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SECTION C CONTAINER TYPE

Note: The maximum allowed file size is 50 MB. The accepted file types include the following: jpg,doc,docx, txt,xls, xlsx,pdf,gif and rtf.

Note: If the product is not packaged in one of the container types identified below, select Other.

» Clear

Select one:
1. . Aluminium/Tinplate/Steel Can
2. ® Flexible Pouch

a) What is the shape of the container?  Imegular v
Attach a picture or schematic: Browse... » Uploxd
Docament Library ]
3. © Semi-Rigid
4. ' Other

<< Back > Save & Exit > Continue
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If you consider any a odibonsi information pertinent to the product and/or the scheduled process critical factor(s), enter that information in the comment box and/or attach one or more
adaitional i jon. File size is lmitad to SOMB. Acceptable fie types are: Jpg, doc, docx, Bk, xis, xisx, paf, i, .
Attachment Type:  Other b
Attach documen t » Uplosd
Document Liorary
Note: You may enter up to 4000 ch in the field. If your exceeds 4000 ch you can upload a file with your comment.
Comments :

(Maximum characters: 4000)
You nave 4000 charscteienr.

Full Name : Tester Test
Establishment Name : Test Company
State or Province : Maryland
Country(other than U.S.) : UNITED STATES
Date : 07/23/2014
Telephone No : 3011212121

Note: If there are any attachments in addition to those that are required, they need to be added prior to submitting the filing.

<€ Cancel & SantAgan ’ » saesea | | » som |

3. T—ZANPTHEFEHEERMNT DHE

a)

%) HEREZ M L CUELRA 2 5k
M%) e A L TR ORY a £33y U= b LEEZRMNT 2O

FIEZLUL T DO LB TH D,

Browse| (M%) #BINL TCHEDO XY a L v AT LAELEIRY NU—T 7574
NDT HNEaFRard b (K35,

BT HLERASTWNE T A NVFTERIRL, S HIZEDT 4 V205 R A BRI
T %,

[Open| (BAL) 22V w7325, VAT AIZED T HNEDRAL T 7 A VAR
i EIC AT EN D (4 3H),

Upload] (77 m—FR) #8iRT 5, 7y m—REINET 7 A NVHEZTDOR
BNVAT AL o THIIZERRIND (Kb55MH), £ ATAET (1) 77
ANNERRSNDY 7 ZBIRT 5, F720F (2) I L CEEZR 492 &
T& 5,
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X 3— F%) HBELZBRLEBLDOVAT LAETE

| @ FDA2541d - Section C [ ]

By Y Acidified/Low Acid FURLS HOME
AF/LACF &5 £ ™A v S

Siep 01 stonfl - - . - -
1@ Choose File to Upload " L
— e
@U" .. » Libraries » Documents » Documents v I‘, | Search Documents pel
r:—'. . e S

Organize v New folder =~ 0 @

Note: The maxing

Note: If the prod 1 0 - D t |b
1T Favorites ocuments library Arrangeby:  Folder ~
» Cloar B Desktop Documents
Setect ones & Downloads Name o Date mo

=
l =l Recent Places  |=

|8 Container Shape.doc 4/1/2014

I 4 Libraries
E] Documents i
J\ Music

[&=] Pictures

£ videos

v B

|

File name: Container Shape.doc ~  [AllFiles 09 -

M Comniter

[ Open ][ Cancel ]

X4- BB BEZFERALTIFNFT LTI 7ANERBIRLEZBOVRT LAEE

SECTION ADDITIONAL INFORMATION

I you consider any additional information pertinent to the product and/or the scheduled process critical factor(s), enter that information in the comment box and/or attach one or more
ining the i File size is imited to SOMB. Acceptable file types are: Jpg, doc, doo, tet, xis, xlsx, pdf, oif, Af.

Attachment Type: Other v

Attach document: C:\Users\SMACUCI\Desktop\LACF PROJECT\Phase II\Instructior |_Browse... > Uplosd
Document Library

Note: You may enter up to 4000 characters in the comment field. If your ds 4000 ch you can upload a file with your comment.

Comments : | -

{Maximum characters: 4000)
You have 4000 charscters jert.

Full Name :

Establishment Name : Test Company
State or Province : Maryland
Country(other than U.S.) : UNITED STATES
Date : 07/23/2014
Telephone No : 3011212121

Note: If there are any attachments in addition to those that are required, they need to be added prior to submitting the filing.

<« Cavelasanagan | | > SeezEx | | > som |
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X5— & EZFERHLTXEET vy e—RLAEBO VAT LAEHE

b)

If you consider any a Mmlmlcm\abanpemne t to the product and/or the scheduled process critical factor(s), =nter that i frmbo me comment box and/or attach one or mors
dditioral i File size is limited to SOMB. Acceptable file types are: Jpg, doc, doox, txt, xis, ximx, pdf, gi

Attach document:

Atbadlment Type File Name File Size (MB)
compartment type :
t Other container 20140723145515659.ipg st Bemove
Total Size: 0.0041
Note: You may enter up to 4000 ch in the field. If your ds 4000 ch you can upload a file with your comment.
Comments :

(Maximum characters: 4000)
You have 4000 characters ieft.

Full Name :

Establishment Name : Test Company
State or Province : Maryland
Country(other than U.5.) : UNITED STATES
Date : 07/23/2014
Telephone No : 3011212121

Note: If there ar= any attachments in addition to those that are required, they need to be added prior to submitting the filing,

< CaweissunAgan | | » smesem | | » som |

(XETAT TV ) HWaEEER L TCEZRNT 514

FCE D AF /TACF 4> T4 LV AT NZHDH [XXETA TV | b ERRAMNT

LEEOFIHILLTO LB TH D,

Document Library] (ZEZA 77 V) #3RL, FCE OGS SID IZxHind 5

WEIFA TV EFRTDH (K65,
AT A CELORICH DT = 7Ry 7 A RIRT 5,

[Upload Selected Document Library] (BRL7=XEIA 7TV ET v 7r—K
T2) 2RSS, 7Ty u— RNl 7 ANV ELEDORENY AT LML FR
shd (MT2M), £ ATLET (1) Z77AVADPDLEONENRALND Y

YU EERT D, FE (2) BT LEEERVAT LR TE S,
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M6-XETATTYPOXELZBRLILKEOV AT LEHTE

AU TONAL INFOMMA TION

1f you commdicr any aSéiBcnsl informaton porlncal o Bic product snd/cr Mic sdhcluicd procsm orileal factze(a), ealer Batinformston in Bic commznt Box and/ce aach coc or mcec
e Mz wzz @ heicd to 20ME. Accselsbic Mlc typoa arc: Jog, Soc, Soox, L, xla, xixx, 2ot o, T

Piease select the document:
Attachment Type Fliz Name Fliz Stze (MEB)

Other Descrigtion of cantainer 2018717142214 2,872

Heat Penstration Study 48574

Heat Fanstration Study 4374

. Otner 2572

- Other E 4.37¢

Other Descrigtion of cantainer_20180723184200193.doc 4374

Other Descrigtion of container_20140723144200133.80C 4574

Other Description of container_201483715122453893. 9o 4374

Other Dazcrigtion of containar 20180715122450290 do 2,872

O=se Documet Ly I poed Seecec Docamet ey

Nota: You may enter up to 4000 In the fiaid. If your 4000 You can upload a fiie with your commant.

Comments : |

{Mexiemum Bacccicrs: 4000}
Yos have 4000 Marscicraicf

Full Name :

Establishmant Name : Test Company

State or Province ¢ Maryland

Country(other than U.5.) : UNITED STATES

Date : 7/23/2014

Teiephona No @ 3011212121

Note: 1fthare are any attachments in 33Jition t0 thase that are requirad, they nead to e addad Drior tO SUDMRTING the Siing.

€€ Cacw & S Agun » sxeaza | »  Same

M7-XEFEFATT7Y TRBRUCIAXEFELEOEEZ R VAT LEE

SECTIONI ADDITIONAL INFORMATION

nywmsarawmmxmfmmmﬁumemmum/wmemaMuﬁulraetor(s) enter that information in the comment box and/or attach one or more
ion, File size is fimited to SOMS. Acceptable file types are: Jpg, doc, docx, tt, xis, xisx, pdf, gif, f.

Attach document:

Attachment Type File Name File Size (MB)
1 Other Description of container 20140723150127279.doc 4,874 Remove
Total Size: 4,874

Note: You may enter up to 4000 characters in the comment field. If your comment exceeds 4000 characters, you can upload a file with your comment.

Comments : Tk

(Maximoum characters: 4000)
You have 4000 characters left.

Full Name :

Establishment Name : Test Company
State or Province : Maryland
Country(other than U.S.) : UNITED STATES
Date : 07/23/2014
Telephone No : 3011212121

Note: If there are any attachments in addition to those that are required, they need to be added prior to submitting the filing,

« Cavelssanagan | | » saesea | | » som |

16
Copyright(C) 2018 JETRO. All rights reserved.



4. VP2 —EHE»OEETEEL BT 5 5E

(L a—) BEO LEMER) £ 2 a Tk, BiEORMKHERR DB CIEINEEN T
(NG

%) F72X TEITAT TV ) BREEEA LT v a—) o HEMEHR] 226
LELRMITLEOFIRTLTOLEY TH D,

*  [Type of Attachment| (fsfsf 7 7 A LV OFE) ORRIZH 2 FRIE ORAIZRINL,
WED—EHEFRrIHED, K8IE, NE—EDOEILTH S Memo/Letter] (AE
/LA —) IStudy) GHEE#ER) . [Lab Report) (B %) | [ Container Schematic

(45 X fi#) . TRetort Schematic | (L kL N[ fi#) . [ Other Supporting
Documentation| (ZOftifidEH) 22X RT HHEEO—HThH 2,

* [Browse] (%) BEZ®INL, B7 v a v I1.C.3.a DAT v I 0, HD
WX [Document Library| (LEZ A 77 V) HEEZEIRL CEZ v 3 I1.C.3Db
DAT v FIHE D,

o INMIEHOBMATET T 5 F T EROMEELHRD KRS,

X 8 —LELIRMT DIRMNT 7 A VOBBEICETINE R

SECTION| ADDITIONAL INFORMATION

I you consider any additional infarmation pertinent to the product and/or the scheduled process critical factor(s), enter that information in the comment box and/or sttach ons or mors

the additional i File size is limited to SOMB. Acceptable file types are: Jpg, doc, docx, txt, xis, xisx, pdf, gif, Af.
Attachment Type:  Other v
Attach document: C:\Users\SMACUCI\Desktop\LACF PROJECT\Phase II\Instructior [ Browse... | » Uplosd

Document Lbrary J

Note: You may enter up to 4000 characters in the comment field. If your ds 4000 ch you can upload a file with your comment.

Comments : |

{Maximum characters: 4000)

You have 4000 charscters tert.
Full Name :
Establishment Name : Test Company
State or Province : Maryland
Country(other than U.S.) : UNITED STATES
Date : 07/23/2014
Telephone No : 3011212121

Note: If there are any attachments in addition to those that are required, they need to be added prior to submitting the filing.

<« Cavelasanagan | | > SeezEx | | > som |

D. ®WEOHBRDOIRHBFFEET ANVFIZT 7 AT D5k

FEE DOMisE DR E M TRERGEE 7 ANVXICT 78 AT 58T, BFD FIS 71w K
Mo FIS&E AR —# VI AV, AF/LACF @ Main Menu| (XA v A==2—) ZERT
5L, FISETAR—ZNALA~DAY FIZHONTIEBE LR 2 #5352 L, AF/LACF
DAA v A=a—/5 [Access AF/LACF Process Filing| (AF,/LACF H§EIZ7T 7 & A
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%) BERTDHZ L,

TR AERD & LR TR (FCE) H5O—HATv AT ALV FRREND (M
9), FCE F 5 ~D7 7 2 AMERZ 1 DT hHE > TWUT, P AT LADEIHIZIZZ D FCE O
[FCE Process Filing Folder | (FCE B TRHAFEE 7 £V H) DAL A =a—RNE
mEnd (K10),

91, MFEAEEMTH (ECP) THIUIRLHZLEDTED [FCE —&| DAL A=
2—Z R EEO—FTH S, HiE o Manage User Role and Access| (——D&
BET 7 v RAEERTSH) FERBIL, =—F =N ECP & L THRB G2 6TV DH5EDH
KrIhd,

K 9-FCE—EDAA v A=a—1f]
Acidified/Low Acid » FURLS HOME
Canned Foods ‘ \‘{(‘ m » AF/LACF HOME

Get Help (2)

FCE S > ~
. Fac.hty e Statelprov'nce

UNITED Establishment

21040 Test Company Rockville STATES P

Maryland

Establishment
Contact Person

GNSI Foreign

21044
Tm—— Company

Ahmedabad INDIA Gujarat

<< Back To Main >> Manage User Role and Access

%Y 5 FCE B EZRIN L, Yiklisk D FCE TR ET A NA DAL L A= —(T

17<. AF/LACF OHFEET VXD A A A == —EH (X, FCE ® AF,/LACF 4> 7
AV VAT LAOBIFOERICE D B s, flzE, TEE 7 VA TRAGFEEN 2T IUL
(Bl . 2 —F—2MERK L7z TRERGEEN 2 CTREATE 5 723854) . AF/LACF O LfEH G
BIFNFDAAL A= a—|ZF, TEEX 7V ERNICHEEEN W L2t (0)
DRRIND,

