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X C®HIZ

BAMAFRICBIT DREURDO Y A 71X, RN o7V 7T T R T H I ETIMA LN

67%@#%6 TR WAE R E A A S Y, MUK SN T LTI v

2k, T I TF = NOFRTER Ve Yy NORMEFETE, VAT ZRET 5729
DEEZHE LD ENTE D,

0

2D Web X—Z2DY— /LD BEIED | DiF, HREWMVREIZET 57V T T 0N
F =~ U AEFHITHZ L ThDH, EAMIZ, ZHITITRFEOBYED L)L ERF — o 2B
L. ##Eéﬂf:"f/?)/ﬁf?/@?fﬂ“/F@%%@KA%¢%5+ ST A ENEER
5o RESHT T OY TV o T 7T 0 RT A= O % BT UI=5E6 O B3 A e
LD,

BT, BEDONANY—FEEICH L TEE LWARERRE 0TI IERRT A —H|TTH
7ttt 22 Lk, 22—V =03 R ey 7V I 7T U ERFT A0 E ZHET
HIEHBLRY—ILOETH D,

RKEIC, AEE SN m Yy PRGN ESIND EWHIED T T, AY—/id, #ER
SNT'MWERT a7 7 ANV LT, FEDY TV T TF TR T embAELD Y X
7 DI Z GRS 5,

(EMofmt) A -y TV 7T DIFNC, 27 FAFERIE3 VT ADEESR— W
VNI T UNEZ NS,

Microbiological pling Plan Analysis Tool Micmbiolqgical sampling Plan Analysis Tool
(Beta Version 4.0) (Beta Version 4.0)
‘Home | Contamination Profes | Samgiing Plans | Reports | User Guide | Page Help | Logout WEMZNY T T T T Y — v

(Beta 73— 3 /4.0)

Tools to Estimate the Impact of Microbiological Sampling Plans

Home / Concentration Profiles/ Sampling Plans / Reports/ User Guide/ Page Help / Logout
o the folloing options. At least ane containation profe and one samping plan must be R AN VRS T T A LT VST T LR o A R e AL
T imr7ry b

Tools to Estimate the Impact of Microbiological Sampling Plans
WEMS > TV T T T DREEHEET DT DY —v

Please select from one of the following options. At least one contamination profile and one sampling
plan must be defined to run reports.

UTFDOAT v arhblo@RT 5, LAR— bEFETT 2103, e & bloniERk7m
T7ANENDDY T T T T U RIRET DHRERD D,

© FAO/ WHO 2007-2011 | Disclaimer

View Contamination Profiles / View Sampling Plans / Run Reports

RY—NVOFEFEI LR =R ME, F—2_X—=VO EEIZTRIZH H A 8= 7 D R
—a—OHHTE S, SHTIEFE OFHE 2 R E F 72 133 T & 5 [Sampling Plans]| DV > 7 %
HWLTIITTE D,
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WD TOHIE, LAFD3ODOTFNEIZHED Z &, AMEOHFRFHHIZZ O KXo A v b OREIZ
—EFRIREINTWDE, 22— —DFEMEE RETLVOHERNIBIORT XA DT
A AR T2, AL DOHIBN MRS 725,

MEEELHESL TV S,

AT oL 1 ERTa T s A IVDES

oA r35HE, a—HP—I[ViewEdit] R Z & L CBHFEORE Y0 7 v A VafkRET D
M, [New Profile]z 7 V v 7 L THI T 0 7 7 A VEERT D,

Contamination Profiles

BT a7 74V

Contamination Profiles . X X o
This page lists previously created contamination profiles. Please select a profile to

“This page st previously created contaminaton profles. lease seect a profle to view o edi,or create a new profe view or edit, or create a new profile. A minimum of one contamination profile is

& minimum of one contamination profle is needed to test a sampling plan and to un reports, needed to test a sampling plan and to run reports

bt il o ZOR=PICE, BRI S NI B YT B 7 7 A AR RR IS,
; FREFIMET DT 0T 7 A VERIRT 200, LT w77 A V&l

llame Within Lot Between Lot

I, YTV T T T mT AL, LR— FEFTT DI,
DI EB1ODHRT 0 T s A VINLETH D,
Existing Profiles ~ New Profiles

Distributon" Distrbuton'

Demo Lognomal Empirical
(60:1)

Logrormdl Logornal Logromal Vi
(60:08) (Mean:-1,50:08)

BT T 7 A NLAHTEFTEDHHE T HZENTES, a7 7 A4 LDl A RHBBMAL
Shbe, ERENTENRNTA—FZOMEL G T 0 7 7 A VOLEINEGFEO T2 7 7 A4 /LD Y
A PMIEEND,

Define Contamination Profile: Name and Description

Define Contamination Profile: Name and Description U707 7 A L OTEF: 4 il & BT
[Overview | [PTORIGNaMaN | Wihin Lot || Between Lot (optonal) | Overview Profile Name Within Lot Between Lot (optional)

WE 777y 04 2y b vy i (AT ay)

Current Profile: New Profile

Please enter a unique name for this contamination profile as well as description. BAEOTa 77 A/ LW T a7 7 AL

Please enter a unique name for this contamination profiles as well as description.
o ZOFERT 0T 7 A MO—EOLH L WAL ANT B,

Description: Profile Name: New Profile

TRZr AN LT R T 7 AL

Description

Wi

Current Profile: New Profile

Profile Name: New Profie

T T s ANMMER(EZ T T 0 7 7 A VO —ORNFREINTHRE) Shbd L, 2—— T
O, H—oy NNOAY— NREDRE L ER e v MEHOANYF— NREDOEEEOIXSSE %
CIRRUNG RN

N2 75390 R

2y MEOBRREE Y — FREOSAMIT e v MESMEERT S (X 1), I TiE, 1xE
AEDT >y N ORITPEE AT — R -0.8 logl0 cfu/g TH D (7 FNSA TA] TERIND
)o BCBIGHREDEm T Y h(2y MNSA [B) TRIND) OFEMTFELE AP — FREET2.2
log10 cfu/glZir\,
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Bicboy bonvy NNOAMAILR CEERZEZFDL, P — RREICL > TOAXKFI S
HZEERBETDHI &,

BIRTIE, vy S E Ty MR G 7 — /L T) IEH L 7e > T D28, FER
(ZIER CTH D BEIT R,

Frequency

B

Freq.

B

Mean

B2

Hazard concentration(log10 cfu/g)
AN — R EE (log10 cfu/g)

Frequency

B
2101234
Hazard concentraton log10cfufe]

3 -2 -1 0 1 2 3 4 5
Hazard concentration {log10 cfu/g)

M1, NP— FREOBEBRLLe Y MRS E v v FMESGA & DOBIR

"y FNSTR

2w FPASH LI, 7y NNORL AMEEF 1L RIE - REMEO) BI2B T A EEDIES
OXHFFET, L, Mooy b 2Ez250x, 20y "NOSEFIERKRA L FTD
BEDOEWNT?) EWHIERIZEZDHDTH D,

Roy 720 A= a—O0 A ORFBIIE, FBIER, B3 —, M =f, BLOI~
DAANRD D, WTFNNDRMERIRT D & EORMITHERANNEREN, 2—F—%F
%‘(\\% 50

TRCTORET, SHBEEBRA 7T — IV THESN TS, logl0A 7 — L RBEEINTNDTZD,
RIBE— A & R = A0, TN E NI — 00 & A0 LTS,

2y FATTPRIND PR EMEDSEORE ZHHITRO & 9127 5,
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@ B IEM A TIE., logld A4 — T, vy A ORED
MOBREREZ2EBEETDOILEND 5,

@Yy T, " —FREEOHHE. DF K KEEL
KN EEOD#EELZ 1logloA Xy — L THRTHLEND L,

OB AT, "Y—FREOCHHBEOEELLEL T 5,
oy NS AOHEE. ZASHITlogl0 A — ) TOFE — K
B LT HB ThLr A EIND I EICBET D Z &,

@/ .~ AT, loglOAKFX — LT, v FNO®EESA D
MR ZE2EBEET ODLEND 5,

i Within Lot Distribution: Uniform
Within Lot Distribution:  Unfom v oy RSARN: B —
ithi . Within Lot Parameter(s): Uniform Log Range
Within Lot Parameter(s): Uniform Log Range 1 Rango: 0.1 to 3 (s) g g
Range: 0. to 3 a .y T A—HWN: e J i

By RS, BRI TTREZARBUEM AR, FER ST (Bf) B ICH - T D AEMATRT O
e, AGR SR & AR O PG G BhiEREAR, BRORE LW T T
7 UREOREICBETH D, TNHDOEREEIZOWTE, ZOHA RO [TV v rrI
N7 G =<V AOGH] £ 7 v a v THLSEHIT 5,

vy Mg (X7 ay)
7y FEDAG E X, B D ey NEOBHEYREDRZZET (EXIZK), Zhix, ay FNO
NP — ROEYEYRE 2 58T D46, ZOEMEITRGLOR D0 v MNETEDORELEd 507
EWVWIOIEMIZEZDLDTHD, oy MEASADERITIA T a L THY, 2—F—NROFEFEONT
NNZEFD WG EICDOARMETH S,

