acid Canned Foods :

http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/AcidifiedLACF/default.htm
FDA / Establishment Registration & Process Filing for Acidified and Low-Acid Canned Foods (LACF): Paper

Submissions:
http://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/Acidified LACFRegistration/ucm2007436.htm
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FI4E BREGERSE BIEILRGIZET S5

- AKOIEEDS 0.85 LLF DR fh

< INBLER S AL TR WA,

C BEEARICANL LTV RN

B SNRETHRET AR (2720, 2o L) Rk, flE TELo
(Perishable) | [Zi#yjE (Keep Refrigerated) | & W\ o772 FKRET O MENH D)

« bv MEIT b~ ML CRAEERRED pH 2% 4.7 KD b D

2. M bR OESR

FAPEAL A B LT, JEFBAILE 21CFR Part114 3 X 10 108.25 THESN TS,
PR (acidified foods) & i, pH 7% 4.6 LLF T, 2 2KSTEMET 0.85 L h K& W™
mCH D, BREITMBERLEMZ D2 EICLY, pH % 4.6 L FOEMIREEIC Lo T
e L. @ ORET pH 2 4.6 LLFTOBEOREMITE iy (ELEHHIE 21CFR
Part114.3), il LC, 7N RICLT7GRFav ) v U X —RNEFEITOT—7 1 Fa—7
ENFETOND, BB RO L) 2BMICIEEBE bR OB RITE A Sy GEBLIIE
21CFR Part114.3(b)%) 167,

<AL RS OBIHIEH Shenb o>

- ERtERS (AAREITEE OREED pH 2% 4.6 LLT)

- Ly ooy —2% LEOBRBEORGMZETL L OO, & VHRIED pH 23—
AR 72 R F 72 1L ER R 0 & DR 7 E VW O I W R E R A

« 7L — LBk

« RIEECE}

- FEEER

< ARAFTEVEDY 0.85 LLF DR

- W SR RE Tl T S R

s VUx b, BY—, 2o (EAERILE 21CFR Part150 OBUEIC L D)

3. DNLfitagx o % dkies

167 FDA / Draft Guidance for Industry: Acidified Foods:

http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Acidified LACF/uc

m222618.htm

168 FDA / Guidance for Industry : Submitting Form FDA 2541 (Food Canning Establishment Registra

tion) and Forms FDA 2541 d, FDA 2541e, FDA2541f, and FDA 2541g(Food Process Filing Forms) to
FDA in Electronic or Paper Format : https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocuments

RegulatoryInformation/ucm309376.htm

FDA / Establishment Registration & Process Filing for Acid filed and Low-Acid Canned Foods(LACF)
¢ https://'www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/Acidified LACFRegistration/defau
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FI4E BREGERSE BIEILRGIZET S5

SKE ) T2 S D IRERYE R RS A b K ORtE b & fh o Bl /N T, MREAERR X, fiRk
MBS A FDA 1SRG LT TR 620, £z, Zhb ol T, #aEofEER
THOIVT 10 HUNIZEEMTON 2 MERH 5, Ribifia s B eEx FDA-2541 (2L Y
ikt D &, FDA IXIZNENOBES NN TiERIC, BihfibhitxE s (FCE &%) %
(5425 GEFHAIE 21CFR Part108.25, 108.35) ,

eFDA-2541
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCMO07677

8.pdf1e9

ot : Food and Drug Administration
LACF Registration Coordinator (HFS-303)
Center for Food Safety and Applied Nutrition (FDA)
5100 Paint Branch Parkway
College Park, MD 20740-3835

ofliu & : LACF Coordinator (LACF@FDA.HHS.GOV)

S =

FDA Industry Systems (T2 URL) LV 4> T4 TOHFELITZ 5,

oFDA Industry Systems : https://www.access.fda.gov/

o LT A NI DHFEAIE
Establishment Registration and Process Filing for Acidified and Low-Acid Canned
Foods(LACF): Electronic Submissions :
https!//www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/Acidified LA
CFRegistration/ucm2007437.htm

4. BUETRICEIT A B O H 0
1R 1 B ﬁuuk NN iﬂﬁﬁuu@ﬂﬂi%% 1. FREROER . BEO KX S LEE,

It.htm
169 - FGE I & - BRt b MEEEME R AT IR ] 7+ — & FDA 2541 (Rdhmadfiiak sek) (ER)
https://www.jetro.go.jp/ext_images/world/n_america/us/foods/fsma/20180329_5-1.pdf

170 Submitting Form FDA 2541 (Food Canning Establishment Registration) and Forms FDA 2541d, F
DA 2541e, FDA 2541f, and FDA 2541g (Food Process Filing Forms) to FDA in Electronic or Paper Fo
rmat: https://www.fda.gov/downloads/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation

/UCM464906.pdf
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WEFET LT, BREFMFORIE TRICET 216 % FDA [ZRH L2 ThiZ e b0,
Fio. ThoOFROFEMIE, Bk 3. OMTHERREER%E 60 HLIN, 2285 O R el #|
AT H BN D D,

PEFET LI, 74— 203HY, TNENDOT7 4+ —ALFZLUTO LBV THD, £, %
HFEHITIUTOT = 7% A EhH AFTE D, B X OMWE DSl FDA-2541 & [AkR
ThHY, T 74 TCORMNOEGE S, FDA-2541 Ot & Rk TH 5,

Flo, MOT +—~< >y NTHEINTFER~OL T A L TOT 7B AZLB0EAIE,
LACF Coordinator (LACF@FDA.HHS.GOV) ~fW\&bE s 0END D,

REe MR A (L RV b)
FDA-2541d : Low-Acid Retorted Method
https!//www.fda.gov/downloads/About FDA/ReportsManualsForms/Forms/UCM4655
91.pdf1m

o R LA
FDA-2541e : Acidified Method
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM4655
93.pdf172

o IKAIEM/AEE (Formulation) & B
FDA-2541f : Water Activity/ Formulation Control Method
https://www.fda.gov/downloads/About FDA/ReportsManualsForms/Forms/UCM4655
95.pdf173

o KEEMEMESE M (Aseptic AT A)
FDA-2541g : Low Acid Aseptic System
https!//www.fda.gov/downloads/About FDA/ReportsManualsForms/Forms/UCM4655
98.pdf174

DI STV 7 4+ —24 - FDA-2541a 3 L O FDA-2541c 1%, 2014 4LV R 7 +

1A HEEHSE © 74— A FDA 2541d (RERME L bV bR A TR EE) (I 7R)
https!//www.jetro.go.jp/ext_images/world/n_america/us/foods/fsma/20180329_5-2.pdf

12 FHFEHBIE . 7 4+ — 24 FDA2541e (BRME(LAMARHESM LREAEE) (IR #R)
https://www.jetro.go.jp/ext_images/world/n_america/us/foods/fsma/20180329_5-3.pdf

173 A FGE I E 74— A FDA25641f OKSp1EME, AL £ SR A S TREFAEE) (RGN
https://www.jetro.go.jp/ext_images/world/n_america/us/foods/exportguide/FormFDA2541f pdf
174 - HEEHTIIE © 74— L. FDA 2541g (IREAMEMER © 27 AR TR (IGR)
https!//www.jetro.go.jp/ext_images/world/n_america/us/foods/exportguide/ FormFDA2541g.pdf
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—ACHEFENEOT, EESBETHD,

[EHRORH OBILFEBIZE S (Submission Identifier : SID) #iEAT 5, Ziu. EE5%
OIEHEIEZ AT H72DDF S THS, SID X, [YY-MM-DD/SSS (4E-H-H/EA D
FE) Lo TR,

- YY-MM-DD O3 38 TR OE R AT L4 (YY), A (MM), B (DD) %
MR, BIZIE, 2010 410 A 1 BIZRH L72EATE, 10-10-01 £ 72 5,

- 8SS OMITESHOERFE & M TRLT H, HlIE, SHKOBEARNT 25A
I%. 001, 002, 003 725,

5. WAMAIZBIT 2 EE A
KENEA S5 BRIEL R & ARERMET RS & dhd, XY VX AREREAERNI T
T DHRDFERIEN B D Z &b, AERHTRADKR L2 %, M LHRPAREHRTSH
o720 BETRICETAHERZEBHL T AWESIT, BETHE SN AREERD 5,
i N TFofoe & DRI 2[5 < 7201203, & dh B Rk s K O I EE 1R, A AR A A BAfT E fk,
LIF ot e & it F S 2 R 2 TE S BERH 517,

- N ThtiRx4 &AEAT

- FCE %75

- SID

s ', IR FEEEA (B YT ) A ABT) (TREZR b, GRS L IEREEY &
L9 o)

- B O T
C BEROE (BALIA FEEM, 1A T RMIE, 1/16inch AL CRid, #: 12 4
YFE 167D 8A T OYE, 12 £ 08 T 1208 & KA

(%) 7ed. REAMEEGE R AIC DWW TIEL, FSMA Kl 103 2 OMAEMIZEES 2 TRIE BRI

175 FDA / Establishment Registration & Process Filing for Acidified and Low-Acid Canned Foods (LA
CF): Paper Submissions :
http://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/Acidified LACFRegistration/ucm2007
436.htm

FDA / Establishment Registration & Process Filing for Acidified and Low-Acid Canned Foods (LAC
F): Paper Submissions :
http://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/Acidified LACFRegistration/ucm2007
436.htm
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ST, FEHREICLDED SN TWDHTD, WAL, E SN TS,
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FI-5F KEWHRGICET SHEH

KEORBMBE T, 1994 FFITHNL L7 KRB MBI B S IEEZE L (Dietary Supplement
Health and Education Act of 1994) O, Z&fk, WIEFRR, @EER L OVRBIZHRT 22068
DFR (FEE - BEETRIAE R) FIZET AHENEIT BT 51,

1. SREMERA « KB OERT
SEMI AN (dietary supplements) &%, BHREZMET L L2 HMET LM LM (¥
Nazpl) ThHoT, &M (dietary ingredients) % 1 DL EETeHDEV S,
KERTEZ, BEXIV, IRT N—TZOMONY, T B, SRORFERE
HWINEE5Z L CRFELMTT DIDDOREWE., 7213, 2D DOG OMEA. AR,
R, Ty, IREWZEV D (FD&C LS 201 (), A2R[E L 321(f1) ,
KEMBEMN, BRORERDL, FEOBENRRWIRY | FD&C 1L LD T84 & LT
Wi s,

2. BrRFEp e

1994 4F 10 A 15 HUARTNZKE TlRIE SN TWed o 7oy, BRLOE 9 Lo %
ETeRBRIL. FrRERS (new dietary ingredients) &HESN TV 5D, HERNS %
BURBEMP AL AKE TR L &5 & T 2EER FIIREEL L. TOMT DL,
DRPLCIE S B AT HOWT, i@ 756 HETE T2 FDA ICHFAEE (premarket
notification) Z#MH L72 < TidZe H7evy (EFHIHIEE 21CFR Part190.6)

1994 45 10 H 15 A LARNCAAE L7 RBMBI R A ORI U 2 MIAR ST anTe
W, HREN D ZERT DO, BIEER FITMBEEE DOEEL D,

o B % FERi@ A (New Dietary Ingredient Notification) OFERIIZ- DUV T,
2016 £ 8 HRATD KT 7 MUA X AZBMD Z Lim,

3. HWIEREHE (GMP)

176 FDA / Dietary Supplements http: / www.fda.gov/Food/DietarySupplements/

177 FDA / What is a dietary supplement?
http//www.fda.gov/AboutFDA/Transparency/Basics/ucm195635.htm

178 FDA / New Dietary Ingredients in Dietary Supplements-Background for Industry:
http!//www.fda.gov/Food/DietarySupplements/ucm109764.htm

179 FDA / Dietary Supplements: New Dietary Ingredient Notifications and Related Issues: Guidance fo
r Industry : https://www.fda.gov/downloads/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInfor
mation/UCM515733.pdf
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KRB R ORUEFIT H Tz - TUE, 2007 FITHIE S e REFMBI M ORGE, HiT,
BmFER, REICET 28 TE EREHE (Current Good Manufacturing Practice in
Manufacturing, Packing, Labeling, or Holding Operations for Dietary Supplements) | (G#
FRMLAIEE 21CFR Part111) (24 9 MB35, [FIBHE CTIIREMBI R MO L 2N 2R T D
eIz, oS, e, BRMEREIT O BNTLH NS EARRYREE N 100 UL EHE S
W5,