10 X, MEsREAEEME (ECP) ThiuIR o2& D TES FCE LERFEE Y 414
DAA VA= a—EEHO—HTH5H, ECP & L THERDOH 22—V —Z1FT AT A EET
[ 23 F R S, Ao 2 —H5—|Zi% [Manage User Role and Access] (——
DEENL T 72 AREET5) HRRITFE R I N2,
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X 10-FCE TEBRBEBE T A NFDA[L VA =a—

/ %70 T Acidified/Low Acid
¥y 1 ad J Canned Foods

> FUALS HOME
> I ab AF/LACF HOME

Get Help (D)

FCE: 21040
Test Company, Reckville, Maryland, UNITED STATES

iled With Inquiry Cancelled

<¢ Back To Maln >> CreaiSumi A New Process Fiing J > Delzte Drat Prosess Flling | >> Cancel Process Filng | | 2> Manage User Roke ana Acoess

lCreate/Submit a New Process Filing| C# LW TRERGEELZER $2HT5) Z3R
THZ &, AT A EIT TProcess Methods and Forms| (N H#EE 7+ —24) WENER
IREND, MITEE 7+ —2OFRIZHOVWTUIAEZEDE Y v a VILE #2452 L,

E. MIFHELFDAT +—A
110%, BRATRERIN T HEE 74— LR T HEE CTh Db, [Form 2541g — Low-
Acid Retorted Method| (7 4 —2A 2541g — KFEMEMEE T 27 L) @R L, [Continue]
(f1T) ANEZ BN LTI e e 22 mT 52 &,

B 11 T H¥E & FDA 74— ADHETH
AF/LACEF =g | (& ma S
Get Help (D

Process Methods and FDA Forms

Select one of tha Q

.. FDA Form 2541d - Low-Acid Retortaed Mathod

' FDA Form 2541ie - A ™M v

‘. FDAForm 25317 - v/ <

. FDA Form 2541g - Low-Acld Aceptic Systams

<< Back > <ontinue |
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F. 7x—2by7 — BRMEHEHERES LEIIES
VAT AT 7 v a v Al OFiC, FCE EMT 5/ FDA 7 4 — A DOERITIS N
T, 74— FDA 2541g @ b » 7|12 FCE %5 Lkl = (SID) 2AHEMICAEND
(¥ 12), MDate Received by FDA| (FDA %= f8H) (X FDA IZEFHFEL LI B2 L,
SET LIZHEEICR TSNS, SID BLOZEOFEHIECET 25MiEROMFADOE 7 + 2
VILF2 #5452 &,

B 12 T HEL FDA 7 +— L& BR L 2REOEERT

Acidified/Low Acid FURLS HONE
Canned Foods {(- m AF/LACF HOME

Get Help (3

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

Food Process Filing for Low-Acid Aseptic Systems (Form FDA 2541g)

Note: There are separate process filing forms for each of the following: Food
Process Filing for Low-Acid Retorted Method (Form FDA 2541d); Food Process
Filing for Acidified Method (Form FDA 25%1e); Food Process Filing for Water
Activity/Formulation Control Method (Form FDA 2541f); and Food Process Filing
for Low-Acid Aseptic Systems (Form FDA 2541g).

USE FDA INSTRUCTIONS ENTITLED "Instructions for Electronic Submission of
Form FDA 25419 (Food Process Filing for Low-Acid Food Aseptic Systems)"

Food C i Establish t (FCE)
Number:
Submission Identifier (SID) 107 (YYYYMMDD###)

<< Back >> Continue

1. BhiEFERH (FCE) &5
FCE B ST AT AL HEICA TSNS,

2. #p|&ES (SID)
SID [XHHLD TREHGE & BhEAHT OGN/ S TEHELR2NEDTH D, SID IFT AT A
IZkvAtEEh5s, FCE &5 & SID OflAGHLEIC LY TRAFE 7 +— L2 HET 5,
SID (ZLL F O AEHLETH D,
o (D) TREHAFE7 +—2OERAM B F A H)
o (2 FHEI/ERENTEERD 7 4 — 2% XHIT 58 5, BitE 5L 001 1 HiaE Y
002, 003 &, RHIZIERESNZETO T +— L5 EHHR KET DT 5,

A B TR 7 4+ — A 2 EEEEEER L2 8E (B : W BIC7 +—2 FDA 2541g % 3
D, 74— FDA 2541f % 3 SERK) . @K 5 MERK S 7 7 4 — AIZNEFIZ 001 205
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fHEINTHNE, ZNEND T +—LOFHIZOWT 001 NHEEE DD TiEewy (LLFD
BlaSH),
B CTHEEIERT D & SID B AT AL VfTEEN, WFO 74—~y N THE)
N7 A — A AT & D,
'YYYY-MM-DD/SSS |
DFEY
YYYY) (3EFZRT (B 2018 4, 2014 )
MM XA Z7R3 (il : 022 A, 1010 A)
DD 1ZHZ7d (B : 022 H, 19—19 H, 30—30 H)
[SSS) I fHE sk 54 ~7 (] : 001, 002, 003)
SID OFNILL T D EEBY TH D,
2013-02-22/001 : 2013 4= 2 A 22 HIZ/E S/ 1 FEH DO 7 +— .4 FDA 2541¢g
2013-02-22/002 : 2013 4= 2 A 22 HIT/ERk S 7z 2 FH D 7 4+— . FDA 2541g
2013-02-22/003 : 2013 4= 2 A 22 HIZfER S iz 3% H D 7 +— .4 FDA 2541¢g
2013-02-22/004 : 2013 4£ 2 H 22 HIZ 7 +—24 FDA 2541f TIER Sz 4 HH O
FIEHFE 7 4+ — 4
2013-02-22/005 : 2013 4£ 2 H 22 AIZ FDA 2541f THE SN/ 7+ —L 5 HHD
FIEHFE 7 4+ — 4
2013-02-22/006 : 2013 4£ 2 H 22 HIZ FDA 2541f TE SN/ 7+ —2 6 HHD
FINEHFE 7 4+ — 4

G. RFvF1- kI avA: BRER

R 12 O 7 4+ —2 FDA 2541g O b v 7 HEIAN D, [Continue| (§e1T) ZIEIRT5HZ
Lo A7 w71 (87 v a v A) BEREND,

13 0%, LW IRAGFEZERTIBOAT v 71 (87 v a v A) OEETH D,
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K18-2Fv 71 (BZ7varA) BGER

W i g ' Acidified/Low Acid FURLS HONE
AF/LACE cova &£ A
10 01 tep 02 tep 03 tep 04 12p 06 120 06 tep 07 10 08
{ 33>
Get Help (3

SECTION A PRODUCT INFORMATION

Note: Section A.1 (Food Product Group) requests optional information.

» Ciear

1. (Optional) Select one Food Product Group. If there is no single best Food Product Group that applies, select Other.
Baby Food (infant/junior foods including infant formula) -

2. Enter Product Name (=.g., Cheese Sauce (with Jalapeno Pieces), Pudding (Vanilla or Strawberry), etc.).

Peas and Camots

3. What is the form of the product?

[T Liquid (i.e., all liquid no solids) [¥] Paste/Purese
[ Liquid with Scolids(e.g., diced, chunks, pieces, etc.) [C] Other

4, What is the packing medium?

7] Brine [T Syrup

7l Cream/Sauce/Gravy [[] water

1 oil [T Other
<< Back | | 3> Save & EBat | | > Continue

<< Cancel & Start Again [

EBETHFE VAT LAOAT S 1 (B7var A) 1d. ®8E4  ®BEORIR (#]: s—1,
F1v B, FEEE (B K, 2 THRIK) ITRTAMEEERD D, ATy 1 (&
7 varA) ik, BRELI VT ICETAEEERL DD (B B, NE—&R),

1. &R —7 (EB)

B OREEE L0 BfiEd 5 < TR 7 L—7 ) [0 TOFERERD T 5, 12k
SN, BEREZ B LT Daakicxt L, FDA 23i& 4 3 5B 4R ET D ERICK
S, BB 7 V—TIHMEEHFRTH D (WP LHRET DLEITRVY), ZOFHREA
T HI2HT- 0 S 7o i 7V —T7 B2 0 51E T0ther) (ZDfth) Z#8IRT 5 2 &,

2. BAHKDOAN
BaMNOERO M EZIIHERMIIOVTRET DL Bl A LAY 2= NE
HLobBa—L, XA F—XV—X),
o HRADPAEREOL A, NS E DRFER E NI L, £ ORICHFEINTHERES 2 A
J13 52 & (f : cheese sauce (sauce au fromage)),
HEAITFLETL LN TE D, FANT T VBOLEIL. £ DOFLDO—K7R
WKEEORBELIIRTE LB LICAN DL ENH D (f : potato soup (Solanum

Tuberosum pulmentum)),
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o T T RAE, B A TR CRLE SR A XBT D OICKLETRWEREY | B,
BT ETeZ ST TE RN,

R RO LA, & 2 WITE R A 2 R T IREN e FE & &
DREbH L, Fo, BEOFIIFEDY THT LA T, HHOBEOZMEZATND D
DD, DX 7RBBIZONTIR, ENODOFMELAT T D2 &, 72720, Mk T
D LINED IR WEB ORI OWTH U 7 4+ — 2 FDA 2541g #2342 858103, oo
bEDRROENERGL EAbEORTIE (B2 v a v ILA O EZSR) , Fl 20X,
AbaNRY) =T L—N— N=TF T L —N_"—TEoZEHZ DWW TR U 7 4+ — 24 FDA
2541g TRHEL X 9 & T28EAIF. TRHDOT7 L—_"—Z2 8L O L L TRTZ &, L
TICBL 4 OB & T,

(2 SOMERNRKZ 1 DTHEFETL2HE)., Taa 7Y or—2—] X DKk) TiEi<,
[aaFY o r—F— (NFTFEEEA axY =) L AT D,

e [} U—FKV7) TERL, [2FYV—=RV 7 (Faab—rT7Lb—s—)] LA
¥ %,

[F—XV—R] TEFRL, [F—XY =R (NTX—=3 AV)| L ANT 5,
BEEOAREE 1 SDTHEFETL2HEG) . 5 Tide. AL (1%, 2%, Fi2iX
100%) | & AT 5,

w

A DOTR
BBIRIIBR ORI Tl "WEZOLOOBNBUCET 20 TH D (B« iKIK
DOHIZEE B Ao TWVDEMNE I D, BN —Z M RONE 2 —L 72D,

HEE 74— Ao DH Y X B E 1 DEITEEGRINT 5 2 &, BEITERN
Ao TELTETRIKROYE AL, Liquid) (RIE (EiRE22<EETHEORRY)) ik
W&o L, KEOEZ T a VILAIZHDHEMITHNTIE, [F U7 +—2 FDA2541g T
BORBIPRNRETE D, U A PWNICHE Y 2R W56 1X TOther) (£ 0fth) %
BIRLU, FrEOHICH- L DOTRICONWT AT T5 2 L,

4. FRELE

[FEIEMEAR ) 1R L <, B IOk LIRIR 2 23T 72, & 2 W 3N & 7 85 OWeRE 43
ZEThDH, AEOEY TV a VILAIZH D EMFITB W TIL, W U7 4+ — A FDA2541g TH
BoOFEIEBAR N HE TE D,

T =D Y A DDA E 1 O ITEECRIRT D Z &, "ABIRIKO B D
e lZid, None) (Z2L) Z@8IRT DL, BTITEDL b ORRWGAEIL, [Other) (2D
fi) ZIER L., FrEOMIC FREBIARZ AT 5,

Ko varOANRET Leb [Continue) (KifT) Zi@IRT 5 Z &,
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H XFv72- k&7 3 B: EEHH]

7 +— 2 FDA 2541g O xS o® 5%, KEEHAFHAIE 21 CFR 108.35 & 21 CFR /©
‘*%H8K%ofﬁﬁéﬂéﬁ%ﬁﬁﬁVXTb@ﬁ?%éo7%*AFDA%Mg@\ﬁ
Y AT LA L TRy 5=V INTNEHAETH-TH, 4.60 & FlAl5 pH fE THik
BN )T HEEME R I REH S vy, BT A2 Loy r—otasn
TZERPEASNCOWTIEL, 7 4 —24 FDA 2541e 245 Z &,

7 4 — 2 FDA 2541g 1R MERMICOAEH SND72H, KETF VAT LATIHE, TEH
HA X7 4—20 272> B THEMNIIANINDDT, HE TOATNIRETH
Bo KEFVAT LATIETZ 4 —LICTIELWERHBRIN BERICAI SND T2, AT v 7 2
(BZ7vary B FAXy T LTAT 7 3 (BZvary C) BERIND, ZEETIC
X 14 1%, FFHMANASHNCANENTAT 72 (873> B) OBEETH 5,

T—HANITFTDOZ DO TIE [Save and Exit] (RIFL T T) NBIRTE 5, T X
D, ZZFTANLEETORERN Draft Folder| (FTEX 741V 4) [TIRFESND,
[Continue | (fefT) ZBIRL TAT v 7 3 DIFHROANICEDL Z & HTE D,

K 14-AFv 72 (87 a v B) SEHR|

' Acidified/Low Acid ‘/( m » FURLS HOME
Canned Foods ~ I » AF/LACF HOME
Step 01 Step 02 Step 03 Step 04 Step 05 Step 06 Step 07 Step 08 Step 09 Step 10
I

Get Help (2)
SECTIOH B GOVERNING REGULATION
Refer to the precursor questions in the instructions.