@ 7 L TETDN R

@7 A MFELDAEGR - LI DO R

@R ST T ORE D AARH 7 PR

Q@KL INTET A NELE Y NOEIE,

@ ~EREEINT-TNToORr v FOEIE,

@7 ) D/ EM AR DEIS,

DA EFEIR T B AT T 3 F, sHREMI A, A, KA, B X OSRHERR
P THD, TRTCOREITNEERA 7 — L THRESN D, logl0Ar —/LREESN TV
e, HE B, S AR KOS, EnEnE—, Ak JORER
(E721F TER) ) EFRTIN D,
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2y MGMEZERT D% LRKIC, 2= =3 ey 77XV A= —2 @ L THET
DOMERIRNTE D, B, 2 — P —PNERITKERANT -2 RERIND,

Define Between Lot Distribution
=y MO O E
Between Lot Distribution Lognormal

AN KEHOEBLR

Define Between Lot Distribution

Between Lot Distribution Lognomal ¥ Parameters (Log Concentration);
28T A — S R -
Parameters (Log Concentration): LognomalMen 3 Lognormal Mean
Range: -4 to 4
Range: -4 to 4 ABIERLTE
FpH: -4 5 4
Lognormal SD
Lognormal $D 1 Range: 0.01 to 2
SEOEMSD (BEAEfR75)
Range: 0.0 to 2 filiPH: 0.01 726 2

Concentration values are on the log10 scale.
P HEE I Xlog 10 A & — b,

* Concencentration values are on the logyg scale,

TGATDE A T HEIRT DL, AF A THONRENR T A= ICHETH I FIE R ATE

Qo5
@ EIEM TIE, vy MEOEYAF— FRE L vy MEOFR A0 O R
ERFETDMEND D,

@) —Tid, vy MNEOR/NB L ORRNP— FREZRET 2LERDH D,
HrOEFENTNER R LDy FeRkbE v m y FOEREEZ LT,

@ B =M TIE, vy MNHDKR/, T— N, BEOBRKOFEE AP — FREZRET S
VEND D,

@ EGRBR AT, IR & BREEHERONTHIC L > TER SN D 2 —F—HE DR
MThoD, FHHITEN (BEERER=0) B X CRK (BHEER=1) OREHELZOL L
ICE-oTELRSND,

AT L2 YTV T TSI UDER

AW F Al (LT D) FIUEFIEESN—R (T S T DTT I EEIR
THZ L, BHFOT 7 U EFRRNETIIWMET D11, [View/Edit] 227 U > 732570, [NewPlan] 7 U »
I LTHHT 7 VBT 22 &, T 7 2B 25613, A -8 (P V 0 r7o0) 03
BER—Z (P TV T TT0) ZBRTDH L,
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) Sampling Plans
Sampling Plans YTV T T
This page lists previously created sampling plans. Please select a plan to view or edit, or create a new plan. A minimum of one
This age st previousl reated samplng plans, Please select a ln b view o e, o reate  new lan, sampling plan is needed to run areport. - o
A miimum o one sanping plan s needed to un 3 report SO MR LY ) 27 e s .

- ' b, BARETEIMET L7702 RIS D0, FHT 7 o 2ERSNZV, VR— FE2ETT I, Dl td

, 1DV T YT T TR RETH D,
Yo vl e et one cotemniain ol o unthe an analss ol andeprts You will also need at least one contamination profile to run the plan analysis tools and reports
Fiz, FHEIGHTY — L L LAR— M EFATT HICE, DR L BIODIERT a7 7 A VBRLBETH D,
Existing Plans New Plan
ot S [
BitingPans YewPln %ﬁ‘/ 7¥ FR7T
ame Type Summary

2 24T v —
Demo CB Plan CB
TECBZ 7 CB

Name ~ Type Summary

Demo CBPln (B Perentof o amplede30%, #Samplse10,

e bte
Method=Diret Coun, Andlhcl Sz, P, Percent of Lots Sampled = 30%, #Samples = 10, Method = Direct Count, Analytical Size = 1, Prob. Detect. = 95%, m = 1, M =500,
Dee 5%, a1, =00, Al Target Reject. = 95% . ) )
Corenrtons=, Targe e % YTV rENER Y FOEIB=30%, # T =10, k=424 L7 NI R ST A A=1, R =

95%., m=1, M=500, B ~EH = 95%

lew CBPan B thnd anctsSamn\ed‘ n‘ 5 \=sb et | Dekte View/Edit Delete
thod=Dret Count, Avdlhcl Sz, Pl = Wik
Dete=0.95%, me10, M50, Accepable iiw 21% 1 aijgs
Concentrations=1, Target Reect=95% -

[NewPlan] 27V v 7925 L. 20077047 ar (- BEIORER—R) 20T 5
NR=UNERIN, BREKRDOND,

Plan Type Presence/Absence
T AL T (BE)
Create Plan Cancel
77 MR HIER

Cancel

Plan Type: Presence/Absence || Create Plan

R L C[Create Plan]% 7 U » 7 9% & | [Plan Name]X— U [ &, V7V Ok, K.,
BLOREIIS L TOMEERT D=V RERIND, INLIEN—Y EFICH DR Z 9
BEEMATLIZ LB TE D,

Define Presence/Absence Sampling Plan - Name and Description Define Presence/Absence Sampling Plan — Name and

c — Description
Overview H Plan Name H Sample Size H Detection \ - quﬁ- YT T S DR AT B
Current Plan: New PA Plan Overview Plan Name Sample Size Detection Analysis

WE FIo4 VTt X R SO
Current Plan: New PA Plan
BIEDT T v HiBPAT T

Please enter a unigue name for this sampling plan as wel a5 description.

Pantane: | Please enter a unique name for this sampling plan as well as
PlanType: Presence/Absence description. ‘ ) . o

N OV TV T T T DO EDOLREHIHE AT
Description: %

N2 TS5 R

H o\ (BT D) T, B0V U T A NOEBE OO AN L AIERB B S D0 E D
MCE-oTERESND, ZDOX D RFHHETIX, %6&%%@Uﬁyfw&1%0%@&%%aﬂ%@%
YINVORNGER EOMEITR, EBLLHIC T N ersnb 2T ThD, F - BT
7/fm\ikhkab<i?mfwﬁ/7w é%#aimfm&wk%wéﬂé77)#~VH/
BEOFIHFTRE 7252 FIED H W B 727 A MOIZERP TRV & Hie S SHE I &5 mTae s
Kb b,

BESR—2T7Z T, lx OV 7V OfERITAEMOFEEIZEE L TR TRl #lEn=9 7
HOAYOHEEREICE L CHRMi b,
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IR i3 N ) NS b & N

DX T a rTERINTEY TN T T NFT A NERY TS H S EM ORI
DSNTWD, o7 i Ttk 720 T onT s CTHRENS, BEEHE SR
WD 7T U ERET DRI EORENEREEZZRT 5 Z L3 cidawn,

WAV

P TN T T OV TN EREA T D7D, RET AT —Y =R ST X
nEry FOFE, By NnbT A NSNIZ YT (n). BRRENTEY T X
(VI LEREm) . BEXOSHH > 70V X (7T LEREm) 2 ERTIHLERD D,

IV TV KX NI S Wi (BRI e XY IZEfR AR KL FEBRICT A
MENEREOEEEZIZETHD, RS AV 707 KOEIFHECEENT., 20
74—V RIZEAME AR T 2720720 ICEgEFn v,

Percent of Lots Sampled: 0.3 (=0 to 100%) Percentage of Lots Sampled: o
: FY s - 2| A

Number of Samples: 10| (1 to 100) Yo7y rsntn ¥ ]\@”JE"
Number of Samples:

Collected Sample Size: [ 10| (»=1 g or ml) ﬁ_:/7uﬂ/i§&:

Analytical Sample Size: 1|/ (0.01 to 50 g or ml) Collected Sample Size:
BRENY TP A X
Analytical Sample Size:

[[<<Previous |[ Next >> | BT [N

BB L Ue v MRZIFANEYE

2= =3, FROBNCEES 29> 7Y T T T DRT A= B RET 2ULENH D,
INEHDNRT A—=RNE, BHHER(ETL T X P T ET S0 0 Pt T XA
B, BEY > TNBDFFEE. BEOAFEREBFNEEND,

RHERT, RENHE —-OAEMEKRETOMRE L TERIN, BEOYV U TANREETHD
eRICEB A 2 5, ZOMEITERENTWDZ ENMLNTWDEERAE Y 7 LDE S L.
RS TNV OBET TN LHERITX 5,

