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EmDERARES LONKRHEEZHER

RETE—ER. ERORES IIEEFESOIERN

RETIE—ERODRIZTOHER

iz HACCP J'S > DREERPED7DDFIE (7IFR)

RIC. UTF D 7 BERIZHACCP IS > (CEDIAD,
EEEREDINTS (RAIL)

EEEH I (CCP) ZET S (FRI2)
EHE%E (SRR ZHREIS (RAIB)
BEAE (BFZHV>Y) #5H/EITS (RRIG)
ZBIEEBE®RNRETS (RAIS)

WREEAEENE (RAI6)

SROHISER (FRI7)

GRONCNCRC

PEO6eO®O®

____________________________________________________________________

<&E>
¢ FDA : HACCPICDUWL\T
Hazard Analysis & Critical Control Points (HACCP)

¢ JETRO:
20165FEREDRRES - HABIEFIEDR#H HACCPICBEIY 5HI(P.99)
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=

2-4 BERREH(LERTUREOBERR[
BENRERAROMIEIEEDREG T

F EmBEEMEESE 1065

SRNZRRAFAROMLE

(EFHEmERMEIRIASE420%. GREZEHE21U.S.C.3500)

=

BEENCRRNBISRIENBURINE HEERCEERSINBHIC/ LIS NIV EF

EEFODW OVyF) EUTIRIMNDBERZEMRC. TORMODTMEEIR(CHSITDIGIERICD
WTC. BERNRARZRLE I DBENEBML TSN,

o FRAIG SNAATONDBHERE. FEEODHIILINDAS I VREAFOSEHNZZITT. &

MR BRMEROMIENBE DB SEASNTZEDTH D,

HWRERBLUBEBIERA TS 1)

E MBS U TERIBRBREZE UL (FHZEIS5 LIED EFDA BT 5. & JURXID
BEMERNMAL I DERMMINRERD.

INSORMmICE. OFDA AASHRMESSMZHEL CL\SRm CHEEOREVEm®, B
ZFEERQCHSVWTERBERZRITPIVERZED) « ORKEEERCERSNDAIC/UL
52\ FELUTHRIONDIBMZED. FDA (CEFRMRERE MaltRmERE INITL.
HWBE(HMRET DR (FZILI-ILERZR<ETORM) BRERD. FDA NDOEFN
EHMTSNTVRVWEIS )\ TR (SEAN R END.

o AFHIE. 2019 £7 R 26 BLDEAN RSN, NEESIUSHERICDOVTE. £

NENEHZE XD 15, 2FEOBEFHENEITSNTLND, 8dH. ARAIE. PCHF (BRREE
s{b%E5E 103 %) CTEmMEETEIORESE (Subpart C & G) DERRSIMNE D TZKENI TS
W21 - AKSEMHEEAMRERDEDILHITENVETHD.

> BBEORE

FDA (&, HEEmOMFEIBIE(CH T DTS UTERE - BhiEl g D/2s (T, HEsgh'R
EINSTEREES - HRZEDD ZENEHBMHITESNTND, BANICE, RNRAIICEDSE, O
BmPHETEORE RESSHIHRE SN TRROEMBESY) . QEZYU>J. OREHEE.
@FEZFY I OBYIMARE 21TV, 2 TCXE TR I dWENH D,

S IEFARIRDTEERT5 i

FDAR, EBRORE TRAIDIEFINR ZMHRT D,

<&E>
¢ FDA ERNZERAROIE RiEHRA

http://www.fda.gov/Food/GuidanceRegulation/fsma/ucm378628.htm
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HXEZRE#RE(h0)

2-5 EmETE2MEERTUROBEROG
RIAEE CXDINEEMBREEDRIDEE DR
563015
NESHEEEIRIIDO 0D S LADEEH T
(EREERCHRMESE805%. &K EEH21U.5.C.384a)

2 AIRANC KD, NEHRIREERIIT O S A (FSVP : Foreign Supplier Verification Program)h & #5437
BN &(CiRofz. BEARMICIE. MAEEE. BMARRNOPCHFZERL TS E (BREEFTED
RIE - Eif) . QRENMLZEEE(CENL TNDTE. ORBRBIRETRINC E. OFRERRTMNIRETNTL)
RWC EZIREL. REENKRDSND. Bt HEBEFOMAEE (CHVTIE. COREBEAMIETEDL
SICEAZED THWENDD.

2 NEMHEEEIRIDEEDORBENRE

BREOWRE (L. LTOWITNNCEZHITDIETHD.

O HEEROKXEAERFCSITIEERMOKEMBERUAEIZA

@ ONMVRWVNEE, SZEROKXEAERFCSITDINERESE. £LIETADOKERIBALZ(IAERE

RB. ROBGICDWTCERRINEBESND T E.

B DIEM HEONE

JKEEY) HACCP, =1 —X HACCP O35 A .
DEFHTOHTREZDER
KBRS R . WEMRBEICEAL TOMHEEFHE L TDIRL
EEAEIRECEDEHEINIRESE . EERS
BE (TTB) MFFINARERT7)LI—)LERE
3T - FHMEvEAHEDBEN TOEHA SN |« BRAVNGIRGEEERUEBD TR ARICIKRSE - MiBING
ZEM WC EHEBHERME LT, FDA hEAEHSOERAERI

EABRS

> BEBEORE

« FSVP OZMH(E, (1)EmBIHHEEEDEDIETIRORDOL Ea1—. 2)eEDI. (3)HHaEEIRIDEE.
(4)ZEEE. (5)MAROWMAZEBNFE. (6)FSVP OEHNZHEIE. (7)kiFxRFESND.
[RA> ]

o (QBEDITIE. BEDIFE - RS IUBENRE ULBEDOEERE MmN RkOSN TS,
a) WEE (QI : Qualified Individual) : EMTEERETEIDRE. BEDFRATFIHEIRDZH MR,
STEETINROIREDEEDET - BB (E FHEEEIEENTOINEN DD,

GREEEENTlE. UTFhkdBEND,
A)NEHREEEDIRBER (BEDMOER., RBEANVE SHIESNIEES)
b)Y ZE/Z (O MR DOE DRI S KUER
C)NMNEMHEEBE DEMBZRELIFOTEIANIRAR
d)ZDAtdU X0 (NG U 2B IR EFIE
(HZREBETIE. UTHhkdEND,
A)BHhMA T IERICEAL TCOEERER
b)Y AR FEZ(IAERRDERFE
CELIRZIEBEFAFELRE)
d)BHEMNRE UTEFSVPAIART21I5E . AR EE3FE(C1EFFSVPOBMEZITS 2 &
TDfth, ERMRTF (RIR2FER]) YFSVPEIMEBE YU FOARBEEEFHILETND,

& FDA E MCEHYIOEETIEMDBEA ([CHITINEHBESRIIT OIS L REHRA
FSMA Final Rule on Foreign Supplier Verification Programs (FSVP) for Importers of Food for Humans
and Animals
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STEP2 > STEP3 > STEP4 > STEP5 ) STEP6 >
3-1 EBEZEODERHBM

> SaELN
FDAOBR(INEDERBEEERDIHFE (L. RElE U TERICGBNEIND, @ (BX. /(3
X) (. E-mail. FAX. BME/RETITNHND.
E-maildDizE : ZH A USFDAForeignFoodInspectionPlanning@fda.hhs.gov

4% : [TUSFDA Notification of Inspection |

. BRBNESHELES, BONCEBRASERRL. STISEHRN GBESEMNN) SRETS.

- BEEAEFDAOBEEAANS TR, FDAOSHFHEUHSEKMAETNTL D, FDADOSEFEIEY
(. F(ICHEEREFASEF CDVWTHERZITD. TOERARAFEN I AHFEFIC DUV TIIFDAD
d—F 4 R—F—EFENDIEHE (E(TKEAN) EABLTHLS, ZDE, ERICKSHT DFDA
DERENETEITD (BRENMETEITDE. FDANSERERDEENHD) .

<EEBAE (CHEE SN D ELRE>

- st%. BiRMERERr. B|EES. FAXES. E-mail7 FLX &L, ERNKREm CREM
(TR RHMROFDAZRHFTIY) « BEFEHRM. 1iE¥a;zﬂl #EERE, TEREKE UST—>1>
boIEHR. BEREF(CEERN %R "C%%b‘&jb‘ BHEE - &REIR - &REFDOIRTILOWHRE
°Ef‘—j'?sﬁﬁ[lt;&htﬁ@%ﬁlﬁﬁ%)\bé’d%jj Ab‘mﬁéhéb‘ RAEHD,

P@mii @

FDAN'S DB %= BiE & 7LV zsd, FDAICEERL CTUL\ D EmAE R DER.
E-mail 7 RL X, FAXESEFZSRICHRELTHL, £, Bt IiRES.
d>HILE > REMUITUTERZITO TL\BRBEE. [BIREEHNARR(CAE
Na3&LS5. BENSER - HRZITD. ZENDDIHSE60HUANICEET B,
FDANSDEEERZEELTUESHAELT, HADIBHEENRDD., A%
BEE LU CTUOVRVVESHE-mailZiE L CTUE DT —AT, EiFxa 1T UIEIEER
EENFDANSDEEZRE LI T —AEEHDIcH. BHTEEZRIEL.
FEEBRERZETIDIHEE. EBEDOEEHZSERICHERL THBEND
3, IHEENER I BIH5E(EE-mail )7 RL AEFEETRERZLEEEIT D,

WX E-mail N BEIM (OREE A — )L EFRHSNVRNK DT, AX—=ILY T hDEETE
ZERICHERLUTH L,

BAZZELURLES. LIEHREEZL. wIHIRNISRIET D. XHIRA(CIR
EURWEEFDANSAERZIEEUIEBD ERREN, BMAFILIBEDRNRE
D53,
KERIFEEBARCODHEE DN SEEHTEORBNMNRAVNGE (L. DS
ZU. FDADIMESERZHIPR T D, 22U, E=ENFDADIMEEREIRZITL.
LEEmZTITIMA LU CWDIBEEHEHD. [FRKNC, @EMEADELNIHTLSD
AN D BIHE(C(E. BRERITAINETTH D,
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BFESERREE(CO)

STEP2 > STEP3 >  STEPA > STEP5 > STEP6 >

<E 1> FDALSDOEZREEH

[HFFEROBZEEBMEZTC. B>TILEUTER

LL.5. Food and Drug Administration

. .
.@' HERS B SRS DIEIE S
Send to: “MsE SR E 2" Co., Ltd. From: “FDAD—F «# — S — 54", DFFPOI Review

eam Member

Office Location: “B-§3 /5% (P, Japan, XXX-XXXX IOffice Location: 12420 Parklawn Drive, Rm 1018,
Rockville, MD 20857

Fax Number: 081 XXX 300000 Fax Number: +1-301-XXX-XXXX

Tel Number: 081 30000000000 el Number: +1-877-XXX-3000( or +1-301-X0-X00K

USFDAForeignFoodinspectionPlanning@fda.hhs.gov

E-mail: XXXXXXXXXX@XXXXX.co.ip; XXOOXKX @XHXKXK.co.jp IE—MAIL:

TC Whom 1t Uay COHCB"I,

This is an official notification that the United States Food and Drug Administration (U.S.FDA) is planning to conduct an inspection at
your food firm in the near future. In order to make sure you receive this notification, FDA is sending duplicates of this notice to all
contact points available, including email, fax, and/or mail. In addition, we are also notifying your competent authority of this
inspection notice. Our records indicate that your firm is a grower, harvester, processor, manufacturer, d/or
holder of foods under U.S.FDA jurisdiction and that these foods are offered for consumption in the U.S TSRS R RSB DI

2

The inspection will be conducted by an inspector from the U.S.FDA to determine if your firm and your firm’s " S % Ema"
products meet U.S. requirements under the Federal Food, Drug, and Cosmetic Act and, if applicable, the Public Health Service Act.
While it is not necessary that your firm is producing food products for the U.S. market at the time of this inspection, it is our
intention to visit your firm while it is in operation. Firms that demonstrate compliance with applicable U.S. regulations may be
subject to less inspection or sampling when offering food products forimport intothe U.S.

. The firm’s point-of-contact, telephone fax number, and email address, if available.
* The firm’s complete physical and mailing address for farm/packing house, manufacturing site, processing facility and/or holding
P facility.

+ Operation hours, seasonal operations and/or any other issue that may impact the scheduling of this inspection, if applicable.

* Please return the completed Factory Profile attachment

Following your response, FDA's Office of Regulatory Affairs will contact you to coordinate more specific details concerning the
inspection including proposed dates for the inspection.

If you fail to respond to these communications, or do not allow FDA to conduct the inspection, FDA may initiate regulatory actions
against your firm’s products including, where appropriate, increased sampling, refusal of admission, or other regulatory action.

A

If you are not a food producer but you are a broker/exporter of food products to the U.S. please provide your 'S Ema"
supplier’s firm name and contact information (point-of-contact, complete mailing and physical address, telephone, fax, and/or
email).

If you have any questions, you may contact me at +1-877-372-1710/+1-301-796-8402. Please send your response, in English if
possible, in an e-mail to: USFDAForeignFoodinspectionCoordinators@fda.hhs.gov or fax to: +1-301-436-2657.

For more information on the U.S.FDA, please visit our website at www.fda.gov. For additional information on FDA’s Foreign Food

Inspection Program please visit: http://www.fda.gov/Food/ComplianceEnforcement/Inspections/ucm 196386.htm.
2019.11.14DZE KN TIEDFHAFO Work
planner& 78 > TWLWE 9,

Thanks in advance for your cooperation. We look forward to you

“FDAD —F -« 7 —5— 54", DFFPOI Review Team Member

O EREIR EIEHIRNEEDE

- HEERS, B3 FAXES., E-mail” I*‘l/7\ 0 -Eﬁéﬂtﬁﬂﬁﬁﬁh@xb?&b\
- XKE@EFMEERORE - IIT - e - REZITD THOFTE . BHEH (CFDATMEBEZITD
- TIBORERE,. FHRRREARAT>1— )b’&*))&&)éi"@%\%@’l‘%iﬁ = ﬁ“‘tb‘uﬂilzéﬂ_ﬂ\5o
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BFEZIRE#E(h0)

STEP1 m STEP3 > STEP4 > STEPS > STEP6 )
3-2 BAEH

3 HAESZ2DE(R
EOARM., BHFEEIPFY. ERWNRIIZOEEE (TIHR. MEBERFIEEFY) FT. BR(CEITT
DX R Z iR T Do

o WECIHU., BEROBLAPLEREA - e, B T)ILY > RNEICHEKT Do

- EMTEBRE103&MmITUUE. BREETHNERLU/RTNERSRVREFINKE<ED .
MEINSZ TR USNTUVRL, EHOEREFETHD. BHTHICEBEUZIZHE=FI(C
I LU TARLUWLWEDBRZ N DNEREZRIIEHINE ERB,

Pl \(/

- BROMRIF. FDABFRSNCL\DEmMt:Y Chd. FDAIE, &
MEDOPLOWDZET, BERMREMICDOVWTRET D. KEME

ITOEES A > EERNMITORES A>T, EBROTREMEN
BRWEE(E [RAIEAORIES 1 > TIFEERWIRE (ISR,
BB (IFDA(CHEE R U CWL\DE T Ol (CfE < AT
HD. TNUF. MEERAKERIFEMEEEREHL TR (BHTE
FEUTH5I . WITMADR CE=ENExERZTLTLEDT
WD) HZBETERKRTHD.

Pofnt "/

o BIHOEBHIRVES. BBVEHGEOBRBENZVIEE (L. HIE
A(CZDEFDAICEIZE U TCTERL, T2 U, ARICEHmE (T30 Kt
ZITOFENRL, BRORITANZEHR Y 3158 ChDo> CH.
BRIEEEZITHRSNRRVWKS (TEREZIAD .. BRIES EZ(TE
5NdE. VWoTEABAZE (12R—b6 75—, F) PE
ERX (D—=—TL5—-) "RiITNdDE. CNEHEIBRI B8
DOBSEE. FHRESECOIORX MIEE(CKSUVEH, WK%
BHIDISSCHEA. BEEICHIET DRENDD.

GF) MAZEE(E. FDANFDADIISEIEFMABIEESE (CH L. HDE - i,
TEMNSOERREN [FDADIEHITER LU TCWIHNEEET D] CEEBET DINE,
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STEP1 m STEP3 > STEP4 > STEPS > STEP6 )

3-2 BREE (RE)

- BEREICKLDTIE. Hailchseili® (Factory Profile) Y&
TL25E6EHD. TREREIAIUTDESD,

O) *zuﬂﬁi@f &)O)lﬁﬁﬁ%ﬁﬁu

BRER

1.Facility Name

BAE:
1.585%

2.Address of the Main Office or Headquarters(if
different than the manufacturing address)

LEBLEEFCATBOMER (b LEEHAD
FErEEL D50

3. Manufacturing Address(English) include City,
State/Province/Area, Country, Country code or Zip
code

3R N Mg, B, Ea— K E7/idae
O— R EUESEFHROERT (EE

4.Manufacturing Address(Native/Local Language)
include City, State/Province/Area, Country, Country
code or Zip Code

3.8 Hus, E. Ea— FE7-idzp
d— F2ETEESFr0ER (BEE Rt

e
an

5.Using http://www.mapcoordinates.net/en,
what is your Firm’s Manufacturing location :
Latitude: ___ Longitude:____

5. 854 DELEISAT
(http://www.mapcoordinates.net/en % £ i8)

w\E_ . RE_

6. Does the Firm conduct business under any other
name? [J YES [] NO If “Yes” please list:

6. BHIFMDEAFIRTEHEEET->-TWLBED
Oy Oz L [Ew] oifa,
UXMLTLIEE 0,

7.1s the Firm associated with a parent company,
holding company, group organization ,or have
subsidiary or affiliate firms?

1 YES [ NO If “Yes” please list:

7.8, mv—LVT AT hYyR=Z— TI—
7. EIEEXFCEESENH B
OEw Ouwnz L [Ew] oifa,
URFLTLIEE 0,

8. Does the Firm, including all associated companies
and subsidiaries, have over $1,000,000 in annual
sales?

8.BIERH AL E S, BEHOEMT LS
10075 FILZ Z 2 TW B h,

9. Does the Firm have additional manufacturing
location (i.e. farm or additional packing site)?

L1 YES [ NO If “Yes” please list: (Submit a separate
Factory Profile form for each location):

9. 54t E. BlnELEGAT (FIZ 1L
(LEINDOIRSIZRT) Hidd 5 h
W Ouwnwz 1L TEw] oFa.

Big, 7

DX bLTLEEETN, (BERENETNIC
R ERAEZRHELTTEI L, )

10. The manufacturing location is near what major
city?

10. BUE BT EWEELRHIZ E A
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BREE (BZ)

. Facility Contact Information:
i . Telephone number:
ii . E-mail Address:
iii . Website(s)

=)
11. pE3

i . E:
ii .E-mail 7 F L X
ii. 7794k

(7)1_%5'6%%*&

12. What are the DAYS and HOURS of production?
(Ex: M-F 0800-1700)

12. 85E H & SLERFRE I LD A
(] : B ~% 0800-1700)

13. Is your facility in operation the entire year?
(1YES [INO
If “NO”, when is the growing season or
seasonality? Specify months of peak operation:
i . Please describe any issue(s) that may impact
the scheduling of this inspection (Holidays/Planned
Shutdown)

13. B OBREITBBED ?
vy OLnz

HL TWWz ] e £/ =
W oh, £EOE—7BEEBET L &,

i CDBERITY 21— ILICEET BAREED
%)6?5%’& BT B2 & (KB ITHEEF
a

14. Number of full time employees:

14. 72 4 LEEE D

15. Number of Seasonal employees

/\—h— /.

15. ZEIEFEE D

16. Facility size (example-2001)

16. FBER DR T & (f51]-200m)

17. What types of activities are conducted at your
Facility?

[] Ambient Storage [ Refrigerated Storage

[ Frozen Storage [] Manufacturer/Processor

[] Warehouse [] Packer/Repacker

[] Labeler/Relabeler [J Farm [JOther

17. BHOBETIEED L S B & A T OESHNT
HinTWBH

OFaRE O5BERE O5EFRE HO&RE
ST OE O3/ BiRE 07 ~NLEL
/88T OF2% Oz2of

18. Manufactured products /commodities:

[J Cheese ] Low Acid Canned Food (LACF)
[] Acidified Food (AF) L] Grower/Farm

[1 Seafood/HACCP [] Juice/HACCP [ Dietary
Supplements [] Infant Formula [] Others:

18. BLERL R PR

OF—X [EEEEEES OBRECER
O%EHR/ B LKEY, /HACCP [0 21—
R /HACCP ORBHABIES O RRAREYD
F, Oz ot

Low Acid Canned Food (LACF),”Acidified Food (AF)

BEEEERRBEtam

19. Please provide your Food Canning
Establishment(FCE) number if you manufacture LACF
or AF products. FCE Number:

19. EBUYERTIIBYtERERELTWS
e, BaEmaEiER(FCE)ES LA
FCEES -
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BREE (BE)

Dietary Supplements

HARER (BZ)
REMBER

20. Do you manufacture a dietary supplement or
dietary supplement ingredients?

20. REMMBEMCREFMPERARME ZE0E
LTWwsn

If “YES”, Answer the following questions:

HL T3V oBa. ATOEMICEE

i .Do any of the dietary supplements or dietary
supplement ingredients that you manufacture
consist of more than one ingredient?

i BE L TWARBHEBER T ZIEREBFHBIK
PMIBHORERBRTERINTWLSE D

ii . If you manufacture a single ingredient, is it
sold to the consumer without further processing?

i. —DDRERDY L ZEFEEEL TV
A, TNEI ORI Z NG ITHEE TR
TENDD

iii. Do you send a single or blended ingredient to
another firm for further processing or manipulation?

ii. — D FIEERBZI ORI £/-1%
B)FNDLDICHDOEHITEDS D

iv. Do you package, label, or distribute a dietary
supplement manufactured by another firm?

iv. B DR AEE L - REBEFIRR T G,
TR EREET A

V . Do you manufacture a dietary supplement that
is packaged or labeled by another firm?

V. BOEHICk > TEEF/IET RIS
Nr-REEPIERZEET 2N

vi. Is the name of your firm on the label of any
product being shipped to the United States?

Vi. @I ANLCERRENLETHEL T KEHIC
HEEansh

vii. Do you sell your product directly to
consumers?

vii. B mE EEEEE ICIRTT 20

viii. Is your dietary Supplement
manufactured/produced for:
(] Human consumption ] Animal consumption
[ Both

vii. S ORBEBIERIE. #HEFICEEIN
TWahH:
O kb +roEE OmoEEd O WA

Firm Operation

atnFRL— 3

21. What products does your facility process?

2L BHBRIFED L S BRBFZENIL TWLWSE D

22. Enter the manufacturing process the Firm uses
(i.e. canning, freezing, packing/repacking):

2. 2 OBEETEE LA
(), HETRE, AEITRE, e,/ BHRaT
2)

23. Describe your Firm’s manufacturing process (raw
material to finish product):

2. 20 ETE (RE»EBRERET) %
B3

24. Is your facility a vessel (boat/ship)?

24. BFERIIAA (R— k. #) »
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BREE (BE)

25. What is the date and commodity last shipped to
us?

BHA&ER (HE)
ECAEICEE L7-BffEmEmRiE

26. Are you a supplier (do you sell bulk products for
further processing)?

26. EHIIHEEED (R ZMIDIZHD/NIL
JRBAERTEL TWBE D)

27. List Name/Address of any company that provides

manufacturing/processing services for your products.

27. B ERBICH L, 8 NI Y —EXZRM
LTWBAEHIBNIEETZ MEREZEIT L

28. What is the US FDA Food Facility Registration
(FFR) associate with your manufacturing location?

28. B D RLEFEER D FTTERIZBIET I b 7=k
EFDAMEZ E 5% (FFR) &S (L

29. Does your Firm have additional buildings at the
inspectional location?

i . Canyou walk to this building from the
manufacturing address?

ii . Please list activities of each building:

29. EHIZERTRODBGMICI LR IEYARE
LTWah
i BSERALZOERYE TSV TWITSED
i. ZNZNOEY TOFEHRNE=ZET &

30. Has this Firm location been inspected by US FDA
before?
O YEsS OO NO

If “YES”, please provide dates of inspection and
any actions:

30. Z D& DOFEHIE, LUETKEDAICK 2E
RAEZITI-ZEDH DD
vy dunhz

HL NEWw] oFse, BEROHMEALAD
?E%%DEA

31. Has your Firm had any of the following in the
past 3 years?
(] Consumer complaints
[ Recalls
[1YES LI NO

If “YES”, when?

L] Import Alerts

31. Bttid. BEIEMICUTE=R
3
(HEBEI L —L @A
OYa—Jb
iz Oz

HL W] oiFae, Zhnizunon

72 eh'dh

s
= H

Inspection Information

BERFR

32. Contact information for the most responsible
person: i. Name, ii. Title, iii. Phone Number

N.EBLEMEDIEDERKE
i %A, i B il BEES

33. Local point of contact during inspection:
i. Name, ii. Title, iii.  Email Address, iv.
Phone/mobile Cell:

33. BERF DIB Y FEEKL ¢
i, ZET. 0. &EE. i Email 7 KL X iv. B3
=

34. U.S. agent contact information:
i. Name, ii. Title, iii. ~Email Address, iv.
Phone/mobile Cell:

34, KEREA DELKLIER -
i B0 i & i Email 7 KL X iv. BE
E5
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BFEZREEE (O hO)

STEP1 m STEP3 > STEP4 > STEPS > STEP6 >

BREE (BZ)

Inspection Information

BEFER ()
BERFR

35. Will and English speaking staff member or
Interpreter be present during the inspection?
L] YES LINO

If “NO”, what is the official language spoken by
facility personnel and management?

35 BERPICHEBZHZ T D ARy 7138
E5h

Oy Onwnz

HL [WWZ | DIFE, EERIEEE

FEIRAFHERISH

P EBEN

36. What is the best mode of transportation to your
Facility?

36. BN DREDIBEFERIIAICH

37. Is your Facility willing to provide transportation
for the inspector from their hotel to your Facility and
return?

37 EREOENE L B BROEE
ERELTNE D

DIBEFEX

38. Is your Facility willing to provide transportation
for the inspector from the airport to their hotel and
return?

DEALDEEDTEFEREIR

38. BHELLEBERE

HLTLINDD

Additional Information

BINEER

Use this area to add information that would not fit in
designated section (list the question number):

BEanN-tEsv 3y (BEEEZYXEM) IC
UTIEELBWEBINOIBRASONIEZ DR E
BY3

ZTOM, BATPEE FIS—,

HE(CR T DIFImRENMERSND
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BFEZIRE#E(N0)

STEP1 m STEP3 > STEP4 > STEPS > STEP6 )
3-2 BAEH

3 HAESZ2DE(R
EOARM., BHFEEIPFY. ERWNRIIZOEEE (TIHR. MEBERFIEEFY) FT. BR(CEITT
DX R Z iR T Do

o WECIHU., BEROBLAPLEREA - e, B T)ILY > RNEICHEKT Do

- EMTEBRE103&MmITUUE. BREETHNERLU/RTNERSRVREFINKE<ED .
MEINSZ TR USNTUVRL, EHOEREFETHD. BHTHICEBEUZIZHE=FI(C
I LU TARLUWLWEDBRZ N DNEREZRIIEHINE ERB,

Pl \(/

« BROMSK(E. RAINIC(EKERET (CEEZITD CTL\DEMmibsY

THhD. FDAL. BAEZDOPOEDERE T, BERUREGRIICDL
TRET D, KEREITOERSES 1> EERNBETORES A > T,
REFROOEEMENRVGE (L. REIERORES 1> EFTER
RIRE(FRSIRN,
BREHN(EFDA(CHEEREERZ L CL\DE TONE:% (C/a < TJRe N
Hd. TNIE. s ﬁ%lﬁﬁ%ﬁ%wﬁbfmum(ﬁﬁfﬂ
IRUTH B, MITRHADOE TE=ENEEETHFEZLTCLEDT
LWB) BETERKCHD.