B, REFEZ OB ODEGEFIZOWTE, REMB A ORIER D GMP 3#EH S
AN

4. FEMIEHORR
REMP AT ONTIE, REMBEMERAEED T 1997 FITHE S 7o BRI
£ 21CFR Part101.36 (27t 9 MER H 5, FDA T2 T A KT A > ZFIT LT 5180,
AWM FRNFIL A EIZIER T T, PDP IZI34 ., ERNAREZHRRL, IP (2
FROE DR . IR EEOATRE AT, KERR, BB X N EFEET 5,
F o, BERSRPHZRTOBE bRERICHEA SN D GF2-7TEmSH), —F, BIZLLFOATHE
&M E OBERD D,

- B OAFRT dietary supplement &3 257> £721%, dietary OO 0 ITHy & FRow
L. supplement & #AGHETH L, 21X calcium supplement, herbal
supplement 3 FEH HAL TV D181,

c ERNAEEIX, HE, TE, A 7R Lrof, F2132n 0 2#HAae b THFRR
I 5182,

CREFOR L EAEY 2 MZoW T, #RHAEE 21CFR Part101.36 THUE ST

%o 72¥, 2016 4F 5 H 27 HIZEMKEL T (Nutrition Facts Sheets) (27 % #ifil

DATE Z AL, EIES~OXSHIBRIZER] 2018 4E 7 A 26 H & 72 o7, JEEIFEE D ZH T

KENTER SN & TORMT, EZRORKICKHET 2 HERSH D, KEMBE M

180 FDA / A Dietary Supplement Labeling Guide ;
http!//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/DietarySuppleme
nts/ucm2006823.htm

181 FDA / Dietary Supplement Labeling Guide: Chapter II. Identity Statement
https!//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatorylnformation/DietarySupplem
ents/ucm070594.htm

182 FDA / Dietary Supplement Labeling Guide: Chapter III. Net Quantity of Contents
http//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/DietarySuppleme
nts/uecm070596.htm

Federal Register / Vol. 81, No. 103 / Friday, May 27 / Final Rule Food Labeling: Revision of the Nu
trition and Supplement Facts Labels; Serving Sizes of Foods That Can Reasonably Be Consumed at
One Eating Occasion; Dual-Column Labeling; Updating, Modifying, and Establishing Certain Referenc
e Amounts Customarily Consumed; Serving Size for Breath Mints; and Technical Amendments;
https://www.gpo.gov/fdsys/pkg/FR-2016-05-27/pdf/2016-11867.pdf
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k27 ~k(Supplement Facts Sheets) IZ DWW T & i N A ICAE A MLIE (2017 4 2 A
Ry BENFIZONWT, ERRAA X ATRYUGT O DIEE P NLEE),

F9. KBEMBBMLORER L, BEEHEY (47U A2 &R (Supplement Facts) | &
T 5, 7Y A MERRICIE, LFOEHE %Y

O Y—vrTH A X (serving size, 1 BH7= 1 OIEHERELE)
@ YAV A X (servings per container, 1 /3y 7 BNH—E L 744 X< D45700)
(EHRARERTMICERIN TWALEAITEKTE S
@ EHT DHREMY DOLHE L O (amount per serving) . 1 HEHUE (Daily Value)
W25 EE (% Daily Value) #5035, HflEIC XY, 1 FEIEOKEHE
DUGET 7o Tzlzd, EEDPME,

JFAAEEY 2 b (Ingredients) (2%, JFA B OAFRZ S HEOZWIEFIZEET 5, 7Y 2
v RERREFEMELY) X FOREBREL R CHAE, FEME Y 2 NIARETH D, o, 7Y
A v MERRIZEMBIO =R S TV A IGE L, T2 0O E (Other Ingredients) |
LT, B7Y A FERRICEH ST R WE R EAS 2 5E#ld 2,

(PERDFELTR) (S IET% DR FEFRR)
() Muttipie vitamine (Includes voluntary ksting of vitamin D
mie)
Serving p p Serwng Sae 1 Gelcap
Size 1 Tablet Servnge Per Contsner 100
|
Amount Py % D bt

Serving ' m'.':' P g ‘l-.h..'

Vitamin A (as retinyl acetate and 5000 W 100% VWA (00 SuShyt SoNte ane 500 meg 100%
50% as beta-carotene) S T e
e e S Vit C (a8 s000tac sod w0 mg 100%
Vilam*n C (as ascorbic lacld] 60 mg 100% Ve © (o Shaies ob 20 mog (80018 100%
Vitamin D (as cholecalcifercl) 400 W 100% Viamin € (a5 -aipha tocophen scessie 18 mg 00"
Vitamin E (as draipha tocophoryl acelate) 0L 100% Thiamn (a8 thiarme moncre st 12mg 100%
Thiamin (as thiamin mononitrate) 15 mg 100% tsof e t3mg 100%
Riboflavim — 17mg  100% FaCH (88 AN arTe) 16 mg 100%
Niacin Iag rlacha_nid-a] . _gO mg 100% Vitamen G (a8 pynaanne h yaoavande) 1.7 mg 100%
Vitamin By (as pyridoxine hydrochioride) 20 mg 100% Fuiste 400 mey DFE 100%
Folate (as folic acid) 400 meg 100% (240 mcg Yobe acel)
E‘MHBL{[&S cy_mohﬂam - __G m_- . -@9% Vitamn B | a3 cyanocobmamn) 24my 100%
Biotin 30 mcg 10% :“" - ‘ , ):\:q -w-.
Pantothenic Acid (as calcium pantathenate) 10 mg 100% WMGS ACSUS Sltuk puhehubn g . o0
|
- . - - Ofer ngedents Gelatn lactooe magnesum™ Mew e Mmoo jystaine
Dther ingredients: Gelatin, lactose, magnesium stearate, cullicos, FOAC Yelow No 0, propytene gycol preservatives
microcrystaline cellulose, FD&C Yellow No. 6, propylene glycal, (FAOpYPOraten and S Der 2oate
propylparaben, and sodium benzoate.
EE: [RMBRTA K EHE : [EAE ) Vol. 81, No. 103

BGETR DRFEFIRT, “Calories”DFRNAER (LFz LY K&, KF), 74—~
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F DZEFERNEIZHOWTIE, EFEHR Vol. 81, No. 103 F 7= 136l S HiH GHEIHLAIL 21CFR
i%me%)%ﬁﬁ@_ko

5. HMExE - BERETRERZ R (Structure / Function Claims)

FFEMB R IICIX, MRS - FEEETRFIE R (Structure / Function Claims) %9 2 & 23C
&5 (EFMAIE 21CFR Part101.93), Ziuid, SESCHEEKI D E D OO £ 72 138
REIC BRI TR (I Fa'?]ﬁ‘é (3 @L/WH T 5F R T (FD&C LS 403 @) (6) (&
S [EE L 21USC343 (r)(6)) ). #il 21E [Calcium builds strong bones. (7/V 37 A3 % 58
SLET) D Mbgnfwé IS - BRI R RIIEE TR A 2V D TH D
VER DD, ZOFRTET DG, BUERFFITHIRML A 0 30 HLINIZ FDA [Z#@% L 72
FAUE72 B0 FDA T FRTHFASLRE I THR,

Eo. ROBHIRBEFRTRPMEETH 5183,

[This statement has not been evaluated by the Food and Drug Administration. This
product is not intended to diagnose, treat, cure, or prevent any disease. (Z ®F (% FDA

CEVFHESNZbDOTEH Y T A, ZORMITHKOZE., 16K, RT3 TaE
EL7ZHDTIEHY FHA) ]

6. ARG ENRAE LB O®E
REMB AN L O IR B L IR (Dietary Supplement and Nonprescription
Drug Consumer Protection Act of 2007) 7% 2007 4F 12 A IZHEAT S 4L, REMMBE MR
FEPHEF R ERERE L 726 L2 E, BRI # I T oSS | i
¥FFITREFEE X, FDA ~O#iEI L OMERHEICET iR E N EH T onT
(FD&C 155 761 4:(0)(D)-(2), &&ELEM 21USC379a-1(c)(1)-(2)), #fliL FDA A &
YALEITHI S T B,

183 FDA / Guidance for Industry: A Food Labeling Guide (8. Claims) :
http!//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/LabelingNutrition
/uem064908.htm

184 FDA / Guidance for Industry: Questions and Answers Regarding Adverse Event Reporting and Rec
ordkeeping for Dietary Supplements as Required by the Dietary Supplement and Nonprescription Dru
g Consumer Protection Act :
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/DietarySuppleme
nts/ucm171383.htm
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F3-6F RRILAYELHKIZET BAE#85

1. APRELYE

(1) AR VA EEDKDES

R RVADEEIKE L, B FRHETH-00KT, B RLHDEWVIIMORIRCERE SN
b DEWVI, R MVADEEIKICIE, 2Tl R E A LN Oy BN L CE 7R B e
VW GEITELAIEE 21CFR Part165.110(@)(1)) . 7 v b# o ihnix, @R AIE 21CFR
Part165.110(b)(4) GDIZE® & 7= #iPH TR HIL T\ 5, LavL, 2015 4E 4 712 FDA I,
KIE AR AR DBHERE T 2 A KGEIZB T 2 7 AL OUINEE 0.7Tmg/L ~E AR LT-Z
BT, B OBERLE L L, AR MVADEEKO 7 o (b O iR E % 0.7Tmg/L LU T
WZT DT ENHFFELNEARL T D186,

(2) ARV EHEKDLFR
A RVAD B O GL E LTOLFRIL, bottled water & 5 V& drinking water TH V) |
VEZIE CCIROAGEEZRDOVICHEHT 2 2 N TE D0, ZNEIVERASERED BT
W% GEAHLIHILE 21CFR Part165.110(a))

(D artesian water (FEEH F/K). artesian well Water (GEFEFF/K)
PHEHM 72 M N K8 2> B BRI S 727K,

@ mineral water (LK, IR TNV T+ —F—)

7RI REY) (total dissolved solids:TDS) 7% 250ppm VL EC, #E TR H D W X ERY
IR S H KR D> HEREL S #U7-7K, mineral water (21X I X TV 2N LTI 672
AN

@ ground water (M1 F/K)
KEEE T Z N LD DR % HiF F ORFIH ) 5% 557K, ground water (38

18FDA / FDA Regulates the Safety of Bottled Water Beverages Including Flavored :

Water and Nutrient-Added Water Beverages
http://www.fda.gov/Food/FoodbornelllnessContaminants/BuyStoreServeSafeFood/ucm046894.htm

FDA / Bottled Water & Carbonated Soft Drinks Guidance Documents & Regulatory :

Information
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/BottledWaterCarb
onatedSoftDrinks/default.htm

186 Letter to Manufacturers, Distributors, or Importers of Bottled Water with an Update on Fluoride
Added to Bottled Water
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/BottledWaterCarb
onatedSoftDrinks/ucm444373.htm
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LA 40CFR Partl41.2 ICHEINTWA LB | HFKD S BEEEORE LS 1 Cidk
B,

N

@ purified water (*i: ;@7]0 demineralized water (fii-1 4 > 7K)

A A AR | R E AR Z DD FIEIC K o TABL S 7o KT, KEFER (68
23 RELETIR : 199541 A 1 EI) BT ZE L7z purified water @%ﬁ%?ﬁﬁf:a‘% D, iz,
ZDIRDBIA A B E 7251213 deionized water, ZREHULER S 728551213 distilled
water, WHRBHALIE SN 7= G121, reverse osmosis water & FFFRT 5 Z & bl‘f‘% 2o

® sparkling bottled water (7 kLAY FyaK)
RO, 3D WES BIZZEMEIRFE AT L72RIC, KEPOER LR E[FE L L~r
TRMLIRFE LG ATV DK,

® spring water (K#k/K)
HITFAKRINSEE L TWDIK, ZDOKIEDOEGFTZ B ST L2RITIUTR 7R,

(@ sterile water. sterile water. sterilized water (P& 7K)
KEZERF S (B 28 IRWEThR : 19954 1 A 1 H) OEET X MO HIEITH > TABL S e
7K

well water (GH:F7K)
KB OKEBRIRT 57012, iz L THE b K,

(3) IXTNLEARICET LR

mineral water (Z2OWTIE, IRTAEAEOLRRIIETLIHMNH Y | RAFEED O
RN 500ppm A DA 121E Now mineral content (XX %7 /L&) 1. 1500ppm D
%46 121% Thigh mineral content (F IR T/VEH) ] EFRRLARTITZR B0, FoRi
PDP (2R EAMFR/AARI H2-TEHSH) OmBADTIZ, MAAD 12U EORE S (D
2 1/16 A »FLLE) OFTREHE L il by, 2AFIREM OIS 500ppm 7>
5 1500ppm O DA, Z OFRIFLEZR GEFJRAIEE 21CFR Part165.110(a)(3)(1)) ,

187 The United States Pharmacopeial Convention Committee of Revision. , (1995), The United States
pharmacopeia, 23rd [revision].
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~E 36 F RFILA Y KIZET 87~

N RVADEEIK, B X OB O LT S oK, —#FIs a2 R, M.,

BY) . AW BETEEICET A RENRED OGN TEY . ZOEELEST LR T L
5oy GEAHIAILE 21CFR Part165.110(b)) .