Low-acid (21 CFR 108.35 and 21 CFR Part 113)

I. RF9 73— k7varC: BBOMEE

RO 70 R4 CHIE T H A AN R D7 aw%, Bllx D7 +— 2 FDA2541g &
LTHEELRITNEIR G20, 207D, #1757 +—2A FDA2541g TiX, %7 120
BRasDOFHZRINT 22 L, FURBICOWTEMNTEROFEEL IO/ FI3RR %
BOYAXZRFETHHEIE, 1 DOFGROFEEB XY A XL D7 +— L5 ER L |
ZDT7H— AL ETHEREREL T, BRARIEH/OBELS IO/ F3 A4 X2 KMmT 2% 2

LINTED (BEXW2 O7 +— L OERFIEIIET WA EZSR), Bas ORI O T
DOHEITE LG HRITAER A O [HREBOE LR 23T L,

B 151%, A7 v 73 (k7 v ar C) CERIRTE HZRGOMEA RTHEDO—HITH 5,
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X 15-A7T w78 (73 C) BEDtEE

AL/ \ 7T Acidified/Low Acid EURLEHON
N\ L [ /AN CannedFoods {((- FRA LPLEHONE

AF/LACF HONE

top 04 10002 10p 03 op 04 tep 05 10006 tep 07 08
. 5 TTR " i
Get Help ()

Note: The maximum allowed file size is 50 MB. The accepted file types include the following: jpg.doc,docx, txt,xls,xlsx,pdf,gif and rtf.

Note: If the product is not packaged in one of the container types identified below, select Other.

» Clear |

Select one:

1. ' Aluminium/Tinplate/Steel Can
2. ¥ Flexible Pouch

a) What is the shape of the container? Flat Pouch v
3. ' Semi-Rigid
4. ' Other

<< Back 3> Save & Ext » Continue

<< Cancel & Start Agan

M __.-4

1. TAI=9L/TVFK/ RAF—N1RH
7 4 — 2. FDA 2541g 125 2 I M) OR# OFIHIL, ISR ETORBRPIFILTH D
Bl TNAI=T L3 TYFR ZAF—IVE), BanS@BOMERE L BIFEM OB (] - SOk
LR w—) & THERINTWEEEIE, TAluminum/Tinplate/Steel Can] (7 /13 =7 A
STV xS AF =) TR LN by

a) RO

B b Y REIROTIRE BIRT 2 2 & B DI O TR ThH 25613 MTrregular
(Hikssh) 2RI EEEITXBZIRM T 5 2 & Y R IR 1 7255 1X Other
(Fofth) ZBRIRL, BEEELIIRBEZIRMS T2 2 &, FHORMFIEZOWTE, K
EOV 7 aIICEZRT LI L,

b) 2R DL i 2

2 B — AR EL, IR BE AR —E L 7o TN DR Th D, A Ry —237e <,
— U2 D EEROMIEIC L > THEG STV D,

3B — AL, HAKLES SN 2 SO TR EN TS, 3 E—XAF/TH
L2 81F, A RU— DRI L > THRTE D, VA R —ATME OB b E

3 7 = UL, CERIERS TlEe OJEMfEMER R ORI L T 5,
¢ BRIRG L TNUSNOFMOR G L 2 lAGDETZ L O, L ML b ATREZR AR A SS
FITFAIMERS & D,
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TOERIIbE>TWD, A Ryr—AIEEFRIREEIL TS,
3T HE 1% [2-piece container] (2 B — 2% #%) . [3-piece container] (3 B'— =%
Bem) . b LAIM GBI TE S,

Y

F—HZANITHFDOZ OEEMETIL [Save and Exit] (fRfEL T T) BN@EIRTX, 7=
[Continue| (Fif7) ZEINL TCAT v 74 (B7 a3 D) iz L3 TE 5,

2. ZVXVITARTF (EEH)
74— FDA 2541g (28 5 2 % H ORIFOFMEIL, EEMEORMBR IR TH D,
TUXR T NANTF (RO X IR EE SR WESRAIR TH D, B R IIRIE
FHEB L OBEREONEMIC L VIRED, ZOT7LHR TR F L, BER) ~—nhb7R
DB & H 3TV TR STV D, FEAR U ~—OREIT &SI THE, &K
STERD, Fe@BRBERBEELLOLH D,

a) BAZDIEI:

YRR DR RIS 5 2 &, BIRD TTrregular] (Bikg4%) F£ 721X [Other) (&
D) DEEIE. U TFOFENKELZIRMTT 2 2 &, EEHOBRMFIEZONTIE, K
EOvI7varI.CEERTL L,

T2 AITHFOZDOEMETIL Save and Exit] (fRIFLTHKT) NIRRT, £z

[Continue| ($t1T) ZEBINL TAT v 74 (B a3 D) [ ENTED,

3. EHItAR
74— FDA 2541g 128 5 3 & B ORFZROMMEIL, PHIEREM OBRBBRIRTH 5,
ERIERZHT, RKUE FCERPRBOFIEIZL > TEDLLRWAROZ L TH D, 1272
L. FHINB7ZRANEIC K - TRRDED D Z L 3b 5,

a) A DI
Y 2B DR E RIS 5 Z &, IR DS [Trregular | (k&4 F721% TOther |
(Z0fh) O%EIE. FEELEIMMLZRMST 52 L, FEOBMTIEIZO VT, K
FovI7vaVILCEBRT L L,

b) (18] 0 D70l — 55

BDPOEDDRMTTETEY, BB OMmA—F L TWAEAIE TYes) (1%
V) EEIR L, R dictEie s b, 29 TRVLEAE Nol (Wng) 2R L, %
clliETeZ &,
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o) (1L D 11 & 757

0 &2 BERE, HHOBMEANDIBHOZ LT Bl hUErav P A
FUTTEREENTNORE =7 — KR 1 OOREN T S 72 KEIZB] 2 12 A -
TW5), BITE-ORBNTINLTENS,

BaNICEBOXERH Y . EOXEIZER D BMEE0EAEIEL [Yes) (1F0) %3
WL, ZOXEOEEHRTHZ &,

Z ) TRWEATE NoJ) (Wnz) ZBRIRT S L,

d) BN D HELS

B A by 7 OB Ue BEFEM 2 B SAUEIC L CTRIT 5 Z &, [Other
(Zfth) ZBEHR L7341, [Other) (ZDfh) ORRICFEMAEANTIT5HZ &,

% 8b T [Yes) (1IFV) ZiER (fEE)Y O WH—FR%27RT) LieHA, 2ot
a0 ORMEAX YL, ATy T4 (B a D) DL, £9T
VAR, B e BX O I Z &,

e) BARDZEH ) DT HFEL

FA Ly 7 ORGEITHEN L FEHEM A2, BRI L T&RIRT 52 &, [Other)
(Zfh) %R L2541, [Other] (Z0Ofh) ORUCEEMZ AT D Z L, BRI
BEMHDO TV v 78y 7 TEN2WEATE, [Not Applicable] (%% L72VY) Z R
T5HZ &,

D BBAREAEZIR (1175 7

ERRERICEDL D IZWMY AT 5N TNDNZONWTHE Y REELRINT 5 2 &,
[Other| (Zofth) ZER L7-854E1%, [Other) (ZDfh) OFRICEEMAZ AN T25 2 L,
RERINEBERHHD TV > 7 3y 7 TENRWEE1E. [Not Applicable] (G4 L72\Y)
ZIEIRT D &,

F—HZ AT OB T ISave and Exit] RfF L TR T) DNBIRTx, £/~
[Continue| (FiT) ZBIRL CTAT v 74 (B7 a3 D) [Ty &N TE S,

4. ZDOMOERE

74— FDA 2541g 1T % 4 & H OR&OFEHIT, ERRUSNOBERPRETH D,

7 — LT DR OFENEY L2051 T0ther) (Z0fth) 28R L, FagOFEIHE
AT HZ L,
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a) i DRIEE /=13 EE & 055175 = &, EFHOBRM HFIBEIZOWTEL, AEO® T v g
CILCESRTHZ L,

N

b) ZEER | > 2 DELEIZE L= T EF 2, HE G L TR T 52 L, Zhid

By X b 2 DIRAKHEREDOWHLEFE L RS 6D TH S,

N

c) HER P 2 DEGEICIEN | /e FHFEM G, HaasHEIZ L THET 52 ¢
ZHUIEBER P > 2 DR KBANEDOIELEFE RS D ThH S, BarlZZEZ0310) T
VAL, [ Not Applicable) (%25 L7:20)) ##RT 5= &,

d) EZARKIZID (117 BB L7 ke el 75 2 &, BAHZED 1 T
ZiiE, [Not Applicable) (7% L720)) ##RT 5= &,

FT—=H AT DO Z OB TIL ISave and Exit] (fRIEL T T) »MBIRTE, £7=
[Continue| (FHifT) ZERLTAT v 74 (B3 D) ([CirZ L3 TE S,

J. AT v T4- k&I arD: FHROVAX

AT w74 (B7varD) i, BaO A XETL1E®|MA AL, D1 (HE) 0
HAEETRATDHI L, L. Ny r—VOEE(L DB O~HEIZ AR SN2 0WEGAIZE,
KEOTETIT e, BHOFEELZTALTHEW, 272 D3 (EEERE) IHMEET
b5, WLIIBROIIRN S EIETH D (KLEDOEZROILIKIZEAT HEHROTH D& -
varILIZR), FfEE (KoL, HEET) OBEIE Tal Z2RRL, oA X%
WETLZ e, BAE (FL—%8ETt), IR, U FO5EIT Tb) #@RL T, &
WOV A R ET DL, BRanDETHRBNL BEA o FL 165D 14 F) THE
THZ L, K161, BEEOHEICHET 27 —2 ANREOHEH TH 5,

BHZOWTIE, 18k B TR&GROTEE] 220752 &,
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X16-2Tv 74 (7 arD) BROVYAX

1.

A N A T s e :
A1l w A E Acidified/Low Acid FURLS HONE
AF/LLACFE S « A
1ep 01 tep 02 12p 03 tep 04 12006 120 06 1ep 07 10 08
D e
Get Help (B
Note: Section D.1 (dimensions) is required information; h -, vol is acceptable for container size in lieu of
container dimensions if package sterilizer does not depend on the c iner dii i Section D.3 (net weight) is

optional information.

» Clear |

1. Dimensions:

b) Length Wwidth Height/Thickness
2, Volume: 16 .4 Fluid Ounces +
3. Net Weight (Optional): . (enter in ounces)

<< Back l > Save & Ent | » Continue |

<< Cancel & Start Agan

T
a) BEEESX
HEHED (Ko, fEHEETr) BEDEREEEIDFMEATd 52 E

b) 2R, lF, BHSJEE
FIFTER AR DEGHE OV TIE, BR, M, FETZEDFMEATT TS &,

EE, &K, M, @S ESOHEZ AT LERE, A »FTONEEZKMT 52— KL

AW EERR L TRTDHZ &, a— RORYIDOEHTIEA T THRLUT-HEOFEEEGER /77 C
HY . ED2HIIA T TR LU TEOWRBOEH 2 16 5D 14 T TERLELDOTH
%o LFWNZEDOEITH 5,

STER12 L 16 7D 8 A Y F DA, a— RNiE 12 L 08 i~ T [1208] L7225,
SHEN B L 16 0D 15 DIy, = — Fidb & 16 i~ T [515] &7 %,

SHEN 3 L 4D 3DEA, T 450D 3 A FH 165D 1 TELT 164550 12)
ET5, LT, 3L 12%fioTa—RiX 1312) 725,

SHEN 44 U FOYA, a—Rid4 & 00 %2#->T 1400 &7,

STER 4L 8D 1A VTORE, T85O 1A FT% 165D 1 TEHLT 16745y
D2 LTDH, FLT4AE2%MoTa— RNk 1402) 725,

16 29D 1 A L FITHE ARV A RSN TR M TH T 2 ERBEC R BB H 5.,

29
Copyright(C) 2018 JETRO. All rights reserved.



BECERTHA WEMIZE T EF, b LIV EBTET A Z N TE S, BT

16 % @1@#\;9Fk%mﬁjz e Bzt B, 16 5 ®1®#Aiwf¢é

WEL ITEW R B A IV T D, LR ZEDOFITH D,

s HEEMNI L6 TDALT T EBNR2ATLE165D1ATD 450 1 DEA,
WEE TR L=~ FiEE 1307x200) L7205,

e HEEN4L160DEALTFTENI L 165D 1 AT, IHITHEHIN0.906 (16 4y
D14 & 165D 1A FD 245D 1) OE, BEETHR LZHET 14056%301%x015)
L s,

2. B
KR, RRTEE 3HT. UGS T 1HTETTAS L., YR 2B 5,

3. E%ﬁﬁ(ﬁ“)

T, WA OERERZ R T I ENTE S, EREROHFRITIFFE 7 A — A1
WTHATIEARWD, A AT HZ LT, FDA OFEEVHEE 7 4+ — LITFCilk o5,
LG SETHRGEARL T LEOIMIT LERIGENDH D,

Hﬂ””lj‘]é?)éb‘i/\//fﬁ“/lj‘]@QDDODEODJ%%E%E& LRk 52 &, A, £721%

IO EM OERITIE RV &, ERERLZNET DI, 2R %@%
W@gﬁ@IWEQ%\ﬁm%ﬁﬁéﬁﬁﬁ%@IﬁEim%?Lﬂ< &
ZOEEER AT BT, ERERIIA L ATANTSZ L, ZoKEIX, KKK TE
B3 M. IERLLT 2H1E TET 5D,

T =X ANITHDOZ DM TIE [Save and Exit] (fRTFL T T) DNERTE, 7=
[Continue] (HifT) Z#BINL TAT v 75 (7 v a v B) Il LN TX D,

(2

?ﬁ

K X7y 75- &7 3 E MIKEk

IMTHETIE, BRI DRTOBKRE TR EZ ED X 9 2 GIEIC X - TR EE RS
bewé®mm0w1®%%%ﬁﬂﬁé v vary E Gl Robr—VARET 5y
AT KZONT TR BB AROINTIE R Y AT LB T) IZ20TOFHRO A
ZEHTOILOEETD L, N —UREV AT LIOVWTOFERIT, AT 77 (&
7vay OICRET 2L M1TIE 87 v ay E- MLHEORREEO—HFITHD,
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X 17-A7 v 75 (873 E) MLKEE
- - - - -
Get Help @

SECTION E PRODUCT PROCESSING METHOD: THERMALLY PROCESSED USING ASEPTIC SYSTEMS

Note;: The maximum allowed file size is 50 MB. The accepted file types include the following:
jpg,doc,docxtxt,xls, xlsx, pdf,gif and rtf.