POl ¢/

mﬁm%ﬁﬁam% . DBDNIRGEORBNRVNEE(L. HIIR
W(;%O)EFDA(;EK?Z)O U, RICEHE S K 21T
FENRL, BROZITANZEHR I DIHBETHDTH. L\ofE
AEIAZE (A12R—b--T75—b 3F) IRITESN3E. Cn

ZHIBR 9 DzHDIFHE. FHREE COIX MIER(ICKETLE
. WKEEZEHIIBE(ClRX. BEECHTIETINENS D,

GF) MAZEE(E. FDANFDADISEIEFMABIEESE (CH L. HDE - i,
TENSOERREN [FDADEHICER U TCWIHEEET D] CEEBET DINE,
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BFEZIRE#E(N0)

STEP1 m STEP3 > STEP4 > STEPS > STEP6 >

S XEFH(E

- BERABICEOHA RSA2ERRVSH, BEEREPEMEFCK D CTHPRIEENERD. &/,
BREE(CKO T HREEMNERIICUR NTEMSNZD.. SFFERNRVVGEIRENDD. B
RUHZMB(OEDDTZHCE, BHEIINEFICDUT, FDADIBIEE(CEEERIT D E LU,

Rojin e

- BRIHZMBIOESDDEHIC(E. BEOTRNPERNIIVEIEFICDNT,
FDADIEZE (CEEHR T D ELL). BNCE. ARHEFICHEIATRENRET
BT — A, FDALERENERICEMNIAT —REHIC(EHDTesH. BENVETH
Do

BRTZEMCEOFMRAETECE. —f72 [’ [CDWVWTIFCGMPICEDWZER LD
(KEY - L&, KB - B ERmEF(CDWVWTIERIERMERIS D) » H. SBRERTEMLE
103D TLURE. 2019F9R817HZE > TE CORRABSEN T FBEDITS KUFHER
DERMEOEFMTEND LTI (—EEHMERE(LEEHR & L THISNEG D) .
KEDEPIFA L BEOEREMNENSKRBIEBZEEL. FRERTEDDIVEND D, HDE
FCTEAMCEMULERE. UTFURbDESD, BEFRATIE EREEEEHRREORTFERZ
B E(CABE CHEHRB T DS TRIERVD. FDABRRENDHRAERN LT, SAEIEDPET.
BETIERLE(CEATDINEICDNTI(E. RXDEDNH D AN EREME(SED.

<R3 > FDAICK I ERERIENEBRFH [LH77] FSPCAZHY. EETULICES
I —

SHEE - HEE AE. REEH B A—F-REOBBROHEREL TS L.
TiSHE - B BEBEEEEPRIELTH T &
BGERSE - ST b TG gOREOEES T MERBELTHE<Z &,

= 7 5 FHEBOMRERBDHES A VEMITIT TR, FLILS > OREBRBERIEDOIFEN ESNT
EEm, 5 = <
TiFficERm, SRiRiE NBIERECHTS S .

T BRE, MR, PLILSSORE. BEURECEES. HWER. BRORH. RESR
HEBIAE - BEUZH BEOBRSERRT B,

®EIO—Fr—h THATEET 32 TORMA - BETE (BNICHENKEORT Y IE0) EWRTZTL,
TAEHm FHBOEA, (HA%, WE. RE. HEECOREXETHRTZE.

BEUZ b ERMEOREE - RESDELLTH< CERBCHALLI,

ARRLF—AORE FYEBERE (PCQ) HIUTBR. Wb BH. MREEL CEDSHERIOF — L THR

#HEL—=>O DR CGMPORBEML TL\DFHEBARICE T DIHMEDTFRE

fBEEDIRS— b BEBER (CCP) D¥IMRMIN-EEEAERE, RIFMNBIEED THIATEILDEMLTHEZ L.
RiEL TS FIHIEE TOCRER, FUILSSER, GEEE YIS FI—ERE

BHRREOSAIL (RFEEULLEEL) BHSANILTEDRT LIV DRI ENTND D,

UD—)LF—A YI—LFIE KESBEIFENT>TL— b @gE—8, Oy MERER. O
INBIOHEEFIER EZAREL THE <&

EZHVUOEBEN LI ZEERR EMBIOZAZRR. tEHKR. FREBERR. SBRMOLE. FLILSSNLF T Y IRLEE
REWBORIERLR RAEEE. RIEEE, ZUNEZRETHPTEIEMLTHIZ L,

KENDIRFERIE BE120 AOBMEHEE, RSE0CEARES, WhhNMEER

EZH Y IBIUVRBERBEORYMHRIRR ZYUMREE. RRTA MR, BERZEHTEENIREES

Ya-\LIs>
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BFEZIRE#E(N0)

STEP1 m STEP3 > STEP4 > STEPS > STEP6 )

S BERFHE

« BRQTETITIONDZH. FDAFESEMROMR(ICH LT, BERYH(CRETOPOED A EIEE
MR LU TL< D, TR : FIEIDFDANSOEZERNOERKR [35.BRP(CREZFZEDIATY
JEIFERDEDN] (C [Yes] &EFTvITDEEH. BRVVVWEERLUTELRNDOTH
579, HHFDANERZEN TRV ENSH DIz, BARFDORIZ(C(FERT D,

- BEOBERE. FDAMUNFE IS (BERGFDANGIE) HE5. BHHEZFR TIZD. FFID@ER
SHPRBEEDIYILY S MECKIELIZD T DT ENE . FDARIICERRZEFR I D &I
2O TVBDIHFE. BERCFELTLDIMNEDN. BERRIICFDACHER LU TH < &KL, 728, FDA
NFEL I DEERIE, KEATHD (HRATERN) ZENESL ZRMB/ADET U T(CRD
EZDBRILANIVICEENSDDEDT &,

. m‘#ﬁﬁ'ﬁux{ﬁ'TL.:R%?EE@'%%A(;(I ZDE. FDAICERI(CHERL TH < &LV HEZRM
AT HEAE UIzBER T SNzl €5 5.

Pofit &/

- BEmDHR JEI&\ i, HEREE, FPIRQHEEORRERN
WEEIRDTTE, BIRE(FRFEB(TEEL VLD IZIT TR, HEE
DI OREDERMEZEDER T \DEFENKELILD, KT,
HERRE (CIFE T DIHE(E. BRIOHEENEE LR D,

S BEEERAGE

- BEERAUCHLEO TG O—FTAR—F—EDPDEDT, BHEWDIBTITAEFICDNT
BEZERDSN., FHDOUR— hEMEKBESNDZEEHD. BREFFDAGHE FIDERE) .

2 DFa. BREB1ATKRSIDIN KHTFEE (A KEE) ([COVWTTFHHERTD. B
HENTHERNICAET IHECHR. BRED [FER] W [#] O XREZFHHERLTH

<@J:L\ Q
©I[n
{EH__III% fReTimM. BRECTHBEOXDOESY,. BEF
BEDBEEF(CDWVWTIFRREIRRE DA RV, mEBENEDSHZ
T OFDAICHERR L TH S E KLY,
BRE(F. —EORATERDOEN (1T15) ZzE3zs. BENM
9’]’ NI TWLWD, F£feo HRICENTUOLWRVLWERENS L
. BEOZIERZDOP(C(E, BFEHIT (BER) TISA MEE
'\A:)I\jj)l/ (:uﬂ%%) (L_:E)Euu*%%m (J(TFGL/T’T 1:5550
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BFEZIRE#E(N0)

STEP1 m STEP3 > STEP4 > STEPS > STEP6 )

° cGMP/EmE S LENI

« FDADERZEIR CHdEmEE#EE103%(CE1D S cGMP(current Good Manufacture Practice)
PFHEBEADEMNI TR THNL, FBRICHEE T DRENDD.

« MDIFSERICKDTIF21CFR117 BT /){— KB (cGMP) FHI(CHNX THRR &R DMMDMREIA HH
N3, HETHERITDIVENHD. HIXIE. KERTHIULSeafood HACCP(21CFR123).
1 —XATHNEZ 1 —AHACCP (21CFR120)A\D#EHL, Fl=REMBIEM(21CFR111)YKEL
MRFEEM(21CFR113) M4 EEM(21CFR114) IR EDMRAIEFEY D,

Polint "/

- BEmEEEILEE. JETRODR—AR—Z(CTHARE TORAER
EZENELU TS,
https://www.jetro.go.jp/world/n_america/us/foods/fsma/

- BRETEFTHEOBEICDNTIE. JETRODAEFL 7R— MOFFIZRA
DR EBEMNER U CERZEDD L\,

S Fr VIR - EEER

« BEBICWUT, BRXEEOF vV ID EREDN) . RIROFDARRZA A —Z UIERAR
ZERMUIANEN, FFICFDARRNISH TDIZE. HETRTRWVWZHICEBRTH D,

Point "/

- FDAEZRME&(IF. BmiEREHRZITD CL\DIETDERECADH]
BEMEN' DD, BERHOREZEFEARN(CHERN, £ T, BREE
ZRITTH SRS DD TIFXEMNEICEDRWVEEEHDTH.
BEREROBEE. ASRENERIMDECTHD.

(2, BREZRITECENMRVNGE, SROERDOEBESPIZg
=323 RENRRET. BEREOHRZELLTLEFST—X
EHD. BRRDDES (X, BERER(CHEIDLEEHDEH. X
L—=X(CHIETEDEMIBETHD.
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BXEZRE#RE(N0)

STEPL >  STEP2 m STEP4 > STEPS > STEP6 >

3-3 BEEHB (FRFHEN)

DA I E—F42D

- FDAOERE (UTF. BRE) HhSEDAENIRRIN. EROENOCEROERBRE S
RO IEGEaDERE&IRICDVWTOHRIENS D,

- BRBEHCEEDSE, JRITH. IRERBEHNERIND.

Point \(?

- BREN. AEAEDIRTRZRE L CWVWDIBEEEHD. TDX
DH%A(‘_(&*} RERD, AH(CFDANSRESNIZEREARA
MNEDIMEZDTZHIETRUTTE DN K.

FDAZ SRS (CERON G DIBEEHDCH. TR T D, R
DOBNEERE (SETIEZAFE I DM EFRNE ERmPITEN
RI2D5E. BERENMIETT DR TERMTONDTH. Eik
S tEH%%ﬁﬁU_CE,—Réﬂﬁc_tBﬁ%o 5 : 21CFR110
(cGMP) —21CFR113 ({KE&M4EERMm)

o XEER
HHEN. THNm. #5511 BEEEL—-)L. BmTsitE B9 35%58
/Tj/\)lx@naiilj\fl@ o)ﬁEuu

Zelinit \{?

FIEEIFFZSSH. ETCOXEETRITILEFRVN, BR
ZRBIEDDITEH. HDIWNWIERE(CGROTEABTENSIRL)
KDICT Dz, BEmTEstE. RFENEIRERREERMEDN
A2 hERBXEF. TEBIREDIFRLTHEL ELKL,
[EMRBIFRR. VUG ORREZSDH. IKEHBBDSNILN
KEFIZ(CEIL TWBIHEEFICHER L TH <,
VUIVGEBIBICBEWTIE. 7ZUILT D REEMpIEXT TR & L/_C\
fEstE, BRFIE. VD—OCHITIERENKROSND. &
élliﬁﬁ; (FERBIET(IRVD, BREDS A \//3\'&\‘5201@@’(9\
BROEBERBEF(CKI DT, ERICTUILT D RENRNSE
SEBACTEBRCENEFE UL,
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BFEZIRE#RE(N0)

STEPL >  STEP2 m STEP4 > STEPS > STEP6 >

°> TN E DR

[TTT] 9=eeo

<THIME>
FEERIE, fE5EE - AAREAL. FERIRAO, HakbO, /ULOMEIRAL, BENESS

EREn
3 X E SMRE. SMVEAF Ty OFIE - SLiFE, SBREZAGFIE - STEFE.
JOULOMRIZATFIE - 5oiFdh. FERMERETFIE - SoidEE
KIRFA T, REECSHARBOMFEREZE & (COBRTHESRRA I DML T
RIREIRULDY. FDABREADHBAERE LT, RUMEPER, MSTRLEIC
B9 3XEECONTIE. RXDEDN G AN ERFABITED.

Reliinit

Gk

« ROBERED DL SHABOOEME, EROSBRE, FEAD
RERCEPOC, REFD, RESOa0ESAOERRR
HRENS.

RS - AREAO. FERIRALO, RakhO

- POTRREEELUT, AIRESTROBE, ERDASOEHE, 163%
B - B - $&EBFOMESE. IMRE(MARS. RIXREZO)ABETD
BIRREIESREND.

JVULOEEEA O
o WAODMEE. MAEBMAROREESDIIRBEENHR SN
50

RRUES
- BmiAE - BMEOREMELZICOVT, #il. HEEE. BR -
ROFEERESFSOERINENHER SND,
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BXEZRE#E(h0)

STEP1 > STEP2 m STEP6

°> HERIBOHER

<HEHR5>
BETUTZANDAEL, RETRER(RRIZA~RIE~ ), RS - iadi. FREE.

1012

HRmEE. REEEDFER. GEIRES

ﬁﬁiﬂgh TIHEE. SHER(A. BER, 8BR). ENBSIUEMZAFIE - 508858,
IXEH BETFIE - 0630, SBIRRTIE - A, LIV SBFIE - iR,
1R AR TFIE - 04348, ST SR
XIS T, A SHHARNEDRFE AT S (COBETHEHREIT DG
THERWVWD., FDARRENADAER S LT, SHEDPRR, RETIEREIC
B9 BANELE(ICDUVTIE, BEXDOEDODH GBS EANTERIGHBIOED,

Relinit

B|ETUFPADAZEO

s REEBBIIREDAEIL-ILERFT VY. FHARFI VY.
FHRUE)DHESR.

s IV —SvIJ—HERESNTUVWRWEZRICTDIIHEDDIN.
O—S —/#HFPABDEYEEAIIRZRIE L CL\DBEZHRATEN
(F. EREZITDTEFRN.

- TIHERALTOFENGTEER (%) I"HEI3FEEEIND.

HETE(FENZA-RE-HFE). BERMHE. BN - RmEE

+ CCPITIETIE. #EFRMOEIRFIBEELFIANMHN <HEZRINB.

o Fflz, EENMNEBEHUTWBEMTIE., EERmDIFTERIORIN
NENEYEEA RSV, AR(CHEZRSINDS,

- BEREERLURRBEBEICHVNTIE. BEEZFZILCMA T, BEL
DO (SEY)REERENMRIENTLB D CBIRMMTERELH) BHER
=Nd.
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EARBEREIN(Ixh0)

STEPL > STEP2 >  STEP3 m STEP5 > STEP6 >

3-4 BEERTR (VO->20=—F1>9)

200205420

. BERENMEEEREDIEBEE. MR T ICRETEIREICDOVTIEZDBETHINT D
CETRIEUEC EICRD, BIEURSES. JO0—->>20=—5F0>0DBTRIEUEE. IR
EURIBE CTHNILIRIZGOR2IEUIEESEZRE S,

BARLME (BRFEIE, MESEE) i'boEBaE. BERRTIIIC, BRiElE (Form
FDA483) h'RIT=Nd. BREHNST Y TENESEE. tEATHRIL. yO0—->>70
E—FA4UTENZRRNASHBICHBES (TS,

ERAE (CRERDPAELNDINE. BRE CHEm M. REFIBOEREERE(ICRAVZ
&, REREIOHCFDAEFR/ICA—ILITD LI (CLHATND,

<B4 > FormFDA483(C X 3 1aHEEIRDEREH

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRLUG ADMINIETRATION

3100 Paint Branch Parkway (HF3-606)

Collega Park, MD  20740-3835
{301} Fax: (301]

Industry Information: www.fda.govw/oc/industry
TR R TITLE S ROREORL T

TO:
TR

€o.,LTID.

T SR B R COU

Japan

This dacumnent Jists o bwvmmmndsbyﬂwﬁ]ﬁwemnﬁ e(}
absery aum wnd do gency 4

ol

action with the ]’DArepruenm:vc( 5) during the inspection or

questions, plesse contact FDA at the phons mumber end address

DURING AN INSPECTION OF YOUR FIRM | OBSERVED:

OBSERVATION 1
Failure to

Specifically, on

OBSERVATION 2
facilities lack . Emglﬁ

Specifically, on Tobserved that : 3 REOMR(ICKDEBE=NE., BEEENFIZES
1’15 KL< BHBIBWEIEICDUVTI(E. FHIESH,

SEE REVERSE
OF THIS PAGE

JONAL OBSERVATIONS

[HFFBEZRMER N S DMt ER
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BFEZIRE#E(h0)

STEPL > STEP2 >  STEP3 m STEP5 >  STEP6

S KK HBEMEBHMICONWTHRI BICI

Point "/

BRTILLHBEHREIE (Observation Summaries) (CDUL\TIE.
FDADR—LR—= (LUF) THIERIGETHD. BERUREMDHTT
D(CETBEPBRAECHE>TSRBLTH < E. FMEMNAEDOT L),

Inspection Observations
http://www.fda.gov/ICECI/Inspections/ucm250720.htm

2 <BE=> BHRARNADMIG @
P @) {E %

BRIEHE (Form FDA483) EZRIREZ(EIR : Establishment
Inspection Report)(d. KEEHRFHZE (Freedom of
Information Act) (CED<FERKRICKDIBRARAEIND.

FDA(Z., (REDHRZHIBRLU CABITDZEICIRD TV EDD,
TDIBIHN HZRIBIR] 72EV0D C ENFDABRRE (CIEME(CERE
SNTULVRWNE, ZOFEFMECARSINTUEXESTREENS D,
> T, HesRl(IFDARRE (CwEMU FOXEZRELZDOEE
THLRRAEDURWVWKDSICBEITDINENDD.

AN —FDARRENSERSINDINE(CEEME. U (IESEI
L OWMBIBIRNESFENTVDIEE(C(E. ZDEHRANHETINDC
E=EBLTESD. FDABRREICTDEZGR. [BIRAHINRALE
HIC T{EEWE (Trade Secret) | t° [#Z1E#H (Confidential
Information) | 7XE EBAEEINRE (FDAEBAEZEL P AREERRE
EEEHS (GMA) ANDOETFUTICEKBDOATN) &

B CIBEEZIRDIGEND DN, BEEZRDIGEDEHLHHE
SBHICROTHCERV, BU. BEEZRDCEZIERITDE.
BRIEGEBMSNIGEND DD, BEEFZFIESTURVLAD
B, BEZIBIDIBSE—FNITTES D EFAEE,

Copyright(C) 2020 JETRO. All rights reserved. 35



http://www.fda.gov/ICECI/Inspections/ucm250720.htm

JETRO

BXESRE#RE(h0)

STEPL > STEP2 > STEP3 >  STEP4 STEP6 >

3-5 BHRRTIE

O BREEREADMIG

ERBIAICDOVT(E, BESNZIBUA (Z<F15EREURN)(IC. FDASRHB(CREREN
B, BIUOZREREFERPEFZE-Mail TRE I DENER=ND, ,HBBEW(CIEIKL/TCLL\%
FZFHRZEEMLRVGE FWAEIHEEEONREQD AN B ST ED\M\E'CZB
D, MEITDHE(E. FDANZRERBHER CTEIEMPEERLEEET T D,

FDAN'S(FE-mail2ZEm UICEDBEEREN K DN, [COERGZEEEN AR NTLEZ
BRI DRTIFRV] EHPZESHMNETNTE D, TORFDASHF/ TRIEEBEDZHMHUREE
N3, FDANSZRIEEE(CH T BRI, BIMERLENOEIEN < DI5EEHDTTH. €D
BEFDANSDEIE(SEFRE L TH R ENHD.

STEPL > STEP2 > STEP3 » STEP4 >  STEPS

3-6 EE#HSE (EIR) 2w

S BERMREZE(EIR : Establishment Inspection Report) D358

BRETH SN AR, BRREZEIR)NEL . RBEHBPABTICE > THERERSZH. EIRE
#R— /Nyﬂz+/\— TOWREET. BERYAMRAINEHUCEROE CEALIZREED
T. BERATHHINKEH INTLND, 212U, BRETR(CFDASHEBICHRE UC2IEEE
[CDWT(HAIBEREH TN TULVRLY,

<E5>&BHEHEE (EIR) DOFl

Establishment Inspection Repos

L Japm

TABLE OF CONTENTS

Fxhibits Collected.
Attachmerts

SUMMARY

This f00d inspestion was condusted under DFFPOT tip #2013.062F, FACTS essignment #
ussmmpmissm2n.4mmmcwmcp 7303,803 Domestic Food Safety Program,
! Food .

USD which repeesents 1 % 0f warld-wide sales.
duing tis i pemon'maepmdm were for export

[HEFFBEZARMEER NS DIRHER
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4-1-1 BREOKRA > H



2RO Cheek Point

4-1-1-1 [EBRl 2ETIEFIRRADER SNSRI B

S TeEMHERTIRRICHTIRITEERERE. RESVIC/REAMBIVCIRVICRUIETFHE
#H] ( CURRENT GOOD MANUFACTURING PRACTICE, HAZARD ANALYSIS, AND
RISK-BASED PREVENTIVE CONTROLS FOR HUMAN) D&EZIKR

- BRETEBIEE201FXDMITICKD. BRisOFEENREOHIFZENE U CNFETORITE
EFRGEHRE (cGMPEFARAIE21CFR Part110 ) A5, #HFERIRITEIEREMHEE (21CFR117
Subpart B) IS WNIEEDE IV AT (TG U FHEREF GEMSNIZRAINE#IE SN
7z GEFBARAISE21CFR Part 117) . TH] FATEIERESRE(IIRFECBH TEHDIMN. Z<—8D
MiEZBRE21CFRI1I0CTER SN Z L(FRA L TED .. RITEIERISREE (IR (C21CFR117

Subpart BTER =N,

o IRTEODBEREKREL 2DICHONMND. BReHtsE U TKERREZERILE(FSMA)NER (C/RD %8
ofEs% (CH LV TIEModernized GMP - Limited Scope Inspection [[EEMER] &.
Comprehensive Inspection [EEMNER] (CDTBND,

« [PREM] BZRIF21CFR117 Subpart A (—H%EKEIE) . B GTEIERIEHRE) |

(MXZE - SBiFEM) NEkan., BEREEI2BEE. Ai‘CGDIE @E*"ﬁ%ﬁ%ﬁ&ﬂﬁd)
AR, [ DITIRINERSRVDIFERICB WV TIFEGMPOHDERICIRDEDD.
21CFR117MMER(IC/IRDEMDHEE - T - 25 - RE I DMERICHBWVWTIEZTDRRAIELTIC
BVWTCHES U TWRITNEZEIRST . GMPOERDTZITPINUERWVWE WD ZETEFRWS EITF
BMwmE, UIA'> T, Subpart COBEBHH KLU XTCED < FHEE™Subpart G
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S EFFMAIE 21 CFR Part108.35 [RSFFAIEE | BHAR(CHOIZERERROMEANET
2] DIRSFIRR
S EFHAE 21CFR Part 113 [MBREFHEHERSEBRERR] DIRSFIRSR

- FEORAIG. UTOYT)/)(— b (—8EE) DSBS TS, RR—ZLUBE. FDADR— LA
R=TZ TSN TV SRERSNOBRRBIEHHER (CX I DERFEIR,. HSIOEAROMEMERADE
VIS DCRDENENTILHIBRFEECDOVNTHE LD,

21 CFR Part108.35 Subpart B 108.35 ZHE8R(CEHI-IEEE TR RO MEAMNIER

21 CFR Partii3 Subpart A 113.3 - &%
113.5 - RITDOBEIEREM 8
113.10 - fEE8
Subpart B [F{RIER]
Subpart C 113.40 - £EBEHKLVCFIE
Subpart D 113.60 - &2
Subpart E 113.81 - &#mODAR
113.83 - FHEITRDHEIL
113.87 — mENER (ST B IRE
113.89 - M, HES. BRREFER(CS T DM

Subpart F 113.100 - I & &&EDEHR
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BFESEE#E(NO)

4-2-1-6 K< HIBRFIR

108.35 EHEFIR(CFHEDHIEBRERMODIMZUNIE
113.10 K&

¥ Clheck Point

v BHEH(CFEOTTRBMEREROMBWLIE CRI I SMENTH N TLD.

v BB RmICEAUTE. FaICSIDEESNTNDZ EEH DIEHEFIAL
DREYCZ < (FRVAY, 1108.35(c)(2)TORT7AU>T]

[108.35(c)(3)( i ) TOTRDESFE] (CRAT D MEICKLDiERENAHSN
Do

v [108.35(c)(1)Ek] DIEMWAFIERELDIBEXTED. FCEEHFS KLU
SIDOMEDZ WSS TLND.

v Ffz. 1108.35(g)] [113.10] Tld, ARL—FBXUEHEBINRER
(. BRAFEMICEALTHRRIOIS LAZRMT IMEDNDIT—RZE
T UREEBEOEEDE & (RSB URSTIIRSIRN, ERESN
TL\D,

<F&> 1108.35 EHER(CFHOIEEERMODIMEANE]| (CHHDOBFDAICKSEHREIR (2016)

1 p1crr10835(0)2) | 21 | ORI 7AU>H Process filing

2 i(l)Sc.;l;(c)B)(i) 15 | JOTRXDEBSTE Process adherence

3 21CFR10835(g) | 12 |EAERSNI=ERRILED Approved school

4 p1cFrR108.35(c)(1) | 7 | BiR Registration

5 iég;g(c)(z)m) 3 | JOCREEDZEI Process change substantiation

6 iéégi(c)(z)m) 2 DDD"D‘EXE‘E - B/ (SX=5D) 15 Process change — increase

7 ié;.;';(c)(z)(ii) 2 |CFSANAND O RZEEDIRE Process change reporting to CFSAN
8 i(l);;;c)(z)(“) 1 | TOEREEDEL R Process change recording

9 iéé;g(c)(g,)(“) 1 | TOCERIBEHRDAFAIEEHSE Process information availability

[EFFIFDATR— AR—ZDIEIRK D/ER. AT REER.

<&> l113.10 EE] [CHHDHOBFDAICKLZEHRTREIR (2016)

1 P1crr113.10 6 |ARL—HF— Operators
2 P1CFR113.10 ) |EEEE Supervisors
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BFEZRE#RE(N0)

113.100 NEHIUVREICET DL

¥ Check Point

v FDAICKB &,

[

ExfFtaeREL. TODRHFNTET.

=i

[113.100 (a)ALEHS KORE(CRI T DEIR] (CFFEND.

. JO—R&ES. Bt LNLESBVWIUES RFAES. Bea
DRSS, BI— POBHROEE. PIHIRE. SRR, KBS LU
SIRTVREEHME. TOMDBY/RYIRS —SHDECER] F(CRI I DR mH'tE
BEnTunsd,
[(byREDEER| (CARENDEERHFMAOL E1 —DREbEiEHE
SNTVD, THOEEEEE (Bi8E) (&, SASNIEETCOUE - &£

HmhETEIREESDRS=NTWL

BTl RINEIAZIIT (RBRICNIBZITOEAKXDIEZER

RHD. fintd

<#+&> 113.100

1 ]21CFR113.100(a)
2 21CFR113.100(b)
3 21CFR113.100(a)
4 [21CFR113.100(a)(1)

4 21 CFR113.100(b)

5 21 CFR113.100(b)
5 21 CFR113.100(g)
6 21CFR113.100(b)
6 121 CFR113.100(b)
6 21 CFR113.100(b)
7 [21CFR113.100(a)
7 [21CFR113.100(a)(7)
7 21 CFR113.100(c)(1)
7 21 CFR113.100(d)(3)

7 21CFR113.100(e)

10

8

- BERTE) L. AR TBINENDD.

