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FEFPU /2 o TWND, THERIRT D & GLERE ¥ 7TIC AT SN ERD R LR E &
TICEEND,

e Include Important Contacts in Plan’ BZE8fE5 & FHEIZ Z Er— IR E CTld, FEEIIC
2o TWND, TNERIRT S L EEAREESE Y 7 IC AT SNIERS R 2dE Z 71
aEND,
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Help Menu~VF A =a—i ~L T A =a—nhda—HF—H A K, GEFH, OV 7 U=
TIZOWTEAbout N7 7 B ATE 5, (X11)

X138~ A =2 —
43 T 7T ayv

ZHA X, DYV —FEa—F s —ragr, 2) 2 RASRKABIORIFETERDIOD
IRFIVNB D,

e Tree View Navigation” ) —E o —F & —3 g EOF U (K121E, H 50 THAT
SHUTWDEMDOY AT, Ny F LY T Ay XTHEINDY Y —Ea—lho T,
2 RARFL D FEIZ S 5 “Next(R~)"8 5 W E“Back™ (D) R ¥ v %7 Vv 75250, Y
V—bta—0XEREMEZ 2 ) v 27 LT, IRICEMICEZ TT<, (@ ERICELWIEET
BEZohD L), ‘Next"(GR~RZ o TEIETHZ &, ) MORENIBRAOEMZ R L, B
DRENIZE DB ~DREIZENATIFEHTHDHZ L 2R LTND,

File Edit View Tools Help
NEHS 7]

Facility Infarmation | Preliminary Steps | GMP & Gther Prerequisite Prog

=N Descrbe the Product, Distibution, Intended Use and Cons
- Enter/Add Product Mame

=/ Productl

EI 1. Product Description

Pobe v 1a. Describe the ful name of the finished product,
----- v~ 1b. List all the ingredients in the product.

----- = lc. What type of packaging encloses the product?
----- 1d. What is the length of shelfdife of the product?
P e 1e. List the storage and distribution requirements fof
2= 2. Intended Use, Intended Consumers, and Labeling In
----- Za. What is the intended use of the product?
----- 2b. Who are the intended consumers of the produg
----- 2o, What are the labeling instructions for this produs
=+ 3. Flow Diagram Process Steps

----- 3a. Enter Product/Process Name and Steps From Eac
o 3b. Venfy the How Diagramis)

M14: VY —FEa—F A —T g
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e Middle PanelX R %)Lt 2 RARKA(KIE, FE LRI v a v THhD, ZOTVT T
WX, FEMICEE T2 a2 RDLND,

2. Effectiveness Checks:

2a. | Describe the procedures and documentation that must be utilized to conduct effectiveness checks
to verify that a recall is carried out, and who will be responsible for this activity.

Comments:

Back || New

XI15: I KL ko
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e Supplementary Informationfli RAEH - D 21T, 2 —HF—1 L 5B~
[E1%5 2 SRS 5 72 O DIBMOFE FAFH L ERFICET 2 HENETEN TS, ZO/8RL
IZiX, XPEFHHLLTLTEEODRX =LA, T NOERD S,

| Zoom() | | Zoomi) |

Supplementary Information:

The CGMP requirements for sanitary operations
focus on ensuring that food, food contact surfaces
and food packaging materials are protected
againstfood allergen cross-contact and
contamination. For additional information and
resources, please see 21 CFR 117.35 and the User
Guide.

X16: # 2 fEHR
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4.4 V7 rEEORE

e Introduction pop-up box# 7HIN R Y FT v TRy 7 R V7 "NDOK KX 7% A TITL &,
Z—W— 3 T ONEE T S Introduction(fF M) % 7 (X15) % BT 57249, (7272
L. Y—/LA=a—0‘Show Quick Start Dialog (7 f v 7 A X — " ¥ AT 0/ kFKr
%)’ DF =7 EHLTODGEEERRL)

’
£/ Facility Information - Introduction [':' [=] ﬂ

This Facility Information tab allows you to document information about your =
facility. Although the CGMP & PC rule requires that records, including the [
Food Safety Plan, must include information adequate to identify the plant,
you have the flexibility to determine what specific information is included in
your food safety plan. You are not required to include all the information in
this tab in yvour Food Safety Plan. Fields in this tab noted with a red asterisk
will appear at the top of each of the applicable tab summary reports, and at
the top of your food safety plan. At minimum, you must identify the name.
and when necessary, the location of the plant or facility.

m

The Facility Information tab also allows you to document the names of
individuals who assist in the development and implementation of the food
safety plan. and to include the name of the Preventive Controlz Glualified
Individual (FCQI) for this facility. Per 21 CFR 117.126(a), the CGMF & PC
rule requires that a PCQI must prepare or oversee the preparation of the
food safety plan.

For additional information on the Facility Information tab please see the -

[] Do Mot Show Again

K17 Z TR T T v

e Warning message®5 2 o2 —V Y 7 PR THEITL LT, BEX v b—URERINDH(X16)

X18: EE A v —V

FSPB Application User Guide Page 16



o Uploading additional documentsiBMNXXED 7 v 7Fr— RN EHEEEFIAE(SOP), ik
EOXENTn AR T B 7T ATHRHTE 256, 26 OE X Supporting
Documents(ffi /e EH) ¥ 7B TT v 7 r— KL, It T 5721 TRV, RMROER D=2 2
YET7 4=V RIZ, LEOXA MLVE ENLDT 7 ANVPHEIE S TIZH D EETTA
T5HZ L,

e Question previewBER 7L Ea—: V7 h &k T, OV ) —¥ 2 —DEMFH8E A
7ma—)L L, FEEOER,/ FHEOFEM A HiTe Z L A TE H(X17),

File Edit View Toole Help

DEHS @
‘ Facility Infermation I Preliminary Steps | @MF & Other Prerequisite Frograms | Hazard Analysis & Preventive Controls Detemination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Preve
& *| 3. Current Good Manufacturing Practices: Sanitary Operations

B_, Current Goad Manufacturng Practices
- 1, Persennel
Ta. In accordance with 21 CFR 117 4(b). all personnel m
Tb. The management of an establishment must ensure th
. The management of the establishment must take rea: [] Yes [7] Not Appicable
1d. The management of the establishment must take real
=-{5) 2 Plant and Grounds

i 2Za. The grounds about afood plant underthe cortrol of 1
2b. The plart must be sutable in size, construction, and |
=5 3. Sanitary Operations

3a. Buildings, fitures, and other physical facilities of the |

Eﬂ 3b. Substances used in cleaning and sanitizing, and storage of toxic materials must be in accordance with 21 CFR 117.35(b)(1) and () l

3c. In accordance with 21 CFR 117.35(c), pests must no f

3b. Substances used in cleaning and sanitizing. and storage of toxic materials mustbe in
accordance with 21 CFR 117.35(b)(1) and (2).

3d. Allfood-cortact eurfaces, including utengis and food =
3z, Nonfood-contact sufaces of equipment used inthe
¥. Cleaned and sanitized portable equipment with food ©

o 4 Sa.n'rla_rv Fa,:ilhin?s and Contmlls i
X19: B Ea—
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5 MRIFHS T

Facility Information(§ax% &) % 7 (K18) Tik, TH5H 2 \WIhisk 2 5 E T 2 7= O K E 2 FHIC
RWT ALY RZT BONTND, SOk ZRET 5, &b/ Maaxs . FEET. T L O, 8L,
B(HEER 70 & ONNTHER R E 572 EOFRORNT ZAZ U R 7 BONTND)NE, 4 Y 7T OHK~
V—LAR— FBLORMZREEO LEFICEEES SN TS, RNT AZ Y X7 DDONTNRNED
O RD AINIVETIZAR, L, ZOZ ZICRASNIERIT TN TAE LR E IR
END, EHIT, BEOBMLRFEF — LD A L R—OLFFOEE G R A8 L, HiR O T
EHEBMAZTRET 2L HTE S,

X20: fERR1E#H ¥ 7
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Facility Information(iiZ¢ g #)% 7 D7 4 —/)v RIZE Fi 5

Facility/Company Name Mgk /=tt4 —Hiak,/ St D4 Pk

Facility Identifier Numbers fig%#BIE5—hiax (2 B 5 FDAR SR & 2 WM TFRBIEE 5
~T

*FDAD g B8k BT 2 B O OV TX, RO =7 %A FEZHOZ &
http://lwww.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/.

Address fEFT —Jitizk S ELINCAFAET DT OERT

City i —ﬁrﬂ XN AFAE S D ERT O

State M —HE% DNYELHINAFAET DEFTOMN

Postal Code ﬂ@%‘b‘ —SEE BRI AFAE T D EPT OB EER =

Country B —ftiz% BB AFAET DIEFTOE

Phone Numbers EFEE 5 —Hiak O &Eafhi i /o

Facility Description fgX DBEE — WHRY R 2 5 Cofak O

Employee Description #¢3 8 OMEE — ik OWEEB IOV TOFER (EEBE D N L TE
AEfe, (EfhE, ~— ., FHIEMZR O)OEHRE 5 L)

Product Description B O — 1T STV 25 BARRY 22 A 5B % 72 138 A i o B
Food Safety Team & MZEETF — b— BIMERFHHOEKE & HEFFIZBEDL L A OA4TL, %
i L OEEE T, RN LEFHEOMERELE ORES & THEHEEMAZTHLTH
By,

5.1 Adding Facility Identifier Numbers%ﬁﬁ%iﬁ”%%@ =W

1.

2.

S sk % B U A Mgk aRAE 5 2B IN3 5121%, ‘Facility Identifier Numbers (fitiz%
WRNE )7 4 — IV KOO T AarET Y /7?60
B LW Z RN L, "Description”(# %) & "Number”(%&5) % A 195,

5.2 Delete Facility Identifier Numbers/ii ik i 3% 5 D HIEX
s & B A HIBR T 2 12Tk O FIEE FEA T 5

1.
2.

HIBRT 250 %& 5 D5 28R 5,
T 4 =)V R EEICH DHEIBRT A a8 2RI 5,

ZOFNEEAT D &, @AIFEZITY A RO DHIBRS AL, JCIZREER,
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5.3 BREREF—LDRA L /N—DIBM
BWEET — LA U N—ZBINT D ITIEROFIEZE FE T 5!

