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Quality Assurance documents related to this study can be consulted upon request from
bioMérieux.

The technical protocol and the result interpretation were carried out according to the
EN ISO 16140-2:2016 and the AFNOR technical rules (PR Revision 7).

Validation protocols = ENISO 16140-1 (June 2016): Microbiology of the
food chain - Method validation - Part 1: Vocabulary

= ENISO 16140-2 (June 2016): Microbiology of the
food chain - Method validation - Part 2: Protocol for
the validation of alternative (proprietary) methods
against a reference method

= AFNOR Technical Rules (PR Revision 7)

Reference method* ISO 22964 (April 2017) - Microbiology of the food chain
- Horizontal method for the detection of Cronobacter
spp.

Alternative method GENE-UP® Cronobacter spp.

Scope Milk powders, infant formula and infant

cereals without probiotics including
ingredients (25 g sample size)

Infant formula and infant cereals with
probiotics (25 g sample size)

Milk powders, infant formula and infant
cereals with or without probiotics including
ingredients (excluding whey protein
concentrates) (375 g sample size)

Production environmental samples

Certification organism | AFNOR Certification (http://nf-validation.afnor.org/)

* Analyses performed according to the COFRAC accreditation
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1 INTRODUCTION

The GENE-UP® Cronobacter spp. method was validated in March 2018
(Certificate number: BIO 12/42 - 03/18) according to the EN ISO 16140-
2:2016 (See Table 1).

Table 1 - Summary of the initial and extension studies

March 2018 Initial validation:

- Infant formula and infant cereals with probiotics (25 g)

- Infant formula and infant cereals without probiotics
including ingredients (25 g)

July 2018 Extension:

- Milk powders (25 g)

- Milk powders, infant formula and infant cereals with or

without probiotics including ingredients (excluding
whey protein concentrates) (375 g)
- Production environmental samples

November 2019 WSS (elpk
- Milk powders (375 g) using the protocol dedicated to
ingredients

DLl [cIg2 02088 Extension for the application of a pre-treatment of the
enrichment broth prior lysis step in order to remove the free
DNA and DNA from dead cells present in the enrichment
broth.

- Milk powders, ingredients (excluding whey protein
concentrates), infant formula and infant cereals with or
without probiotics (375 g)

- Production environmental samples.

May 2021 Minor change: Routine software V3.2

February 2022 Renewal
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2 METHOD PROTOCOLS

2.1 Alternative method

2.1.1 Principle

The GENE-UP Cronobacter spp. detection kit reference 421920 is based on
the real time Polymerase Chain Reaction (PCR) principle.

The GENE-UP thermocycler (Ref: 414056) detects fluorescence at several
wavelengths to allow multi-target detections in the same reaction vessel. The
fluorescent signal from a sample is recorded in channel 640, while the signal
for the internal amplification control is recorded in channel 705. The software
GENE-UP routine automatically interprets the results.

Both the assay for the sample and the internal control use dual Fluorescence
Resonance Energy Transfer (FRET) hybridization probes.

The resulting fluorescent signal from the FRET interaction provides a real-time
amplification curve.

After amplification fluorescence detection is complete, the GENE-UP
instrument can perform a melt by increasing the temperature such that the
sample DNA strands begin to melt. As the DNA strands melt, the observed
fluorescence of the target DNA decreases at a rate that is characteristic for a
particular DNA sequence, such that genotyping can occur. Melt peaks are
generated by taking the negative derivative of fluorescence against
temperature.

At the end of the PCR program, the PCR products are melted to determine the
presence of the DNA target.

The software uses the melt peak to conclude to a positive or to a negative
result.

The routine software version 3.0. was used to provide the data for the
extension studies (2019, 2020).

2.1.2 PCRresults interpretation

The PCR call is based on the presence of a melting peak (giving a melting
temperature, TM)).

The target is determined positive when the TM is within the expected range
regardless of the CP (value, and presence/absence). On the other hand, when
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no TM is detected or TM is below the threshold of fluorescence or TM is outside
of the expected range, the target is called negative.

2.1.3 Protocols

Different enrichment protocols are available depending on the tested
categories; they are described in Table 2. The detailed protocols are given in
Appendix 1.

It is possible to store the enrichment broths and the lysates for 72 h at 5°C +
3°C before testing.
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Table 2 - Protocols available

Categories and protocols

Protocol ©® Protocol @ Protocol ® Protocol ® Protocol ©®
Milk powders, infant Infant formula and Milk powders, infant Milk powders and Production
Protocol steps formula and infant cereals infant cereals with formula and infant cereals | Ingredients (excluding whey | environmental samples
without probiotics including probiotics with or without probiotics protein concentrates)

ingredients

Test portion 25 g or ml or sample
25¢ 25¢ 375¢ 375¢ device
i . . Pre-warmed BPW* +
Enrichment broth BPW* BPW : 1+0Nn?g’/(|’)b'°°'“ Novobiocin Pre-warmed BPW BPW
(10 mg/)
Volume of enrichment 225 mlor
broth 225 ml 225 ml 1875 ml 3375ml 10 ml (swab) or 100 ml
(sponge) or 225ml (wipe)

Incubation 18 - 26 h at 18- 26 h at 20-28 h at 20-28h 18-26 hat

37°C+1°C 37°C+1°C 37°C+1°C at37°C+1°C 37°C+1°C
Free DNA extraction / / BACTVIAB™ PMAxx™ treatment onto 20 ul enriched sample
DNA extraction Extraction procedure using the Bead-Beater on 20 ul enriched sample

or
Extraction procedure using the Bead-Beater on 20 ul BACTVIAB™ PMAxx™ treated sample

PCR PCR on 10 pl lysate
Confirmation Streaking: - Direct streaking onto ESIA or CCl Agar

or - Subculture in CSB (0.1 ml + 10 ml) (41.5°C for 24 h + 2 h) and streaking onto ESIA (44°C £ 1°C for 24 h + 3 h) or CCl Agar (41.5°C

for24h+2h)
Colony testing AP or Fast Crono on isolated colony from ESIA, CCl and TSA

*  Addition of ai-amylase for infant cereals (0.1 g/l)
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2.1.4 Restriction

There is no restriction for use.
2.2 Reference method*®

The reference method is the 1SO 22964 (April 2017) - Microbiology of food
chain - Horizontal method for the detection of Cronobacter spp. (See
Appendix 2).

Note that, based on previous data, big sample sizes cannot be used in the
reference method procedure due to the impact on the detection levels and the
sensitivity performances. 10 g sample size was thus used for the reference
method while 25 g and 375 g sample sizes were tested for the alternative
method

2.3  Study design

As different sample sizes and/or enrichments were tested for the reference
and the alternative methods, it was an unpaired study design for all the tested
categories and types except for surfaces in the environmental samples
category as in this case the same sampling device was used for the reference
and the alternative methods.

* Analysis performed according to the COFRAC accreditation
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3 INITIAL VALIDATION, EXTENSION STUDIES (2018, 2019 AND
2020): RESULTS

3.1 Method comparison study
The method comparison study is a study performed by the expert laboratory to compare
the alternative method with the reference method.
The study was carried out on a diversity of samples and strains representative
of agri-food products. This does not constitute an exhaustive list of the different
matrices included in the scope.
For any comment on the alternative method, please contact AFNOR
Certification at http://nf-validation.afnor.org/contact-2/.

3.1.1 Sensitivity study
The sensitivity (SE) is the ability of the method to detect the analyte by either the reference or
alternative method.

3.1.1.1 Number and nature of samples
For the initial validation study, 128 samples were analyzed providing
63 positive and 65 negative results.
For the extension study performed in 2018, 212 samples were tested providing
111 positive and 101 negative results.
For the extension study peformed in 2019, 22 samples were analysed
providing 10 positive and 12 negative results.
For the extension performed in 2020, 198 samples providing 94 positive results
and 104 negative results have been tested.
Combining all the studies, 560 samples have been analysed providing 278
positive and 282 negative results.
The interpretation for all combined categories has been done by taking into
account either the categories 3 and 4 with or without the BACTVIABM PMAxx™
protocol.
184 positive and 178 negative samples were tested without applying the
BACTVIAB™ PMAxx™ protocol and 163 positive and 174 negative samples
when using the BACTVIAB™ PMAXxx™ protocol for categories 3 and 4.
The distribution per tested category and type is given in Table 3.
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Table 3 — Distribution per tested category and type

Protocol

Positive

bioMérieux

Total

Negative

Milk powders and a | Infant formula @ 11 11 22
ingredients, infant b | Infant cereals @ 11 11 22
1 formula and infant - : -

cereals without ¢ | Ingredients: lactoserum, maltodextrin , milk powders. @ 16 15 31

probiotics Total 38 37 75

Infant formula and a | Infant formula @ 16 16 32

2 infant cereals with b | Infant cereals @ 15 17 32
probiotics Total| 31 33 64

Milk d a | Milk powders, Infant formula and infant cereals without probiotics ©) 20 15 35

in grledizg‘tl: ?r:?;nt b | Infant formula and infant cereals with probiotics ©) 18 15 33

3 formula and infant c1 | Ingredients( maltodextrin, whey, lactose, starch, caseinate, ...) @ 32 31 63

cereals with or without -

2 | Milk powa 10 12 22
probiotics 375 ¢ ¢ [ PoweErs C?otal T = =

Milk powders, a | Milk powders, Infant formula and infant cereals without probiotics @ 16 15 31

3 ingredients, infant b | Infant formula and infant cereals with probiotics ® 15 17 32

BACTVIAB™ formula and infant : —— : :

PMAXx™ cereals with or without | € Milk powders and Ingredients: maltodextrin, whey, lactose, starch, caseinate... @ 31 29 60
probiotics 375 ¢ Total 62 61 123

a | Process water @ 11 11 22

s Production b | Residues and dusts @) 12 10 22
environmental samples | ¢ | Surfaces @ 12 14 26

Total 35 35 70

a | Process water @ 7 15 22

BACT?IIABTM Production b | Residues and dusts @ 16 13 29
PMAXX™ environmental samples | ¢ | Surfaces @ 9 15 24
Total 32 43 75
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Protocol Positive ~Negative  Total
Protocol (1) 73 72 145
Protocol (1) + BACTVIAB™ PMAXx™ 70 80 150
Protocol ) 31 33 64
Protocol (3) 38 30 68
Protocol (3) + BACTVIAB™ PMAXx™ 3 32 63
Protocol (4) 42 43 85
Protocol (4) + BACTVIAB™PMAxx™ 3 29 60
All samples 278 282 560
All categories (1+2+3+4) without BACTVIAB™PMAxx™ 184 178 362
All categories 1+2+(3+4) with BACTVIAB™PMAxx™ 163 174 337
ADRIA Développement 11/176 February 28, 2022
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3.1.1.2 Artificial contamination of samples

Artificial contaminations were done by seeding and spiking protocols. The
artificial contaminations are presented in Appendix 3.

Taking into account the initial validation study and the extension studies,
309 samples were artificially contaminated; 278 gave a positive result.

The repartition of the positive samples per inoculation protocol and inoculation
level is given in Table 4.

Table 4 - Repartition of the positive samples
per inoculation protocol and inoculation level

Artificially contaminated

Naturally

Category Seeding Spiking contaminated Total
<S3CFU | 3<x<10 <5CFU 5<x<10
1 34 4 0 0 0 38
2 27 4 0 0 0 31
3 61 6 7 0 6 80
3
BACTVIAB™ PMAXX™ 54 3 4 0 1 62
4 13 18 0 0 4 35
4
BACTVIAB™ PMAXK™ 16 1 12 0 3 32
All samples 205 36 23 0 14 278
% 73,7% 12,9% 8,3% 0% 5% 100%
Number of positive samples
without BACTVIAB™ PMAxx™ | 133 - ! g = L
% 73% 17% 4% 0% 5% 100%
Number of positive samples
with BACTVIAB™ PMAxx™ | 131 12 L g 4 LS
% 80% 7% 10% 0% 2% 100%

Combining all the studies, 12,9% of the samples were contaminated between
3 (seeding) or 5 CFU (spiking) and 10 CFU.

5 % of the samples were naturally contaminated if all the tested samples
are taken into account (initial and extension studies).

3.1.1.3 Protocols applied during the validation study

+ Incubation times
The following incubation times were applied (See Table 5):
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Table 5 - Incubation time

Protocol @ : Milk powders, infant formula and infant Protocols ® and @: Milk
cereals without probiotics including ingredients powders, infant formula
Production environmental samples and infant cereals with or
Protocol @: Infant formula and infant cereals without probiotics
with probiotics including ingredients
Enrichment 18 h 20 h
CSB broth 22 h

+ Confirmation protocols

The different confirmation protocols which were applied during the validation
study are listed in Table 6.

Table 6 - Confirmation protocols

After enrichment
broth storage

After enrichment
incubation broth

Protocol

Fast Crono | APIID32E | Fast Crono | APIID32E
Subcultyre ir.1 CSB, streaking onto CCl | X | |
and purification onto TSA
Direct streaking onto CClI X X X /
Direct streaking onto ESIA X X X /

+ Enrichment broth and lysates storage for 72 h at 5°C + 3°C

All enrichment broths and lysates from the positive samples were tested
again after 72 h storage at 5 + 3°C. The PCR tests and confirmatory tests
were carried out again.

4+ Lactic bacteria enumeration

For products with probiotics, lactic bacteria enumeration was carried out using
MRS pH 5.7 incubated in anaerobic conditions for 72 h at 30°C + 1°C,
according to 1ISO 15214.

