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Case Analysis on Food Import Refusal
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Case Analysis on Food Import Refusal

3. (et=34h) SEHEAR| Case Study

iy

oj=29| SHHEAH| Case: 2faid

$12 TR} S EOH|, AIZ S, BRY 0|H[50] E7 A
20184 11¢, = WXt =M= 0|30 XA HIBS 551U, HIEQ| A
X| o0 S AREAS. E5 FF U M7t HI|EX| @42 2fd 2 -0l
(FD&C Act) IV: Food, Section 403(i)(1), (2)0f] 2|7, (1) 21lo]] AlZo| SXI 5
BEH BA| AEOR 71FSHH, (2) AlZ0] 27 0|42 MZ 2 PSR 4L, Z4 M= SA 9l &

oHoF

> 0|22, AE OJoKE SR H(Food, Drug and Cosmetic Act, FD&C Act) Section. 403(i)(1),(2)

http://uscode.house.gov/view.xhtml?req=granuleid:USC—prelim-title2 1-section343&num=0&edition=prelim

oA

oh= XL S M), 2rUZ0 B4 7IXHAR] FUA FH O]7|xHsH S2t HE

20184 118, 20| Tx} 25| 122 0120 XA HIZS SBBGOLY,

THGHR| QX0 ST AREIIS. 2R HOF ! T FHOI A

Section 403(q)0fl ©J74, 2K Ei= BHUO| CHET 22 Y YEIE TSI S B9 B BANEO

2 7053, BpE B7| e (A) 13] A AEe 18] 3y
Tl MR H7[5H0F B), (B) & 2H(~32) L 7E

SHAZN 21=l=HIEH, O|U[E L 7|EH 92

m
d0
12
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LE
sl

> 0|2, 21 CFR 101.15(C)

https://www.gpo.gov/fdsys/pkg/CFR-2012-title21-vol2/pdf/CFR-2012-title21-vol2—-sec101-15.pdf

> 0|2, A, OJOFE SIEHEE H(Food, Drug and Cosmetic Act, FD&C Act) Section. 403(f)
http://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title2 1-section343&num=0&edition=prelim
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http://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section343&num=0&edition=prelim
https://www.gpo.gov/fdsys/pkg/CFR-2012-title21-vol2/pdf/CFR-2012-title21-vol2-sec101-15.pdf
http://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section343&num=0&edition=prelim

Case Analysis on Food Import Refusal

(oh=th) SEHEA| Case Study

oh= &, HIEI2 ~EUN|, B 2t FH Foj= 0|HE7 |51 S2 HE

20184 114, o= E1t HIEF' EYM 222 01500 XA RIZS S0, 2t HES
E HI|SHX| gf0F S HREIR C 101.15(00] =M, 2pdzol T 3 Lot YE= F
7| XH=|010F B, FO{ 0]212] Ef %01% ArE5h= FHZERT AU 07t E & AS. ESH,
g J“'E°I SIX i -2l ME, ooE U 3FHE B(FD&C Act) IV: Food, Section 403(f)oll 1A, 2t

SHAO| 7IXHE T X Chet HEIF SRS FERIXIX] gAHLE UBRI0] 7Y AR Y

—_
471[%1'3'_0I0H* o2 B B BA| AE0E 753

0 !
T

04

> 0|2, 21 CFR 101.15(C)
https://www.gpo.gov/fdsys/pkg/CFR-2012-title21-vol2/pdf/CFR-2012-title21-vol2—sec101-15.pdf