» Cloar |

1. Product Sterilization:
a. What is the finished equilidium pH of the product after processing? 4 o7
b. Heating Method
i, Diec Heming
ii. What iz the Tharmal Expanzion Coafficient? 3 .8
iii. Wher= is the product flow rate controlled?  Aferhehemer
£. What is the Manufacturer's name and the model number of the Product Sterilization System?
ABC Manufacwring Corp, Model S
d. What is the Process Source of the Product Sterilization System?
AAA Technicsl Cop )

Attach Process Source document;

File Name File Size (MB)
1 source_20140723140528550.80c 0.0215 Remove
Total Size; 0.0215

e. What is the date of the Process Source Document of the Product Stenilization System (mm/dd/yyyy)?
07032012

<< Back >> Save & Bat | | > Continue

<€ Cancel & Start Agan l

LLJ

1. BHRORETRT A
a) W T D Fig 0 V-t pH
INT#OREEOMREN R pHEEZ AT HZ Ly ZOBIEIX, FRTER 241, /NI
RULF 24Tl d %, 20 pHEZHKELOVE pH L T 5, /INIURLLF OB 72
WA, DRI ORSIZIZ0 2 2 5ATTEHZ &,

b) i T
INBFIEZ DWW T OLL T ORRBNIZIBIET 5 Z &,

FX ] boit EEERYZINENDS F T IR IR 22 N

Linld, BEIRICARZ Y CCHEBMET 520, £7oi3Wea s TR & B
L7 ECAK/KIZE Y BRI T 256030 5, RBRICEEAKEZ U TS
& ZiL, [Direct Heating] (E42NEY) Z@8INT 5, WEipgkEsE (F] . 7 L— b,
Fa—T, Tz, AAN) IV ERENHREEL TEK KE Y TLHHEITIE.
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[Indirect Heating| (H#MEY) Z&#RT 52 &,

A baii: B aRiREL

Bk &3, BEZICHUS L TN R 2 B S EOMEDO Z L ThHhDH, ¥
ROBELIREZI TR T b DN, ZOFEMOBIWRRER TH D, Z DL
1A, NERBLT 2HT CAN 5 2 &,

A b.aiis B O HilE
INEEEE Of AT B & G S 53556, [Before the heater) (INEAAT)
BEINTHZ L, 87 a2 E1bilZB W T [Direct heating] (EEZMEL %8R
LTV 5AICiE, &M Elbill ([t &, E7 a2y Elbi IZ8B1T
[Indirect heating | (IEEINEY) A IR L TV D EAICIE, 5% Elci2iEde = &
e & O % IS BRI S 53555 TAfter the heater] (NEVE) %
HIR L, & cloEieZ &,

FX M baiil.1: RREIZIER 1 &2 >3 > E.1.b.iil IZ38\\ T [Before the heater] (I
ZHD) REIZL, 2o, BZ v a2 E1bi 2BV T [Direct Heating | (EHZINZEL)
LRIZLIZSGaOH, ZORMICEET L 2 &, IREFR L 1T, BBz,
AR EYTHZLICRVAELDWROED Z L ThHhDH, EEMEAEZRIL, g
LETHRENHH SN TV D56 ZORBEIZERF2ANT5 2 &0 ZOKIEID,
BELMr, NS ULT 2478352 &,

c) FUEEF & FFF o R 7 A DTS
G LR RE S AT AORMXEBE S EATITHZ L,

d) BBRF S X T LD T2t X — X

Tt A=A L, Gl TREAERT DN E T F R (B kR, 2 @A
K, ZOMEER) OZ L ThdH, BEHT AT LEMH L TEBEIERLZ M T LT
%6 FHHE TRICE W TR E VAT A2 LT 5 2 & KRR i O FHE TR,
R AN o TR OB A 1T 5 B COERFIEIZBE T 5 H % % FF
H. 22089 W AT 2O iR 2 FF O R ERE I Lo TER S LR T T 7s
SYAAN

BULEE VAT AT 3B TREE R PICER LT r e XY — 204 FE A
N, TROHSEEGRZES0MEER (F: Ly —, #ihE, Hims0 263252
Lo FHE CREOERICET 2 X0 FHELWERMEIZHO W T, KEBETHAE 21 CFR
113.83 #2352 L, MRKEHL AT LAOT 0t A Y —ADHZHOFT HIZoOW T,
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LUFICWL 2o fil 2 260F 5,

o LEPHEHRIC K > TER SN LA, Tolib 2z AT 5,

o LEEMR. A, KR, TOMOFEEKIZ L > TER S NI HEIE, Th b4
e NS4 % (AL ITEERLT TAT),

o LENBZLEDLHBIC L > TERENTSGE1E. ZOREEREZANT 5,

e) LB S R T AD T2t X — R KEDH
AT AREBRFE AT LAOT a2y —2AXEO AL, TH/ B F] OFXT
ANITT5HZ &,

FT—=H AT DOZ OB TIL ISave and Exit] (fRIEL T T) »MBIRTE, £7=
[Continue| (FHifT) ZERLTAT v 76 (B aF) [Tz L3 Tx 5,

L ATy 76— k7 a F HAoEEEHERT

T4 —LDAT v 76 (B7arF) (i, "R 2HEERFIZOWTOERE
HHTAZE (ChFAT T T (B2 v arG) O—EThHDH, [7+—2 FDA2541g O
MRERFEE LIERRIDOTHLZLICHERTHI L, ZORAICHT- - TiE, WA EE
VAT L BRTOERY—VF 7 BRUONy S —URE Y AT MR S EER TS
DNWTOREFRP NI L 72 %), KEEAHHIE 21CFR 11830 Tix, EER X b5
Fepe, FREG REE, MM, F72IZZ2OMDONRT A—=2Tho>T, BT 52 LICXVEETL
FEE IR ENEEMEO EBI BT L b0 #FET 5, 73— b 113 128\ T, KERME
HEE RSO LA EENREEOZER AR CTE L HIETITOhD Z EnkD LTV,
B1181%, A7 v 76 (E7 T arF) (BWEORFARKT) BEiEO—FTH 5,

1. Mok TEHEOFE
A1, ITIcB b s, VNS <R RENZ A Loo b fofdidin o Tk
TS DRETEDEES L IFEEFEOBA TH D, WinlTRF 238 EN 55613 [Yes)
(V) ZBIRL, MiREE L maEmE 2RI L, M Flalce2 &, 295 TRhWEE
I% TNoJ (Wnz) ZiER L CakR 2. Z &,

a) I L TorSHLF DRI BEEA 7 T S 2

FiF-oHicid, BRICRENEELHD (Bl : K, B, = FUE, bUyEra v
Ko) & BIC Ko THEPETE SN TND D (Bl Iy b, XA X 8 B35,
KIPE DI 25 T & 720y LR OB TR F 72 1T BMR 2 (S B & KT T REMED & 5 5
HIZiEL Wes) (V) 2L TREA F1b i Z &, £ 95 TRWEEIT NoJ (W
W) IR LT F2 12T Z Ly
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b) HIH T SEARDEEENZ DU TE DI E 115, D 55T TITFS D& 2

THNFETSZ L,

FET 2RO HE GEYE T 25E 13, KR KO/ E i3/ ME) | MIERAL,
BBAEHINLEMN S EANTITHZE Bl Ty b4 55D 14 0F), =EDHA
RN, HR/INATAAE>16 55D 3 A F |, T4 var—L RKER 45D 3
AT, @O~ hn=s IRKES2AVFXER 2D 1A F] 2 )

2. BEOMINCAKfIESH TV IEBRS A DEE
INLTENC KR SN DR S DN ELEICE TN TV DEAIT [Yes) (1FV) ZBINL ., %
F2aictieZ &b 9 THRWEAIX Nol (W z) 23N LR F3 12Tz &,

a) FIRIE D DY T HT DR 5 (N—t 7 =)
IR KFN SRR AT Z DWW Tk, KT, 2> 8L O TR BT B 4y D
BIEKDREANT D L, ZOHMEIE, R TER 2. INELIT 2H7& 75,

3. ZEBY OB/ X ML OREINE~DRE

WL ODDOIITATEBN T, " OERS OBNBVELIC BT 250085 5, EFEY
DOENGNBNH BT 551 TYes) (1TV) 2L, &M Flalc#irZ &, 25T
2OGETE TNo) (W) 2R L Tkl F42Ede 2 &

a) LR DOFIG (N—t T =)

MTIZBWTCEEARRMENOBERSIZHONWT, TOEEORKEEZASITHZ L, =
OFAEIX., R TEH2H7. /LT 24 ETET 5,

4, MIHOREDOEME pH (V7 3 > E TEH) BIZOMLICRTEERFTHD
H
IRERME R SIS Z DAV BVLERIZDWT, SERinD pH ZBEITHIBIE D Z &b 5.
pH NG OEULEE DO EE K 1 CTh 53551 Yes ) (13VY) 23R L, % 5 THRWEE X No|
(W) ZEIRT 52 &,

o

FHETRIZBWTHW b5 A IER 7 i3 H

AIREZR 2 DO D 5 B 1 D& @IRT 5, WM 2VETERIT (Re<4000) %<7
I, 105 (B ) #&IRL, B2 va v G, ®EAELIE (Re > 4000) Z/~§ 5
F. 10.83 (ELyt) ) #|IRL, ®7 v 2> F6iliEde,

=
=
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6. BRI F5 T LG ERTF 0.83 (ELFK) ThAEAIT. L TFOZICEZET
5k,

a) RIEHEDIET 75
R L TWDEHS Bl 0 7y 7 7 40—V BREERE) 2 A35 2 L,

b) RIE G ED I ESE

TR REEE O ERE 72 EM A 3R 8 5 7o DITIE, IREERGEE ORIE 2 3 2 HIERH
DRGEE PHELE T HIE TRIE LT O NE TH D, IREHEOHEMEZHEL TANT
HT L, ZOREIE, RRTERE M, NMURLIT LHTETET %,

o) IRIE RS E A,

HE L7l 2 @ e AL A @R L CANT 52 L, OB, FoRTEE 3 M,
INBUSULT 2 M7 TE 3%, [Other) (Z0fth) Z8IRT 535551, [Other) (ZDfih)
DOREICIEEALZ AT T2 28, TOMDHEERAMITILLTDO LB TH 5,

. R2HnF (Pas)
e E—F N b= —H%,1 (SSU)
e Abm—72Z (St)

d) it#E
HEAANTDZ L, ZOREIE, RRTEE 1M, DMURUTAHTETET D,

7. BIGORE /KEOHEREEZ B E LB OFM

RE/FEZLEE LUVMEICT D 720N 2 2 T D560 [Yes) (1ZV) 23R L,
&M F7.a b F7blcite s &) 9 THRWESIEL INo) (W z) 28R L TRIM E8 T
HegeZ L

a) B DRATNE (N—t T =)
o2 RITHT 2B OFEORKNEZAITLH I L, ZOREIT, RRTER
247 NERLAT 2H1ETET 5,

b) By DO FER
LTI Z TV 2B O A AT Z &,
B OFIEOBFNILL T D LB TH D,

e MILa—rAX—F
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o Lol

8. ZDfFEEFIDRMOAE

IREE /KA R E LUVMEIZT 2 72D LIS OFE G A Z M A T2 5E1E [Yes) (1
V) EEIRL, R F8annbd F8b iciteZ &, 9 THRWEAIT NoJ) (Wnz) %3
R TEM F9 IctEeZ &y

a) iR DR (N—t T =)
RO BEITHTHMEFNOEIEORKEEZANTHZ &, ZOBIEIL, KK TE
oo, LT 2H1 &9 5,

b) #E G AN D FEE
LM Z TV D EEAIORER A AN1T5 2 &,
MEAAIOTFHOFNILL TO LB TH 5.