1. ‘Food Safety Team (B ZET—L)’'7 4 — /L ROBED T A a3 Z@INL, RITH LWIIZFHA
T %,

2. IBMUL7ZH LWFIZRIR L, T LWEBRZEET — LD A L N\—DFElZ AT D,

3. ERESEN . REF O E D oW T, FINOPrimary Contact(s) (W3R #H DEKE
) ETF=v s3T5, FFTF oy B2ITTLTORT,

4, EAESEN . TRHEEERE APCQD DEE & 5 Mz >N T, FINDOPCQIr%EF =
735, FREFTF 27 E2ITTLTORT,

5. BELERA L N—DRA, ki L OVEREE 52U ATIT5,

5.4 BRREERA LV A—DHIBR
BEBRT— DO A A= 2B B XK O FIEE T 5

1. BT 2 AL A—DFE I U v 737
2. Brgavrrsyyrts

ZOFEEITD &, FOANITY A R OHIBRS AL, JCITREERY,
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6 EREHRAT 7
Preliminary Steps(CFRiEf A 7 v 7) & 7%, EfLOMEx THE L T 2o/ ZEICEb 5
B A BT U SCEAE T DRSNS L 72 D, Z OFRTUE A T v S D FEEIZCGMP
BLOPCHAITIZHAMICRKD 5NTWRWDR, ZOEREAFT D 2 L ITEHO RN LRIEICA
HAThsb, 20X 7T, g TE, T, 0¥EdHLIWVIIRET H2RMOEKEE, Wim, EXRL
TR TEEHBEEETHRTDHILENTE S, &6, FREOMETEOERT v T2 AST52
LT, TRV —MEERTE D, ZOXZ 7B HHEFMERAT v 7 TIILLFOEA ZH#E L TW»
2

o LB L Z OB DA

o FERMMMOBR LIMEHRTEEHESDH D WVIET Y Ra—F —0FiH]

o TRRO7m—X&HHDIERK

o HETOH T u—xOMEE

HATHEG A 7 7T 2 BMOSREENT, Ka—H =T FOMfEAICE RS TV D,

Add a Product Name 81554 DBEM: TF A 7 4 —/L Ficilih 4 2 A L. “Add Product (8454
ZBEMNT5) "R Z (K19 % 7 Y v 7 LT, FinZ2iBnd 5,

File Edit Yiew Tools Help
I_‘Iﬁﬂd ¥R e

Facility Information | Preliminany Steps I GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Determination I Process Preventive Controls I Food Allergen Prevertive Controls I

Describe the Product, Distribution, Intended Use and Consumers of the
BD Describe the Product, Distribution, Intended Use and Consumers of the Food

| .= Enter/Add Product Name | | Enter/Add Product Name
BD 3. Flow Diagram Process Steps
----- 3a. Enter Product/Process Name and Steps From Each Flow Diagram Product]
e 3b. Veerify the Flow Diagramis) rodu

Add Product

X21: 854 e
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o EflD1an b2 OERNCEE Lo #%Z OB GMICEEOA I ZBMNT 5121k, V) —Ea—
T “Add Product Name (554 ODJEBIJ)”%:@I/\ XTROFRLEIZHOWNTHER D 1an b2
@Eﬁuﬁgﬁéo%%i&m%?&ﬁﬁ:m%@%ﬁwﬂﬁo

o MEAIIENZENEA TRITIUIR LRV, B TRWES, TORGEAITT CTITHEHR SN
TEY, FILWARIZDTDRERND D LWV H)EENFIRIND,

Ef1a2> b2 iniBME, FSPBAVER Y 2 M &fEkT 20T, BT H(X20), 22X MRy 7
ZNHERMITHR T DA 2 AT L. “Next(GR~"RZ 2, ERIIEICEZE T 5,

Facility Information | Preliminary Steps | GMP & Cther Prerequisite nglamsl Hazard Analysis & Preventive Controls De‘terrninatianl Process Preventive Controls I Food Allergen Preventive Controls | Sanitation Preventi

B 1. Flavored Milk: Product Description

e Desﬁ:{}:;?&éﬂﬁ:;::m' Inended Use and Consumers of the Fog la. | Describe the full name ofthe finished product. including important food safety characteristics.
-{.-) Flavored Milk
= 1. Product Description Comments:
=y 1a. Describe the full name of the finished product. including importa

1b. List all the ingredients in the product.

Ic. What type of packaging encloses the product?

1d. What is the length of sheffife of the product?

1e. List the storage and distribution requirements for this product.
2. Intended Use, Intended Consumers, and Labeling Information

2a. What is the intended use of the product?

2b. Who are the intended consumers of the product?

2c. What are the labeling instructions for this product?
=- 3. Flow Diagram Process Steps

: 3a. Enter Product/Process Name and Steps From Each Flow Diagram

3b. Verify the Flow Diagramis)

22: £ BIZBE 5 2 E M 1ah 5 2¢

Zu—X7 k& XFIE:

ZZIWCANT DT v AFIEIX, Hazard Analysis & Preventive Controls Determination (/i &
Aﬁ%IU/X7LﬁLf%ﬁ%ﬁ%EW7’Eiﬂé ZOXTEMBA LN L AR L
e, BErIB L NY X2 IZh U PEEPERES 7T FH T e AFIEEZEBINTE 5,

B8a: "ElNL T a v AL 2B H(X2D)i2iE, FRII R S i 7218 Y “Product/Process Name

&/ 7T 2)"OE L RE 2 ) v 7T 5, "W/ Taex4E2 AL, “OK'R
B k7 w73 %(XH22),

X 23: E3a
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X24: BE¥8a Bl /7 v 24 DB

7ut AFNEZBINT 5 (2321, “Process Steps (F & AFE) "7 4 —/ ROLIZH D

YEIZ Vw7 L, 7evRAFE] 74— NI AFEOLRTE AT 5,

X25: ‘ER8al 7 a2 FEIEDEM

VBT AFNERN TR CTEMEINDE T, ZOEEL2HEV KT (K 24),
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X26: B f3a & B D7 vt ZFIFEDBM

7ot AFIEZHIRT 5 (X25)121%.  “Process Steps(7' 12 & ZAFNE) D FE M B4 DA 23R L,

Elrgavrsy v 7 3%, “Confirm Delete(HIlRZMET D) XA T 07 TVes"H IR L, 7
1t A FIROHIBRZHEET D,

X27: & H3a 7 1t A FINEDOHIR

FSPB Application User Guide Page 24



Zu B AFEOESTEZRY E§

Fut AFIEOFR S EZIRY BT (X268 LO2DICIE, ZBHTH b ZFIEZEIR L,
WIBATIZ KT v 79 5(FRIRT ERBY), £0%Y 7 MABEITESZIEY BT,

FEHDOEL

3. Flow Diagram Process Steps:
3a.

Enter Product/Process Mame and Steps From Each Flow Diagram

Product/Process Name: [F‘mducﬂ "]
Process Steps:

Process

Step Frocess Step
MNumber

1 Stepl

2 Step3
3 Step2

X28: r XAFEHOFEFREY E LORIDER3a

3. Flow Diagram Process Steps:
Ja.

Enter Product/Process Mame and Steps From Each Flow Diagram

Product/Process Name: [F‘mdud1 T]
Process Steps:

Process
Step Process Step
MNumber
1 Stepl
r Step2
3 Step3
4 Step4

X29: 7w AFJHOESIY EH L DR OEM3a

FSPB Application User Guide Page 25



BRIsb: £HE T uv 2407 a—XE MR T 512(X28) 1%

Do

7o 24 B L0 vt 2 FEICE T,
75,

“Yes”F 7-1Z“No” R ¥ o &R

VLA BERABalC R D . 7 —KOWNK & iRE

Facility Information | Prefiminary Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Determination I Process Preventive Controls | Food Allergen Preventive Controls

Describe the Product, Distribution, Intended Use and Consumers of the Food
e Enter/Add Product Name
Product1
1. Product Description

v 1b. List all the ingredients in the product.

v 1c. What type of packaging encloses the product?

v 1d. What is the length of sheff4ife of the product?

v 1e. List the storage and distribution requirements for this product.
2. Intended Use, Intended Consumers, and Labeling Information

v 2a. What is the intended use of the product?

v~ 2b. Who are the intended consumers of the product?

v 2c. What are the labeling instructions for this product?

=-{5) 3. Flow Diagram Process Steps

- 3a. Enter Product/Process Name and Steps From Each Flow Diagram
-Ep 3b. Verify the Flow Diagramis)

v 1a. Describe the full name of the finished product, including important food safety

3. Flow Diagram Process Steps:
3b. | Verify the Flow Diagram(s)

Has the flow diagram been verified for the Product/Process Name chosen, which includes all
then answer "Yes' or ‘Mo’ for each flow diagram.

7 Yes () Mo
Product/Process Name: | Product1 -
Process
Step Process Step
Number
Stepl
b _smpz
Step3
Step4

[X30: E#8b — 7 v —X DR
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7 GMPE L OZOMORHRSRM T 0 7T A

DX, BERORMEEHBEOT D DOEATHRERR L EHEMEEZEE L, R EDORLMRE L
72 % ERLERE E T OMORHERMG 70 /T ADF =y 7 VA RE L TOEREZRT-T,
CGMPH L UPCHIANZ, RMWLEHIEZRHRT 5L L TGMPF = v 7 U A & ZRL TV
RN, — W —(T & o TIHMEFI R ERETH D,

F1221 CFR 117 Y 78— FBIZHE#EH SN TV D CGMPHANT—#%c, FIE, £=%V 7,
LR 2 SCETIT Y T EITER LTy, 72720, WEEEDOHE F L—=1 7 ek ps <,
21 CFR 117.4 (@) ¥ 7 /3— FAIZH £ SEERRD FRETH2LERH5H, CGMP 3 L0 PCHAID
KL 7o T DT, CGMPORIAIZEET HLENH DA, EFEOBRMIZITEEYS L2 VWERM
NHDHAREME L H D, T DAL ‘Not Applicable GiEi V) 23R4 5,

GMPE L O DO RTHESA: 7 v 775 KT 2 BMOSEEHIA L —Y — T A ROMERAICHE
W TW5b,

W ERLE R O MR 2 B 5 (29121, “Personnel”( A E)IHF#IZITE . BERICHK IS LT
“Yes” £ 7213 “Not applicable GEH /M) CRIZE T %, TDH%RIKDOEZ 2 2 “Plant and Grounds
(THk L OV, “Sanitary Operations (fiiZEi#E )", “Sanitary Facilities and Controls (f 4
B L OEH), “Equipment and Utensils G35 & ONHEEER ). “Process and Controls (7' 2t
AE L OVERD), “Warehousing and Distribution of Food, and Holding of Human Food By-
Products for Use as Animal Food (&4 DA TORE & Wik, BLOEWm T AN E LTHERAT
B AT BIEMORED)’E X U¥Defect Action Levels (R E Sk L) ZHOWT, £
HE O FEICERINDNext” R &7 Vv 7 LTHREHHAZ AL TN,
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X31: GMPE L N Z DA OFiREM T 1 7 5 LA DER

AZ 71321 CFR 11748 L O 73— FBTER S LTV HGMPIZHIGE LTV D, L L, B9
(K30) T, HFLOMERKIZEIRDH HBIMORHESRMN T 0 7T L &BMT5HZ L bARETH D,
e Add GBI — BMOFIHESM 71 7T L& X 5I21%, "Additional Prerequisite

Programs GEMOFHESRMET 0 7T LY 7+ NV ZRIRL, a2/ 7 2 4% AL, “Add
Prerequisite Program (Ri#25:fth 7' 0 77 A &8I 2)"RA 20 U v 735,

B32:FiRSM T 1 7T K DB
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o  Edit R —EML7=(H D WITREFO) BRSNS 7 v 7T AERET 2 (X318 LW
3DITIE, AHERME T m 7T LA RIRL, Y ORHRSKHE T R ST LT NEE2HT U
27 3%, “Edit Prerequisite Program (#2570 77 A& fRET 2V 2RI L, 450
KRR NEEHTD,

| Facilty Information | Preliminary Steps | GMP & Cther Prerequisite Programs | Hazz

{7 Cument Good Manufacturing Practices
|E|_| 9. Additional Prerequisite programs

Add additional prerequisite program.
SR siions Frogo deze

e %a. Additional Edit Prerequisite program

Delete Prerequisite program

X33 IBIMMDORHREM T v 7T bhetmET D

X|34: BINORSEME T v 7T AOFMORE

e Delete (HIER) — ;81 L 7=(H 5V MIBEAF D) BINFIHESRET v 7 F A& HIBRT 5 (X33)12
X BRRME T n 77 A RIRL, Y ORHRRE T R VT LT N EELET U v 7
%, “Delete Prerequisite Program (Fi#Z5:(h 7" 0 77 A& HIBRT )V 2@ L, “OK’%
7 U w7 L, 7urs 7 sEHIERT5(X34),
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Pohe 7d. Shipping containers (e.g., totes, drums, and tubs) a
EIG 8. Defect Action Levels
----- 8a. The manufacturer, processor, packer, and holder ¢
; - 8b. The mixing of a food containing defects at levels th
EI{:| 5. Additional Prerequisite programs

Delete Prerequisite program

K358 MDRTREE 7 v 7 T LADHIR

X36: BN DORTREME: T 1 75 L DY OHER
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8 EEIITE I OTFHEEDRE