3. HWIEREHE (GMP)

R RV EERKIZOW T, — RIS S 2 i ERGEE (GMP, 5 2-1 &)
22T, A RMVAY REKICEE T 2 85572 GMP 25 FSHHII4E 21CFR Part129 & Sh
THY, Ol ORFBLOTY A o OFAENelisk, OfEMZREE, Ol XOF
E, OITELIOCEHIZONWTOEENED LN TWND,
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~E3-7F ZHMEDBAIZET B~

F I3 TE FEDKEYDHAIZET SHEH

1. “AHOEAIZEET S B

“HH (molluscan bivalves : %, 7% VU n~~7 VU A—/NH K¥T7THE) L. B
F7RAEOBWWREDIRK L7202 30, £z, @ROBEIE, RIWKFEEDOEY - B
AEBLTWIZ LD, BARRERO T TR, Mg, N, Jd, E# L R0niEi
BV, NEGHE X e ZACE Ol A IZIZREB O HHNZ 220 A ED ZHE O AIZ DN T
I FDA OFeill 22 8l 23 & % 189,

FDA 1%, KB ZAFET 2 A MNBUMN I KL OSKENC M B A @3 2 SNE OBUY & o
Wz kv, 2XBEMEAEE T 1 7 A (National Shellfish Sanitation Program : NSSP)
BEMLTND, 20707 T MIIESE, BB LR CIHRE S L. o, A
7R TE TN END 12D DF = v 7 K GREES O KE DT = » 7 (K|, ISR A
MT 272D hL—HE YT 4 VAT LE) BEFHINATHND,

O BEEEDOU X b
FDA 1, A . MINEERGNCHES 2 BEO®RMZEE U 2 b (Interstate Certified
Shellfish Shippers List : ICSSL) | Z%{TLTC\W5, ZOU X MZix [ HEEZ IR
DBIED I D HEE ] DI STV D00,

@ LkHE¥EfEET v 7T ABNE

KENC A H 2T 5 202X, T OE O HIEO 24 PR 25 K E o NSSP (2
STIETHEM SN TWD Z & 2 KEBUF RS, WEBUFORIZ MOU 23 S /el
UE7e 5720, 2017 4F 2 ARERT, KkE L O T NSSP OFEfEIZRE3 2 MOU % ik
LTWAE - I h 4, FVU, #E =2—Y—J 8 AFvaT, ARTEE
AN GAYAAIEIN

72720, HEElZOW L, [2KH) OBRENDIZ TR TS0, HAD D Ol
A[RETd 5192

189 FDA / National Shellfish Sanitation Program (NSSP) :
http://www.fda.gov/Food/GuidanceRegulation/FederalStateFood Programs/ucm2006754.htm

FDA / NSSP guide for the control of molluscan shellhish: 2015 Revision : https!/www.fda.gov/downloa
ds/Food/GuidanceRegulation/FederalStateFood Programs/UCM505093.pdf

190 FDA / Interstate Certified Shellfish Shippers List(ICSSL) :
http//www.fda.gov/Food/GuidanceRegulation/FederalStateFood Programs/ucm2006753.htm

191 FDA/ Guidance for Industry: HACCP Regulation for Fish and Fishery Products; Questions and An
swers for Guidance to Facilitate the Implementation of a HACCP System in Seafood Processing
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Seafood/ucm176
892.htm

102 JELAR ST [k K K PE A i D BBV MZ DU T
http!//www.mhlw.go.jp/topics/bukyoku/iyaku/syoku-anzen/jigyousya/taibei/1.html
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~E3-7F ZHMEDBAIZET B~

2. JKEEYEM NEEHLHIEE (SIMP)

20184 1 A &LV ReED/KEEY (BJefadd) AREICIMASNDHEITHT 5, WAL
Z 38 U 7o TR G w0l (R 72 & O KERY /i~ Dfefl « & I N FRsR R FF R IO\ T
TE WD T2 K BEW i N4 E (SIMP @ U.S Seafood Import Monitoring Program) KAl
DIFEST AL TN B 195196 197 198 STMP (X, KE OJEZERE BRI EE O BRI & 72 > T D
NI AT =T AERAFE B 200 LS ERIE SN b DO TH Y | #EE -
A5 - EHIFR (TUU : Illegal, Un-reported, Un-regulated) 3 DEEIKD 7= DIZHFE D IKFE
Y (ESefafl) Zxigifimd s L OGP EFZ ED ., RSN b O KEITHA
SINDHZEEBIETHZEEZHME LTV D,

(1) fESefafE L BR800 B

2019 452 AR R CEEAMICIEES N TV DML, 7Vt (Abalone), KVWEPEH 7
(Atlantic Cod), V# VU 7= (KWE¥) (Blue Crab), > 7 (~wt~t) (Dolphinfish),
NE2HH (Groupers), Z 730 = (L v R¥ 7)) (King Crab) . XFEX 7 (Pacific Cod) .
Ly RAF v /R3— (¥ A %) (Red Snappers). 7~ = (Sea Cucumber). ¥ A %H (Sharks).
Tt (Shrimp), AW TF (Swordfish), ~ 7 vl (B FH, ANRF, VA, FNL,
swu~<27nr) (Tunas) ThHD,

BAREZ N ZNUICOWT SIMP OXf5 & 72 5 BARAY e HTS 22— R &R BIZOW Tk
EVEERST (NOAA) EFMHFEIRZER (NMFS) 7Y X FZRF L T 5H201,

(2) NESNDIFRE

SIMP (2B L CREBHFICEE SN DERIZ, BT LEY, ok, ZhboFRI,
HACBET 22 TOREDKREBNEANZ AL LT =4 R—Z LV ThHERE ST — 4
v A7 . (International Trade Data Systems : ITDS) % U, g AE NG T 2 LI

195 NOAA 22 SKIE/KED M AR GIHIEE )
https!//www.iuufishing.noaa.gov/Portals/33/SIMP.FactSheet.Japanese.pdf?ver=2017-10-19-165351-127

196 NOAA K [EZK PEA i N B B 0 BsF 22N ) (SIMP FQA's) -
https://www.iuufishing.noaa.gov/Portals/33/SIMP.ComplianceGuide.Japanese.pdf?ver=2017-10-19-165429-1
73

197 Seafood Import Monitoring Program. Final rule. :
https://www.regulations.gov/document?’D=NOAA-NMFS-2015-0122-0111

198 —ftk AN RSTEHE & — [DKEDMAER T 2 7T LM Fagr

199 Magnuson-Stevens Fishery Conservation and Management Act :
https://www.federalregister.gov/documents/2016/12/09/2016-29324/magnuson-stevens-fishery-conservation-a
nd-management-act-seafood-import-monitoring-program

200 U b [ 21 B KREOKEZRE R L O < D EaL0OB)m)
https!//www.jetro.go.jp/ext_images/jfile/report/07000298/us_mizu.pdf

201 FEED NOAA O =7 ~_X— @ [Harmonized Tariff Schedule Code List] Z#Z M, SIMP O*xl5% & 7225 H
TS 2 — NIELEINDHENH LD T, HARNIEREMKRT LI LREELLY,
https://www.iuufishing.noaa.gov/RecommendationsandActions/yRECOMMENDATION1415/SIMP.aspx
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~E3-7F ZHMEDBAIZET B~

b5,

NOAA |FBJEREAE DAL (SeFh02,208 0 HAGE204200%) 2 AE LTV D,

T E T2 1T PER

- R O Mg L

- IRSEMEDOREML (FFRE n )

- FRERTRE 2 iR 4 (b Ldbiuid)
» BhENt i D4 TR

AR ORISR (E7213085) BIOHREOREIZ., BT 20E BT A #MT 5

WEBRAB L O — FIchlo TR Z ET D, MEEEDAELRWIGAIT, BRREER
B (FAO) ol (723l LR a— FEERT 5 2 LRI TH 5,

® M

(3)

- fafl - FAO OKERI S L OVRZEICEET 218> A7 & (ASFIS) o7 V7 7w |k

3 S = — s

- K& H

- FAD KT

- KGR DOKFEMOIHE - WO EL L OEE

« RIRFE T IR K DK

< UEEOROKGIEIITEEL ONTHEEE) 04

BRI A

- AHL PTE. EE T

- NOAA ViR (NMFS) 233174 5 EEAER HFF e IFTP) &5
SR, L - WREERIC T SRk A RE T D HEEE A D,

- IKEEV DOFE LRI B D IS W (e RATRESR, findr H )

- BT O TALER | FRANTALER, TR BES 2 RisR

Rk PR R A

AT, WARRCHE L2 BRE (2) off#oitiz, EFEAE2I3MEATimAR

202 https!//www.iuufishing.noaa.gov/Portals/33/NMFS_ModelCatchFormrev.pdf?ver=2017-12-07-174538-023
203 https!//www.iuufishing.noaa.gov/Portals/33/SIMP.ModelAggregated CatchForm.7-17.pdf
204 https!//www.iuufishing.noaa.gov/Portals/33/SIMP.ModelCatchCertificate.Japanese.pdf?ver=2017-10-19-1

65216-640

205 https!//www.iuufishing.noaa.gov/Portals/33/SIMP.ModelAggregated CatchForm.Japanese.pdf?ver=2017-1
0-19-165147-187

206 L DT NT 7y F3XFOa—F (3 Alpha Codes) ® U = ~E, T2 URLCY » 7 nglish
TW2, ¢ httpsi//www.iuufishing.noaa.gov/RecommendationsandActions/RECOMMENDATION1415/Final
RuleTraceability.aspx
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https://www.iuufishing.noaa.gov/Portals/33/SIMP%20species%20list_including%20shrimp%20and%20abalone%20rev15May2018.pdf?ver=2018-05-17-164004-123

~E3-7F ZHMEDBAIZET S5~

MO 2R LT e 63, 2v 0, S AET OFEITBWT, AERICHE TS
HE DT LBRITIER B 220,

3. e AT 5B

KENE, 1996 45 H 1 BfHT T=EES| EMAEICKIT 20 I T A DOREICEHT 2.