3.1.1.4 Test results

Raw data per category are given in Appendix 4 (Initial validation and
extension studies) and in Appendix 5 (Extension BACTVIAB™ PMAXxx™,
2020). The results are given in Table 7.
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Table 7 — Interpretation of sample results between the reference and
alternative method (based on the confirmed alternative method results)

Category Protocol PA. NA PD ND PPND PPNA Total

Milk powders and ingredients,
1 infant formula and infant cereals @ 21 | 36 9 8 0 1 75
without probiotics
Infant formula and infant cereals
2 with probiotics @ 16| 32 9 6 0 1 64
Milk powders, ingredients, infant ©) 27 | 28 5 6 0 2 68
3 formula and infant cereals with or
without probiotics 375¢g @ 31| 41 6 5 0 2 85
3 Milk powders, ingredients, infant ©) 2 | 32 2 3 0 0 63
BACTVIAB™ | formula and infant cereals with or
PMAXx™ | without probiotics 375¢ @ [19]20| 6 |6 0 | 0 |60
4 Production environmental ©) 33 | 35 9 0 0 0 70
samples
4 Production environmental
BACTVIAB™ @) 21 | 43 4 7 0 0 75
PMAXX™ samples
Protocol (1) 54 171 | 11 8 0 1 145
Protocol (1) + BACTVIAB™ PMAxx™ 42 179 13 |15 0 1 150
Protocol (2) 16 (32 9 | 6] 0 1 | 64
Protocol (3) 27128 5 | 6| 0 2 | 68
Protocol (3) + BACTVIAB™ PMAxx™ 26 | 32| 2 3 0 0 63
Protocol (4) 1|4 6 | 5] 0 2 | 8
Protocol (4) + BACTVIAB™ PMAxx™ 19 | 29 6 6 0 0 60
All samples 194 276 | 43 | 41 0 6 560
All categories (1+2+3+4) without BACTVIAB™ PMAxx™ 128 (172 31 | 25| O 6 362
All categories 1+2+(3+4) with BACTVIAB™ PMAxx™ 103 ({172 30 |30 O 2 337
*: PPNA not included **: PPND not included
PA=  positive agreement (confirmed positive results with both methods),
NA = negative agreement (negative results by both methods),
PD=  positive deviation (confirmed positive result with the alternative method and negative with the reference method),
ND = negative deviation (confirmed positive result with the reference method and negative with the alternative method),

PPND = presumptive positive negative deviation (confirmed positive result with the reference method, positive with the
GENE-UP assay but not confirmed from the GENE-UP enrichment broth)

PPNA = presumptive positive negative agreement (negative result with the reference method, positive with the GENE-UP
assay but not confirmed from the GENE-UP enrichment broth)

When the BACTVIAB™ PMAxx™ pre-treatment was applied, no positive
presumptive not confirmed sample was observed (PPNA and PPND= 0), while
4 PPNA samples were observed for category 3 during the extension study for
375 g test portions.

3.1.1.5 Calculation of relative trueness (RT), sensitivity (SE) and false positive ratio
(FPR)

The calculations are presented in Table 8.
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Table 8 — Calculation of the relative trueness (RT), the sensitivity (SE) and the false positive ratio (FPR)

Category Type Protocol PA NA PD ND PPND PPNA s'f;" s'f/o’“ RT % F;R
Milk powders and | a | Infant formula @) 6 | 11|23 0 0 727 | 818 | 773 | 0
1 ;“9’90:'9“*5& !“:a“: b |Infant cereals @ 6 |11 3|2 o 0 | 818 | 727 | 773 ] 0
ereals without | C | Ingredients: lactoserum, maltodextrin , mik powders | @ | 9 | 14 | 4 | 3 | 0 | 1 | 813 | 750 | 774 | 67
probiotics Total | 21 36 9 8 0 1 789 76,3 | 77,3 | 2,7
Infant formula and a | Infant formula @ 7 15 6 3 0 1 81,3 625 | 719 | 6,3
2 infant cereals with b | Infant cereals @ 9 17 3 3 0 0 80,0 80,0 | 81,3 | 0,0
probiotics Total| 16 | 32 | 9 | 6 0 1 806 | 710 | 766 | 3,0
| Milk.pow d?rs, 3 I\VZ/tlg flzmﬁgcriggfétCrgiant formula and infant cereals ©) 12 | 14| 3 5 0 1 750 | 850 | 771 | 67
ingredients, infant == e ula and infant cereals with probiotics ® 15 | 14 | 2 | 1 0 1 | 944 | 889 | 909 | 67
3 formula and infant Ingredients( maltodextrin, whey, lactose, starch
cereals with or c1 caseinas,...) ’ ’ ’ ’ ®@ 24 | 29 | 5 3 0 2 90,6 | 844 | 873 | 6,5
W"h°“;'7°;°bi°“°s <2 | Milk powders @ |7 1212 0 0 | 80,0 | 90.0 | 864 | 00
g Total| 58 | 69 | 11 | 11 0 4 86,3 | 86,3 | 856 | 55
Milk powders, 3 Milk powders, Infant formula and infant cereals ©) 141151 21 0 0 0 1000 | 875 | 935 | 00
3 ingredients, infant without probiotics : ' ' ,
BACTVIAB™ formulaI anqt:]nfant b mfﬁ(nt forénula anddlinfan(’;_ceieals vxlltitr;prtt)t_)iotics [©) 12 | 17 0 3 0 0 80,0 | 100,0 | 90,6 | 0,0
cereals with or ilk powders and Ingredients: maltodextrin,
PMAc™ without probiotics ¢ wheyF? lactose, starcr?, caseinate... @ 1912 6 6 0 0 80.6 80,6 | 800 | 00
3759 Total | 45 | 61 8 9 0 0 855 | 871 | 8,2 | 0,0
Production a Progess water @ 10 11 1 0 0 0 100,0 | 90,9 | 955 0
4 environmental b | Residues and dusts [@®) 11 10 1 0 0 0 100,0 | 91,7 | 95,5 0
samples ¢ | Surfaces @ 12 | 14 | 0 0 0 0 100 | 100,0 | 100,0 | 0,0
Total| 33 | 35 | 2 0 0 0 100,0 | 94,3 | 971 | 0,0
4 Production a Progess water @ 3 15 2 2 0 0 71,4 714 | 818 | 0,0
BACTVIAB™ environmental b | Residues and dusts @ 10 13 1 5 0 0 68,8 938 | 793 | 0,0
PMAXX™ samples ¢ | Surfaces @ 8 15 | 1 0 0 0 100,0 | 88,9 | 958 | 0,0
Total | 21 | 43 | 4 7 0 0 78,1 875 | 853 | 0,0
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SE.r RT FPR

Protocol
Protocol (1) 54 | 71 [ 11| 8 0 1 89,0 | 849 (869 14
Protocol @ + BACTVIAB™ PMAxx™ 42 | 79 | 13 | 15 0 1 786 | 814 [813]| 1,3
Protocol ) 16 | 32| 9| 6 0 1 80,6 | 71,0 | 766 | 30
Protocol @ 27 | 28 | 5 6 0 2 842 | 86,8 |838]| 6,7
Protocol @ + BACTVIAB™ PMAxx™ 26 | 32 | 2 3 0 0 90,3 | 935 [921] 0,0
Protocol @ 31| # 6 5 0 2 88,1 85,7 | 871 | 47
Protocol @ + BACTVIAB™ PMAxx™ 19 | 29 | 6 6 0 0 806 | 80,6 |80,0]| 0,0
All samples 194 | 276 | 43 | 41 0 6 853 | 84,5 | 850 | 21
All categories (1+2+3+4) without BACTVIAB™ PMAxx™ 128 | 172 | 31 | 25 0 6 864 | 83,2 |845| 34
All categories 1+2+(3+4) with BACTVIAB™ PMAxx™ 103 | 172 | 30 | 30 0 2 816 | 81,6 |822| 11
* PPNA not included ** PPND not included
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A summary of the results is given in Table 9.

Table 9 - Summary of results

All categories
Without With
BACTVIAB™ BACTVIAB™
PMAxx™ PMAXxx™
Sensitivity for the _ (PA+PD) . . .
alternative method At ™ (PA+ND+ PD) x100% 86.4 % 816%
Sensitivity for the SE . - (PA+ND) 100% o o
reference method "~ (PA+ ND + PD) R 83.2% 81.6%
PA+NA
Relative trueness RT = (;\rl—)x100% 84.5% 82.2%
False positive ratio for the (FP)
alternative method* FPR= NA x100% 349 11%
FP = PPNA + PPND

With ND = ND + PPND
NA = NA + PPNA

A sensitivity and a relative trueness below 90% are explained by the unpaired
study design with samples contaminated at a low level.

3.1.1.6 Analysis of discordant results

+ Negative deviations (see Table 10)

When combining all the categories, 25 negative deviations were observed for
the protocols without BACTVIAB™ PMAxx™ treatment and 30 with
BACTVIAB™ PMAxx™ treatment.

For the extension study performed in 2020, 16 negative deviations were
observed for the two categories tested with the BACTVIAB™ PMAxx™ pre-
treatment, 9 concern category 3 and 7 environmental samples. For 4 samples
(2564: IF with probiotics, 4260, 4676, 4679:. dusts), the presence of
Cronobacter spp. was confirmed in the enrichment broth.

The presence of Cronobacter spp. was confirmed in the enrichment broth for
4 samples tested without BACTVIAB™ PMAxx™ treatment (2590, 2620, 3126
and 5402) including one milk powder (375 g sample size tested with specific

protocol (4)).

ADRIA Développement 17/176 February 28, 2022
Summary report (Version 0)
GENE-UP Cronobacter



bioMérieux

The subculture of the enriched BPW in CSB broth prior streaking onto CCI
agar plates allowed confirming 2 samples in negative agreement: 3117 (Infant
formula with probiotics) and 4287 (Dusts from dairy industry).

Among these 6 false negative samples (4 ND and 2 NA), 2 were artificially
contaminated by lyophilized strains (seeding protocol, 3 using the spiking
protocol (heat treatment of the strain prior inoculation) and one was naturally
contaminated (4260).

The false negative samples (2 NA and 4 ND) are listed in Table 11.

Three of these samples were atrtificially contaminated using the spiking
protocol (heat treatment 8 minutes at 56°C with injury varying from 1.6 to
2.2 log CFU). The hypothesis was that this strong injury protocol lead to false
negative results compared to the seeding protocol using lyophilised strains
which is usually applied for low moisture products such as dusts from dairy
industry.

In order to confirm this hypothesis, upon request of the AFNOR Technical
board 10 samples inoculated with lyophilized strains using the GENE-UP
Cronobacter method only with and without applying the BACTVIAB™
PMAxx™ protocol were tested. The raw data are provided in Appendix 6.
Nine samples out of the ten inoculated samples gave positive results by both
protocols (with and without BACTVIAB™ PMAxx™).

These results confirm that the negative deviations with positive confirmation
observed for the extension validation study were probably linked to the spiking
protocol used for artificial contamination of the samples (Heat treatment for
8 minutes at 56°C) and that the application of the BACTVIAB™ PMAxx™
protocol has no impact on the observed results.

+ Positive deviations (see Table 12)

When combining all the categories, 31 positive deviations were observed for
the protocols without BACTVIAB™ PMAxx™ treatment and 30 with
BACTVIAB™ PMAxx™ treatment.
They concern 6 naturally contaminated samples (375 g sample size without
BACTVIAB™ PMAxx™) and 2 naturally contaminated samples tested with
BACTVIAB™ PMAxx™ (375 g sample size and surface).
12 positive deviations were observed for the two categories tested with the
BACTVIAB™ PMAxx™ pre-treatment, 8 concern categories 3 and 4
environmental samples, 2 naturally contaminated samples were concerned
(2888: Infant cereals, 4378: dairy industry surface sample).
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Table 10 - Negative deviations

Artificial contaminations

bioMérieux

Alternative method: GENE-UP Cronobacter

" - BPW for 18 h at 37°C
Yearof Sample (spiking protocol) § ISO
. ° S 22964*
analysis N : 2 F
Inoculation  ISRLECIL Confirmation | F1a! Agreement
Strain level Result result
(CFU/sample) [

2017 | 7621 |Mnfantformulawithout | o\osoki Ad1446 €02 |O| + 0 0 : : : ND  [1]a
probiotics

2017 | 7g01 |Infantformulawithout o oo akii Ad2396 03 |O®| -+ 0 0 : : : ND | 1a
probiotics

2017 | 7802 |Mfantformulawithout | o \osai Ad1420 0.1 o -+ 0 0 : : : ND  [1]a
probiotics

2017 | 7628 |Infantcerealswithout | oo ok Ad2304 10 O + 0 0 . . . ND 1]
probiotics

2017 | 7e30 |Mfantcerealswithout | o oo ki Ad2400 20 o + 0 0 : : : ND 1]b
probiotics

2017 7633 | Milk proteins C. sakazakii Ad1420 0,7 @ + 0 0 - - - ND 11c¢

2017 2610 | Milk powder C. muytjensis E769 1,0 @ + 0 0 - - - ND 11c¢

2017 2613 | Skim milk powder C. muytjensis E888 <0,25 @ + 0 0 - - - ND 11c¢
Infant formula with

2017 8027 | probiotics (3,6.102 C. sakazakii Ad2370 0,6 @ + 0 0 - - - ND 2| a
CFUlg)
Infant formula with

2017 8031 | probiotics (1,8.105 C. sakazakii Ad2350 0,3 @ + 0 0 - - - ND 2 |a
CFUlg)
Infant formula with

2017 8033 | probiotics (4,8.105 C. sakazakii Ad2348 2,1 @ + 0 0 - - - ND 2| a
CFUlg)
Infant cereals with

2017 8035 | probiotics (7,1.104 C. sakazakii Ad2370 0,6 @ + 0 0 - - - ND 21b
CFUlg)

* Analyses performed according to the COFRAC accreditation
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Alternative method: GENE-UP Cronobacter

Artificial contaminations

bioMérieux

o BPW for 18 h at 37°C
(spiking protocol) ISO
Yearof Sample et 22964¢
analysis N : Result Final
Inoculation &St Confirmation Agreement
Strain level result
(CFU/sample)

