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Table 22b. Fejocion rates and refative risk reductions predicied by simulaton analysis of nine wo-
class sampling plans for PIF, with & = 0.8, oy = 0.5. Notk that the mjection rate and risk soducsion
apples 1o the situation whom every bt is sesed Hajection rates and risk reduction would nead to bo

pro-rated accoedingly. ¥ sampling plars are not applied w0 ewery lot

Mean sampling Probatanty of
Log cfels)  Plan Code  Sampling Plan Rejection of Lot e lalhve Risk Reducton
S5 A el =1 1.6 5.-04 1003
JEMRAO) 5 - =g, =1 27 K04 1.00%
- 5 C D=1, =1 SIEH04 1.009
|) Z 7 E¥ 5 D D=0, 5= 1 216503 105
R 5 K =3, 5=10 16503 103
35 F D=3, =10 26503 1.0%
3 G =10, 5= 10 S1503 108
5 H n=30, 5= 10 0ol B |
-5 | n=50, %= 10 0023 1.32
4 A ned 1 16503 103
4 B =5, =1 27 503 1.04
4 C n=10, =1 52E.03 L»
4 D D=0, 5= 1 0023 132
4 E n=3, 5=10 nol4 119
4 F D=3, =10 0023 1.30
4 G n=10, 5= 10 0041 151
4 H D30, 5= 10 0096 207
4 I =350, 5= 10 als 250
3 A =3, =1 nol4 1.2
3 H =g, =1 no22 L3
3 C n=10, =1 00480 149
3 D D=0, 3= 1 04 249
3 E D=3, =10 0087 1.86
3 F D=3, S=10 als p B s )
3 G n=10, 5= 10 020 114
3 H 030, 3« 10 oy 571
3 I n=50, 5= 10 046 176
No®: The resuls peasnied In Tis mbic a% based on Mo assumplons hart a) 1o averags contaminadion
concentradion i lognormaly daTituisd befwean ots ) local confamination within iots |s logrommally distributed
with 0g= 0.5 and ) beween-Lot Standard Deviation is oy = 0.8 (380 pravious tabie for oy = 0.5) 31
The bassine soenario 1o which all samping plan scemafios A% comparsd 1o s a no sampiing plan senaro win
160 relecion k.
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FOR SPECIAL MEDICAL PURPOSES” AND HUMAN MILK FORTIFIERS

Microbiological criteria should be established in the context of risk management options and in accordance
with the Principles for the Establishment and Application of Microbiological Criteria for Foods (CAC/GL
21-97). Two sets of criteria are provided below, one for pathogens and a second for process hygiene
indicators.

Criteria for pathogenic microorganisms

These are to be applied to the finished product (powder form) after primary packaging or anytime thereafter
up to the point when the primary package is opened.

Microorganisms n c m Class Plan
Enterobacter sakazakii < 30) 0 2
(Cronobacter species)

Salmonella’ 60 0 025¢ 2

Where n = number of samples that must conform to the criteria: ¢ = the maximum allowable number of
defective sample units in a 2-class plan. m = a microbiological limit which. in a 2-class plan, separates good
quality from defective quality.

CAC/RCP 66 - 2008 32
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Cryptosporidium spp.
« Taenia solium yptosp pp

» Toxoplasma gondii
« Toxoplasma gondii B R E.
» Trichinella spiralis, and other .

Taenia solium

Trichinella spp. * Echinococcus granulosus
« Taenia saginata » Echinococcus multilocularis
* Toxoplasma gondii

e S ti
arcocystis spp e Cryptosporidium spp.

C Spirtzmetra SPP.. « Entamoeba histolytica
BERVZTOHEHSG: e Ascaris spp.
e Opisthorchiidae, e Giardia duodenalis (syn. G.

Paragonimus spp. intestinalis, G. lamblia )_Fasciola spp.
. » Cyclospora cayetanensis
* Anisakidae « Trichuris trichiura
Heterophyidae «  Balantidium coli
Diphyllobothriidae, * Toxocara spp.
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