155 101-162 %) (LLF T« B AW L)) ITkY, meEICH LT, UIHA

HIRETOIRBZNORVHE TOBEEZIT EIREICBIT DU I 4 A ORERGEHEE O

Fhti % ROTW D,

T - h AVEICEES  KEPNF T e R IR T A EEBEIC W T, KETF TR

] A U g 3 BT D RER B ORI TIC R S Bk 6E ) (IS D & AT LT %207,

ZOEFEHIZBWT, EEICGEHERITOM R /G, ko (1) £721% (2) 1Tk

WAFEEZITREIN L FE e LR Th - T, BIROKEREBEFICHYET 2

TEHL STV 5,

(1) BHIC LY BRENTERES - (SN AHHTHETIZ 30 AL EAAREN
DEFEMFEN TEHE SN HDIZRS,)

(2) JigEiEmeEdRERNl (R 39 4 11 A 12 AfHibmEsigE 132 5) &6
5RICHUET 2 2 U ZIREDITF A T o T, SrGaF il L7 e IR 0 S A Kk
DALHEE KR PEMFBSBENC I 1T D HEXIROFHNTH D b D aZ T (LLT THF
ERONTRETFE] LW o,) IZEvipEINT ARy asThze
O  TXOZHREOFTFAIFECET 2B 78 (HAMEEE) | CFRk 28 4 12 J 16

A5V AL 7K AR TS )
@ 2O ZTHEOFTFIFEICET 2B G# (BREREEENIHEER) | CERk 29
1 A 31 BAHT AbiEE K AR )

(AFR) KEPRABIE

0306.16 | M L7ZHD (Z— VR4 —F—2a T RORa— L Ry p—H—7
n—y (7F0Fy s 750 ARUNCENLRRBDED))

0306.17 | W LIZbHD (ZOMDy 2 v TR Tr—)

0306.35 | AEETWHHD, EOLDORVOWK LD (Z3— /L Ry 4 —F—
2V TR RNa— )V Ry p—F—Ta—y (VT rAv 77T K
VS ZIVABD D))

0306.36 | AEEZTWAHHLD, A0 LORUOKHKLIZb D (ZOMD> 2 7k
ONFra—)

207 http!//www.jfa.maff.go.jp/j/kakou/export/USA_shrimp.html
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0306.21 | S (2 TR O a—r (RBRIAD THRHH D))

0306.29 | LS (=2 VTR OTr—r (ZOMDED))
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~E3-8F FNI—/EHZETT SR~

FE3-8F FII—/LEHIZET SR

TV 2 — )VEREHZ DWW T, FD&C IEDIED, 7/ a— ) )VEBEO G EH S, hof
i & BARDIO PRSI ND,

1. W S Dk - BiHljs

7 v a— kL, FDA A @ FD&C 1L Eoffh e L CREOmEA %5%1F 5 (FD&C 1%
201 4 - AR[EVEM 21USC321), Z AU 2 TFoR, BN « BR5E 373800, Bl RE L T,
BT L a— VEIEE (Federal Alcohol Administration Act : FAA Act) (&2 EEM 27USC
211) Ik, MBEEEEY NabiE 5% R (Alcohol and Tobacco Tax and Trade
Bureau : TTB) OH#ifil %2521 %,

TV a— UREHEE TR, T3 —VBEHTE L RAEE (B —L), U A v FREIEO 3 o
I END,

AAEIE, 7V FRICOWTUIT v a— VERIEDO T, UA LR U GEA KRR
27CFR Partd) MM S5, —J. 73— LB KERNIRFEICE L Tt b 5
FL (Federal Liquor Tax) (Z-2WTik, WNERAJT (Internal Revenue Service : IRS) Fft
BOWERA=Z— K (Internal Revenue Code : IRC) (2 XV, HAJEIZE —/L LA UHEH

([F1 27CFR_Part25) 23@EH S5,

2. WWAZEFTRA - HITE T T2

TV 3 — VR & T A K IENC A T 2 1E, TTB 2358479 5 # A7 A (Federal Basic
Importer’s Permit) Zf#A L CWRITHUE7e 6700, £/2, AFOAETF A CIALZD
DUSNDT Vv a— T 2 A L, EET 256 121%, 2 &35 TTB 2338173 5 #Hi5e
7P (Wholesaler’s Basic Permit) Z{RA L T iTnid7Ze 6720y GEFFERISE 27CFR
Partl), 7eds. AT AT & EICETF P IXFRICHFET 5 2 LN TE D, ZOF A IGT
DEMAZEF L, KENICEENSEZFOLERD D,

RE O AZETF FTPEITE T RN A T MBI BIR IR E D 5 iF O BfG- o33
DBGREEAT O MEN D D, ZIDITINCHG BIRES B ICED TRV | EESLHI 9

208 TTB / Ske Resources : https://www.ttb.gov/sake/

Yx b [7va—LicEto B AFRARS L O E A - KEm L] https://www.jetro.go.jp/world/qa/04A-
000972.htm] ML {EEHOEFEHS) 2S5 M,

D bu EBMOKEE - AT, ERT R TRAREE N KTy 7 ~KEfF~] (2018 4£ 3 J1) : httpsi//www.
jetro.go.jp/ext_images/_Reports/02/2018/e6c0d0ebdd040e46/us_reports.pdf

209 TTB / Importing Beverage Alcohol Products into the U.S.:
http!//www.ttb.gov/itd/importing_alcohol.shtml
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~E3-8F FNI—/EHZETT SR~

4.

TV 3 — VRO &> TR D20,

. TV DR & FORN R

KENZT Va3 — VB 2 AT D BRICIE, S AFFAlREORAH A, TTB 2381742 7 ~b
AFRIEMAE (Certificate of Labeling Approval : COLA) ZHuf&G L7227 e, 7
ANEIE, 77 0 FARLREICET 2BERPVEE TR R ST, EH. 3R E
SERIFEEE STV,

AARBEOSGEILT A o OFRTFHE EHBHIE 27CFR Part 4) 2EH S5, F72R508
FHIHIIKRDO LB Th D, BEMOGEITABBEOERRE (A Partb) HNEHIND, 20
L. FCHCFEII A A SRER U, Bl VA AF R0 4+ v DR EDMML ERRT
%o

TEASE (VA 2) OF7-ElE (EFHLAILE 27CFR Part4) |

O7 7 v R4

Q%K. ¥4 7 (HREDOLGAIL sake, BERTOEATE shochu, soju %5)

@7 v a—/VEE ("Alcoholoo %7 YTV NFRER)

@E®AEE (1L TO%HAIE ml #R)

QEFER 1T AEE DLFR, T

O PEERR

DEEEPIMEDLN TV DL EITIE, D04, HLWVITEEREZMEHL TS EEZERT

XE. (H K?@OD@*E\ EEBOREIZ L > TROONDRRNIERD)

@I S BT T RBE DN T OEEEST (TTB BNE D 5 ERI0)

B DA B 212
AL U A ANZHOWTEL, BaRORENHGI SN THD

O Z&BE EAEIHIEE 27CFR Part5.47a)

1.75L, 1.00L. 750ml, 375ml, 200ml, 100ml, 50ml A Y OZZFLISMIKEN Tt
HTERVY,
@ vAr ([F4.72)

3L, 1.5L. 1L, 750ml, 500ml, 375ml, 187ml, 100ml. 50ml A Y OZ&FZFLIA T A

210 TTB / Alcohol Beverage Authorities in United States, Canada, and Puerto Rico:
http://www.tth.gov/wine/state-ABC.shtml

M Y hu [T a— st B AR X O E A - KERAT#EH ) https//www.jetro.go.jp/world/qa/0
4A-000972.htm]  [T1. EFEOFEHH]) L0 [TIL  #AROBH 3. A#D 7L 258,

212 P bu [7va— Bt o B AR X OB E A - KERTEE ) https//www.jetro.go.jp/world/qa/0
4A-000972.html [TV, [zl ol 2. AarOzs EHH
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EN CTHLE TX 720,
7272 L, BAEIZIZ Z OFEHG 238 H S vz GEERIEHIEE 27CFR Part4.70) 728,
HATEIL, 720ml <° 1.8L AV OFZ CARENTILET HZ LN TX 5,

5. Wiz
KENZIE - BER ZEA - e T DICY - - TGRES N A BIAITIE, REL ST T, OB
D@ 28, @QNERAIT (IRS) (T 28 FRIERL, @M, HT7 B IR~
98, 2 ERRH 5,

ORIRLE BB T 8% (Tariff)
g NEFITEE - BEE o AIZH Tz > Tid, BRI X O & W% EIBLEE H K
(Merchandise Processing Fee : MPF) % #Aft L7210 dUE7e H7gv e, X502, iz &
DA DLAITIX, W AEE TP HEREE (Harbor Maintenance Fee : HMF) %l L
TN B, ZAHIIKEE L ZeRES - BB - EEZMHRS (CBP) 2L T
Wh, Eio, BRRIT. K FEBEESZES (USITC) BEEL TV 5,

@EFERL (Federal IRS Exercise Tax)
BiBANERAT (IRS) (b - T, WAy (5 - Bil) 12k 2 NEEZEBLZ i
ABRIZUINT 2, BAREIZE—/LVEFEUBENEA SN D,

O, H15 BHIBEA~ITI 2B, 5E BB
I, H7 BIBRIZERLR L OVE EBLAERNCED TH Y . 1EH - BERICRET 5 8iE Lo
YA L BRI PTIC KL o TH7p B2,

6. FD&C £k fize
KIE A S AV HIEE - BERHEL, FD&C 1EIZ L5 FDA 2WE® 2 HE & Wil 5 LB &

23 Y hu [T a— Vet B AR X O E A - KEMTEH ) https//www.jetro.go.jp/world/qa/0
4A-000972.html [T {EEHOEBA « RN LRL 25,

CBP / Other taxes or fees required to import goods into the U.S., other than duty:
https://help.cbp.gov/app/answers/detail/a_id/810/

TTB / Ske Resources : https://www.tth.gov/sake/

214 U.S. International Trade Commission / Official Harmonized Tariff Schedule:
http!//www.usitc.gov/tata/hts/index.htm

CBP / User Fee : https://help.cbp.gov/app/answers/detail/a_id/334/~/user-fee---merchandise-processing-fee
S

https://help.cbp.gov/app/answers/detail/a_id/283/related/1

215 TTB / Alcohol Beverage Authorities in United States, Canada, and Puerto Rico:
http://www.tth.gov/wine/state-ABC.shtml

26 Y b [T a— st BUHE A SRR X O E A - KERAT#H ) https//www.jetro.go.jp/world/qa/0
4A-000972.html  TTIL #@ARFOHS 2. RAZERICHEREER (AT 01k 228,
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%o, FDAIZ X 2Bl A BRI SV ERY | 7 v 2 — VBN bl S b, il 1,

TV a— Uk s e, RE T D EakiE. FDA ~Ofisk sk (5 4-1 ES ) <o, 6
ABFOERRE (5 42 BER) NLETHD, —FH, b M AR 2 BT R
B o SEESHB LY 227128 U PHIE BB 2 A0 & 52 25 il o 5
E -l (5 2°9 B2MR) ANEMGEERIET 7 T A (F 51 EHMR) Skl AR &

IhTna,
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~FI9E F /G BELIZE T SREH ~

LB SFHRELIZE T SREP7

W

FLIEHFAFL (infant formula) 13, FLIEOREICHERRER ELEMEERFF L TR
ﬂiiﬁ%fcﬁb\ Z DT, FDA ~DXgk, REZEASTM. fLdk. Va3 — VEIZ OV TR

BTSN TND,

1. FLIHRRFLOE #e

FD&C i£Ti%, AHRIAAZ MELRZ2RILE LT, 00k, BFLICERIS, 23
SYBNTEET D201 LT D & LT, LRI ISR - 72857 it & L“Cﬁﬂﬁ‘é %
BRE T2 EFEERT R & LTS (FNES 201 &(2), & R[EE 21USC321(2)) .
F7-. FDA 1%, T#LE) % N2 W AWMEZ#B 2720 E b EERL TS (EFRHHIE 21CFR
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2. AR FFASITLICEE T B 3L
(1) FDA ~D*%§k

¥l '%ﬂﬂ?ﬂ@?t%%ﬁﬁ FLEEULEOBBEMATHREL L5 &4 oEERT, 20
PR, FEPER, LR Z /G L L5 52 Tolist a2 FDA ([D8E L 20T

725720 (FD&C 123% 412 %(c). A#REE 21USC350a(c)) .