Infant cereals with
2017 8037 | probiotics (2,5.10° C. sakazakii Ad2350 0,3 @) + 0 0 - - - ND 21D

CFUlg)

Infant cereals with
2017 8038 | probiotics (5,1.10° C. sakazakii Ad2350 0,3 @ + 0 0 - - - ND 2|b

CFUlg)
2018 2590 | Milk powder C. muytjensis E769 1,0 ©) + 0/0/0/0* | 0/0/0/0% | -fifi/-* + - ND 3|a
2018 2593 | Skim milk powder C. muytiensis E888 <0,25 ©) + 0/0 0/0 if-* - - ND 3|a
2018 | 2596 |Infantcerealswithout oy 0nsis Ad14ds 10 o -+ 0 0 : : . ND 3| a

probiotics
2018 | 2602 | IMfant formulawithout | ¢ ooy o 7akii Ad2367 100 |®] + 0 0 : : : ND |3]a

probiotics
2018 | 260 |Infantformulawithout | oo ok Ad2380 10 |e| -+ 0 0 : : : ND  |3]a

probiotics

Infant formula with
2018 | 2620 |probiotics (7,2.10¢ C. sakazakii Ad2353 40 ®| + (eI ¥ : ND 3| b

3492 | 66,73

CFU/g)
2018 3109 | Starch C. sakazakii Ad946 24 @ + 0 0 - - - ND 3 |ct
2018 3111 | Corn starch C. sakazakii Ad2286 0,8 @ + 0 0 - - - ND 3 |ct
2018 3126 | Wheat starch C. sakazakii Ad2288 2,3 @ i 0/0/0 0/0/0 -I-I- + - ND 3 |ct
2019 5400 | Milk powder (0% Fat) C. malonaticus DSM18702 3 @ + 0 0 - - - ND 3 |c2
2019 5402 | Milk powder (0% Fat) C. sakazakii Ad2412 3 @ + 0/0/0 0/0/0 -I-I- + - ND 3 |c2
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bioMérieux

Protocol (1) or (3) or (4) with BACTVIAB™ PMAxx™ treatment

> Samy . S e PCR S, 3
= ° Inoculation O anfirmation Final Agreement
; Strain final result | result
d level/sample Cp Tm Result
Infant formula with
2020 | 2564 | probiotics (Bifidobacterium | C. sakazakii Ad1430 2,7 ©) + 0/0/0 0/0/0 [~ + - ND 3 b
breve 9,7.106CFU/g)
2020 | 2749 | Maltodextrin C. sakazakii Ad2341 2,5 ® + 0 0 - - - ND 3 c
2020 | 2753 | Whey C. sakazakii Ad2848 2,1 ® + 0 0 - - - ND 3 c
2020 | 2755 |Whey C. muytjensii E769 1,5 ® + 0 0 - - : ND 3] ¢
2020 | 2758 | Starch C. sakazakii Ad2848 2,1 ® + 0 0 - - - ND 3 c
2020 | 3100 | Natrium caseinate C. sakazakii Ad953 1,8 O + 0 0 - - - ND 3 c
2020 | 3103 |Lactose C. sakazakii Ad2396 5,0 ® i 0 0 - - - ND 3 c
Infant formula with
2020 | 3834 | probiotics (Bifidobacterium | C. sakazakii Ad2373 1,0 ©) + 0 0 - - - ND 3 b
infantis 4,4.105CFU/g)
Infant formula with
2020 | 3835 |probiotics (Lactobacillus C. sakazakii Ad2373 1,0 ® + 0 0 - - - ND 3 b
reuterii 1,2.105CFU/g)
2020 | 4260 | Dusts (dairy environment) / @ + 0/35,89/0 | 0/68,03/0 | -/+/- + - ND 4 b
2020 | 4411 | Process water (dairy CsakezakiAd23e7 | 12 | @D | + 0 0 : : . ND | 4| a
environment)
2020 | 424 | Process water (dairy C.sakazakiAd2397 | 34 | (D | + 0 0 : : . ND | 4| a
environment)
2020 | 4676 | Dusts (dairy environment) | C. sakazakii Ad2399 1,2 @ + 0/0/0 0/0/0 /-l - ND 4 b
2020 | 4679 | Dusts (dairy environment) | C. sakazakii Ad2399 1,2 @ + 0/0/0 0/0/0 -I-I- - ND 4 b
2020 | 4682 | Dusts (dairy environment) | C. sakazakii Ad947 04 @ + 0 0 - - - ND 4 b
2020 | 4684 | Dusts (dairy environment) | C. sakazakii Ad947 04 @ + 0 0 - - - ND 4 b

* Analyses performed according to the COFRAC accreditation
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bioMérieux

Table 11 - Samples in negative deviations and samples in negative agreement with positive confirmation

Alternative method: GENE-UP Cronobacter

v . Artificial contaminations with BACTVIAB™ PMAxx™ treatment
earo
Year of Protocol ISO 22064° PCR . )
analysis Injury Result Confirmation
Strain Injury protocol measurement Cp Cro Tm Cro Result final result
2020 Infant formula with probiotics . Seeding Iyophili§ed strain
2564 (Bifidobacterium breve 9,7.105CFU/g) Cronobacter sakazakii Ad1430 t2 weeks at ambiant / 2,7 ® + 0/0/0 0/0/0 /I~ + - ND (3D
emperature
2020 . ‘s . Seeding lyophilised strain
3147 | Infant formula with probiotics (Lactobacillus | o - cter sakazakii Ad2291 | 2 weeks at ambiant / 0 | G 0/0/0 0/0/0 - + | N [3]D
reuteri 2,3.105CFU/q) i
emperature
2020 4260 | Dusts (dairy environment) / / [©) + 0/35,89/0 0/68,03/0 -[+l- + - ND (4D
2020 | 4287 |Dusts (dairy environment) Cronobacter sakazakii AdS98 | HT 8 min 56°C 16 20 | @ 0/35,6/ 016781 1 pyjaps + | Na |40
’ ’ 34,93/0/0 68,27/0/0
2020 4676 | Dusts (dairy environment) Cronobacter sakazakii Ad2399 | HT 8 min 56°C 2,2 1,2 [©) + 0/0/0 0/0/0 -I-I- + - ND (4D
2020 4679 | Dusts (dairy environment) Cronobacter sakazakii Ad2399 | HT 8 min 56°C 2,2 1,2 @ i 0/0/0 0/0/0 -l i - ND [4|b

* Analyses performed according to the COFRAC accreditation
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Table 12 - Positive deviations

bioMérieux

o - BPW for 18 h at 37°C
0 .' od : PCR .: S
. Inoculation Confirmation | "8l Agreement
Strain level (CFU/ Cp Tm | Result result
sample)
2017 | 7622 |!mfantformulawithout C.sakazakiAd1420 | 07 | @ 2519 | 6550 | + + + PD | 1 |a
probiotics
2017 | 7623 |Imfantformulawithout C.sakazakiAd23%4 | 10 | @ 2365 | 657 | + + + PD | 1 |a
probiotics
2017 | 7631 |!nfant cereals without C.sakazakiAd1446 | <02 | @ 2807 | 6594 | + + + PD | 1 |b
probiotics
2017 | 7798 |'nfant cereals without C. sakazakii Ad93 47 | @ 2157 | 6621 | + + + PD | 1 |b
probiotics
2017 | 9130 |nfant cereals without C. sakazaki Ad2413 | 07 o 257 | 6615 | + + + PO |1 |b
probiotics
2017 7635 | Caseinate C. sakazakii Ad2395 1,7 ® 32,05 65,14 + + + PD 1 c
2017 7805 | Corn flour C. sakazakii Ad2383 06 @ 21,09 | 66,03 + + = PD 1 ]c¢
2017 8459 | Whey protein concentrate C. sakazakii Ad2349 3,0 ©) 30,02 65,59 + + + PD 1 c
2017 2612 | Skim milk powder C. muytjensis E888 <0,25 @ 3582 | 65.76 + + + PD 1]¢
Infant formula with probiotics N
2017 8028 (<10 CFUlg) C. sakazakii Ad2370 0,6 @ 2475 | 65,62 + + = PD 2 | a
Infant formula with probiotics .
2017 8029 (1,3.105 CFUJqg) C. sakazakii Ad2370 0,6 @ 26,43 | 65,92 + + + PD 2 | a
Infant formula with probiotics N
2017 8032 (3,0.10¢ CFUlg) C. sakazakii Ad2348 2,1 @ 29,82 | 65,96 + + = PD 2 | a
Infant formula with probiotics .
2017 8135 (4,2.105 CFUJqg) C. sakazakii Ad2352 0,7 @ 3545 | 66,67 + + + PD 2 | a
* Analyses performed according to the COFRAC accreditation
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Artificial contaminations (spiking

Alternative method: GENE-UP Cronobacter

bioMérieux

Year saroe protocol) 3 ISO BPW for 18 h at 37°C
of i Product g 22964° _
analysis | Inoculation [RESIERITE Confirmation | 1M | Agreement
Strain level (CFU/ Cp Tm result
sample)
Infant formula with probiotics | C. turincensis
2017 8448 (4,2.105 CFUJqg) Ad1445 6,0 @ - 2783 | 65,78 + + + PD 2 | a
Infant formula with probiotics .
2017 9610 (4,2.105 CFUIg) C. sakazakii Ad940 1,6 @ - 2493 | 65,65 + + + PD 2 | a
Infant cereals with probiotics ;
2018 8140 (7,1.104 CFUIqg) C. sakazakii Ad2361 0,7 @ - 24,59 | 66,16 + + + PD 2 |b
Infant cereals with probiotics .
2018 9126 (7,1.10¢ CFUIg) C. sakazakii Ad2413 0,7 @ - 24775 | 65,72 + + + PD 2 | b
Infant cereals with probiotics ;
2018 9127 (5,6.105CFUlg) C. sakazakii Ad2413 0,7 @ - 32,52 | 65,85 + + + PD 2 |b
2018 2640 | Skim milk powder / / © - 0/34,51* | 0/65,73* | i+ + + PD 3 | a
2018 2649 | Infant cereals without probiotics |/ / © - 2913 | 65,96 + + + PD 3 | a
2018 | 3472 |Infantformulawithout C.sakazakiiAd2411 | 34 | ® | - | 2425 | e647 | + + + PD |3 |a
probiotics
Infant cereals with probiotics | C. sakazakii SU12-
2018 2636 (3,2.10° CFUJqg) 74 0,9 © - 0 66,35 + + + PD 3 |b
Infant formula with probiotics
2018 2869 (9.6.108 CFUJqg) / / © - 18,01 65,89 + + + PD 3 b
2018 3104 | Wheat starch C. sakazakii Ad916 1,5 @ - 2597 | 66,68 + + + PD 3 |ct
2018 3112 | Wheat starch C. sakazakii Ad2286 0,8 @ - 24,26 | 66,39 + + + PD 3 |ct
2018 3631 | Starch / / @ - 34,7 65,9 + + + PD 3 |ct
2018 3642 | Starch / / @ - 33,14 | 65,74 + + + PD 3 |ct
2018 3643 | Starch / / @ - 33,84 66,1 + + + PD 3 |ct
2019 5403 | Milk powder (0 % Fat) C. sakazakii Ad2412 3 @ - 31,40 | 66,20 + + + PD 3 |c2
2018 | 2467 |Process water (rinse) gé sakazakii Ad12- 76 O | - | 2465 | 6624 | + + + PD | 4 |a
2018 3146 | Dust from vacuum C. sakazakii SU 12-7 1,5 ©) - 28,84 67,74 + + + PD 4 |'b
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A

Protocol (1) or (3) or

bioMérieux

»
00 0N00d

: 0 0 (4)with BACTVIAB™ PMAxx™
: P oc : PCR ] W E
S Inoculation = Confirmation | Final | Agree-
% Strain levelisample Cp ™ Resul final result | result | ment
2020 2569 | Infant formula C. sakazakii Ad2382 1,0 @ 3485 | 68.66 + + + PD 3 | a
2020 | 2743 |Whey C. sakazakii Ad2848 2,1 ® 32.6 67.5 + + + PD 3 | ¢
2020 2746 | Non-fat dry milk C. sakazakii Ad2341 2,5 @ 32.56 67.5 + + + PD 3 c
2020 | 2754 |Whey C. sakazakii Ad935 2,6 ® 33.65 | 67.06 + + + PD 3 | ¢
2020 2756 | Starch C. sakazakii Ad2341 2,5 @ 29.43 67.3 + + + PD 3 c
2020 2757 | Starch C. sakazakii Ad935 2,6 @ 30.01 67.59 + + + PD 3 c
2020 2888 | Infant cereals / / ©) 29.36 | 67.99 + + + PD 3 | a
2020 | 3102 | Non-fat dry milk C. sakazakii Ad2396 5,0 @ 3406 | 68.31 + + + PD 3 | ¢
2020 | 4041 |Process water(dairy | o ook AG1707 16 @ 2853 | 685 | + + + | PD | 4 |a
environment)
Sponge (dairy + (after
2020 | 4378 environment) / / @ 33.08 | 68.38 + storage 72h) + PD 4 | c
2020 | 4410 |Process water(dairy | oo ki Ad2389 06 @ 271 | 6826 | + + + | PD | 4 |a
environment)
2020 | 4g7g | Dusts (dairy C. sakazakii Ad2399 12 @ 343 | 686 | + + + PD | 4 | b
environment)
* Analyses performed according to the COFRAC accreditation
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bioMérieux

