FDA No.62 (2003.9)

BIOTERRORISM ACT [ ]
12
HHS FDA
i FDA
2003 12 12
60
2001 11 10
DC FDA 1 5
2 1) 2
3) 4)
4
21CFR 1
2002 H 1 JK
2002 1
[PL107-188] FDA
1} 1)
i v FDA
\Y; H (2
i 8
301 315
8303

8305 8306 FDA

8307 J @

FDA

(4)



FDA No.62 (2003.9)

K
@ @

1 2003 29 5 6
21CFR Partl SubpartH 21CFR Part 1 Subpart |
81.225 81.276
81.226 81.277
81.227 81.278
81.230 8§1.285
81.231 81.286 FDA
§1.232 8§1.287
81.233 §1.288
81.234 81.289 FDA
§1.240 §1.290 FDA
81.241 81.291 81.290
81.242 81.292
§1.243 81.293

81.294 1.288(k)
21CFR Part 1 Subpart J 21CFR Part 1 Subpart K
81.326 81.377
81.327 8§1.378 FDA
81.328 81.379 FDA
81.329 8§1.380
§1.328 8§1.381
81.337 81.382
§1.383
81.345 81.384
81.391 ?
§1.351 81.392
81.352 81.393 FDA
&§1.360 81.401
81.361 81.402
81.362 81.403
8§1.363 FDA 81.404
81.368 8§1.405 FDA
§1.406
FDA (http://www.jca-can.or.jp/~fdainfo/)

FDA No.60, 61

19



FDA No.62 (2003.9)

Copyright (c) 2001, Japan Canners Association

21CFR Part 1, Subpart H *
*
FDA
FDA
FDA 24
Form 3537

3

FDA
de minimis
30
FDA
21CFR 108
FAX* *

20



FDA No.62 (2003.9)

21CFR
1970

113 114

21CFR Part 1, Subpart J

Form Apgroval: OBE No, 0910 crxx

FDA

o M Statrment t 8o o
DHHS/FDA - DRAFT FOOD FACILITY REGISTRATION FORM
Date: (MONTHIDAYIYEAR)
Section 1 « TYPE OF REGISTRATION o
5. O DOMESTIC REGISTRATION D FOREIGN REGISTRATION
b L1 IMITIAL REGISTRATION
LI UPDATE OF REGISTRATION INFORMATION
Prervcss tha facilly egistrtion mumber
Chack all thal apply bedcw ared furthar identify changes in he applicablo sections.
O Facisity MamedAddrass Changs Q mmm_ﬂwm‘lm
3 Preferred Malling Addneaa 0 Establishmant Typs Changs
Change
O Parent & Chag 1 Warelouse Storage Typs Change
‘0 Emargency Contact Change 0 Human Feod Product Category Change
O Trade Mams Change 1) Animal Fasd Preduct Category Changs
o Umited States Agent Changs - O Crwner, Dparator, or Agent in Chasge Changs
Foreign G only
Section 2 - FACILITY NAME | ADDRESS INFORMATION
FACRITY NAME:
FACLITY STREET ADDRESS:
I SETATE:
I CODE (POSTAL CODER PROVMCETERRITORT:
COUNTHY ﬁmqhmm.mm;m

FAX MUMBER (I arvalable; i & foregn faoity, indude
Araa K Cramiry Coden)r

E-bbio, ACCHRESS (f sremlabin

Saction 3 - OPTIONAL: PREFERRED MAILING ADDRESS INFORMATION

HamlAddrass Informati |

on thiz section if differsnt from Section 2, Facili

HAME

ADORESS:

Ty STATE:

TP CODE (POSTAL CODEE PROVINCEMERRITORAY: I

COUNTRY.

PRHOME HUMAER [ 3 foreign faciity, include Asea & Country
Codea).

FAX RUMBER (F srewlable; i a foreign faclily, inchade
Area B Cosndry Codesi

E-MAIL ADDHESS:

Farm 3537 (103)

21



FDA No.62 (2003.9)

1)

FAX 2
3
FAX
4
)
GMP HACCP
FDA
2
FDA
4
8
21CFR Part 1, Subpart |
20
H
FDA
5
FDA

22

FAX

FDA

21CFR Part 1, Subpart K

FDA

FDA

30

FDA

10

30



FDA No.62 (2003.9)

12 12
FDA
FDA
FDA
HACCP
FDA
Import Refusal Report
12
FDA
http://www.fda.gov/oc/bioterrorism/bioact.h
tml
4
40
EDA FDA
(http://www.jca-can.or.jp/~fdainfo/)
(003 9 )

23