21 CFR 117.130°ClE, Jiigk CHRE, T, AEHLIWVIIRET I RLOKEZ A FIZEL, BFEH D
WITAFRRNC T R ATRE R fE B 2T D 7= Ol fEE ST 2 £ L., PRHIEENLEREENS D
EOMRMD D Z EEROTND, EESIIEL. T ORBICEIfRR < SCETER L. AW, (b5
1, ENAEEEZZBE LR2TER 520, AEICTIHEEDSMLENSDOREL, LENEEL
TR ORIFCEEORRE & EENFE Lo B A ICEENEAET D AREIC OV TEET S
WENH D, fEESHTIL. FE, FRT—4%, LA — b, ZOMoBEEERIZESHTNS 2
&

BRESREHMEEFICET DBMOZEGENL, Ka—F—H A FOMERAICHE S TN D,

ARSI FIE Y 7 OERI8a TA ) L7z 7 v A FJEIL, “Import Process Steps (7' & 2 FJlf % A
VIR—NTBYEA TS v KRB Import (f VAR — R ABRIRTHIE, BEIBICAZ 712
AR —bhahd, TR/ BG4 LT AFIEAPBEINICRRIND, HDHWOIE,

“Import Process Steps (7 vt A FE%E A VR — T2 F AT a7 ¢ KUhb"Manually (F
) 28I L, kDO”Warning (&5 v 77 v 7R v 7 AT “Yes" @RI X, 7 rkv 2AFIEIX
FETEMNTE 5,

TuvAFIENEEA VAR — FENEHATOLTFBANINEZSATYH, B EEFE Y — /i,
7B AFNEIZHONWTERIETXEERO Y A M & AERkT 5,

81 A VFR—MIXY FuERAFIEEEMT S
Preliminary Steps (Hi#25:FFIR) % 767 v A FIEE A A — M85 T 5 I2id, RO TFIAE FAT9
%o
a) “Import Process Steps” (7' 22 A FJf% A >R — h925)D FO“Import”(f >R — F)RF & BR T
2o
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X87: ut AFMEA A — b OFRE

b) “Import Process/Product Names * *+ * Preliminary Stepstab (“SFRii#EfH AT ~ 77 % 7 /)
57t R/ HEABIOEEO T AFEEL A AR — T 5(X36)" & 8®IRT 5, fﬁﬁ/fﬁ
R 7T > 72 ThoO7 e ZFIEN, 47 v XAFIRICE L CRIZE TS EH & LI FRR
Enn(87, [ 7e—KO7 et AFIRICEEL Z M %8461, Preliminary Steps (5
AIEICR D LER D D, 1 HDOEH % “Hazard Analysis and Preventive Controls
Determination (fGE & /54T8 L OV PRHEBLORE KBS B 72054, FFO “Import
Process/Product Names and associated Process Steps (7' 2 /L4 B X OBEHO 7 &

BAFIEZ A VR — T 5) & RIRT 5,

X|38: ”ut AFEA HR—FDRF

39 A AN — M RER

8.2 FENICS ek RFIEAZEMNT 5:
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FETT B AFIEZ BT 5IIXLL FOFRIEE FITT 5,
a) K35izFErEnN=7 vV hinD “Manually (F#h)” 28T 5,
b) RINT=T F A b7 4 —/ R(X38SHN M E RS T av 2452 AT 5, Wi/ 7'n
A4 L E#O T 0¥ ZFE L, FSPBY — /L3 2 EE Tl a2 gt 5 &
9. BIRINTZHNLIZRAVATIT L2 &, E FEFSHNOAR—ZOCBATEETH
Do

W E THOF v ZAFEDO T ot 2O TIL, OB THEREASTHZ &,
(AR—=RIRENTGHT TOHATITH L)

5, 7 vt 2440 Step01: 7 1 & X FJEL
i 7 rt 24 Step02: 7 vt A FEA4
5L 7 a A4 Step03: 7 1k AFIEAL

i
ZE9.: Step01: A FLA 1H
ZE9.: Step02: A FLIARE
B9 Step03: (IR H

999fH F CHF -t AFHDO S at ZA|ZHONTIE, RO TIEREANTSHZ L

AL 7ot 24 Step001: I L. FNE4
HH 7 mt 24 Step002: 1 L FNEA
L, 7t 24 Step003: I T.FNES

i
B —J R % —: Step001: %A% 1H
B —J 3% —: Step002: ¥ AE AR
B —J 3% —: Step003: Ml L

c) "Add Product/Process Names and Associated Process Steps (7' mnt 24 LE#HO 7t 2 F
g%z BMT ) RE %) v 7T 5,
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X40: 85/ 7Fov 248 X OEET 2 & X FIEOBN

BT a2 EEE T B AFIERBINS N O, BEHA LT OFRTRE 72 5 (X39):

X 41: ;BH#RIER

8.3 faFk LU FRHEEDME

g, ALFR, WENE VI 3OO T TV DFEEIZHONT, THEEEZNLELETLHEENHDLNE
N RO LMLERH D, il LTofEET XTI L Ta Ay F& B LT, wRoOERIZHET =
T TE 2R,

9
&

BRI 1a, 2a, 2b, 20T OWTEM, KD D WITHIERT 2121E, 650 7 vt 2 FIAD BARA 72 B
WZRY . BERERE AT LLEND S,
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a) Efila:
H1adBElEFIRIZERDOEY TH D,

FIEL: faELT IV EM., (LR, WEIICHOWT, “Yes” 7213 “No” 28R4 5
(4140), 3H 7 TV F_TIZ Yes £7-1% ‘No’ THE LR TIUE, BIEZETEENFRS
. RASTDOERIZRE S,

FNE2: BHaFANT AVICEHL T, Fry XA =ma—=nbh 7 Y 23R L,
“Name” 7 o —/b FIZHIST S fa® D4 MHE A7 % (1241),

Faciltty Information I Preliminary Steps I GMP & Other Prerequisite ngmm5| Hazard Analysis & Preventive Controls Determination | Process Preventive Cortrols I Food Allergen Prevertive Cortrols I Sanitation P

»

Product1: Step01: Receiving: ldentifying known or reasonably foreseeable hazards

Hazard Analysis
() List of al process steps
‘. 1. The hazard analysis process begins wi
=+ Product 1: Step01: Receiving
ldentifying known or reasonably foreseeable b
= 1a. For each process step, identify all knc
Determining if preventive contrals are requirer Harzard Categories

1a. | Foreach process step. identify all known or reasonably foreseeable hazards introduced. controlled or
enhanced at this step. [fthere is no hazard for a specific category, indicate "No™ for that category. Ifno
hazards are introduced. controlled or enhanced at this step. indicate "No” for all three categories and
proceed to the next process step.

-~ 2a. For each known or reasonably forese Biological hazard(s) Chemical hazard(s) Physical hazard(s)

ldentifying appropriate prevertive controls Yes Yes No
- 2b. For each hazard requiring a preventiv

Identifying at which processing step the preve Process Step Hazards

L. Zc. For each preventive control identified Hazard: : Name:

Product 1: Step02: Storage e
Identifying known or reasonably foreseeable | ﬂf:ngi::l
-+ 1a. For each process step, identify all kne

=8 Determining if preventive controls are required =

X42: Effila - fEELT IV B I OEEDEIR

| Facilty Information | Preliminary Steps | GMF & Other Prerequiste Programs|  Hazard Analysis & Preventive Controls Determination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation F

m
»

Product1: Step01: Receiving: ldentifying known or reasonably foreseeable hazards
= Hazard Analysis
B List of all process steps

L 1. The hazard analysis process begins wi
=4 Product 1: Step01: Receiving
: Identifying known or reasonably foreseeable |
-Ep 1a. For each process step, identify all knc

1a. | Foreach process step, identify all known or reasonably foreseeable hazards introduced, controlled or
enhanced at this step. Ifthere is no hazard for a specific category, indicate ‘™Mo~ for that category. If no
hazards are introduced, confrolled or enhanced atthis step, indicate "No” for all three categories and
proceed to the next process step.

Detemining if preventive contrals are requiret Hazard Categories
i 2a. For each known or reasonzbly forese Biological hazard(s) Chemical hazard|s) Physical hazard(s)
Identifying appropriate preventive cortrols Yes Yes No
~ 2b. For each hazard requiring a preventiv
Idertifying at which processing step the prewe Process Step Hazards

e 2o, For each preventive control identified Hazard: E' togical | Name: Parasied

Product 1: Step02: Storage
ldertifying known or reasonably foreseeable | (1a)

-~ 1a. For each process step, identify all knc Hazard Name
- Detemining if preventive controls are required =

X43: BRfla — EEDLHDAT

FIES: " "REEI Vv I T D, FIR2BIU8EMYIEL, ZOMofEEZIBINT 5(X42)

FIE4: 2ToOfFELAN LIS, “NextURZ %27 U v 735,

E fEEANIRT S0, FHOYOFEFRIRL, Bl farrk sy v st s,
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X44: 2 TOFEEAS%

b) EM 2a:
ER2anEIEFNETXRDOEY TH D, (X43):

FIEL: “Process Step Hazards (7' & A FIEMEE)" D T, “Hazard Name (f&E D4 #7)” % 8]
R

FE2: FfEEIZHOWT, FPHEBENLENE INTF = v 7Ry 7 APSY £7213 “N &2 3R
B X MRICEOHEBE AT 5,

FJE3: “Next (K~ REZ %7 U w735,

*&:

o MGEICHETILaAL MERETDHITIE, HBOEEO A MlZEIRL, LERET A
Mz 5,

o AREM~DEIEN ‘N’ OHA. FSPBY —/LIZHBEI CHEOGEEIZEET 5 2b3 L 12
@gﬁﬂﬂ;’d‘_) & 6&?0

| Facility Information I Preliminary Steps I GMP & Other Prerequisite F'rcglam5| Hazard Analysis & Preventive Controle Detemmination | Process Preventive Controls I Food Allergen Prevertive Cortrols I Sanitation P

B + | Productl: Step01: Receiving: Determining if preventive controls are required for a given process step
=-{5) Hazard Analysis - . - .
%‘D Usmfa:r:mcess steps 2a. | Foreach known or reasonably foreseeable hazard. is a preventive control required? Justify your answer
1. The hazard analysis process begins wi inthe Comments box.

B D Product 1: Step01: Receiving
E| D Identifying known or reasonably foreseeable | Process Step Hazards
‘/ 1a. For each process step, identify all kng
E! D Determining if prevertive controls are required

:  =p 2a. For each known or reasonably forese! (1a) (2a)
BD Identifying appropriate preventive controls Hazard Name Y N Comments
P 2b. For each hazard requiring a preventiv Biclogical |Parasites [ |G for Parasites
E| D Identifying at which processing step the preve Pat i c for Path
2c. For each prevertive control identified
-2 Product1: Step02: Storage Chemical | Drug Residues ] |Comments for Drug Residues
E| D Idertifying known or reasonably foreseeable | b Natural Toxins =) Comments for Natural Toxins
S 1a. For each process step, identify all knc

45 EfH2a
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C) 'Eﬁﬁ 2b:
BRI2bDEIEFNEIZR DB Y TH 5, (X44):

FIEL: “Process Step Hazards (7' 7 & 2 FlEfEF)" D T, "Preventive Control (T-F5EE)" N
Hy TR A= a—inD PHIERWGE T, #E BT VAT BT ITAF =)D X
A TEIBIRL, FEFEILBERTHERE AN1T 5,

FIE2: AE2E27Y v L, Broa Xy MITREERN R THEREZREST S, w7 ER
MDATTEN72TE, FIEEZRITEENRE RSN, RATOEFRIZED,

FIES: FNE1 L 226V IR L, R TOMEEICHET L PSR AZBINT 5,

FlEL: LEREREATI LTS, “NextGR~RE %27V v 735,

X|46: & [#2b
*‘?_JE:

e Preventive Control (PPIEF) D = X > F & #RET 5 (X45)121E. RO TP HEH
DAy MiZERL, LEREEZNZD,
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Product1: Step01: Receiving: ldentifying appropriate preventive controls

2b. | Foreach hazard requiring a preventive control, indicate which type of preventive control(s) will be used to

significantly minimize or prevent the hazard. Describe the preventive control thatwill be used in the
comment box.