The analyses of discordant results according to the EN ISO 16140-2:2016 is
the following (See Table 13):
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Table 13 - Analyses of discordant results

bioMérieux

Category Type Protocol | Study design | N+ | ND* | ppND | pp | (ND*PPND) |, | (ND+PPND) |, | (ND*PPND) |, | (ND+PPND) |
-PD +PD -PD -PD
Milk powders and a | Infant formula @ unpaired 11 3 0 2 1 1
1 ingredients, infant formula | b | Infant cereals @ unpaired 1M1 2 0 3 -1 -1
and infant cereals without Ingredients: lactoserum, maltodextrin , milk powders. @ unpaired | 16 | 3 0 4 -1 -1
probiotics Total 38| 8 0 9 -1 3 -1 3
. a | Infant formula @) unpaired 16| 3 0 6 -3 -3
2 Ir(‘:rr:a];:mrriapiggiﬁzgt b | Infant cereals @) unpaired 151 3 0 3 0 0
Total 31| 6 0 9 -3 3 -3 3
. . . a | Milk powders, Infant formula and infant cereals without probiotics [©) unpaired | 20 | 5 0 3 2 2
Nllr"l:a z:’r(',(:;rjl’a";?‘??r:::ﬁ’ b | Infant formula and infant cereals with probiotics [©) unpaired 18 | 1 0 2 -1 -1
3 . . c1 | Ingredients( maltodextrin, whey, lactose, starch, caseinate, ...) @ unpaired 32| 3 0 5 -2 -2
cereals with or without
P c2 | Milk powders @ unpaired 10| 2 0 1 1 1
probiotics 375g
Total 80 | 11 0 11 0 4 0 4
3 Milk powders, ingredients, | a | Milk powders, Infant formula and infant cereals without probiotics @ unpaired 16 0 0 2 -2 -2
infant formula and infant b | Infant formula and infant cereals with probiotics [©) unpaired 15| 3 0 0 3 3
BACTVIAB™
PMAXx™ cereals with or without Milk powders and Ingredients: maltodextrin, whey, lactose, starch, caseinate... @ unpaired 3 6 0 6 0 0
probiotics 3759 Total 62| 9 0 8 1 4 1 4
a | Process water @ unpaired | 11| 0 0 1 -1 -1
Production environmental | b | Residues and dusts @) unpaired 121 0 0 1 -1 -1
4
samples Surfaces @ paired 121 0 0 0 0 0 0
Total 35| 0 0 2 0 3 0 6 -2 3 -2 3
4 a | Process water @ unpaired 7 2 0 2 0 0
Production environmental | b | Residues and dusts @) unpaired 6] 5 0 1 4 4
BACTVIAB™
PMAxxT™ samples ¢ |Surfaces @ paired 9] 0 0 1 -1 1 -1 -1
Total 32| 7 0 4 0 3 0 6 3 3 3 3
Protocol (1) unpaired | 73| 8 0 11 -3 4 -3 4
Protocol (1) + BACTVIAB™ PMAxX™ unpaired | 70 | 15 0 13 2 4 2 4
Protocol (2) unpaired | 31| 6 0 9 -3 3 -3 3
Protocol (3) unpaired 38| 6 0 5 1 3 1 3
Protocol (3) + BACTVIAB™ PMAxX™ unpaired | 31| 3 0 2 1 3 1 3
Protocol (4) ar:l;xu?][a)larﬁ‘g g1 42 5 0 6 -1 3
Protocol () + BACTVIABT™ PMAXX™ ar’:gxuﬂzgleri g3t 6] 0 6 0 3
All samples alﬂxuﬂzgﬁg Js a0 | @ 2 8
All categories (1+2+3+4) without BACTVIAB™ PMAxx™ a:;'xuﬂ;';‘i 1184 25 | 0 31 -6 5 -6 5
All categories 1+2+(3+4) with BACTVIAB™ PMAxx™ mix paired | 4651 39 | g 30 0 6 0 6
and unpaired

*ND: PPND not included
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bioMérieux

The observed values for ((ND + PPND) - PD) and (ND + PPND + PD) for
the 4 individual categories with or without BACTVIAB™ PMAxx™ pre-
treatment and for all the combined categories meet the Acceptability
Limits (observed values < AL).
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bioMérieux
3.1.1.7 Enrichment broth and lysate storage at5 + 3 °C for 72 h
The enrichment broths and lysates from 194 samples were tested again after

storage for 72 h at 5°C = 3°C. The following changes were observed (See
Table 14).

Table 14 - Enrichment broth storage

Agreement after storage £
° Agreement =L
Protocol Sample N Product @
before storage w
o
7796 | Infant formula without probiotics PA PA ND 1] a
2611 Skim milk powder PA PPND PPND 1] ¢
Without 2590 | Whole milk powder ND PA ND 3| a
BACTVIAB™ Infant formula with probiotics
PMAXK™ 2620 (7,2.10¢ CFUJqg) P ND PPND PPND 3| b
3125 | Maltodextrin PA PPND PPND 3| ¢
3132 Maltodextrin PA PA ND 3| ¢
Infant formula with probiotics
2564 | (Bifidobacterium breve ND PA ND 3| b
9,7.105CFUI/g)
With 2581 | Skim milk powder PA ND PA 3 | a
BACTVIAB™ | 2743 | Whey PD PPNA PPNA 3 | ¢
PMAxx™ 2750 | Non-fat dry milk PA PPND PPND 3| c
4260 | Dusts (dairy environment) ND PA ND 4 b
4289 Vaquum c!eaner filter PA ND PA 4 b
(dairy environment)

The analyses of discordant become (See Table 15 for BPW storage and
Table 16 for lysates storage).
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Table 15 - Analysis of discordant results after BPW storage for 72 h at 5 + 3°C

bioMérieux

Paired study Unpaired study Combined
Category Type Protocol | Study design N+ | ND* | PPND PD (ND+PPND)-PD |AL| (ND+PPND)+PD |AL| (ND+PPND)-PD |AL| (ND+PPND)-PD [AL
Milk powders and a | Infant formula @ unpaired 11 3 0 2 1 1
ingredients, infant b | Infant cereals @ unpaired 1"M| 2 0 3 -1 -1
1 formula and infant Ingredients: lactoserum, maltodextrin , milk powders. @) unpaired 6] 3 0 4 0 0
cereals without
probiotics Total 38| 8 0 9 0 3 0 3
Infant formula and a | Infant formula Q unpaired 16 3 0 6 -3 -3
2 infant cereals with b | Infant cereals @) unpaired 15| 3 0 3 0 0
probiotics Total 31 6 0 9 -3 3 -3 3
Milk powders, Infant formula and infant cereals without .
Milk powders, a prob/% fics ® unpaired 20| 5 0 3 1 1
ingredients, !nfant b | Infant formula and infant cereals with probiotics ® unpaired 18] 1 0 2 -1 -1
formula and infant . -
3 . Ingredients( maltodextrin, whey, lactose, starch, .
cereals with or c1 caseinate, . ) @ unpaired 32 3 0 5 -1 -1
W'th°“;$;;b'°t'°s c2 | Milk powders @ unpaired 10| 2 0 1 1 1
Total 80 | 11 0 11 0 4 0 4
~ Milk powders, 3 Milk powders, Infant formula and infant cereals without © unpaired 161 1 0 9 A A
3 ingredients, infant probiotics
BACTVIAB™ formula anq infant b Infant formula and infantlcereals with propiotics @ unpaired 15 2 0 0 2 2
PMAXXT cereals with or c Milk powders and Ingredients: maltodextrin, whey, lactose, @ unpaired 30 6 2 5 3 3
without probiotics starch, caseinate... P
375¢ Total 61 9 2 7 4 4 4 4
. a | Process water @ unpaired 11 0 0 1 -1 -1
Production b | Residues and dusts @ unpaired 121 0 0 1 -1 -1
4 environmental .
samples ¢ | Surfaces @ paired 121 0 0 0 0 0 0
Total 35| 0 0 2 0 3 0 6 -2 3 -2 3
a | Process water @ unpaired 7 2 0 2 0 0
4 Production . ,
BACTVIAB™ environmental b gersfldues and dusts % unpglrzd 1;3 g 8 1 1 A; A;
PMAxx™ samples c urtaces paire - _ _
Total 32| 7 0 4 1 3 1 6 3 3 3 3
Protocol (1) unpaired 73] 8 0 11 -2 4 -2 4
Protocol (1) + BACTVIAB™ PMAxx™ unpaired 70| 15 0 13 3 4 3 4
Protocol (2) unpaired 31 6 0 9 -3 3 -3 3
Protocol (3) unpaired 38| 6 0 5 0 3 0 3
Protocol (3) + BACTVIAB™ PMAxX™ unpaired 31 3 0 2 1 3 1 3
mix paired and
Protocol (4) unpaired 42| 5 0 6 0 3
Protocol (3) + BACTVIAB™ PMAXx™ mixpaired and | 35 | g | 5 3 3
unpaired
All samples mix paired and | 77| 44 2 42 2 8
unpaired
All categories (1+2+3+4) without BACTVIAB™ PMAXx™ m'xuﬁggﬁ‘;;”d 184 25 | 0 31 5 6 5 5
All categories 1+2+(3+4) with BACTVIAB™ PMAxx™ m'xuflg'ar?rg;”d 162| 30 2 29 4 6 4 6
*ND: PPND not included
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Table 16 - Analysis of discordant results after lysate storage for 72 h at 5+ 3°C

bioMérieux

Paired study Unpaired study Combined
Category Type Protocol | Study design N+ | ND* | PPND PD (ND+ PPND)-PD |AL| (ND+PPND)}+PD |AL| (ND+PPND)-PD |[AL| (ND+PPND)-PD |AL
Milk powders and a | Infant formula @ unpaired 11 3 0 2 1 1
ingredients, infant b | Infant cereals @ unpaired 1M 2 0 3 -1 -1
1 formula and infant Ingredients: lactoserum, maltodextrin , milk powders. @) unpaired 16 3 0 4 0 0
cereals without
probiotics Total 38| 8 0 9 0 3 0 3
Infant formula and a | Infant formula Q unpaired 16 3 0 6 -3 -3
2 infant cereals with b | Infant cereals @) unpaired 15 3 0 3 0 0
probiotics Total 3 6 0 9 -3 3 -3 3
Milk powders, a ;A;lrl(l)l;) ﬁ)?illcv;/ers, Infant formula and infant cereals without @ unpaired 20 5 0 3 1 1
ingredients, !nfant b | Infant formula and infant cereals with probiotics ® unpaired 181 1 0 2 -1 -1
formula and infant . .
3 . Ingredients( maltodextrin, whey, lactose, starch, .
cereals with or c1 caseinate, . ) ® unpaired 32 3 0 5 -1 -1
w'th°";'7°;gb'°t'°s c2_| Milk powders @ unpaired | 10 | 2 0 1 1 1
Total 80 | 11 0 1 0 4 0 4
. M||k.powd?rs, 3 Milk poyvders, Infant formula and infant cereals without © unpaired 16 0 0 9 2 2
3 ingredients, infant probiotics
formula and infant b | Infant formula and infant cereals with probiotics [©) unpaired 15 3 0 0 3 3
BACTVIAB™ . . . .
PMAXX™ cereals with or c Milk powders and Ingredients: maltodextrin, whey, lactose, @ unpaired 30 6 2 5 3 3
without probiotics starch, caseinate... P
375¢ Total 61| 9 2 7 4 4 4 4
. a | Process water @ unpaired 11 0 0 1 -1 -1
Production b | Residues and dusts @ unpaired 121 0 0 1 -1 -1
4 environmental .
samol ¢ | Surfaces @) paired 121 0 0 0 0 0 0
ples
Total 35| 0 0 2 0 :) 0 6 -2 3 -2 3
P t [ 7 2 2
¢ Production R iiuen and duss R S B ; ;
BACTVIAB™ environmental .
PMAxcT™ samples Surfaces @) paired 9] 0 0 1 - 1 -1 -1
Total 32| 7 0 4 1 3 1 6 3 3 3 3
Protocol (1) unpaired 73| 8 0 11 -2 4 -2 4
Protocol (1) + BACTVIAB™ PMAxX™ unpaired 70| 15 0 13 3 4 3 4
Protocol ) unpaired 31| 6 0 9 -3 3 -3 3
Protocol (3) unpaired 38| 6 0 5 0 3 0 3
Protocol (3) + BACTVIAB™ PMAxX™ unpaired 31 3 0 2 1 3 1 3
mix paired and
Protocol (4) unpaired 42| 5 0 6 0 3
Protocol (@) + BACTVIAB™ PMAXx™ mixpairedand | 35 | g | 5 3 3
unpaired
All samples mix paired and | o7z | 44 2 42 2 8
unpaired
All categories (1+2+3+4) without BACTVIABT™PMAxx™ m'xuf]gg?r‘;;”d 184 25 | 0 31 5 5 5 5
All categories 1+2+(3+4) with BACTVIAB™PMAxx™ m'xuf]g'arﬁg:”d 162| 30 2 29 4 6 4 6
* ND: PPND not included
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The observed values for ((ND + PPND) - PD) and for (ND + PPND + PD)
for the 4 individual categories with or without applying the BACTVIAB™
PMAxx™ pre-treatment and for all the combined categories meet the
Acceptability Limits (observed values <AL).

3.1.1.8 Confirmation

All the samples were confirmed (See Table 17) by:

- Direct streaking onto ESIA and CCI Agar;
- Subculture in CSB before streaking onto CCI agar.

The typical colonies were confirmed by the Fast Crono and the API ID32E
without purification step for colonies obtained on selective agar plates after
direct streaking and after purification step for colonies obtained after
subculture in CSB prior streaking.

The confirmation procedures allowed to confirm all the samples, except
6 samples tested.

For these 6 samples with positive PCR results, it was impossible to recover
the Cronobacter strain from the enriched BPW or after subculture in CSB broth
even when several plates or broths were inoculated. Note that for 2 samples
(8411 and 8442), PCR run on non-enriched BPW gave also positive PCR tests
(Tm = 66.76 and 67.2).