Specify using: Probability of Detection ¥| (page will reload if changed) Specify using: Probability ofDeteiion (page will reload if changed)

y N Y TT Ay
Probability of Detection: 0.95| (>0 to 100%) IKEEHJ L THEES ?’: Fritifies

EEENDEN=YRYr—FEND)
Probability of Detection:

Acceptable Number of 3| (0 to one less than the # of samples [10])

Positive Samples: MR

Target Probability of 95| (>0 to <100%) Acceptable Number of Positive Samples: (0 to one less than the # of

Rejection:

T Z MREAT T EREPIRTHERT, FX AV TAnh e LTHESNEIERT
REBOWEMNIFLE LR TER B\, T X, 7D o N 5 > X A
LB HHEF~DIRIERATNCT DN TE D,
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R 2 A b TR TSN TVWA L HIC, 2D AST —H X HAAHIC
Lo TEEMITONTWA LEESINS,

Specify using: Test Sensitiity ¥/ (page wil reload if changed) Specify using: Test Sensitivity (page will reload if changed)
. WEMMA L TRET 2: 7 A MRE (EEENLEX—YR)rn—REhd)
Test Sensitivity: 094 (>0to1) Test Sensitivity:
. T A NERJE:
Count in Test 5 (log cfu, 0 to 6) Count in Test Sample:
Sample: FANFTADH YT b
Acceptable Number of Positive Samples:
Bt o TR O B
Target Probability of Rejection:
Acceptable Number of 3/ (0 to one less than the # of samples [10]) Ha;;e;<ér\0%d£:lty of Rejection
Positive Samples:
Target Probability of 95/ (>0 to <100%)
Rejection:

lc] TREND GBS > TNDFFEHE, FRSNDT A MFEAR Y OV TV TR
SNDMEY TN DRKETH %,

TEEOV TV T TT 0%, FFEDOr y MARGKKERE gy FNIX L D& T H ATEEMAY
Aff (DMLY IZBEfHF 2 2 &N T&E D, 2— P —DHEAREKEEZRET DS L, AV —LiX
FOBESNEREKBERLERD T Y PO logld A7 —/LONKJEENFETE 5, ZOEEIX
PDF L AR— h LRREESHTRE RO TR FTREZR A AN ] SO R LO TICR RIS, =
O DML #Bx HIREOT v MIBEXL D bEWERTAREKE SN D,

ZOX—=VDNext| R &7V v 735 &, 22— —(X[Analysis Tools]~— |2 E L, 7]
ENTWBY TV T T DB LERDBIEYRT 07 7 A N E1OLEERTE 5,

BERX—XY LY TS5

IDOF T a v TERINTY TV T TT 0, BT (LizRoTry b)) FoEYO
BEOHEEICESWT WD, BEN—ZAY TV T FT0F, 2759 AT T £330 5
AT T DONTINE LTERTE, 37 T7AT T U000, BINORERMENE L TND &
WOTERDR 5D, ZOBEMOBEIL, THEREXY XU o) & AR FRATERVIE
FE & X BT 5,

WAV

A T2 ERRRIS, 2= =3 F T rny FOEIG, YU BIORRSh Y7
YA RXEGTYI L TNV A XL ERT DUEND D,

B\ T EIIRTREI, BERX—ZY 7Y 7T, U VICIRET D AEM O & E

THEDIERAEIND TEEFE] & LT, 22—V —3EED U MEFTZIEMPNIED W )% 51
‘a—é%‘gzﬁ%éo

10
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BT U METIE, 2=V =130 TNV A R fET DL ERH D, ZhE, TA PSR TS HDT,
MO, EMBOREREL o T HEER L < (KIF - MEWMED) &BETH S,

Percentage of Lots Sampled:

Percent of Lots Sampled: 0 (>0 - 100) YTV rENT Y FOEIE:
Number of Samples:

Number of Samples: 10 (1-100) P aY &
Collected Sample Size:

Collected Sample Size: 10 (>=1gorml) BRENT=Y TN A R

Calculation method: Direct Counting

Calculation Method: Direct Counting ¥ FHRLT R R U v b
Analytical sample Size:
Analytical Sample Size: 1 (0.01-50 g or ml) SN v T YA R

Percent of Lots Sampled: kil (>0 - 100) Percentage of Lots Sampled:
FrTVrEnEry hOEIE:
Number of Samples: 10 (- 100) Number of Samples:
YT
Collected Sample Size: 1 (>=t gorml) Collected Sample Size: )
B ESNTY T A R
Calculation Method: MPN v Calcula@ion method: MPN
FH5LJ7 5 MPN
Number of Dilution Levels: | 3 (2-9) Number of Dilution Levels:
R~ L 0¥
Number of Trials per ] (2.10) Number of Trials per Dilution Level:
Diton Level: TR~V T= 0 OFRATIEE:
iution Level: Amount of Sample in the prest Dilution Level:
Amountof Sample i the f (0.01-10gorni) TSI S VDY T B
Lowest Dilution Level:

MPN iERBR S N6, A —id, hr 7 URgIEniay hOfEIK T 7 LAh7eb
FE ml H7ZVITHEET DEMO TR (b AlRetEDm W) | (MPN) 233572
DT, 10 EFREINOFERZEET 5, ZOHFIEIZMERNT A—ZL, T L~ DK,
TR LI e ) DFTTIER, 3 X O R L~nDh 78T %, MPNIETIL, IR
D7 a Tt T 5 X912, small-m & bigM DA VETH S,

BB L Ow v FRITANESE

FHRGIEL LT TEEN T b BDBRBRENTWDEG, 7 X MREE T X F I TADH 0 FISLETH D,
EFICOWTIR, TH/E 77 (Ed) 2238 +52 L4,

Specify using: Test Sensitvity ¥ (page will reload if changed) Specify using: Test Sensitivity (page will reload if changed)
WA L CRIET % ML
Test Sensitivity: 1 (0-1) (EHEShDE_—URY n—F&Eh?)

Test Sensitivity:

Count in Test Sample: 1| (log cfu, 0 to 6) 52 bR

Acceptable Number of Concentrations Within Limits (c): (0 to
one less than the # of samples <10>)

. TIERPY O FFAR IR ():(07> B > T D# L 1 1oh A<
Acceptable Number of 1/ (0~ one less than the # of samples [10]) 0>)

Concentrations Within Limits (c):

Concentration threshold for 10 (0.01- 1000 cfg/g or cfu/ml)
Marginal Acceptability (m):
Include Concentration Threshold
for Unacceptability (M):
Concentration Threshold for 500 (>m - 1000 cfg/g or cfu/ml)
Unacceptability (M):

Target Probability of 9% (>0 - <100)
Rejection:

Concentration threshold for Marginal Acceptability (m):
AP IR S L PR i (m):

Include Concentration Threshold for Unacceptability (M):
PR ATREIR LRI 2 5 0 D (M):

Concentration Threshold for Unacceptability (M):

AP R ATRER HE BRI fIE(M):

Target Probability of Rejection:

AEER AR,

11
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MPNEZ IR U725 B35, 2 ERFEDRLEE L 72D, Zhd, o7 Z2iER L T A X T
DEHD L, IEFICH T FEND ETHRENDIAEMDOEEEE D,

Specify using: Analytical Recovery Fraction ¥ | (page will reload if changed)
Analytical Recovery Fraction: 95| (>0 - 100) Specify using: Analytical Recovery Fraction (page will reload if changed)
WAL THET 2: OHTREINR (R ShD EX—Yn ) m—Fah
Acceptable Number of 1| (0 - one less than the # of samples [10]) ﬂf)) ) L L.
Concentrations Within Limits (c): Acceptable Number of Concentrations Within Limits (c): (0 to one less than the
Concentration threshold for 10, (0.01 - 1000 cfg/g or cfu/ml) # U,f Sampl?sﬂq<10?> .
Marginal Acceptability (m): RPN O FFAR B ER():(07> B ¥ > T D# L 1 150 721 <10>)
Include Concentration Threshold Concentration threshold for Marginal Acceptability (m):
for Unacceptability (M): FRAR PR AR A i (m):
Concentration Threshold for 500, (>m - 1000 cfg/g or cfu/ml) Includ§ Concentration Threshold for Unacceptability (M):
Unacceptability (M): HEARAREREREZED D (M):
Target Probability of 95/ (>0 - <100) Concentration Threshold for Unacceptability (M):
Rejection: L L L TN

BENR—ZY T T T T ANRERA I RT A =L, RIRIFFZIEIER. 7RI
BfE. FFEAA f ST & 500 5. B KON Al REIE RN 8 D

SRR D FIRIX BRI SE I (m) T 5, W ST OREEIR LN m A D6
TV T THFREEE A7 IND,

EMOHEEREN m ZB2 5V 7t A5 UTHFRAME LAk Enb, 1oDay RhHH
BMENDZDE DY T NVOFEBINLRIRZTFRES ()L 72D, ZHUI2T F AT T Thb,

/ m M Frequency

e M
Hazard Concentration (log10 cfu/g)
AP — R E (logl0 cfu/g)