. BIF

I A N

9. YuyFIIMIHIREZRIET 5 LERH D EERFH

vay TS ORBICBWTREBRSCERENMEZZE LN DIZT 57Dy &
LTEAESNTWD, Yuy &2z 2 EnfEZ2MET 2 9 2 CORBEFEMHK 1L 72
HHE0E Yes) (13 Z@IRL, &M F9.a ez &, 29 TRWEAIR, 7 v a3
G (R r—VFBEV AT LB IO RIER) (ke Z &,

a) 7V 2 XJYENE

7y 7 AT, KEIRICBT DR OERANA—E L FD L TH D, T v AR
DR Z, IERE 2L TUELAL, FIMETAATLZE (B :30.0), 2D
B, mERTEE 24, NMUSUT 1MTETET D,

T—=H ANNFOZOEMETIT [Save and Exit] (FR7FL TR T) BN CTX, 72

[Continue] (§ifT) ZBIRLCAT v 77T (7 v arG) L LN TES,
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X 18-RAFv 76 (7 avF) #EoEERT

/ g A VL Acidified/Low Acid ) FURLS HONE
[_\x ]:4 LISX( J ]f Canned Foods {é m » AF/LACE HOME
tep 01 1p 02 o0 04

ep 03 1ep 05 tep 06 tep 07 op 08

Get Help @'

SECTION F PRODUCT CRITICAL FACTORS

Note: The maximum allowed file size is 50 MB. The accepted file types include the following: jpg.doc,docx, txt,xls, xlsx,pdf,gif and rtf.

Complete all product critical factor questions as delineated by process authority to assure commercial sterility.

» Clear

1, Does the product contain particulates?  Yes % No
2, Does the product contain any dry ingredients that are hydrated before processing the product? = Yes # No
3. Does the % total solids affect the heating of the product during processing? = Yes % No

4, Is the finished equilibrium pH of the product after processing (identified in Section E) critical to the process? = Yes @ No

5. What is the flow correction factor used during the scheduled process? 0.5 (Laminar)  +

<< Back | | 3> Save & Bt | | > Continue

<< Cancel & Start Agan

M. A7 77— k7 alG Ny r—VREVAT L LHRER

THA—LDAT 7T (87 aryG) Tix, (DT —VRE Y AT MZONTOIE#R
BEOQ) 74 —21 FDA2541g OffiEHFEE ] ((MZHFEE)) &I L IRT3EEICS
WCOEREIRT 5, Gla-Glce ICBALTE, MOy r—PFE Y AT LK 4
SETANTHZ LN TE S, MEHHBEICOVTOHROFEML, 16 C 238B+5 2
E, M191FAT 77 (B2 arG) OEETHD,
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Get Help ()

SECTION G PACKAGE STERILIZATION SYSTEM AND SUPPLEMENTAL INFORMATION

Note: The maximum allowed file size is 50 MB. The accepted file types include the following: jpg.doc,docx, txt, xls, xlsx,pdf,gif and rtf.

» Clear |

1. Sterilization System

a) What is the Manufacturer name and the model number of the sterilization system used to sterilize the packaging of the product?

ABC Manufacturing Company, Mode!l 52443

b) What is the Process Source of the Package Sterilization System?
AAA Technical Institute

) What is the date of the Process Source of the Package Sterilization System (mm/dd/yyyy)? 07/15/2013

d) Supplemental Submission Identifier (SUP SID): 20020101AAB

Attach Supplemental Information:

File Name File Size (MB)
Sup SID Critical 2
E Factors 20140723142209974.xls 0:0303 Remove
Total Size: 0.0203

Aod Anomer Sweriizer |

< Back | | > Save & Ext | | 5> Continue

<€ Cancel & Start Aoan |

1. FREVAT A

a) BLEFH & R DN > & — P DOFREIZ N T SR > X 7 L DI 5
BUEFA LR DOy r— U OBRER D N EFREORE COMB L2 T 572
DIERT KW AT LORAEZE2ANNTDLZ L&,

b) N b= CREE S R T AD Tt X — X

T AV =A%, FHELRAERT DA EITEEE (F): M1k, St B
KRF. ZOMFEFERER) OZLThdH, EHE NNy r—T T 27 LAOGHE LRI, BEALR
IZ A T ARERME R S OB 21T 5 ECOTRFHEIZET 2 HEHA#REZRL, T L)
7RI A T DG 2R & FF O R EREE I L o TIER S LR T U2 B 720y,

Ry r—VBE Y AT MIET 2 EHE TREZFFOICER L2 7ok 2 Y — 204
Fra AJJ L, TROHEEERE S Er (B 0 V2 —, WEE, im0 ZiRf
T 252 & A TROMERIZET 2 £ 03 LWERIFC Wi, KEHERHHIE 21 CFR
113.83 22T 5L, Rour—VREV AT LAOT v RA Y —ADLFROMT HIT
DT, LLFIZWL 20 OB Z 20T %,

o TR L > THERSNEHAE. TOMER4 2 AT 5,
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o TEENMR. A, KR, TOMOFEEKIC L > TERSNIZHEIE, Thb D4
e NS4 % (AL ITEERLT TAT),
o LEFNBZLEDHBIC L > TERENTSE1E. TOREEREZANT 5,

) N R R TFAD T 7 R — R KD H T
Ny r—JHE AT LAOTat A Y —20AF (BB FEOBEREHH) 2 AN
THZ L,

d) #E#FES (SUPSID) < - - -

e kR %S (SUPSID) &%, 74— FDA2541g Offije & LTHHET S T2
HEEE] 2T 572b0a— KoL Thsd, 7+ —2 FDA 2541g [ZHfH3 2 TH
JEHFEE] X, BEV AT ACE L CEDICREHIRBAZEH T2 2 &, H—oR
BE AT DD EE DN r—VEH S AT LA~ RIVTWLSGE, — DD 7 +— L4
FDA25141g (K 4 >F CHIEHFEELZIRMNT 52 LN TE 5, MiEHHEEICHET S
SUP SID #F 5 OERMFIEIC DOV TOFB, e BTV AL RENEICET 51
W, BEO, BFRORIENDY 7 MU T 70 7T AORHERIZOWTIE, 7+ —4
FDA 2541g Oftek C, #iE HFEEOIRMIEREZZRT 52 L,

FT—=H AT DOZ OB TIL ISave and Exit] (fRIEL THKT) »MBEIRTE, 7=
[Continue| (Fef7) ZEIN L TAT v 78 (BZ/ a3 H) (cieZ 2T 5,

N. 27 v 78— &7 = vH. FHETRE

K EHF AR 21 CFR 73— k 113.3(IC LAuE, FHE TR & 1d, FrE O R o pE 3R 1%
EMEZ EBRT DO ORERMFO FTMLEFICL > THITH L & L TR RESND TR
ZEWT S, Bl LRI, AEOREZY a3 ILK1IAd BEOILUM1b CH5 L9, AG
BETHDL T oL A —RAL > TER SN TR TH Y . ARMAEICE > CTEERMAE
YO 2RI T HOICLEREDEBXLIBAEND 5,

TRV AT AN G L > TNBERERRFFTF 2 —T7 2 AL TV D HEEZRE, %
TREZNZN 1LATICEHT 22 L, RET 2 —TIEEOH DR HY . ZOEZITL -
THNBENERR D56, RFETF 22— 7 O Z S IZHOITIZENENDIFHREANT1T5 2 &,
BEEORFETF 2 — T OFHIEIC OV T, K23 2852 &,

KEFHFHVAT LTIE, YTUIELRWIIRFFESN, [7L—T 0 Ehd (OF
D, T—HANRAEIR D), RETE, FINCATINUE L2 DT —ZIZHONWTHB LT
[ARGH

FEAT DFNAT A BINT 256 1%, B B0 TAddRow) ((T480) Z%#RT 52 &,
BT THT LUV TR S, BIOBRD ATJRL B TR bt TASITE S, R TOA

39
Copyright(C) 2018 JETRO. All rights reserved.



NMM5ET L7256, [Saveand Exit] (FRfFL CTHKT) 2NBIRTE, F£72 Continuel (F¢4T)
ZER U CHEREIICBEI 5 2 N T 5, 20132779 (87 v a > H) OHEE
TH D,

X20-2Fv 78 (73 H) HELRE

A y / ( T Acidified/Low Acid ma FURLS HONE
JA \L G L AN\ l ) Canned Foods 4 » AF/LACK HONE
tep 01 1ep 02 103 ep 0 ep 05 1ep 06 ep 07 100 08
(=3}
Get Help (D

SECTION H = SCHEDULED PROCESS
3 Clear

| Col1 Col.2 Col.3 [ Col.4 [ Col.5 | Col.6 Cnl.7 [ Col.8 | Col.9
[ -0 s

[ Process | Hold Tube | Inside Diameter of | Hold Tube Section \ Initial fenvpuétue | Process Time | Fo Maximum Product
No. Section Hold Tube Section Length | (*only for heating with (at exlt of Fnal hold (F18/250) Flow Rate
control of flow rate tube section)
i | | before the heaber) il
| Number Number | Inches [ ~ Inches | a—|F ' enheit 7 Seconds 4—|Fahrenheit [ Minutes [ Gal/min
| H 1 2 .35 | 3. .8 | J [ 3 L.t 25 . 5 2 [ el
addRow |

<< Back > Save & Bat > Continue

<< Cancel & Start Agan

1. 31 TRES
B TLRICITENEND TRE SN & DH, ZUOITICES 1 2 AL, ROITIZITE S 2 %
AL, ZOBRBALE TRICE R 2 —oPoRIT TANT S - &, TRESTE T&E
B DFFTF 2 — 7 H5 OB AR < — D> T O 2 T,

2. % 2. REF =2—TED

R TF 2 —T WO BARRFR CEETHLHE, HFED 1 2 ANT52 8, RFfFFa—7
DBFFTNENGANC L > TRARD5GE, TTHICL, ATHIZE2 80 ) KOs, kT =
—T7 ORISR TENTNORNEZ, 1 OTOFSEHESLLTANTLZ L, ZOEHRD
TR TiEOBZ . LTICRT,

40
Copyright(C) 2018 JETRO. All rights reserved.



X 21 -H—DTHE, B—DfRHEFo2—7, B—0D Fofi

Col. 1 Col. 2 Col. 3 Col. 4 Col. 5 Col. 6 Col. 7 Col. 8 Col. 9
Process Hold Tube |Inside Hold Tube |Initial Process Temperature|Fo Maximum
No. Section Diameter |Section Temperature| Time (at exit of (F18/250) |Product
of Hold Length (*only for final hold Flow Rate
Tuhbe heating with tube section)
Section control of
flow rate
before the
heater)
Number |Number |Inches Inches :Fahrenheit |Seconds |-Fahrenheit |Minutes |Gal'min
00 500000 | [F 26 [s20 500 35.00
B 22 -H—DRFEF 2 —TBLOEH—D FofETHD 4 S>DOERIOTE
Col. 1 Col. 2 Col. 3 Col. 4 Col. 5 Col. 6 Col. 7 Col. 8 Col. 9
Process Hold Tube |Inside Hold Tube |Initial Process Temperature |Fo Maximum
No. Section Diameter |Section Temperature | Time (at exit of (F18/250) |Product
of Hold Length (Fonly for final hold Flow Rate
Tube heating with tube section)
Section comtrol of
flow rate
before the
heater)
Number Number Inches Inches sFahrenheit |Seconds :Fahrenheit |AMinutes Galimin
90 ___._ | 282.0 5.00 55.00
] 90 L .60 23830 5.00 40.00
] 00 — .00 2840 5.00 4500
¢ 90 — 568 285.0 5.00 50.00
X 23 -ER2EE/ BIOREF 22— COE—DTE
Col. 1 Col.2 Col. 3 Col. 4 Col. 5 Col. 6 Col. 7 Col. 8 Col. 9
Process Hold Tube |Inside Hold Tube |Initial Process Temperature |Fo Maximum
No. Section Diameter |Section Temperature |Time (at exit of (F18/250) |Product
of Hold Length (*only for final hold Flow Rate
Tube heating with tube section)
Section control of flow
rate before
the heater)
Number |Number Inches Inches cFahrenheit ]Seconds sFahrenheit |Minutes ]Gal/min
v
165.0

5 8. {RIEF o — T DONE
BB F 2 —T ONEEA L F TR T52 8, ZOEIL, B 1 K. /DEURLLT 3 #T

o
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ET D, HEN 1A o F 2 TRILZEE, MNURORNZE e 2 ANT 52 &, hffFa2—7
DG K> THRENRR 256 BESONEEX 23 DX O IZREHT 5 Z &,

4. ¥4 REF2—THHSORES
T 2 —TORIEA VFTRETHZ L. ZOKMEIT, K TEE AT, NURCLT
SHETET D, REFTF 2 — T OHGFTIC L > TRRBERDHE, REFTF 22— T OKEH D
FE&aX 23 DL HIZRHEETHZ &,

5. % 5. FIHNRE

AT w77 (7 ar E1bi) @ [Directheating] (HEENME) BLOAT 77 (&
7 v a v E.1bdiii) @ [Before the heater] (NZELH]) ZEIRL7ZHAICOIA, ZOF|EF
AT D2l REFTF 2—7 L0 HATO BT ORI ~DF A OIMEAD BRAAINE 51 C O W) H
REZ AT DL, T 2 — T O Lo THNRB R D56 el ONED
HEK 23 DX HICFHEHTHI L, MEAERTANTLIZ L, ZOFMHEIX, FARTHEL S
Hi. MIRLLT IMIETE T 5, £9 TRWEAIR. 74+ —20%5] 6 12H#TrZ &,

6. %6, TREFTZERMH

KT 2 —T Oy O TR Z, B, WO/ N TOREEHW AT E, &
DOFAEIL, TR CTEEL 3 M1, /MESLLT 34T £ TE T 5, FrEREAEERD OB, B
Ba AL, MURLLTIZIZ 0 2 3 AT 52 L, RFFTF 2 —7 ORI L > THENR
HIpD5E, BREETF 2 —7 OO TRENAZX 23D L 5 ICATTTDHZ &,
TREMEBEREOANFIILL TO LY TH D,
TREFTERAE A 150 7 0 DA, 15.000 & AT)