For samples 2620 (infant formula with probiotics) and 3126 (wheat starch) for
which the PCR test was negative, Cronobacter spp. was recovered only after
subculture in CSB broth.
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Table 17 - Confirmation

Confirmation | 5\ \a+ pp ND* PPNA PPND Total

PA+PD
~_protocol " " " ¢ T

Category

Milk pqwderg and DS ESIA 21136 |9 | 8 1 0 75 30
ingredients, infant DS CCl 103|981 ] 0 |75] 30
1 formula and infant :
cereals without All confirmatory | o4 | 35 | o | & 1 0 | 75 | 30
probiotics tests
Infant formula and DS ESIA 16 32|19 6 1 0 64 25
2 infant cereals with DS ,CCI 1613219 | 6 1 0 s 25
probiotics All confimatory | 46| 55 | 9 | 6 | 1 | 0 | 64 | 25
tests
Milk pc_deerg, DS ESIA 58 | 57 [11| 11 2 0 153 69
ingredients, infant DS CCl 58|57 |11 11| 2 [ 0 | 153 69
3 formula and infant :
cereals with or without | All confirmatory 58 | 71 (111 11 4 0 | 153 | 69
probiotics (375 g) fests
Milk p(_)wder§, DS ESIA 431618 | 11 0 0 123 51
3 ingredients, infant DS CCl 44611810 0 | 0 [123] 52
BACTVIAB™ | formula and infant :
PMAXx™ | cereals with or without | Al confirmatory 45161181 9 0 0 | 123 | 53
probiotics (375 g) fests
DS ESIA 331312 0 0 0 70 35
4 Production DS CCI 331312 0 0 0 70 35
environmental samples i
p All confirmatory 331352 0 0 0 70 35
tests
4 DS ESIA 21| 44 | 3 7 0 0 75 24
BACTVIAB™ envirorl?rr:gr?tgtllzgmples Al DSf-CCI e ) : D =
PMAXX™ commay 21|43 |a| 7| 0 | 0 75| 2
DS ESIA 128 (174 | 31| 25 4 0 362 159
All categories o DSf.CCI 128|174 | 31| 25 4 0 362 | 159
confirmatory | 158 (174 (31| 25 | 6 | 0 | 362 | 159
tests
DS ESIA 10117329 | 32 2 0 337 130
All categories DS CCI 10217329 | 31 2 0 337 | 13
BACTVIAB™ PMAXxx™ i
All confivmatory | 03| 72|30 | 30 | 2 | o | 337 | 133

* PPNA not included ** PPND not included

One more sample was confirmed using the CCI plates for the category 3
(BACTVIAB™ PMAxx™). For one sample (4378: Surface sample with
BACTVIAB™ PMAxx™), the presence of Cronobacter spp strain was
confirmed after 72 h storage of the enrichment broth.

3.1.1.9 PCR inhibition

Taking into account all the studies, 1152 PCR tests were carried out; inhibitions

were observed for 10 samples representing 0.87% of the PCR tests carried

out for this study (See Table 18).
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PCR

Sample N° Product Cp m Result
8450 Infant formula with probiotics (7,0.105 CFU/g) 0/0 0/0 if-*
2592 Skim milk powder 0/0/0* 0/0/0* if-1-*
2593 Skim milk powder 0/0 0/0 if-*
2595 Infant cereals without probiotics 0/31,18 0/65,72 i+
2640 Skim milk powder 0/34,51* 0/65,73* i/+*
2641 Skim milk powder 0/0* 0/0* if-*
2642 Skim milk powder 0/0* 0/0* if-*
2643 Half-skim milk powder 0/0* 0/0* if-*
2646 Infant formula without probiotics 0/0*/0** 0/0*/0** ifi*]-**
2864 Infant cereals with probiotics (2,9.105 CFU/g) 0/0* 0/0* if-*

*: 1/3 dilution of the lysate **: 1/5 dilution of the lysate i- PCR inhibition

These inhibitions concern milk powders (skim milk and half-skim milk), infant
cereals and infant formula with and without probiotics. For 7 samples (8450,
2593, 2640, 2641, 2642, 2643 and 2864), a 1/3 dilution of the lysate was
required to obtain a result and for one sample (2646), it was necessary to
perform a 1/5 dilution. For 2 samples (2592 and 2595), the inhibitions were not
observed when the non-diluted lysates were tested again after inhibition, as
recommended in the kit insert.

3.1.2 Relative level of detection

The relative level of detection is the level of detection at P = 0.50 (LODso) of the alternative (proprietary)
method divided by the level of detection at P = 0.50 (LODs) of the reference method.

The RLOD is defined as the ratio of the alternative and reference methods:

3.1.2.1 Experimental design

RLOD =

LODyy,
LODgey.

One matrix should be tested per category and per protocol. At least, three
inoculation levels were used:

- A negative control: 5 samples,

A

20 replicates,

low contamination

level providing fractional recovery data, with

- A high contamination level, with 5 replicates.
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A total plate count determination or lactic microflora on each matrix was
performed to estimate the total microbial load on the day of analysis.

The matrix/strain pairs were analysed by the reference method and by the
alternative method (See Table 19).

Table 19 - Defined (matrix/strain) pairs for the RLOD determination

Category

Matrix

Strain

Storage
conditions after
inoculation and
before analysis

Protocol

Milk powders, infant .
> . Seeding protocol
= formula and infant Cronobacter Lvoohilized strain
® cereals without Infant cereals | dublinensis | Unknown yop 259 | © | Unpaired
c . . 2 weeks at room
1] probiotics including E798 temperature
S ingredients P
s Seeding protocol
w Infant formula and infant Infant formula Cronobactftlar Dairy Lyophilized strain .
= . o . - Sakazakii 259 | @ | Unpaired
< cereals with probiotics with probiotics Ad413 product 2 weeks at room
temperature
) Milk powders, infant Maltodextrin turicensis yop 3759 | @ | Unpaired
s . powder 2 weeks at room
S formula and infant Ad1445 temperature
> cereals with or without P
S e . Seeding protocol
2 probiotics including Cronobacter - .
® : . Infant formula ) Infant Lyophilized strain .
c ingredients . - sakazakii 3759 | @ | Unpaired
k=) with probiotics Ad412 formula 2 weeks at room
% temperature
@ Production Process water C,;;):;t%anﬁr Milk Seeding protocol Bml | © | Unpaied
environmental samples EéSS powder 48 hat5°C £ 3°C npaire
Cronotacter | | o dr:ﬂlgzséost?r;?rll
S Milk powders, infant Maltodextrin turicensis yop 3759 | @ | Unpaired
= . powder 2 weeks at room
S formula and infant Ad1445 temperature
> cereals with or without P
S C . Seeding protocol
2 probiotics including Cronobacter - .
17 : . Infant formula N Infant Lyophilized strain .
c ingredients . - sakazakii 3759 | @ | Unpaired
k) with probiotics Ad2412 formula 2 weeks at room
g temperature
X . Cronobacter . .
L Production o Milk Seeding protocol )
environmental samples Process water mu%/gggsu powder 48hat5°C +3°C 25ml | @ | Unpaired
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3.1.2.2 Calculation and interpretation of the RLOD
The raw data are given in Appendix 7.
The RLOD calculations were performed using the Excel spreadsheet available

at http://standards.iso.org/iso/16140 - RLOD (clause 5-1-4-2 Calculation and
interpretation of RLOD) version 06.07.2015. The RLOD are given in Table 20.

Table 20 — Presentation of RLOD before and after confirmation of the
alternative method results

b=In z-Test

Matrix/strain pair Protocol AL RLODL RLODU (RLOD) statistic p-value
Infant cereals /
1 Cronobacter dublinensis E798 1 1,854 | 0,695 | 4,947 | 0,617 |0,491| 1,257 | 0,209
Infant formula with probiotics /
2 C. sakazakii Ad2413 2 1,227 | 0,707 | 2,129 | 0,205 |0,276| 0,743 | 0,457
Maltodextrin (375) / 25
Cronobacter turicensis Ad1445 4 2515 | 1,184 | 5341 | 0922 (0,377 | 2449 | 0,014
Infant formula with probiotis (375g) / )
C. sakazakii Ad2412 3 0,699 | 0,312 | 1,564 | -0,358 |0,403| 0,89 1,626
. 4+
3 | Maltodextrin (375g) / BACTVIAB™ | | 1,151 | 0519 | 2,553 | 0,141 |0,398| 0354 | 0,723
Cronobacter turicensis Ad1445
PMAxx™ 95
, - 3+ ’
Infant formula with probiolis (3750) /| gacryiagme | | 1,151 | 0519 | 25553 | 0,141 |0398| 0,354 | 0723
C. sakazakii Ad2412
PMAxx™
Process water (rinse) /
Cronobacter muytjensii E888 1 1,406 | 053 | 3,729 | 0,341 |0,488| 0,699 | 0,485
4 Process water (rinse) / 1 25
oo BACTVIAB™ 0,569 | 0,233 | 1,389 | -0,563 |0,446| 1,263 | 1,793
Cronobacter muytjensii E888
PMAxx™
Combined without BACTVIAB™ PMAxx™ o 1,358 | 0,995 | 1,853 | 0,306 |0,155| 1,971 | 0,049
Combined with BACTVIAB™ PMAxx™ " 1,124 | 0,817 | 1,547 | 0,117 0,159 | 0,736 | 0,462

For maltodextrin, the RLOD value is just above the Acceptability Limit (AL)
(RLOD = 2.515). Note that for this food type (ingredients), satisfying results
were observed with 5 positive deviations and 3 negative deviations. The RLOD
was thus considered as acceptable by the AFNOR Technical Board.

The LODso % calculations according to Wilrich & Wilrich POD-LOD calculation
program - version 9, 2017-09-23 test are given in Table 21.
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Level of detection at 50%

. : . (CFU / sample size)
(Strain / matrix) pair Protocol according to Wilri
Reference method Alternative method
Infant cereals /
Cronobacter dublinensis E798 1 08[0,5-1.4] 1,310.7-2.3]
Infant formula with probiotics /
C. sakazaki Ad2413 2 04102-07] 0710412
Maltodextrin (375g) /
Cronobacter turicensis Ad1445 4 0.3[0.2-06] 09[0,5-19]
Infant formula with probiotis (375g) /
C. sakazakii Ad2412 3 06{04-10] 0410.3-08]
. 4+
Maltodextrin (375g) / ™ ) )
Cronobacter turicensis Ad1445 BACTVIAB 0610,3-1.0] 0.710.4-1.2]
PMAXxx™
. - 3+
Infant formula with probiotis (375g) /
C. sakazakii Ad2412 BACTVIAB™ 0,410,2-0,7] 0,5[0,3-0,8]
PMAXxx™
Process water (rinse) /
Cronobacter muytjensii E888 1 05[0,3-1,0] 0.7[0,4-1.9]
Process water (rinse) / 1
o BACTVIAB™ 1,4 [0,8-2,5] 0,91[0,5-1,5]
Cronobacter muytjensii E888 PMAx™
Combined without BACTVIAB™ PMAxx™ 0,5[0,4-0,7] 0,8 [0,6-1,0]
Combined with BACTVIAB™ PMAxx™ 0,7 [0,5-0,9] 0,8 [0,6-1,0]

The RLOD meet the Acceptability Limits (RLOD < AL) for each
matrix/strain pair, except for maltodextrin for which the RLOD is just
above the AL (RLOD = 2.515). The RLOD was considered equivalent to
the AL and was approved by the AFNOR Technical Board.

The LODso varies from 0.3 to 1.4 CFU/sample size for the reference
method and from 0.4 to 1.3 CFU/ sample size for the alternative method

1 Wilrich, C., and P.-Th. Wilrich: Estimation of the POD function and the LOD of a qualitative

microbiological measurement method. AOAC International 92 (2009) 1763 - 1772.
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3.1.3 Inclusivity / exclusivity

The inclusivity is the ability of the alternative method to detect the target analyte from a wide range of
strains. The exclusivity is the lack of interference from a relevant range of non-target strains of the
alternative method.

3.1.3.1 Test protocols
O Inclusivity

Cronobacter spp. strains cultures were enriched in BHI medium at 37°C.
Dilutions were done in order to inoculate 10 - 100 cells/225 ml of enrichment
broth (BPW + Novobiocin). The alternative protocol was then performed after
an enrichment time of 18 h at 37°C.

Confirmation was performed by direct plating on CCl agar and then
identification of presumptive positive colonies by ID32E and Fast Crono.

O Exclusivity
Negative strains cultures were performed in BHI at 37°C. Dilutions were
realized in order to inoculate 10° cells/ml of BPW. The BPW was then enriched
for 24 hours at 37°C.

3.1.3.2 Results

Raw data are given in Appendix 8.

O Inclusivity
The 50 target strains tested gave a positive PCR result and positive
confirmatory tests. For 13 strains, addition of milk in the enrichment broth was
necessary to obtain positive growth. For 2 strains, higher inoculation was
necessary to get a positive result (Cronobacter malonaticus E684 and
Cronobacter condimenti LMG 262 50T).

O Exclusivity

No cross reaction was observed with the 31 strains tested.
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3.2  Practicability

The alternative method practicability was evaluated according to the AFNOR
criteria relative to method comparison study.

Storage conditions, Enrichment broth: after incubation before the lysis step or confirmation,

L EIENEE Nl EIIEEIE 2 - 8°C for 3 days.

utilization after first use Lysis reagent:

- before use at 15 - 25 °C in the kit until expiration date of the kit

- lysate (after addition of the sample and vortex step): 1 h at 15 - 25°C
3 days at 2 - 8°C (or - 20°C for longer storage)

Time to result Steps ‘ Reference method ‘ Alternative method

Negative samples

Sampling / enrichment Day 0 Day 0

Direct streaking / /

Lysis and PCR / Day 1

CSB Day 1 /

Streaking CSB Day 2 /

Reading plates Day 3 /

Presumptive positive or positive results

Direct streaking / Day 1

CSB Day 1 Day 1

Streaking CSB Day 2 Day 2

Reading plates Day 3 Day?2or3

Confirmatory tests Day 4 Day?2 to4

Common step with the
reference method

No common step

The negative results are available in 1 day and the positive results in 2 or
4 days depending on the confirmation protocol used.