(2) AR X OWEE

FLURHRRILZ A, F23—EU Lo B 2MATlRGEL L 9O L3 o REER T, 15
THX%I‘J”%) 90 HATE TIZ, FLIEHRRILOBARAITES, WRSEE O, GMP 2 )IH
FLTHRELTWS Z kODT%aE%?% FDA [ZfRH L7220 nide b7pwy, iz, RAIORGE)
SHGEE TOMIC, BRAIZNEST LT\ Z & 2n 37 & L it a 2+ 2% (FD&C 155

412 5:(0),(d). A%&EE# 21USC350a(c),(d)),

(3) MmEEH

FLEAMRRAL ORIE IRV TE, FlomEEHALETHY . RANCED b g

(audit) CFLEKDOFEMIHED R T IUE 7 B 7wy GEFRIEHIE 21CFR Part106)

217 FDA / Regulations and Information on the Manufacture and Distribution of Infant Formula:

http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/InfantFormula/uc

m136118.htm
218 FDA / Frequently Asked Questions about FDA's Regulation of Infant Formula:
https://www.fda.gov/Food/FoodbornelllnessContaminants/PeopleAtRisk/ucm108079.htm
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NAFT BTSSR OMZ LD RMIT, FD&C % % 2010 TED LN TEY,

219 Full Text of the Food Safety Modernization Act (FSMA)
http!//www.fda.gov/Food/GuidanceRegulation/FSMA/ucm247548.htm

220 21 C.F.R. Part 1 Subpart H
http!//www.ecfr.gov/cgi-bin/text-1dx?SID=4a1cf0d0ed7c0b8cb51bce8918d10897&mc=true&node=sp21.1.1.h&
rgn=div6

221 Questions and Answers Regarding Food Facility Registration (Seventh Edition): Guidance for Indu
stry (2016)

http://www.fda.gov/downloads/Food/GuidanceRegulation/UCM332460.pdf

BRI 2 < HOEM (Q&A) (T : ERIMIT A X 2% (V= F i)
https://www.jetro.go.jp/ext_images/world/n_america/us/foods/pdf/UCM332460_qa.pdf
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222 FDA / What You Need to Know About Registration of Food Facilities; Small Entity Compliance G

uide:
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm

331957.htm
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223 Necessity of the Use of food product Categories in Food Facility Registrations and Updates to Foo
d Product Categories
http!//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm324778. htm
BAMRORRICEM AT T ZHWDIMENVEE BT T OB (2016 ) : EHERAT A X2 (V=
~ B ARGR)

https!//www.jetro.go.jp/ext_images/world/n_america/us/foods/pdf/20170306_6.pdf

224 (Classification of Activities as Harvesting, Packing, Holding, or Manufacturing/Processing for Farms
and Facilities: Guidance for Industry
http://www.fda.gov/downloads/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/UCM5
17575.pdf

B ZUMERR DT= O DVEHEHR -« EER AT A X A% (V= b {ER)
https://www.jetro.go.jp/ext_images/world/n_america/us/foods/pdf/20170302_4.pdf
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- RS U.S. Food and Drug Administration
Food Facility Registration (HFS-681)
5001 Campus Dr.
College Park,, MD 20993
USA
- FAX %% 301-436-2804
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https://www.jetro.go.jp/world/n_america/us/foods/bioterrorism.html FDA / figi A5Gk DOHFHEEIZ OV
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http://www.fda.gov/downloads/Food/GuidanceRegulation/UCM219810.pdf FDA / What You Need to Kno
w about Prior Notice of Imported Food Shipments

http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm
267673.htm
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226 FDA / Sending Food through International Mail - Selected Excerpts from the Prior Notice Interim
Final Rule, Guidance Documents, and Fact Sheets:
http//www.fda.gov/Food/GuidanceRegulation/Imports Exports/Importing/ucm082154.htm#non-commercial
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229 FDA “Frequently Asked Questions on FSMA- Recordkeeping Requirements for High Risk Foods”
http//www.fda.gov/Food/GuidanceRegulation/FSMA/ucm247559.htm
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230 FDA / Federal Register/ Foreign Supplier Verification Programs for Importers of Food for Humans
and Animals Final https://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/UCM502160.pdf
FDA / FSMA Final Rule on Foreign Supplier Verification Programs (FSVP) for Importers of Food for
Humans and Animals : https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm361902.htm

FDA / Final Rule on Foreign Supplier Verification Programs : https://www.fda.gov/downloads/Food/Guid
anceRegulation/FSMA/UCM502160.pdf

FDA / 21U.S.C. Section 384 (a) : https:/www.law.cornell.edu/uscode/text/21/384a

231 FDA / Federal Register/ Compliance Dates for the Final Rule on Foreign Supplier Verification Pro
grams (FSVP) for Importers of Food for Humans and Animals : https:/www.fda.gov/Food/GuidanceReg
ulation/FSMA/ucm503822.htm
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232 FDA / Food Safety Preventive Controls Alliance : https://www.fda.gov/Food/GuidanceRegulation/FSM
Aluecm284406.htm
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233 FDA / 21U.S.C. Section 381 (q) : https://www.law.cornell.edu/uscode/text/21/381
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234 FDA / 21U.S.C. Section 384 (b) : https:/www.law.cornell.edu/uscode/text/21/384b

FDA / FDAs Voluntary Qualified Importer Program / Guidance for Industry : https:/www.fda.gov/dow
nloads/Food/GuidanceRegulation/GuidanceDocumentsRegulatorylnformation/UCM448558.pdf
FDA / Fact Sheet on the Final Guidance for Industry for FDA's Voluntary Qualified Importer Progra
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235 FDA / FSMA Final Rule on Accredited Third-Party Certification : https:/www.fda.gov/Food/Guidanc
eRegulation/FSMA/ucm361903.htm

FDA / Third-Party Certification Body Accreditation for Food Safety Audits: Model Accreditation Stand
ards : Guidance for Industry and FDA Staff : https://www.fda.gov/downloads/Food/GuidanceRegulation/
GuidanceDocumentsRegulatoryInformation/UCM455331.pdf

FDA / 21U.S.C.384(d) : https://www.law.cornell.edu/uscode/text/21/384d

JETRO / S RZeE % T LBAEERITT 25 = EHHORE (KGER) : https//www.jetro.go.jp/ext_images/
world/n_america/us/foods/pdf/fsma_307rule.pdf
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236 FDA / 21U.8.C.384(d) : https://www.law.cornell.edu/uscode/text/21/350k
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F6-1E BRDBAGFAT RE

1. BAFFAT OS5
FD&C ¥ETlE, BMOKE~OEAZIELT 2HANED LN TS, FlziX, ROLGE
WZIT B SO AN R S5,

O VU INAEBEOBREND . ARSI RS T g N T, #RE S &k
SNzt & (FD&C ¥:% 801 4k(a) (A %EEM 21USC381(a))) .,

@ Y UTNAEBREORENG, BEOIRFENSZ OAEERE 2 i3mHEI W TS,
FlRSL T o Lfllrs e s (AL),

@ FrTNABEIREOHRAENS, BRENARELITAYF RSz E (AL, &
AR, RYRRITKO X ITERSNTND,

(a) BMAE (adulterated, FD&C ¥455 402 5 (B [EEM 21USC342))

BT, ROBEIC [RR) LHrhshbd,

() fEREICHER R L KET A (poisonous), F721XHAE (deleterious) 72ME % H O

TV, FEEATHND HO

WAFEEU LD, AHEEIIAERDEDMZ v, BEIEE L, LN %
G BOVFEMAERLEL G I LT, ENTREECBNTERTRNE S
nosbo

(i) 5% (filth) . G (putrid, decomposed) % & A, RHIZHE I 20 H D

Gv) FERAERZRSEMETHE, M, RESNDZ LI, W THERINLTW DS )
L LN E D, HDWVITRFISEEEL LET b LR 0%k

Ff, v =AYV NS = KB E IR EBEMBRENICOWTIE, BAARR &
Wr SN 556 OERPFKITHEATL S LTV D,

(b) 747 R (misbranded, FD&C 1545 403 5 (A 4R[E L 21USC343))

BAE, ROGEIZ IRYERR) EAHREIND,

() FEIIXT D (false). HDWTH B LYY (misleading) FARDEH D

Gi) Blofm4 TlRIESD B D

(i) #ETH LI &L, FETRMDLHER T L TNRNED

) BRFGPARZHODLLTL2HHTIELNL TV S H O (misleading
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container)
(v) & 0T, WAL, RE T DHE DL - EFTCEMRRESOREBIKIT D G
D=

@ @y 27/ (CBT 2R TFRE GF 435 2MH) ZIESFL TR0 E & (FD&C
555 801 4:(a) (AZREEH 21USC381(a) )),

® ShEHEEERGE Y 7 7 T o (5 51 E2I) BAAEfToLE (FL),

® BEOEABMIZOWNWTONEBRFEZITE "FEEAN LA RMBEBIOENK LT
L& (FD&C 5 801 5:(a). (q) (AREEH 21USC381(a)B L 0N ))

@ FDAIC L AWML AL L1~ & X (FD&C 75 807 4:(b) (452 [E 144 21USC384¢(h)) ) .

2. RAhEBEFRE - AR
(1) fdhdBFe - AR OBIZE
K [E A~ DR L E B Tt & AR S ~ORAEIL, FDA & CBP 2379, AT, Fhi& oM
BOMEIILLTDO LB Th 527,

O EAZEFZET, CBP (Zxt L THIAICEIT 2 HEEELZIRH L. A AT aikIciko<HF
ANEAZ1T 9 (5 4-2 TEHBHR) 238,

@ FDA %, FHaf@EF=° CBP I H S ARG N O IEH AT, FDAOa B a—
HUAT AT, RO, ER, #HgR0Z e oY A7 R EOEKNE, A
HOFAMEZEM L T, MEOESRZ W5,

B WANELEOXIG L R EMO%EIL, MAREIER, FDAIZ X 2B L
THIREE SRS (1(2) WMASE] 228),

@ BMAEOMEN2VEE FDA IX CBP 8 X OV AEHZE I BRI EE (May Proceed) |
LIBHT D,

237 FDA / Regulatory Procedures Manual, Chapter 6 (IOM) :
http://www.fda.gov/downloads/ICECI/ComplianceManuals/RegulatoryProceduresManual/UCMO074317.pdf

FDA / Regulatory Procedures Manual, Chapter 9:
http://www.fda.gov/downloads/ICECI/ComplianceManuals/RegulatoryProceduresManual/UCMO074300.pdf
28 Ux b [T BT DR

https://www.jetro.go.jp/world/n_america/us/foods/bioterrorism.html
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~E6-1F REDBAFA-RE~

@ VTR EPMLERGE . FDAFRARELE SIS [ 7@ (The Notice of
FDA Action- Sample collected| #1795, o 7V NSMLEE L OB Z 5 1F 7=t
Adild, AR, W, M ANFEOFE =T EEST Z LT TERY, 72, FDA H
WEZMRT 270 BEHIRSUIN S E T, HED 0 C OIS £ 23880 5T
MOIIBETE 220,

® BRAEOFET, WALPBAETEFHICFEY L TR0 B LESE, FDA I
CBP BX O AZEEZ Iz T J— 2% (The Notice of FDA Action-Released )| %

P

1T,

® BAMPEFITERLX LTS Z & EFRITmAERTFRICEY LTS Z EHB L
ey, FDA [T AEF I TRHiE L e 7 U > 7O FEE@EFA (The Notice of FDA Action-
Detained )| %179, BHNZITEKAENRINTEY , BAEFED FDA IZIEER
AELOFEH 21T o 72 o E LT, FRI10 BN 5255,

@ WAFEEE L, FDA T 25E S AU I Z . FDA OBHIIZHEG SE57200
B2 (RAWFROUED X, TOMOTTR) OFFAl 2 FDA IZHFEL TH LW (Form
FDA-766 S5O E XM ) . T AZESFIIMEERK 7RIS FDA [Z@9 %5, FDA (35BN
RESY T IREEIT O . HDWITIAEEREFIZL 2@ME THRT D,

®., OOFFE E OFER T, WAMPEAEGFHITZY L &Rl S nz546 . FDA
12 CBP 5 X WM A5 25 2%k L TR & S v 7= 23 A AT 8E (Originally Detained and Now
Released) | & O@ENZ1T 9,

@ ©. QOFH & 2RI thbRPBWMAELS FRICHEY T2 & &1X, FDA X CBP BL W
I AEE T3 L T A/ @ % (The Notice of FDA Action- Refused) | #1795, #
ARG & Zp o7z fhlE, CBP O PN ClHAIE LT 90 HLUWIZEEIES LD 0 R
SNRIT UL B 720,

AR & SN oA ITEAE SR S (Import Refusal Report) T A AEK I 5, 29
(2) BANESE (fvR—F - T7F—1)

g NS L3 FDA 73 FDA OG5 HE -l N E B Y B I L, H D E - ik, &%
NEDOREEN TFDA OBHENER L TWA RSz L ZBmETHILETHS,

239 FDA / Import Refusal Report:
http://www.accessdata.fda.gov/scripts/ImportRefusals/ir_months.cfm?LType=C
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N T, TP 7e L O ANRsEE & (Detention Without Physical Examination : DWPE) |
& BRI iﬂé

i NS ORI GEMIT, FDA ICX AT 7 V87 LI, FDA ITX > CTHERY
_Eéjlgﬁéﬂé I NZEIL, FDA DU = 7% A4 N TARI N H20,

g AR AL 23 N (B S S 8 SN A, AL 13 FDA 12X L CHR M ANER
LTCWRWE & ENGET DR 2 B9 5, SLRED 720 OERIT, FDA KR SN-RET
JIECHEM LTV DRI CIToR R TR b3, o, BAITMAEZTOAM LS,
B O T LIZIEE R EEM 21USC801 ([ZHUE S 2 @K OFHHIC LY | IBIERED 7
TlE7e < Jak DL /e & OZ DM OFEILZ - T 5 MER & D550, EK L TOVZRUEG
M % 5 FLhERE CHm T 20 ERH D, ZAHDOFERIC LV ER L TWRNT &R
AESHE, BEIIREND,

g NS ZIX, BIRFRE ORI G L 72 DR EDE - il o ORI DT TV —BEL D
I TS, AIREEERSROEEDO Y A MILy - U XL (Red List) &FEEAL D,
Fio, MABEONRE - I O4EI T I —ORMERETAREETH-TH,