WEFHXOREICEHT 58] (CH'HDOBFDAICK SHIEEIR (2016)

TOTRDEEER - T A4 — LADBERRE
L E1—DEL/BRN

TOt RO —AEMEERF TR0
BREL ML

MRS KURE(ICRE T DaciRDL E1—
ERF TRV ED1—

SCERDIREF

SEREEDSHER-BT; L ML NES

W T/RVAT

iR T A — LDBGIRN
EEER-TRAL
TOMDE AT h-iotk, EBEER

TID: {EER#FID. YT, Z—IL
W i, bL—BEUT«
B
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Process records - forms missing information
Review not signed/dated

Process records - not done; not timely

Still retorts

Review of processing and production records

Review not timely

Record retention

Recording device records - dated; retort
number

Entry not timely

Record form not signed

Critical factors — no record

Other systems — records; critical factors

TID: accuracy record; identity; tag; seal
Accuracy record: outside facility, traceability

Incomplete information
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BFESREE#E(NO)

113.40 HREHBKIUFIR

¥ Check Paint

v [113.40(a)(1)] [CHRE=NTULBREST (Temperature-Indicating
Device:TID) (CDWLT. {BEVRIFSEESE(CEIT DI MahEimsnTuLnd.,

v EBHESBEO 24 E0WINE. BEERFOENGHETIE CHE UIZRFR
BZBRIRNC EZENDD LT, +D7358E TEHARPEFRMNES N TUL
RWEDIERTH D, RIERECEARHHMMER TWLD,

<&> M113.40 EBBLUFIEI IChHHBFDAICKLZHIEREIE (2016)

1 21CFR113.40()) 6 BEEXRT-SEEOFTA ik rceii;c)irc;‘le;actors - frequency measured,
2 1crr113.40()13) | 5 [BIGE. SCER Measured, recorded

3 [21CFR113.40(a)(2)iii)| 4 | TIDDDFAEE Adjusted to agree with TID

4 |21 CFR113.40(a)(1) 3 | TIDIRL No TID

4 21CFR113.40()1)(v) | 3 |E¥EETER TIRAULITID TID not reference instrument
4 ﬁ;zg(a)(ﬁ)(iii) 3 | 1577 feibm 15 minute interval (S)

4 21CFPR113.40()(2)i))| 3 |FFRISNTULVRUVEEE Unauthorized adjustment

4 1crr113.400)1) | 3 | TIDDFEREZRERODSERE TID accuracy test frequency

5 [1crr113.400)15) | 2 | [EERFOJEIE. 0% Measured, recorded

5 |21 CFR113.40(a)(1) 2 | TIDDFBEHBRDIEE TID accuracy test frequency

5 21CFR113.40()(1) | 2 |TIDODHEI-4T. =—IL TID identity - tag, seal

5 21CFR113.40(b)(1)(v) | 2 |EAEETEET/RLITID TID not reference instrument
5 21CFR113.40(b)(10) | 2 |ETERDIRKERL No indicator

5 21CFR113.40(b)2)Gii)) 2 | TIDODFAEE Adjusted to agree with TID

5 21CFR113.40(b)(2)(v)| 2 | ECER - HlfEt> Y RE. BEEHL ML Recfjrder'contm”er sensor: placement,
vertical retort

21CFR N Ea N
5 113.40(@)(1)(0)(A) 2 | IEREIRTIDODFRIER U No accurate TID
21 CFR [ _ . .
5 e # \ 88
6 1113.40(2)(1)()(B)(1) 1 |EoEREH. F— hOEED Recorder range, chart graduations
6 |21 CFR113.40(a)(1) 1 BESEZBROBERBROIEE RD accuracy test frequency
6 21crR113.400@)WG| 1 | BHEL ML N TIDRMR. BIEARME :;J!'L']S'i‘;?rtsz TID defective, could not be

ORE(CHEL)
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BFEZEE#RE(NO)

<&R> 113.40 FHEBXIUFIAI [CHHOBFDAICKZIHEEIA (2016) (RE)

21 CFR 113.40(a)(1)(v)

21 CFR 113.40(a)(1)(v)

21 CFR 113.40(a)(12)

21 CFR
113.40(a)(12)(iii)
21CFR
113.40(a)(13)(iv)

21 CFR 113.40(a)(2)
21 CFR 113.40(a)(2)(i)
21 CFR 113.40(a)(4)
21 CFR 113.40(a)(6)
21 CFR 113.40(a)(7)

21 CFR 113.40(a)(8)

21 CFR 113.40(a)(8)

21 CFR 113.40(b)(1)

21 CFR 113.40(b)(1)(iv)
21 CFR 113.40(b)(1)(iv)
21 CFR 113.40(b)(1)(v)

21 CFR 113.40(b)(15)(i)

21 CFR
113.40(b)(15)(ji)
21 CFR
113.40(b)(15)(iv)

21 CFR 113.40(b)(2)

21 CFR 113.40(b)(2)(i)

21 CFR 113.40(b)(2)(iv)

21 CFR 113.40(b)(9)

21 CFR 113.40(b)(9)

21 CFR 113.40(c)(1)(iv)

21 CFR 113.40(c)(1)(iv)

21 CFR 113.40(c)(10)

[uny

[any

-

[y

TIDE> Y- L MU MR, SME
TU—H— - HEGHRERSRE
ZERIRE. SREDEFIOYA =D
ZERIRE. TDOMMDEE

BRORT 3=y

L ML hOFRTR, 18E

&, IS J0EA

ERDRIHEE

BEROEIHR— &
ASHLEFLOAIE

USRS DAZIE

FEINFREL ML N ABROT ) -5 —D

RO A5
IEWERTIDDFRERR L
KIRTCREET - AIESEH

ERETAEREL ML~ TIDDEKIEXT
FRSURLN

TIHIKE, BER

FIEEE, BVES - THRE
15731k

ZEBBORTS 3 =20

L ML hDOFERTR, HBE

#EH, IS IDEAL

ITHIEREL ML I~ SCERbIEE  NE,
BMRAK

EDHERE
HOHER
KIRTCREET - AIESEH

TR EE: TIDDERLIEET
RSN

AW RN — X DEx/)\EE

TID sensor - retort shell, well

Well bleeders - continuous steam emission

Timing before vent, before temperature
reached

Venting, other installations

Can positioning

Present each retort, accurate

Range, chart graduations

Steam controller

Bottom crate supports

Location of steam spreader perforations (S)

Location - from ends

Still steam retorts: Bleeder not wide open
during process

No accurate TID
MIG - range

Still water retorts: TID not accurate to 1
degree F

Sensor: beneath water, circulation

Fill-in weight, drained weight - recording
frequency

15 minute interval (S)
Can positioning
Present each retort, accurate

Range, chart graduations

Still water retorts:Recorder-controller
sensor:heating media

Pressure controller
Check valve

MIG - range

Continuous agitating retorts: TID not
accurate to 1 degree F

Minimum headspace
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BFEZEE#RE(N0)

<&> 113.40

6 |21 CFR 113.40(c)(2)(iii)

¢ 21CRR
113.40(g)(1)(i)(A)(2)
¢ 21CRR
113.40(g)(1)(i)(B)(2)
¢ 21CRR
113.40(g)(1)(i)(B)(3)
¢ 21CRR

113.40(g)(2)(ii)(C)

6 |21 CFR113.40(i)

113.60 #32#

neek Polnt

Q@

[y

-

-

-

[y

FFRISNTUVRVGREE
TIDERET, BHET I, ;RIR
iREE BFRE-AtTHRr>5—/UL
TIDDFREE

BRARSRAT - B8R, TR

BERF-FETE

EHEIJ MR ST B,

%‘Ca%%o
<&> 113.60 F#H#I [CHHDOSFDAICLSHREIR (2016)

1 |21 CFR113.60(c)

2 |21CFR113.60(a)(3)

3 |21 CFR113.60(b)

4 |21 CFR113.60(c)

5 |21 CFR113.60(a)(1)

5 |21 CFR113.60(b)

5 |21 CFR113.60(d)

6 |21CFR113.60(a)

6 |21 CFR113.60(a)

6 |21 CFR113.60(a)

6 [21CFR113.60(a)

6 |21CFR113.60(a)(1)

21CFR
113.60(a)(1)(i)(a)

6 |21 CFR113.60(a)(2)

Al J— R -BERSNDER
TN — LB KUH S AL DEE

4 |AEVK-1BRHS, BERU

Al J— R - K AR (CERAIEERFR R L
T A PIDARE - FhEL TLVRL

AEK - R ERER
MT#D/I\> RUSD- R, FBEL
SEE: BRICKEIRE, BEIRE
ik BRICKDEIIRE, BEIRE
HAKOEILROEEIRE - $Ti
REEBEHEMR(TH T D EREHER

s
o

HRE - RIEREDOXE’ LR
BROZ—LBDORE (¥WoO0OX—-5—)

NS AEEE, KANEZEDHR
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FEBLUFIE] [CHhH OB FDAICKZHEREIA (2016) ()

Unauthorized adjustment

TID design, electromagnetic interference,
environmental

Recorder: Digital records - intervals insufficient
Adjusted to agree with TID
Operating conditions - observed, recorded

Critical factor - scheduled process

[&aa ]
73— 74 /0“(;5-’3’,%‘\73‘%\

Coding - required elements
Closures other than double seams and glass

Cooling water - not chlorinated, sanitized

Coding - no mark, permanently visible
Teardown examinations - did not perform

Cooling water - residual sanitizer (S)

Postprocess handling: checks, repairs

Frequency: visual closure examination, qualified
person.

Record: visual closure examination, qualified
person

Closure inspection following jams - record

Regular observations for gross closure defects

Closure examinations - corrective actions taken
and recorded

Required can seam measurements (micrometer)
Glass containers; cold water vacuum check
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BFEZIRE#RE(hO)

113.81 EHmOAR

] @h@@k Rolilni

v ZNEN., STETIETEDS CTLIEERIE, KOEEDOEKREIEZHEZ L
TULWRWEWSIEIETH D,

<&> 113.81 BRmDFAR| [CHHDOSFDAICKSZEHREIH (2016)

1 [21CFR113.81(c) 1 |\ FeiE Fill

1 f1crr113.81(H) 1 |KDENE - EEE Water activity - supervision

113.83 EtEITLIEDWHEIL

] @h@@k R@lilinit:

BITIR(CEAIRMRELH. FDAICKLD E. FICEHBITIRE(CHET D EE
ienﬁéguglﬁﬁwméntmum;tb TEZTHEMBEREEZFD
BTRCEAL. BMNMNREZE ULEEE (CK> TRESNEESTELEN
IRWC EREMBIBEIEE L TEITFSNTULD,

<&E> 113.83 EtEIEDIEIZ] (CHHOSBFDAICKZHREIH (2016)

1 [1cFr113.83 8 |ETEI TIZDRETE Scheduled processes not established
2 [21CFR113.83 4 |BEEEBROEIMRL Critical factors not stated
3 |21cFrR113.83 3 | TOTCRDKEDER

Records of process establishment

113.87 HNEANHEEEE(CH I DIRE

Clneek Polint

v 1113.87(c)] TlE. ABMOVIEBRE(CDWTHRESNTLND, fEL).
VHEPRE (CRAUTDEE TRITE. iRL C. HmOEENGTE TIE(CH
ESNEREVIFREMU L TH D EZEEICUTHBEND D, FFC

L ML BOFIEYIRh (CKZEFER T Bi5EE. SBEANATHASRVKSE
BENAnE,
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BXESRE#ENO)

<&> [113.87 MEBNER(CH(FDIRME] (CHDHDOSFDAICK SEHREIR (2016)

1 [21CFR113.87(c) 12 BERABYIOVIETRE Initial temperature of container contents
2 [21CFR113.87(a) 10 | EHETOTCADERRAL Operating processes not posted
3 21CFR113.87(b) 3 | RRAIEER R RERDNMER Visual indicators not used
4 [21CFR113.87(d) 2 |REIE - FTEERE Thermal processing - timing devices
L MULRZE: hSTJ40wOEEI X5/ |Retort room: traffic control system not
5 21CFR113.87(b) 1 s _
RU established

113.89 A, #HR. RFEFERI(CHT D&M

Cheek Point:

v STEI TR, AAMADICKDBERNS DEIRDFE LELix(CDWNT. FES
ncund,

v FDA(Z, STEITIEOREEMFZHIT I T ENTETRNEFOULIE Dt
Z. IITED BROVUERBIDFEICELDT) BETE LR &, FT
ZNS DR ZIERENBIDEIFRE U TR SN CLRW T EZ iR UL
TWD., BROFHEZEDREEEF. T7 ML (HDV\(FEYT—5%&
Rl 9 200) ZRIICERR L. S8R U TENRITNIEIRSIRN,

<&®> 1113.89 N, HK. RFEAFEER(CHSITDEB | ([CHHIOSBFDAICKSEHRTRSEIA (2016)

1 [21CFR113.89 7 | TOCRO@BDRFE Process deviation identification

2 [21cFR113.89 s | JOtXRo@iond/ I 7 1)L Process deviation log/file

3 21CFR113.89 4 | BIEFEEDRZEN No corrective action taken

4 |21CFR113.89 1 | Ot A0 EHiioD 5% Methods of process deviation evaluation
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BFEZRE#RE(N0)

4-3-1-7 (8%) FvrL > - X957« (LEFRRMHER)

- =

MEBMER] [EMHEER] 2RSS HEOFETRENZHEZER T D ENNECRR
3., HRPREIEUT, FrL>oD - AT BIFEND, FrL > - YT 1 (3. BRMICHERM
£Y) GRYUXRE., YILERTSESE) FQERRBME ZHER I DREETL). BT TEE
ENMEIEUSREZEHUDDINEDINERERT DED,

CHOELDSIREAL, EEEN. BU/MEE T, @Y/RBIRAEHEDHZFET. BREERZAV
BDIREDEETITONDREND D, £io. MAEMSAE. EREREZE CITHONS3N. SNEIHEEHER.
KEDMFTATEFEDIFH . BisEhsgN (((EBHEs%) TITDZE&EBrgEESN TS, O UEERZE. Xt
RERDEBOFHEEOOEDICIGAL TV CEICRRD,

FrL>2 X5+ (CRAL. KREORRNDEMEREDHIE UTE, v Y ORUIBEBIROZH T
HREUT AYUTAINZT D7 —E> RBENFIREZFEITLTWLD, BARTE. /RYURXZEICD
WTIE TERERZECGAGEL ML hRRE] TEEEMERBRZR TSNS (OBEE(CDULTIEK
EDOHRFTFIE CEMZMRIET DRENHD) .

= FDADIWREEYF

FrL>T - T4 OERBENMETEONE 2RI I ETH D, FrL>oD - RHF4 Tl
FSAMWFOERBEREL., TORBIKRBETCEZER L. —EERE (BF. BROETEHF) =
MNFITIEIEZ AR T D, BEERERELZBIRUCIRETRE T D2ENH D, FDAHFIELT. AT
HFvL>2T AT A DLEFXFUIWEBEHFEUTEITF TS,

®. FrLoy - 2971 [CEATh3 ERERE

0 F/NREX
= d%fz IRE CBRDYAT BRI
_Eda_é/élﬁ\'\:lo s o = —
Y58 KLy > CUILERSE. BETROHE
MAP (BERMEERFOE, MAP . < emse e -, N =
it Tl M RYURAE (9 OSRMmES ) SRR S SUTOROREE (3,
Y }@ﬁ/ﬁﬂ FEﬁ i = JVERSE, URFUFE, BB
O &b IS N SE. #ET RO
DR EERBOREIEBRELNU L. [T G0 hg o e
U REHIHE (52 CHILERSH, BB ROBE
B iFfE
* A : =) EEIIEEE. U3
.@E =] ET) DILERSE. BETROHE, AYUIAE. BEHMEAES. UXFUE
= = y N=kra ——ao —
-BIZ(EF—ADIFE. BIRTI1285/H, [=72= UERSH
FRORGRESD T4 =15  : ULEASHE. BEJROHE, MYUIAE. BEHMEABRE. UAFU7E
(PR FDA (L : Vestergaard 2001)
O IRESHE

-RIFEIEIN B ORRF1H(CHEHE (DR £B1H1E)
-RIFHARNEOER. D UV\(E#Hy BEOER(EV2< EBLEAMIC1E. RIES~7DFT —FZEIST
BDTENEFELLY,

<85>

Evaluation and Definition of Potentially Hazardous Foods - Chapter 6. Microbiological
Challenge Testing
https://www.fda.gov/files/food/published/Evaluation-and-Definition-of-Potentially-Hazardous-
Foods.pdf

X BARESFUAEL N MERIBS -IKEEERERDENT
http://www.jca-can.or.jp/laboratory/irai.html
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$4-25 KiZFRm

4-2-2 FEHIE
EpI2a. DPEAE

F=fI2b. PET - RODFEFR

FH2c. PTHIE

BfHl2d. KEEERm (GAKR)
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EEBIC, MRERANSICREAT DEENS (P, SRk, 8. 7Ot BaLIEEE)

DOWERZE-mail TiTo 1=,

> EaI%E(R

« FDA (%) W5(& EFHEBEARWURICLUZVL] EDE-mailiEEhdo e, BRFEHDLIERM
RIS TAESIBHENRED., Z0BRENS KB - BB tEBROT T, KE@EJHTE
DZNEDZEJ{RICUIEL] EEEMNSD D, KRNGQ2EENBERIRISRE DI,
XFDABREAAT(IRALK. FDARIC TEZEDEHDRT 1 —I)LEFABRL TV I—FT 1 F~—5F—

- BRECEDLDERZ LIS XVWDE-mailcVWEDEZE S, HrIlCBRIER (#5018
B) &SN TELS). eNZEE(CERmLUEL.
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> BEAAFRER. RERT. ReOREEORMER (RN TRELER. BF
ERINGRER) « EOOEMEBEMREE (A2 MRA R BHTDELS - EIEF) . R
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Ex [ EELDTRELTRELTSD. FDABRRTE RO B CIZR Lo B ;
) BETROTR. BEHORITER. SR SEBEORIEEOTIEN

S HAZARES
« HATEEESF. ERSPINLHE.
« EER(EFEHLTHIC.

S BERERARER
- BREEReLBREOXIE
- BR (#3) Fi

l [(22H] 20134118 (28/H)
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> BEROHN (FrERREE. BHKEDNE)
1B8 : A-T=Z>70 - =—5+1>7 (FDAICKDERA) (309) —>=tERA (309)
SXEMHR. BRICE (12097) ~BRMAERE (607)) —IRIGHR (3907))
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FA—. T3 (CHEEE LIRH 2 e & DR A IC DL THEER SN,
1 RS /z.

E bl - OvH—DBRE. FHROVDRKOBE, R NEEOGE - S8E -

BRI, THER E MR SNIZ,

XEH#R

B EXEHRE UCFDAZSHARE. MsgOME - RiEhsl. SEEOEE - 5%
LSAN RS W

B EBRDOAIRA RZERRMNS. A AFODNEREIRES SIRB R MODNEER
ZIRES D21 (@A) OBFSNE > TLION. RSN,
[EMBHIDWTIE. ATFx. BB - BIEAE. EMRITERIA,. 8#ETECE
B9 3KDFERE. KERB. ZUILT > OEEBENERSIN,
FETEBGRTIE. HACCPTS >, #238IE CREST. pHEt. BI85t . ®m
BMEEZAVUTE. wEit. O Ea1—493 X5 A (BETOVSLAEE)
DRREER ENER SN,

HEREARCIE. BHADREEFTOEE. IRBANS CEE. MEYIRE L ER.
FRINILEMRICDWTIE, FwIEKHEIDED. HERRIBEHROBEANDIG
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x> b pHAEHKZS. BERROpHAIESE

BB IHDE &

O SIDEFREMDELEN. FDANEFE LU CTOVEEETIE(CHE> TULVRUVLERIBE SN,
Form 483MFEiT=1/,

9 FE/z. Form 483DMHRTI(FIRMd/eM. B85 _ETNutrition FactsBIh. REEFREEHR
Mo7zfzsh. FDADMRTEE D REEFRE I DEDOHEDIEHZZ(TD.

S

(ML)
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Check Point JERO

4-3-1-1 [ERMERm] &(X

° E{tBm (Acidified foods)

M EERICEAL T, EHFRAIE21CFR Part114H5 KTU108.25THRESN TS, EEHILESR

(acidified foods) &(&. pHA4.6LLTFT. M DKDEM(F0.85 KD KES IV VWITHRTH D, BEETZ
(IBERERZEIMZ D ECKD,. pHEA.6LUTOEMHEIAREEIC Ul TRZEIE L. @EDIRETpHA
4.6l FOREMDOBRIFSENALY CEFFRAIE21CFR Part114.3) . flELT. EQJILAICUSE
EVOFa0), YUR—REBEITOF -4 F3—I0FNBIFEND, 1. ROXDREmMICIIEE
B SROME (LBEA N/ GEFARAIE21CFR Part114.3(b)%)

= @'EH EERORBHEATNRVNED
R mS (BREXC(EEBEDIRREDPHN4.6LLTF)

|\|/‘J OV —-RE, VEDEREEOBRRESDEDD. IR FEIRREDpHN—ARI /RS ETZ
(iﬁﬁ’liﬁuutﬁﬂﬁﬁ RIEVODRVESE R MR

- Z)LO—)LERR
- ERERERAY
- REEER
. 7J<ﬁ‘;ﬁ'|ﬂfb\‘0.85u—|:@§nn
- MEAARE CHETEL. B, IRFESNDEm
Sy A BU— ZOMOEREFE (EFHRAIE21CFR Part150DMRE(ICKD)

4-3-1-2 DNITHEERDE
o MITHEROER

« KREEFCHHSNDEREERERERERC <. BHERRORE ML, WS, et
EFrE7Z FDA ([CEFRUIRTNUEIRSIAN,

4-3-1-3 RETE(CET 3 RIODIEL

° BETECEY 31RO

- EKEHEZEEREAUL. B EtEROINTEE L. TNETNOEMR. BisDAST I CTEE,. ®BiEhH
ECEIL, BRERHFORISE TIZICET D1FH%E FDA (T URRITNUTIRSIR,

o B EERICBLERIA -V MILTDED,
FDA-2541e : Acidified Method
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM465593.pdf

4-3-1-4 BAREBICHAIIERR

S BARECHETERR

« KREICWMASNDBEHEERRBEEFZERERER. E(ORYUIRERERER/N\TIFTUT(CK
BDIERDIYRAINHDZENS, AERICIREDMRELD.

Copyright(C) 2020 JETRO. All rights reserved. 100
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JETRO

BFEZIRE#RE(h0)

/l gt B (Acidified Food) DER
M L BmOBZR(E. FDA Form 3511-2: FDA ACIDIFIED FOOD INSPECTION
REPORTMERFRZNR—X(CITHONE T, FDABRRE (L. SIDHBEREHSH(CEHH NT
WBEE., TIHTEE LU CTLIRBRERPH 4 DR EDIBREHREITVET. FDARR
BHNSEZRAFIC(E. Draft Guidance for Industry: Acidified FoodsZ:5tA THL KD, 7
RIAREENDZEED.

(. BREREREOHASE, $8E. RERCDOWVWTIE BEECHZRNAITHON. SIDE
ARMCEEHIND TEEEEZHLICEENTONDS.
® Raw pH
® Start TemperatureDfE &BITEESES KUSEE
® Process TimeMDBIELERD KUFED KUSEE
® Process TimeMDAITELERD LU ED KUHEE
® Maximum equilibrium pHIE &RITESED KUSEE

Flo. BHERERERIET 2115 Cld. FDA School EIF(EN DB RODEIE R (CRY
ITIHBEZRITTVWDABZERET D EMNRDSN TS, FDA SchoolRZHETH.
TIHEEA+DITON. XERF CEYIICEETETONE, HICERHZRIIRVEEE
BB,

Fo. BRIHIC, COANINEDISBREEERZFH O TLIHDOEEIMD & HER
SBECIRDMERMTONTZEHEH D, FDARREN. AHRYY IS IURERZ IS v
JCHUT, THMEZRET DRENSDEDEMUILT —REHDDT. TDLIINER
MR TCEBRIETEDLSFAINCEMI DELNESTND, /
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https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM071554.pdf
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/AcidifiedLACF/default.htm#Guidance

JETRO

BFESRREEE(hO)

4-3-1-5 [EHER&] TIEFRELERINSKRAI> b

O EFMAILE 21 CFR Part108.25 [FEZFFAIER : ZIEFAH SORIFE U < BRZFFINDE
BOLEHOREEHBLUFNSF (BT ERMR) |

S EFPMRAIE 21 CFR Part114 [E&M{ERM]

- _LEE#RAI21 CFR Part108.25. &SXKU21CFR Part 114(F. U TFDBIT/— b (—Ebik) HhoiE
BMENTND, RR—ZLUE, FDADR— ANRXR—Z TR SN TV KENSORRELE DGR (X
IIHEFEE, BIUBARDOHIEHERADEFT U T (ICEDENTNTELILKBIERREIAICDLT
FEDI,

21 CFR Part108.25 Subpart B 108.25 EH{tEm

21 CFR Partlil4 Subpart A 114.3 - £

114.5 - RITORISHEIEREE
114.10 - %8

Subpart B-D [F{mEE]

Subpart E 114.80 - TIESLUEH
114.83 - FHE{TIRORE
114.89 — FtEIIZH SOk
114.90 - F&

Subpart F 114.100 - 528
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JETRO

BFESRE#E (D)

108.25 EMH{LRMm

¥ Clheck Peinf

v B b BRIICE I BFDAICK DB TEZULBDIE. [108.25(c)(2)ITiElE
IRDIBE | XU, 1108.25(c)(1)iEsRIEHRDESR] OAMETHD. KEL
MHERER. BHEERE. TNTNOERR. FesDAST I LiEE, &8s
FEC EIC, HREFRMEORETIZCRET BIEHRZFDACIRE Ll
R, Feo ZENSDIESTIARE [108.25(c)(3) T O RDEESTH &L
WIBEHR] (CEDEWRIND,

v [108.25(e)Ud—JLFIE] (C(F. [KREEREERBADER] GHRE
TNTLB s, BROBGAEHESES. UI1—-)LTS>0@MIJ0O—(C
[FDA] ZEH3NENHD B,

v [108.25(f)1 [114.10] Tl&. E&M L. pHIAZE., BIRREDTIEICHE
NITIHZOWE (X, BREURV I, BAOELE. MBEROBEFIE. pHA
BE(CRAITIMEDHERIEETEDEEEIR T (CHDIVNEND D EMRTE
TNTULS,

<&> 108.25 EMLER] [CHhhHHBFDAICKIHEEIR (2016)

1 21 CFR 108.25(c)(2) 63 JOBRI 77U (Ii2BHRDIEE)  Process filing

2 21 CFR 108.25(c)(1) 27 Bk Registration

3 21 CFR 108.25(e) 18 J3a—)LFNE Recall procedures
4 21 CFR 108.25(f) 14 FGREINTZERAREE Approved school

5 21 CFR 108.25(c)(3)(i) 10 FDAICEFal SN - RIS TIZHERE Process adherence
6 21 CFR 108.25(g) 1 LIRSS Record retention

(AR FDATR— AR —SOIE#RE D1k, LT,
114.10 X8
<K> [114.10 #ERE] ([CHHDOSFDAICKZHREIR (2016)

1 21CFR114.10 26 RHEHEOEM Personnel
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JETRO

BXESRE#ENO)

114.80 IEHIVER

Check Polnt

v 2016FEREEZHM D ZIEWEIEL [114.80(b) O— R —#AHIERSEIH |
Tholc,. TNTNOERB(CE [BFEMm%] (k] [F] H] 8%
Bl ZRFECED ] — ROEHENIUNETH D,

v S EEROMBEIR(CET DIEMEIECIE. [114.80(a)(1)5TEITIE]

[114.80(a)(2)pHIRE] (CEAT B3 RENZ <. BE TR, pHIRESE
E - RBEEROFEFCEAUBEYIRMEN RSN TUVIMHEREIN TS,

<&> 114.80 IESLUEH] [ChhHHSFDAICKLZHIEREIE (2016)

Hmd—R

1 21 CFR 114.80(b) 54 GEHERENTVSRAEE) Code - required elements
2 21 CFR 114.80(a)(1) 37 StETHE Scheduled process

3 21 CFR 114.80(a)(2) 27 JKSEME (pH) EER pH testing

4 21 CFR 114.80(a) 14 LEEEFIE Quality control procedures
5 21 CFR 114.80(a)(4) 9 BERER Container testing

6 21 CFR 114.80(a)(1) 4 REEE Thermal processing

6 21 CFR 114.80(b) 3 BficHR cEs®RRI—R Visible code

7 21 CFR 114.80(b) 2 WEI— R (R3IHAR) Code - packing period

8 21 CFR 114.80(a)(1) 1 IKGEME(pH) B pH control

8 21 CFR 114.80(a)(1) 1 BEEFIDER Use of preservatives (S)

TEI{TERDRE

Cheek Point

v [114.835TEITEZDRE] (CDOWLWTHIEE(CHERIN TS, Bt tRm
DFTETIZ (JERIH ERmDERIH B, QIR (C DV TEYSENIBR IR Z 2T
FHFFR(CKDRESHRFNUITR SR,

114.83

<&> 114.83 HETIRERDRE] ([CHHDSFDAIC K BEZREIE (2016)

1 21CFR114.83 26 FHEITIZDRE Scheduled process establishment
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JETRO

BXESRE#ENO)

114.89

E TEh S Dl

¥l Check Polint

a oo un

v FDATI(&.