TAREATER A 15 B 25 DA, 15.250 & A )
THREFTERERIAN 143 16 BG4, 75.000 & AT

BE (B RBRRET 2 — 7o oHD ORE)

R 2 —7 OO OREZIERTANTDH I L, ZOMEIE, R TEE 3H, /MR
LIF 1 K35, (T o— 7 OHEANC L - CTNENER DA KRG T 2 — 7 ORI
SOHADIRETIERL . KEDHEFF 2 —T O —FH SO OHADEREDH %X 23
DEICANTHZ &,

N

8. %18. ZREME (Fo) (F18/250)

PRI A EB T 5 72 DI E RN OBRICHOWT, 2 A2 HERK 18 R L OUEHE
REZHER 250 & LT, 2008 (5AT9) ZANTH5ZL, Zh FolEL s, #k
BT 2—T7OBEINC L > TARBERR 256 BRFFT 2 — 7 OO FolEz A+ 5 2
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Lo REFTF 2 —T7 DOEH D FolED AN Db o126, e OHE%E &# L THiz 72
ITERAERR L. 201708 1 [CHAEAT L TVWA TRO TERES LFE U IREESZ AL,
ZDH 8IZETORFFF 2 —7 D FolEOGFZ AT HZ L, HlicONTIE, K23 %%
B2, Fofllico\WC, 00 (SATH) #ANTHZE, ZOHEIX, &KAT
B2 M, NBURLLT 247 &%,
Fo D AJIBNILLFD LB TH D,
¢ 6.00
« 6.35

9. 319. HAREMLITE

RFFTF 2 — 7 OHEH D TORKESREZ A0y TADNT D2 &, ZOFEMEIZ, K&K
TEHE 2 M1, NBRUT 2L T 5, RFFF2a—T DRI L > THRERRR DG, K
BOE Dy OR KRR GEZ X 23 DX HITATITHI L,

10. AINE T
2778 (/v arH) TITZEBNT556E, Bl EHOEMICHZ TAdd Row)
ATZBIN) RZ 2@ IR L WG 722500 Tkl THERZEBNT 52 L, 2TOID AT
MNFET L7z 6., [Continue) (§¢47) ZIR L CL B a—@EEICBEIL Ta A FE2 AT L,
i &R 2 IR 2,

11. R4, B4, W4, B

KU AT ATIRZNOIERIZ, FIST A7 b (B : gk fFE OMEREZ S AW, 7+
— AR OB, HERRAE OEES) BEL O FCE faakiEd (F : iiiks. M CRE)
FIFE - R (FofES) . B) ICESTHBMICATISND, BTV ATAICED I
HOEHRITEBINC T +— DA SN2, AT v 7 11 IFEAFy LT, LEa2—[
mO A NEBINRGEROE Y v a U REREIND, K261%, 2 A2 MO EIZHD
27 w711 (] RABIOBAAM) OBEEO—FITH 5,

0. VEa—RTFv/

LEa2—RX7 v 7Tk, TREPFECRIELEZETOERPERTE, ATy 1 72
L7 (8Zvar At G) TR Lo ER (BUEIOFR ORI 3 2 X
72 E) LIBITE S, EBEHOPM HIEIZOW TR, AEO®Z v a VILC 28152 L,
ETOHERIL L DOBEEIZNE Y EHR20 e, [(R=UT v 7% —] L [ XR=UFy*
— |, FREFTITUTEEOAEBIORNTOARY a0 — LR —%f> CTHEEOBE DT 5k
AR T Lo L, LEa— AT v XTI A bIC, BB L0 F 7 1 TR o mERE 1
BRT A LMW LE-FoMmolE sy Ay MIIGBNT A28 TX 3,
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P. X7y 79— k7 avl BNER (EE
T —DLDOREY7 v a TiE, BIMOXEEZRMTE D, 1 > ITEEOERE 28 A
T, WYRBRIR OB CEL EATTTH &

1. A MNEBEBNRMAT7 74N

BB L O E 7 TFE TR EER BRI 5 SRl LB E R E AT H L,
AR MIMEETH L0, EHEORGIIR, FELHA, EFEHIC O W THlET 25813,
ALEOEZ v a U ILA ) THRRTHD LI 20N OhDRIIZEB W TIE=a A > ks
WBZR D Z DD, Ay MROFEAIZ 4,000 LFLNTH 5,

BEOERD o 8 (B - ALY SOoU10 0 By b B0 E) 0, HEOFELIK,
MDA DTN R ERO/ G 2 —DD 7 4 — A TRET A, KRS OFEIC L -
TEMRERIR R D LR DD, TOGE, B E T IIFREBRO R & R H D 230> 2 INEGER
FTOTRARGE L, 2 Ay MiEME - T EOFREBAR OB i & REHI A5 D D H> %
L L2 T UE e a0,

BHMER AR L OV F LG TR O EER - IZBRT 2 &plr L5 a. 0%
WEa A MRICADNB L/ FEEREZZOEEL 1 2D WITHEEIRMTT 52
& (FBHOMMIITEZOWTE, AFEOE7 v a VILCEZEBRTLHT L),

24, X 25, K26, X273 L0 28 1%, EBEHOEEKEZRT—FITH D,

T, Ve a—liE EORT v T (87 v ay) OFSEICH D [Edit) FRET D)
RE LV EBRIRT D Z LT, LATOATEEIZ R > CTEWRARETE 5,

TEHROMER, MAEEB IO/ EZa A boBIRNET LEL, (1) Hifdxvy ot
NT D, (2 REFLTRIZ b 74021247 <, (3) FDAICHFEHEZRET 5, OnTh
HLAMRETH D,
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X24-VEa—HEHE (B3 A)

( Acidified/Low Acid » FURLS MONE
A F IJA F Canned Foods 4 m AF /LACF HONE

Gt Help (D
PROCES S FILING FORM FOR LOW-ACID FOOD 8§ PROCER SE ME (FDA 26410)
DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration
Food Process Flling for Low-Ackd Aseptic Systems (Form FDA 2541g)
Note: Thare are separate pracess fling farms far each of the foowing: Food Process Filing Tor Low-Ackd Retorted Mathad (Form FDA 2541d): Food Pracess Flling for
Acdifiad Mathod {Form FDA 25312): Foad Frocess Fling for Water Activity / Formutation Cantrol Mathod (Form FDA 25411); and Food Procass Filing for Low-Acsd Aseptic
Systems {Form FDA 25319)
USE FDAINSTRUCTIONS ENTITLED
Food Canning Establishment (FCE)
Number
Submission Identifier (SID) )
PRODUCT INFORMATION v
Note: Section A.1 (Food oup)
1. Food . If there is no single best Food Product Group that applies, seiect Other.
Sa’.\jaoc 'r‘n,na‘qgm nchuding infsm formuta) v|
2. Enter Product Name (=.g., Chesse Sauce (with Jaispand Pleces), Fudding (Vaniia or Strawberry), 22,
3. What is the form of the product?
[t e, 2 Bquic o saiics)
[ Liquia with Sokds(e.q., diced, chunis, pieces, etc.)
4. What is the packing madium?
| grine ! syrup
[U] Cream/Sauce/Gravy L] Water
[ on ) oner
|| Low-acid (21 CFR 108.35 and 21 CFR Part 113)
CONTAINER TYPE EorT

Note: If the product is not packaged in one of the container types identified below, select Other,

Select one:
1.  Aluminium/Tinplate/Steel Can
2. U Flexible Pouch

2) What iz the zhap= of the
Attach a picture or schematics

File Name File Size (MB)
1 compartment type container _20140723144817955.jpg 0.0041
Total Size: 0.0041

3. Semi-Rigid
4. Other
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X26-Lta—HE (73 Db E)

CONTAINER MZE

Note: Section D.1 (di ions) is » volume is for iner size in lieu of

sterilizer does not depend on the container dimensions. Section D.3 (net weight) is

e | wigth  [7° | Height/Thickness

2. Volume: | 1 11"3::{3‘3_"

| =nterin cunces)

PRODUCT PROCE $3ING METHOD: THERMALLY PROCE $3ED U MNO ASEPTIC SY 3TEMS

1. Product Sterilization:
2. What is the finished equilibium pH of the product after processing? < |.[7 |

b. Haating Mathad

iii. Where is the product flow rate Adter the hamer A

€. What is the Manufacturer's name and the model number of the Product Sterilization System?

JASC M= 7]

d. What is the Process Source of the Product Sterlization Systam?

Attach Process Source document:

File Name File Size (MB)
1 source 2014072314052 0.0215
Totsl Size: 0.0215

=. What iz the date of the Process Source of the Proguct Stariization System (mm/ad/yyyy)?
I |
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X27T-VEa—HEHE (BZ¥aryFibd Q)

PRODUCT CRITICAL FACTORS mr

Complete all product critical factor questions as by p ity to #ssure commercisl sterility,

1. Does the product contain particulates? Yes & No

2. Does the product contain any dry ingredi that ar= hy befor= p ing the product? Yes % No

3. Does the % total solids affect the heating of the product during processing? Yes & No
4. Is the finished equiiidtium pH of the product after processing (identified in Section £) cntical to the process? Yes @ No

5. What is the flow comection factor used duning the scheduled process? [‘35 Lamine| v|

PACKAGE ITERIUZATION BY STEM AND SUPPLEMENTAL INFORMATION

1. Sterilization System

a) What is the Manufacturer name and the model number of the starilization system used to sterlize the packaging of the product?
N |

D) What i the Process Source of the Package Starlization Systam?

c) What is the date of the Process Source of the Package Sterilization System {mm/dd/yyyy)? [

d) Sup Submissk ifier (SUP SID):

Attach Supplemental Information:

File Name File Size (MB)
1 Sup SID Criticsl Factors_20140723142208274 xis 0.0303
Total Size: 0.0303
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X 28-LEa—HE (BZ7varHrb1)

SCHEDULED PROCESS

| Coli | Corz | Col.3 | Col.4 | Col.5 | Col.6 | Col.7 | Col.8 | Col.9

Process | Hold Tube | Inside Dismeter of Hold Tube Section | Initisl Tempersture | Process Time |  Tempersture Fo | Maximum
No. Section Hold Tube Section Length ( only for heasting with | (&t exit of final hold (F18/250) Product Flow
‘ control of flow rate | tube section) Rate
— — befcretheheltﬁ’) ne—— e : 4 -
[ Number | Number | Inches [ Inches | &— i I econc | &—iFshrenheit | [ Gal/min

5 o e R 3 [ o

SECTION | ADDITIONAL INFORMATION

1f you consider any aaaiional information partinant ta mmo‘t'zummsﬁcm\wws) eme'm in ax ang/or containing the
addmional information. Fie size is imitad to SOMS. Auem»\e e types are: 19g, 0oc, GOCX, DR, XI5, XisX, DO,

Attacn docu

Athchman( Type File Name File Size (MB)
1 Other Description of cont: 1723150127279.8oc 4.874 Remove
Totu S z€: 4.874
Note: You may enter up to 4000 in the field. If your exceeds 4000 characters, you can upload & file with your comment.
Comments ; A

(Maximum characters: 4000)
You have 4000 characters left.

Full Name :

Establishment Name : Ta=t Company
State or Province ; Maryland
Country(other than U.S.) ; UNITED STATES
Date : 07/23/2014
Telephone No : 3011212121

U E 2 —EE CONMROMER., e, I Y2EE2 A0 hoBNAEEK D72
b, AFICHETeZ LR TE D,

*  [Cancel and Start Again] (BH L TRAINHRVEL) Z3IRL T, RIFETH
I —ERVET,

* [Saveand Exit] ((RIFELTHT) ZFIRL, HiE 7+ — L% FDAITEEETITT
FEETANVFTIRGFT Do TEHEETZHNVENORFET 7 A NV EAF LTz —H—,
BLWECP &2 W I (2o —F—ZENOWTIEBE I 2 OfF5a S
) & L THRZ X DN AMICHERBRIREBEOEEIZT D, FTEHEET7+LVFHND
HEE 7 7 AL, FDAIZRD Z &3 T&E T, 72, ECP X FCE Ofeil{REEA LIS}
DA—P—H 5 Z LT TE2R0,

o SERLTCHEE 7 +—L% FDA IZiRHHT %,

P. HEAYE—Y

[Submit| (#8179 2) Z8IRTH L RVATANOHRENZET LI L Z2BXDHA Y
—UNRFRREND, K29 1%, FFED FCE IZOWTHBEEN B SN Z L 2MbED
Ay E—VEEO—HFITH D, ZOA yE—EEICE, fBHLZREEICE Y Ton:
SID ZAHFEE N D,
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X 29 -TRHFENTT LBED X v —VRREE

I ( : Acidified/Low Acid 7 5 FURLS HONE
AF A F Canned Foods ‘ @ m » AF/LACF HOME

Get Help (2)

Process filing form for the FCE number 21040 has been successfully submitted to FDA for review.
Submission Identifier (SID): 20140714003

<< Back to Folder Menu ] << Back to Main Menu ] >> View and Print Process Filing ]