3.3 Inter-laboratory study

The inter-laboratory study is a study performed by multiple laboratories testing identical
samples at the same time, the results of which are used to estimate alternative-method
performance parameters.

3.3.1 Study organisation

+ Collaborators number

15 laboratories (16 collaborators) participated to the study. 2 collaborators for
Lab G were involved in the study.
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+ Matrix and strain used

Infant formula with probiotics (Lactobacillus reuteri DSM 17938) was
inoculated with Cronobacter sakazakii Ad 940 strain.

In order to facilitate the study, infant formula was first homogenized in sterile
water.

+ Samples

Samples were prepared and inoculated on Monday 29™ of January 2018, as
described below:

- 24 blind coded samples (25 ml) for Cronobacter spp. detection by the
GENE-UP ® Cronobacter spp. method (RED LABEL)

- 24 blind coded samples (10 ml) for Cronobacter spp. detection by the 1ISO
22964 (April 2017) reference method (BLUE LABEL)

- 1 sample (labelled “Sample for anaerobic lactic flora”) for anaerobic lactic
flora enumeration in MRS agar

- 1 water flask labelled “Temperature Control” with a temperature probe.

+ Inoculation
The targeted inoculation levels were the following:

- Level 0: 0 CFU/qg,

- Level 1: level providing as much as possible fractional positive result
(2 CFU/sample),

- Level 2:10 CFU/sample.

+ Labelling and shipping

Blind coded samples were placed in isothermal boxes, which contained
cooling blocks, and express-shipped to the different laboratories.

A temperature control flask containing a sensor was added to the package in
order to register temperature profile during transport, package delivery and
storage until analyses.

Samples were shipped on Monday 29" January 2018 in 24 h to 48 h to the
involved laboratories. The temperature conditions had to stay lower or equal
to 8.4°C during transport, and between 0°C — 8.4°C at arrival.
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+ Analyses

Collaborative study laboratories and the expert laboratory carried out the
analyses on Tuesday 30" or Wednesday 315t January 2018 with the alternative
and reference methods.

3.3.2 Experimental parameters controls

3.3.2.1 Strain stability and background microflora stability

Strain stability was checked by inoculating the matrix at 2 CFU/sample and
100 CFU/g. Enumerations were performed for the high contamination level
and detection analyses were performed for the low contamination level after
24 h and 48 h storage at 5 + 3°C. Triplicates were analysed. The aerobic
mesophilic flora was also enumerated; the results are given in Table 22.

Table 22 - Sample stability

Reference method Alternative method
: : Lactic acid flora
(CFUIqg)
Day 0 - + + + + + 281 273 455 3.810°
Day 1 + + + - + + 110 60 90 6.2 10°
Day 2 + + + + + 50 20 0 5.510°

A decrease in the count level was observed during storage at 5°C + 3°C.

3.3.2.2 Contamination levels

The contamination levels and the sample codification were the following (see
Table 23).

Table 23 - Contamination levels

Theoretical 7 ¢ evel Low limit/ | High limit/

(b/ sample)*  sample sample

Samples target level
(b/sample)

1-4-6-11-14-18-20-24
26-28-31-34-37-40-43-44
3-5-10-15-16-19-22-23
27-30-35-38-41-42-46-48
2-7-8-9-12-13-17-21

Level 2 | e 50 a0 aa 3690 .45 - 47 10 98 8.0 120

Level 0

Level 1 2 2.6 2.2 3.1

* Due to the decrease in the count level observed in the stability study, the true
levels at the time of the study were probably lower.
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3.3.2.3 Logistic conditions
Temperature conditions are given in Table 24.
Table 24 - Sample temperatures at receipt

Collaborators Temperature measured = Temperature measured Receipt date

Analysis date

by the probe (°C at receipt (°C) and time
A 3.6 2.0 31/01/2018 15h00 | 31/01/2018
B 1.8 5.1 30/01/2018 09h00 | 30/01/2018
C 6.1 3.5 30/01/2018 10h300| 30/01/2018
D 1.8 4.2 30/01/2018 09h35 | 30/01/2018
E -16.5 5.0 30/01/2018 18h00 | 30/01/2018
F 6.7 9.7 30/01/2018 12h00 | 30/01/2018
G1 1.2 1.4 31/01/2018 10h00 | 31/01/2018
G2 1.4 15 31/01/2018 10h00 | 31/01/2018
H 1.7 1.8 30/01/2018 11h40 | 30/01/2018
I 5.9 4.1 30/01/2018 10h00 | 30/01/2018
J 15 2.6 30/01/2018 09h45 | 30/01/2018
K 2.1 49 31/01/2018 09h00 | 31/01/2018
L 1.4 1.4 30/01/2018 11h00 | 30/01/2018
M 1.3 3.9 30/01/2018 09h30 | 30/01/2018
N 15 6.0 30/01/2018 10h20 | 30/01/2018
0 2.9 6.0 30/01/2018 11h00 | 30/01/2018

No problem was encountered during the transport or at receipt except for
2 collaborators:

- For Lab E, the probe measured a temperature of -16.5°C; the probe
probably failed as the Lab measured a temperature at receipt of 5.0°C.

- For Lab F, the temperature measured at receipt by the Lab was 9.7°C but
the probe measured a temperature of 6.7°C.

For the other collaborators, all the samples were delivered on time and in

appropriate conditions. Temperatures during shipment and at receipt were all

correct.

3.3.3 Results analysis

The raw data are given in Appendix 9.

3.3.3.1 Expert laboratory results

The results obtained by the expert laboratory are given in Table 25.
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Table 25 — Results obtained by the expert Lab.

Level Reference method Alternative method
LO 0/8 0/8
L1 8/8 7/8
L2 8/8 8/8

3.3.3.2 Results observed by the collaborative laboratories
4+ Aerobic mesophilic flora enumeration

Depending on the Lab results, the enumeration levels varied from 4.0 10* to
8.1 10° CFU/qg.

4+ Cronobacter spp. detection

16 collaborators participated to the study. The results obtained are provided in
Table 26 (reference method) and Table 27 (alternative method).

Table 26 - Positive results by the reference method (ALL the collaborators)

Contamination level
Collaborators

L0 L1 L2

A 0 7 8
B 0 7 8
C 0 6 8
D 0 7 8
E 0 7 8

F 0 7 8
G1 0 7 8
G2 0 5 8
H 0 6 8

I 0 7 8

J 0 8 8
K 0 7 8
L 0 6 8
M 0 6 8
N 0 7 8
0 0 8 8

Total Po=0 P1=108 P, =128
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Table 27 - Positive results (before and after confirmation)

by the alternative method (ALL the collaborators)

Contamination level

Collaborat LO L1 L2
OHAROIALOrs PCR | Confirmation | Final | PCR | Confirmation| Final PCR | Confirmation Final
Result result result | Result result result | Result result result

A 0 0 0 5 5 5 8 8 8
B 0 0 0 3 3 3 8 8 8
C 1 0 0 5 5 5 8 8 8
D 0 0 0 6 6 6 8 8 8

E 0 0 0 5 5 5 8 8 8

F 0 0 0 6 6 6 8 8 8
G1 0 0 0 6 6 6 8 8 8
G2 0 0 0 6 6 6 8 8 8

H 0 0 0 7 7 7 8 8 8

| 0 0 0 7 7 7 8 8 8

J 0 0 0 8 8 8 8 8 8
K 0 0 0 7 7 7 8 8 8

L 0 0 0 6 6 6 8 8 8
M 0 0 0 7 7 7 8 8 8

N 4 3 3 8 8 8 8 8 8
(0] 0 0 0 7 7 7 8 8 8

Total Po=5 3 CPo=3|P1=99 99 CP1=99 | P>=128 128 CP2=128

3.3.3.3

Lab C obtained a positive PCR result for an unspiked sample (C24); the
presence of Cronobacter spp. was not confirmed in the enrichment broth. This
result was confirmed by testing the DNA extract a second time. This result was
probably due to a contamination during the extraction step.

Lab N obtained 4 positive PCR results for unspiked samples (N4, N6, N20 and
N24). For three of them, the confirmatory tests concluded to the presence of
Cronobacter spp. in the enrichment broth. This Lab mentioned that some
flasks leaked. This could explain these contaminations.

According to the AFNOR technical rules, it is possible to include the results
from a collaborator with maximum one cross contamination at Level 0. For this
study, this rule was applied and the results from Lab N were excluded for
interpretation.

Results of the collaborators retained for interpretation

The results obtained with the 15 collaborators kept for interpretation are
presented in Table 28 (reference method) and Table 29 (alternative method).
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Table 28 - Positive results by the reference method (Without Lab N)

Contamination level
L1

Collaborators

—
o
—
N

~

O=2r|X||—(x|8|Qmmo|0O|w|>
OO |INOINO|OM|N|(N (N (NSO |
OO0 |00 | 0O |00 (00 (00|00 |00 |00 |00 (00|00 |0CO0|00|0o

TRl ==l (=l [=]{=]{e] ] e]{e]le] o) )] o]

Total

-
o

o
o

1]

-
o
—_

P.=120

Table 29 - Positive results (before and after confirmation)
by the alternative method (Without Lab N)

Contamination level

Collaborat LO L1 L2
OHaBOIators PCR | Confirmation | Final PCR | Confirmation Final PCR | Confirmation Final
Result result result | Result result result Result result result

A 0 0 0 5 5 5 8 8 8

B 0 0 0 3 3 3 8 8 8

C 1 0 0 5 5 5 8 8 8

D 0 0 0 6 6 6 8 8 8

E 0 0 0 5 5 5 8 8 8

F 0 0 0 6 6 6 8 8 8
G1 0 0 0 6 6 6 8 8 8
G2 0 0 0 6 6 6 8 8 8

H 0 0 0 7 7 7 8 8 8

| 0 0 0 7 7 7 8 8 8

J 0 0 0 8 8 8 8 8 8

K 0 0 0 7 7 7 8 8 8

L 0 0 0 6 6 6 8 8 8

M 0 0 0 7 7 7 8 8 8

(0] 0 0 0 7 7 7 8 8 8

Total Po=1 0 CPo=0| P1=91 91 CP1=91 | P2=120 120 CP2=120
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3.3.4 Calculation and interpretation
3.3.4.1 Calculation of the specificity percentage (SP)
The percentage specificities (SP) of the reference method and of the
alternative method, using the data after confirmation, based on the results of
level LO are the following (See Table 30).
Table 30 - Percentage specificity
LY. . P
Specificity for the SPray = <1 B (_0>>x 100 % = 100%
reference method N-
Specificity for the ( (C Po))
' SPyr=(1—({—])|x100% = 100 %
alternative method ot N_ ’
N: number of all LO tests
Py = total number of false-positive results obtained with the blank samples before confirmation
CPq = total number of false-positive results obtained with the blank samples
3.3.4.2 Calculation of the sensitivity (SEat), the sensitivity for the reference method

(SErer), the relative trueness (RT) and the false positive ratio for the
alternative method (FPR)

Fractional positive results were obtained for the low inoculation level (L1). This
inoculation level was retained for calculation.

A summary of the results of the collaborators retained for interpretation, and
obtained with the reference and the alternative methods for Level 1 is provided
in Table 31.

Table 31 - Summary of the obtained results with the reference method
and the alternative method for Level 1

Reference method

Reference method
Response

positive (R+) negative (R-)

UCTHETER GG Positive agreement (A+/R+)

Positive deviation (R-/A+)

positive (A+)
Alternative method

negative (A-)

ADRIA Développement
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Based on the data summarized in Table 31, the values of sensitivity of the
alternative and reference methods, as well as the relative trueness and false
positive ratio for the alternative method taking account the confirmations, are

the following (See Table 32).

Table 32 - Sensitivity, relative trueness and false positive ratio percentages

s = . _ _ (PA+PD)
Sensitivity for the alternative method: SEar = GarrpinD) * 100% = 82.0 %
e . _ (PA+ND)
Sensitivity for the reference method: SErer = GarrpinD) * 100% = 91.0 %
Relative trueness RT = £4Y4) 2 100% = 75.0 %
False positive ratio for the alternative FPR=" x100% = 0.0
method N4 ’

3.3.4.3 Interpretation of data

The negative deviations are listed in Table 33 for Level 1.
The positive deviations are listed in Table 34 for Level 1.

20 negative deviations were observed. These results could be related to:

- The different sample size tested in the reference method (10g) and the

alternative method (25 g);

- The use of a selective enrichment broth for the alternative method;

- The unpaired study design.

Note that the confirmatory tests were negative for all these samples.
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Table 33 - Negative deviations for Level 1

CoIIaborator\ Sample N° \ Confirmation result

A3 -
A A16 -
B15 -
B16 -
B B22 -
B23 -
C C19 -
D D10 -
ES -
: E19 -
F10 -
F F15 -
G16 -
61 G23 -
G2 G46 -
H H10 -
K K15 -
L L19 -
M M15 -
0 016 -

Table 34 - Positive deviations for Level 1

Collaborator Sample N°

F F19
G1 G15
G30
G2 G35
H3

i H5
K K22
L L16
M3

M M16
N N22

For an unpaired study design, the difference between (ND — PD) is
calculated for the level(s) where fractional recovery is obtained (so L1 in this
study). The observed value found for (ND — PD) shall not be higher than the
AL. The AL is defined as [(ND — PD)max] and calculated per level where
fractional recovery is obtained as described below using the following three
parameters:

X

(p+)ref :N_X
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where
Px= number of samples with a positive result obtained with the reference

method at level L1 for all the collaborators
Nx = number of samples tested at level L1 with the reference method by all the

collaborators
CP

X

(PH)ae =

where
CPx = number of samples with a confirmed positive result obtained with the

alternative method at level L1 for all the collaborators;
Nx = number of samples tested at level L1 with the alternative method by all

the collaborators.