M EEmO T ERNTE LENSER LIZD. 5D

RRERDFEPHA 4.6 KD KEFVNBE(C, Part 114(CHE> TIEEMERE U
THENLIET B, HBAVNIEHZEmZTEDRE.
BEMEN D D HMRETEI 9 D DO U R TULVRUW MBI SN TLY
%O

<#&> 114.89

1 21CFR114.89
2 22CFR114.89
3 23 CFR114.89

114.100

12

5a5R

= Clheck Polnt

v RIS TEOFDAEHZ T TIERL,

SHE TINS5 Difkhi |

NREFELBECTHDA]

[EhD OB FDAIC KB EZREIH (2016)

STEITIEN S Dt
STEITAZN S DR Tl
STEITAEN S iR M — SC ik

[CDWTHEZLLIEMEN TS,
v [114.100(b)] T, pHEEXZDMODEET —FrEXSHEETE

*EE(L_/I:I o LEE

Process deviation
Process deviation evaluation

Process deviation evaluation - record

MHEIBIRNEER - RESNTLVR S

RIS (CRH Y DRI+ D TRV RDIERENZ L\,

v 1114.100(a)] T, ERl. SEMEL. STRmORE. FDAMREI (H1 R
SAERED) (D> TVWBTEHZIAIT DI T SA V7 —DIRIEH DN

(FEEAAZE (CE D < EBHFEHM RV RMMER SN TS,

<&> 114.100 2#] (CHHOBFDAIC L BEHEEIR (2016)

21 CFR 114.100(b)
21 CFR 114.100(a)
21 CFR 114.100(c)
21 CFR 114.100(b)

21 CFR 114.100(c)

21 CFR 114.100(d)
21 CFR 114.100(e)

21 CFR 114.100(c)

42

15

N NN W

TOCRASTF A ERELTF
iR B, KRR
TOTAN 50N —BRAFE & iR
TOtR ERE—BEER

TOERN SOkl —HBRDEEE

HmDALX
REF

TOTAN50EE—2ERE

Copyright(C) 2020 JETRO. All rights reserved.

Maintenance of processing and
production records

Raw materials, packaging, finished
product

Process deviations- identification and
records

Processing and production - required
information

Process deviations - product disposition

Product distribution
Retention

Process deviations - action to rectify

105
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4-3-2 HEHIE
Fhi3a BIMELRR. EHRS
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£H3a

| Epi3a BmIEERER. EMHRS

EEEAIS A~ I (BE5EAZEE] ©201263AH. QCORF7REICES
(BiESRARSF DRG] BEREMZMHAEN Sk,

Oﬁﬁﬁﬁﬂﬁﬁﬁ
OICDNTIF20124E38LtE. @@ICDWTIFRAFE7RLEAIC, FDAfERETRAL(CE-mail. FAXTEA]
=nrz.
FDANSDBA KL DRIC, EMKEAN SRS (CX U, MERERAT OS2 (%)
X FDAMBEREERDNE (C KD TIFEMKEEN St/ \NOEEN TSR MEEEHD.

o ZFANTREHZER T DEEBIC, MEREHRASCETILHEANST (T, Eigk. B8, 7T
AWM. BRASLIRESE) OEREIToI.
o TIHBANICIIBADIBREDRY#HOU A X, ZLILF—(CDWT., BRICHERUZ.

= =Y
o WINOTIHICDWVWTE, RBERNBICDVWTERENSEFIERSRL., [TEEENEETHD.
BRYH(ICHRERZREU TVWDREFRV] EWDSCEE [BRAE] (CDUWTODH, EEEN
Hol.
XFDARIN S BN (CERENBIFENDCEH6HD. Fe. BREIICIHEESNEERUID
KEMITERODEES 1 > EHERSNDICEND B,
1EHOTIZADOBERRBRERER. WERIEEOXECDLWTC2THEENSHXZHAR U,

R AR, MEm., @YU~ HACCPTS
XBRSA)UIC DWW TIEKEEIFDRE jf\)bEEﬁ‘d’Fﬁi

o ' Wi, EREOIER

S HAZ AR
- Fott. BESHOTHZEAEDEN. HRTERERIEE. SIVBHEEEDBHEENLE.
« BER(I3 15 & EFDAICFELZ /KR,

S ERERARR
- BEREe BN
- BR (#3) Fi
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TiEO (EBM{ERm)

| == 2012608 (15EM)

1HH:

° BN (FERREIX. BBLKEDHE)

(BENDERTOMERR) >A—-T >0 - =—5 4> (FDAICLDERDIMERA)
—IRISHR (1807)) ~BERMAR (609)) —XEMH:R. A

Y4 2EB8: YEWR->oO—>20 - =—F 4>

BRROHREIA

USRS
p TEMNEZEE(CERZHA, 7R - EMESHNSHAERT. RETIEDRNIC
DMT %Eéﬁ@ﬁ%$ukﬁ;éﬂto

n %%JEI ), TW0)7J<Jmuxiru(&gm[525JJ; ;;;;;;;;;; RENDVTLVDIWER SN,

B CCPICDUVWTHERENTZ., BAMEEBMDCCPE L TI(E. pHiE (BB, Rtk
B) BRI EERTE L TULIN., BIBAE, AIE - RIEDMLH
(calibration) (CDWT. BEfEEMNTTHERSINIZ.

B AFERMmICDVTIE, HKIE, bl OvH— - EXRESFSZHER SN,
F AREOZAEEENES U TV BRI ZER SN,

Xiﬁﬁnﬂ

B EmOYIR. BRFIE - 2R, KEREBEDFIE - FR. BFRIFEEIRCET

DXENEDR E—.‘fﬂto SNRIVEMICDWTHER L. —E2EF5IRD 7,

E L —LAIBDOIBYEEPE, BEDIL—LADOBEICDVWCHE CTHERE SN,

E FvL2RE5 10— (BERGINEER) OFEMEAECEMIER (UREE
E) (CDULT. H#FEEJED\U‘CEE; SN, BEMMEBERICDUVTI(E, IRIMOME
HRI(CTF v LRI T o &MFEL. TDIREE L EB(C, FDACEHELTL)
DN, BEFOUREEERROIEIEODERZE LN, T2MOERMNEINT,

P EYGESIECEAL,. RIFEMIELICE D SIAERO SN, FloZYEmER
DB CDWTCEIAENTZ.

B é:SZ?.%:‘F:‘.(J)L\‘CEDE;@I% SEREISNTUVZIZON ., EEEHRS OBl
EREBEDOML—Z20RZITTLIONMER SN,

#iZmER

N

S MUF2m0Y SIERFEIAE U CTForm483(c kD iRE S,

OERANICHEZEDENNRZ TSN &
QBUE T 7ADKIEw IR LEREN DL TLVRWNS &

BERIEOMG J [EIRS4EH] EEIETDHH B

':) BEtt(d, EEEERRFE2R(COVTC, EESNIZHE (15EXAMA) (SHRZLOE,

BHRAR(C8-

IR—Z(FEDEIRMEL .
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TiEQ (EWHRE
| ==6) 20126118 1EW)

° BEEOfiN CBEDOFENLIETIET)
188 (BBOERTOMEGRE) >A—-T=>T - ==+ > (FDAICKDIARDMEA)
SBRIBHERSBRERE>XERDR. Sp->o0—->20 - =—F1027

' XFDARREN S, MRERESPBIREEREICDWVWTHIAN S DI,

BEROWHRBEIA

ISR

F PTHNRZS & (CERESA,

F ABREOZHEEENES U TV BRIEZER SN,

B )ﬁﬂ@b‘%m@ﬁ@%@komtﬁﬁ; =N,

E OYVH—PEKRECDVNTHE. REFRODOUIITANRVMER SN,

XEHR

r BN, MEm. TEEJO0-K. SN ) 255 Ro 1.

B HEYIHRERDCCPEL T, ABI IV —ERBEAEOM A ZRTELTHD.
TOORREHSEE (C DUV THEER SN,

B EROTZEZ EDOXIDICIEERERLUTVDDOMRBZE RO SN,

B EBROEFZFED> T, HEa>EESERETD ML —R)\Y IR TE I =HE

B,
N A
BERIEOMG | [EIRS4EH] EEIETIE, BnH

S BREBHEEIRL, By ARICEIRMEV .
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TIEG GEMHEE)
| @=a) 20026118 GEm

° BN BROFEMNIEHTIET)
1HE : (B#OEHFTOMEGNR) >A—T >0 - =—F+« > (FDAICKDERDBEHA)
SBIBHER>BRAE>XERDR, HRp->o0—>20 - =—50>7

BEROHRBEIR

RUSHER. XEiER
® FDAERE(F. cGMPO/NMAFZHZNS, BEBEOERMNRZHER LT,

BERBO | (EIRS4EE) BERIETE. BhH

':) EREIAGIR< . #Hn BRR(ICEIRA &L,

¢ BROWREBEAA—UUPNTVLED. XEOFNKEG@TRBDIRM ZERHmUTT,

¢ KEBIFESNILZBHTIER LU TWB ). "RTNILOARE(CRT DHEREIAIC
BHIETE,

+ FDABRE(Z. [IB5ADIIERFRVD, MHEIICAD> TLDIDITTIHRL, K
HTIHBICBEF GFr) SNTEZRICADTWNS] EVWDRHAIUXEo T,

+ B, FDAOBERED/\WVFIRREEEIC, FDAR—AR—J(CERICEFRSNTUL
DEDFHPN DDz, MESZEH UEBEDOMIE (75—~ B, BIREBER) (C
DWTDHIAN DTz, [HMABGRODIENNCHV., BREBENEZ IR TLDZH,
KEDHEBEDRZEETDCHICHEMIEEEDIRIBARZ UIRWLEWLTIRULY] &0
SRR ESNTZ. Kit(d/ \ 1 UR T EWVWDONBEEH EERZE DR D TIEWLB M.,
BROETIER(C DV TIEERNRERIA N D Tz,

+ BIEANSDSS, BREVCERANMNNN ST THBRYIM T TERILSRBEDICDULTIE
ZOHDSB(CEEZEZH U,

¢+ HACCPT S (ZEEEBIELTLIN., MEYBEEIR(CRIL. FDADRME - B#E(C
BRUTULRMNOTZA. BARDRERR| & —IRIE (CH ED < EHEMMER T (I
L TESDT

+ AREMBICEDHDIEH. FDABEEEOI=Z1 -5 —>3a>z&RUk.

+ 3TIZNBRWRICIOZN, TNETNOBRE(ICKL D TERDEHSDHEE (DHEW
ooz,

+ FDARIDBEERDER], EHRmODMERED S T)LICHBBEEWIGNAREZ DIz,

+ FDAWBEERTEDITEIBIROFDIRLDNCDWVNT, $FERORAYEL DD U & (e
Mhole, IBMEITBIXE(CDVLWTITEEZIADTZ.

¢ Ffe. BBIGPOE=EHENSDEBRICHT. TIHEANODEER(IFEABETD U
TWeZ ENS, SEIOFDABRRICEVWTEBERMIIBIID LT,

(U E)
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EHI3b

| EFI3b EW25RE

! — (EEEAlS4EN] 2013468 10 CS4E.
ERBMZ R~ R | (ERREZ RaLaEsE] 201347 BN SRLE.
(ERENADELS] ZRO18HEICESEH D,

S BERBMZH
2012 (CLA DAL (C LY —TEANEHE =N TE Tz, HIRRNICEZ LN, TDBRIERRHM .
« 2013%3H(C. BIDOFDABHENS (LtDfiEREiRza U TUVT) BHSEICEANNE-malTES. L
HOEZESP(CERXSNTEC. 2B, TDBR. FDADMREFRES LA (FHENEFDBIRIC/ED

TWiz,

<ERFTORMGANRTEN>
2013%F 6H 1H FDAMS. 9R(CEZRZEMUZLEDE-mailZH’
2013%F 6H26H FDAO—F+«R—4~—EVDEWDRIE (RFER - 228, BH%EH)
2013 78 2B FDAO—F+xR—4—H5. BEFRNRZERBERE (9H9H. 10H) DiEw.

L5, IBRBREEEICHATH D cdBERRZHEMOLIZVLEZEIZE,

2013% 78 5H FDAO—F+x—4~—Nn5. BRHEE (118A5H) OBRR
2013%F 88 9H FDAO—F+R—4—NH5. BRABRESEORVEDOE
2013%F10H18H FDABEERENS. FHRIBMIER(CDUVTES
20135118 58 &#ER=H

° Eni#lE
« FRIERERPIREAS(COVWT, FrICIEIERE(CHRLIZECS. BEERENSHI60IEED
1BIREFN DD, RMFIEELRERITDNTIE, FRIICE-mail Tixft Uiz,

SRHEAN. TS5 RIvO, HHE#R. SHER.
BmEEFIERELE (Registrar Corpft%1T) « HmftRE. JO-—FAVI3SA

=R
TiHME. 8BS - BRER (51 NLOFER) « LIS RREESRA
iﬁi; DL —LHEOEARTO— (F4 NLOHFER) « BURFIE (51 ~LDFHZER)

S HAZARES

- HABFRELSLUTCE. TIHEOEEEDEN. RIEEE. FEREL. EXRE. mBEREEMATEUE.

- FDABZEVCEGRTERCERECHBLIZIZTILY S MMI, FRIOERRHEEEADATY —
IN—SHEMRFE LT,

- EREFEHTHIGUTZ,

O BERERARSR

« ARBRe TIBRIOXIL (AHIEHE)
- BR (%) Fhi
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| e 2005w11m5m GEm)

2 BRORN
9:00~9:30 A—T=>U - -=—F4>7
9:30~11:30 ITHANER EZ®E (NI-HE - EESFARSDAHF-BE) SKFE
B8 REFEED) oBEE (BHU) >HF (54Fh) =% h1L)
11 :30~12: 00 BEANSHE:?R
12 : 00~12: 40 HBEkzE
12 :40~16 : 45 BRANSHR - SRR ERESR - B COIESMEIEDSERIMHER
16 : 45~17 : 45 T A4 —/\4831ER%
17 :45~18 : 45 ¥ TaE (ERXRXESKIUOTETCOEEMRR

BRGOWRER

=]

IRIZHESR
B ERIOINIHMSHEREIE TORN. BEIVEROREZ. HF (it EEE
8B) . hMMLZEERU.

J’ B, & Sabon~F ) ( e BERMBEN S DIHBE(FFREL TL)

B LR /OIJ_ ,,,,, I\ODFEE\

iR
o & fxi’.ﬁ i
> N

~

X SR
B I RO2mOEN SR ERMDDIE(CHTT S, REFFTIEHHAR
f] (SID) AN TUVRWEES. BNk CIRVLEHET CERVEEHAN G DTz,
GE) FDAR. DIEEER. BETREIN. BERNSHRCANSNTOZRRCHL. FOATRESN
BT DI0(C, EERSHR(FCE) SR S BRI EEAROME LI2HA(SID) 21752 &%
EHTND, HERSIEE (FCE) SR RESATIZNHERD (SID) NBNIERHRETORE -
BRFSANETRE 73 B

2 UTean., #REEE LU CForm483IC L NIRE=NI,

QT LIV > pEOBEIREE - BRE. 8BS/ \—YEDOBYIREFFIEOBE SAREDEEN M ERC &
QOB UZE(CRMIES (BRE) ARZ TSN, BEmEANMRESEORREI THASNZC &,
QQRHFDEENBEL. ENUNELE, J>0J— MRO—ERANICKDKMNEBED., HEANEER
AT IEEEEN BV EQERSNEC &,

@FFHVNSDERKMNEBRE TER > &,

OBEmMEEM T BEREWEEE (NIRRT —) (CDVWT., BYREEESENEINTLVRNS &,
@FFEIRZBDOIR—IAN, HIERDRVEKELE (CEIFEFRSNTVWD &, Fie. TR—XDFEImH K
EiFENM. RIGBE>Ta/KEEBEMLU TN &,
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BREOMIG | (EIRS4EH] K24 (2014465 S)

S [A%t(F. Form483TIRESNZEREIR6RICDOVT, FBESNZISEZAMURICHRZEIZE,
201456 HEFAT(E. FDARINSESERICEE I DER (10N,

S BB, EITHEIFDANSDEEZRT. HRREREZSOMICEIRET . FEMRIETEEDZERE DR
(X DML TIE, tETRETT DIRE . FR(THE.

O Fz. MAREERM2EDIED1IMICDNT. HaRmitE Rk (FCE) SEMMEZSRmMOBNE
THEFFE(SID) OFHE =T\ T U,

LTI, BHERHETOMERLZ LT3N, BRB3EHAINENZENG & (ChE
REFE U TV z. 2D, BHOEFRESHNFIELTULED., BUVEHROEFE
[CIRDTWLWED Uz, FE1EIDOFDAMREFREHF (20126) (C. B TR ZHE
BB, REGEBHTERUZ 1 DOESEEHLCEA BT, @it%=EiT>T
(,\%o

+ ARDIEHDERFE. C=F—TIHERIEZUZD. I TICREHDMMEESZ 2R
5l DiEtt. ARBITEREDH DA TILY > MOSHEZE SRS, Wik
Uiz, £z, BRICERBEIZ 1T —2 3>z, nEXEZFOHE? - 174
ZITOCLWElesh, BRIAHIIAESEATZERD.

+ HEOFRAERE LT, BiSEELIREE CEBAERMYC TN DF v okzE
BAEUE. F/E. —ﬂxFJEEEEjDOUA%L‘C(J KB (fEKIERAESSER. K
BAREER) . IREHIRRIE. BHRFEREE. HESOF/FEEE. ANERE (X
B) REDEHFEEHEMLUTHL,

¢ E£le. PUILG U ICDWTEERBICHERSND EEEL. XS EERDOFER
RRICDWTERICHER U,

¢ Form483(C(IE&H > lz6DdD, (FMNCHBOETHERENAWVNS DG Tz,
BHEMIIC(E. OFRDEE. QBMm GRMSD) ZIRDSPVCEMDBE. im (EE
E) EEBRICHERATEZTIL—RTHINESH. OHFELIOMERE. @
A—=)I\=TJO—-UTKDBHFITRAUBREURWKLDICEIETDCE. OREDE
FEODRREIZB < & @pHBIESRDEIEICDWT., FllEEEEiFTRMEC (Eht
DODBEELEITTRL, REOHEZ) LI DCE. OFEREREST G20 —
‘Xg /men-l') (JDM‘C fﬁﬂj_'@ll"—‘l_ﬁxj—f (I_.IIJII:I.) TLT_C7-6~<2‘J—_'_$X.I—.E (l_.llﬂII.+
R) ZRUBEHEREZE LIBT3 &, (DLW THESTEDIREAERENTZ.

¢ KRETIEIERBLERDEKENMNWEER D TVDRRE, BROFHEEIRSEVND
Do

¢ BRIEBHTHIE U, AEBCERZMFEL IS, BRm TR ib’ﬂjnx THEIC

B9 3FPMAEZIEAEL COVRWVWEEHULWERUTE, EIKOD*“JETJ’@ . wUTHE

B COMIGFEH UL, REBICKDER 7&“”5@(1&?573‘7(%(,\7'&) /’7/\’3\‘9

BRm CHR— MYHBDELLN

(ML)
Copyright(C) 2020 JETRO. All rights reserved. 113



$B4-45 IKIEY)D

4-4-1 BEDRAI> b



LR Check Polint

4-4-1-1 [KE¥] &(& (EFPFRAIK21CFR Part123.3)

o AN (Fish)

- BRCHESNDEK, BKEDR, B, =OMmoKEEY) (BELFAEZR<. AIXE D
— AT DEHA OZ5 FYIOA. DZBLUTNSOEDINE) SLUETOEREED.

JU. DAXEDBEEEIESFENTHE ST . EHRBIOMRMNS(FHIN TS,
2 JKEW (Fishery products)
BNFEZERE U TVWB S ENZOERRDIFH THDIEM.

4-4-1-2 JKEYIHACCP

° #E

« FDA (31997 12 A18 BLUBE. KEY) EAmEE20) OINLTEEF(CHACCP EAZEHBMHITI.
JKEEY)ICRI T SHACCP ARA(E, EFBARAIEE21CFR Part123 THRESN TS,

« RE(KEYZHLE T DHEDOREEEF (C(E. KEDHACCP ARHIZIET T D EMKkdDEND L
EBIC, HKEMDMAREE(C(E, HEEENHACCP RHZIEST LTS L Z2HR T DEBM
SEBNI,.

o RRFIDWRTHDICENMNDST . HACCP TS DIRIE - EfixiTo CLVRV\EIEXEEEFDEM
(. EmEZEMCIEMESF402 &(a)(4) (EREEH21USC342) OMEICKD. FREHREND,

4-4-1-3 FIEOISHEH

S kERZEmDIRSHEHRSER,
« RBH. BRMESMEES103R(CED. BERESIHEDRIE - RENEBHLESND &, KEY

HACCPHREMMUADERMR (BFHEZEV) OREFICHREN M - URIICEDIS FHERDE
ADEHLEEND.
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Check Point LERO,

4-4-1-4 HACCP [CBDOL fiEEEHDEK

S AN (Fish)

o RE(CEHH T DKEMORGEEEE (T, KEICHIFTDCGMPICLDFHEERZEMI D (EHARAISE
21CFR Part123.5) &&BIC. HACCP 5> HKREL. NZEMURITNIFIRSIRY, FDAN
EHDHACCPZRAWCHEEEEAHZH/IZ L CWD T EZIMMIDIFERO—DOELT. BEHBE
PE=BHE(CKDHACCPEREIN'®D FRALDEUSEREER TR0 .

« HACCP JS>(ClE, UTZBEDAFRINIIRSR (EFFRAIE21CFR Part123.6. 123.7,
123.8. 123.9) ,

ESALIS] FREEAES

P

fEENMT (hazard KEMOREET & D=

analysis)
® HACCP IS > DRk | sk &, KEVIDIEIES EDXE(CKDHACCP 75 AR -
(HACCP plan) E )i

(1) OTHELUZBEDIRET - 52

(2) BEICH I D2EREERDAIE

(3) BADEREER(CH I 2 EEREEDNTE

(4) EEEEROEZSYYU T ICAVWDFIRS KUSHEEDRE
(5) EEEERICHNTC, BEEENSOBRA (SIS U TEMES
NDEEETEDNTE

(6) HREEDTTES JUSEEDETE

(7) EZH VUL URROEFREHITEIRT DS ATLDEA

(8) EZHUIRBRICEFND. FLFEZHFIUZTICKDT
FIONTTIEHRIGEIE. BISRERS JLUERMIBIE DR

® HACCP 75> DARE

=it i
@ Zﬁé;gﬁ? (corrective | o i oSNNS RE. 55U\ HEENEE B O

® FREE (verification) HACCP 7S > h IR (CEMESNTULND C EDIREE

ABOBRME. MIRREL £/, SRELIMRFEDOHDEM

® | s} (records) [COVTRIITRRIE2 FRURE

HACCP S>> At
> EZDORMDEE

<&E>
BEFSEEEA [ XEREEKEOEIRVNCDWNT] BIR2 & UT. KEYIHACCP ARE (CBI 3
DIBEIRMMBE N TS,

¢ EASEE [AmEKERR]
http://www.mhlw.qgo.jp/topics/bukyoku/iyaku/syoku-anzen/jigyousya/taibei/
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2ERO  Check Polint

4-4-1-5 KEVIDHAREDHRHRT

o AN (Fish)

o KEKEVZBWMATDIEEECE. AHEEBENHACCP RHEIZIEST L TWLDZ EZRATDIEHBN
RESNTVD, MAEEE(L. SKEYVOFIBEETZ(IMEIREES. FLIFKEICHITDTDNR
HAT, BACHAIDIECOERDIETICEEZE T 2ETHD (EFHAHERAIE21CFR

Part123.3(g)) -

o BAZEAEQ. ROOFZ(FQDEEDEB ZITO/RTNERSIR (F21CFR Part123.12(a),(b)) -
WMARE RFETOCHTDRHEEZRET D (E21CFR Part123.12(c))

RS SN

"5

® KE EFARRE UL (FBETDHACCP LEERLEE(C
FRIREFEZBELTLNDEWNWSEE (MOU) |
FE(FENICHET D2ERXEZFDA ORI THARE
LIZENSEAT D &,

JZIZU. 2017 #1 2 ABFRT
(F. ERMFCHEIDEEFE
(72NN

@ BmOMBZREL, BmERmbimEsE402

RDNITNNHDXE(CKDERFIRZREL., Eite

RS e

1. MALKDSEUTWBIFEDOY bDENTIES
KUOZDIITRICDWLT, HACCP BXUEHE
BREZSYU D DiEFzmEEOINTENS
AFI D,

2. NERFORm@ESEERIBUENSHF T (LIEIEE
NDHDE=FEWENS. A UTTKEHIK
EEYIHACCP fRHI(CHE > TN =N/ZHBEDTH
DT EEEHEMIC, FeFOy b EITRIET
DILAZEZATFT B,

3. A UTTKEYSKEYIHACCP ARHI(CRES T
MIESNEEDTHDTEZFRIET DIes. 4§+
E DN Thtsez EHIN (CIRE T D,

4. SMENNITEDHACCP TS5 > B XUEA LzK
EEYD(OKEEYIHACCP ARl (CiE> Tl =nc
EDTHDEDINENITENSDXE(CKDR
iE (WINERX) OIE—ZRET D,

5. MAUKEMZERNCIREI DL EE(CH
A UTE/KED (F/KEYIHACCP AR (C4E > Thl
TE=NEEDTHDEDHENIENSDXE
(CRDRAE (X)) OOAE—ZRET D,

6. JKEYIHACCP iRHIZim/z LTS aBF
DLV TRIE S DT DMOEYIIARIEFIE,

K(CMETDARIRRETIRNC EZRIET BDI2oI(C,

EE()D HERFOERE
HESRIBSIE] EUTELES
B, BN Kt KEYD
DOEURWLC DT (CEDE.
JKEEYPHACCPARHI (> THIT
SNEBDTHDCEZREL
TW3, £le. BESEAES.
FRIE UTo/KEYDfEER DY X bz
NERKLTWB,

EE(2)D ENEENDH D
=EHE] SUT. #HEEAKX
BAKESNREZITD TLD,
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JETRO

BFESRAR#E(C O)

4-4-1-6 [KEY)] TIEFRRDIEEREINDIIRA> b

S EFMAIE 21 CFR Part123 [KEWICEIYT SHACCP#RAL

- FEEARRI21 CFR Part123(&. UTFDOBT/N— bk (—8Bk#) DSBS TS, RR—ZBIRE,
FDADIR—ANR—ZTRR SN TV S RERSORmRELSHER (CX T DEHREIR, SIUEAROMH
fafERADEFT U T ICIDENETNTEILK HDIREFEICDVNTEEHT.

21 CFR Part123  SubpartA 123.3 - E&R
123.5 - RYTOBIERISHEE
123.6 - HACCPT'S >
123.7 - ZIEHEE
123.8 - {REEEE)
123.9 - &%
123.10 - L—=>9
123.11 - HEERFIF
123.12 - MARRICET D158I1ZH4
Subpart B 123.15 - —f%#EIE

123.16 - JOTCREHR

Subpart C 123.20 - —fi%f9=EIH

123.28 - #itieEHEE
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JETRO

BFEZIRE#RE(hO)

123.6 - HACCPT'S >

] Caeek Polmnit

v FDAICKD & [123.6(b)] (CHRESNTULBHACCPT S > (CDULT,
B#TIHBOHACCPT S (RSB =NTWD [EZHU>T | (388 &
iE] SEEIMNEITSNTULVRLY, BBV, IS HEBAENN G DBEE
IB(CEA UL ESNIEHACCPT S UM ZEZERWNC ENZ IEfENT
AP-N

v £z, T123.6(0)(1)EBREERBE] [123.6(0)Q)EEEES ]

[123.6(c)(3)BER=] [123.6(c)(4) E=ZH U IR 1]
[123.6(c)(5) 2EBETE] (CHRESNTLBHACCPT S > (CEEH I N
SABICEAITBIRNMEICDOVTOIEBEIERL TLD.