T FE@®IRTE 5,

© THANFA=a—|ZREY, FCE TREHHETZ A VI DAAL L A=a—IlRD,

s AU A=a2—ITRY., AF/LACF DA A v A =a—I|ZR %,

o R LHEZELRT L THRT S, I L TREPFHFEEIIFRTEZICHB T %,

ITI. FDA~DOBWEb®E, ¥R — Mo T

WG DLERIZILUTO LB TH D,

s W A—/N7 FL R :LACF@fda.hhs.gov;

R 5 1 240-402-2411
B 50 5
Food and Drug Administration LACF Registration Coordinator (HFS-303)
Center for Food Safety and Applied Nutrition5100 Paint Branch Parkway
College Park, Maryland 20740-3835

IV. 2E3HER

1 EESERINT A 2 A 0 74— FDA 2541 (£ EK) 35 & OV FDA 2541d,
FDA 2541e, FDA2541f, FDA2541g (fab#E &M LIEREFFE) © FDA ~O&E G
I CoRGEDOIRY (Guidance for Industry: Submitting Form FDA2541 (Food
Canning Establishment Registration) and Forms FDA 2541d, FDA 2541e, FDA 2541f,
and FDA 2541g (Food Process Filing Forms) to FDA in Electronic or Paper Format)
WDOYA MZTT 77 A[HE
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mailto:LACF@fda.hhs.gov

http://lwww.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInform
ation/ucm309376.htm

.AF LACF (2f89 2 EF 2 AT LD J7 (How to Use AF/LACF Electronic System)
DY A NZTT 7' AHHE
http://www.fda.gov/downloads/Food/GuidanceRegulation/FoodFacilityRegistration/Ac
idified LACFRegistration/UCM417291.pdf

Bk LOEZ SO EE TS X O EORE OMAEY FRIRGECE T 5204 B
4 > (Guidelines for Microbiological Validation of the Sterilization of Aseptic Filling
Machines and Packages, including Containers and Closures.)
WOYA NI TT 77 AHHE

http://www.iftps.org/protocols.html

CBERFRITET D A — FVIED b RERKRTL A~ DO LR

WDYA MZTT 72 AHHE
http://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/AcidifiedLAC
FRegistration/ucm125836.htm

R FFEEOEH - EoEAS| (Supplemental Submission Information Table Format
Example.)

WD A M TT 77 AHAHE
http://www.fda.gov/downloads/Food/GuidanceRegulation/FoodFacilityRegistration/Ac
idifiedLACFRegistration/UCM417293.pdf

. LACF/AF (289 2% FHiififEd

WOYA MZTT 77 AW[HE
http://www.fda.gov/downloads/Food/GuidanceRegulation/FoodFacilityRegistration/Ac
idifiedLACFRegistration/UCM417292.pdf
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http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm309376.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm309376.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm309376.htm
http://www.fda.gov/downloads/Food/GuidanceRegulation/FoodFacilityRegistration/AcidifiedLACFRegistration/UCM417291.pdf
http://www.fda.gov/downloads/Food/GuidanceRegulation/FoodFacilityRegistration/AcidifiedLACFRegistration/UCM417291.pdf
http://www.fda.gov/downloads/Food/GuidanceRegulation/FoodFacilityRegistration/AcidifiedLACFRegistration/UCM417291.pdf
http://www.iftps.org/protocols.html
http://www.iftps.org/protocols.html
http://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/AcidifiedLACFRegistration/ucm125836.htm
http://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/AcidifiedLACFRegistration/ucm125836.htm
http://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/AcidifiedLACFRegistration/ucm125836.htm
http://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/AcidifiedLACFRegistration/ucm125836.htm
http://www.fda.gov/downloads/Food/GuidanceRegulation/FoodFacilityRegistration/AcidifiedLACFRegistration/UCM417293.pdf
http://www.fda.gov/downloads/Food/GuidanceRegulation/FoodFacilityRegistration/AcidifiedLACFRegistration/UCM417293.pdf
http://www.fda.gov/downloads/Food/GuidanceRegulation/FoodFacilityRegistration/AcidifiedLACFRegistration/UCM417293.pdf
http://www.fda.gov/downloads/Food/GuidanceRegulation/FoodFacilityRegistration/Acid
http://www.fda.gov/downloads/Food/GuidanceRegulation/FoodFacilityRegistration/Acid
http://www.fda.gov/downloads/Food/GuidanceRegulation/FoodFacilityRegistration/AcidifiedLACFRegistration/UCM417292.pdf

V. fHe&
A, BRBROBELER

Double seam

X 30— —_EEMETTHERED 2 ¥ —X 7V =y ARIKE

Double seam

X 81— BEIEHFED 2P —RAT /LI = ARIRSE
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Side seam

Double seam

CEEEEPEY TR E RS

X 32— —EEMLEYA F—A2RNbAABGHRD 3 v — R MgRIAE

Double seam

X 33— —EHEBEMOHDMRBBD 2 ©°— A FSKHALR
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X 34-T7 VXTI NNTF

354 T A8
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| Heatseal

B 36 —t — b I —/L A& R - A AR

37 Mtk - R A&
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Double seam

38 -7 VX = U ARD T EERAT & RIS

39 —MNBYESRE o — AT & HEME - HEES
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Heat seal

XK 40 —t — b Ir— Lff & R

B. AZHOERE
BawOPENEL, BT HGROIMENLIE LR TER B0, BeaDFEM & LD
B2 ETAEZHOWT, LTSS HRT 5,

1. HfEEZORE

BRI ARD ZEEMOIMUNSRET D, 6 S IE FAERE OS2 & RO D Je i £
TERET D, 2 E—AGOEEIT, ZEERO S D SO O B b33\ e £ 4 JIE
T2, A7 AMELITHR AR OARBRERCOV T, L TEBORBIEORKE WS %
WES 5,

BEE SE TV D ERIERSROBE. 7T 0 Py — IR EO~HEE LTIHE L2V,
N DEEPEMZEE L TWAFIRE D E L&D D7 7 P ORNENLDHRRNET L,

MERMEZRET D%, EEXES (Bl :2 £ 160D 11 A > Fx4 A »F ORBOHE
% 10211x0400])) ZFCAT 5,

Measurement Conversions

B 41 -AfEAEHRORE
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Frok 7RO MR a 2 HET 2 BR13, BT BEHROR bIRORE WES 2 IET 5,

B4 42 EBRTEAR D F R 2525 DRIE

2. HBHAEZOBIE
HERR 72 TR D #5125 4

X 43 —tEMAZOHEIE

Measure can from edge'to edb_e"(out'side)

44 -FHRONE» OINFE TERHIE

3. BHFRES. BFF ML —, BRAEBROHIE
EhHRAEwmEKR (ML —%28T) (oW TIE, S (RE-HE) XiE QFRHIZEWHE)
XS AT D, Bz, BEESRN4L1650D5 4 F BN 3E16H0D 1A T, &
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IR 16530 14 A U F ORZGEOAETE 10405%x0301x0014) & FAT 5,
EHEOHIZONTIE, —EHEEMOIMUNLES LEEZHET 5, BasOm I ZH{ET S
Bix, “EARROLE D IEOR bW E TERIET 5,
FEHRONRTFIZoONTIL, EEBIOWEIZY —20NBENLHIET 5, mSIE, & H/E
HD & HEHFOREEWET S,

B O R EERIOWTIL, BE, H, SE & bAEIRDOIENHLHET 2D,

4. RIERHORE

X 45 -R HF Rz DOHEIE

5. BF ML —DHIE

X 46 R 5 + L—DHIlE

6. BWEIAZOHE

+|

47 -BRRHZORE
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C. 7#+—A,FDA 2541giiRfIT 2R HHEE
1. &NEHER (FCE) &5
ZOFADOE 7 g IIBLICE#FH L7 FCE B 543t AT 5HZ &,

2. FMEBBIES (SUPSID)

FERFNBL Y AT MZIT, K 3 DDERD VAT AREDS, Thbb, JEEEHY AT
A EBOBEY —CH L IV AT A, Ny —VREV AT ATH D, 74— FDA
2541g \ZWMHT % 74— FDA 2541g O HEEE) (THEPEEE) X, PifE o
B IOy —VDORBES AT JMIOWNWTOEEMIEREB L, EEy— & 7 &
L TWAGEITIZENIZ OV T OB R T 22 L2 HE LTV D,

B R WL, [SUPSIP) (Ml 2iknl&5) &I 208 OfBIE5IC L vikilsh
%, SUPSID %, & 5 liaskiZB7 24l HihE 2L EIUCEI0 HTohiv/ofii & BEE L
FHTHD, SUPSID OEIMIZHYTITH, SUPSID 1T, Xy —Y v AT LB D4
EOUHEHEEZFBINT D HOT, AXLEOEZ 23 ILB1BLOILB2 |(ZE#H L= FCE
T B LOHGERNE 5 2 A DR CGE L LRI EN S,

AT IEL, LT EAGOET DO TRITIUIR B 720,

o (D) WRWHEELZEMLZAZFET S AM (B4, A, B)

QB LIMAEE T AT LB LORR D NNy r—VEE > AT LB LT, R BIC/ER
ST O L WG S 2 X7 2 e 7, #ifeds 7o 1% 001 22 H AR E Y 002,003 &
6] BIZAERR S 7o 2T O R B EANEME 72 < FFE T & DA Tl T, &5 5
HY AT LB Oy r—VIE S AT ML, ENENRR DTS5 IND,

SUP SID (ffii#n&B) (2id, LAFORXAEHHT D Z &,
YYYY-MM-DD-SSS
DFEY
IYYYY) (3EF4=9 (B 0 2013 45, 2014 4)
MM | 13 H Z773 (5 : 02-2 A, 10-10 H)
DDJ X HZRT (il : 022 H, 19—19 H, 30—30 H)
[SSS] 1IfH5 Sk 52 ~3 (] : 001, 002, 003)
SUP SID OFNIILLFD LI Th 2,
2013-02-22-001: 2013 4F 2 A 22 HIZ/ER 728 1 Offi e
2013-02-22-002: 2013 4F 2 A 22 HIZVERK S 728 2 DOffi
2013-02-22-003: 2013 4= 2 A 22 HIZ/ERR S 725 3 O

iy

ol

B & &
Tu Tl

i T
O I T

FDA 2541g IZE® LA R TH CHRGEFE S AT LB LNy r—VRE S AT
LEMHERALTEY, FLES U TCETHR UEE Y — U2 7 2L T 2854, Bk
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D7 #— 2 FDA 2541g (Z%f L TONE DD HEEED A Z U iE kv,

3. FEHFEHICET IBEDHA

R HFEEPOB®RIT, FTEERRY RICE L DD L E2HLET 5, RIEKICH T T,
AV a—HADAT Ly Ry—bERF V=7 0070l T AEFERT500MERTH A
Ve ATy RU— F&MEH LIERIEROH & LTL, AXLEOSE WM 5 22T 52
&5,

Ry lr =B AT DOMEHE FTITRIEE R, 20y F—IVRET AT LT
% THRECPET 5 2 Y PEMER OFRA &2 LIRTIC FDA ICHH L7 2 E RS2 WA, e HiEE L
EBICTARICET 2 Y MEMGE A A2 L2 i Ze v, TRRICET 2 2 4 M fesd
BT, Ny T —=URREY AT AMIET D Ny 7 — U B L OEFERBIEER (F v
LU AT 4) IZOWTOREMARRIR Z BV IAE RIT TR b7, £lo, =T &
7 AL TWAEEICIE, TRICET 22 Y MR OREIC T —T % v 7 OISR O
TR A VIAE T UE R B, EE Sy — DR E Y AT A ORGEEIZIL. Institute for
Thermal Processing Specialist (ITPS) 23E®H 5 HF{E%E, —BINZFIHAIRERBIE B L O
FEIZPED Z L 2R 5 (BB 3), TRICET 2 2 Y MEMR O A IR AT E#R
I, A— MUWEE AL 2 WV IBEICIZERZ A WD Z &, #iicie "y r— VR
AT BZOWTIE FDA 1B W T LRRIZ BT 2 2 SRR A DUV TIRFT 24T o 7o 12, B
WREEN S DT FDA X0 #% HiERET 5,

T/, EEOMEE, TROERE X O TEROMERSE A, BETHAE S AT LD
BB L ORBAEOHMFIZ FDA E A2/ %2175 2 & bHERT 5 (AXEOE 7 v 2 » TIITFDA
~OMWEDE, TAR—h 228 T5HZ L),

THEICBIT 2 Z U EMER OREIC SOV TIEA — MWEOBN. THRET 2 Z LR TE 5,
MEAE S A7 LOEER I U XL FICFEEHET 2l S A L iz o 72
Vo A= MUENDRBMA~OEHIZET 52 F5l1 & & LT, B 4 ITEHBER~D Y
I NS TNWDDO TR 52 L,

4, EHEHREI AT LAOHERT

R RFEEICIT, BEEE D AT ACBE#ET HHEER FIZOWTORERERVIAE 2T
R B2, T b b, MRS AT A, EEY—V 807 VAT MEHALT
WA EITIIYEZE VAT A, BLORy r—VREV AT JMZONWTO, BEERTOFEHRT

5 BELHER 5 OEHRITKRD 3 >OA TV ICELDLNA TS, 1) FCE %58 L SUP
SID &%, 2) HERIZOWTOER, 3 BAICHT LW, 2 2BHOITIY (f: &E
ERFIZHOWTOREH) Tk, MABERE, AR Y 7B LOREREEEOZNE
AU DWW TIE R BRI STV D, FREA R EE (TR 215 HI3. PaERIE B M DR
D128 DALEE & Pa R EE M DOHERF O 72 DA DOFE#E I 0 TV D, ZDOSRRIL, 14
ICBE 720, 2O L) REXCHEREZ F LD DIHLEITR,