D> O], AIZ O[okE SIAEE H(Food, Drug and Cosmetic Act, FD&C Act) Section. 403(f)

http://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title2 1-section343&num=0&edition=prelim

oj=29] SHHEAH| Case: 1’4

oh= =AhE = EYN, BIIEHR! 2HZ0M HIZEI0 S2 AR

2018 118, oh=2| +4bE F YUMI= OIS0 XA HIZS +=E0IA2 L, MISO0| HIIEXL! 2

20| S AREUS. =8 U HIAYE Mz 13 7Eel AE, AAFE 3 oFUE #(FD&C Act) VIII: Food,
Section 801(a)0ll 2|7, HIZ0| HILEHQI SAM HIZ, it N ZHER= A 2 2L AZEO2 7E5gL
HIZ Ak 23, 2k 5 AX] Ao A2 E= FH|, W S2 MESEHD7IE(GMP) AS mi2tof &

[> 0|, A= OJoF S (Food, Drug and Cosmetic Act, FD&C Act) Section. 801(a)

http://uscode.house.gov/view.xhtml?req=granuleid:USC—prelim-title21-section381&num=0&edition=prelim
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https://www.gpo.gov/fdsys/pkg/CFR-2012-title21-vol2/pdf/CFR-2012-title21-vol2-sec101-15.pdf
http://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section343&num=0&edition=prelim
http://uscode.house.gov/view.xhtml?req=granuleid:USC-prelim-title21-section381&num=0&edition=prelim

Case Analysis on Food Import Refusal

(oh=th) SEHEA| Case Study

E= n|=2e E U EALY| Case: ME0|H]
SIS OIALK} 2ZIK)| USME O]H|Z E3 75

2018 118, 2r=9| QafAt =EYM= OI=0ll XA HIZE +ESIUCL, USAF O[H|Z S H52 5
AZ. 21 CFP Part 1080l =M, HIZHAI= HIA Q! 2HH0IM HES HZ0HK| HUTH=E AS S0
S8 AES FIEHOF . IO H A 2140] 0| 2 4= U= QA4S0 tieh B U HE AIIS o|FXo=
HiEohor . 22Ut sHEHMSE2 2R MFE MESHK| 2201 0= AX|(FDAKE 31 MIZ0| Z4Z0ll SHE
A 5= U= HIIEHR SHUM HIZ, 7HS, ZHEUS 7Hd0] =L THSIH SHE AR AY

> 21 CFP Part 108
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=108&showFR=1
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=108&showFR=1

Case Analysis on Food Import Refusal

3. (et=34h) SEHEAR| Case Study

2018E 118, ot 4SS ME +EYUA 112 L20 XA HIZS +E0IUC L, M+ 7[ZEXIE Ea5H
SHUAREAS. L2 FY-SH AE HVIE 32 74 7IE0 MEH, 712 T HF 7hstH S A=

B2, Mizt == 100,000/g 0|5tC{0F StLt, 3 HIZ 0| A= 170,000/80] HEEAS

D> 2= 2deSy, et Mz 7 1E

http://www.shokukanken.com/item/23

o  ¢=9 SEUHEA| Case: M2

Si SF S0, HZ0A OFZHHIES0| 50 S7 /e

20184 118, 1= SE $EUM= YEO = MY SRE £EIYCL, OFZALIEEO0] 0.095g/kg &
E50 52 AREUS. U SML-EH LS| YREMESISIHFAITHFFCR, The Japan Chemical
Research Foundation)] A1Z H7IE2 A2 7IE(FNY—RROFERERE)N ME™, OFHIESS| J|E}

AIZ0ll Ciet AFZ 7IEXI= 0.030g/kg OI6H. 12{Lt sHiE MFOM 7IEXIE Z1kot 0.095g/kg0l HE
TS

D> 2 SUL-SE MOt AZSRIIRIIHE, AZ H = AR 7IE

https://www.ffcr.or.jp/shokuhin/2018/11/post.html
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https://www.ffcr.or.jp/shokuhin/2018/11/post.html
http://www.shokukanken.com/item/23