Frequency

-3 -2 -1 0 1 2 3
Hazard concentration (log10 cfu/g)

X 2.3 AV FYV T FS5000BLhay MRS, HEERBED 21og10 cfu/g(DEY M1 %
BXD)DYV U IrEgirny MIELIZAREKRE IND

30 FAT T U aRTICR(X 2 2B W) 7787 A iEIRE R E 2 50 54 7> a v &3 iR L,
FEBS A] GEREIE B (M) % B33 2 MR H 5 (1000 cfu/gbl T, ZH L < X1 ml 720 OFRM
ERETDHIE), Zhud, YT VOHFRBRAD LRETHY . WIFh1 o087 R
MOHEERENM LV REWGE, 2y MRERM IV RENWELR I, Fd s 5
B, THBEZR] REEVIFRERERD) |
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SV AL, m & M OMOHERE 2RV TAORN () (BIRAZFERER %3
Z7RWRY . Fory MIFFRINDEVWHI ZETH D,

H BT TNAOWTHIRLIZX 9, o7V 77T uidny hREOFTGDOfERLE 1
v FIE L DX DWT, B ATRER AR A fir (DML) & BT Hivd, ARG HEF0N
FFESNTWAEA, KAY— U392 DMLEZ#HET 5, ZIUIREDREHREL L2 5
Ty hNOEHEETHY . 5N {EIZPDEL AR — B X OBE SRR & LT A
RERMAME) EWIH) RHLO FIZFRREND, 2O DMLE#EZ 5 logl0 B ZFfon
v MIBEELD L EWER TR E SNLD,

ZDON—TD[Next]h¥ %7 U w79 2% L [Analysis Tools| " —VIZBENT 5, —H—ILF
AESNTWDY TV T T T OG LR DIERT T T 7 AV E1DU FRIRTX 5,

2T w7 3 DM
BES a7 7 A VEER

TN TTTUNERITERSIND &, 22— P —ZLRNCER SN2 OB T a7 7 A L
BERIRL T, ZOV TV 77530 X7 Y7952, ZhUE, [Analysis Tools]X— D

[Analysis]| h % %27 U v 7 L=k, BHIOERT 07 7 A LVORRIZH H[Select] R &7 U v 7 L
THEATT D,

Define Concentration-based Sampling Plan — Analysis Tools
WER—RY TV T T T DEF - Y —

Overview Plan Name Sample Size Detection Analysis

WE 775 T X R

Current Plan: Demo B Plan

HIEDT 5 FEBS T

This page may be used to analyze the defined plan. Using a specific
contamination profile, users may view the plan’s performance
characteristics or perform sensitivity analysis on a plan parameter.
IDOR=VE, ERSNIZT T U EGITT DIz TE
B, BWEDHERT 07 7 A NVEMEM LT, 2—F—FT 70
NI F—v VAN EFIRLTIED, T8 A—Z DRE )y
PRFATTE 2,

Sampling Plan:

based Samping Plan - Analyss Tools
w52z | et | [RGB
in

RO EFTH ., 22— — TR DOAFESHD T HIBIN T X 5,
Q@7 7 L DNRT x—< AN BMEREEERE AT L DML-Paccept ~7" B ERT B DIE

HEns,
@B EAENRT DT T v Di%E 5 DPrejea T HBIDTDMLAEAEY T 7V v 775 k%
R 7-DIcERENS,
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DRAFT USER’S GUIDE: JEMRA SAMPLING TOOL

OWMEMAMICH T IR EBORAE - RESNREHENBEMARNICE
25V 7TV rorog®E (ML, VA7 KE) 2#E T 57
AR &b,

@ E o FEH: MFRICHTHMAEr O/NT X — X HO
HTledIlfEH D

&
N
A

B & AT

‘iﬂ

Define Concentration-based Sampling Plan — Analysis Tools

Define Concentration-based Sampling Plan - Analysis Tools WEER—2Y T T T T DER - Y —L
Overview | [ Plan Name | [ Sample Size | [ Detection Overview Plan Name Sample Size Detection Analysis

(R A N A I R L

Current Plan: Demo B Plan

This page may be used to analyze the defined plan. Using a specific contamination profile, users may view the HIEDT 7 FEBT T

plan's performance characteristics or perform sensitivity analysis on a plan parameter. This page may be used to analyze the defined plan. Using a specific
contamination profile, users may view the plan’s performance characteristics or

Current Plan: Demo CB Plan

Sampling Plan: perform sensitivity analysis on a plan parameter.

Percent of Lots Sampled=30%, #Samples=10, Method=Direct Count, Analytical Size=1, Prob. Detect.=95%, m=10, =500, ZOR=VE, INEENTT T oo T AT

Acceptable Concentrations=1, Target Reject.=95% B, BEEOERTO T 7 ANEER LT, 2T T DRT 4 —
o T .

Contam. Profile:  Demo VU AREEEFIR LT . ST 8T A—H ORESHNETTE B,

Sampling Plan:

YTV TTT

Percent of Lots Sampled = 30%, #Samples = 10, Method = Direct Count,
Analytical Size = 1, Prob. Detected = 95%, m = 10, M = 500, Acceptable
Concentration = 1, Target Reject = 95%

YTV rERze Y FOEIG =30%. #Samples =10, Jiik=

Change | Within Lot:Lognormal (SD:1), Between Lot:Empirical

Analyze Sampling Plan Design a Plan to Meet a
Performance et

Study Impact on Microbial
Analysis

Perform Sensitivity

INHEDIHEONWTNNEEIRT D L, #WUIRETLVEFITTETHH LN —UNEL, 20
#%. R — VTHRRAHET S, 2070 A TCITRERNES DB EENH D = L Ic8EL
THZ L, FOH%, ENFECR—JICETEND,

GA T a v ATV T TToDRT =< ARG 5
[Analyze Sampling Plan Performance] N7 %27V v 745 L ffanlewy MNOGMEY T
Vo7 770205 To AY—Va2ERT 5, OC Hiftix, £ (2> M) " — NREAL

FEEDORERBICEEMT 2720, S HIT, R FHIREICT 5 Preject & W2F 5728
2. FFHIC, TEDEIG TARERK & SN EHREOHEEZ ROTF57-DICHHTE %,

14
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Analyze Sampling Plan Performance

P TV LT T T DT G AT
Design a Plan to Meet a Target
BT D120 DT T v D%t
Study Impact on Microbial Load

PR AT S DO

Perform Sensitivity Analysis

TR HESYHT D F i

Operating Characteristic (OC):

B EFFEfBR (OC Hif)
Probability/Acceptance

MR/ AR

Microbial Load (Log of the Arithmetic Mean Concentration)

INHDEIX. 7T 7 0nbaiA A0, RISV TUV Dlook-upT — T AN B EGFT D0 (—
72—t Z A NVDOEE), ETITEE LA RER, A LITEE LW ATsE R MEY
AWM ONWTINNERE L T, ST DHEZARY — /WA T 52 LTS TE 5,

Desired Detectable (-0.058t0 2.3 Resulting Probability Desired Detectable Microbial Load:
o o . S LR AR IR 27
Microbial Load: |0913 cfu/g of Acceptance. Resulting Probability of Acceptance:

HRE LRI D ZEEH

or /ml) Desired Probability of Acceptance:
, HE LWVEAHT:
. o . Resulting Detectable Microbial Load:
Desired Probability 98 (1t099%)  Resulting Detectable 0.112 G L U C R L R EE A B
' i : . ) Compute
of Acceptance: Microbial Load: (logu) B

EiRRoFITIE, 22— —1X[98] & AL C[Compute] 7 U v 7 Lz, AY—E, FiRL LT
M FTRE 2R E AT & L C 0.112 logl0 cfu/g K L T\ 5, #E5T UL, H 5 REEE I
OV TV 777 DT Ty hoble &t 98% OEENVERGE, Thbonr
v N EROE IR 0.112 logl0 cfu/g LA FTH HHLEN D,

12, ZORGESEFDBIXK L LTr v 2D 0.2 logl0 cfu/g O FHIRE Z#E TX 53

if
Gy PR T Lo, 2oz AT DY 7Y 77T 0o FTTrllang
BRBROBIFNATREL 72D,
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DRAFT USER’S GUIDE: JEMRA SAMPLING TOOL

Desired Detectable 02/ (-0.058t02.3  Resulting Probability 97% Desired Detectable Microbial Load:
o LE LR TREZR A At
Microbial Load: loguy cfu/g or /ml) of Acceptance: Resulting Probability of Acceptance:

RER L L O b AR
Desired Probability of Acceptance:
S LV

Resulting Detectable Microbial Load:

Desired Probability of (1t0.99%) Resulting Detectable T & U ORI ATRE A A 0
T Compute
Acceptance: Microbial Load: 5

ZORNEEFIL, vy MREOYEE AT — FIREEN 0.2 logl0 cfu/g D6 97% DS 5MHESR T
2y ERZITANGND ETRIND I EE2FET D,

N2 TS5 R

Z D BRI ) 7T o DAERRICI - T logIO x/rwu@oar“@;@ﬁ%@zgfj
EOREEE LT, 7 X ;AT Y NOZEERERLTWD, ZORFEIZT A MEAE v MZ
DHEHINDTZO, T A MFEH T v FOEIGITZ OFRHRHI ’aiﬂ’(b\iﬁb\ LICHEET
L2l B (ETRIEREE) OMRERT V) o Flo> TODE R X, & OfesRIC B
T 5 TRRMFTRE 2w ant) (BITFESOxEE LTREND) EMEEND,

———— — e m e m e e e ] 100%

Frequency

Probability of Frequency
lot acceptance EEgG

BETWEEN-LOT
Hazard concentration
Lot B =35% ]\_F'E‘ﬁ"*f~ R
Probability of lot
acceptance

0%

-3 22 1 0 1 2 3
BETWEEN-LOT Hazard concentration (logio CFU/g)

X 3. 42DRRBZY TV T T 2RTAODORBRIOCHBNZ ZIZRERLTVWS, K
BHODFENODT »y MIMD3>DFT U L) HOoCHBATREND S VLI T TFF 0D
T CRBWEENPEL 2D

3 DOCHIFR TIX, FE AP — R 02 logl0 cfu/g D1 v b (7 v FA%E) 1X. FHIERFEINLT
loglO cfw/g (7 v FBE)DO I v XU 2B @RI ELS (Fo, FERRIZE) RoTnD, &
2. By FA X, OCHIERE B2 TREND 7T (K 5%) L0 bOCHfREE3 TEENL Y T
Vo 77T o DIFRZEMESR (K 60%) NEWZ EHFEFETH D,
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BE LRI FEEL AR BRTE B E LV REE

£ OC IR IZIN— FEBEICL>TERIND —EHORA L v E, VTV T 7Tk o
THREINABET A RMERTHERINTWVD, LRo T, 88 (1T RER) O&H
RITFFA 7 TR ATRE 2R e & ter ) ICBEAHT B TR Y, TOWLEETH D,

~< 100
Frequency
/]- \ K
Frequency \ Probability OC curve
oc \ ~* OC it

A Probability of lot
E\ acceptance
A 2y bR
N\ 50% e
AN Target |

1

I

k b} 2
Detectahle

X4, 22—V —ik, BELVZEFEEEZR/RETIZLEHLTEDS, KAY—NViIRESINEZY VT
Vo777 OTFCEET I REFIRBRMEMAR ZIRT

Tl 2T 4 T, 2 —F—7D350% & BIEZ AR L LTREL, 7 A MEAE Y OO0
REHEINDTFT VA EBH L TND, OC Hif s ZOREHRICEE T 2 i ATRe 72
WEMANDS -0.2 logl0 cfu/g THDHEWIFRERNELND,

SOMiA T a v B HEEZERT DD T T v DOiRE

B ARRR HH FTRER A AT L B E LV AREHRROZBR

a—W X, HEERA FTREMAEY) A i (TDML) & Bl 2 RO (ZE L O FEHE5)
ETE D, £l MEATRERMAED AT v MRS D logld A7 — /L ORI L - T
HESHhD,

N2 TS5 R

TDML & FFE SNV AREHEEDEE SN TWAHEA, OCHIMRAEZET L CEDIEORT 250 5 LN H
o VILKEZE, Yo7V I 770 AREERTHVNERH D, 6T, 22— =T Dnr4~
TarvDORNTERT LYV TV TTT KRR RIS 5, KV — /LTEENRTDMLIZ S S v RV E
F LWHERTHFEICIARABGKE SN L 2c, Yo7V 770 o2 EZE L T, T VnERD
D ZOFEDEZFHRET 5 (M52 5H),
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_——— 100%
N
Frequency Frequency
Probability of B
OC curve
OC curve lot acceptance
P OCHh#
Probability of lot
acceptance
oy AR
50% Target Probability of
Rejection
95% probability 50%D HEERESH R
of rejection Netectahle Micrahial
-3 2 1 0 1 2 3 p
Target Detectable Microbial

Load of 0.5 logio CFU/g

X 5.2 FESAI L TDML iX 0.5 log10 cfu/g IZFRE. REKRIL 5%, — DOV TV F
7T U TIREBEBEN 0.5 logl0 cfu/g D v hD 5% BERBIh D

R725/37 2 — 5 DER

TDML %2 F L\ Preject (BT 2V 7V 77T UREOEICHER T 247 a it A -

77 LRER—RAT T UTRRY Rry Xy A= —Tigiitansd, A -\ 7 054,
22— —% [TDMLICEET D7D N T 72 7L, FEEAlRERBIEE. £ 005> 74
X OWTNDEFRETDHZEEZRINTE S, ZOMOTXTOT T UL, 77 0 CERSINLE
FIC2 D, BEXR—ZATT O, a——% [T M 7nv40 X, RN DZF250E
¥, Small-m (m) F7=/3 Big-M (M)] OWTNNEFHETDH I LEARINTEX 5,

A 5 o alyze Sampling Plan Performance

Analyze Sampling Plan | “Designa PlantoMeeta | | Study Impact on Microbial || Perform Sensitivity Analyze Sampling P! ! L
Performance Target Load Analysis YTV T T T L DINT F = LRGN

Design a Plan to Meet a Target

A& R T D72 D T T » Dkt

Study Impact on Microbial Load

Target Detectable Microbial Load: | -1/ (-5 to 5 logzo cf/g ormi) ?{%%ﬁs Zvﬂit At ?‘ fﬁili%f_@fﬂ?ﬁ@é
cerrorm nsitivity Analysis

Target Detectable Microbial Load
BB L AT RESE ) FA 7o
Desired Rejection Rate
HE LRGSR
Parameter to vary Number of samples (N)
BIRHINT A=5 FTIHN)

Comnute

(
Desired Rejection Rate: %) (0.001 to 98.999 %) SR O S
f

Parameter to Vary: Number of samples ()~ ¥

Resulting Plan:

7= & zIE, -1 1ogl0 cfu/g & 95% O Preject ® TDMLZHE LT-HE. 2 —F —IXLUANZ E
NI DS T Y 77T R EBE LT, RY — A RRERBOY 7 IN] 2T X
INCHERTE D, AV —L Te) ZFE LT, FHIREMN-1 logl0 organisms /77 A (10 77
Ldp72 V) 1 organism) D k75 95% OERTHFZICAGK L 2D LI T5HT &,
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Target Detectable Microbial Load: -1/ (-5 to 5 log1o cfu/g or ml) Target Detectable Microbial Load
5 s 1 BT Sl A 1y
Desired Rejection Rate: 95/ (0.001 to 99.999 %) B L AT RERR A A AR

Desired Rejection Rate

Parameter to Vary: Number of samples (N) v YE LWARAHKR

Parameteg to vary Number \(/)f samples (N)

HIgHNTG A—=H T VHN)

Resulting Plan: Percent of Lots Sampled:  30% Compute

Number of Samples: 5] CER

. Resulting Plan

Method: MPN WRELTHBNST T

Lowest Dilution: 1 Percent of Lots Sampled

Recovery Fraction: 95% YT rEnNma Y hOEE

Number of Samples

m 10 BT

M: 500 Method MPN
Acceptable Concentrations: 1 J7EMPN
Target Rejection Rate: 95% I;,OW‘?St ]?ilution

Recovery Fraction

ST A T a v CGIEMATHITR LEEBOWTE (%
e S =B

ZOF T a T, 22—V —lJpEEMAICERE SN RO — RARIZRT 57 v
77 s AORBOWEMBEISCE S, METHI, G0 7Y r7a s F Lin
HAELDY AT AEFET 2 Z LN TE D, ZOFEITHMOIINZIE 7Y 7 rT 0
Ta—P—NR{ELET A MEZTHTXITOR Y FOR—F T —VIZHESN TIN5,

BIZARZ 27 ) vy 7T 5T THTHD, TN EDO ATNZHER N,

RNy PS5y R
EJRET VLY T Y T 3ARE LD RIOa v MESR O TH B,

Sy 7Y v 77T ACBEEM T 5N TOWHOCHTBRETRET 5 &, AV — LI REHK
EENET A MELT Y PO, S BIC (7R MERES L) KR SN WO
RBT&5, WIZ, 2=V =@ L7V v 7BEDHE (Bh, 7 A MEA v v N OEIE)
HIRET DL AY—VEIAREHK L INTT_XToORr y FOEIG L kBl (7 2 MFRE
FORT A N) OFBRENFHETE 5, BEIITRTITRINTERA M 7Y 7 DN
HCTh s,
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Mean concentration

pre-sampling
Frequency
Mean concentration XK
post-sampling Accepted
Mean concentration pre-sampling