NELGTHfIh WL RMLZE EORMBEEZA LRWEZ FDA IZHGET 5 Z & T, AR
BEOFNE R DGELH D, ZOSNOEFEDY A MIZ Y —2 - URX K (Green List)
el TV RS

AARICBET 2AEE L L IEHINTOVDED, FIZIEFROLDORH 5,

O WHE RS IR IR EITEFHAAE S B EWE I L 515 BT 2 i NS

(Import Alert 99-33) : H A THENHIRE S LTS REIZHAD L O AR, #
OD il 0D s 7 P 41 0D BT 3 6 | i A PR R P Y 1

@ KpEAS HACCP HHICHE S L TV 2RV I B4 Dl A2 45 (Import Alert 16-120)

@ FDA IZ X DR 2R 2404 L= 213 Sl AZE  (Import Alert 99-32)

240 FDA / Import Alerts for a Country/Area:
http!//www.accessdata.fda.gov/cms_ia/country_JP.html
241 Import Alerts:

http//www.fda.gov/ForIndustry/ImportProgram/ActionsEnforcement/ImportAlerts/default.htm
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~F6-2F FDA (LB ERZEEHRDEE~

F6-2F FDAIZLBIERZEEHRDEE

FDA %, FD&C 7554 704 5 (AR E %M 21USC374) (2SS &, kETOMEMICHEEH
DREMBENED B Z T2 L TN N E D NEHET 57212, BRSO/ 5Bk DA% %
ELTWD, = :“C“ci%ﬁ&ﬁ’@%’x’“’\@ﬁ%‘iélob\fﬁ’ﬁﬁﬁ‘éo

FDA KB L, NA AT RISV T FDA D8 SN BN EEER (55 4-1 S HR)
1%, 2016 4= 2 A 4 BIFSUCKIENIC 8 77 8,356 fitigx, KESMZ 21 J7 2,183 fitigx Td - 72242,
2B, HARDOMRRFEIL 14,092 44 TH %,

2011 FITHAL Lo B S 2 i biE s 201 & (FD&C VA5 421 55) (X FDA IZxf L. 2011 4
(2 600, 2012 4F1Z 1,200, 2013 4E1Z 2,400, 2014 4E(T 4,800, 2015 4EiC 9,600 04} [ fifi 7%
BEEITH LHOBBHIT TS

FDA (T k% &2, Jiiigk~0> FDA #4313, &abbiENRLE O 2012 4FLIRE (2011 42 1 A ~
2016 4 3 1 31 H) OEFHZ, 59,879 £ T, o BHARENTHEME S L7z b DA 86%. FHED
K 14% & 72> T D, Bib i AR~ D AT, 2012 XFHFEE 11,432 ££,2013 FHEEE 8,954

. 2014 FHEHE 8,348 {4, 2015 FHMEHIE 8,301 1 & 4RI 1 T WAL THI T
LEEIhD, KERNESETOEREIEIT, KEDK 85%. SMENK 156% Lo Tnd, 4+
E~OBEZEET 1,300 HRATHA 7223, R TEICITE L TH R0,

HARDRIER~DAZLERE, 2012 ZFHEE 53 £, 2013 RFHEE 96 1, 2014 FHEE 112
. 2015 REHFE 64 TH Y | AR BERICHEENMLETH D, AAROE MR ~DfEfH 3
IH (2012 F-LARE) & LT, BAHROMAEY G (Foodborne Biological Hazard) 7344
DK TEIZEDTEY, ZOHRT HHIH#ESSR (OAlofficial Action Indicated) | [H /72
k% LTr (VAI'Voluntary Action Indicated) | & S N7 — R 13K 60% % HHTED |
WKORICHUEE B Z BND,

. BEZOFEFBEE

FDA O#EZT, KEANOASBIEER 6 U CRRRIE U CHIREIZ LICIThh b 28,
HME O£ 5B ERE O A 1L, FDA O THEC B AR 5T D 220 TRIRIICELREZ1T 9
7=, JRAlE U CHERNIiERAIcmmEnsd, @, E1FA—, 77 v 7 A, BEET
1T D, WEZsZ T2 a. afiliX FDA [Zx LT, ED LN HIRNICRHS D A5 %
B2 L7 i uE72 ey,

BN EILIESR 306 5 (FD&C %5 807 25) & FTId, %I@ﬁuu&@ﬁ@%’“@ﬁéé
LA IITEH, EEE EITHEHSMREAN FDA OEEAIES L2546, Uik O/

242 FDA / Registration Statistics :
http://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/ucm236512.htm
243 FDA “New Inspection Classification from 10/1/2008 through 3/31/2016 (2016 4= 4 H %47)
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TKEA~DIAZIES S5, SNEORMBEMEEDS, BELTHE ST D 24 FELIN
BURBIRNIEE SN SHAIEZ OHIRKN) I[CELE2 T LARAVWEA ., Mk i a%44E
BLTE AR INDTEOEBEDPLETH D, FDA 1L, BELES LI ANEM 4 & i NS
(% 6-1 =HM) (B L, FDARREICHEM L T\ 5, EAZEEX, FDA OF —% _—2A
ETHFEENDEEBIZ, A ¥ —Xy FTHARIN, YizbEITKEICRL IR T
2 DO VBEMER D D,

iz, MEEsEka 217 2 FEN 2L, AROZT ANEFHEETHHEL. Wolz Al
NEENFITIND &, ZNEHIBRT 2720 DOREMIE, FHRImETO IR MNRRKEI W28,
PRI K 2 BT 25810 bl x, FIELTEB ZENEE LY,

IR, Y= baBnAFLE, EFA—NITLD FDA 7O OEZEM LD DR TH
5o ZOFEFOLE, A—LDOEH AT FDA BZ2E (KA A 4 iF@fda.hhs.gov) . A4 1%
THEADIFERILE RS TEY | HEFEE HARGEOED RIS N TV,

<FDA DiEFNSL)N 5 D>

oAMENL, KEMFAMERKMF (USFDA) 23V vk, &HEOR B3 T oMt i
ZEHEPTH D LWV ) AALETT, REMPEHICEW - Z L 2RI 5729, FDA
FEFA—, 77 v 7 A BEeaOIEHTE 28EREICRKBMOa B —2%>T
WET, 62, EEOHERS 5 YR (Ministry of Health, Labour and Welfare) (Z
b Z OB 25T L TVET,

oM T DEEETIE, EthiX USFDA FhEct GO/ L OsEs ¥R XS, InT¥EsE, @
YEEEE AENEE FAE¥EE REEE LW Z LT, BOBOEMLSKERNTON
BRI TWD, Lo TVET,

ot L OEOxx LY (&ind:) 75, FD&C EIZE ST 5581013, ’RE/EY—E
ZAEDREEA 2w 7o L TS0 E D & ET 572012, USFDA JRIEDMRAEE I &
WIRAEDNFERMSNET, ZOMEDOKRRT, B KETS T OB 2 EPE L T
WHRENTH Y FEANR, BHOEMLE LTE, B EREPICHIMZERT 50D
T LT, I S KIERR A~ ONEF 3 FERE S AU ARZET . KA NS B
BN DOMRA - IR D7 < THEDAREMER H Y £7,

OARBHDZ L 5 HUNIZ, LTFDO X ) RiFRAERZ L LTREL TS &0
AR FEOWERREED, RO WNNCER, 77 v AEE, BFA—ALT FL A,
< BRRN R EE R T, BUERT, IR, PR IR S OFERT,
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- ARE T HIUL, AR Va2 — L OREICHET D & b o EERM. FHiE¥E,
aiﬁ)o)ﬁzﬁ%/ﬁkko

oF L b DIIE 2 #tk. FDA OMIHIERT, METE R 2GR 5 BARRY 05
Mz FHE 5720, BthEd@EEE Ry £9, BB Z0EE~ORIZEZES, HDH
13 FDA 2 X DAL D Ffi 22 %2 1T A7 & 5 5613, FDA 308 E., MRRERE D HER
WAFET . E 7RI OHE 2 & T R R e 3 2 B RS E 2 FEi 3 2 rIRErED & D
£7,

o B ALAS R b AR PESE A TR OKIERNT O BB O P EE Mt 3EE Th o5 E ., G
TEOARZEA, HERSEER GEREER D, BEWRERT. e, B 77 v 7 AL &
T A=) LTS IZE0,

2. BWE~OXIG
SAEREFDOEE, 1 BEMTZY 3 ERFRE T THEO & LB O &L 13 Thil, 1
DOMIFE~DOELEIT 1 Hb 2 HEDZ L THDH, FDA OANERE DAL, BIBTriall
ToXoiATbh b,

@O FDA 76 OFEEBAICAIE L, LD HEREE1TH,

@ FDAEZEHI KL, BAREEET S,

@ MERXDERINEF LTS Z LR ERENAUL, 2D TEEIIK T LR, %H, FE
itz E#E (Establishment Inspection Report : EIR) 23173415,

@ ICAEAER S B e, iRl BIETE 2HHEICHOWTIZT DS TEET 5,

® ERBAMEHEMEINTZGEIT, ASKTHRDOI —T 1 7 HFZ FDA 25 A% AL
(FDA Form 483) 2317815, MUk —7 4 7 ORRICIE, BEEFICARLRIZON
THBAZRDT-0 . K2, FDA Form 483 T FDA 235/ L7-MMRES O 72T, BEIZY
MR DN IEHE 2 Bl o 72 b ORAS H LT 5 T ED R EMHENE ENTWIULX, 2D F
EEZEICHIATHZ LN TE D,
FDA 483 ¥ TSNt Highiakid, AR 7225 156 HLINIZCE T FDA (ZH
BT HIENHERINTWD, ZOREEICE, BEEFRICEBIN TR, HDHN
XV EREICLVBGES R o 7o & TORIERE &2 FFMICH Lo SCEE T Tidke <,
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~F6-2F FDA (LB ERZEEHRDEE~

EPRRFRO IS FE M L7 E=2 Y 7 IEBONE., FHE, WGEI S/ HACCP sHi#E
HHEU R EEESRONTWD Z EETET 50D ZOLNEND D, %< DA,
FDA Form 483 THfii S 2 MBI, MiZhiix & FDA L 000 &0 2@ L TR S
HTEERD,

FDA Form 483 %1723 < | EHil ECOBMPENST28E Th > Th, NI TOIER
FIHEOB SR EIR ~Fsk S, REIOBELERFICHER SN OFENR S 5720, Aaifid
O FEE (D5E - ) (FEEkICE D, BEHEOREZBICT LI 28D 5,
BEREPETT 5L, HEMFESEEREICHET LT 4 A0y a2, BRI UR
Wesh, BB ASCE R OMEICS O D Z ENEE LYY,

® LMD ORIFESLELZHRPA T3 THD L FDA BT o256813, BE5E
(Warning Letter) < A%45 (import alert) OFHIZEDLZ LB H D,

@ BEEPICRAINZMBESANEDDO TEKRTH 720 FDA Form 483 ~D[AIE N AR+
TR AX, U N ESNESF 2 L QD 2 & AR T 572012, FDA NHAE % 5
fid 52 Endd, BRMEAIMILIES 1075 (FD&C LS 743 55) (525X, FDA i
SMEERR O EZIHR LI EHEZ RIS 5720, KEMNREEACH L TCRERZ23ERT 5
(% 63 L),

3. BWEONE
A TIX, FDA BAEIC X 2R ORI S L OBRREEOREN TOND, BLE
HRLIES 103 RO B MLERFHHORE - £ (5 2-9 HEM) OFRBIEH I THHIE,
ZORBEETT =7 SNDHZ L5, BHATORE TIE, BATOM ERER T (GMP
B 2-1 EBM) BIASF ST DM, DF D ERNZRFEAEEBN TETWEHEMNE I D OHER
MEATOND Z &b, £, i FDA B EHS|~D@E SR DOF = v 7 BT 5,

FDA 1T, EHEFEChi OBMAELRICBN T, LLTFTO X 5 2l a17 9,

CHER OB I WELEBE L, BRNERICET 2% A2 4L U D ATeetE O A 4 #EGE
T5,

- BEOTZO, LWEIGE U TRIEDR S L T OEGZERT 5,

- WEEBICERMT 5,

- fak OFEFIZIS U T, BB AICRE - oY v T VAR 5,

- FREGEE O PIERS L OGEEk, %

ROFIE, Y= buPETTLIZH S FDA £4 (R A —F—) 28T, AR 2
L7-EFEHOBITH %,
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b HEEUTE VT FDA 23R L 7= EH 4