60
Copyright(C) 2018 JETRO. All rights reserved.



b5 (T, "HEOBERERFIZHONWTOEFEREFLHT D 7 4+ — 2L FDA2541g D&V 25
VFEEERRDZLOHDZEITHET DI L) KEEFHALE 21 CFR113.3() Tk, HE
K &01% Th o 25, R, B, i, E2320MmD 7 A —2Th-T, ZT
B ALY TR E IR ENEREE ORI ET S b0 2EWRT S, — bk 113
IZRWTIE, EEEMERFE R OM LA XM REHEOER R T 5 HIETITbh s Z
ERRDOLNTND, MEHEEIL, AT 2EERE S AT ACELTTrERAY —R(C
L VBRI TV D EENEENEOERE L OHERHC LB 2 CTOEER 1, HIHE®E
7IXZ OMOEREFFET DB O TRIFIULR G720,

BULEE L AT A, MEHP - X 7 BX Oy r—VREH AT MR LTS T
HEERFOFE LT, LFOY A MEERLE (2720, 20U A MIEFENRLOEE
T % &V BERTTERISNT S DO TIERVWOT, BEET 28GR E S 2T &, EEF—
BT ETFINR T —URE VAT AR, INNLOEERFOETEELEIFRS 2L,
ELICEOMOEERN T E2EALTHDEELH D),

o BTHELA

. IRE

o WRM (B« BRERIF]. W AT

o JEJ (B ZERE, REHAKOMKSET))

o BB DR
o RHEB{AOFE (F: BIEORE)

o BEBLAONIFRERE (B R, IR, T, B A R)

o HXHERE (B #E )

o KHEES

 [&i&E (elevation)

o RWHADORE (B ALFWE OFREE £ 7213 EEE OBRZE)

o Ny —VDRATFITAT T (HED)

s ABERIRBEOXRM

o HEHRRRIEE R KOS R E

o HEBIUEE ORE

o A~y RAR—2E (TLEOMWML E 7325 E O A

o FHROIERF Bl SVTT I Fax—F— Ko7 BEEOEHELOX A I )
* ROVEE~DBAT

o [FRFSATICE 220 (B BULRREE O H L B > — > O O [FINFEAT)

o WE, BRIk K OVKEE

I

RBBRE S AT b, BES—DF 7 F3 Ny = URE S AT LED R ERE R M
EIERDOMEFFT D LM S D NS HEHEEHNF 20 ET D2 LITMA, BESh
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7oA EER - OHE % R 9 5 72 DIZ 0B e 2T O AL L2 i 72 5720,

o [BE - HEMEARER LS IR O OORAMEEHE TS Z &,

o PRIVE - FEER I LT, HRKELITHRDAOWTNOORMEEZ LT 2 2 &,
FRIUEIL, £ OFIPHNIZINE 6220 > 1o HE IS, WO RMERED LW E I TE 5
L ofEicREE NS,

o iliEFHERE (P&ID) ¥ 7 — ZOEKROEFEHFE, B XK EER T ORI fE D
NAMEDT NNFEZBLONE TOERFEEZRATLT L2 Bl ~v=aT7 v, Fur
T ARl B a—% (PLC) BLO/ Flidvsr—r a1 0lE (T1), =
r—a v 7TOEN (PT),

o MHEAE - FEERERICEAL T, £=4 Y U7 OBRICIRMEOHFIZINE > T
WERICED Z iR > TWAFIEAZHL TS Z &,

oGSk — BER AR INTND Z &2 LECTRRET DDAV TV DRk ik%
i+ 528 Bl: A MY v 7 Fr— | (FIREERR) . BEHYFEOr 7 E72I13E T
FIRLER)

o HE - BERTAHEINTND Z &2 CETRERT 2HELZIGE T2 (1 : 15
SyfilbE, EfEE =4V U5,

v ar 4A BEOBREY AT L), 4B (EEHY— 7)) BLON4.C Xy r—
URE VAT L) TR, MO RHE T E BRAEFRIC W CERA T 5,

4A. BHORET AT A

REFL LB BE VAT AOMAEZ S EZWFHTHZ &, PR TEHERERNFBLO
2RV =RV INTEZOMOETOEER DT NEIUZ DN TERZ IR
5T &,

SHEIZOWTHEBAL TRl 72 #, 26 NICHERICBIT DIRELZRRTHI &, A— L
ED D B~ L O, BROREOHER~OEHICEET 5B ZEEHI OV TIE, &
BB AICY) I DRDHLEMELSRTHZ &,

4.A1. B BEA

AR AT LB LV, AT LNORFFTF 2 — 7 LIRERIZ 31T 2 i o Bfilin 4 Tl
BT AR M2 T 5 7o OICH WD RBEBHAZ R E T 5 2 & (- K, 8K, i
EAKRFEE), ZOHFROFERITEOHFNCONTIE, ALEDOK 48 B L OB E Tk 5 251
T2 L, BEMEMEEWE TH DGEA . TONEWEOBARIRE L 72 5 BEE2 AR T 5
Ze&,

4.A1.1. AR EIRE
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BB E VAT DB XLV, VAT DNORFFF 2 — 7 LRIZ 31T 2 /i oBfitmm 4TI
BWTRERNEEME A ZR T 22OV RIEREIREZHLT 2 2 &, IRELZHERT
AT L, ZOBMIT, R TEE M, MMURUT IHTETET D,

4.A.1.2. FHEFH
PAREMMEMEDO R Z LT D 72010, FEBEREZREEE S AT A28 U TGRS
57O B /R R O/ ME (AL : 4y) 2T 52 &,

4.A.1.3. KIEEE
KOBNTHEKRZHE SRV (ZDTDITRFFTF =2 — 7N TORFIRFMZ S T) 729
(2. BREE T AT LN ORFE D GITIC L E R KT EE2 T 2 2 L, RIEYEL, =i
Wy R A o F (psig) ZHNZE LT, IESIT L FETHRE T 52 L,

4.A.1.4. =DM
S HIMEOEER TN H L5551, [Other) (FDfh) ORICHEET A Z &, EEIC
DWTIRERZHN & L THRET2 2 &,

A. PRODUCT STERILIZATION SYSTEM:

Nurlr[|)ber Description of Critical Factor Th‘;::':::ld Mue“al;:)r’e Limit Com.'r':;P&ID Corrective Action Record Frequency
1 Sterilizing Medium - Steam Saturated
inimum Sterilizing Temperature 250 [°F1 min T Product Sterilizer has| Strip Chart | Continuous
|||||| Ti 30 [min] min PLC to be repeated Strip Chart | Continuous
Ai 59 [psig] min P21 Strip Chart | Continuous
4 Other (add additional critical factors and associated details as necessary)
Y © N 2 . . AILE o e - S =k =
X 48 —A T Ly Ri— b CHER L7c BB > 2 7 MBS DAl idnl# 5 (SUP SID)
D1

4B. EEY—TF 7
V=T 7%, RN Lo 2R R 2 BT, BE S 27 A o, RS
BV AT AOFROENPBEEDFE L=y FOFEEDEL Y HIZHDICKENT AT A
ICBWTHWONEEAND D, BEF—V X 7 2 LTV DA, hEHEs & B
—VH U ORAER AW T L2, UNIRTEHENFBION T ek Y =212k
HFL SN2 DOMOETOEER T DOENEIUC DWW TERETERT H T &,
SHEIZ DWW THEBAL THIE LR, 20 CICERICB T HIREZIERT H I &,

4.B.1.1. SRR R

B —T XV NBIO, =% 7 DRRICEB T 2 85 OBl 3 TIZB W T
ENREMEOREROT-OICANWD RIRBREREZHGT T 52 &, IRELZERTRATLZ
Lo TOEMEIL, RRTEK M., MR T LHTETET 2,
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4.B.1.2. FIEEFH
PAEMBEMEO R R T D200, FREEREZY -2 7 2B L THFERSES
72 OB 72 O/ IME - (AL« 43) 2T 52 &,

4.B.1.3. MEEEMEDHMEREOD 7= 6D O M i < T

BEBRKE LI, P—U X I PEESIN TS ERRT X THICREEY 7 NIZ
HERF LR ER B WIEDENOED Z L Th D, BEMEZHERFT D720 O EE BRI
J£%&, HEARY FEFEHA v F (psig) ZHALE LTHFET 5 2 &, MEEESTE 2 MR
DT DB A COBEBR - (F] : BEENRE, ME A1 7 4 V& ORI KO F 7o 138
Eik) bR THZ L,

4.B.1.4. =D
[Other] (ZDfth) OWICETOFOMOEERK 2T 52 &, IREIZHFEK 2 BN
ELTHRILETHZ L,

4.C. R lrr—VBEV AT A
TEZ /LRy T —VREH AT AORAE S EWH T 52 L, U TNIOrTHER T

X7 Y =LY PR SN OMORTOEER T DOZNEIUTONTIFHRE

g5 &,

o HEIZOWTHHEAMTHE LI2E®R, 2D NCHERICB T 2IREZIERT L2 L, HA
C12°5 C.b FTOHRER L, BB LUORBHELBTUREDHLIB IOy r—v
DPEENEEMEOEROT-DIHEH &b,

« HHC62H C8ETHOHERFIL, BB LUOAREZ B UREDMALIB IOy 7
— U OPAEREREMEOMERF D72 DI S D,

a. FIREHTHERE T &R 95 72 DIZ [ X415 A F

4.C.1 EMG2ER T 2K E 7 1 V¥

R 7 ¢ V2, EE AT DMIEMZER A TEAT 25610, BE AT MIEASND
BRI ERE RN EEIREIC 22 X D29 572012, Hbndb D TH D, 7 4V X DKHE
(S B RRR IR, R, IR L OO TOR 2T 5 2 &, ZEBIARBLFEY
BEThHIEA. TOFEWEORARRE & 72 2BEE T 2 2 &, BE 21T AMIZ OV
TIRRORHZHTLT 5 Z &,

4.C.2. BEHT v o _R— DTN
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B T v LN — D PARINED (GEE L TORMEZP<T20) BEMEOERICAT R TH S
LA Zid, BREORNCIEE T v o X — % BT 2 LT E 2 B 1R 36 1 ONREE] 4 B
T DL, MBAPMEFWE TH D56, DT WEORARIREE & 72 2 Bfi 4 i
THZ L,

4.C.3. EE T ¥ N\ — DR

FEHAERE DORNCHEE T v N\ — 2 R ERREICT 2 72O I B R 7 R
R, IR, EAROIFEREH, MR XRBRATES) 25452 &, BREREMLFYE T
b5 TOTFWEORMRE L 2 5BEEZHT T 5 2 &,

4.C4. Bis L RinEOK
PSR R RE OB, 2 A SR IS TR T D ANIC . Bdnds L OB SRE D W7 & i R HEE R
FRIC L2 hid e b7awy, RERIERIRBO B 28 RIS KT D1, T ORBELUOHE
Z PR IEEIRRIC T D o OIS LB BN - GRIFBLAR, R, /D BRI 72 13K
AUNY ST W) 2R D 2 &, BREBANMETFME TH L HE. T Oy
B ORAKIRE L2 5B Z AT 5 2 &, AROBRE LREIAGEDO TN LITRRLDHE,
BT o HERF L AGHEICHET L EER T 2000 THEET 5 2 &,

Ry

4.C.5. =D,
S HITMBOEER AN H LH5E 1L, [Other) (Ffh) ORICHIE TS Z &, BEIC
DOWTITHERAZBENE L THRETLHZ L,

b. FFRATIER L ZHEFF TS 72 DIZH 0 S BHEKF

4.C.6. HHF v o N— DO H
MFERREIC S DR 2 MERIED £ FHEFF T D720, BEF ¥ o X—HNTHWOND

HE A R SUBRIE UE DR A B A LR o N5 T (psig) Z B & LTHRLT S 2 &,
ZDNEHOTTRITIEDO BN DN T, AIGEDOM 49 BLUOBB M6 22T 5 2 L,

B. ASEPTIC SURGE TANK:

1D Desci hrestioli{ Unitof Limit Contiol/REID Corrective Action Record Frequency
Value | Measure Tag

Saturated

250 [°F] min T2 Surge tank must be | Strip Chart | Continuous
30 min; min PLC resterilized Strip Chart | Continuous
3 psig] min P2 Strip Chart | Continuous
factors and associated details as necessary)

X] 49 —A 7 L v Ki— N THERR L2 BEE T v o R — O E BT 2 Ml e ik & 5 (SUP
SID)
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S an

4.C.7. Bes b Ndns

BB L ORI E L EREIRE CHESF T2 72 OO B EE R (BEEBAR, B, R
R E TR R a o _Y /7 4V ARHESE) 2T 2 2 &, BREBARMETFME TH D
Bt TOCTFEORARIRE L 2 DA T2 2 &, RO E LIEPARED TN
LIZRRD5E, AT 2 HERF L AREICEAT 2 HER 72N 5 T THRT 5
zk,

4.C.8. =i,
S AT 520 EHER - A PEEM I EME DR O 72DV BTV B4 1L, [Other)
(ZFDfth) OB T A2 &, BEICOWTIRERZHEME L THET AT &,

MRHEFEZO—IL L TORKLEO—FTIC, MEROREZICHESNTWVHLED KA
BT T EICFHAT L Z L, ik OREFITRESINTWEEIL, MEHEEICE4 L,
HitZEA L2 T U7 6700,
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