Process Step Hazamds

Prewvertive Control S E E

[la]
N Preverlnre Control
Y
F leleris for Sanitation PC {‘F):'I'liilﬂn PC for
Chemical | Drug Residues O C“""""D,,.ﬁgj“’m Food Allergen PC {200 Blemen nC
3 Comments for
Matural Toxins O Natural Toxins | N/A N/A

X47: FHEHEDa X v FORE

e Preventive Control (%f%”‘gfi)%fﬁ%i 7IXHIBR T 5 (468 L O4DITIE, E#H O

HUOFEEIR L, BRE s ) v o+ 5, EF’?%@?’I@E”’%&%%J@T%&
xﬂE@‘éfL%Eﬁ PrEn s, fEELHEATITLICE, BlallBi L, Eiila
DB 2bIZBY % FNAZ#R D T,
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Product1: Step01: Receiving: ldentifying appropriate preventive controls

2b. | Foreach hazard requiring a preventive control, indicate which type of preventive control(s) will be used to
significantly minimize or prevent the hazard. Describe the preventive control that will be used in the
comment box.

Process Step Harards

e |-
)

(1a) (2a (2b)

Hazard MName Y N Comments Preventive Control Comments

Biclegical |Parasites mﬁ for Process PC m&sﬁw
Pathogens e for | sanitation PC PoAhation PC for

Chemical | Drug Residues m&; Food Allergen PC f:rﬂdﬂmdﬁ

Changes from the Hazard Analysis and Preventive Controls Determination tabs are reflected in the Process Preventive Controls, Food
Allergen Preventive Controls, and Sanitation Preventive Controls tabs once you select the Import Hazard(s) requiring Process Prevertive
Control{s)', “Impaort Hazard(s) requiring Allergen Preventive Control(s)', and ‘Import Hazard(s) requiring Sanitation Preventive Control(s)’

buttons respectively.

[ Back J[ MNew

[X48: f&F DHIER
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Product1: Step01: Receiving: ldentifying appropriate preventive controls

2b. | Foreach hazard requiring a preventive control, indicate which type of preventive contral(s) will be used to
significantly minimize or prevent the hazard. Describe the preventive control that will be used in the
comment box

Process Step Hazards

ProventveContel [ =[] [

(1a) (2a) (2b)

Hazard MName Y N Comments Preventive Control Comments
Biological |Pa'm|'ta ‘ Ca-l_e:: for Process PC P'rtu:en:gl‘ﬁtur
Comments for I Sanitation PC for

Pathogens

Changes from the Hazard Analysis and Preventive Controls Determination tabs are reflected in the Process Preventive Controls, Food

Allergen Preventive Controls, and Sanitation Preventive Controls tabs once you select the ‘Import Hazard{s) requinng Process Preventive

Control(s), Import Hazard|s) requiring Allergen Preventive Controlis)’, and ‘Import Hazard(s) requiing Sanitation Preventive Control(s)’
respectively.

buttons

X149: HpRt4

o [AULAEEBIORUZatAFEICE LT, RUTFHERY A 7W: T, &,
BT VLT BT T4 F =— )BT 5 (H4)IITR O FIRE ETT 5,
R BHARTRCEFEZEML, WTIhofEF s L THE CPHERY A 7 2800
T2, WB: PR INEMEETODORRD THERTEHINSHE, 1lad
“Hazard(f&5)” Ru v 74 7 A = 2 —T “Biological CE#JH))" Z IR L, BED
“Name”7 F A MEIZHAVERXRF1EBMT 5, KIZ, 1la® “Hazard(fEE)" Ka v 7
Ky A = a2 —THO “Biological ZEMH) #IRL, AVERTF2%2:8MT 5, W
NWNERTIB LY AERT 2050 OBEMICHER, BIET 5,
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| Facility Infarmation I Preliminary Steps | GMP & Other Prerequisite ngmmsl Hazard Analysis & Preventive Controls DETG’TN”ET'DH‘ Process Preventive Controls | Food Allergen Preventive Controls I Sanitation Prevertive Cont

She Product1: Step01: Receiving: Identifying at which processing step the preventive control will be applied
E|{:| Hazard Analysis . . . . . . o
() List of ol process sieps ‘ 2c. | For each preventive control identified. will the preventive control be applied atthis step?

1. The hazard analysis process begins with listing
=) Product 1 StepD1: Receiving Process Step Hazands
E {:, |dentifying known or reasonably foreseeable hazards
. ey 1a. Foreach process step, identify all known or re
E {:, Determining if preventive controls are required for a gil
-y 2. For each known or reasonably foreseeable he
E {:, dentifying appropriste prevertive controls
i Gy 2b. For each hazard requiring a preventive contre]
E {:, |dentifying at which processing step the preventive cil
= Zc. For each preventive control identified, will the
(=) Product 1: Step02: Storage
ED Identifying known or reasonably foreseeable hazards
. 1a. For each process step, identify all known or ref
E D Determining if preventive controls are required for a gi
. 2a. For each known or reasonably foreseeable hel
E D Identifying appropriate prevertive controls
. 2b. For each hazard requiring a preventive contr|
=] D Identifying at which processing step the prevertive cf
E 2c. For each preventive control identified, will the

B50: [/ CAEFICH L TR CTFHEERSY 72BN 55BE6 DOFl

d BRi2c:
HM2cDEETFIA TR D@ TH 5,

FIEL: A7 mE 2AFIATTHEEPEHN SNLD55E. FAFICHEL THROMELZENL,
YELINICT =y 7 2 NIVD, BE: 20~DFIEIZ S o T, HROE -7 7T X FIEI
BLR 7 m T X, Rn 7 L fETRTERED 8 T2 T 2 XN — F SRS E D IR E
o

T X TEIEE, RBah T LS PRI, A T E R T L IXRR ) YT A F e —
CTEEARIR LA, YT I F o PSRN EA SN T u A FIE X, 477
o Fx = PRERES TITHBIR R IR, RIS, YT I TF = — o THEEICET
HIERIL, V7T Tz = PEIEER TIWZANT HRERHDLENI A E—VDORY T T
o FEALT TRy 7 ARSI NDH(X49),
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H51:% 7T A F x— L FHEEDOER

Step 2: TR THOMEEICE L TERI2eIZFE Lk - 72 5(K50), “Next (R~'RZ %7 ) v 74
%,

| Facility Information I Preliminary Steps | GMP & Other Prerequisite ngmmsl Hazard Analysis & Preventive Controls Determination ‘ Process Preventive Controls I Food Allergen Preventive Controls I Sanitation F

& + | Productl: Step01: Receiving: ldentifying at which processing step the preventive control will be applied
[={ ) Hazard Analysis M
B+ List of all process steps

‘1. The hazard analysis process begins wi
=- D Product 1: Step01: Receiving Process Step Hazards
E| D Identifying known or reasonably foreseeable |
; \/ 1a. For each process step, identify all knc

| 2c. ‘ For each preventive control identified. will the preventive control be applied at this step? |

: D Determining f preventive controls are requirer (1a) (2a) (2b) (2c)
H \/ 2a. For each known or reasonably forese: Hazard Name Y N Comments Preventive Control Comments Y N

B |Cn|.I_erlsfnr|P PC

E| D |dentifying appropriate preventive controls
\/ 2b. For each hazard requiring a preventiv
E| D Identifying at which processing step the prewe
= 2. For each preventive control identified
= D Product 1: Step02: Storage
E| D Identifying known or reasonably foreseeable |
I 1a. For each process step, identify all knc
D Determining f preventive controls are requirer
HE 2a. For each known or reasonably forese
E| D |dentifying appropriate preventive controls
HES 2b. For each hazard requiing a preventiv

m

X52: BRH2cEI &5 T

EZTHEFRICE L TYHAEWVINZRIR L e o788, BERy 77 v 7R v 7 2([X51)08
For &, FSPBY —/LITREIEDFERN AT SN D £ TROERMITBIT L2,
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Facility Information I Preliminary Steps I GMP & Cther Prerequisite. F‘roglamsl Hazard Analysis & Prevertive Controls Determination | Process Preventive Controls | Food Allergen Preventive Controls I Sanitation Preventive Contr

Eb- Product1: Step01: Receiving: Identifying at which processing step the preventive control will be applied

FT‘ %gli‘j::ﬁims& steps | 2c. | For each preventive confrol identified. will the preventive control be applied at this step?
1. The hazard analysis process begins with listing|
DD Product 1: Step1: Receiving Process Step Hazards
B {7y Identifying known or reasonably foreseeable hazards
i e 1a. Foreach process step, idertify all known or re

B {1 Determining if preventive controls are required for a gi (1a) (2a) {2b) (2c)
H " 2a. For each known or reasonably foreseeable he Hazard Name Y N G F Control G Y N
Identifying appropriate preventive controls _ . — Commenis for Process PC for —
Biological | Parasit: V! [ Process PC V! E
" 2. For each hazard requiring a preventive cortre ot = Parasites Parasites Edit
=+ Identifying at which processing step the preventive cq Pathogens Eﬂ'r'ﬂﬂs for itation PC Sﬂﬂ:“ﬂllm PC
=y 2c. For each preventive control identified, will the! - for F
£ Product1: Step02: Storage Salmonella Comments for | process PC Process PCfor
= |dentifying known or reasonably foreseeable hazards G
1a. For each process step, identify all known orrg Salmonella2 s f_,nr Process PC Process PC for
-{z=) Detemining if preventive controls are required for 2 gi Food Al
ergen
2a. For each known or reasonably foresseable he Chemical |Drug Residues Cum‘[kllgﬁﬂﬁ?dfwles Food Allergen PC PC for Drug
+{75) Identifying appropriate preventive controls Residues
E 2b. For each hazard requiring a preventive contrg
-{7=) Identifying at which processing step the preventive cf

2c. For each preventive cortrol identified, will the
=) Product2: Step01: Receiving
-{-7) Identifying known or reasonably foresseable hazards
E 1a. For each process step, identify all known or re
-{z=) Detemining if preventive controls are required for 2 gi
2a. For each known or reasonably foreseeable he
{5 |dentifying appropriate preventive controls
2b. For each hazard requiring a preventive contrg
Identifying at which processing step the preventive cf
2c. For each preventive cortrol identified, will the
=) Product2: Step02: Storage
: {7 Identifying known or reasonably foresseable hazards
1a. For each process step, identify all known or re

X53: ER2cDBREESF = » 7

You must check either 'Y or 'N'in 2c. The answer to 2c dictates which
product/process steps are exported to the specific preventive controls

tabs.
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9 ok FEEHE

21 CFR 117.135@ W%, e AEFHIZIL, /EETONRTA—F ZHEICEHETEH L1275
7ODOFE, HEBI O et 2280 L2 LTS, e A EHIL, @A InD THhE
HOME L, MR OBRNEZEEY AT LAOFEENI > TUTORNEEETeZ L BRRO BN TWND
1. BEOEBICEET H /T A—X
2. ot RAEHENELTHAEEEL T L TR/MET D, HDWIEIERET D7D E#H T
HZVBEDH D5 5D DHEMN, AL, B D WIIWMELI T A — 2 O KfE, &/IMEDH D
WO A E D