EHRE SV YT Y T
Rejected

e

Rejected BETWEEN-LOT Hazard concentration
oy AT RRE

Frequency

Accepted

-3 -2 -1 0 1 2 3
BETWEEN-LOT Hazard concentration (logio CFU/g)

X6 LY LTV TEHIHTIEIRR N 7Y o TR O R FEREEANL) X372 FFAT v b
NIZER > TV A IBEATTOBREERBIL TS

FLY ) T OEIEICKT T HRA N7 T ONESEDOLRIL, YT T T a s T A
VBICHAE LT 27D 2R LTS, e 21, 05D F LYo 7N o VL i L2 0 DR A
K7 TN cfu/g A5 3.16 cfufg DEEER, F 721358 0 OAEW AR D 3 553D 155035% - Tu
HTEHERLTWD, ZHUET A MEAE Y FOFEIGH 100% O%E DY A7 B2 5, FEERIZIE,
ZDOYATWNIT A MEHE Yy FOBEGIZOABEHIND, KT A MRIZHE > TO DAY AL O
EA13100% TH 5,

ZOEmZEMEH LT ROKUTHE-> TR Y OREMAR ORIE R ELND,

RREDEE x100% + 7 A M FAHDEIE x 10MKRA R 7Y v 71007 L
7 )

LMo T, T TV 7 OF_Tony bOFHREGRE -1 ThY, RA T
VT DWEEER 2 ThHYE. RA MU 7 D) O AR OEIEE 0.01/0.1 E7-1%
TRXTCOay MR TANINEZEEX011C785, 72720, 2y RO 10% OBRNT A NIz
B, 0.9(1)+0.1(0.1) £721X 09112725,

e Sl | Oesmafnio Vet | Sty
Bemae Tig Nl L

Analyze Sampling Plan Performance

P TY LT T T DT G AT
Design a Plan to Meet a Target
BT D120 DT T v Dkt

Study Impact on Microbial Load
PR AT S DO

He oneranPreSomplng 13 Perenlageof il o Rematn; 123 Perform Sensitivity Analysis
SR 53T D FE i
Ve Coratin it el 00 P e 0% Mean Concentration Pre-Sampling
SEAGPRE TS VYT Y s
e ‘ k10 Percentage of Microbial Load Remaining
Ol anCocentralion Pl ot 10 Pectgeof T o et~ 0434 e D OBEEFEOE S
Mean Concentration in Accepted Product
It Al e g o b s IR S NI 5 D R

Percentage of All Lots Rejected
TRTRAK S XNht- o koA
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ST a v D BRESHT D ELT:

2

BT CHINT 592 7V 2 /7T 28T A— S IR, £DRT A— 5 RS D
WA ERT D &L RO REMRTE 5,

@ AT BE 22 P A M A A

@ VEJRET VYT Y T

@ (7 A MNELBLD) ARSIz R OFLRREE

@ S AL O SR

@7k ) DWW EAR OEIA

O Atk L S v hoEIL,

@ RO L SNT-T X FiFH T v FOEIL,
EERHTOTDIZRIRTE LT A—21%, H - BTV TTT0D5E, 270K,

TR TE SV ZE L SV 7o X, £, BER—ZAT T O8E, 27
B Y Tt X JRIRAFFEA A S, Small-m ( /m) ) EZ/IBigM ( M) )ToH D,

BIRL 2T A—=ZIZHONWT, BET DR/MEEEKE, BLXOZORMETETT AT v
HEERT D, 2L 2E VT AEE S ~9 Y 2 T A ORATEIL S8 5 RS LE 2
W, BoMEIE S, RKRMEIZ 9 T, 5 AT v T RETT D, TRTORD OC fifiz1->0 7
2y MIERT D0 Hx DOC Rz @R 7 1y NIRRT 20 EBIRTE 5,

UTDOAZ7 ) —rvay bTE RER—ATZ U2l L UEREMT 2T 272003 %
SFERNTA=ERFIRIN TN D, BANC Te) ( [M1AHD CTHETE D] -5, KIS
mi . BRI M) ThHD, ZRENDT—AT, [T 5 OC fhigid s & SxAEsn
NS TOBMMER~DEBL R L, T— 7 /VIEE SN BERAKRODMLEZ T 2,
EBIT, ZOF—=7NFY ZAZHBEEZ R LTVDS, ZhbIiTid, vy MNEBEEOANT —%
PRFESN TV DRLERS D,
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Analyze Sampling Plan || Design a Planto Meeta || Study Impact on Microbial || Perform Sensitivity
Performance Target Load Analysis

Parameter to Vary: Acceptable number v Currently Defined Values

Min: 1
Max: b Number of Samples: 10

Percentage of Lots Sampled: 30%

Stgs v Metho W
Include OC Charts Diion Levels 3
(0 Separate 0C Charts Dluaion Trls: 3

Run Analysis Amout at Lowest Diluton; 1

Probability of Detection: ~ 95%
Acceptable Number: 1
Small m: 10

Big M: 500

Results

Acceptable  Detectable Hean Concentration Percentage of

number  Microbial Load ) o
Accepted ~ Final  Microbial Load  AllLots  Tested Lots

sampling  Product  Product Remaining  Rejected  Rejected

10 w 13 0026 12 % 0% 040%
0 14 13 0l 12 % 0073%  0.24%
0 5] 13 045 12 T 0058%  0.19%
L 28 13 048 12 1% 0054%  0.18%
50 00 13 5 12 T 0053%  018%

ote: All oncentrations reported i g cfyg or log cfyml as approprite

Operating Characteristic (0C):

I = Acceplable unber
-1l
0 \ 4
8 A =3
g -
: 5
§ 06
¢
%
2y
4
3
0
3
02
i]

48 21 1% 11 31
iroba oad Log ofthe At Mezn Concenatio)

Analyze Sampling Plan Performance
YTV T T T DINT = AT
Design a Plan to Meet a Target
BT D12 DT T v Dkt
Study Impact on Microbial Load

PR AT S DT
Perform Sensitivity Analysis

TR HESYHT D F i

Parameter to Vary: Acceptable number
ALY B /37 A—5 — iR

Min:

/NI

Max:

FRAE

# Steps:

# FIE:

Include OC Charts

OCF ¥ —haEDD

Separate OC Charts
fEHDOCT +— b

Run Analysis

SIHT DFELT

Currently Defined Values
BUEE#R SN TV DHIE

Percentage of Lots Sampled
FrTYrrsnlzay boBlE
Number of Samples

Results

Acceptable Number

GRS

Detectable Microbial Load

HH TRE 7R R A SR

Mean Concentration

TR

Pre-sampling

A s

Accepted Products

AR S Tz

Final Product

AL

Percentage of;

HHEE

Microbial Load Remaining

B o T AT

All Lots Rejected
REMESNZFRTory b
Tested Lots Rejected

REHE SNTZT A RFRLE > b
Note: All concentration reported in log10 cfu/g or log10 cfu/ml as
appropriate

TE:logl10 cfu / g 7=13logl0 cfu /
ml CHE SN TR TORETEN R LD LTS
Operating Characteristic (OC)
EERFE(OC)

Probability of Acceptance
Acceptable Number

AR

Microbial Load (Log of the Arithmetic Mean Concentration)
PR AT (AT T E O 5 5K
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Analyze Sampling Plan || Design a Planto Meet a || Study Impact on Microbial || Perform Sensitivity
Performance Target Load Analysis
Currently Defined Values

Parameter to Vary: |Small m V
Min: 10

Max: 100
#Steps: E
Include OC Charts

[ Separate 0C Charts

Percentage of Lots Sampled: 30%

Number of Samples: 10
Method: MeN
Dilution Levels: 3
Diluation Trigls: 3

Amout at Lowest Dilution: 1

Probabilty of Detection: 9%

Acceptable Number: 1
Small m: 10
Big M: 500
Results
Small Detectable Mean Concentration Percentage of
m  Microbial Load
Accepted ~ Final  Microbial Load  AllLots  Tested Lots
sampling Product  Product  Remaining Rejected  Rejected
0 13 0.026 12 % 0.12% 0.40%
N2 13 0.16 12 0% 0.057% 0.19%
520 13 0.7 12 % 0.053% 0.18%
B0 13 047 12 % 0.053% 0.18%
0 20 13 0.7 12 % 0.053% 0.18%
Note: All concentrations reported i log cfu/g or log cfu/ml as appropriate
Operating Characteristic (0C):
19 = Smallm
-1
" 2
o 0 —?
g -7
i ]
o 06
0
<
k]
2
z 04
L]
4
2
¥
02
0
48 28 18 11 3%
MicrobalLoad (Log ofthe ArithmeficMean Conceniration)