Case Analysis on Food Import Refusal

3. (et=34h) SEHEAR| Case Study

B Chote SUHREAR Case: g=2
oF XA S AR SEM|, DEA 0 DE-SIESAMZN01E HER Y S2 AR

2018 114, o= kA U aHAR SEK]| 222 T ZHUEOM[R} ZHET |E +ESIHCL, HZ0A
HISR|QI O R miat-5|=SA|HIZ0f|0|E(Ethyl p-hydroxybenzoate)7t ZtZt 0.016g/kg, 0.024g/kg0| &
EE|0] SHO| HEEUS. CHEE AZECIFH(FDA)S] AF X 3l HZ 2| H(RRAREFAESEL) H18X
AENTIH A B9 U A U RHBEE(ERFNYFERSERREZRIREE)N M2H, oy YL
Hl= A0 271510 HEE A= et

[> CHZHAIZOIOFM(FDA), TAIZ Q1M X! 22| (RAR2FAEIEE) M18Z AZSHIIN ALS el X oA &

TAEZE ), https://law.moj.gov.tw/LawClass/LawContent.aspx?pcode=L 0040084

al SR s+ USRS

Korea Agro-Fisheries & Food Trade Corporation



https://law.moj.gov.tw/LawClass/LawContent.aspx?pcode=L0040084
http://endic.naver.com/enkrEntry.nhn?entryId=30d64af4aedf4da9a6de647f9221e2e0

Food Import Refusal by Country
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Food Import Refusal by Canada
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o =2

LIt 78 S 2 STAT L AI(52)

S22 HE(Health of
HO(ONS = A o= 1 TS
LAOINOL  FHER(KOIR) EREH| A Animats Regutations) D1

SZAAH(Meat Inspection
0= SRS/ 7IEH 7IED ERIESR Al e Et(egulation)p oz
ot ARG T o 7% g2 S22 U7 (Health of

= HE Animals Regulations) 0|&%
et HA D7 |(FHECH, o7t/ o Jjx g2 SFH9H(Meat Inspection
O/ Q=74 / SR o Act and Regulation) O|&4
S22 7™ (Health of
o o= c=x-imTo
2H2 2R B S% Animals Regulations) 0|&%

FHLIC 88 S2H ST T 2 AlI(132d)

=247 H(Health of
Ammals Regulations), Al2&
< H(Plant Protection Act and
Regulations) O|&4

AlSESE(Plant Protectlon

Act and Regulations) OJ&
= NI GRS R ey = SEAAH(Meat Inspection
7|Eh) Act and Regulation) 0|&4
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Food Import Refusal by Canada
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Monitoring on Global Customs Clearance and Regulation

Il. =72 SEHEFNE ZLEHE

O]=3: FDA, HIE}2I D30l CHS! A1F H7kE wd 70

OJ= A/2FX(FDA: Food and Drug Administration)= HIE}ZI D30j| CHSt MEM7IE A S HAE. 0= FAK|
Z82|(uice Products Association)2| ASH7I201| i3t HelS Sl O|F 0TI A=, A7| H|EFLI0 CHEt
100% UUFA 9 F S W Z&2| SHEMFHEZHRDI: Reference Daily Intake)2 22 CHM[SHL
22} 240mL 2 330mg X 100mg22 :Hst

DaAZ3

https:/ /mww federalregister. gov/documents/2018/09/20/2018-20375/food-additives—permitted—for-direct—addition—to-food—
for-human-consumption-vitamin—d3

Ol=: EPA, 228 G20 Lt 59 TH SI8X| THA| HE

=1L

0|= 2F4HESH(EPA: Environmental Protection Agency)2 =2f A& (pesticide chemical formulation)0ilAf
ol7|2 S20| E2d HEC = A8 EH 242 =% TR 518X|0f e HAIE Wit
: 2-propenoic acid, 2-methyl-, polymer with butyl 2-methyl-2—propenoate, butyl 2—-propenoate, N-

(1,1-dimethyl-3-oxobutyl)-2-propenamide, ethenylbenzene, 2—-ethylhexyl 2-propenoate U methyl 2-
methyl-2-propenoate

