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U.S. FOOD AND DRUG ADMINISTRATION

BEOERENS (FDADSHIE)

1RO

(HiPR) BERAREEL DS DI

hi 5% & RIS DiEH# 55

DATE: L2012 - - e |

Send Co Lkd. iy T f T

Aftn: Co Led. I From: FDA/QRADFFIICE

Facilii ; . Office Location; Element Building 12420 Parzlawn Dnve
Padlly adoress: \lepan | Rockville, MD 20857

Phne: ; Fas | Fax Mumber: 301-

E-nall: i E-MAIL: , Efda.hhs.cov

| ) -ﬂ)l‘:_i.a.hha.qn_v__
T vou feil to respand o this netice atter T 2012, vour produets mav be refused entry into the United States.

Dear SinMadam,

This is an official notification that the United States Food and Dirug Admindsmaton (USFD A} will nspect your f‘:;.:ﬂir:- for
complisnee with USFDA requirements. We propose to inspees your faoility at & reasonable tioe and placs, end ina reasonable
ménner anytine fom . L 2015

O records indicate thar your facility is registeved with the USFDA as mamufaciuring, processing, packing, end/or holdmg @ tood, &
that products hendled by vour facility eve shipped 1o the United States (U.8.) for US, commeree, tawely, L
prodacts,

hiEE S SR DR

The inspestion will be condusted by one or mere fmvestigators from the USFDA 1o determdng whether your Seilicy is aperatng i
ascordance with the Food, Dhug ad Cesmetie Ast, regulations set forth in Title 21 of the U.S. Cods of Federal Regularions that are
applicable 10 me producs you produse, and otier laws FDA eafocses, [DA will sondest e mapsction at yous facility dormg niermal
tperating hours when respensible persannel are available to provides FINA with adequats information &a0Ut Your perstions anﬂlemeﬁ
to your processing ind production records. W sxpect that the fazility will be operating during the inspectian 5o hal gur ivestizator
can chaerve production activities.

lease conim fhet the dates we propose for the inspection are acesptable. In addition, pleass provide the following mformation in
YOUT FEsponse:

Contact name, telephons and fax nambers, and email address Tor O [E3poUSTTe §erson 91 your Tnr
Mailing addvess for your compary

Whether an English-speaking stoff member or translator will be present during the imspection

Address of facilifies that mannfasture, process, pack or held food Intendec for shipment to the L.E. |

Adfter we receive your rasponss, we will conmaet You to tequest vour assistance in identifyiug the nearest airpon, hotels, and wansporaton,
Yeu will NOT be responsible for any costs incurred by USFDA relarsd o this inspactian,

I it is mot passihle for vou 1o aceommodate the inspection on the dates we proposs, you must fagmond in writing why this due and e ars
not resanable and proposs a suitable date and time for the imspection.

Frilure 1o reply to this notics before the stated deadling or to unreasonably demy the inspection will be intarpreted 25 arafisal o permit
USFDA to conduer the inspection at your facility, A failure on your part o gecommedate reasonakls inspection caz he nsed by USFDA a3
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- RKEE b RamDRE - ML -
2 - REZIT D TIHOERE
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(F@BRVFBDHNESH

evidensa that your firm is failing to ecmply with FDA regulations, Based on this evidenos, FDA may refise snfry of pour products into the
.-w_ IR - W L1 mﬁ 1 ﬁ 3 e flaad apenyr praduoss :‘-lgﬁi =n IEHE E ”.5 N [{c LirerrEnts.

If wou fail to respond to this matice affer

, 2002, vonr products mav be refused entry into the United States.

[E1Z HABR

- BB SNZHARAC[EZE LIdWEE,
SRR (IERTER U EHE S
WMAFLE 2D AIREMEN S D EDESN
SZEHSNTND,
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FOA ONLINE ACCOUNT

FDA Industry Systems

Login

Existing account holders, enter your account 1D &
password.

Account ID

Pasaword

Under 18 UL5.C. 1004, anyone who makes 5 maferaliy
faize, fictifious, or frsudulent sfsfement fo the LS.
Govemment iz subjec! to criminal penaifiez

O 1 undarstand.

Forgod your password

Mew User

A Create Mew Account

& See Ingtructions O See Tulprals @ Heilp Desk

ADMINISTRATION (OAA)

© System Status

Getting Started

To make submissions to FDA (e.g.. Food Facility Registration, Prior Motice, ete.) you
must first create an actount. Select "Create New Account” towsrds the bottom left side
of this page.

f you already have an account, enter your account ID and password.

WARNING: 'ou are accessing a U.S. Government information system. The system
usage may be monitored, recorded, and subject to audit. Unauthonized use of the
systemn is prohibited and subject to eriminal and civil penalties. Use of the system
indicates consent to monitoring and recording, and anyone using this system espressly
consents to such monitoring and is advised that if such monitoring reveals possible
criminal activity, system personnel may provide the evidence of such manitoring to law
enforcement officials.

Is your computer secure? Before using FDA Industry Systems (FIS), FDA strongly
encourages all users io have current antivirus and antispyware software installed on
your computer o help ensure the privacy of the information being entered.