(ND-PD) _ = \/3NX x((p F)rar (01 e ~2((05) g < () ))
where

Nx = number of samples tested for level L1 with the reference method by all

the collaborators.

The calculations are the following, according to the EN ISO 16140-2:2016 (See
Table 35).

Table 35 - Calculations

Nx 120
(pH)ret 0.8
(pt)art 0.8

AL = (ND - PD) max 10.79

ND - PD 10
Conclusion ND-PD <AL

The ISO 16140-2 (2016) requirements are fulfilled as (ND - PD) is lower
than the AL.
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3.3.5 Evaluation of the LOD 50%, LOD ¢5% and RLOD between laboratories

3.4

The RLOD was calculated using the EN ISO 16140-2:2016 Excel spreadsheet
available at https://standards.iso.org/iso/16140/-5/ed-1/en/RLOD _inter-lab-
study 16140-2 AnnexF verl 28-06-2017.xls. The results are used only for

information (see Table 36).

Table 36 - LOD s0%, LOD 954 and RLOD

Method LOD 50% LOD 95%
Reference 0.97 [0.78-1.21] 4.18 [3.35-5.22]

1.24[0.97-1.59]

Alternative 1.20 [0.97-1.48] 5.19 [4.21-6.40]

Conclusion

The method comparison study conclusions are:

3]

In the sensitivity study, 4 categories were tested. The BACTVIAB pre-
treatment protocol was applied for two categories. Combining all the
samples, the protocol of the alternative method showed 30 positive
deviations (PD) and 30 negative deviations (ND) when BACTVIAB™
PMAxx™ pretreatment was applied for categories 3 and 4, 31 positive
deviations (PD) and 25 negative deviations (ND) when BACTVIAB™
PMAxx™ pretreatment was not applied for categories 3 and 4

The observed values for ((ND + PPND) - PD) for the 4 individual categories
and for all the categories met the Acceptability Limits (observed values
< AL) whatever the protocol applied.

The RLOD meet the Acceptability Limits for each matrix/strain pair, except
for maltodextrin (RLOD = 2.515; AL = 2.5 for protocol 4 without
BACTVIAB™ PMAxx™). Nevertheless, this RLOD was approved by the
AFNOR Certification body.

It is possible to store the primary enrichment broth and the lysates for 72 h
at5+ 3°C.
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The inter-laboratory study conclusions are:

The data and interpretations comply with the EN ISO 16140-2:2016
requirements. The GENE-UP® Cronobacter spp. method is considered
equivalent to the ISO 22964:2017 standard.

Quimper, 28 February 2022

Maryse RANNOU
Project Manager

Validation of Alternative
Food Safety & Quality

| hereby attest to the validation of the verification
of the conformity of the report (opinion and
interpretation).
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Appendix 1 — Flow diagram of the alternative method: GENE-UP® Cronobacter

Protocol ®

Protocol @ Protocol ® Protocol @ Protocol ®
Milk powders, infant  Infant formula Milk powders, Milk powders and Production
formula and infant and infant formula and ingredients environmental
cereals without infant cereals infant cereals with (excluding whey samples
probiotics including  with probiotics or without protein
ingredients probiotics concentrates)
25 g + 225 ml BPW* 25¢g 375¢g 375¢ 25gor25ml
d 110 + 225 ml BPW* + 1875 ml pre- +3375ml or 225 ml BPW
+ Novobiocin warmed BPW* pre-warmed BPW d1/10
(10 mg/l) + Novobiocin d1/10 or
d 1/10 10 mg/l) 1 swab + 10 ml BPW
d1/6 1 sponge + 100 ml BPW
‘ 1 wipe + 225 ml BPW
v

18-26hat37°C+1°C

Possibility to store for
72hat5°C £3°C____

——————— 20-28h at 37°C 1°(i(3759 sample size)

Extraction on 20 pl enriched sample using the Bead Beater

Possibility to store for

T_______ZZ_h§Z5°Ci3°C

v

Streaking 10 pl onto ESIA or CCl

Incubation #)r 24h+2h
at41.5°C £ 1°C (CCl)
Incubation for24 h + 3 h
at44°C = 1°C (ESIA)

Subculture in CSB (24 h + 2 h at 41.5°C £ 1°C)

Streaking 10 ul onto ESIA or CCI

Incubation for24 h £ 2 h
at41.5°C + 1°C (CCl)
Incubation for 24 h + 3 h
at44°C £ 1°C (ESIA)

v

Typical ?olonies

v

TiA

Biochemical identification

API ID32E Fast Crono
*Addition of a-amylase for infant cereals (0.1 g/l)
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Flow diagram of the alternative method used
for the extension study performed in 2020

bioMérieux

Protocol ® Protocol ® Protocol ®
Milk powders, Milk powders and Production
infant formula and ingredients environmental
infant cereals with (excluding whey samples
or without protein
probiotics concentrates)
375¢g 375¢g 25gor25ml
+1 875 ml pre- +3375ml or 225 ml BPW
warmed BPW pre-warmed BPW d1/10
+ Novobiocin d 1/10 or
10 mg/l) 1 swab + 10 ml BPW*
d1/6 1 sponge + 100 ml
BPW*

1 wipe + 225 ml BPW*

v
18 - 26 hat 37°C + 1°C (25g sample size)

Possibility to store for_____ 90-pgh at 37°C + 1°C (375g sample size)
72 hat5°C +3°C

>

Add 80 ul BACTVIAB™ PMAXXx™ in the microplate
Add 20 pl en#ched sample
Incubation 10 min at 15 — 25°C in the dark

Photoactivation for 15 min

v

Extraction on 20 ul enriched sample using the Bead Beater

For sampling after cleaning process pre-moisten
- 1 swab + 1 ml broth universal neutralizing (+ 9 ml BPW)
- 1 sponge + 10 ml broth universal neutralizing (+ 90 ml BPW)
- 1 wipe + BPW + 10 % neutralizing agent (+ 225 ml BPW)
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v v

Streaking 10 pl onto ESIA or CCI Subculture in CSB (24 h + 2 h at41.5°C £ 1°C)
Incubation *or 24h£2h Streaking 10 pl onto CCl
at41.5°C £ 1°C (CCl)
Incubation for 24 h + 3 h Incubation for24 h + 2 h
at44°C £ 1°C (ESIA) at41.5°C £ 1°C (CCl)

v

Typical <|;o|onies

v v

TiA cal orfSIA
Biochemical identification Biochemical identification
API ID32E Fast Crono API IE():32E
*Addition of a-amylase for infant cereals (0.1 g/) Fast Crono
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Appendix 2 - Flow diagram of the reference method:
ISO 22964 (April 2017) - Microbiology of the food chain -
Horizontal method for the detection of Cronobacter spp.

10 g + 90 ml BPW*
2
Incubation 18 h £ 2 h
at 34 — 38°C
\2
0.1 ml+10ml CSB
2
Incubation 24 h £ 2 h
at41.5°C + 1°C
\
Streaking onto CCI Agar plate
2
Incubation 24 h £ 2 h
at41.5°C+1°C
\

Confirmatory test on one typical colony, and four other colonies
(if the first one is negative (typical colony: blue to blue-green))
N2
Streaking onto TSA
N2
Incubation 18 h—24 h
at37°C £ 1°C
2

Biochemical confirmation (oxidase, mini-galleries)

*Addition of a-amylase for infant cereals (0.1 g/l)
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Appendix 3 — Artificial contamination of samples (Initial validation (2018) and extension studies (2018, 2019 and 2020))

Artificial contaminations (spiking protocol)

Product : =
Yearof Sample (lactic bacteria Injury Inoculation g Global
analysis ~ N°  enumeration done by the S Origin Injury protocol measure- level/sample S result
expert laboratory) ment Err;l:i?ﬁ- Mean |
2017 | 7618 :;f:g‘ltoft‘l’crg‘”'a without |« -kazakil Ad2394 Dairy product Sf;‘ﬂggtg;grg:;ifeStrai” Zweeks | / 10| 1| +
2017 | 7619 g‘::;foft‘l’crsm“'a without | o - kazakii Ad2395 Infant formula jf;‘ﬁggtg;ﬂ;ﬁfes”ai” 2weeks | / FAIEEE S
2017 | 7620 :;f:;'itoft‘i’c'?”'a without | ¢« kazakil Ad2400 Infant formula Sffo‘ﬂﬂqgtg;g@gi‘:es"ai” Zweeks | / 20 | 1| * |1
2017 | 7621 g‘::;foft‘l’crsm“'a without | o - kazakii Ad1446 Infant formula jf;‘ﬁggtg;ﬂ;ﬁfes”ai” 2weeks | / 02| 1| + | 1
2017 | 7622 ::‘rf:;'igft‘i’c'?”'a without | ¢ - kazaki Ad1420 Infant formula Seedng tg;g@gi‘:es"ai” Zweeks | / 07 | 1|+ |1
2017 | 7623 :;‘rf:l')‘ltoft‘l’;:‘“'a without | ¢ < kazakil Ad2394 Dairy product jf;fggtg;ﬂﬁfGStrai” 2weeks | / 10 [ 1 [ *+ |1
2017 | 7795 :?rf:s.gt?::]u'a without | ¢ - kazakii AdB93 Dairy product Sffo‘g;gtg;g';igi‘:es"ai” Zweeks | / 47 |1 L e |1
2017 | 779 ::‘::;‘foft‘l’;“”'a without | o - azakii Ad2378 Infant formula Sffo‘gggtg;‘;';':':ti‘: stain 2weeks | / 02| 1| + | 1
2017 | 7799 :;‘rf:;foft‘l’::‘“'a without | ¢ - kazakii AdB93 Dairy product jf;ﬂggtg;gggi‘:es""“” 2weeks | / 27 |1 L -
2017 | 7801 ::rf:l;‘gt‘l’c’;“”'a without | - - kazakii Ad2396 Infant formula :ffo‘gggtg;‘;'glzi‘: stiainZveeks | / 03 | 1 |+ |1
2017 | 7802 :‘::I;‘ito‘l‘i’;““'a without | o - kazakii Ad1420 Infant formula gf;ﬂggtg;ﬂgi‘::trai” Zweeks | / o1 | 1 | + |1
2017 | 9128 ::rf:l;‘gt‘l’c’;“”'a without | o - kazakii Ad2413 Infant formula :ffo‘gggtg;g'glﬁi‘: stain T week / / 07 | 1 |+ | 1
2017 | 9129 :‘::I;‘ito‘l‘i’;““'a without | o - kazakii Ad2413 Infant formula gf;ﬂggtg;ﬂgi‘::trai” 1 week / / 07 | 1 | = |1
2017 | 7624 :;f:g‘ito‘t’ii';ea's without | ¢ < - kazakii Ad2395 Infant formula jffo‘mgtg;‘gggti‘: stain 2weeks | / 17 01 % |1
2017 | 7625 :‘rf:g‘ig‘:i‘i’:a's without | ¢ <o kazakii Ad2400 Infant formula o tgr‘;’]gfgif:tra‘“ 2weeks | / 20 | 1| + |1

ADRIA Développement
Summary report (Version 0)
GENE-UP Cronobacter

56/176

February 28, 2022




Year of | Sample
analysis N°

Product

(lactic bacteria
enumeration done by the
expert laboratory)

Strain

Origin

Injury protocol

Injury
measure-
ment

Artificial contaminations (spiking protocol)

Inoculation
level/sample

Enume-

Mean

Protocol

bioMérieux

Global
result

ration

Infant cereals without " Seeding lyophilized strain 2 weeks
2017 7626 probiotics C. sakazakii Ad1446 Infant formula at room temperature / / <0,2 1 - 1
2017 | 7627 |\nfantcereals without | o\ i Ad1420 Infant formula Seeding lyophilized sirain 2 weeks | / 07 | 1 [ = |1
probiotics at room temperature
Infant cereals without " . Seeding lyophilized strain 2 weeks
2017 7628 probiotics C. sakazakii Ad2394 Dairy product at room temperature / / 1,0 1 + 1
2017 | 7629 |Infantcerealswithout | o o\ i Ad2395 Infant formula Seeding lyophilized sirain 2 weeks | / 171+ |1
probiotics at room temperature
Infant cereals without " Seeding lyophilized strain 2 weeks
2017 7630 probiotics C. sakazakii Ad2400 Infant formula at room temperature / / 2,0 1 + 1
2017 | 7631 |Infantcereals without | o o\ i Ad1446 Infant formula Seeding lyophilized sirain 2 weeks | / 02| 1| + |1
probiotics at room temperature
Infant cereals without L . Seeding lyophilized strain 2 weeks
2017 7797 probiotics C. muytjensis E888 Milk powder at room temperature / / 0,7 1 + 1
Infant cereals without . . Seeding lyophilized strain 2 weeks
2017 7798 probiotics C. sakazakii Ad893 Dairy product at room temperature / / 4,7 1 + 1
Infant cereals without " Seeding lyophilized strain 2 weeks
2017 7800 probiotics C. sakazakii Ad1420 Infant formula at room temperature / / 0,1 1 + 1
Infant cereals without o . Seeding lyophilized strain 2 weeks
2017 8455 probiotics C. muytjensis E769 Milk powder at room temperature / / 3,0 1 - 1
Infant cereals without N Seeding lyophilized strain 2 weeks
2017 8456 probiotics C. sakazakii Ad2341 Wheat starch at room temperature / / 1,0 1 - 1
Infant cereals without . Seeding lyophilized strain 1 week
2017 9130 probiotics C. sakazakii Ad2413 Infant formula at room temperature / / 0,7 1 + 1
Infant cereals without N Seeding lyophilized strain 1 week
2017 9131 probiotics C. sakazakii Ad2413 Infant formula at room temperature / / 0,7 1 + 1
. Seeding lyophilized strain 2 weeks
2017 7632 | Lactoserum C. sakazakii Ad1420 Infant formula at room temperature / / 0,7 1 + 1
. . " Seeding lyophilized strain 2 weeks
2017 7633 | Milk proteins C. sakazakii Ad1420 Infant formula at room temperature / / 0,7 1 + 1
" . Seeding lyophilized strain 2 weeks
2017 7634 | Lactose C. sakazakii Ad2394 Dairy product at room temperature / / 1,0 1 + 1
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Year of | Sample
analysis N°