<#F> [123.6 - HACCPT'S > ] [Ch'h1HBFDAIC KB EHEEIATOP10 (2016)

1 |21 CFR 123.6(b) 148 |HACCP AZEfie HACCP plan implementation
2 21 CFR 123.6(c)(1) 126 |[BREEEE Food safety hazards
3 21 CFR 123.6(c)(2) 117 |[EEEESR Critical control points
4 |21 CFR 123.6(b) 95 |HACCAP:tTEI/R L No HACCP plan
5 |21 CFR 123.6(c)(5) 92 | EIEiEEEtHE Corrective action plan
6 21 CFR123.6(c)(3) 89 [FFBRRA Critical limits
7 21 CFR 123.6(c)(4) 82 |[EZHVUI—EIMN Monitoring - adequacy
8 |21 CFR 123.6(d) 65 Ef. B Signed and dated
9  [21 CFR 123.6(c)(6) 52 [ MREIFIE—ELE Verification procedures - adequacy
10 [21CFR 123.6(a) 39  fBEDM Hazard analysis

123.7 - SEEE [EFFIFDATR— AR—ZDIERK D1ER. BUTREER.
=

] Check Polnt

v BIEBE(CEL. PORETDIENEDHSNTNDH. TNSDRMEIC
B9 JEHEZ 0.

<R> 123.7 - BIEHFEE] [ChHDOSFDAICKSETEIA (2016)

1 21 CFR 123.7(a) 33 fEESTE (CX T D EIEEE Corrective action per predetermined plan
2 21 CFR 123.7(d) 16 TEFEEDER Corrective action documentation
3 |21 CFR 123.7(c) 6 BIEARAN(CX I D E2IEEE Corrective action per regulation
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BHXEZIRE#RE(h0)

123.8 - {REEEED

N o ua b

O | ©

10 21 CFR 123.8(a)(1)

Clheek Point

Vv EEEEBCDOWVWTE. T(@)(2)(ii )&KIE] (CEAURETIEOE=SF >

RN ERRFAHF MDA TETORVR, FT HACCPjE/OD“’é'IﬂEw
EUT EBEER] [BEEE] [RIE] RARE] [HERE
oixEl E1—93 [123.8(a)(3) t&aE-ECErMERS-S8E ] T3, *ﬁuIEOD/A
EANEV] T RRVWRMNMERRIE LD TULD,

<&> [123.8 - REEEE] (Ch'hOBFDAICKBEIEEIRToP10 (2016)

21 CFR 123.8(a)(3) 68
21 CFR 123.8(a)(2)(ii) 31
21 CFR 123.8(a)(3)(i) 18
21 CFR 123.8(a)(1) 12
21 CFR 123.8(a) 11
21 CFR 123.8(a)(2) 10
21 CFR 123.8(d) 7

21 CFR 123.8(a)(3)(iii)
21 CFR 123.8(b)

NN O

123 9 - naf'i

A A~ W N

IREL - SCERBEER- SR
- @

TEZHUTEROLEDL— -

E 1%

HACCPZ' S > BT

IR - L Ea1—BOEIg
HRHERY IR -T2 - BIEGCER
IREE — SCERRYT

RIEsiRL E 1 —n@Et)is
IR - IEEIE

HACCPT S > DZEEIGE

mAEE] [ZL#EFEAR] [AXRL—5—

REE | DOEFRSBUCITOHEN DD,

Verification - record review - frequency
Calibration - adequacy

Monitoring record review adequacy

Reassessment of HACCP plan

Verification - reviewers qualifications

Ongoing verification - complaints, calibration records
Verification - recordkeeping

Calibration record review adequacy

Verification - corrective action

Modification HACCP plan

] Cihheclk Polmt

v ELER(CBA T BIEMEL < RIRITEN S,

[(a)] ([CRESND MITZEE.
DE%Z. 1—->v)L] [EmId—

<F> 123.9 - 52iR] ([CHHDBFDAICL ZHEEIE (2016)

21 CFR 123.9(a) 40
21 CFR 123.9(a) 11
21 CFR 123.9(b)(1) 7
21 CFR 123.9(c) 2
21 CFR 123.9(f) 2
21 CFR 123.9(b)(2) 1

TiR-NE
soEREC A -BEY
SCARRRE

N E1—
BTk
TrEseiro@EtIE

Records - content
Records entries - timing
Record retention
Official review
Computerized records

Process adequacy records

Copyright(C) 2020 JETRO. All rights reserved. 120



JETRO

EFESREHN (I O)
123.10 - bhL—Z=29

Check Polnt

v NL—Z>20(CDNWTlE. A THEBHACCPIIEEZ T TRV, FIEEg
ZEFo TULVRWEWLWSERMEIRISN TS,

<g> 123.10 - bL—=7 ] [CH DB FDAIC KB HEREIA (2016)

1 21CFR 123.10 35 HACCP L —Z=>TBXUVERK HACCP training or qualification

123.11 - BEEEFIR

Clieclk Point

v BAEEFIRCONTE. [(b@EEEBE-YU>T] [(c) BEEEE
1 T, EmEMEOEEIARE. FAL TVDKOEZEMEDPFERL - [RE
IREDEZAIUSY - ik - RIEEEERENERBEIEL RO TULD,

<&®> 1123.11 - HEERFIA] (CHHDOBFDAICK SEHREIR (2016)

1 [21 CFR 123.11(b) | 202 [[BEEBBE_SU>D Sanitation monitoring

2 [21 CFR123.11(c) | 95 /FEESETEF Sanitation Records

3 21 CFR123.11(b) | 30 @BEBEEE—YU>IJDXE(L Sanitation monitoring documentation
4 21 CFR123.11(b) 3 |[BEEEZREEE Sanitation corrections

5 21CFR123.11(a) | 2 /EEEEERTROB®E,. SSOP(S) SSOP(S)

123.12 - WARRICEAT S1BIEH

Clhheck Polnt

v MARRICEATIIFREHCHSNTIE. MAZEEFHATDRENAHACCP
FRAICEHLL TVWDIHWZEA TEDREN DD,

<F®> 1123.12 -HARRICEATIHHNEHNF | [CHHDOBFDAICKBEREIA (2016)

1 [21 CFR 123.12(a)(2) | 162 EAZEEDORRE Importer verification

2 [21 CFR 123.12(d) 10 NBSFHEE Determination of compliance
3 21 CFR 123.12(c) 9 [EHEANE Lack of records

4 21 CFR 123.12(c) 2 |REETOiEx Records, English
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£fl4a EBOHIDAL
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FEHldac ESAT«qL, I\RXFTaL

Copyright(C) 2020 JETRO. All rights reserved. 122



£fl4a

| Splaa BOMDRL

BERMNS A~ I BZEAZEEH] 20134F9AH3H(C= %8,
(BiZsARREDORIBIFEA] 20141 BEH SEIE.

S BEREMZE

« 2013FF9H3H(C. MABHEHOBREINT TIHEOERKE-Mail)” RLX(C. 2014F1~2R (CEREEMT
EEDBNMNG . RANBERZE-Mail TIRIET DL LEEIC, MEREFRATICET DELHEANT (.
EIREE) OERZETO.

- BEOER] (M1H AR (22> THS. E-mailTEREDER. BRMRITIBEFTOF7ITZAICDNT
DYPDED NGO,

° Hpidtla
FH1 (IR - IBRERDESNIZXER U,

° HAZARES

« #RTE. BHIHBOHERE. MEOREBRIEES. BHEEIBNIEEOT.
« IBER(FFDANFHEI LT,

« JKEHACCPEBEHE & U T, KEARKEZDT ([CERFEZKFE,

> ERERAER
EREN SERFREI TOERMETR. REFReTIHHDEXILL
- BB (9t8) ?@E

I (£522F) 2014428 (28/K)

2 BEZEDRN
1HB : A-—T=>7 - ==+ >0 (BEXRBHROMWER) —HIBHEDRE (BRTRES 1 FLIE. FTED
ECAFETRTRT) SBEBONEWR. &
288  XEHER. SL—AN\vo->oO0->20 - =—F 020
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BRROHREIR

IRISHER

E REEDOAL (FEV. IBFOER. F5WHIE) . BREIE(CDUVTHESR
Niz, 2P, MEE(ICHTU. FDARRENEIZEERIDCEFRM> T,

B REEBABBEOFENZICDOVT, B BR) NE3INESHhEERZSNIZ
M. KBEAKESH SO E THRIBHUERHIED 2.

F EMCEEMND ECATERVEMRICDWLWTHE. ROFORHANDIRHE
BNz, CCPEUTERBREIMBEIEL CLVEN, $FTIEEIan >z,

NEMR

E ER (B280) ORETIRICDWVTIE. FICHBEROSNH >N, BRE
(FAEATDB D TIBOEFIZIZEX TUL\D JoiERR,

B IERICEHEERBDDDRMDSNILDEHAS (CDOWVWTHR SN, FTEER
(C L —ATEdIhER =N,

F B, REBEEOEOICHEEBEIICEI TKIEEZTWLBH, CCPELT
NETIREKDEZE=ZSFIU>TULTND, KEARKESDT—4 (BIFHIR
) Z#EE(C, KDMEEKDTEEDOHEERE (KDMEN21%LL T (C/RD> TULWNUER
EYPHBIELRAVNC &) ZERBAUTE,

B CCPTAR(E. BAARELULTCOHBEERZRITEA. £ETDERT(CHDANEBY
LTV EERSN. KEAKKESD ML —Z>0FEiE xR~ Ul

|
| REER
| N

SUUTF1ah. BREIEE U TCForm483(C K DiRE=NT.
OERTHIEFAEICDNT, PULILTY (BE) EENHACCPT S > (CBHEE SN TULVRLY,

| zZ=sons
N
OMA[E, EEEBEFEIRICDOVT, EESNZI5EERLAICHRZLE,
OFEMTHDIFMCONT, FLILG Y (5F) BEZHACCPT S (CR#HT R ZHEUCERE.,
EBRDEIEHACCPT 5> & & B(TIRH LT,
SZD#E. FDANSODEIRIIRE (2014F7HEAE)

+ EITIBORRE. EICKEERAOEHARABIFCEELUTED., WIREHARRE IS </EH ($5E
FED1%ICEBZR) » BITIHBDOKRD [CHEPIENDRS TE. FDAICKDIERIFADT
WD, B, BROEIE. FDABRENS(E. HTIHICER(CKIEEEE LT MMEEEHRLUT
WTC. RKENOEHEENHDIEH] EDHENG DIz,

+ FDAFHBLDER(IZ. BADAFEETOIERBZEEHDAT. DELHIELTESR T,

& MRDOEDICERDIEN. BRMBEOEEZHRB U TWAKSIRERICDUVTIEEA S IBEE
NEE UL, BH(SEZIEEE CERRTKDZMAEZESHNK LTSN, FDABRE(S MF2/ELT
VWBREmICBEKNDEEX 2] BEKR=ZIBRUHN LD, BBEREOHBIMTE, &L
IEIEHDEDD., BETIEOBET TKDEEZ DT EFURVER,

¢ FDABZODEHI(C, FEREmDEH. TS50 L TULRL,. SEIOBRDBE. AKHKX
IKESREDHACCPTAHE U TWBHACCPT S > B XU—EESIET, RS - BiIFFIEsE
ZIERU. WIS TSz, HACCPT S Po— A BIES KUTNICHESREHFERZRRLU T
PE. TNZBFRAOBRICIBRUECEICKD, BBROZ 15— 3> W TErRERD, J

(U E)

TVA
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O REEMZWH
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> HBaikln
« FHICIRY - IBREROSNEXEFRD o 2.

> HARARESE
« HRTE. REEDBHOBIHEES EmBERBEHEFIZ 0 (CFDARRF — LZaimik Uiz,
- BRIMEFEET. BHRTHIGUE.

> ERERARER
- BHEE (BR) eRFTILeltEgak ThEXILD
- BR - YEFE (IREMRET)

I (RZH] 2014428 (SEM)
\_

2 REDHEN
(1) <N#tIIZA 1BHE> 2H3H (H)
A—TZ20T LT BRIRIZBERTE (1209) —BAE (907)) —DHERE (609)
SHEEERRE (1509) -5+« XHhv>3> (609))

<N#tIT33ZA 2HB> 2H4H (X)
EZ%E (HACCPES:EEZ%E) (1509) —BiAE (6049)
—U—)lL. cGMPICDWTOfE:R (150%) —»o0O—>>7 18HAESE (609)

<N#ITHEB 1HE> ZHSEl (7K)
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—SHEERE (1209) =T XAv> 3> (40%9)
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sERE->OO—->>Y EBRERL (1509)
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->EERE->IO0->270 L (609)
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B DATHEERDATFIT. DAREDOAF T - [FHEAR
r TIBHEARF YR

X Eh#E

B FDAEERAE. MsxOME - RSAd], RSTE. RIS - bmE
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DFHME, BIRDEE - $8E - BIRIDEOBENIIE

BHAOHERFIOBRE - SMBRAST AR, EMRIOAF T, Bmfftiak. R
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[cGMP]
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Zigbniz.

FDABEE(F. KENLTE> EEEER> —BEREVWDIETYUXINBNERE L TLY

1=

BERE(CLDT. HACCPOEBIESEICDWTEXANERRDIGEN G D, FILIEEEE

DOBEHAHTBHIN B E DB @BV EHEHDEEBNND (HACCPTS > DiL#E S

SECCPOEURE) o

2t (FFDABRRFIFBN RV V26, KEFHBDIBH OB EESD & MBEEIRIBYEFZ D

IDCFDABRF— LZimR Uz,

FDABZRF— LARDIBHRIEE SZELDIEHICHE. QRADEFWEENBRS =1L —
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JETRO

HXEZIRE#RE(h0)

4-5-1-1 [RE@HBHER] &

o KEMbhAEM (Dietary Supplement) OER

- REMHPEMEG. BBZHTIDLEBNE TSI ITIU—ERN (RERKSD) HEFENTL
DMIMT. FAIFV—FEREF EFZD . ZRIT)L. I\—TZDMOIEMICT = . HK
VIS DR, REMR. BB, M. BEMTHD (FDAC EHE201 &(f). GREEM
321(f)e RO (EFELIBREDZEH. HTIL. I\DF— YIRS TIL. 9TLwv b &K
FzE0,

O REMIERROENSS
19944 (CRBHBNERMERHEE (DSHEA : The Dietary Supplement Health and Education
AcH)MHIE SN, REMPIER. BRUTDERORERTTE (S, RBOZEEZIBRL. [EERQR
Bkt & REBERITOENEB TTFoNZ.

DSHEAD®EZRT. FDANREHIIREm. SLUTDERZEFEL TS, FDARSI L. REWH
PERMAEIEmE U TERDRDNS.

- BREMEFKC, REMIBRTHE. TORMICEFNTVIRERD LANILEFEOITDLD
RFR  SERERMART (Nutrient Content Claims) 1>, BER&E UTDRERDHRIDY
RAOZERS T Z EVRERICE T 2&MDFR : EREEARTR (Health Claims) " T&3., BEIC.
REWPEMTIE. REVLIAIHYU DN E SORDIEE T (SHBE(CRFITFE (FIRICH
IIDEDLUIN) ZEiA T DIBE - HEEERIAZFRR (Structure / Function Claims) ©ffRTZE 3N
WINDOERREFEAEMH. RIEABTENMRESNTULDZD. MEIERL. HhDEETERBEDR
WERRAE (TR D TUVVRFNUSTIR S TR,

mMEEECEUTE. REHPRRORE. &, BRFR RE(CHITIRITEMESHE

(Current Manufacturing Practice in Manufacturing, Packing, Labeling, or Holding
Operations for Dietary Supplements. I TFcGMP) (GEFRHIZE 21CFR Part111) | THRES
NTWnd,

FEREHE. REHDERZRGE, B&. TR FLIMREZITOEEZHRIC. A~PO16MTT
=B EDED, REHDERORE, 2K FrORECHITIAEEEEEZI00IEBEMU LS
EHTND. FDARRETIIEMRHI ANDEIITNFER =N D,

o RR—ZT(FcGMP(21CFR Part11l) [CHEVWTHESNTWDIFIEMEZHRAT D.
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BAESREEE(C/HO)

4-5-1-2 [REMHBER] TEFRELESRINDIKRI> b

O EFMAIL 21 CFR Partlll REMHBRAOBE. %K. BERKRFE. FRECHIIRUTEER
EMEE (cGMP) | DIESHIRR

- FEORAIG. UTOUT /(- (—8RE) DSBS TS, RR—ZLUE. FDADR—LA
R=ZTRRSTN TV DRKERSNOBE MBS (CX I DERFIR. SIOHAROMIEMR A ADE
VIS DCRDENENTIL HIBRFE(CDOVNTE LD,

21 CFR Part111 Subpart A —#8RI

Subpart B —£%¥58

Subpart C — HiE%3 KUEth

Subpart D — iSRS LVHRE

Subpart E - ESIVTOCRERS R T AREDENF
Subpart F -RiSESIUVTOCRER : REEEEN

RSVICREMBRRE L TER, FLRFRFAICEBAT SHEICRKRD
SN3EH#

Subpart H — BiE83LUVTOCRER | YRYRSRROEN
Subpart I - #ESIUTOCIER : /\y FREDRICETIEH
Subpart J - HESIUTOCIER : MRENDERCRETIEH
Subpart K — &8l 0EME : RESIRMEOEM

Subpart L - HESIUVTOCIER : ARFLESNIVIEIEBED

5 I8
=T

Subpart M — RES LV HFE

Subpart N — [EmEhizREHbhER

Subpart O — ®mICEITIHIE

Subpart P — BB LUVRHRRE
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JETRO

BXEZRE#RE(h0)

4-5-1-3 K< HIHRFEIA
Subpart B ft¥58

111.8

111.10
111.12
111.13
111.14

FIEE (CX TP T/)\— bBICHITDEH

TRRE T (R LT BN S ORAEYDE RO LS KORAEREE
EEB(CEASNIEREMF
SEECERSNSEMAF
HIJ/\— bBTRE=ND. XEL. BIMMRENKOHSNDECER

Check Point

v Subpart BTIEFEEDHEBE W AL —Z>J(CEAT EHNE < =N TL)
Do Ffo. ENSDFIEPRXEDFHEEEDANRL —2 3 VNN ETK
SNTVDH EVWSHEREZSNTLS.

<Z&> [SubpartB i8] ([ChHDOSFDAICKDEHEEIA (2016)

1 21 CFR 111.14(b)(2) 10 [gEEs—RHR—~L—=7 Personnel - records - training

i — < sy Personnel - education, training,
2 21 CFR 111.12(c) 8 [HEE-—HE. hL—>J &8 experience
3 21 CFR 111.12(b) 6 FEE—mEEEARL—>3> Personnel - quality control operations
4 |21 CFR 111.14(b)(1) 5 eEE—-EiR—FEE Personnel - records - written procedures
5 21 CFR 111.10(b)(3) 4 FEn Hand washing
5 |21 CFR 111.8 4  FEE—-EEREE Written procedures - hygienic practices
6 [21 CFR 111.10(b)(5) 2 F&R Gloves
6 [21 CFR 111.10(b)(4) 2 [EE@vMER—EDIL Jewelry and objects — remove
6 |21 CFR 111.10(b)(1) 2 AR Outer garments
6 [21 CFR 111.12(a) 2 [fEEE—EE 2 Personnel - qualified - general
6 21 CFR111.12 2 tmE_oEEEE e Pers_o_nnel - quality control personnel -

qualified
6 [21 CFR 111.13(a) 2 |EEBE—EIE Supervisor - qualified
a2 Written procedures - personnel

6 [21CFR111.8 2 FEE-RFEEE8 qualifications
6 21CFR111.8 ) FIEE s LU S Written procedures - sick or infected

personnel

7 21 CFR 111.10(b)(6)

AVESAN

Hair restraints

7 21 CFR 111.12(b)

HXE—mBEEEE ; BF

Personnel - quality control operations;
responsibilities

[EPAFIFDAIR—AR—ZDIERKI DIERK. YT ERR.
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JETRO

BFEZIRE#RE(h0)

Subpart C HEEE3ES KU EUh
111.15 fEsRS XU (CERA SN DIHEEEEMS
111.16 FIEE(CWIBDHT/\— RCICHBITDIEMH
11120 Bﬁ (LL}EH éﬂ%uﬂnTB&U*ﬁ g'fq:
111.23 BIJ/){—=RCTHREEZND. XEL. BIMRENKDSNDELER

Cheeck Point

v Subpart CTI(Z. fEsDEEm(CE T DIERBIENES . COREEED
[—igBm] (CHITDIERBESLFELUL TS,

<&K> [Subpart C HEERSIUEU] ([CHhHDOBFDAICKZHESEIA (2016)

1 21 CFR 111.15() 12 [FRVERE Hand-washing facilities

2 21 CFR 111.20(h) 6 THE-ERICHIZRIU-Z2T Physical plant - screening against pests

3 21 CFR 111.20(d)(1)(i) 5 R ECRH Floors, walls, ceilings

3 P1crR 111.15(b)(1) 5 |15 - HERE - AL Physical plant - clean and sanitary

3 21 CFR 111.20(d) 5 [O%-FYa o Physical plant - design and construction

3 |21 CFR 111.16 5 [FIEE—RK Written procedures - cleaning

4 21 CFR 111.15(d)(2) 4 [EREIRR Pest control measures

4 21 CFR 111.15(b)(2) 4 [Tt Physical plant - repair

4 21 CFR 111.23(b) 4 [oER -, DR Records - cleaning, pest control

4 21 CFR 111.16 4 |(FIRE - SREEE Written procedures - pest control

5 21 CFR 111.15(d)(1) 2 ([TEROBY. R Animals and pests in facility

5 1 CFR 111.15(c)(3) o BERvEREFRAOEEMEAESNE—RE Cleaning compounds and toxic materials - holding
5 21 CFR 111.20(c)(2) 2 [B-EHossE 0E Physical plant - material review and disposition
6 |21 CFR 111.15(h) 1 |ML—ER Bathrooms - clean

6 21 CFR 111.15(c)(1) 1 RSN Cleaning compounds

6 21 CFR 111.15(a)(1) 1 [ERB-RME Con MERE Grounds - equipment, litter, weeds

6 21 CFR 111.20(f) 1 |Tig-mER. BE KR Physical plant - bulbs, fixtures, skylights

6 1 CFR 111.20(c)(7) 1 | IE-—TU7RH—RE Physical plant - separate areas - holding

6 21 CFR 111.20(c)(3) 1 |5 -RROTUTRESD Physical plant - separate areas for products

6 21 CFR 111.20(b) 1[5 - AR—R R M Physical plant - space; equipment, materials

6 21 CFR 111.20(d)(1)(iv) 1[5 -RE REER Physical plant - temperature, humidity controls
6 21 CFR 111.15(f)(5) 1 REER. R Plumbing - backflow, cross connection

6 21 CFR 111.15(f)(2) 1 [RE-TK ER Plumbing - sewage, liquid waste

6 |21 CFR 111.15(f)(3) 1 EESRR Plumbing - source of contamination

6 |21 CFR 111.15(k) 1 (REEEE—fn Sanitation supervisors — assigned

6 21 CFR 111.15(k) 1 (REEEE-EE Sanitation supervisors — qualified

6 |21 CFR 111.15(c)(2) 1 (AENE- 2R Toxic materials - use

6 21 CFR 111.15(e)(2) 1 PREME—RONSA-ESE Water supply - may be component - suitability
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JETRO

BXESRE#ENO)

Subpart D #WHERHEHS LUVERE

111.25 FIEZ(CWITDYT/\— bDICHBITDEH

111.27 {ERA9 SRR KLUSRER(CERSN S ZEZM
111.30 BEMb. #mbd JTUBF bnciimssis( CER SN ZEMF
111.35 BIJ/){—hDTHEND. XEL. HIREN KD SN DL

Cheeck Point

v  Subpart DT(d. #iEEE0ER, FHICHEEE (BIF. HS)
HERDEIE (CBI I DiEfNE < =NTVD,

<&> [Subpart D HiHEHESIVERE] [CHHDOSFDAICKSZHREIR (2016)

1 21 CFR 111.25(c) 7  FlE-%ME - AR, HE Procedures - equipment - cleaning, sanitizing
2 |21 CFR 111.30(c) 6 MR- BEML-RIE. RE Equipment - automated - calibrate, inspect
3 21 CFR 111.35(b)(3) 5 XE-HE-S1E, &iF Documentation - instruments, controls; calibrations
21 CFR 111.30(b) H2s — BEt — @AM Equipment - automated - suitability
21 CFR 111.30(e) IR — B, BRESNzA® Equipment - controls, intended use
3 |21 CFR 111.25(a) 5 FlIE-RIERE Procedures - calibrating instruments
4 21 CFR 111.35(b)(2) e I e SD;r:_iL;ir;eent-equipment date of use, maintain, clean,
5 21 CFR 111.27(d) 3 HER - Re. AR HS Equipment - maintain, clean, sanitize
5 |21 CFR 111.25 3 #4E% - FIE Equipment - procedures
5 |21 CFR 111.25(b) 3 FlE - EEERIE. #iEE Procedures - calibrating automated, mechanical equip
5 |21 CFR 111.35(b)(1) 3 FIBE—#43R. 238, RS, S Written procedures - equipment, utensils; make, keep
6 |21 CFR 111.27(a) 2 MER—TH—@EEMH Equipment - design - suitable
6 [21 CFR 111.35(b)(1)(iii) 2 3R . 2RE, R B ES Equipment, utensils; maintaining, cleaning, sanitizing
6 |21 CFR 111.27(b) 2 BRE-®IE Instruments - calibration
6 |21 CFR 111.35(b)(4) 2 GERR—MEER, BUE. 1RA. R Records - equipment; calibrations, inspections, checks
6 |21 CFR 111.27(a)(5)(i) 2 SEE. SRE - SRELRESE Refrigerator, freezer - temperature recording device
7 121 CFR 111.27(d)(6) 1 [BREnY - @tcze Cleaning compounds - adequate, safe
7 |21 CFR 111.30(c) 1 % - B#t - REESR Equipment - automated - QC check
7 [21 CFR 111.27(d) 1 e - RE— 2 Equipment - maintain - general
7 |21 CFR 111.27(a)(3)(v) 1 28 - SBRHBSDIRE Equipment - protect from contamination
7 21 CFR 111.27(a)(3)(iv) 1 235 - EREBIB(ICHITBMAL Equipment - withstand environment
7 21 CFR 111.35(b)(1)(iii) | EEEMEOEETIE ; £, B, NS z;?]ci:teiz;j:res contact surfaces; maintaining, cleaning,
7 21 CFR 111.35(b)(1)(i) 1 FIEE_jese. =12 &0 Written procedures - instruments, controls;

calibrating
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HXEZRE#E(h0)

Subpart E ®BESIUVTOCREERS AT AREDEN

111.55
111.60
111.65
111.70
111.73
111.75
111.77
111.80
111.83
111.87
111.90

111.95

HES LV TOCRERI T LA 7T DI2DDEM
2 HESLUTOTREERS T LADOFTEM
:‘Fﬁ%’; BIREFEOE(T

S TE MBI
HERBNES LTV ERET DEIE
%E’f%b‘%‘ﬁ%lﬁ%ilﬁﬁf LTWDOER T D730%

s TERIS O SRS (CERE U IR T NUSIR SR UEIR
ﬁ?fzb‘/j) LODERERE
RFO>TILOEM
MBIDEES TN DREE
BARE T (IRNADEENFREUTEHE. FE(EHEE UHRB(CES

IRWNZE DR, TIZHREE, EBJ:U@D[]IMJ%E—SM%%HZ
B D)= bEICKDERR. RENVEIRECER

Check Paint

v 5D ){— hETIE. REHHIERORE., BIUOTOCREEI T A%
SRET DEODEHNRETNTULD,

v BHEBEHIZVNEDIFE. [111.70 FBENBELIRE (o) RFIE—25RE
BE—M. #E. SE=. FEREN] Thd., REFDIERZERIST DK,
BRI DO DORBRIEZRTET DNEND B,

v [111.75 QN EREIEZEZ U CL\BIHMER T D% Eiair%ﬁb\%m
[FERIDOE—HERPRZ/\VFOREEIE, IR, &35 INLDHER
WEIXENSEEH N TS, %hBOD%ﬁEb‘K-I—ﬁ\ t@?‘é?ﬁb“%’?b\o

v [111.83 REY>TILOEM] (CW T BIEHEZ <. REIETIIHEA
DEE, BRMET UEREEHBEROZOY hOREY > T )L ZNE.
REITDINEBENSDERESNTUVNDN, ZNSEZEBLTLRL, D
WME. ENESDMER - RESENFRTDTH D ETDERELSHESND.

v T, YT )(— KEE LT, AYT)— MNCH T BIEHEBIEDE
A AW
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HXEZIRE#RE(h0)

<&> [Subpart E HESIVTOTCREES AT AREDEM] [CHHOSFDAICKZHEEIA (2016)

1 21 CFR 111.70(e) 69 HEE - B—M. #EE. EE. 48R fgﬁ)’:‘g’ég’:s - identity, purity, strength,

2 21 CFR 111.75(a)(1)(i) 50 MERER - B—OE, REEN %%Te%‘i’;‘:t”t - verify identity, dietary

3 21 CFR 111.75(a)(2)(ii)(A) 38  HBRER - TS — OISR Component - qualify supplier

3 21 CFR 111.70(b)(1) 38  {tHk - EREROE Specifications - component identity

4 21 CFR 111.70(b)(2) 34 {HIE - WEREROME, RE. B Specifications-component purity, strength,
composition

5 21 CFR 111.75(c) 33 [fHHRES- R TR LI/ Ny F Specifications met - verify; finished batch

6 21 CFR 111.83(a) 23 UITIURE - RE. RE Reserve sample - collect, hold

7 21 CFR 111.65 20 BEEE - RB. XEGhESR Quality control - quality, dietary supplement

2 21 CFR 111.75(c)(2) 20 (HBES - R BE; BT Specifications met - test, examinations;

compliance
8 21 CFR 111.55 18 &E. JOTREE - = Production, process controls - implement
8 21 CFR 111.70(d) 18 % - SANIL. B Specifications - labels, packaging
9 21 CFR 111.75(a)(2) 12 ERTZ . HER  SATIRE ﬁgz;gla;;ai;e tests, examinations; certificate
9 21 CFR 111.70(g) 12 R - TRR@BE. SRR Specifications - finished packaging, labeling
9 21 CFR 111.70(a) 12 f1#k - 8UETRE Specifications - manufacturing process
10 |21 CFR 111.70(b)(3) 10 {4k - BT SR Specifications - contamination limits
10 21 CFR111.73 10 {LES - At ME. RE. @ e Mo Y P
10 21 CFR 111.77(a) 10 fHiE FEa- 2. SESE Specifications not met - reject, quality

control
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BFEZRE#RE(N0)

Subpart F RESIVITORAER : mEEBEMN

111.
111.
111.
111.
111.
111.