FD& retains contractors to assist the agency in meintaining its databases. If you get a
call from someone asking sbout your facility and you are concerned about whether the
call is legitimate. get the name and company of the caller, as well as a phone number,
and contact FOA FURLS Help Desk at 1-300-216-7331 to confirm that the caller is
acting on behalf of FOA.
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~BEmb5iHlztE (Food Defense Plan) ~ J;E’Tm

& EmbHilDzs OEFIEREDH & LT, FDAEST—45/~X—X (Food Defense Mitigation Strategies
Database) ZAFRU TLVB, http://www.accessdata.fda.gov/scripts/fooddefensemitigationstrategies/

SBE - RHRIARE(CET 2EmBEOIZSHOEFEEE (4F1)
- IRE Y ,L,\\’Dﬁt)]fdﬁﬁ5 SDEBIZFREIT D EICKD, EEPRIBEDIRIZRDC &
- BREF (CEER E RBOTFINRERZEITD C
- B0 *Hﬁ(;GPS’\A—-’RFIDfd\ c‘:“OD:E_’S’ D>z @R UEYICEIEIT B &,

Mitigation Strategies Database | Refrigerated/Frozen Storage E

= Accompany unauthorized persons (e.g.. visitors, contractors, personnel) to restricied aress

= Clean / sanitize equipment and components periodically {e g, immediately prior to use, sfter maintenance, when security devices are
bresched. following a suspect event)

= Clean / sanitize locations perodically (eg.. immedistely prior fo use, after maintenance, when security devices are breached, following a
suspect event)

= Conduct periodic checks of both vehicle and products during transportstion and prior to loadingfunloading for suspect items (e.g., security
mesasures not present or intsct product and packaging integnty compromised; sbandoned, removed, or retumed items; lacks proper
identificetion; lacks proper documentation)

= Zonduct periodic checks of equipment and components for suspect items and events (e.g., security measures not present or intact packaging
integrity compromised; abandoned, remaoved, or returmed items; lacks proper documentation))

(€] = Conduct random checks of visitors and personnel (e.g., for proper identification, for proper suthorization to access the location or operation)

P"ﬁ- = Imvestigate suspect items and events (=.g., tampering, shutdowns, unscheduled activities and unauthorized personnel and items)

= Keep one operstor with transportstion st 2l times (e.g.. use relay operstors, relief driver, peer-monitoring)

= Maximize visibility of operations, equipment, and locations (e.g., install windows, light adequately, keep area clear of visual obstructions)

= Recognize and report suspect iterms andior events (e g.. security measure not present or intact, product or packaging integrity compromised,
sbandoned itemns, documentsation or identification not displayed or incomect, unauthorized individuals, profocol not followed, suspect behavior)

= Refuse delivery of suspect items (e.g.. security measure not present or intact; product or packaging integrity compromised; schedule/protocol
not followed; improper documentation or identificaton)

= Reguire driver check-ins

- Restrict access of drivers to specified locations

» Restrict access to equipment and controls to authorized personnel

= Restrict acoess to ingredients, products, and cargo to authorized personnel

» Restrict access to location to suthorized personnel

= Restrict accass to openings or access points (e.g., to bins, tanks, vats, portsfvalves, conveyor belt. inspection points, system openings) to
authorized personne

= Restrict access to transport operations to authorized personned

- Restrict operations to suthorized personnel

= Schedule deliveries (e.g., schedule deparfurefarrival time, driver identity, confirm on-time delivery, report scheduls deviation)

= Schedule deliveries using a dedicated trip procedure that schedules stops at well-it and public locations, prohibits unscheduled/unattended
stops, and requires reporting of unscheduled stops

= llza RETI/RFIN fRaden Framianau ldentifinratinnd s cicmilae cocsorte maso e fo sesinidor frenceaencd

QDDD DEFE,F

FD

MSDatabase
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r BmEEM(LES301% SHEMEEREIRET OIS A

O COREMAITE. [IXRTOBRREMAE L, BARIRVRD., SMEMIEEER T O S A(FSVP : Foreign

Supplier Verification Program)Zz®i = BT NUERSIR0N] ELTWLD,
2 FSVPICESHRTNIEIRSIRWEE E UTUATFAZEITSN TS,

1 EDIESFIRLD stk

2. [EEDH

3 AREEEED

4.21FHEE
5.FSVP®DE BV 1 e 594
6. ERMMABZD S TR
7 SLERDIRTE
8.EEDEE

0. BHNURIR

[RA> ]

FSMADRRHAE(CH L THIEL TWBEBESIRICES> TS, H(C [3PE8] TE. )l EHHeEE0RBEa,
b)EHBN X (F0 Y FMRIDBROMBRBRUHR, ONNEHEEEDORRLDRBOTHNLRE. d)TOMDURY(CIE
B MREFIBN S E T 5. Tit. HEEZOMAREICHV TR, CORBNHLTE B LS [CRFzED TH<

WHENHD,

<
# Final Rule for Foreign Supplier Verification Programs (FSVP)
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm361902.htm

& SNEMHEZEEREITOT LDV TORIRFRA

https://www.jetro.go.jp/ext images/world/n _america/us/foods/pdf/fsma 301rule.pdf
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KERREZSHEILECET 1548 JETRO
https://www.jetro.go.jp/world/n_america/us/foods/fsma.html
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https://www.jetro.go.jp/ext _images/world/n_america/us/foods/pdf/fsmal03rule.pdf

EMMEET 2 EMICBI I FHMEBIRIEEICOVTOREMRA (HBEEN

https://www.jetro.go.jp/ext _images/world/n _america/us/foods/pdf/fsmal03rule info rev.pdf
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EEYTZEEECOVTORIEARE
https://www.jetro.go.jp/ext images/world/n america/us/foods/pdf/fsma 105rule.pdf

NEURIEEE BRI OIS MOV TORIRE!
https://www.jetro.go.jp/ext images/world/n _america/us/foods/pdf/fsma 301rule.pdf

SRR =BEEHIECOVTORIRARA!
https://www.jetro.go.jp/ext images/world/n_america/us/foods/pdf/fsma 307rule.pdf
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