51221 CFR 117.1401%, V7' I A4 F=— 2 PRIERR L U a— L EtHEiZERE . THEHIZ, E=X
Vo7, RIEXK, BIER X OWGREE G e THHEBEBRNEORG L /> T\ D Z R ST
W5, MEEFIEIZIEZ, R, =% U 7 OfGE, FIEXRA YN Ti e 2 & OB ORRGE,
F=H Y T BIUORGECEDN SR EORIE, M7 A M, BREE=ZY 7725 NIREHO L
Ea—MNEEND,

TIEICET 2IBMOZMELHT, Ax—F =T 1 FOMFRAICERINL TN D

7ut AFEHEEICEET 2 BRI ~DREIE % BthT 5121%. “Import Hazard(s) Requiring Process
Preventive Control(s) (7' 1 & A FRHE B2 M & ’9"51:"—:"—’&4’ VIR— N T AV ERINT D, FFE
DIEFZERT H-OIHA S5 7 e A THEROMBEE SN CRE SN mEAFIEE Y
A2 MEL, &7 e AFIEICET 2EME AT 5,

9.1 e AFHEEDA L R— b

Hazard Analysis & Preventive Controls Determination(/i Z 115 L ON L EFEDRE)F 7 CThy
ESNT-7 v A PHERNER SN D 7 atv AFNEIX. Process Preventive Controls (7°7 & X
TEEE)R 72 A ViR — &b, IOt AFIAEA o AR— T HIiE,. K2R T
“Import Hazard(s) Requiring Process Preventive Control(s) (7" & 2 FIHE L 2 V3L L 4 5 i
DA VHR—=KNRE L HT ) v 7T 5,

TTIA VAR LT AFIRCELENZ DUENS D6 EEIRBL N TFEEEDR
JES T TCEET D,

ZOETHOT oA THEREZNLELETHEEDA VAR —NEHBORZ Y vy 7 L, BREZKRE
w5,
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Facility Irformation | Preliminary Steps | GMP & Cther Prerequisite Fmgmmsl Hazard Analysis & Preventive Controls De{errninationl Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Prev
=]

- Food Safety Hazards Requiring a Process Preventive Control:
=-{5) Food Safety Hazards Requiing a Process Preventive Contro

=4 1a. Please import the product/process stepls) you have i - - . - -
1a. | Pleaseimportthe product/process step(s) you have identified from the hazard analysis at which a
process preventive control(s) will be applied

I[ Import Hazard(s) Requiing Process Preventive Control{s) ] |

If you need to make changes to the processing steps that have been identified as requiring a process preventive control, you must
retum to the Hazard Analysis and Preventive Controls Determination tab to make those changes.

If changes are made to the hazard(s) requiing Process Preventive Control(s) in the Hazard Analysis and Preventive Controls

Determination tab, you must click on the "Import Hazard(s) Requirng Process Prevertive Control{s)" button in this tab again to
reflect those changes.

54: 7o R FHERELELTHHEEDA R —1

9.2 FukrAFHEEOILE(NL

Tt AFIEEBESNTEENZDOZTIIALA UR— ENbE, ZOTFat XA PRIEREE#ED
EHERICET L —HEOEMMNER SN D(X53), b0 EMIZ, EEIr v AT A—F F
=&Z U T FIE, BFRBRRD D OBMBLNTEAE LIRS DR IEHE, MErFe & BT 2 e e
b3 58, AHIZRD,

File Edit VWiew Tools Help
DEHS 7]

Facility Information I Preliminary Steps I GMP & Cther Prerequisite Programs | Hazard Analysis & Preventive Controls Deten'mnatlon| Process Preventive Controls | Food Allergen Prevertive Controls | Sanitation Prev

Product1: Step01: Receiving: Biological: Salmonella: Process PC for Salmonella
E+C5) Food Safety Hazards Requiing a Process Preventive Contro

- 1a. Please import the product /process step(s) you have i

=) Product 1: Step01: Receiving: Biclogical - — - - T —
5= Salmonella: Process FC for Salmonella 1b. | Describe the process parameters (including minimum and maximum values, i.e., critical limits) that

RN b Desciibe the process parameters (ncluding minin will be monitored to ensure the preventive control is properly applied

1c. Describe how the monitoring will be conducted

1d. Describe the montoring frequency. Comments

1e. Describe the comective action procedure(s) that | e

1. Describe the procedures that will be used to verf)|

1g. Describe the records that will be maintained to si|

Process Preventive Contral Critical Limits

X 55: f AR — h &
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10 &5 7 LAY FBhg

BT LA TS BROE—O BIEIX, BT LA BRI EE R SFSH T E Th D, 21
CFR 117.135() () Tix, BT LAF U PHEHICITRLT LA v Eay ba—L3 57200
FTRHEHETIE, REBIONT oA 2E0 I MESN TN D, TOMOFRHEE LI, FFED
BT VAT PRIEBIL, EEMITICKVRET S, BT VAT U THERIZ, RE. B #
VW R EORZERR D D EFHICIRE S, F Il AR E R SRS E D 403(w) EIC IS & |
BEPTHOR Y KR Z MRS D72 DICIEMER T ~VERD R END L OB S TW\WD, TRIEH
FE, BB IOV Ta A2 G5 A TWALERD D,

BT VA PREERICET 2 BMOSBERNL, Aax—W—H A FOMERAICEE ST\ 5,

T U P IE BB T DB~ D RIE 2 BMET 5121, “Import Hazard(s) Requiring
Allergen Preventive Control(s) (7 L/V7 v TRAE B A B L § 5 fF A2 A VR — b3 5) &%k
R 5, FEDHEELZERTHEOICEHASINLT LAY U PHEEOMGE ST CRE SN
o AFIEEZ Y A MEL, 70t 2AFIECET 5EMEZERT 5,

10.1 BT VAF U THEBROA v BR— b

BT VA PIERELELETHEEEA AR — M 512, K541277 7 “Import Hazard(s)
requiring Allergen Preventive Control(s) (7 L /L7 v PRIE B ZME L T HfEEDA R — NRZ %
70 I 5,

FTTIA UR— L2 AFNACEE 2R DB D DY5E . Tk TR EPED R

FER T TEETS,
ZDERTHD T LT THERAVB LT HEEDA VR—NE2BHRZ ) v 7 L, BEERKMRIES,
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‘ Facility Information I Preliminary Steps I GMP & Cther Prerequisite ngmmsl Hazard Analysis & Prevertive Cortrols Detemﬂinationl Process Prevertive Cortrols ‘ Food Allergen Frevertive Cortrols | Sanitation Pre:

Allergens requiring a preventive control:

I e Few Y et e e la. | Please importthe productprocess step(s) atwhich an allergen preventive cantrol will be applied.

[ Import Hazard ) requiring Allergen Preventive Controlis) ] |

I you need to make changes to the processing steps that have been identified as requing a food allergen preventive control, you
must retum to the Hazard Analysis and Prevertive Controls Determination tab to make those changes.

If changes are made to the hazard(s) requirng Food Allergen Preventive Cortrol(s) in the Hazard Analysis and Preventive Controls

Determination tab, you must click on the "Import Hazard(s) Requiring Food Allergen Preventive Controlis)” button in this tab again to
reflect those changes.

X56:7 LIV U FPHEBENE LT AGEEDAL FR—b

10.2 BR T LS U FEHOTEL

SNz Z 6 OERIE. &7 LT o PHIEBIZOWTRERFRE SCET DB AR
%(X55), —fOERNIFFEDT VAT PRHEBICITEH SR WAREER S 5, £ DOHE
“Not ApplicableGi#Ei 4} 28R L, “Next (k~"% 27 U v 7§25,

Facility Infarmation I Preliminary Steps | GMP & Cther Prerequisite F‘mgmmsl Hazard Analysis & Preventive Cantrols Datemﬂinationl Process Preventive Controls | Food Allergen Prevertive Controls | Sanitation Preve

; Productl: Step01: Receiving: Chemical: Drug Residues: Food Allergen PC for Drug Residues
B0 Allergens requiring a prevertive cortrol

"o 1a. Please import the product/process stepis) at which 1b. | Foreach ofthe allergens requiring preventi_ve contro\s. glescribe the prevgmive control(s) which will
B4 P 1- Step01: Recsiving: Ch ical be usedto prevent allergen cross-contact, including glurlng storage. handlmlg. and use. Ifthtle food
5 Drug Residuss: Food Allergen PCfor Drug Residuss allergen confrols only needs to address proper labeling, please selectthe 'Not Applicable
8 b Foreach of the alergens requirng prevertive o checkbox below.

1. Describe the procedures for ensuring that the fin!
1d. Describe how the monitoring will be conducted.
1e. Describe the monitoring frequency

. Descrbe the procedures that will be used to verif
1g. Describe the comective action|s)that should be {

[ Mot Applicable
Comments:

X57: 4 v FR— h &
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21 CFR 117.135@ (%, A& THHEEIIL, WEEB O WK T HBEWE . A£G
ERLNIEMLT VAT L DOfEER 2 TE DT R/MET 5 & 2 W EERES 5 72 1w ) e e
FHEOHF T, FMEDPHEFRICHEFFSNDTOOFIE, HEB LT et X252 2L TV
b FAETHERIZ, UTOZ L E2EBT L7202, ftk., FIE, HEs X072 106 U2k
DODNEHEELVLENRD D,

(1) FHERES B KO & & Lo f il M DY TR
(2) B EMN R IPIEER G B, BMEIEM, T OMO ' GEME b /&L, £
BAEAEND B IN T ~ DA ZE b L OSETGRIT X 5 Al

WATHEICE T 2 8MOBRERNT, Ax—¥ =T A FOMFAIERI LTV,

A TR E I T 2 B R~ DEIE % Bth3 % 121E. “Import Hazard(s) Requiring Sanitation
Preventive Control(s) ({4 TEIEH A2 LB L T 5fEHFE A VAR — M2V &2 RINT 5, FFEDME
ELEHT LD SN DA TIIEROBESHT CRESNZT e AFIRZY 2 MEL,
K7 a AFIRICET BRI 2 LT 2,

11.1 HAETFHEEREZLE LT IRMEEALE
BAETHEREVNE LT HEEEZA VAR— T 25121, K56127~ 7 “Import Hazard(s) requiring
Sanitation Preventive Control(s) (4 TR E A VNE LT HHEEDA VIR— N RX 27 ) >
735,

FTTIA A= LT a v AFMCEE 2N D BN D56 EF R L PR E DR

FER T TCERETH,
DX THNOETIERAVELTHREEOA, VAR—NEHORZ Y v/ L, BHEEARKBRIES,
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‘ Facility Information | Preliminary Steps | GMP & Cther Prerequisite ngmmsl Hazard Analysis & Preventive Controls De{erminaﬁonl Process Preventive Controls I Food Allergen Prevertive Controls | Sanitation Pre

Food Safety Hazards Requiring a Sanitation Preventive Control:
[=-{_) Food Safety Hazards Requiring a Sanitation Preventive Cantrg

Y = Plase import the product/process step al which 2 ear] 1a. | Pleaseimportthe product/process step atwhich a sanitation preventive control will be applied.

[ Import Hazard(s) requiring Sanitation Prevertive Control(s) ]

If you need to make changes to the processing steps that have been identified as requiing a sanitation preventive control, you
must retum to the Hazard Analysis and Preventive Controls Determination tab to make those changes.

If changes are made to the hazard(s) requiring Sanitation Preventive Controlis) in the Hazard Analysis and Preventive Cortrols
Detemination tab, you must click on the "Import Hazard(s) Requiing Sanitation Prevertive Controlis)" button in this tab again to
reflect those changes.