A

TN ORISR DR E[X
fE R O—E

s TR
HACCP it (f:&)
RE A O— &
BRI O s RS
KATFHT X D A ek

T LIV R BREE]

SN N N N N N N

SN N N N N N NN

G Jepattds L OMA LS &
KIE]A) VT RS O A EE, TR A5
R 7 L— I~ D % QLG ]

T AR O i HH FEAE

BMFROGHE
THNTHERTI-ETF =y 7 U R b
WHEBOMHETF =27 U A b
HREREREE O O E

FEoROBHIZ, HLETHLHITHY, EREORMOFEEIC L - Tx, FEREHE,
FIATBMOBEBMLIEL 2D 2 bbb, FIx I, (KERMEE A ORISR CHIUTIK
FAPEE RSSO FDA BIfNZIE > T\ b Z & 2358, KERM HACCP 7'v 77 A%t
5 &7 Dk ChHIVTKERS HACCP FHli% > FDA HHIZHE-> TW\WD Z & and HH

75“2\% k fcﬁéo
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~E 6-3F ZRETDEDDIEZHIEE - KAIIEE - F A~

F63E ENBITOLDORERNEE - BEAHEE - FEH

1. fREAyHE2
(1) %45F (warning letter)

FDA 1%, BMmBIEMAECIAEFT IR LT, E5E (warning letter) 251795 Z &2
T& 5, BEBEIEMRFINTR L, FEAKRT AL R LW ALEMITIEN, KREHED
FEHLAND TAREEIND, FEICL > TE, FDA ITEEZELR LICELH I 20U a— L0k
MfEEZ D2 bbb,

HEEZOBMIL, OKETRE S 2 8&MICKT 2 EZOMADOBITIEHER DR HiLD
ZlERBATAHZ L, QFORMICEMLOH DRI L, ERERZET D200 KA H
LT, TOXEARGL L7-FHRmZ FDA ICRETDLLOKODL L THD, 7272l BEN
KR ZFH U o720 FDA ~OMEE D720 T 25561L, FDA [FFHAMEAE 72 LICIERHE
BOPHEICELZ L3 B D,

20094F 9 A 1 HUARRIC B E 22 - 3ITIX FDA I OXIR &R 2 WE Lk,
MENRIEINZZ ENRO LD, 7213 FDA 12X 2 FHEZ CRIBENRI L 2 L35
DoHivd L, FDAMNBLFETE (closerout letter) NEHILD I LilleoTe, TO5E TEIL,
TOERBEIDMRRL, 58T LIz &\ D GERIC /R 52,

BT G FIL, FICHBUR 238N LA - JIEHRE T # — (Center for Food
and Applied Nutrition) 7537315,

< EOFE H 26>

@O KEOHE A~ Tl AEHE ~OEEFEF (2010 4)

FDA |2 L % ffigthds <. KEERS HACCP 71 77 A fiH (4 3-3 M) ISEK L
TW5 L DOEfi%# =T 7=, HACCP A K74 TlE, HEERy 7 O FIZONT, R
VU X AREEZToOIZHER 38 FELL N TUH L 2 TR band ST 525,
[ TILZ OISR RIT TN e LTEEEICEST, HHOET, HACCP 77 ZH D
tAZ Iy (B GEZEHTLZOOE=F Y VRO MiESE bR Sz,

DO —ATiL, 15 HEBLUNICHISER 2L L7 EFH%Z FDAIZRHT 5 L O I2 & 0ff
RRH Y | YIRS R WS E LIS 20 OBREE LM ECELI LD D

244 FDA / Food Safety Enforcement:
http://www.fda.gov/downloads/NewsEvents/Newsroom/FactSheets/UCM304672.pdf

245 FDA / Inspections, Compliance, Enforcement, and Criminal Investigations / 4-1 - WARNING LETT
ERS :

http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm176870.htm

246 FDA / Inspections, Compliance, Enforcement, and Criminal Investigations / Warning Letters :
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/default.htm
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~E 6-3F ZRETDEDDIEZHIEE - KAIIEE - F A~

L=,
IKEEE G HACCP HHNIZ B W TiE, BiZ HACCP #HENH 203 E 9 M Tlide . #DE
BNEN FDA DED HIEMEICEET HR YO0 E 2 00 L L bl s,

@ KEHNDOEFEEH ~OZEEER] (2011 4F)

Z OEFEEE TIE, RERIER M A RS L Cue, FDA BUHNCE T B ARERE AL & 1T,
pH4.6 UL BT, KOTEMEN 0.85 L0 RESBEBERIC AT LA L WD (—EFIS &
V. 34 ESI), RERMER S A KEICEIL T 2 BE, FDA TRk (Misktkek & ek
BOBGR) Bk & FDA ([C X AHUE TR GRE TR ORGEEER2T TR bRVR, 20
FHITIE, WIETRIZONWT, BEAR L EBR R o7 o, BEERITICE-7, 8
RLOFHIMMIZ LS N D,

Z DI, 30 E ¥ H LINICKHGR 2 FDAIZH_HT 2 X o fERddt S, @bl 7e
TG Z2VGE . BRGSOl NS~ DS O E 2 B0 155 & Sk,

@ KEOREATA RS ~DOEE RS (2011 4F)

KED B DRI ANEZT O = 7 A F Tl (v a v EEBIcx3 5 PR E LT
i BHZE DN TV D Ixx B (FE4) 2 1 A xxx Wy FEERT L2 TaLxsr
0= LN T D L BEDOIFENBR RTINS LRE LTz, FDA |, Zhv b %,
FEAR DS DTRR « 80 « 1R « PREOT-DICHWHEEG TH D Ltk T 5, RYUFER
[Z3EM T 5 LRI LTz,

F72. FDA L, At =7 %4 R T, fAICEAL, Ixx IZFT (rich) |, 'xx DEH
EAEW (high) | (xx 1 EREMSY) SO H 53, rich =° high &0 HiE (&R
FoR) 1T, EEERED 20%L EEEFN T LB AICR> TS bOTHY, Zhdb
RYFRITEYT DL LT,

SEETFDA X, V=7 VA NORMFBRONEZ RLE L, 15 &3 A LNICHHGR &
et 2 KO R L, @t et S AN 22 WIS IEmE G S 21TV MED 2 28 L,

EFEN R T D B F O EMFIZE /~ (high, low, all natural 28) (%X, FDA ©OJ
HIZI > TO RN OLSMIRD SRV DO THEENLETH S (5 2-7ESR),

(2) Va—/VZBET5FheE - Kl

Ua— b, HEEORSHEOBENG, T TIHBmBmL T\, KiDb 8
i A UESES - HIEFESEVRENT 22 L5205, U a—uid, FHlE U THEETSNE TW
AT, ALK - T, FDARUSDARY a—LOEFATHZ b b D,

PUF, FEIZ FDA WEEET HBAICHOWT, U a—LIZBET 2 Fheo_il 2 ffaid 5,
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O Va—1rosE

FDA X, Va— %L F®D 3225 TW5,

i~
EF

GE I AL 21CFR Part7.3(m))

=2 — 3 =7 WEFIT & D e

77 A1
Joa—)uv

BREMOERCERICID E
RpEFRAEESCKEEZ LT E
HE AT REMED H 2 5B ITATh
5bD,

VATZUT « &) YA MFRAL R
YU RXRAE, RiGE 0157, £D %
FRENONLIBMICEEND L
EXTH, 7 LAy (U0 (150ppm
L), Ty i, BB XOH
B, KR OREMFRFIL, AN
A A0 L~V (25ppm LU L) 7oL

75 A1
Ja—)u

ENBEMOBEHASCERZRICEY, —
K72, & 5 WX E SRR [BIE A]
RE 72 R R A 55 A& 2 2 - RTRBME A
HHGAE. B D VITEK R EESS
EORREMENMEWGE ST
b0,

RAKRDECE, LRMETEH D220
HRBHEHAEE, RNV UXZE, /
1Y A VA KRB - R
B KRB EOEW I E

72 21
Joa—u

B MOMEHRERICE D
FEfa® Al 2 Rt MR b
O)O

R, T3, e BMARFORORM
. RERRIENEE D D OFEIRTT A, 72
E

KINHIFBITHY, EERIT—ANA T —2ADHK L 72 %,

@ U a—/LDOFfr s
(1) FDA =oIN O fii A= 4 Jaj~ D i@ 0
U a— L EREZ T, BHEHEF (press release) CHIE~DIEEN (recall
notice) #4179 AT, EHIZ, FDA o#fhls ) =— /L =—5 ¢ x— % — (FDA District Recall
Coordinator) |ZHf&AZ D L HfFE L TW\W5D, a—F 4 x—F —DEEIL, FDA O
=7 YA MR SN TWD, £z, EYZRINOHA Y /I bEE T 2 0ER S 5,
FDA (Z#RHT & EEHIB B ALL 722, FDA 1L, 2 TOEEDHI O AiDBRE ToHh
STh, FTa—T 4 X—F—JHIETHZ LA ROTND,

FDA 13212,

247:State of New York / FOOD RECALLS:
http!//www.agriculture.ny.gov/fs/pdfs/recallbook.pdf
248:FDA / Guidance for Industry: Product Recalls, Including Removals and Corrections :
http://www.fda.gov/Safety/Recalls/IndustryGuidance/ucm129259.htm

FDA / Inspections, Compliance, Enforcement, and Criminal Investigations / Ch.7 - Recall Procedures:
http://www.fda.gov/downloads/ICECI/ComplianceManuals/RegulatoryProceduresManual/UCM074312.pdf
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(@) Pafn4. ET7NES, BMOHH (BMERTRE)

() Wiha—F ®WEE#ETEx5E 5 fl: vy NERIZ2=y bEFRY)

(¢) UV a—3 55t - Bk

(d) FLEZEE DN

(o) EBRLMBICE T AR>SO R

O Va—n3258H, TOERERDIER

(g) fEFfLE DR

(h) Va—rIsRMORE

@) FmIcBET oW (EHERTEE O, IRkoe k)

G) U =z — Lk
U a3 — LERIE T, Y 32— L ORI (B OfEEDER VR, MBEORREITG L,
[N DR R EEEEETETLON INRETETLO0, HFEETETIONERKE).
HEE ORI, V) a— L ONROMERBEETOVWTED D,
B, =a—a—IMYRIE. 7 T ATOEEITEEE £ T, 77 A1 OEEIT/NGE
DET, 77 AN OHAIFTHTEE TEEIROMGIZT S L HEEL TV 5D,

(2) HEFRER
FDA 1%, &P ERR@EFEAEZ KT TAREMAH V. £2, U a— g/
BEDOTFIZWE-TND & XL, B, BERRDEY THY | ERKROFNZZ—T 13
— X —ITHHRTRETHDHE LT D,
FDA 734 HERFTRE LR L TV DIcb b b3, BENSHEREE L)
S0 REGREREE L2, FDA N HGEREE2ITH, FDARREEL LY 22—
ND—ERILT = 7 A NI ST 52,

(3) U 2 — L DT
WL, UV a— AR THSTeraf i, Zivd a—7 43— F —ZRET 24
Fnd 5, HROWEIL, HEEN Y 2 —/ViBMEZ T CTERE L, ZOERIIHE - o) %
IZOWTITHIMERH Y . ZOHEIZHONTE, 2—T 4 x—F¥—LvEbh5 FDA R
£t [Methods for Conduction Recall Effectiveness Checks | (25 &1 TU 5250,

@ WHETREXELOBGIIE (Reportable Food Registry : RFR)
RFR 3. MEDODHFZEZ K 57201 2007 FFITEA Sz, FDA AEMARRD/NZ —

249 . FDA / Recalls, Market Withdrawals, & Safety Alerts:
http//www.fda.gov/Safety/Recalls/default.htm
250 FDA / Inspections, Compliance, Enforcement, and Criminal Investigations / Ch.7 - Recall Procedur

est http//www.fda.gov/downloads/ICECI/ComplianceManuals/RegulatoryProceduresManual/UCM074312.p
df
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VERBIRT AT DA TH D251, BEOMHARCERICL Y . BERAREELAESCEL LT
ST AR REMN H AEES . E1E (FDAITHZEEE L) I LT RFROA Y 5
A VAT LEESTFDA ~EE2THZ L2 ROTND,