Analyze Sampling Plan Performance
YTV T T T DINT = v AT
Design a Plan to Meet a Target
BT D12 DT T v DGt
Study Impact on Microbial Load

PR AT S DD
Perform Sensitivity Analysis

TR HESYHT D F i

Parameter to Vary: Acceptable number
ALY B/37 A—5 — i

Min:

/NI

Max:

FRAE

# Steps:

# FA:

Include OC Charts

OCF ¥ —ha&EDDH

Separate OC Charts

fEBHDOCTF +— b

Run Analysis

ST DFEAT

Results

Small m

AFE—/lm

Detectable Microbial Load

Mt TRE 7R R A SR

Mean Concentration

TR

Pre-sampling

A s

Accepted Products

AR S Tz

Final Product

AL

Percentage of;

HHEE

Microbial Load Remaining

B o T AT

All Lots Rejected
REMESNZFTRTor Y b
Tested Lots Rejected

RERE ENTZT A MEHE Y b
Note: All concentration reported in log10 cfu/g or log10 cfu/ml as
appropriate

TE:logl10 cfu / g 7=13logl0 cfu /
ml CHE SN TR TORETEN R LD LTS
Operating Characteristic (OC)
EERFE(OC)

Probability of Acceptance
Acceptable Number

GRS

Microbial Load (Log of the Arithmetic Mean Concentration)
PR AT (AT T E O 5 5K
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Analyze Sampling Plan Performance
YTV T T T DT = AT
Design a Plan to Meet a Target
BT D12 DT T v DGt
Study Impact on Microbial Load

PR AT S DO R
Perform Sensitivity Analysis

TR HESYHT D F i

Parameter to Vary: Acceptable number
ALY B /37 A—5 — iR

Min:

/NI

Max:

FRAE

# Steps:

# FIE:

Include OC Charts

OCF ¥ —haEDD

Separate OC Charts

fEBDOCT +— b

Run Analysis

SIHT DFELT

Microbial Load (Loa of the Arithmetic Mean Concentration)

Analyze Sampling Plan || Design a Planto Meeta || Study Impact on Microbial | | Perform Sensitivity
Performance Target Load Analysis
Parameter to Vary: Bigm v Currently Defined Values
Min: il Percentage of Lots Sampled: 30%
Max: 100 Number of Samples: 10
#5teps: |5 | Method: PN
Include OC Charts Dilution Levels: 3
[ Separate 0C Charts Diluation Trias: 3
Run Analysis Amout at Lowest Dilution: 1
Probability of Detection: ~ 95%
Acceptable Number: 1
Small m: 10
Big M: 500
Results
Big Detectable Mean Concentration Percentage of
m  Microbial Load . o
Pre- Accepted Final Microbial Load Al Lots Tested Lots
sampling  Product Product  Remaining Rejected Rejected
11 168 1.3 -0.16 1.2 1% 0.31% 1.0%
3196 1.3 -0.0040 1.2 1% 0.15% 0.50%
56 203 1.3 0.026 1.2 72% 0.12% 0.40%
8 202 1.3 0.026 1.2 72% 0.12% 0.40%
100 2.01 13 0.026 1.2 72% 0.12% 0.40%
Note: All concentrations reported in log cfu/g or log cfu/ml as appropriate
Operating Characteristic (0C):
oz \ oo Bigm
\ —11
\ k4
g 08 — 56
9 -7
Q
z 100
5 06
0
g
©
2
z 04
2
g
o
02
0
415 215 .15 385

Results

BigM

vy M

Detectable Microbial Load

e TRE 7R R A SR

Mean Concentration

TR

Pre-sampling

TLYTY) T

Accepted Products

AR S Tz

Final Product

AL

Percentage of;

HHEE

Microbial Load Remaining

B o T AT

All Lots Rejected
REMESNZFRTor Y b
Tested Lots Rejected

REME ENTZT A MEHE Y b
Note: All concentration reported in log10 cfu/g or log10
cfu/ml as appropriate

TE:logl10 cfu / g 7=13logl0 cfu /
ml T SN TR TORET#EN R LD LTS
Operating Characteristic (OC)
EERE(OC)

Probability of Acceptance
Acceptable Number

AR

Microbial Load (Log of the Arithmetic Mean Concentration)
PR AT (AT VB E O et 5K
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LAR— b

AERIX. Adobe Acrobat (PDF) L'7/R— R CH/RTX 5, [Reports]¥ 7 &I L, HHDIEYT 1
TrANEY TN TTT U ERIND 9 2, [Generate PDF| %27 U v 7§ 5715 Th D, F*£
Ry BRAF. ETRIEHIRITE % PDF 7 7 A ADBERSND, YTV T 7T i a >
7 ANVDPIRK 10 OMAEDETALR = MIEZOLH I LNTE D, BRLULHEAZEDEDOK
IZE& D, PDF LAR— FOAERITES 0255030 5,

Run Report Run Report

e v
Select one or more contamination profiles and sampling plans and click on "Generate Report” to get a LiR— kD37
PDF report of the results. You may select up to a maximum of 10 combinations for a single report. For

Select one or more contamination profiles and sampling plans and click
example, 2 contamination profiles and 5 sampling plans makes 2 x 5 = 10 combinations.

on “Generate Report” to get a PDF report of the results. You may select
up to a maximum of 10 combinations for a single report. For example, 2
contamination profiles and 5 sampling plans makes 2 x 5 =10

Contamination Profiles:

Profile Within Lot Between Lot TOML Confidence — combinations.
o oo o) e PR Py o I1OFEBEROBERTa T 7 ANEN TV T T TR TRIR
—LD o~ oo 95105 | oarorm o loss o L. TUAR—ho&i) &2 v 2705 XEROPDFLAR— R &
Lognormal (Meant *) B+ 5, 120 A= Mk LTRK 10
1,5D:0.8) EDOMAEDEZRINTE
lognormal, loquniform Lognormal (SD:1) | Lognormal -1(A) 095 Do 2L 2R, 20DBERT 0T 7 A NESODY TV TT T
'ih,d:;:"o:fm E. 2x5= 100MAEDEICR S,

Contamination Profiles:
BT 07 7 A

Sameling Plans: Profiles Without Lot Between Lot TDML Confidence

TestPA (1) PA [m] InZyAN  wmybizlL vy ME  TDML {EHEHE
Demo Lognormal (SD: 1) Empirical
Test PA (2) PA [m] FE SHECUERL (SD: 1) FEERIZ IS
Lognormal Lognormal (SD: 0.8) Lognormal (Mean: -1, SD: 0.8)
Testing PA ] REEEHL KHEEHL (SD: 0.8)  xHUEHR (F44: -1, SD: 0.8)
Lognormal, loguniform Lognormal (SD: 1) Lognormal (Mean: -1,
ttest PA plan PA SD: 0.5)
¥ SPEOERL, x4 — SHEIEH (SD: 1) KEBOERL (- -1,
SD: 0.5)

(Please be patient as this may take a few minutes to complete.)

Sampling Plans:
YTV TTT
Test PA (1) PA

BN L7277 a7 7 A il e v MEVERERDER I N TV WS, BIET A RIINA &

L CHER SN, M ATEERMAEM AR (DML) OANFEREIND, ik, 22— —2 THE
REMFE] ELTRHELEZL—RFTar Yy RBFRELTARERE SN 5u v NNOBEITEY)

N —RREOR 7EHTH D,

YTV UNE SNTIERT a T w4 il a y MR OB D ANTTT — 2 BN EFI TV
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B, WOMREHR CE D, FBEE L3722 gk SF07E B DL, &Rl o
IS, FED DEYERFTDOEIL, FEEEShETXTOZ v FOFE, BLOAREKE ShETX
FiFA I > FDEE,
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Results

Results: s

Sampling Plan
YTV TTT
Contamination Profile

Mean Concentration Percentage of

Contamination Detectable | Pre-  Accepted Final | Microbial Load AllLofs Tested Lots BT a7 7 A
Sampling Plan  Profile Type  Microbial Load | sampling Product Product | Remaining  Rejected Rejected Type
AT
Detectable Microbial Load
Plan 1 Poflet  PA 0% o A B %% 1% 46% fRibi T SR
Mean Concentration
A

Note: Al concentrations reported in fog cfulg or log10 cfu/ml as appropriate.