X|58: A TFHEERAMNELTEHHEEDL VKR —

11.2 #AETHEEDOTEL
ARSI Z 6 OERIE, BEETHE IOV CRERE#RE CE T 8. AHICR 557,

X59: £ v — h &
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21 CFR 117.4051%, =iF ANSGE% L, V7 T4 F o — A SN EH A2 LE L 35 fGE 2k
ELTEEMER K OFEDOMOMEHIET 2 A IZHASL YT T4 F=—2 « T T T AEHESL
LETTHZLEROTND, BT IFAF=2— 0 FPHEHRO AL, Y7 I7A F = — A RBOE
HAENELTAGEEN, TEXALHETR/MES D WVIIERESND Z ¢4 HETH 2L THhD, 7
TAFz—2 Tl T LT, BEP T T4 Y—OFH, @RV 7T A v —ORIEEE D
Wris X ONVF DO ERMEE 2 & F, £l ko T, MEENER L= 77 A v —RiHEE O
LEOLVE2—DRNEENINLEND D,

T AFHEHE, T UVAF U TPER, fAETHEROZ 7 EXRRY . T4 F =—Fh
FHEHPAMEAH SN e AFIEL, BEMICZOX 7121 VR — Sz,

YT TAF = — o THERICET 2 BMOSRERNT., Ka2—V—H A1 FOffFAICEE STV 5D,
AKET(H8)DHE—t v hOERICHEEZELTCW &, &ETH T IA4F=—2 « T T T LE5RK

E. FATTOIVENGDINEIRETED, Y I9A4F=2—2  Tul T L 0EICEA SN

B X THNOKRY OERNIL. BIERRY T 74—, 7 I7A4 Y —BLOMERIOER, 774

T—PEHL TCWAEEBIOY 774 Y—alEEh = 5 te ) 77 A v —KR 7 v 2D 3ERIC
FATE 5,

60: 754 F=—FRHEHESY T
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ARETIZBWTHREDERMIZEE TS L, Y — T EMORF DY U —E 2 —TEE LZENY
OEROFT < FICFRSNDEM L3R 72 2EMICHET 5 (X59), Ziux, EtEOREE IR
HWVERICEIE SE 5 2 2R 2 BRI TH D, 2770, 2O, Slimo T
FoREND “Next”H L O “Back” R ¥ o AMEEbN 78 (Y Y — B 2 —CTOFENC L 2BE Tld/e <)
WZDOHBEHTH S,

X61: ROEM~DFHE

ZDETDE S —DOOMADRHKIL, K¥ 7 TES LIZIEHRN, =7 AR — &L AR—FTE
DEITERINOINEBIRTE DMEETH D, ¥ 72527 AR— N 5720 T, BHRiT
7T A =0 DT B TS A Z LN TE 5, 72, Supply-Chain Document

Checklist Report (7T A F=—FHF = v 7 U A FLaR— ML, fh L 1380 B S v
R—PFE LTI AR—TED, 2OV T IAF=2—ERF = v 7 VA P UAR— NI, HHO
ERAMEEFHEIIEBNICEEN TRV LICERT LI Z L, BRWEEHBEICZDOF = v Y
U RNEBIT A%, “Tools” A = = —»25“Include Supply-Chain Document Checklist Report
in Plan GHE[IZH 7 I A4 F=—0FEFFHF = v 7 VA N LER— FE2E0)ERIRT 5 (X60),
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File | Edit View Tools Help
1 MNew Ctrl+N A @
[ B Open  Ctrl+0 Steps I GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Deterrninationl Process Preventive Controls I Food Allergen Preventive Controls
Close 4. ABC Corp
ertive Cortrols Written Procedures for Receiving Raw Materials Ingredients
H Save Ctrl+S i
rit for a supphy-chain program . . . R .
Save As receiving faciity? 4a. | Describe the procedu_res_fcr receiving raw_matenal(s] ar |ngred|ent'(:
entifv in mv hazam anahsis ame mEw material ‘other inaredient that has & could upload supporting information in the “Supporting Documents
| Export 4 Facility Information
& Print  Ctrl+P Preliminary Steps omments:
Print Preview GMP and Prerequisite Program
Print All... Hazard Analysis and Preventive Controls Determination
i Process Preventive Controls
Recent Files 3
Food Allergen Preventive Controls
it Sanitation Preventive Controls
..... = Who| - -
_____ 2d. Appli | Supply-Chain Preventive Controls » Supplier Summary Report
""" 3e. What Recall Plan Ingredients Summary Report
v"; iSFL;':': Recordkeeping Procedures Supply-Chain Summary Report
..... 3h. One Reanalysis of Food Safety Plan Supply-Chain Document Checklist Report
""" 3. the Important Contacts
----- 3. Who .
_____ % Listth Supporting Documents
----- 4. Indica] Food Safety Plan
----- 3m. What action will b taken f you find that the supplier is not corroling the haz,

X62:Y 75 A F - —r FHHEHEL F—

BHUIDE a5 Fe—r - Tl 5 LAOEETIE, 2—F—iF, VY TFIFAFz—1 -
Ta T T LBREINE D NERET D T2OIZ3oOERIZEIET 5 (X61),

| Facilty Information I Preliminany Steps | GMP & Cther Prerequisite F‘roglamsl Hazard Analysis §

==y Supply-Chain Preventive Cortrols
: EICI 1. Requiremert for a supply-chain program
- 1a. Am | a receiving facility?
="4 1b. Did | identify in my hazard analysis any raw material/‘other ingredient thy
e 1c. Do | need to develop and implement a supply-chain program?
D |sing approved suppliers

X63: 7S F=z—2 s TS T LDOEM

FIELEM1a — 1lellm&E T 5, BIE#R, VY774 F=—2 - Tar T ARROENTHORWVWEGE RET
HDHZ ORI T DA ZFTLAT DI2DDOR Y T T v TRy 7 ARERENDH(H62),
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X64: HHAZRDD A v -V

FIE2: KGR SNV 7T A ¥ —I1d® 7 v 3 2 “Using Approved Suppliers GKFR EN 7=V 7T A ¥ —%F
FIZBmEins,

R E IOV T T A T —EBINTE 5(X63),

‘ Facility Information I Preliminary Steps I GMP & Other Prerequisite ngmmsl Hazard Analysis & Preventive Controls Da{errninationl Process Preventive Controls | Food Allergen Prevertive Controls I Sanitation Preverti

By 2. Using approved suppliers
B Supply-Chain Preventive Controls Supplier approval
=y 1. Requirement for a supply-chain program
" 1a. Am | a receiving facility? 2a.

Listthe name of a supplier and any other applicable identifying information.
" 1b. Did | identify in my hazard analysis any raw material/other ingredi

: " 1c. Do | need to develop and implement a supply-chain program? _
[=1+7) Using approved suppliers Supplier Name:
=4 2 Supplier approval ABC Comp

B 2a. List the name of a supplier and any other applicable identifying ir| -
Add Supplier

Comments:

Supplier comments

X65: %7 Z A ¥ —@iEH

YT TA Y —2HIBET HI2E, Ke4B LU6SIIRENTWHIEY , ROV T I A4 vY—%afH7 Y
v 7 L, HIBRZEET 5,
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Facility Information | Preliminary Steps | GMP & Cther Prerequisite Programs | Hazard Ang

EI == Supphy-Chain Preventive Controls

El\/ 1. Requirement for a supphy-chain program

----- v~ 13. Am | a recaiving facility?

----- \/ 1b. Did | identify in my hazard analysis amy raw materal ‘other ingredi
----- \/ 1c. Do | need to develop and implement a supphyr-chain program?
[-7= Using approved suppliers

b Delete Supplier

C Edit Supplier
L, L —
D 4. Written Procedures for Receiving Raw Matenals & Ingredients

X66: V77 A ¥ —DHIER

67 Y7 F A ¥ —HIBRDOHERS

FIE3: Hf2b T, Ef2a TEMSNIKRY 7T A4 Y —IZEAL T, —2H 2 WITHEEOMEZBINTE
50

‘ Facility Information | Preliminary Steps I GMP & Other Prerequisite ngmmsl Hazard Analysis & Preventive Controls Detenmnat\onl Process Preventive Controls I Food Allergen Preventive Controls | Sanitation Preventiv

=5 2. ABC Corp
= D Supp?y{fhain Prevertive Controls Add Ingredient
E-" 1. Requirement for a supply-chain program
v 12 Am | a receiving faciity? 2b. Add Ingredient
iy 1b. Did lidentify in my hazard analtysis any raw material ‘cther ingredi
\/ 1c. Do | need to develop and implement a supply-chain program?
[#-{-5) Using approved suppliers Sat|

=y ABC Comp Add Ingredient

-2 20, Add Ingredient

68: #4tDEMN
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FhE4: EM2c Tl “Yes”F 7213 “No” 21BN 5 (X67), [ L7z, FE 2L ENnER
h. [\EEND ETFSPBY — /WIk OERNCEBIT L7,

Y ARERA~OEIZIL, B Vg 3B XS TEOEMICEIE N LEIZR DN ERD D,

X69: B 2c

FE5: 3aP>H4aDERAIZ AT 5,

RN D —EROEIZIC Lo Tk, BRANZRERZ b s BE80 5 5 W Eisik L O
3k),

X|70: ERi3a~4a
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FINE6: AEHZ HIERT 2121%, K69FB LTI RSN TN DIEY . HEOMEZ L7 Y v o7 L, Bz i
ET %,

| Facility Information I Preliminary Steps | GMP & Cther Prerequisite Progra

EIG Supphy-Chain Prevertive Cortrols
: EIV/ 1. Requiremert for a supply-chain program
" 1. Am | a receiving facility?

----- \/ 1b. Did | identify in my hazard anakysis amy raw mate

P e \/ 1c. Do | need to develop and implement a supphycl
[#-{-=) Using approved suppliers

=) ABC Com
- Zh. Add Ingredient
P e Edit Ingredient . a famm that gror

BD 3 Delete Ingredient |
\—_—n—-w—d facilty, a fam tr

3b. Describe the hazardis) that are cortrolled befor:
Jo. Whao (what entity) will be contralling the hazardi:

X71: $EFOHIER

72: #PEHAIBR OHER
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FIET: ERbaliftdkDF = v 7 VA N TH 5, “Complete5E 1) % 5 T“Req. not applicable (FE{: L
RN 28R 3 %,

5. ABC Corp

Records checklist

| 5a. | The receiving facility must document the following in records:

Complete E;;igile Content
[l (1) Written Supphy-Chain Program;
3 d {2) Documentation of the approval of the supplier;

] {3) Written procedures for receiving raw materials and other ingredients;
[l {4) Documentation demonstrating use of the written procedures for receiving rmw materials and other ingredients;
0 {5} Documentation of the detemmination of the appropriate supplier verfication activities for raw materal(s) or ingredient(s);
] ] {6) The following documentation of an altemative verfication activity for a supplier that is a qualified facility:
[l [l {7} The following documentation of an atemative verfication activity for a supplier that is a famm that supplies a raw material(s) or ingredient
0 0 {8) Documentation of actions taken with respect to supplier nonconformance;
[l [l {9) Documentation of verification of a supply-chain-applied control applied by someone other than the supplier; and
(&l (&l {10) When applicable, documentation of the receiving facility's review and assessment of applicable documentation from someone other tha

X|73: 2¢ T Yes’ LHIZEIN/-FFDOERbaF =7 U X b
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21 CFR 117.1391%, THHEBREZ NI L T HEEEZFE LI isRiZid, CEICE D Y a— Lt
BT 2 &2 ROTWD, LEICLD YU a—/LatEIciE, St IS 722 LT x5 4 i
THID, EHRIPHEXEZTHE L, TN OO FIAOFATREO E(T 2 WIMEIZFEH L7 FIAZ 5w
ENRH D,
o MZANICERE, Va—LT58MICONT, BEELZ T TWDHIRMOIKED D VILFEIE
JrE s iTEmT A,
o VEZEUT, ZORMICHEKT HAET I TE—RICBEHT S,
o Ua— REMBINT I EERIET DRMERT = v 7 ZFEMT 5,
o LAMWEAEZIIQLWEHITL, VU—2r, HEEEER, HOWIEEREICEID Y a—1 &
=B ZEUN AT 5,
U a—BLOY a— VEHEIZBET 2 BMOSBERNL, Ra—¥—F A1 ROFEFAICEEH I T
W5,