@ FHEWY a—L - E@HBY 2—1
() BHHY 2—L
KRR IIALITHRIA (infant formula) Toh 5, FLITHMBAL REHH VIR
WERTHH-T, b hORBEIC) 27 %2 KIFT & FDA NGB D L & | 1ZHBEMNIC) 2—
W LT IR B2, ZOBEOFR & Cms FIEZE L, HANCED N TND (A%
[Ey£ 4l 21USC350ale, ), #HFHIHIEE 21CFR Part107 SubpartE),

(b) BRI Y 72—
2011 FFEITHRAL L7 B2 RTRIKIEIZ 10 . FDA IO D A RA A Y I, FE
AR L THEE A LIEDR U a— L SELHEREZ G2 7, BfEA (FDA L2856 L 7o ik
N MRPEICERAREERGE O b 72 DI RRENED H D A OW T, B ERICY =
— Loz 0 BHEIEIE L22WEG . FDA 13EE O RIRHE 172 &2 5+ 2% 2 & 8
TE 5 (BMLEMBIES 206 4. A REEH 21USC3500),

® USDAFEERMIZOWVWTDY a—/L
USDA NEHET LB THDIEN - FE AR (BLOZOMTR) , IIRLEIC OV T,
FDA EfEf i LR, FAIE LTV a—/ 3 iliofhELRm 21T 5 SN H M
THob0E LTS, TOFEMIEIUSDA Ov =74 MIHEH STV DH2oe,

2. {EAUHEE
(1) TBUC L A& (administrative detention)

ITBUZ L2 EIX. FDA R AR LIRS E RSN RBL A TS Tl T 52 & 2Pl L,
RO ZHRT DT DICRO DNIATEFER TH DH, 20 FDA OHERIZ, A 4T
HIEIZ LD BEAS, BnEeibiEIc L0 bz, oA, ETEAILE 21CFR
Part1 Subpart K TED ST 5258,

251 FDA / Reportable Food Registry for Industry:

http://www.fda.gov/Food/Compliance Enforcement/RFR/default.htm

252 USDA FSIS / FSIS Food Recalls:
http!//www.fsis.usda.gov/wps/portal/fsis/topics/food-safety-education/get-answers/food-safety-fact-sheets/prod
uction-and-inspection/fsis-food-recalls/fsis-food-recalls

23 Uz hr [N AT BT DR
https://www.jetro.go.jp/world/n_america/us/foods/bioterrorism.html

FDA / What You Need to Know About Administrative Detention of Foods :
http!//www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm
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ANA FT w303 5k K VRS ATRIIESS 207 5kIZ L o THIE S 7z FD&C £ 304

%) (A&EE 210USC334(h)) (2H-3% . FDA OFTECE £ 72 13HERZ2 74 5 % O oKk
B, BROBELITHOERIC, BMNP AR (adulterated) ThH D, FITAHER
(misbranded) S CW5 E{5F LAHICREDHBNH HHAI2IT, 4i% FDA OITEE £7-21%
HERAZGT 52 OMOIMEIL. UEEMOBEMDTEFHKTLIENTE D, HEMTEXHE
L7211, FDA XV HESNGITE LORMEDO F CHAMLZRE LTI b0,

MAEOFLIL, BRODEPILTCWDGEITOMAE, #¥EE, HYREA, BHOMEIC
TSN D, £7- FDA 75, HMEOWIEBPEICH 2 BMITK L m a2 L7cGaicid, &
FRENTWVDMIENE I OFTAH ., REFITH L TREMTOE LARREITSND,

72%. USDA MA—thIcEEEL T A RM (FEH - ZEAKW (BLXOEOMLM), Jp
i) 1% FDA I X DR E OGS L SN TWD, £2, BARNICH L TiX, Blo-E
MEFRAS FDA Ik L TR BTV D (FD&C 1% 801 5 (AREEI 21USC381(a))),

HEMTOMNGE Lol ilE, WMAZEE, W, MR ANEOHE =I5 EETZLITT
72, E7o. FDA BWREEZMRT 20, BEHRSINS T, BENm L LN ITE
TIIBEBGF L IIBE TE eV, HEMRIZOWTIEL, 30 HABZ 5 Z LIXTERY,

Bl SN B OWTHERIZ (R FFT 2 12, FEm DIk LT, FDA #IXK RIZAIRZ H
LYMYTHIENTE D, AFFEREORG. HEMTEZITAND 2 HUWIZARE LI
TEATH ZENRDOND, ZOMOBLOEAIX, v EZTT-AND 4 AURNICE T Y
VIEROBEMERL, MAEZT NS 10 HUPIIEARRBNL T2 LRTIER 572
Vo FDAIIARARFNLTOHFEND 2 HUWNIZ, KOV HIVTIEFAK 2 e T U o VO S % 1
e, AR TOHGEEND 5 HUNIZ, Mfafkied 2000 T2 &2 0 E LT g
H7ewy GEFAFIFEHIEE 21CFR Partl Subpart K) 254,

(2) ZLMEZ (seizure)

FDA 2L 5Z LS 213, FD&C {EIERT 2 &z i@/ — F 2 LHRT 2720 DR
FHENEHE (civil court action) T, xR ERoT-BMIEL, U SN THEABUFOE L FIC
BN D, ZOKIL, FEIE, HE (BRRMEROMBEZEZIT o725 2 TORGE) . Bk
Bt& L COBFAEI T D,

72 LIS X DIEMFIHICOW TR, A2REEI 210SC334 THEMICEE S T %25,

342588.htm

254 FDA / Inspections, Compliance, Enforcement, and Criminal Investigations / Ch.5 - Administrative
Actions :

http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm176972.htm

FDA / Guidance for Industry: What You Need To Know About Administrative Detention of Foods; Sm
all Entity Compliance Guide:
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodDefense/ucm
342588.htm

255 FDA / Inspections, Compliance, Enforcement, and Criminal Investigations / 6-1-SEIZURE:
http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm176733.htm
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(3) ZULILDm (injunction)

Z LIk maix, FD&C IEITER T D B OINBEEG 251 L2 0 | KIS0 5 IkkE
ZIELTED T 570 ORFFNEHE CH D, £ LILOMmFIEL, RS ALEREEN &
LA, REOEKAMBRKETHENY 2—AMMTONRWEET, o LS 2N
BEHTRWEGEICEmIND (GRELEM 21USC332) 2,

(4) H=FFFE (criminal prosecution)

EER B A E LI25E . ERXOBRENMBERGES ., SMEICERICERK LT DL 5E.
R ELGIESE ZTENLDH DT EPPDL LT, TOTAEZLRD LD & LARWGAEFITIL,
FDA MHFEFFEZITO 2 &b D, 086 . FDA O E#EASE (Office of Criminal
Investigations) TREHUEEDT O, HFEFTFHBEDTFHE & 3D H i 5257,

(5) Miakasko—mEfE Ik

KER M ZEMILIES 102 5 (FD&C 1E5 415 5. A REEM 21USC350d) 1280,
FDA |25 gk S -t N T, #iE, RE ShaRmSA e MBI L ClE KRBT
HLUIEEZ BB T L0 ) GEARBREZ AT 2 L FDA 2 L7256, £ Ok D%
FRIT—WHFILIND Z &Il o7e (B 41 BSM), BERMEIE SRR D> D O/ I8 H
TERUN,

(6) FD&C VE~DERAT A DEFT L OIHE

FD&C 1E~Di&E[X1T# (prohibited acts) %, FIESE 301 5 (AR [EEH 21USC331)
TEHRINTVWD, PIAIIARREBEZIIRLEERROBMOMGIR, Miak B EkIEH OEN %
DETF HID,

Fro. 9 LIERATAICKRT DHENL, FVES 303 5 (A&R[EEH# 21USC333) O F,
ELATAORE GRS ORE ([FE L0V 2 7%) 2L - T, HoES N
EDHITND,

AL BB T AFENCIE, FEIZE 303 @B LN S5, % 303 Sz &
V. FEREOEKATAIC T HMETE LT, 58 301 RICHET 2EKITAZILLIEEIT, 1
LT O G U < ITER R 14220V T 1,000 RVLLFOETE, £72132 O 5 B3Rk
bivd, Flo, WOHEERICS HITERITAZIL LS. b LATERMICTERITA D LL
A AU D KO ERATAZI LI F I, 3L T OEE S L <X 1 5 RALLTF O,
FIITZEOmEBEE B D,

UHUH

-

256 FDA / Inspections, Compliance, Enforcement, and Criminal Investigations / 6-2 - INJUNCTIONS:
http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm176734.htm
257 FDA / Inspections, Compliance, Enforcement, and Criminal Investigations / 6-5 - PROSECUTION:
http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm176738.htm
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(7) INBUFFIZ K 5B 5 B OERAT Ak 2 #E

i A FE i O IKBS T O A SRCIE AT A~ DREE R KON %2 £ 7228 28 AT 21220 T,
FDA BFTE 45, —J7 . MBUFIE, BHEEZINEICERK TS, N THE SRS BME
ITERIIC B E (administrative detention) L7=Y . Jiil « fRGE2 251 L7120 TR E A
LTW5ab,

Frio, Biz# o B2 (REEE LR MITBES) 123, INBURIZ K 58 ZERTFN %
BRGAEN D 5, INBUFIZEMP e ARESCHRITORA Z 5 L TR0 | IEKAM O]
WA FLE IS 7 e W OIS EN 2 0 KT FEF IOV TL, HEATNHEIND
bbb D,

3. FDAIZ X 2 FHE DI

L RIRILIES 107 & (FD&C LS 743 5%) 12XV, FDA X, WARMOFMRA, i
B Rk DA LS, TREINY o — v ALEERIMAEEL 7 1 77 LAOBIMOBRZ, FHED
NIz LizioT,

(1) FDA 23FHEZ BN T 256 OS5 & st 53

B ETILIES 107 SRI2H-S < (FDA 3 FHCE AU T 5 556 O 5t & U 438 1%,
ETNENROERD LEBY ThDH, KESO R FEE R OBELROSE . FHENORIEIL,
NAFT RISV TRER SN KEREA L 225,

FEE 2 BT 2856 (ECISSE g
O | WARMOFAL i A

KENOMERRIZ SO W TR DO BLE . K

T B A% O P AT
@ | BMBEERR O E A ORI DN TILREEEA

EHHR LOMER Y 22— b mzlli | U 2 —/b s 2 IES LRV KIEIN Ofiek

® SELZRVES DEEEB LM AEE
@ EEEEMAEE 0 7T A (BAD | EEEEMAEE 70 7T 28T 5
LiRfkiE 302 55) LIPNE o

(2) FHEEOH

FDA 1%, TECEHEAERE ZLICED D, 2017 2FHEE (2016 4 10 A~2017 49 A)
OFFRETEENT, ENBEOZOEEIE 1 RS20 221 KL KES O3 LTE
IR DBAIE TR 720 285 KL ETED HAL TV 5258,

258 http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm257982.htm
http//www.fda.gov/Food/GuidanceRegulation/FSMA/ucm257982.htm
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FDA 1%, ZOFHE A FZEED FEH - W2 DD T2RERIZS U TIN5 & LTw
%, AARORMBEERZRZ BELET 25613, ELEPKENO FDA FHFT 4 T, 10 K
ML ERATHEIC TR Y fig% & 1~3 BT TEE L% OV 10 R LL B2 TRET S,
ZOETORBNHRIZRVEL EVH, ZORKEICED & BFEKOFTEEHIE L Fric
EDHBEMDN D D, SHANKRFITIEL, A Y ARA ABREGIL, 90 H LAWIZHEE D F715 T FDA
(23 D BN B 5,
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~EZEH~

BEEH

| [v= o]

O V=br DRERMZEBIVECET 2E®R -
https://www.jetro.go.jp/world/n_america/us/foods/fsma/

O V= bw TEMHKEYD - O SRR — 2]
https://www.jetro.go.jp/agriportal/

| [EARRERRR (FDA)]
O HEHEMmEENF (FDA)
http://www.fda.gov/
O KE®R 2RI EE D fFH
http://www.fda.gov/Food/GuidanceRegulation/FSMA/default.htm
O KER MG ED JFE T
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm247548. htm

[EMEEE (USDA)]

O ®EMEHE (USDA)

http://www.usda.gov/wps/portal/usda/usdahome

(34 - BAEOREY A 1]

O &%FEE# (The United States Code: USC) DR (&2 EBUMNHIRIE)
http://www.gpo.gov/fdsys/browse/collectionUScode.action?collectionCode=USCODE

O HHHAIEDHRSE (The Code of Federal Regulations: CFR) (& %[E B =)
http://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&tpl=%2Findex.tpl
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