111.
111.
111.
111.
111.

103
105
110
113
117
120

123
127
130
135
140

BJ)\— bFTFIEXE (CRDSNDEM

mBEEEIEOERM
HESIOTOTAER(CEIEY DMERER (Cn B mEEIRER
BEAES I RE (Cv B mE BT

il Hasd KOHHIRE (Cn B mB B

REWPERORE (CEATDRICEMT DEE. 2R, BIOINIL
(CHERMBEEIEET

N AYEER R, /v FRGELHRS JOREER (CH B mBEEIERES
BEBIUORTEB R ERMBEEIEER

Wi SNIEREHIERICKO SN DmEEIEES

TG CHBEmBEEIEES

BI/\— bFTRESND. XEL. BIMRENKOHSNDEER

Cheek Point

v BJ)\— bFTIE "HESLVTOCREE(CEIT2REEEERMHIRES

NCcd,

v iTE. [111.103 TIEOXEL—REBEEARL -2 32| DiERELI R

£Z<, BICEROL ED1—(CEAT3XE{LSNIEmEEIRSENHEILL
TULVRE T BIERENZEL

VAEICE, FRTIEC LOnBEEREHPERORE,. 2K, RELBLE(CHR

EIITENBETFINETREBBEEANRL -3 2(CDNT. XEELESNT
LR, BBVE. ZNEIEST LU TUVRWSICE T DIBEHA EAINICZ <
=TNTWn3B,

<&R> [Subpart F BESIVTOCREE : REEREM] [CHHDOBFDAICKSHESEI (2016)

1 21 CFR 111.103

48 NELUFIE - REEIRER Written procedures - quality control operations

SEEEEE - =R U/ (YT, (HE Quality control operations - finished batch,

21 CFR 111.123(a)(7) 10 specifications
3 biCFR111.105 9 mEMR ; 2. SN YAYEE Ensure quality; package, labeled, master record
4 21 CFR 111.105(a) 8 JOtR, tik FIEE Processes, specifications, written procedures
4 21 CFR 111.140(b)(1) 8 S0iR - MEEIREE,EE Records - quality control operations; responsibilities

OB Hh B EE - kB R SR Written procedure quality control operations material

21 CFR 111.103 7 review

6 21 CFR 111.123(b)(2) 5 REEE - \vF, "EAH Quality control - batch, product specifications

7 21 CFR 111.127(d) 4 REEEEE - K. SN, T QC operations - packaged, labeled; specifications
[y $ = — - QC operations - packaging, labeling; approving,

e _ A =2l

7 bicEr 111.127(h) 4 REBEEE - AR, SANILFR. AR B rejecting
o s e — el s, o~ Quality control - required operations product

7 21 CFR 111.105(j) 4 MEEE — WREBCHITIARNL—>3> complaints

7 bicFR 111 105(b) 4 REEE - TS —&R Quality control - supplier qualification

7 21 CFR 111.120(e) 4 MEEIRER - R Quality control operations - quarantine
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HXEZIRE#RE(h0)

<&> [Subpart F BESIVTOCREE : REEREM] (CHDHDOSFDAIC XSS (2016)
(#Z=)

21 CFR 111.105())

MEEE - YRYRETHER// Y FiLiR

QC - required operations master

3 manufacturing/batch records
8 |21 CFR 111.123(a)(8) 3 WEEE - TRUE/N\YF. B Quality control - finished batch, distribution
o =
8 |21 CFR111.105(h) 3 WEEHE - £E JOUER Quality control - production, process control
] A
8 21 CFR111.113(b)(2) 3 WEEE - F); T EnLmn Quality control - reject; specification not met
8 21 CFR 111.123 DESIRSE - TASRERE. /\yvF, B Quality control operations - master, batch,
i 3 manufacturing
8 |21 CFR 111.127 EEEER - 8. SNILER Quality control operations - packaging, labeling
8 |21 CFR 111.140(b)(2)(ii) B, WR, AR, B, BNT Signature; review, approval, rejection;
3 reprocessing
= _ ER
° 21 CFR 111.113(c) 2 XE - FRoEE. g Document - material review, disposition
9 21 CFR 111.113(a)(4) 2 mEEH - RE, BE, FEoEa. UE QC- calibration; quality; material review, disposition
9 21 CFR 111.113(a)(2) DESIETY - 8GR EROES. NIg QC master manufacturing record; material review,
' 2 ! ! disposition
9 21 CFR 111.123(a)(1) BB - YAYRISTHR. BIE QC operations - master manufacturing record,
2 modifications
9 21 CFR 111.120(c) RESEEE - BROES. IBORE QC operations - material review, disposition
: 2 decision
9 21 CFR 111.123(a)(4) 9 EBIRFE - RROTFA. WEORE dQC‘OP erations - material review, disposition
ecision
9 |21 CFR 111.120(b) QREEIEL 4  ER. aE SAIL QC operations -specifications; components,
2 packaging, labels
9 21 CFR 111.140(b)(1) ) MBS, FIEE., FROEA. R gc Opif written procedures; material review,
isposition
9 21 CFR 111.105() RESEAERENBERERE S O RS QC required operations production and process
) control
9 |21 CFR 111.105 o MEERE - XN, SNLMdENnE Quality control - packaged, labeled
9 21 CFR 111.123@)(2) SESEERE - )\ TS Quality control operations - batch production
) 2 records
1 5
° 21 CFR 111.117(b) 2 FEEIRRE - RIETH Quality control operations - calibration records
9 [21CFR111.135 2 MEEEEE - BmEn Quality control operations - product complaints
9 |21 CFR 111.110(b) o WEEEEF - SR RE Quality control operations - tests, examinations
9 21 CFR 111.130(b) ERENHERNES: BN B Retym_ed Filetary supplement; salvage,
2 redistribution
10 121 CFR 111.140(b)(3)(iv) FROEE, QR TAO0—7 v #H5 Material review, disposition, follow-up; identification
10 21 CFR 111.113(a)(1) | EEEEAE JOUXEERNOSE, W2 QC production, process control; matefial review,
isposition
10 21 CFR 111.110(a) RESE - SRSETOCR,; 48, TOUISE QC-Laboratory control processes; production,
1 process control
10 21 CFR 111.105(d) 1 mEEIE -2 HER 1RE Quality control - basis; tests, examinations
[ P \
10 21 CFR 111.123(b)(3) 1 REEE - wEEne) WF. FRE Quality control - batch released, adulteration
10 21 CFR 111.113(b)(1) RESE - SAYL; TRAYRER Quality control - label; master manufacturing
) 1 record
10 |1 CER 111.120 SEESIEETE - ER. . SAYL Quiality control operations - components,
) 1 packaging, labels
10 |21 CFR 111.123(a)(6) REEIVIEE - IR Quality control operations - in-process
1 specifications
1021 CFR 111.127(b) 1 REEEET - SNIVERRE Quality control operations - labeling; quarantine
10 o EaEsT — =R o Quality control operations - material review,
21 CFR 111.113 | mHEE PR - ERloFEE, g disposition
1021 CFR 111.127(b) 1 REEEEE - K RE Quality control operations - packaging; quarantine
10 o ey - BpEE. Quiality control operations - product complaints;
21 CFR 111.135 . HE BRETS =g, AA investigate
10 121 CFR 111.130 SESEFE - BRSNEEERAR Quality control operations - returned dietary
) 1 supplement
10 21 CFR 111.110(c) SEESIENTS - . BT, BE Quality control operations - tests, examinations;
: 1 e s results
10 21 CFR 111.140(a) 43 . REBIEETS - 14E. 24F Records - quality control operations: 1 year, 2
. 1 years
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BXESRE#ENO)

Subpart G

RESSIVTOLREHE : RN @K, BIUVSANI. BEVITRKRE

MRmMmELTER, FERERFTAICEZAIT SIHRAICRODENIES

111.153
111.155

FIEE (CH T DT T /)= hGICHITDEMH
REMHPBEROERERMOBEIC SN DB

111.160
111.165
111.170

ZBUZBES LUOSINIVICER NI EHS
REWPEMOBEFLZEFRABICERUCHEISERA SN EZMN
AERELGOTZRERR. B&. BLUINIL, BRESVITREHBIBRD

VBERFLEFFRTACZ TR AR ERICERASNDIEMS

111.180

BIN—=hGCTHRE=ND. XEL. BIMRENKRDSNDECHE

Check Point

v BJ)\—-hGTE. EHl BF. SNLICETIRENEDSNTED.
BEVPSN)LRECDEMN(CE T DIEMEBIENZ .

<F+> [Subpart G
LTaK., FEERFAICERAITIRMICROESNIEMN] [CHHDHOSBFDAICKSIHREIR (2016)

RESSIUVITOCER : JE, 8%, BIUSNIL. REVICTREMHBERE

21 CFR 111.160(d)(1)

S2AVIZEE %

Labels - identify

21 CFR 111.155(d)(1)

MR — BHE0Y MMBODHR]

Components - identify lot produced

21 CFR 111.180(b)(3)

XE(L - AR

Documentation - components

21 CFR 111.165(b)

FAm - ERE. RIS, GERAZOMHER

Product received - visually examine invoice, guarantee, cert

21 CFR 111.153 FIEE - RA Written procedures — components
21 CFR 111.153 FIEE - SNIL Written procedures - labels

21 CFR 111.153

FlEE - ZMm ; TR, SNUVERR

Written procedures - product received; packaging, labeling

21 CFR 111.155(€)

R - 5%, b, SBA

Components - contamination, deterioration, mix-ups

21 CFR 111.155(c) VA - A Components - quarantine
21 CFR 111.180(b)(3)(i) X&E - BBRIINEEE Document - required operation
21 CFR 111.160(d)(1) (e - B Packaging - identify

21 CFR 111.160(€)

@B, SN - BR Bk

Packaging, labels - contamination, deterioration

21 CFR 111.165(d)(1)

B - WA

Product received - identify

21 CFR 111.165(c)(2)

Zohm - mEEE, XEEE, REE

Product received - quality control; documentation; specs

21 CFR 111.180(a)

LR - BAL; B SANL. ZiEm

Records - components, packaging, labels, product received:

21 CFR 111.180(b)(2)

FCiR - AR B 8K SANL. B

Records - receiving; components, packaging, labels, products

21 CFR 111.180(b)(1)

FIEE - @&, ZREINL

Written procedures - packaging, labeling received

21 CFR 111.180(b)(1)

FIEE - ZEm

Written procedures - product received

21 CFR 111.155(d)(1)

R - ZeEGOOY N5

Components - identify lot received

21 CFR 111.155(d)(2)

IR - EEHR T

Components - unique identifier

21 CFR 111.180(b)(3)

XEL - =Y

Documentation - components

21 CFR 111.180(b)(3)

XE - ZHEm. 2E. SNLVERR

Documentation - product received; packaging, labeling

21 CFR 111.160(c)(1)

SNIL - 8% BT

Labels - quarantine; samples

21 CFR 111.160(c)(3)

(@ - mEEHE; AR UU—-X

Packaging - quality control; approve, release

21 CFR 111.160(c)

@ SN - R

Packaging, labels - quarantine

21 CFR 111.165(c)(1)

SRR - WE KR TIL

Product received - quarantine; representative samples

21 CFR 111.155(c)(3)

MEEE - AL &R, UU—X

Quiality control - components, approve, release

21 CFR 111.180(b)(1)

FlgE - =

Written procedures - components

21 CFR 111.153

FlEE - FEER. 8% SNL

Written procedures - rejected components, packaging, labels

ADA| D ADAPARPAPDPAPDPAPAPPUVWWWWWWWWWWNININNNNR&E

21 CFR 111.153

Pl |rlrlRrlRrRrRr IR R[RIMIMIMVINMIMIMIMIMMIV W W W W w|w|;

FlgE - TatsRe

Written procedures - rejected products
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BFEZRE#RE(N0)

Subpart H BESKIUVITOLTRAERE : YTRYRISRBROEM
111.205 YRAYEREEFRZFRT DEROEFF
111.260 YRAYEMEBRICESONETEIA

Check Polnt

v BJ){— MHTREES IV TOTCRABIR(CH T DY R Y EISELEK
(Master Manufacturing Record) DEHHHIRE N TLNB,

v COBT)\—=KrTlE [111.205 YRS RIEELERDOIERREM] DIEHNES
<. REETHESN TV IMESIENER CaodkSICULVRVRICET
DIEHEHNZL,

<#+&> [SubpartH HEBIUVTOCREH : YTRYBERFTOEM] (CHHDHOBFDAICKDHRE
I (2016)

B4z I 8 18iHEIE (B) IgHEE ()
1 21 CFR 111.205(a) 44 RRBERLER - 2/\vF Master manufacturing record - each batch
2 |21 CFR 111.205(a) 25 |NRASEIERHEF - EHER Master manufacturing record - unique formulation
3 |21 CFR 111.210(7) 10 [RRYBEDRCHIZERE HIOETE gﬂxféﬁ{e;”;”eﬂgacw”"g record theoretical and
4 |21 CFR 111.205(b)(2) 8 |[WRYRERZ—EE, T8 Master manufacturing record - controls, procedures
4 |21 CFR 111.210(h)(2) 8 |[WRYMERSE - O TUST. BB BB gﬂxzsélei;;‘iﬁggfacw”“g record - sampling, tests,
4 |21 CFR 111.210(g) 8 [BEMEEHA. RRSNIVIBER Packaging description, representative label
5 21 CFR 111.205(b)(1) 6 |[WRYMSIG - (HE; RE g/ll;’:lei};r manufacturing record - specifications;
6 |21 CFR 111.210(h)(5) 4 BIEREE Corrective action plans
6 |21 CFR 111.210(h)(3) 4 |(NRAYEERHR - BANRTE),mE g"j{j}g manufacturing record - specific actions;
7 |21 CFR 111.210(h)(1) 3 [EN AR mE Instructions; specifications; quality
7 |21 CFR 111.210(d) 3 |[NRYBER R, HEBE Master manufacturing record - Supplemental Facts
7 |21 CFR 111.205(b)(1) 3 |[WRYBSISRME, 8%, LAL g";slj';;gj‘:’“;;gaelcw”“g record-specifications;
8 |21 CFR 111.210(h)(3)(i) 2 R B2, FHARREE Components, verify weight, measure
8 |21 CFR 111.210(h)(3)(ii)(B) 2 R AN, AREE Components; add, verify
8 |21 CFR 111.210(h)(1) 2 [JEE AR 2F. SN Instructions; specifications; packaged, labeled
8 21 CFR111.210(c) 2 [RRYBSRRE - B, B2, AT mzztseljr;“a””facmri”g record - components; weight,
8 |21 CFR 111.210(d) 2 [RRYEERER - BHARUX S Master manufacturing record - ingredients list
9 |21 CFR 111.210(h)(3)(ii)(A) 1 e ER R 5T Instructions; components; weight, measure
9 |21 CFR 111.210(a) 1 |[NAIRGEER ; RERD Master manufacturing record - dietary ingredients
9 |21 CFR 111.210(b) 1 [RRYEERSER - FRNUZ Master manufacturing record - list components
9 |21 CFR 111.205(c) 1 |(NAYRGEEER - BNEEFIARRE Master manufacturing record: readily available

Copyright(C) 2020 JETRO. All rights reserved. 141



JETRO

BXESRE#ENO)

Subpart I HESIVTOCIER : )Ny FRISELRICEATIENH
111.255 N\ FRISEIRZIFR T DICHDEMF
111.260 /N FERHFICEHRAIFNUITRSIRVEIR

Clhheck Polnt

v §J){—- KT, BEBSKLIVOTOCREECHIFTD/ W FRIEELER
(Batch Production Record) DEBHHHRE=NTL\D,
v COYT)N—K~TIE, [111.255 )\ FEGERER] OIEREHNZ <, KEIE
THESN TV ESIENEM CRRIMSN TUVVRVRI(CE T DIERNS

LYo
<F&R> [Subpartl RESIVIOCAEE : Ny FREZRICEAITIEHS] (CHhHHB
FDAIC X3 #IEFEIA(2016)
Ng4sz FRE 8 8% () IEWEE ()
1 [21 CFR 111.255(b) 39 Wy FHhisEk - T2l Batch record - complete
2 21 CFR 111.255(a) 25 YNy FEGERR - 2 TONYF Batch record - every batch
3 |21 CFR 111.260(f) 10 Ny FREER - £ES Batch record - yield
4 21 CFR 111.260(c) 7 PNwFEREERER - B, R, XA>FF>2X Batch record - date, time; maintenance
5 |21 CFR 111.260(e) 6 \w FRISTER - RA, BB 28 Batch record - component; identity, weight
5 |21 CFR 111.260(d) 6 Oy FRUSEEER - 7R ; BE#EIT Batch record - component; unique identifier
21 CFR ¢ | —= _— e .
6 W AN ﬂ:n : _ .
5 111.2600)(2)(i) (W FRISRER - 123 v ; EEDRIE Batch record - initials; verifying weight
6 |21 CFR 111.260(1)(4) 5 Cy FRUSEEER - AR YU X &g Batch record - approved, released, rejected
21 CFR N | —= L o
5 W RIS £t £ ; .
6 111.2600)(2)(v) (v FRIEREIR - EEED1 = v )L EROKEE Batch record - initials; verifying component
6 21 CFR 111.260(h) 5 Oy F SR - R R 5::;;;1 record - results; testing, examination;
7 21 CFR 111.260()(3) 4 DUy FEIERE - AR UU—2. At E:tth record - approved, released, rejected;
7 |21 CFR 111.255(c) 4 UV FEUSRHR - YRAYRETHRER—H Batch record - follow master
7 21 CFR 111.260())(2) 4 Oy FRUSEERR - 123 v, EREIFVS Batch record - initials; each step
8 |21 CFR 111.260(j)(1) 3 (v FRESEESR - BT ; SREIFVT Batch record - date, each step
8 |21 CFR 111.260(b) 3 Wy FRiERix - B3, B, X>FF>X Batch record - date, time; maintenance
8 [21CFR111.260(k)(1)| 3 V\wF&EhEsix - #ElF. SN Batch record - identifier; labels
21 CFR N \ss —= uy L
3 W FBIESERE - (=3 CER B .
8 111.2600)(2)(ii) U\ FRESEEER - 1= v)L. 7R Batch record - initials; component
21 CFR ¢ | —= = A .
3 A, AN ﬂ:ﬂ R _ .
8 111.2600)(2)() Iy FERUSREHR - 123 v, BE Batch record - initials; weighing
8 |21 CFR 111.260()) 3 Ny FRiERixk - B8 Batch record - manufacture
8 |21 CFR 111.260(g) 3 Wy FRIERR - R, TEZ5U>T Batch record - results; monitoring
8 |21 CFR 111.255(d) 2 (v FRIEEER - 15, 26 Batch record - 1 year, 2 years
8 |21 CFR111.260(a)(1)| 2 (v FRISREiR - BEES, TTURN\YF Batch record - control number, finished batch
8 [21CFR111.260(k)(1)| 2 V\wFELEsiR - #5708 Batch record - identifier; packaging
8 |21 CFR 111.260(k) 2 PNy FREGERER - 8%, SN Batch record - packaging, labeling
8 |21 CFR 111.255(d) 2 PNy FREERCHE - BIESFIAREE Batch record - readily available
8 |21 CFR 111.260(i) 2 Cw FRUSCER - ik Batch record - specifications
9  [21CFR111.260(K)(2)| 1 VVwFEERER - SNL Batch record - label
21 CFR ¢ | — ~ . . .
1 W F IR - B 7 — — 41 _ .
9 111.2600)(1)() Ny FRIESR - MEBEBELE1— EZHUSD Batch record - quality control review; monitoring
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AXESEREER0)
Subpart] ESKIVITOTCRAERE : HREANDEREICEAIIEHN
111.303 FIEZ(CHITDHT/\— NICHITIEH
111.310 A BHAFTAERROES
111.315 HRBBETEICROSNDIEH
111.320 AEREDHRS IMERBESE(CEASINDIEMH
111.325 B I )= RICKDER. RENNEIREER

Clheck Polnt

<#F+> [Subpart]

v I\ — NTERBRENESE (CS T IEETELPEHNTEH SN TS,

v BDRIE,

BLUTOCREEBEFR. ARBETRESN CTVDIRESIR

MNEETHRFRSNTUVRVRICEET DIERENZ 0,
v Flz. B BYERABLIEOCEHEEIR(CEA I BIEREE < HFE5NDB,

RESSUVITOCRER :

AUREADERFE(CEATSENF] [CHHDD

FDAIC K #IEEIH (2016)
[[[:{ivd FRiE 8 18WEE (8) 8B (X)
1 21 CFR 111.315(d) 4 RENIRSIRER, BIRE%E Standard reference materials; criteria for selecting
1 21 CFR 111.303 4 FlEE - iR, 1RE,; tHRES Written prot;ept:(l;::rit;.iia-ﬁ't:r?;sr,nzaminations;
2 21 CFR 111.320(a) 3 A, mER, @ Examination, testing; appropriate
2 21 CFR 111.315(b) 3 Y2 TUSOEE ; #EE. BSF Sampling plans; establish, follow
3 21 CFR 111.320(b) 2 ®E. Wi ; RFNZZYE Examination, testing; scientifically valid
3 21 CFR 111.325(b)(2)(ii) 2 ik - X&E. &BR Records - document; results
3 21 CFR 111.315(b)(3) 2 YU O5E; BT URI\YF Sampling plans; finished batches
3 21 CFR 111.303 2 FlazE ; HFREFE Written procedures - laboratory operations
3 21 CFR 111.325(a) 2 FliaE; AFREFE Written procedures, laboratory operations
4 21 CFR 111.315(a) 1 AREMEIL S DICHDEE Criteria for establishing specifications
4 21 CFR 111.325(b)(2)(i) 1 XE,; B EDIEST Document; laboratory methodology followed
4 21 CFR 111.315 1 HEREETIE—EKER Laboratory control processes - requirements
4 21 CFR 111.325(b)(2) 1 HERFTIENDIRSTF Laboratory methodology followed
4 21 CFR 111.315(b)(2) 1 H> TV J5tE; IO Sampling plans; in-process materials
4 21 CFR 111.315(b)(4) 1 Y FU S J5E;E%. SN Sampling plans; product for packaging, labeling
4 21 CFR 111.315(d) 1 SEER BIRE#E. QC Standard reference matgr(i;:lls; criteria for selecting,
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BFESERAR#E(CO)

Subpart K ®ESIVTOCRAER : WiSIFFOEM
111.353 FEECH I YT /(- MKICHIFDEMS
111.355 HEEFB(ITKROSNDERETENF
111.360 BHEBEEDIEHDEMF
111.365 BRZFIET DEHICISIRTNERSRVTFIHEE
111.370 REHDBROASR@ICERASNDIEMF
111.375 BJ){— bKICKDER. RENBE/REER

Check Polnt

v 5J){— KT, BETRCBSITIEHNEHSNTULD,

v DB T )— bERR, HETENNELSNTVRVRDIERNMREZ VN
Y BYPRAIBRPLE (T DRRASNTUVRNVWRICE T DIERES
<HBND.