AL T OERNCHET L, BfEolERICE>72 ) 2 — LVEEZ/ER TE 5(X72),

| Facility Information | Preliminary Steps | GMF & Other Prerequisite Frugmmsl Hazard Analysis & Preventive Controls Determination | Process Preventive Controls I Food Allergen Preventive Controls I Sanitation Preventive Controls

B 1. External Notification:
1a. | Describe the procedures that must be utilized to directly notify the direct consignees of the food being

recalled. including how to return or dispose of the affected food: and who will be responsible for this

BD 1. Bxternal Notification
" 1a. Describe the procedures that must be wutilized to directly not

[ 1b. Describe the procedures that must be utilized to notify the py

E| {1 2. Effectiveness Checks notfication.
. = 2a Describe the procedures and documentation that must be uti
[z 3. Dispostion of Recalled Product Commerts:
o 3a. Describethe steps that must be taken to appropriately dispos g

X74: Y = — VEHE
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BIMLZEFTE D, KAEA R CTYEFENEY CTH D I EEREET D ORFHSTOESRTH D,

21 CFR 117.1701%, FPR5& BREMBME AN DEHON 2 EITH D WVITEE T D Z & 2RD, B
DFSNT DELTE VI L 325 BRI 2ROV T it LT b, — a9, BihFrEEEoF
AT, D ER3FEIC—FETHIRETHh D, IHIC, BRMEEFHBORKS 5 W ITEH IS5

FHEO—HOFHTIE, Mk TEM SN TWAIEENCEKRRER N & o 1272 DITH LUWEEIEAE
T 5, HDOVITLIENCHE SNEBEENE LHEKT 25BN ARENNH 5. i ICEE$ 5 EE
MIEFEIZ OV TOR LWERZ 8 Lo, JBENORNLZEMBENRE LR, THEHEB L O
HOMAE DD D WVITR M ZERFRERIZERD IV E I Uiz, B LWEFESR AR O %
JRAZXHNT 2 T2 DIZFDANS LT L L 72XV O THEET DM E R D 5,

REZ T ORPOERNCBIET HI21E, FOomM T2 BOBMZER L, BOo OB 28 E T
5o BFESNTZ, BN 7ot A2 7200 B IE, “Add Date (H %1813 %) 1% (ZFSPB>Y
— VPR B BARR 72 N 2w 5,

Botro Af & BEAZEET3) L= 5, “Add Date (A} 28N 2227V v 745, BOHIC
BELEAMNBARBO ML VETIORE, #A4 T a7 Ry 7 ARERSN, T OERNPEONT LN
BF L D AN SN TV Wl AFR A L5 (XT74), FSPBY —/Uid, [ BIZEE O %18
MT5ZLE2HEETNWDE, ZOFESTHIZT TICANERTNELEVNITT— A v —VDRy 7
T TRy I ANRFRENDH(HT5),
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{E: “Add Date (At & BINT 2V 27 U v 735 &, ZOANNIRESCHIBRN TXJ, F7=,
“Comments”fDEH H AL TE <725, LZ-> T, “Add Date (HAF 218009 %) %
7V 7T HENS, AN UTEERESAVITHERTDH I L,

“Add Date (Hft &2 BT 2V %27 U v 7%, BE1~OREZIZH & 5< BR 2 N AR X
N5, ZhChZET 252 L2k, BRNEZEFEOF ST ORA & REe LETE S,
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BN EFE Y — VDK X T TANESNZREE, BB —2D RF a2 XA MIEEHLN, &
HOMEHRORNLEHE LD, BINWEEHE X 71X, PDF7 7 A MIDHT T AR— K TE D,
FIRIFTRE, FEAGALBEH OB MR M A2 FRTT 5,

BMZEFHEICET 2 BMOZRERNT, Ax—¥ =T FOMFRAERI LTV,

BMEEFHE S 7120, LLFO2—F—23FH T 2HE2 0 2 72 A O — A A A—(HT760) 03 H 5,
o LEABEIOKRHILEA— N —VORIEZRAICBEIT S
o Print FlRl: Erho &S AFE A #ICHIRIT 2
e Print Layout FIll L' A 7 7 I B ZEFEOFRAALEHO LR — a2 RR-T 5

e Page Setup ~— VI LA — FOHIBIZRIZBE S D A ¥ < A X A[REAR BRI (= —
V. AOm X 722 &),

e Save/Export fRfF/= 7 AR— K :PDF7 7 A /L & L TRAFT D 72D OEIRE
e Zoom A—L : LiR— hOILKFE 21T/ N ER

(* FARIRE, HBL R, FHEEHE T oD NL Y 7T 4 F o — 2 PIERRE 7T OERF = v
7Y A RIE, TNEDZTINOERE GO DHZ EZEIRLTHARWERY | FlITE e, )
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| Facility Information I Preliminary Steps I GMP & Other Prerequisite Proglarnsl Hazard Analysis & Preventive Controls Determination | Process Preventive Controls
M 41 of3 b M | (E 0 E- | 100% - Find | Mext
For Internal Use Only
FOOD SAFETY PLAN

Company Name
123
City Mame, 11111 USA

Facility Identification #s: FDA Food Facility Registration Number: 22222
Facility Description:
Employee Description:

Product Description:

FOOD SAFETY TEAM

Primary Contact(s) Preventive Controls Name

Qualified Individual

PRELIMINARY STEPS

GMP & PREREQUISITE PROGRAMS

Section Measure Yes | Not Applicable Comment

Current Good
Manufacturing
Practices

78 & h K ERHE

e
o RMBLEFEE TIT VA%, FTAIV—2E 7Y v L, LIR— FOFKEAA—Y
DA a—)LEBET 5,
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F4 2 7 (AT TIE, CGMPE7ZIFPCHAIOZERIEY | REH, FEH. HDWITMROMELA
NEMZEFENCELT DI ENTE D, BRvZEFHEE, BFEA LI TFHELDETDH
50

X79: B4 ¥ T

B4 T v A BT A%, “Electronic(FEF)”F 72 1% “Manual(FEF) O Wiz 8R4 5,

16.1 ET+E4
BFEAEITOITE, LFOFIREZET 5,
e F=x v 7Ry AT"Electronic Signature(FE1E4)" % #& IR 5,
e "Acknowledgment (FE)" F= v 7Ry 7 AT =v 7T 5,
e ‘“Reviewer Name (fi8E& DK4). “Title &R, (HE) “a x> NEATTT 5,
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o "Reviewed (MEFBEA)"T = v /Ry 7 A% T = v/ 35HE, “Reviewer Signature (ffE
WEDOEL), “Date( A1) “Time(FEZ) MY B B & S 4 5 (X78).,
o LR F R TIEE L, HROKKEN—VDO—F FETAZn—L L, “Signature (&

£, “Date (A3 LT “Time (B4 23X 79D L B0 HEELE SN TWD Z & 2R
%)o

X80: EFEL
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| Food Allergen Preventive Controls I Sanitation Preventive Controls | Supply-Chain Preventive Controls I Recall Flan | Reanalysis of Food Safety Flan | Food Safety Flan
M 43 of3 )b b |&EQHE-| w0% - Find | Mext
Recalled Product
3a. Describe the steps that must be taken to
appropriately dispose of recalled product and
the records that will be maintained; and who
will be responsible for this activity.
REANALYSIS OF FOOD SAFETY PLAN
Section Measure Comment
Changes Requiring a
Reanalysis
1. What is the reason(s)
for the reanalysis? Please
check all applicable
reasons.
SIGNATURE AND DATE
Comments:
Reviewer Information:
Name: Employee Name Title: Analyst
Signature: Employee Name Date/Time: 6/23/2017 4:32:32 PM
X81: HERBE DFEHR

16.2 BABEAORMLEZEHBEOER

B H ORI EEFTIINELEEH 2T L3558, 77 A REEAGT 52, BIfFOR
AL ERHE O 2 — 2 BT 20 EHRR T D A v = URERREN S (X80),
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A RMEEFENIEEZMA D & DHERA vy E—Y

B Z TR OMRE L WS DXL T OFIRZFATT 5,

e "Continue Editing(ffE & ke 2)" &I L, ETBLZHIFRL, BRMEEHBEOEIEL
fkfi 95, "Continue Editing(fRfe #fikfi 3~ )" & @I L7-56 . EEL/MZ bR 54Y
TFAORAFIIRDIND, S HIT, BIIEORMEZEFHEIX, R, B4 OEENFELE
ERDBICEETHZ L,

e "Create a Copy (= B'—ZA{ERK T 2)"#3R L, BHEORIMLEFHEZRTFT 5,

RAF LI i 2RI, ATl O E#R & B4 2 fFFd 2, "File Save As & 11 THRAF)" & A
Tury 4y RUPRKRSI, TIITH LOEMLEGE Y 7 A VOAHEATT S, (RFSH
R ZEFtEOEERIT, T LWERGZEREICHER SND, L L, ZHIUTHRO 'R LE
FHECTH L7, BAITHIBRS L, BEE, FEE D L2 WVIIMREEE OMRBEAE, B L <SGT
SR ZERTBICEL T OMERD D,

16.3 FENEAL

BFEAZIT O, UTOFIEEL FEHT 5,
e Fx v 7Ry AT"Manual Signature(FE1E4)" % E#IRT 5,
e "Acknowledgment (FE)" F= v 7 KR v 7 AZF = v 7§ 5(X81),
o BUALEF R TIIBE L, KNV O-FTETAI BT D,
“Signature (F4). “Date/Time (Hft Wiz fifl 233~ X35 (X182),
o WIERFHEZHEIMIL, B4 LIZFHEONN—Fa bt —%2RET5
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Facility Information | Preliminary Steps I GMP & Other Prerequisite nglamsl Hazard Analysis & Prevertive Controls Detemination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Preventive Controls
Signature

The owner, operator, or agent in charge of a facility must sign and date the Food Safety Plan.
To sign the Food Safety Plan, please check either the “Electronic Signature™ option or the “Manual Signature™ option
and proceed with the subsegquent instructions.

1. Select the Blectronic Signature Checkbox.
2. Select the Acknowledgement Checkbox.
3. Enterthe Reviewer Name. Title, and Comments (f any) and click "Reviewed” button.
to automatically populate the Reviewer “Signature™ and cument “Date/Time™
4. Mavigate to the Food Safety Plan tab and scroll to bottom of the last page.

Reviewer “Signature™ and “Date/Time" should be automatically generated.
5. Print the Food Safety Plan.

Manual Signature

1. Select the Manual Signature Checkbox:

2. Select the Acknowledgement Checlbox.

3. Enter “"Name™ and “Title™ of the individual who will manually sign the Food Safety Plan.
4. Navigate to the Food Safety Plan tab and scroll to bottom of the last page.

“Signature and Date” section on the Food Safety Plan tab should be displayed
5. Print and Sign the Food Safety Plan.