>&H 23

https://www federalresister. gov/documents/2018/09/26/2018-20969/2—propenoic-acid-2-methvi—polymer-with-butyt-2—
methyl=2—propenoate-butyl-2—-propenoate
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https://www.federalregister.gov/documents/2018/09/20/2018-20375/food-additives-permitted-for-direct-addition-to-food-for-human-consumption-vitamin-d3
https://www.federalregister.gov/documents/2018/09/26/2018-20969/2-propenoic-acid-2-methyl--polymer-with-butyl-2-methyl-2-propenoate-butyl-2-propenoate

Monitoring on Global Customs Clearance and Regulation

Il. =72 SEHEFNE ZLEHE

FHLITE: PMRA, 252 E=20f| Lt S9F |0 TH7 518X 2

FHLHCE 2742 (Health Canada)2] S22 A=(PMRA: Pest Management Regulatory Agency)2 MAISH7|
T{WTO: World Trade Organization)0l E2|EZA|IAEZH|(Trifloxystrobin), HE=Z2t3(Quinclorac), ZA%
(Rimsulfuron), IISAFESE (Pyroxasulfone)ofl Lot Thg SI2X|E HUgt 2t M= U MIS E A0 R 01%*I01I
CHot MIEARE2 517 |2 23 0IM 201 7Hset

2219

- O

\V4
r

Iﬂ'I

2| EEAAEZHI https://bit.ly/2W2TzhN
2=t https://bit.ly/2TYEYCL
ZAFE! https://bit.ly/2W3nBST
OEARSE: https://bit.ly/2AP22wc

ru

LI 25 W, LR S| tiet 5171 AE 24 =5 HE

FHLC HZAS (Health Canada)e %, UI7IE, SUJ7IZE(Whole Wheat Floun), 74 2| HI0[#HZ] HIE
(Unstandardized Bakery Products)0il CHt A& M7t 2%, “Bacillus subtilis RF12029” R ZHEAY -0

2}0A]|(Maltogenic alpha-Amylase)2| AIE S1716H=S AlER A F5(List of Permitted Food Enzymes)S 4
et

> d3
https://www.canada.ca/en/health—-canada/services/food-nutrition/public=involvement=

partnerships/modification-list-permitted—enzymes-maltogenic-alpha—amylase—bacillus—bread-whole-wheat-
unstandardized—bakery-products.html

List of Permitted Food Enzymes
https://www.canada.ca/en/health—-canada/services/food-nutrition/food-safety/food-additives/lists—
permitted/5-enzymes.html
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https://bit.ly/2W2TzhN
https://bit.ly/2TYEYCl
https://bit.ly/2W3nBST
https://bit.ly/2AP22wc
https://www.canada.ca/en/health-canada/services/food-nutrition/public-involvement-partnerships/modification-list-permitted-enzymes-maltogenic-alpha-amylase-bacillus-bread-whole-wheat-unstandardized-bakery-products.html
https://www.canada.ca/en/health-canada/services/food-nutrition/food-safety/food-additives/lists-permitted/5-enzymes.html
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http://www.foodstandards.gov.au/code/proposals/Pages/P1046.aspx
http://www.foodstandards.gov.au/code/applications/Pages/A1137.aspx
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https://www.foodnavigator.com/Article/2018/11/13/Spain-to-officially-adopt-NutriScore
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https://www.foodnavigator.com/Article/2018/11/13/Spain-to-officially-adopt-NutriScore
https://www.efsa.europa.eu/en/efsajournal/pub/5475
http://news.foodmate.net/2018/11/493946.html
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https://food.chemlinked.com/news/food-news/japan-revises—food-additives—standard
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https://food.chemlinked.com/news/food-news/japan-revises-food-additives-standard
http://law.foodmate.net/show-194398.html
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http://law.foodmate.net/show-194441.html
https://www.fda.gov.tw/TC/newsContent.aspx?cid=5072&id=24412
https://www.fda.gov.tw/TC/newsContent.aspx?cid=5072&id=24413