<&> [Subpart K HWESIVTOTCRER : REFFOEH] ([CHHDOBFDAICKZHEEIR (2016)

[[:1v4 I 2 8B (8) BB ()
1 21 CFR 111.365(i) 7 2E. EY Metal, foreign material
2 21 CFR 111.353 6 RISHETR - FIES Manufacturing operations - written procedures
3 21 CFR 111.365(a) 4 M. B - I WA, BRY Conditions, cont:;lst;pmr?rfgggnmicroorganisms,
3 21 CFR 111.365 4 RUSHETS - BRFH Manufacturing operations - prevent contamination
4 21 CFR 111.365(d) 2 B389, M0, TOMDIER - BRFHES Chemical, micmbio'c"ogrif&';n‘;t:tes' test-contaminated

4 21 CFR 111.375(b) 2 83 - Eisigs. FIEE Records - manufacturing operations; written

procedures
5 21 CFR 111.365(f) 1 RE - ST Holding - prevent becoming adulterated
5 21 CFR 111.365(g) 1 Al RE - B BAY Identifying, holding - contamination, mix-ups
5 21 CFR 111.360 1 BUEETS - BmEEE Manufacturing operations - sanitation
5 21 CFR 111.365(h) 1 BRI R 5 - B3 Mechanical steps - contamination
5 21 CFR 111.375(a) 1 Soi% - BUEEETS | BIREFI A RIAE Records - manufacturing operation: readily available
5 21 CFR 111.370 1 TERREMHDER - I5E. RE. B2 Rejected dietary supplements - identify, hold, control
5 21 CFR 111.365(c) 1 K - EFL M. A OEMG Water - Federal, State, local requirements
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HXEZIRE#RE(h0)

Subpart L ®HESIUVTOCRIEHR : @ERFLESNIVAGTRBOEHF

111.403 FIEECH I DY T /(- bLICBITDEH

111.410 BESIUSNIVICEATNDIES

111.415 ZFEiE, #HiZ. @&, TR, BIUBEEERR(CERSNDIEM

111.420 BERHSIUBRRCEHASNDIEZEN

111.425 HRFE(ICAERELDTZEE. BIUSNIUTEAREHIERCERS
N8+

111.430 B7J)(— bLIEKDER. RENBE/RFEER

Check Polnt

v HJ)(— hLTE, BEPINVIEHEBE(CHSITDIRENED SN TS,
v BE. INVBENERICDWVT, REU TS KAZEHENRVRPOAR+D
THDIRICATDERMNZ. (1111.403 FIEZ(CWISDHT/(—H
LICHIFDEM] 1111.43057/\— bLICKDERR. RENRE/RGHR]

12E)

<&> [Subpart L HWESIVTOTRER : GBRFLESNIVETRBOEME] (CHHDS

FDAIC X3 #EEIH (2016
W A A ERSE (2) ERBE ()

1 21 CFR 111.430(b) | 12 50E% - A, INL Records - packaging, labeling operations

2 21 CFR 111.403 11 FgE - SNIL Written procedures - labeling operations

3 21 CFR 111.410(d) | 6 SRR Manufacturing history

4 1 151455':(3( 1 4 | NwF0Ov b, BEBES, SALUSTSnRERpas  bachlotcontol nu;nub;prlgr?]zﬁged, labeled dietary
4 21 CFR 111.410(b) | 4 SNIL - Fi7. EA Labels - issuance, use

5 21 CFR 111.415(b) | 2 REHER - RE, B3R Dietary supplement - protect, contamination

5 21 CFR 111.410(b) | 2 SNIL, BE - RRATDA—E Label, packaging - discrepancies

5 21 CFR 111.415(h) | 2 B - MRS ANIL, 85 - 5 Obsolete labels, packaging - dispose

5 21 CFR 111.410(b) | 2 | - FiT. EA Packaging - issuance, use

5 21 CFR 111.410(c) | 2 aE. SN - YRYBIERDER Packaging, labels - master manufacturing record
5 21 CFR 111.403 2 FliaEt - DR Written procedures -packaging operations

6 21 CFR 111.415(a) | 1 ER BN - TE, OREE Clean, sanitize - filling, packaging equipment

6 21 CFR 111.415(e) | 1 REWMPERREEHE - BA Dietary supplement containers - mix-ups

6 21 CFR 111.415 1 FEIE, 137, B, SN - YRYRGERL R Fill, assemble, package, label - master record

6 21 CFR 111.415(d) | 1 BE. INLERR - NENRXSD Packaging, labeling - physical separation

6 21 CFR 111.430(a) | 1 S0ER - BER. SNILERRER | 14, 26 Records - packaging, labeling operations: 1 year, 2 years
6 |21 CFR111.415(@q) | 1 RFNRYLTILVEE, SRIUTSHRERDHER Representative Samspdzélé’;ik:t‘ged' labeled dietary
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BHXEZIRE#RE(h0)

Subpart M JFRESLUVHF

111.453
111.455

111.460 HfE&Em
111.465
111.470
111.475

FIEE (CHT2DPT /)= bMICHBITDEH
Bl REWHDER. 2R, BIXUOSINILOREICERASNDEMSF
DRE(CEASNDEMF
REWPEMOSERORE (CEASNDEMSF
IRFE SN DREMIBEMICEASNDIEMF
BI){— bMICL DR, REN VR

Cheeck Point

v HJ){— MMTId. REBKICEEICEAITIEREBIENEHSNTLD,

[111.453 FEE—RE| TlI. XEHPERORECREITDF
JEMNSTEL SN TUVRVEICDULT, ZLOE#ENEN TS,

v [111.475 FeZ2—RE. HE] TlE. REHDERORE. HEICET
BDFIENIZILESNTULRVEICDWNT, ZL<DiE@hiE=nTun3,

v THE,

<RK> YI)\—MM RESIVCHAE] (CHDHDOBFDAIC X SHEEIR (2016)

[[1:1iv4 R 8 EHEE (8) BREE (R)
1 21 CFR 111.453 30 FIgE - RE Written procedures - holding
2 21 CFR 111.475(b)(1)| 27 FlgE - RE, L& Written procedures - holding; distributing
3 21 CFR 111.455(c) 7 BRE - B, 5. 49 Hold - mix-up, contamination, deterioration
4 21 CFR 111.475(b)(2)| 7 soiR- R Records - product distribution
3 21 CFR 111.465(b) 5 RERY>TIURE - 1. 25 Retain reserve samples - 1 year, 2 years
4 21 CFR 111.455(a) 4 1RE - RE., JTE. 18F Hold - temperature, humidity, light
5 21 CFR 111.465(a)(1) 3 128 - REBAY> T, BERE Hold - reserve samples; ordinary storage
6 | 21CFR111.460(b) | 1 RE - MTRORR | B, TE, 9 S ettt
7 21 CFR 111.465(a)(2) 1 1RE - REAY>TIL; BEISXFT A Hold - reserve sample; closure system
7 |21CRR111.465()2) 1 | 888 - RERYSTIL: BUSRFA- A% S~L| 109- rese;;@;:;g}ﬁ;;gggre system-
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BAHESREEE(C/HO)

Subpart N EmchizREfbhEm

111.503
111.510
111.515
111.520
111.525
DEMF
111.530
111.535

FIEE (CH TP T /)= BNICHITDEMH
AR SNIEREM B ZME UZRICER SN EZF

W SNITREMIBERZRERE. FE(ELD U ITUTIRS TR EHR
Wi SNTEREMINERZ A C S D85
mBEBEENENBUIEZ AR UL, RecSNZREHRERICERASN

HETIES KXOMBD) \y FOREZITORFTNUIIRSIRNKREA
BI)(— bNIEK DR REDNBEIR IR

@h@@ﬂ@ Poin

v 5J){—KNTI(,

[EDWVWTHRESNTLD,

v YT /N— hERERIC,
SITLRLY,

pUdars éﬂt*ﬁ%ﬁﬁbﬁun (JJ‘ U1 5“%1?@)]*953&%%

SERORENMAR TN TH DR, TIEMNMXEL
HBDNEARTDTHBIRNE B ENTLD.
(1111.503 FIEE(CH I DT T/(— SNCHIFDEH]

[ 111.535

BI)N— bNICKDFER. RENMERGER] 12&)

<&R> [YT)\—BN EREThREG#EBER] ([CHHDSFDAICKZHEESEIR (2016)

N4z FHE 8 8B (B) 1gHEH (R)
1 21 CFR 111.535(b)(1) 22 SCE% - E%é%{égﬁﬁﬁbﬁ% ; Records - returne?)rgfég[jyr::pplement: written
1 21 CFR 111.503 22 FIEE - RESNZREHDER Written procedures - returned dietary supplement
5 21 CFR 111,510 5 @%;ﬂg;ﬁg?ﬁﬁg% Returned dietary s(;lizgloesr}:;r:]t - material review,
3 21 CFR 111.535(0)(2) 2 53?};){;%?;%&;; H Records - ret'nd dietaryd?:g)éjslement: material review,
3 21 CFR 111.503 2 MENEREFDEROFIEE - BB Written procedure; \;eetsti:'g:tciiogietary supplement
4 21 CFR 111.525(a) 1 BERZIREREIR ; % Returned dietary supplement - specifications
4 21 CFR 111.503 1 FIBE - ERSNRERHAS - BE Written procedures - d:fst::g;ee?j dietary supplement;
4 21 CFR 111.503 1 FIEE - RBSNHEHPHES - BUY Written procedures 'Sr;sg;:g dietary supplement,
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BHXEZIRE#E(h0)

Subpart 0 HEmICETIHIE
111.553 FIEE(CXWITBI3HT/\— MOICHIFTDIEH

111.560

Hm(CH I D2HBEOFR., SIURHEBCERASNDIEZN
111.570 B7J){—bOICKDER. RENNEIRGCCHE

Clheck Polnt

v 3D ){—hOTE. ERICHULIL—AGERE) I'Ho EBEDOHUAE.
Fii. FIEENTESHSN TS,

v IBHEEBIEDZ K (F. DB T/IN\—~EEBHEIT BN, BEBERAEFIEN
XE SN TULRLY., BBNE. AP THB R THo .

<#F> [Subpart 0 HFRICEATIEHIE] (CEATSFDAICKDEHEEIE (2016)

Nefsz i 2 fEHEsE1E (H) 18iHBIE (R)

1 21 CFR 111.553 31 FleE - REEE Written procedures - product complaint

2 21 CFR 111.570(b)(1) 25 FIEE - BIEE: R BE Written procedures_ - product complaint; review,
investigate

3 21 CFR 111.560(a)(2) 10 HWREE - REEERR Product complaint - quality control investigate

4 21 CFR 111.560(b) 4 %Eﬁi%;&uﬁ’_ﬁ‘f{; A ; Quality control, review, aE[[JJrove; investigate, follow-

4 21 CFR 111.570(b)(2)(ii)(F) 4 soiR - WEEE ; AAER Record - product complaint; findings

4 21 CFR 111.570(b)(2) 4 4% - WRENE ; GMP Record - product complaipt; good manufacturing

practice

5 21 CFR 111.570(b)(2)(i) 3 LIk - XEEEE ; Enn Bt Record - person document; time of performance

6 21 CFR 111.560(a)(1) 2 HREE  REEELE1— Product complaint - quality control review

7 21 CFR 111.560(c) 1 IREE - AR, BRER. JA0-TvS Product complaint -investigate, findings, follow-up

2 21 CFR 111.570(b)(2)(ii)(B) 1 %%%;@ﬁgf?gggé Record - product cc:}rSr[T)]Ita”iar:t; batch, lot, control

7 21 CFR 111.570(b)(2)(ii)(A) 1 SCE% - WEEE ; Bmi. A Record - product complaint; name, description

7 21 CFR 111.570(a) 1 5% - MEEE BA. JE—. BF Records - product complaints:  originals, copies,
electronic

7 21 CFR 111.570(a) 1 SoE% - REEIE ; BNREFIFATIRE Records - product complaints: readily available
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BFEZIRE#RE(h0)

Subpart P EHEREKLUVEEREE
111.605 1Epk. RE I DELTRICERASNDIEMN
111.610 FDANFIATE A LS (CURITNIEIRSIRVEEER

Cheek Point

v YJ){— hPTIE. iRk BRUERERORESENEDHSNTLND,

v AU T)(— RMCBREUZETIFRVLD, FDABRERR, BRENSLHEDPX
EDRENKOSNTZE . BOMNTRETDIHRENHD.

v ZEEBENTIRVSE RN IREN TERVGE (IR EXEDOARN R
WE U TERESNDHZENEL.

v KB TJ)\— MMZHWNTE 111.610FDANFIHTE D LD (CLRRIFNIER
SIREEER] OHFENE < BEMEPREMEN'S BN TVS,

<&X> [Subpart P RERHBIVEHRRE] ([CHHDOSFDAICKZHREIA (2016)

B4 Y 8 igHEH (8) iEHER (R)
1 21 CFR 111.610(a) 8 sCix — FIFATIEE ; FDA Records - available; FDA
2 21 CFR 111.605 3 iR - RE 15, 25 Records - keep: 1 year, 2 years
3 21 CFR 111.605(b) 2 LR - AR, BEIEEREL Records - original, true copies
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4-5-2 SEHIE

£fl5a REHBIRM

EHISb REHHBIERE

FHI5c REmbhRmEAH
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EfHl5a

| Efi5a REBHES

ERBMZHE I 20174 3 B T4 (CFDAERIBA %S48

° BEREMZH
« 2017 3R T AICFDANMERETRDOAERESE(C. FDANSDOARBMZXZMH, BicskNBSZHERD L.
HABRA (5ELA) (SE(E.

° EnidElm
- BRERFANCET. BALOHARERZMRIG. BERZITANOHER,. BEZEXD.

S HAZARES

« BE(CLIS. FDARRMILICEIT I —2%5E

« BRIBOERE(FFDANFE

« BRIHOYR— bEULTEMIZYILY Y bCREFBARR

S EEERARSR
o EEBR - RT) LS TIHMOERD
- BEFR

| BERORIEHR | [ERE] 201785550 (280)
- X3AMZEFELTLWZA, 1BEIRILTRT

O BYERER: FDARRBIAFHOREHIEREFIDERE

RIS
R r ERIZANNSHER TO—EDTN
~« X EHER
s B YRS (BERCHERENG)
~ r BEIBRASDEFRGE. BRARSANILOEEAE
P AEYZ17)L
B EiR (FAITHU—5) OE—M4EEAT—4. BRUT—IDIEENERE
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HEFHROAMR

O LECHERFIRICEHET D 5 =t BIRFEEE U TCForm483(C i DikE=NTt.

OQHRELU TV DIETCOREHERBERONTS (CEAL. YRYEGERFZEML TLRN. FT.

B0

HDOAFTEETHOTH, AlHRmEEUVTYAYRIERFZDTTEEL TLVRLY,

QW RAIBETIRC. BASNIL. HBIWIZTDSBIENTRESNTLVRL,
QEEVZATILICBNT., P ZBIl - BEIDITIET. EhE. WRE. ARENTNENHA
FE(CIEE SHLLVTULVRL Y,

@EGBIEAETNTVDT AT —EHD. BE—HEREBRNIERSN TR, DG E
MZERI T —FHMRE. BIESNTULRL,

OB EDIEFRNBINENEIE SN TUVRN, Fe. HADIREE CEESNIZIRB DRSS A
(CBIT BEMMNLETHE D TLVRL,

BREZOMIG

S BEFESRICDONT., EBESNLISEEZALUAICHR. SSUOCREERZFRL. B,
S BERIHICEZFUZABO—EZERMNRTELE L. BESB(CEZHDLISFDAKLDIERN DO,

=
=
xJ
Jitx
=]
1))
=

/ BRICAT DB AN DIZIzsd. ZAEROHAARFIOBENEHE LMD Tz, —
AT, BHICEMAOYILY S MMCRBIEZF—ZEFRETRECES L LE BR
DEHRGEIBIET D L TEEL O,

o HEIHEER(IGMPICHENLL. HV"DISO9001&EUE L TULV\Efesh., HEFRELES 1 > (CD
WT(E. FDARRICMA DD EEX TLEH. FDANSDIEIHEIEDE < (FHHHANE

DABPRFFRFICEAITDIEDTH o, sk - RIESA > DOREHRREER CHD
A, FDABRZR(CX UTIFFDAEREIEICAD TWLWD Z &I 2R EDERID

BB, B EEBHIAIZ ERUT, 4//

(ML)
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F4I5b

| Spisb REmMENERE

| (=] 2016488

BEROWHRBEIA

\

HIREIR

RIGHE

B [EMBOZIF AN SRE. FE. HEFER TO—EDRI
B ERERE

B ERFTYVIOBLIUOYTSA V7 —DERSE

X ERER
B BRY TS AU (CABHHEAE, BREE, /(Y FRISHR B0
ETIRICHIZFIES, SIDBREE BWIELER)

O BITFD11a7, BREIEE L CForm483(Cc kD IkEENT.

OREBERDCDWNT, EMEIZEEICERT D (Cdhiz DEREHERZ EM L TLVRO
(FERYTSAV7 - SODEIAEZH TICLTHE D, B TOMERREEZITD TLVRLY)

QME. BESLUVEAICETIMENTEDSNTLVRN

QEEDMARICERL TL\DINHEHER T DI Dt iRtz 5 L TL VR

@B DRER, (NS FUORBREROIRENZ R T DR E 2 SORERPTOEEN (C

DT, MEBEIEYEE(CK D TERSNIEFIEENE(L SN TLVR)

OHRRBDE/\WFHAX(CDNT., BIEELIRDEARNRN

®/)\w FEYERIRICHBVT, &/ FORIEPEE(CRAT BRI+ THD
(KBAERBEDRESLFROT Y D IERE. RIEERNSANILDRELEES DOIFEERIZT

ERRINE)
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HIRFH (BE)

OMEERICALT. FIEENMERSNTUVRIMEENDD (BEPTOTCAEERI AT AICEAT D5
BRFTCOEE. BROF TV IOBIUVERZOHIT. =B - #es - BIEK. KEAITRR(CERTD
FHl - B - SRILERR, BEDPSNILERRIRE READEEDRR)

@YU T SAV—DEIREICDNT, BT SA V7 —TRE I DIDMEAE(CH U CER THRZERT D
EWVWDTIETHEER L TLVRLY

ORE(CDNT, BEVEEZORERMHZECFIEENER - HIFEINTLVRN

ORSEBCRAL T, FIEBOXEEHRORENITON TR (REEBIESECLDIEED
YT EBIRERDCREEAZRTE - RE - BIEI3CHDFIENESIEENTLVARLY)

OB EERICEAULT. STBIEDIBERZFDACEIRU TR, £, HEDSIDERICEALT. 7
OtEXRY—X (TEOFEE) NSRUZERLDIEMER TSRO

BREOXIIG

S Form 483DEIZFHARA (1I5HEZERLUN) (C2TEMEITDCENTESTRVRBUIZ DTz,
FRICERIO>YILY > SMIFDAEDMHTICAD TESL. BEHEBECDVWTHEE, MU,

@Eﬁﬂbﬁ%@ﬂﬁ*ﬂ#ﬁ (E4R) IE<FICBI T SHE:R
(Subpart E- REBLCTEER S AT LANREDEM )
» REWIERZRET DR REBZHERTDITOHCHERME— REoBE—. #E.
SB=. MoEk] NEYIICESHSNTHD. TNNERELTHDINEDM
= Flo. RE/BF/REFENETNOIRET. HENKRERSZEHIL T\ E®
TR - BIF - BRI DFENEILIL TLDINEDH

RERMEMOMEEESECDOWNT
(Subpart F - BiESXUTOCAEE: REEEEN)
- REWHERORG/2E/REF(CNSEI IR, BIURBEHFBLEENIETIAN
SmBEEEANRL -2 32 (DN TXELeN. TOEBILIENECIESTF =N TN

DESH
/

=
=
B
/)
a’.
T
Y
9
N
a
>
~
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FEHI5c

| Shisc RERmBRBFEHR

| (Z5=2F] 20184 08

BRROREEE
\

SSHITESR

E COEBIIKETREMIWERZEIS T DICHDEMPBIE U THEE SN TL
D, DEDEIFHEEICIRGT I DRMEEM (B2C) TR, RMIELEX—
H—I(CBR5E9 D (B2B) 16bDEMTH D ENSKREMBIEmM(Dietary
Supplement) ZDEDTI(FRL . REMBEREMP (Dietary
Supplement Ingredients) EEE . EU/RFRANEREMBEIF (21CFR
part 111) T3 <. —ixEm(CHEEEINS (21CFR117)

RIGHE

B [EMBRIOZIFT AN SRE. RE. HEE CTO—EDRN
B AERE

EERF TV OBIUOBTSAv7—DBERAE

R
_q
>
~

X EnHE
B ERYTSAV—(CKDIDIMEERE. HEisE. /v FRGEEE. HED
BIRCHITDFIES. SIDEHFEFHE (B ERm)

HImEIR

||
S UTD11mn, #REIEE LU TCForm483IC K DIRE=NT,

OREMD (CDNT, EMRV RIS (CERTY B (CHhIz DEYEERERZ M L TLVRU)
(BRB T SA V- SONMEEREZH TICLTHD, B TOREREHERZEITD TLVRLY)
OfEE., RESIUVEEICE T RN EDH SNTLVRL

Copyright(C) 2020 JETRO. All rights reserved. 155



HIRFH (BE)

S Form 483MEIZFHARRA (15HEZEBLUR) (C2TCZMEITDIENTESRVRBULE S ZfEoH.

FRICERIO>YILY > MIFDAEDMHTICAD TESL, EIEEECDVWTHEE, IS UT,

BREOXIIG

7VAXRNCH WS m i m

C“‘Eﬁﬁﬂbﬁ%@ﬂﬁ*ﬂ#ﬁ (E4R) IE<FICBI T SHE:R
(Subpart E- REBLCTEER S AT LANREDEM )
» REWIERZRET DR REBZHERTDITOHCHERME— REoBE—. #E.
SB=. MoEk] NEYIICESHSNTHD. TNNERELTHDINEDM
= Flo. RE/BF/REFENETNOIRET. HENKRERSZEHIL T\ E®
TR - BIF - BRI DFENEILIL TLDINEDH

RERRROMEBERSECONT
(Subpart F - BiESXUTOCAEE: REEEEN)
- REWHERORG/2E/REF(CNSEI IR, BIURBEHFBLEENIETIAN
SmBEEEANRL -2 32 (DN TXELeN. TOEBILIENECIESTF =N TN

DESH
/
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Check Point .2ERO,

4-6-1 [>3—X] &(F (EFHAIE21CFR Part120.1)

S HE

« FDA (& THACCP ; e DFEENRT 1 —AINT A (CEET 3FHE (HACCP; Procedures
for the Safe and Sanitary Processing and Importing of Juice) | MOE#&MHRAIZ2001 F£18(CHFH
TUI,

o ERENE, KREZFICDNTIE2002 F1AMNS, RFESS500AKiED/NEFE(F2003F1 ANS. ©
FREIARGEEAN'50 5 RILKIE, B U < (F@QEMBIRFERAZ50 RILLLEEA, Bam(CE T 24MRE
M5 05 RILKRIE. FEE@TILYA LEEENTFII100 AKE CRERNTODS 1 — ADERER
72N 10 BHEKREBDOEHEZRECDNTIZ04 F£1 ASEHBILSNC.

« 213 —XHACCP A#l(E. EFHAAIE21CFR Part120 THRE=MNTLD.
S ©£1—AXHACCP DI

o BERELDDI-RADEEF. O 1 BEFTZEFENULORRFTZEFRMNSKSNE. FZ
(FHHESNERIA, @ 1 BEFZETNULORRFLEFEFROTREOETI—L. @TNSEK
MEa1—-LZRBLIZEDZND., IOF YWY IIILIWPIATFYYIA—F—FET 1 - ADEE
(CEFEND (EFARAIE21CFR Part120.1) .

o —AH. D1-RZEEREUEFV T4 P21 —RER REEERIDREERRIE O ThER (C (3.
HACCP & (FBRE SR, 12U, ZORERMERD D1 —XR(ICFEASND.

o Ffoo T2 —REEEE(FHACCP MHEIDOIRIIN, NEREEN D1 —RZNMT U CIRE I DHE(C
(FHACCP ARH (FBEATNRN, TTTWVWDINGERE (FEERISHNSHEE [CEEEmZSDAZRED
ZET FIREE LARSIUADAZSTIL Y2223 —R &> TR T DIHEFENZET D.

<&E>
¢ > 1—AXHACCPICET3Q&A

FDA / Guidance for Industry: The Juice HACCP Regulation - Questions and Answers:
https://www.fda.gov/regulatory-information/search-fda-guidance-
documents/guidance-industry-questions-and-answers-juice-haccp-regulation

4-6-2 AR
S HE

- EFFRAIEE21CFR Part120.14 TMABRRDUERANRESNTND. MIATDIZ1—XICHE
HACCP fMRHINERASN. CNZIESTY DERNBEEIMAREE (CRESNTLD.

« BWAFEQKENMCDOVWTOREIER CRRORZRBICIIHBEDH. 1 —RZKEICHATED.
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JETRO

BFEZIRE#RE(hO)

4-6-3 [1—X] TIEHIRRDIEERBEINDRA> b

S EFPMAILE 21 CFR Part120 21 —XICETSHACCPHAI

- LEMAI21 CFR Part120(d. MIFDOUT/(— bk (—&bRH) DSBRESNTND, RR—ZLIE,
FDADIR—ANR—ZTRR SN TV S RERSORmRELSHER (T DEHREIR, HSIUERDOMH
A DEFT U TICIDENETNTEILK HDIBREFECDVNTEEHT.

21 CFR Part120  Subpart A 120.1 - EHEEH
120.3 - EH
120.5 - RITOBEIERIEREE
120.6 - @BEEEEE TR
120.7 - fEEDIT
120.8 - HACCPT'S >
120.9 - EHRHL
120.10 - RIEHEE
120.11 - 1R3E
120.12 - 52
120.13 - Flik

120.14 - WARNDEREIHDEH

Subpart B 120.20 - —f%fEIE

120.24 - JOEREE

120.25 - {ERBDIZHDFIRIREE

Copyright(C) 2020 JETRO. All rights reserved. 159



JETRO

BFESRREE(hO)

120.6 - GEBEERFIR

Cheeck Point

v FDAICKD &, [120.6(b)] [CHRESNTLWBBEEIECDWLT, +971
SEE TOBEEIREDOHER M THON TRV EHZ IEfRSNTLS,

<&> [ 120.6 - HEBEEEFIA] ([CHHOBSFDAICKZEREIHA (2016)

l
1 [21CFR1206(b) | 51 Fﬁi&%ﬂ Sanitation monitoring
2 21CFR1206(c) | 22 kéii*?&&ﬂ’ﬁ%iﬂlﬁ@%ﬂﬁ SSOP records
3 21 CFR 120.6(a) 9 Iﬁgﬁﬁ{,ﬁ%imﬁ —IBLEERITUT Sanitation SSOP - none or not implemented
4 21CFR120.6(b) 2 [ERFDGMPEIE GMP correction - timely

[HFTIFDATR— AR—2DIEIRE DIER. HUT R,

120.7 - faEN R

Cheek Point

vV BEDICDNT, DM FEARTDTHD E(CET BIEHEN
%L\o

<&> [120.7 - EENR] [ChH1OBFDAIC KB HEEIA (2016)

1 P1cFR1207(a) | 12 EEDHRL No hazard analysis

1 P1cFR1207(a) | 12 BEDH-HREE-ER Hazard analysis — written — elements

2 P1CFR120.7(c) | 10 B TCOFBENEBEREINTLVRL All hazards not considered

3 21 CFR 120.7(d) 1 EESH — B MADSE(C RT3 I I(-;?zard analysis — evaluation of effect on safety
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BXESRE#ENO)

120.8 - HA

r&‘l @

<&> [ 120.8 - HACCPTI'S > | [Ch'h OB FDAIC LB EIEREIA (2016)

1

heck Pofnt

v FDAICLD &, BIDED [BmEE] ([CRATIRENEH N TLR
CENZ IBHIN TS,

v X,

[120.8(b)(3)sF&ERFA ]

[120.8(b)(5)EEEE ]

1120.8(b)(4)EBFIE] (CHRESNTWBHACCPTS > (Cf A=
HICET B IEEAZ N,

21 CFR 120.8(b)(1)

21 CFR 120.8(b)(3)

21 CFR 120.8(b)(5)

21 CFR 120.8(a)

21 CFR 120.8(a)

21 CFR 120.8(b)(4)
21 CFR 120.8(b)(2)

21 CFR 120.8(b)(6)

21 CFR 120.8(a)

21 CFR 120.8(b)(6)

21 CFR 120.8(b)(4)

21 CFR 120.8(b)(7)

28

16

16

15

15

15

13

12

11

120.10 - BIEHEE

Cheek Polnt

EEEE

HACCPT S > —BREEICHT 3EEAR+9

HACCP plan -

food hazards not listed

HACCPT = > —SFARRF N ECEH AL TUVRUVE HACCP plan — critical limits not listed or not

Vel = N
HACCPT S > —RIFHEE S S>3 L

HACCPT S 272 L
HACCP S A EITSNTL VALY

HACCPTT S > — =S I FIELFEY)
HACCPT S > —EBEIEADIEH /L
HACCP T o> — B FIBSEE DR EH /AL

HACCPT S > — = —XNNTHh, FEFEH BN
TR

HACCPT S > — MREEFIBSEE D/ L
HACCPT S > —EZA U JFIEDZE L L

HACCPT 5> — SRR E S AT AFEEH R L

RN E T DERNELALETHS.
<&> [120.10 - FEHEBE] ([CHDDOBFDACKLZEHREIE (2016)

21 CFR 120.10(a)

21 CFR 120.10(a)
21 CFR 120.10(c)

21 CFR 120.10(d)

BEEE-FTEDTS>
BIEEE -PTEDT S > HAEL)
EIFfHE -8
BIEHRE-PTEDTS 120

adequate

HACCP plan — corrective action plan not

included

No HACCP plan

HACCP plan not implemented

HACCP plan -

adequate

HACCP plan -

HACCP plan
none listed

HACCP plan -

HACCP plan
none listed

HACCP plan -

listed

HACCP plan -

monitoring procedures not

critical control points not listed

- verify procedures / frequency -

location and type of juice

- valid procedures / frequency -

monitoring procedures - none

recordkeeping system

(CEAULTIE. FREDT S ICREHINESASHNEL FTz (I H

Corrective action — predetermined plan

Corrective action — predetermined plan
inadequate

Corrective action documentation
Corrective action —no predetermined

plan
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BAESREEE(C/HO)

120.11 - R3E

Cheeck Pofint

vV ARETIE.  [120.11(a)(1)(iv)] TEEEEL, 2IFEEDOLE1—NT
DN TULRWNWS ENSIBIESNTULS,
v £z, BEEEEHAIAT D THD S E(CEATDIERBZL,

<F> T 120.11 - ®5E] [ChH O BFDAIC L ZHESEIA (2016)

1 [LCRR ) 17 /R -EEEBES, BIEEEDL E1— Verification — CCP, CA record review
120.11(a)(1)(iv)

2 i;éii(a)m 13 MREDEER) - &/INR (R 193) erification activities - minimum

2 p1crrR120.11(b) | 13 HACCPT S > —ZHMMEEREI N TLVRLY  |HACCP plan — not validated

, RLCRR ; SCER — ERREGEmIZ UTEEAICKDE  Records — not signed and dated by qualified
120.11(a)(1)(iv) % - BT OEERL individual

3 ﬁ(ﬁi?(a)(Z) 7 BRIE. #B&—CERAL Calibration, testing — no records
21CFR S TE 5 (13282 | 1 o — (T -

4 Horamivie) 4 SEREELADEEL E 1 —D@Et)E CCP record review adequacy

5 i;(;:.ii(a)(l)(iv)(c) 3 EIE. HER—EERL E o —o@Etlik Calibration, testing — record review adequacy

6 [21CFR120.11(b) | 2 AREE— L E1—EBDE alidation — reviewer’s qualifications

v Clheck Polnt

v [EE#x] (EDWTE EER - BT - BRERE. SHEMBESENRELT
BT E(CKDIBMEENEZN,

<&> [120.12 - &L#&] [CHHDOBFDAICK ZHREIR (2016)

1 [21CFR120.12(c) | 10 ECER—BH - BiTDEEH Records — signed/dated

2 [21CFR120.12(b) 7 |foER— % — K& - 8145, KR Records — general — include name, date, time
3 [21CFR120.12(a) 5 WMEBREFR—AREINTLRL Records required — not maintained

4 21CFR120.12(b)(4)| 4 ECER—ERDIE Records — actual values

5 P1CFR120.12(b)(4) 1 ECER - BB (CBEIRADN SNTLVRL gzzg:ssd_ information not entered when

5 1cFR120.12(d)(1)] 1 [ECERDEE — 2% Record retention — general

5 21 CFR120.12(g) 1 [fEER—|FME Records - computerized
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JETRO

BFEZIRE#RE(h0)

120.14 - @WARNDEREIRDER

Cheek Point

v [BAZEE] CET3EMEDR2VN FIEENTRNT &0, EEEE
ZRELTLWRWT EICEUTOERNRRIT5ND.