Acknowledgement: | have reviewed and accepted this Food Safety Plan
Reviewer Information:

Name Employee Name Tile: Owner
Any comments herel
Comments
Signature

Date/Time:

X83: FEEA

X84: & MEZEEHOTFEIZEL M
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Recordkeeping ProceduresGLék{RE TIH) # 7 (X83)i%, CGMPI L UPCHAIN KD TWHLETD

FLERMERL S AL, TR TORERMRE FIRREDNESTF SN0 2R T 5T = v 7 U 2 hORE %2 5%
729, CGMPE: XL UPCHANL, BMZEFHEIZENT, ZO0OF=v 7 VA NEFEHTHZ L, &
ZEHRELRLTWARY, L7ed-> T, RZ 7OEHRIT, BAZEFHEZ 7IITAEICT 7 AR —
b RV, B EFEICE T 202X, “Tools(Y —/L)” A = 2 — T “Include Recordkeeping
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File

Edit View Toels Help

DEHS | ¥ @R @

Process Preventive Controls I Food Allergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Controls I Recall Flan I Reanalysis of Food Safety Flan | Food Safety Flan | Signature

=]

BD Records Requirements Checklist

B3 1. Food Safety Plan
BB . - e mos rcent Food Sty Pl witen and
1b. Has the owner. operator, or agent in charge of th
1c. Indicate where the Food Safety Plan is kept in thy
1d. The F5F includes the written hazard analysis
1e. The Food Safety Plan includes the written prever
1f. The Food Safety Plan includes the written supply-
1g. The Food Safety Plan includes the written recall |
1h. The Food Safety Plan includes the written procec
1i. The Food Safety Plan includes the wiitten comecti
- 1j. The Food Safety Plan includes the written verfica|
2. Reguirements applicable to Implementation records
- Za. The facility maintains records of the basis for not +
3. Record retention
3a. The facility has all records that have been create
3b. The facility has maintained records that documen
4. Written assurances
4a. Wiitten assurances contain the following elemert
- b Written assurances required under 117 136(5){2~
5. Employee Training Records
- Ba. Records of required employee training activities |
6. Record Review
6a. The records documenting review of monitoring re

6b. When review of records of monitoring and comec

Records Requirements Checklist: 1. Food Safety Plan

| 1a. | Is the most recent Food Safety Plan written and available for review?

Select Date: Monday , Jume 12,2017 -
Comments:

[X85: FLEkREFIES 7

FSPB Application User Guide

Page 69




AKETOERIZE, “Yes”. “No”F 721 “Not ApplicableGiE b)) DIEIR TRIZ L(X84), F /=, M
WIS TaAy MEICZEOMOBEEEM A BN TE 5, S b6IC, BRMEEEFEICEET 5 ZOfmo
RLERCSLEOA T E T XA MEICAI L, 3CET 7 A /WiE. “Supporting Documents (i &t 305E)”

ARANCT v 7T a— R+ 52N TExS, WELZFSPBY 7 A MVICY 7T 5 FEICHONTIXI9E A
SOz L,

X|86: & f1b%>56b

FSPB Application User Guide Page 70



18 EEREME

CGMPHE L UPCHAITIE, BMERFIHO MR 2HE L L TEHEERERLEDY X &2
RLTWRY, LL, AY 7 CTHERMBELOBERZEIHL TBL EREW(XSS), 7-& 20X, i
DU 32— R0, KRR D D VNFENB I T L 22 DRI LT s, B ST IR
T & 5 EBRE OB SAE R HIVUXEERTZ, KZ 7 OEHRIT, BN LEFHEITIZABHNICERE
N2y, “Tools(Y —/V)” A = = — T “Include Important Contacts in Plan (F 3728 #E 0 2 &
Ly ZBIRTHZ ETEBMTED, KE¥TTHT T4 Y—0BMb D W IFTHIREIT>TH,
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X, FSPBY — VI CEEFIRIT 5702~ A 71 Y7 MWord% e b _EiF 5, Word/nA > A h—
NENTOWRIFIE, HIRIZTE 20,
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File | Edit View Tools Help
|0 New N | @ |

: & Open Ctrl+O | Hazard Analysiz & Preventive Controle Determination | Proceszzs Preventive Controls |
Cloze Please Mote:
1) Your supporting documents will be saved under a newly created folder "[Fc
E Cave Ctrl+5 E 2) When sharing this food safety plan please make sure to include the fileds) |k
3) In order to view or print any file, the associated application must be installe:
Save As
| Export S | Facility Infarmation
=) Print  Ctrl+P Preliminary Steps
Print Preview GMP and Prerequisite Program
Print All... Hazard Analysis and Preventive Controls Determination
] Process Preventive Controls
Recent Files 3
Food Allergen Preventive Controls
Exit Sanitation Preventive Controls

Supply-Chain Preventive Controls

Recall Plan

Recordkeeping Procedures
Reanalysis of Food Safety Plan
Important Contacts

Supporting Documents
Food Safety Plan
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50

o o (] 7ras e L. BB AREIC U L BRED RO T A RS

o UxT7DV I (URL)ZIEBMT DITITHERT A =22 A9 %, URLAZEMNT
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DEIRLDONH 5,

http://www.fda.gov/foodsafety
ftp://mywebsite.com/document.pdf

A LT EEZIIURLOMHAZ M2 52546, MO “DescriptionGilH)”7 & A N 28R
L., @7 tEmae AT 5,
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FSPBICIZ, B ZEFEEROMIZIERTE D VR— RS 5,

Food Safety Plan (& RZEEHE) — V— /L ANDOEY | 7 3 g 2B A2 RRE 2 —H>DrE
\ZF & D (FFERRE, BEREEE, WHEZHFE T ob\WNI V774 Fx— 2 PIEH
BTOEET =7 VA ML, ZROOX T NDIEREED D Z L EZRIRL TR
V. WA EENRY, )
Facility Information (3215 #R)
Preliminary Steps (ERi¥EH 2 T v 7)
GMP and Prerequisite Program (GMPE & ORi#E&MH 7 v 75 L)
Hazard Analysis and Preventive Controls Determination (fEE/5H7H X O FRHAEEOWE)
Process Preventive Controls (7" 1 & 2 P55 2)
Food Allergen Preventive Controls (&7 L V47 TR H)
Sanitation Preventive Controls ({4 T b5 &#)
Supply-Chain Preventive Controls (7" F A F = — L FBhE )
0 Supplier Summary Report (V754 ¥—Y~V —LKR—F )V TFF71Fz—1 - Tus
TLEONEEY T T7A Y= LI £ T T4 Y —MEE T 2 8k 2 E T 5,
0 Ingredients Summary Report (1¥}¥~V —LHR—F)- 774 F=—> - T /7 A
DOWNEEMEZ LI 22— —FF—#B oY 774 v —2HlETE 2,
0 Supply-Chain Summary Report (} 7534 F=—v %<V —LFR— ) -7 714 F
==Y - T ul T MMEROYE
0 Supply-Chain Document Checklist Report (V774 F =z — XEF v 7 VR ML
R—1) 7T ¥ — MEERT =y 7 Y A O
Recall Plan (VU =2 —/L&HH])
Recordkeeping Procedures GEGERE FIE) - Tk T 5 508kds L OGEEKICEIE T 53RO F =
v 7 JA R
Reanalysis of Food Safety Plan (&2 £# B OHEOHT)
Important Contacts (B E 72384 5E)
Supporting Documents (i J& 3CE)
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File | Edit View Tools Help

1 MNew Ctrl+N @
1=
| = Open Ctd+0 Steps I GMP & Other Prerequisite Progmmsl Hazard Analysis & Preventive Controls Determination | Process Preventive Controls | Food Alle
Close
luct, Distribution, Intended Use and Consumers of the Food
&l Save  Ctrl+S duct Name
Save As rocess Steps
duct /Process Mame and Stens From Fach Flow Diaoram
| Export 4 | Facility Information
=4 Print  Ctrl+P Preliminary Steps
Print Preview GMP and Prerequisite Program
Print All... Hazard Analysis and Preventive Controls Determination
. Process Preventive Controls

Recent Files 3
Food Allergen Preventive Controls

Bt Sanitation Preventive Controls
Supply-Chain Preventive Controls 3 Supplier Summary Report
Recall Plan Ingredients Summary Report
Recordkeeping Procedures Supply-Chain Summary Report
Reanalysis of Food Safety Plan Supply-Chain Decument Checklist Report

Important Contacts
Supporting Documents
Food Safety Plan

X92: LR— kDT Z AR— k

20.1 Report ViewerL' - R— f B2 —U—
ViR—NMNE, B2—U—7 4 RUD EHICHAALY — V=D b HHDIALZE 2 — T —NIZHK
FENSH(X91), HEEIZENOEIC, UTOXIRARKE RTINS,

Navigation (&) — L K— hOEX—VEFIRICBEE TS, KEOT A 2, HBROKHT
A AL, ENENERN & FEDR—V 2 RRT D,

Printer ('Y %) — LA — M &HIRIT %,

Page Preview (R—Y 7L B a—) —LR— FBHIRI SN & EDREH 2 FRT 5(X87),
Page Setup (R—URE) — L A— FOHIRIERICEE T 5 0 X % ~ A Xalg7e @il ik (~
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Scaling (R 7 —V ) — LiR— kDR — )L DR, Hi/h,
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FSMA Final Rule for Preventive Controls for Human Food
(FSMA bt T &S D720 O FRHE O A& 1)

Current Good Manufacturing Practices (CGMPs)
(RT3 1 B B )

FDA Food Safety Modernization Act (FSMA)
(FDAX[E & S22 a9 ks (FSMA)

Registration under the FSMA
(FSMAIZ -3 < B4%k)

A XX

Draft Guidance for Industry: Hazard Analysis and Risk-Based Preventive Controls for Human
Food
CERMBNT KT 7 b AAF A e METEMCET DEESN E U A 76 Uz TS )

FDA Issues Revised Draft Guidance for Control of Listeria monocytogenes in Ready-To- Eat
Foods

(Ready-To-Eat (ZDOFEFERBROLNDHEM) OV AT VT « YA MR AFHIZET HEE R
57 "N A KA, FDAFRAT)

Industry Guidance for Recalls

(V) 32— /VICBT DR ANT T A 2 R)

Model Recall Press Announcements.

(Va—LoiERKET V)

Draft Guidance for Industry: Describing a Hazard That Needs Control in Documents
Accompanying the Food, as Required by Four Rules Implementing FSMA

CERIMT RT 7 b A X 2 FSMA4HAITER SN TWD, BICBET 2 3CECER A LE L S
N5 fEEOHH)

Rig iz R 78 FRIFH

Foodborne Illness & Contaminants

(R AT PE DRI 3 & ONG G E)

Foodborne Illnesses: What You Need to Know
(BB MEDER - fo TR RE L)

Compliance & Enforcement
(2T I T AL FT)
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http://www.fda.gov/Food/FoodborneIllnessContaminants/default.htm
http://www.fda.gov/Food/FoodborneIllnessContaminants/FoodborneIllnessesNeedToKnow/default.htm
http://www.fda.gov/Food/ComplianceEnforcement/default.htm

Recalls, Outbreaks & Emergencies

(V 22—, SEEFRAR LORAEE)

Import Alerts
(i N

Outbreaks: Investigation, Response & Evaluation

(70 N7 LA 70, RIS L ORI

Reportable Food Registry for Industry
(PEERUA) TS OB B 5 BB k)
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TrainingZ & FIF#

FSMA Training

(FSMA h L—=27)

Food Safety Preventive Controls Alliance
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Bl B
FDA Food and Drug Administration (£ %[ 35 =)
FSPB Food Safety Plan Builder (£ 522451 #) > — /L)
CFR Code of Federal Regulations GEFHHHI4E)
FSMA Food Safety Modernization Act CKE £ 572 258{%)
PCQI Preventive Controls Qualified Individual (5% B A& # A)
CGMP Current Good Manufacturing Practices (8317 1F 855 JH 401)
GMP Good Manufacturing Practices G 1F 83 5 %31)
PC Preventive Controls (5% )
SOP Standard Operating Procedure (FEE/EZE TIEE)
FD&C Act Food, Drug, and Cosmetic Act GHE R 5 [ 38 S LB 5 i2)
RTE ReadyTo-Eat (XD F EFAON DA
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