Pre-sampling

MEEENS . ZNODHEIEIRO LS IZEERS LD,

@ LEpRfE LY 2 ) T RTOR R OFEIEERE (logl0 cfw/ 77 L),

@ A SR DFEE: T ST TSN TERENTT A ML O v M4
ROBMATEIIRE  (logl0 cfu/ 7 T L),

@ & H gy DL )E: ) T VEILURFRICRRE SN CRT A ey NEET) OR
v N OBEHPEERE (logl0 cfu/ 7 7 L),

@ 5L SR EFARE > POFE TARNEHRDI L, BTV T ST DI ER L
Mol-v v FOEIE,

@ 5L INETNTOE Y POEE YTV T T T Lo TRIE SN EEIZ AT T,
FEGBIN BB SN e Snb e vy OEIA,

@) DAY A DEE: T T T U OFEYMEIE, RV OFGROEISIZE LTI ZITRS
b, o7V U TRIEOEMOENCEERE (7 ) v rSnicay NE) OEE T
7Lz FOWERNS . MEEEERE~ORAZGIE LZEE 2RO 5, U A7 KRIZEL
RO NP — RIEEORMTEINHHTH 2 L 2R LTWD I EICEET A Z L,
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BEANNT — Z OFEBHHHIR

P
BT LY — LW R
PR
15 Y SD (*%F4XIEH) 0.01~2 log10 cfu/g
TaTZy Ay
FA
o 7 (R —) 0.1~3 log10 cfu/g
KEBCHILEE (=) 0.1~3 log10 cfu/g
SD (H > ~) 0.01~3 log10 cfu/g
154 T (RHRIEHL) -4~4 log10 cfu/g
A=A U 2=
~
SD (RHECIER) 0.01~2 log10 cfu/g
Fe/IME (5 —) -5~5 log10 cfu/g
BeOKAE (R —) 5~5 log10 cfu/g
Y (RHE =) -5~5 log10 cfu/g
T— F (R =1) -5~5 log10 cfu/g
FeKAE (R =1A4) -5~5 log10 cfu/g
R (R -5~5 log10 cfu/g
Tife=R (FARH) >0 /> <1
VNSNS A HroFV T EREZe Y FOEG >0~100 %
M
-
WA s 1~100
BB EnEh I a4 X 1oLk gE7-1Eml
SR T AN A X 0.01~50 gE 7~ 1dml
T e =R >0~100 %
7 A NEE >0~1
TARNFUTAROT T b (T A NEER) 0~6 log10 cfu
Bt v 7L DR S 0~n-1
BIER AR >0 ~ <100 %
AN I A hrFY v TENER Y FOEE >0~100 %
M
REN—2
WA s 1~100
B En=h Iy a4 X 1oLk gE7-1Eml
ST T A X (EES D M) 0.01~50 gE7-1Eml
AR EH (MPNA) 2~5
TR L ~UL = & ORITEIEL (MPN DI5A) 2~10
BARTIR L~ o4 o 7L ( 0.01~10 gk 7= 1dml
MPN)
G ES >0~100 %
7 A NEE >0~1
TARNYPT DT T 0~6 log10 cfu
PRI OB EFFAEL (c) 0~n-1
FFA RS O 3 FE B i (m) 0.01~1000 cfu/g £721%
/ml
TFAARFREDO R ERIE (M) >m ~ cfu/g £7-1%
1000 /ml
BIER AR >0 ~ <100 %
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FEZATRELBME: ((Tc) LFoR), A/ETS 0 O8A. FhaBrbény FRFEATE R
& BT S DB v TV DR RE,

RIEADREFZS . (e LFR), BEX—XATIT U084, vy MRFETERVER
REND A CTIHFAEWEE] Y U IR ORI, 7259 CTHREAReR 7L
X, 27 AT T TIEAE—AmE D bEWRE, £700F 37 7 AT 7 TIEIAE—/imé b
v IMOMOEELRZFS>L DL L TERSIND,

PEFEYREE: EFZh T hEND ETRENDIEFET HEMOES, EMo—HE2mti £
IIH 7 RTERNTED, 100D A TSNS,

Ty 2ZM) @ (M) EFR) BT VT APOGROIEET, ThEBzbeay FS 37
FARER—=ADY ) T TT U THEMICER TSR0 H oL LTINS, 22
TiE TRRTERWVEME] & bMFREN S,

[ZE—rtmy © ( Im] LR, BV TVHOEEORET, ZNEB25 070
DFERD THA D CTHAEWRE] LA END, MOEPFEINLTWDLIEE, 7 Vg
FEERMZRBZIRWRY | FE SNTEBORAFTFEY 7 (o) BAEARESNTay & LT
AEND, R TIRANORETFES .

R ATRER AR R (DML): DMLIIR G2 v NN N — RRBEESAROFEIEETH Y |
logl0OA 7 — /L TREND, 22—V —=PREDOY TV 7T F 2% LT HERGH % R
ELTZSGH. COMRTRERK & SO EHREIT, MR MAED AR &N D, £
T TV T T T EEBERB LT, TORETHIET D RAHELEDL Do 2%
LW FTREZR I AE AT ) 2 RET H 2 &N TE 5,

Logl055F: RFED v NN Z G e#if (loglo cfu/g) DORE X,

2y FREHEE ny MRGHKERIY T T T URERTRE v ERIREHE L SN D
Thbd, LIeBoT, THIMAEwTHEELMT- S ene y RRRESND EREL T,
PIV T T oORRE L TRESNOIBEDOEL R L TN,

T Loglo M Fn%m v MHTTRAT S logloR 7 — /L COUBES AT T4 F 1= 13#EAH
EORARTE, MR TESFHA SR ORICEITSNG 2 LICRET S 2 L, JHUER
T OXH L [ LTRA,

RA Loglo BE: B2 bv -y NEOWERE (logl0 cfu/g) DA D i KA,
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B/ Logl0 JBEE H7p % v METIHAT D logld A — /L TOPREIAR (cfu/g) Di/IME,

F— NLogl0 BE B72 50 v NMETRET D logl0 A7 —/L TOREIAF (cfu/lg) DE—F )L
(BBRfE) | E 72l FTREME D E AT,

FINE([n) EFRR), TAMERE -1y hOY T

BERHERIAR ( 10C) H5#): DML 73 logl0 A7 —/L(Z %6%&@@&Tﬁﬁﬁé%ﬁﬁkr
AR E ORMR, OC ORI > TV v 7T TP —RBEDOT v NNOARIC
THRED,

Yo Y TXPEy FOEE T TSN, FERE L CHEEBGI BRSNS ARRIEDH D
mGEmTOTXTor v FDOEE,

BRUHREFR 7 A N TH— DAY A BT X DHEE,
BRIV TN AR By "D DOKY T NVDY A X (7T LETIE ml),
DI TNV A T A NTHEREBEIMEH SN T AOY A X (7T NET21T ml),

TR L~ DF: e (MPN) {EDORIRIZ 22 D AR OH, @, MPN OFHEIZIL 3 DOFAR
MMEHEND, EBIC3 DL EOFRIR LU MER S 586, AY O MPN AR L 0 5K
XN EEBE LT BT, 3 o0& b EWATIRD MPN SR OXRIZI 5,

B L~ =" F DEFTEIS: MPN S EHFETIR, IR T I ORITNEITEINS,
WE, FL-UL T3, 5, £ 10 HORITRFEITIND, SARICIEFE U ORITHFELT
é héo

BRAGFR L~ D> 770 MPNIEDYA . AT Tl LIRWATIREIZ 01T D=8
IOV A X,

Y T AR R RER A B O N — FIREZ o1 v PR INT-HER TRAK &
SINDEVIERRESNT Y TV 7T T ORI T RE, Zhud TEEZERT D
72D T DRE] XA T DT O—ETH D,

2y FEOEERE: WO~ Oy METHIE S A7 A O R S TR E R 2,

2 FADEEFE SO 1y FNONERE TORE OIEHERZE (logl cfu/ 7T L),
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FERESEE AERERRIT, Yo7V o 775 e Ta—F—nET Al Th 5,

KV =, ZDT T BV T HEEREHRTAEK & SO M ATRE R b B 2 51 A
ERAN

YYD LB Y8R 7 ) 7 a T A0 EIL, ROFHEFITESWNTER
ahb,
@ L7 Ly ) 2 T ) IO R T ORI (logl0 cfu/ 7T L),
@ AR SR DEEEE T T T IS NWTHEREN T A MEARL O > R
BARORNTFELERE (logl0 cfu/ 7 T L),
@ R gy DL TN T T R REURRICAR SN CRT A hay hEET) O
2y N ORMEERE (logl0 cfu/ 27 7 2),
@ oL ST EEFARE > FPOFG T A RNERD YL, BTV 7T ORI AERE L
ot ay FOEIE,
@ 5L INETXRTDE y POEE: VT T T TN K o TRE SRR AT,
FEGBIN LA SN R Snb e vy hDOEIA,
@ ) DMAEW B DEG: TV T T T OFEMER, Y OBEROEISIZE LTI ZIORS
nNo, o7V TRIBOEMOENCERRE (ST s nze y MNE) OELE T
v L=y FOWERNS, BEEEEE~ORBAZS I LZEE 2RO 5, U A7 KBIZEL
RO NP — RIEEORMEINHHTH 2 L 2R LTWD I EICEET S Z L,
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