<&RX> [ 120.14 - GARNDERERDEM ] [CHH1HOBFDAICKSHEEIA (2016)

1 P1CFR120.14(a) | 1 EAZEE-FIEE Importer - written procedures
2 i;()cii(a)(Z) 1 EAEE - BRIEEDEM Importer - implementation of affirmative steps
120.24

Cheek Point

v [JOEXEE’] (DWW READRD T (5-log reduction) (R
I BHACCPT SR+ LT DIERMNFEAETH D,

<&> [120.24 - TJOCREHR] [CHhHHOSFDAIC XD HEREIR (2016)

yE =~,_ _ _

1 b1 crr120.24(a) 5 jD‘QZE B —HACCPT 5> —5 log Process cgntrols HACCP plan—5
reduction log reduction

2 |21CFR120.24(c) 2 JOEREE - RRRL— 1 DO Ei;ogizs:azﬁi:;rols ~ notexempt,
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JETRO

BHXEZIRE#RE(h0)

120.25- BIARNDEREIRDEA

Cheek Point

v [EARADOERSBEOEA] (CDWLWTIEMRLN., BRERICDLTD
KBEDH RN ED, GO TIVREBENI AR TDTH D ENtEEENT

WD,

<&R> [ 120.25 -HARNDERFEEDEM | [CHHHOSBFDAICKSHESEIH (2016)

1 21CFR120.25

1 BREHERICDVWTOXBEDHZRL

Finished product not analyzed for
E.coli

1 [21cFR120.25(a)

1 JOCR&GE-B> TIIERE

Process verification - sampling each
product

1 [21CFR120.25(b)

1 JOCRREE-I>TIURE

Process verification - sampling each
product
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4-7-1 BEDRI> b
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Check Point 22RO

4-7-1 [FSMAI &3 (GEFARAISE21CFR Part117.1)

S HE

« FDA (& [FSMA; FRITHEIERGHRERSCIC/EDMBS IOV R T LCIGUEFIHER (EhaTE
m21CFR117E KUEMIMITRM21CFR507) &I DERMAIZ2011F18 (CRITU.

BIARAIE, OXREZFECDNTIF2016 FIOANS, QREEEBS00 ARimD/NEE(F20175F9 AMNS.
FEIOBRMERIRGEERLI005 RFILKiE (RESD) OFHMIEZRICDUTIE2018 F£9 ANSEHIL
=Nnrz.

o BFITEERSERERSCIC/REDTS LY R DI U THEERH (X, EHAFRBE21CFR
Part117 (& b@EIFEmR) SKU21CFR507 (EmITEM) THRESNTULD.

S PCHFRBID IR

o AR E7RDPCHFDEA (X, iﬁ?fﬁﬁ*”ﬁ%ﬁ%ﬁ@ﬁﬂi@%ﬁﬁ'J"C?&T)ﬂéﬁun7&a257) KEATER
I DRMERE - T - BERFL(HMRE T Ditisx

<&E>
¢ FDA: FSMAB 9 3B IVERAH IR

https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-rules-guidance-industry#Guidance

¢ JETRO: KEIRmEZLM(LE (FSMA) #18g

https://www.jetro.go.jp/world/n_america/us/foods/fsma/basic.html

4-6-2 HAFE

S HE

- EFFRAIEE21CFR Part120.14 TMABRRDUERANRESNTND. MIATDIZ1—XICHE
HACCP fMRHINERASN. CNZIESTY DERNBEEIMAREE (CRESNTLD.

« BWAFEQKENMCDOVWTOREIER CRRORZRBICIIHBEDH. 1 —RZKEICHATED.
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JETRO

BFEZIRE#RE(hO)

4-6-3 [PCHFI] TlEsPRRDHERESNBARA> b

S EFMAE 21 CFR Part117 TRTEERERSERSVIC/REDRBICIRVICRUETFHE
BRAl (EbRGFHER)

- LEEMAI21ICFR Part117(%. UTFOHIT /(- bOSHEBREN TS, RR—ZLURE,. FDADR—LA
R=ZTRHESN TV RERSMORRESHHEE(CXTD [HT)(— RC: BEDMBIVCIRTIIC
ISUIEFHER] . [BIN=KG: BTSAFx—> TJOJS L] ORREE. BIXUBADE
BHREMNDET U IS K< HDIHEFA(CDNTHREDS .

21 CFR Part117 Subpart A --#8RI

Subpart B --E=¥iOCGMPDIE

Subpart C -EERHB LV RI([CIGUIZFHER

Subpart D --{EIFE%

Subpart E -@ighess (C {15 TN S EARSADEIE

Subpart F —{FE% - &RE U NIERS/RVGEERICE

IIEH

Subpart G -HIJ'S4A4FI—>003 A
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JETRO

BXESRE#ENO)

4-1-1-3 K< HI3HFFR

<F> Te bAFBTEERERE (21CFR117 BT ){\—KC. BIJ/){—KG) | [CHhhHvb
BFDAIC KB HRER
kw10 (2019)

MAFHUIR [HEFRIFDAIR—AR—ZDEIRE DIERL. T EER.

Your hazard analysis did not identify a

fBED . [BIAFELEEEEZEX TFAT known or reasonably foreseeable
1| 168 lxzfaemm | o Es SO 2LCRILZA300@ND - ard that required a preventive
control.
2 | 80 [BRTEEETEIDIERKD KUEN 21 CFR 117.126(a)(1) Y?aund'd not have a written food safety

B EIBOENS LGRS | 7= You did not [establish] [implement]

3 55 YbEnNiz=FIE, Rk, RIBT -S> 21CFR117.165(b) adequatg written sanitation controls
5 verification procedures for [product

testing] [environmental monitoring].
You did not identify a preventive

4 | s4a [FHEBORE 21 CFR 117.135(a)(1) [control for a hazard when one was
needed.
You did not [establish] [implement]
5 | 51 [EZAUST . FlE (BEEE) 21CFR117.145(a) |adequate written procedures for
monitoring sanitation controls.
6 | 43 13:/7_"549’-1—) JO0 S LAOBES KU 21 CFR 117.405(a)(1 Yog did not [establlish] [implement] a
XAT written supply-chain program.
Your sanitation controls procedures did
FHEER : HEEEOFIE, EmiEftm not ensure [cleanliness of food-contact
7 | 42 |DFRSE. FUIVG I AEEALEIFEER 21 cFR117.135(c)(3) |surfaces] [prevention of allergen cross-

IREDMNSDIREFLROM LE contact] [prevention of cross-

contamination].

You did not [establish] [implement]
8 | 39 EZHUY: FlE (TOCXER) 21CFR117.145(a) |adequate written procedures for

monitoring process controls.

You did not [establish] [implement]
9 | 33 EZHFUZY: FlE (FLILTEE) 21CFR117.145@) |adequate written procedures for

monitoring allergen controls.

FHERDEMSD KOBMMEDIRIE : XE You did not [establish] [implement]
10 | 31 AESNEFIE, TJOTRAEZYUZTIEEE 21CFR117.1650)  jadequate written process controls
FHDEIIE verification procedures.

Copyright(C) 2020 JETRO. All rights reserved. 168



JETRO

BHXEZIRE#E(h0)

120.6 - GEBEERFIR

Check Pofint

@ BEDH 21 CFR 117.130(a)(1)

v [BEAEE(EEZEX CTFATEZIBEER] OEFED KUTHIMm(C
DT, BRHEZLIERMINTLD., FSMAZTNETHACCPRAIN
ERSESNTULVED D e ZDMDBEREIERBIIRICIRD e ENSHEE
fEHVEE > TULVRUEEENYZ L\,

v BEERNE BIAE(EEEZEX TCTFATEIBEERA] &F
(117.3) SNTLD. COERICHTIETESRRL, HIXEZE 0)%
YHONMNTSREGBEERE U TR,

@ BEmTZEFTEOFMS IUERE 21CFR117.126(a)(1)
v L ECERROIBEN SHFARR (S (3 TZEGHEE D TUVVRUWLMEERNYZ U\,
v BmEESTEFBEESN. FHER. EZSUD. BEEE. &
SIREDFIEZZD .

® FHEEDEMS LIOBEMNEDIREE | XE(ESNEFIE. HamitbR, R[S
EZSHYU>T 117.165(b)

v CCTREEEECHTIREDRER, RIBEZSU>J(CDNT
DiefE. HEOERIRIFN(CZETHD ., RENREHFELT>
TIVDRES KUDIAEE - REEEZEOFIEZERI D, RIE
EZHYU ST EEMROASHRAI TROSN TS D, RTE (B
BI2RM) CAULTERRE=ZYI>INERESNTLD,

@ FHHEEORE 117.135(a)(1)
v NEIREED S D UVIEREM(SE) /R T %EE ERFEITDE
HRE, WRATHEEMENESNTURNES, BERER%E
BT 5 N UL, BRELTRTEDUINENRRES
PNTEREMDRTIZRE ST & (ERHTHS.
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JETRO

BXESRE#ENO)

2 Check Pofnt

® EZHYU>T . FlE (FEEE) 117.145(a)

v CCOFIESFEESEBOEZIY>TICDVWTERNINZS N ESNT
WB, DEDFBEEIEMFESINTSES. TOEIBSEMNEYITRIT
NELZERBRIEEETERV, BUREZSY > ITRRIFINEE
UIIREIR(ITE/AN,

® YISAFI—>TOTSL,DBESLVEIT 117.405(a)(1)

vV O SAF -2 BIRBABESRICLIDBTSAF—> TJOY
SN EBERFESNCEEEREL. BHTIETEIRETERNEG
BICHBEEND, UTISAFT—> TOUSAICE TFEBHTSA
Y—FER] . (BT SAV—EHTEIORE] . [HREEDEME] |
[XE1E ] b“%:ka‘m—cm%o

v BRICIEFEEORVEHEEZ L. BN SDRVEGEIHH LT
DU—AEHD. EBODEERAE (FFEK D TULRWNEEBZEL, — A,
BAICHBIZRIET B EEZFUO>MD ELEERTOLEXIESH>T
Bk LTI T S 77— OREE (TN TULRL., BEHEN(CHE
SELUTULW\Bat(EH DN, FDAFIRBZER(ICWLW CEZFRAIE LT
Wd. U UIRTOUYTSAFT—> JTOTS AN ERESIE
[CIRIGERIIT<OBIRENTE WS, B2 TUZTEFTR
N1 Yo [RUGESRIROMESR] BRHTULD,

@ FHER: /FEEEROFIE, BEREMEIOBRES. ZUILT D REEm
EIFFERNIRBEDONSDRRZEBZRDPALE 117.135(c)(3)

v FHEENNE EBEDIT CIRESNCGEDOEEEIR(CIRBD N,
COFED KUEMRIRRA BN T(E WS ENEROER, HAT
(FWVVDOWD B ZIRBERDOO A EENN. SETOHACCPTIIATIR
EETOUSATHIET R E(CRDTULE. UDNULEDHFTH.
HETIER. OESNB3FCTERNRIBEICRET IIHE. TDED
TEREIIRNTHEEENERINDC ECRD,

vV RETIEE., BRINIFECTCERNDIRIB(CREITDIIENS TN,
TNEITEHEBEMEX B ECRDIN,. WA EE. LoD
CCPIiDI) ——> 0% F B E(CRBDCENBSTIEE—EDICT
B B0k,
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JETRO

BFESiRE#E D)

Check Point

@ EFZHAHUSY :FBE CTOCREBESLIUTZUILG > EIR)
117.145(a)

v JOCREEBOETEZSYYU>INETE L#EE ULy, HBVIIRGT
HEEEL TULVIRLY, BFBIRR(CL)E. B YU I AEICEREN R
Mo7ED. BIRIEERRISHEI > TWBREST EEEFEEDITTULVDERE
SR> TULVED. HBIBARRIESEMNEYI TR 2D &0
STENRZIBND. BERENEEZYU SIS EFER(CHE
TEEr]ge T, [EMEREIRTHVETH D,

v UL BB HAEOKE CRBBRERELD—D, U521
DUd—)LICHEEESN. EEREREE. mRECEEEOREDE
RENSFVEUNE U TOMEM T TS D, M DEIYIERDNO. 1,

v PUILSSEBICISANILOERS (FLILS>ORR) 7L
TR EIEMDBS LI CCPI HADEIBNER TN TLD,

© FHEBOEMS KOENEDOIREE : XELENFIE, TOTREZS
D> JEtEs3EDRIE 117.165(b)
v FIhEEOERMNBEN THDZ EZMRATDIEHICE. EDEZS
> O DIz DFECERSNSHENMBR SN TLRIINEIRS
120\ PIRPRESZERIT DL SRTOTCRAERDES. TR
EETARDBRE E TN TVWTIFFFSRAZEBI TLRNT EDR
SAENNTE RN E(C12D. D VNEpHIFRIREDHIH| [CEEINE
BRI IN. TDpHA—F — D EREREEZ R U TULVRITNIE,
FRRE (S8 WV LERSEOIBIEMMIZ SN2 WLNNE LW, RIE
UCWSAIFEESIEE S ZREE CE D EITOEE TRIES NN
(F1257320, RICEFBRETERWVAEREHD. TDHEEA—
HD—DRFEEAENIBE Da1(C3HE T D UNMlTFIRNTES S,
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JETRO

BXESRE#ENO)

4-1-1-3 K< HI3HFFR

<&X> [BMRAFORTEEREREFEHS LUFHEE (21CFR507 | [CHHDOBFDAICKS

#IZ=EE (PCAF)
rvZ'5 (2019) 88FT

MAFHUIR [HEFRIFDAIR—AR—ZDEIRE DIERL. T EER.

1 | 164 FHEEDIFE 21 CFR 507.34(a)(1)

2 80 XEICKLBBEN 21 CFR 507.33(a)
3 55 [BERBAEE (R NEIE) 221 CFR 507.33(a)

MizZDIEE) : EIE T BmEEDERAME

4 54 (C L BB 21 CFR 507.25(b)(1)
5 51 |cGMPDAMiE 21 CFR 507.25(a)

You did not identify and implement
preventive controls to ensure that any
hazards requiring a preventive control
are significantly minimized or
prevented.

You did not [have a written hazard
analysis] [evaluate each known or
reasonably foreseeable hazard]

[include an evaluation of environmental
pathogens] for each type of animal
food you manufacture, process, pack or
hold in your facility.

You did not take effective measures to
[exclude pests from your plant] [protect
against contamination of animal food
by pests].

You did not inspect, segregate, or
otherwise handle [shipping containers]
[raw materials] [ingredients] used in
manufacturing [to ensure they were
clean and suitable for processing]
[under conditions that will protect the
animal food against contamination and
minimize deterioration].

You did not [conduct operations in
accordance with current good
manufacturing practices] [ensure the
safety and suitability of the food-
packaging materials] [assign supervision
of overall plant cleanliness] [take
adequate precautions to prevent
contamination of animal food] [use
testing procedures to identify
sanitation failures] [reject, treat or
process to eliminate contaminated
food] [conduct all animal food
manufacturing under such conditions
and controls to protect against
contamination of animal food].
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$£4-75 FSMA

4-7-2 ZEHIE

Fhl7a FRF - EEREEERR (New)
FH7b FHEESR (New)

FH7c LEEm (New)

FH7d HKEF (New)

Fh7e REHBDEREME (New)
SH7f 2=l (New)

F=H7g EBYIEITESR (New)
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F£H7a

| Em7a ¥2F - ERIEEERS

BEENSE~ER (BEZu@EANZEE] 20176128 (CRH.
AR~ | e e SR—

° BEREMZH

« FE - TS — - BEREDIBNSTNTNRE (DS UOERZ R E-mail TR M. HAEEBD.
SHEAICERZFAOREZITV. HE TS - THEOMESH @XM UL

« IRTILDOFEL - RBFEROBVEDEF(CHIG

° Eni#lE

« 21 hONERK (BEFRBALS(CHRE U TESWLWEROMILHRZ EARN) (CIRET)

+ PCQIER:EREDRZHE(516%)

« BmTEsTEDIFRK

« HUSEHDFSSC220002R—X (2. CCPORZEMICARBDEFMBEDTOEMAICEL TI A —
Ny heZEXDFUTER U
FSMAJEATRIDFDAR SRR Z R DMA 3T L. BRORA> b - BRINSEE=ZE77U>T
UG FTvOCEAULT, KETEH. BROD7DIEERLGD8NIEZHRAL TS EZRFXR.
FRICT LIV > E1RD DD [FER20~30iMEICBI LT, A—H—F(CHWEHEZITL. KED
ESHDTLIVG > EOMIGERZ 10 RIEMNT THRE

&R SHME. BN, TIHSHE, RREEE BRMSEY S JO-FA4T7I3 A
BRDORER(IRATETH DN BERZMBCED DD (CHtbiBEENRER

Ex W JOCAFHEESE BEM. FLILSSTOISA, Bt
FOIS L, Ud—ILTS>, HISAFT—>TOIS LRI —UR R,
AESIEELE)%
X P ERIEPINAS <. BIROBSESSE\Z ENSEXDEFE TERCHAR

S HAZ AR
- TIHR. @WIBSEF]. FMRMATRER. RBFRIER. #HS - HE - TEORTIEBEHEDET8H
TRA
v BREEFBYEFREOIHBZEESNTUZ. TDE. FDANS., HitmaZHRIEL T
WBRI TIZADOBERMNROEEELZZITEN. BICEFROTIZE TOEREZ ADEHZ
LTWWEesh, SFEDEFROIGHEEZBITZL. aFROTEHEDERICED
- BROBHEFMBESSNTHSSY . 3HECRDIFTRESNRN DIZEH. ARMISEABEDE
BCBBUZ

S EREERARR
« EFREACTHBELICERBIE/RTILIIRNZSH,. HHEICTEREZIDEDTIAO—ZITOC

O MTHA

« 21CFR117 (BEIERISEHE (CGMP) +BEDMELIVYRTCED S FHER)
+ 21CFR113 EEEMEFEER
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| m=e1201824m sER)

2 ERDFHN
- BROBAZ - BEICEALUTE. Eandasnak, 3HBICESATH3BRIEA BN

1HB : JVU—-J4>70 - TIHARR - JO—F1 705 L,0HRE  (9:00-17:00)
(57i)
v BROMREICEALT. BFE - THOBEANSBERUROITIG CRIESNTUVRIETOER TR
<. FEDIDOEMZARE EDED L. ARNRETDIEICRDE
v BRMWIGICRD IEER(HEEREE I OEE (3472 TULVRW)(E, EKEBMEEERICEZHITBDTE
RULHEDIEEND D IEN. KETEESEEmE UTCIRGEL CLEzsd., BZEH UV EERA,
v THAOEREEZERD ., ARACHE D> TLDHER, %iE ETE KEERDHEDREEEIRRG S
BIDREIHZPIOMIEN TE D ABOBEREDBEEDT>GMPICEZRIERENS IO 2
\/{ ;ﬁ?ﬁd)ﬂﬁﬁ%@%% - 155 - HEREZ RS (A

%
288  BEDREK - BTSAFT—> - PUILT O FHEBOHERSE (9:00-17:00)
(571)
v 200 RR(CHIERERN SBRIELETORBEDHZITO/Z. (L. BEER(CHITIDEZEMEADE
Z2OZHEEBONDZENES L BWRAZBE S AY S 1 DOEDAREE(CAT ILZLEDIRILE
RNz
> BEMOIRLE LT, —ENICEYBEANEC TORWNS EICNR, AW 1DXA—H—
NSDBRREZRZI

v TIHICRD. RIEZEOHEIOHR T EFIEEIND SMHER
(4]
v YIS A4F -2 (CEALT. AOFAR-ADEBEREDEREROR ACER - FIZESEHER
v BE, BNENLBSADZEIFOFRBEBEESEROERNSG D, HUK. FEROEREIIRL., $EBERE
DEREAN THRZIT O TLBRSCHBRUE
v BERIO—EHEARTH D, KRBEEDOU A VZIEHINIE, HAP(CMATICH LT, KEBEE
OIRBIRRZHEZ L. BEN WS &R TSN, MARROOY MEREBEHDEDTHD
oL —HEUFSEODBREZ(TE
v TOMDERICEALTHE., hEBZFDOURUZBHEEINIEN. BEBH| - A-H—DRHFEESE
B> TEZ
« 3HB : 7AUDEWESERS - BURESROUURSE - RE LTIEZFOM:? (11:00-17:00)

(5F7i)
v BRENBREIIREZEHDIZEDMEE LTULEEH., BERHENLIBHNS ERo T,
v WKEHOEBCEAL T, BEHORRBICEAL. —SHTEENMTON TS ENBERENSDE
FBHZ K DB

> BRWREROERNEASRREREHNWITEL (CL> TRE(CRE SN TLW =S &N
5., KEMEEEEMICZYE T D LN, KRRERERER(CRDIBRBIEESNT

v [EIRES - BRGE AT RGEOAIRTECEAL T, B TEBAAZIT D TULRLESD., $FERORIEE

ROEHITENTZ
G=t)
v BETIEOF TV UIEE(CITHhNZ. REDRE - BEORERIES RSN
> BESTOBERICEAL T, HHTHERLUTWEBRD DEMHAKEL, KEOEECERT

DINESVENOBEEDZEATDRDICIERZES T

> RO (CEAT B YR IR SNIEN. REREHZR UG L TULDEZEZ 5L
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BRRBOHREIA

« 4HB : TIHHER - RETEOMER (9:00-17:00)
GEn)!

. KESMEERRICZHEITDEYIENS,. WO TITHBERAE M, BERFTESMCINX. BE

st BB Y— - JULTEOEER AN BEASRKRVXEIICAD, FMICHEREITOTLE
(4]

- BROTEM(CERDIWELIZCEAL CEANRERNMTONZ, HIRWIREMOVEEFIEE - £3
BEOHEIREEREUE, £, B2HOERDIZH. BEDT L — LAERiFxaE L. T2 MEICH
I —LOEEEHRLUE, BXTHTIE. B2ECERDITL—AGFEFEELR Dz,
BFOBEDHTTT . 4HEFR(ICR > T, BHTERNT T IDIERILZ BN,

- SHB :vO0—->>0=—5+>7% (9:00-11:00)
[(ZFRIDH]
s VO-220=Z—Fa>20%FEELU. 1BEIAE (Form483) =318
> BERHCBELTHE. hEBEDURUZERINZN. BESH| - A—-H—DRBES%E
o CEEUZzs. OEEIEMSEIAICEE > T

BB

IKIR & 13D HF Dl EIXE DR

FFBIDONEfEEE - fafEiElRE D

B8 - STEDT7 LIV D EEB(IRENEF)

WE/\ATSA>DLA 7D MER( A TDOAREICKDERY D)
FIEHD) N D(F b3/ D) D2 — ) LHESRIEZR DR

REBE - BEEOEY— - EZHYUSTHBROBEEERED)

XEHER

F BRTEEE

pRELIEOREESE - RERE(CEE I DECEROMESR

pORENREERE TRELERE TE3ERDIEBHAEREINDS.,

E XAV INL—Z207005 A - UO-ILTS> - R NEBEZEDOHAE
NECEHUTH, BRERICTCEFEMHER L TULE
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HiZmER

O DUF3an, BIRFEIEE U TCForm483(Ch DiRE=NT,

ORI TEREETNTVDRG(FIpH 4.6 LI E. /K7EMH0.85U ETH D, ZBHERICEESINER
REMTHDzH. BEMEEERERMEN, BiEMEHNS10BMRICIRESHEEZERELUTD
FDAZERAN SN TULVRL Y,

QFDAICH L. BEMHEZEEME U TOERBEFN SN TLVR,

QIHE LIZDEFEF v+ — FOATUNRAEEZB X TL\D

BRSO | [EIRS4EH)  (2018467)

< < (L

S Form483MIEHEEIA(CY U C2BBUAICETHIL URBIE, FDAKDEERMBEDERZZ (T

O EENDBADRESTDERD ZRKEDRECEDS L SICHlINKITDLSIC, LiEmhdh, B
DOWM VEEETZEA L. BARRBRODRESHAIS IZRML. BELEZ

O BEEMERERERE UTONM - BmEROERNAS N BEMBSERVWCEZMET D&
ZEHR(IC, BEEESRME U CERUAVEZDOE

¢ AIZBERICKRDIONMNI DN SRRV, +DIRERERZITOVENS D

+ FDADRBEERVUIANIELT. EDERMRNECICHETDINNDNST . &R
R DEEBENEM DIz, HXI X NI U TERARERNHD EH DMz

+ BmTEETEOIERICIEL.5~2n A o7z, FSSC22000%ZHUS L TLVZIZs.,
BmEZENZ17I)LEECRBmSNTLED, ENTESAREBGRNFELEL
2o FICTLIVG > EHE(IFDADESDH DEE(SEAT KD ICEDZLFIE - iL8
ITIMNENDD L. HTSAFI—2ZREREUTER T DHEN DD T

+ ENARTEA CBIMAERAT. ARFIMICOROSNDIBMHNRIEDN. HHEED
A—F— - BLC, EBEUTESSDREHLWEEXTND /

PCQIDEHIE(CBEALT

OPCQI(FIHEIRESE)DFE - BE
- EFREATIHES

QEmMLZEEIR(CRI I DENFFREERFTT(IREE L ITHHME

PCQIDIHHERZ BRI Z RIELIE TS, 1AN12BAERREE > IElesd. BRI IL—THHEICEID
BX. 6/ TORBZITOIL

PCQICLDYA>ZETDINENZ o, PCQIZEHERET D2, PCQIEK I —Z#E
BATERBUL

OPCQIMDRIERRHE - HEH

1 TR (CHEHERE SN TUVDFSSC22000D3I6F (CHEFE L. FSMAICEAU CERRICHIETED
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