Product

(lactic bacteria
enumeration done by the
expert laboratory)

Strain

Artificial contaminations (spiking protocol)

Origin

Injury protocol

Injury
measure-
ment

Inoculation
level/sample

Enume-

Mean

bioMérieux

Global
result

Protocol

ration

2017 | 7635 |Caseinate C. sakazakii Ad2395 Infant formula jf;mgtg;ﬂ;i‘r’:tmi“ Zweeks | / 171 e

2017 | 7636 |Lactoserumproteins | o akii Ad2400 Infant formula Seeding lyophilized strain 2 weeks | / 20 | 1| * |1
concentrate at room temperature

2017 | 7637 |Maltodextrin C. sakazakii Ad1446 Infant formula Sf;‘f)'&gtmgﬁfes"a'” Zweeks | / 02| 1 [+ |1
Lactoserum proteins " Seeding lyophilized strain 2 weeks

2017 7638 concentrate C. sakazakii Ad1420 Infant formula at room temperature / / 0,7 1 - 1

2017 | 7803 |Lactoserum C. malonaticus E752 Infant formula Sf;%ggtg;ggliifeStra'” Zweeks | / 01 | 1| = |1

2017 | 7804 |Lactoserum C. sakazakii Ad2381 Infant formula jf;‘ﬁggtg;ﬂ;ﬁfes”ain 2weeks | / 07| 1 [ - |1

2017 | 7805 |Corn flour C. sakazakii Ad2383 Environmental sample Sffo‘gggtg;‘;'gfaﬁi‘:es”ai” 2weeks | / 06 | 1 | + |1

2017 | 7806 | Milk powder C. sakazakii Ad2359 Environmental sample | S2€ding lyophilized strain 2 weeks | / 37 | 1 |+ ] 1
(ingredient) at room temperature

2017 | 8458 |Lactose C. turincensis Ad1445 | Infant formula jf;%ggtg;g'gﬁfes”a'” 2weeks | / 60 | 1 | + | 1

2017 | 8459 | Whey protein C. sakazakii Ad2349 Infant formula Seeding lyophilized strain 2 weeks | / 30 | 1|+ |1
concentrate at room temperature

2018 | 2609 |Skim milk powder | C. muytiensis E769 Milk powder jte;‘l'ggtg;w;i‘:es"a'” 1 wees / / 1011 + |1

2018 | 2610 |Whole milk powder | C. muytiensis E769 Milk powder gf;‘mgtg;ﬂ:gi‘:es"ai” 1 week / / 10 1 [ + |1

. . Lo . Seeding lyophilized strain 1 week

2018 2611 | Skim milk powder C. muytjensis E769 Milk powder at room temperature / / 1,0 1 + 1

2018 | 2612 |Skim milk powder | C. muytiensis 388 Milk powder gf;%ggtg;ﬂ;i‘:es"a'” 1 week / / 02| 1 | + |1

2018 | 2613 |Skim milk powder | C. muytiensis E888 Milk powder gf;‘gggtg;ﬂgl;i‘:es"a'” 1 week / / 025 1 | + | 1

. . L . Seeding lyophilized strain 1 week
2018 2614 | Skim milk powder C. muytjensis E888 Milk powder at room temperature / / <0,25 | 1 + 1
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Year of
analysis

Sample
NO

Product
(lactic bacteria

enumeration done by the

expert laboratory)

Infant formula with

Artificial contaminations (spiking protocol)

Origin

Injury protocol

Injury
measure-
ment

Inoculation
level/sample

Enume-
ration

Mean

Seeding lyophilized strain 2 weeks

bioMérieux

Global
result

Protocol

2017 8027 gr:&;:)tlcs (3,6.102 C. sakazakii Ad2370 Infant formula at room temperature / / 0,6 2 2
Infant formula with Seeding lyophilized strain 2 weeks

2017 8028 | probiotics (<10 C. sakazakii Ad2370 Infant formula A gty P i / / 0,6 2 2
CFUIg) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2017 | 8029 |probiotics (1,3.105 | C. sakazakii Ad2370 Infant formula t gty P t / / 06 | 2 2
CFU/g) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2017 | 8030 |probiotics (<10 C. sakazakii Ad2350 Infant formula t g 'yop t / / 03 | 2 2
CFU/g) atroom tempera ure
Infant formula with Seeding lyophilized strain 2 weeks

2017 | 8031 |probiotics (1,8.105 | C. sakazakii Ad2350 Infant formula e / / 03 | 2 2
CFUIg) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2017 | 8032 |probiotics (3,0.10¢ | C. sakazakii Ad2348 Infant formula t gty P t / / 21 | 2 2
CFU/g) at room temperature
Infant formula with Seeding Ivoohilized strain 2 K

2017 | 8033 |probiotics (4,8.105 | C. sakazakii Ad2348 Infant formula tee g 'yop "Zte strain £ Weeks / / 21 | 2 2
CFU/g) atroom tempera ure
Infant formula with Seeding lyophilized strain 2 weeks

2017 8131 | probiotics (5,6.10° C. dublinensis DSM18705 | Infant formula i gty P i / / <0,4 2 2
CFUIg) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2017 | 8132 |probiotics (1,2.107 | C. dublinensis DSM18705 | Infant formula g 'yop / / <04 | 2 2
CFUIg) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2017 | 8133 |probiotics (4,3.105 | C. sakazakii Ad2351 Infant formula o et / / 34 | 2 2
CFUIQ) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2017 8134 | probiotics (6,8.105 C. sakazakii Ad2351 Infant formula i gty P i / / 3.4 2 2
CFU/Q) at room temperature
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Year of
analysis

Sample
NO

Product
(lactic bacteria

enumeration done by the

expert laboratory)

Infant formula with

Artificial contaminations (spiking protocol)

Origin

Injury protocol

Injury
measure-
ment

Inoculation
level/sample

Enume-
ration

Mean

Seeding lyophilized strain 2 weeks

bioMérieux

Global
result

Protocol

2017 8135 gr:&;:)tlcs (4,2.105 C. sakazakii Ad2352 Infant formula at room temperature / / 0,7 2 2
Infant formula with Seeding lyophilized strain 2 weeks

2017 8136 | probiotics (6,8.10° C. sakazakii Ad2352 Infant formula A gty P i / / 0,7 2 2
CFUIg) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2017 | 8137 |probiotics (7,5.105 | C. sakazakii Ad2356 Infant formula et / / 17 | 2 2
CFUIg) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2017 | 8138 |probiotics (8,6.105 | C. sakazakii Ad2361 Infant formula o o orat / / 07 | 2 2
CFUIg) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2017 8448 | probiotics (4,2.105 C. turicensis Ad1445 Infant formula i gty P i / / 6,0 2 2
CFUIg) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2017 8449 | probiotics (<10 C. sakazakii Ad2349 Infant formula i i i / / 3,0 2 2
CFUIg) at room temperature
Infant formula with Seeding Ivoohilized strain 2 week

2017 | 8450 |probiotics (7,0.105 | C. muytiensis E769 Milk powder o et / / 30 | 2 2
CFUIg) at room temperature
Infant formula with Seeding lyophilized strain 1 weeks

2017 9610 | probiotics (4,2.105 C. sakazakii Ad940 Dairy product i gty P i / / 1,6 2 2
CFUIg) at room temperature
Infant formula with Seeding lyophilized strain 1 weeks

2017 | 9611 |probiotics (59.105 | C. sakazakii Ad940 Dairy product et / / 16 | 2 2
CFUIg) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks

2017 | 8034 |probiotics (5,6.105 | C. sakazakii Ad2370 Infant formula o et / / 06 | 2 2
CFUIg) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks

2017 8035 | probiotics (7,1.104 C. sakazakii Ad2370 Infant formula i gty P i / / 0,6 2 2
CFUIg) at room temperature
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2017 8036 gr:Llj)I;o)tlcs (1,7.10¢4 C. sakazakii Ad2350 Infant formula at room temperature / / 0,3 2 2
Infant cereals with Seeding lyophilized strain 2 weeks

2017 8037 | probiotics (2,5.10° C. sakazakii Ad2350 Infant formula A gty P i / / 0,3 2 2
CFUIg) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks

2017 | 8038 |probiotics (5,1.105 | C. sakazakii Ad2350 Infant formula t gty P t / / 03 | 2 2
CFU/g) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks

2017 | 8039 |probiotics (6,7.105 | C. sakazakii Ad2348 Infant formula t gty P t / / 21 | 2 2
CFU/g) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks

2017 | 8040 |probiotics (2,7.108 | C. sakazakii Ad2348 Infant formula t gty P t / / 21 | 2 2
CFUIg) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks

2017 | 8041 |probiotics (1,7.105 | C. sakazakii Ad2348 Infant formula t gty P t / / 21 | 2 2
CFU/g) at room temperature
Infant cereals with Seeding voohilized strain 2 week

2017 | 8139 | probiotics (6,7.106 | C. sakazakii Ad2361 Infant formula tee '”gty°p "Zte strain £ Weeks / / 07 | 2 2
CFU/g) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks

2017 8140 | probiotics (7,1.104 C. sakazakii Ad2361 Infant formula i gty P i / / 0,7 2 2
CFU/g) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks

2017 | 8141 |probiotics (2,710 | C. sakazakii Ad2356 Infant formula t gty P t / / 17 | 2 2
CFUIg) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks

2017 | 8142 |probiotics (2,3.105 | C. sakazakii Ad2356 Infant formula t gty P t / / 17 | 2 2
CFUIg) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks

2017 8143 | probiotics (5,6.10° C. sakazakii Ad2352 Infant formula i gty P i / / 0,7 2 2
CFUIg) at room temperature
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Infant cereals with Seeding lyophilized strain 2 weeks
2017 | 8144 |probiotics (1,7.105 | C. sakazakii Ad2351 Infant formula o ortoorat / / 34 | 2 2
CFUIg) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks
2017 8145 | probiotics (5,1.10° C. dublinensis DSM18705 | Infant formula A gty P i / / <04 | 2 2
CFUIg) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks
2017 | 8451 |probiotics (2,3.105 | C. sakazakii Ad2341 Wheat starch et / / 10 | 2 2
CFU/g) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks
2017 | 8452 |probiotics (5,6.105 | C. sakazakii Ad704 Milk powder t g 'yop t / / 07 | 2 2
CFUIg) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks
2017 | 8453 |probiotics (1,7.105 | C. turicensis Ad1445 Infant formula e / / 60 | 2 2
CFUIg) at room temperature
Infant cereals with Seeding lyophilized strain 2 weeks
2017 | 8454 |probiotics (7,1.10¢ | C. sakazakii Ad2349 Infant formula et / / 30 | 2 2
CFU/g) at room temperature
Infant cereals with Seeding voohilized strain 1 week
2017 | 9126 |probiotics (7,1.10¢ | C. sakazakii Ad2413 Infant formula eeding lyopnilized strain 1 wee / / 07 | 2 2
CFUIg) at room temperature
Infant cereals with Seeding lyophilized strain 1 week
2017 9127 | probiotics (5,6.105 C. sakazakii Ad2413 Infant formula i gty P i / / 0,7 2 2
CFUIg) at room temperature
. . . . Seeding lyophilized strain 1 week
2018 2589 | Skim milk powder C. muytjensii ET69 Milk powder at room temperature / / 1,0 3 3
. _ . Seeding lyophilized strain 1 week
2018 2590 | Whole milk powder C. muytjensii E769 Milk powder at room temperature / / 1,0 3 3
L . . Seeding lyophilized strain 1 week
2018 2592 | Skim milk powder C. muytjensii E888 Milk powder at room temperature / / <025 | 3 3
L . . Seeding lyophilized strain 1 week
2018 2593 | Skim milk powder C. muytjensii E888 Milk powder at room temperature / / <0,25| 3 3
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2018 | 2594 |Skim milk powder | C. muytiensii E888 Milk powder Seeding lyophilized sirain 1 week / / 02| 3| - |3
at room temperature
2018 | 2595 | Infantcereals without |\ oo Ad1445 Infant formula Seeding lyophilized sirain 1 week / / 103 + |3
probiotics at room temperature
Infant cereals without . . Seeding lyophilized strain 1 week
2018 2596 probiotics C. turicensis Ad1445 Infant formula at room temperature / / 1,0 3 + 3
2018 | 2597 |Infantcereals without | o\ o ohcic Ad1445 Infant formula Seeding lyophilized sirain 1 week / / 103 + |3
probiotics at room temperature
Infant cereals without . . Seeding lyophilized strain 1 week
2018 2598 probiotics C. turicensis Ad1445 Infant formula at room temperature / / 1,0 3 + 3
2018 2599 Infan.t c.ereals without C. sakazakii Ad1418 Enwronlme.ntal sample | Seeding lyophilized strain 1 week / / 125 3 + 3
probiotics from dairy industry at room temperature
Infant cereals without " Environmental sample | Seeding lyophilized strain 1 week
2018 2600 probiotics C. sakazakil Ad1418 from dairy industry at room temperature / / 125 3 * 3
2018 2601 Infan.t c.ereals without C. sakazakii Ad1418 Enwronlme.ntal sample | Seeding lyophilized strain 1 week / / 125 3 + 3
probiotics from dairy industry at room temperature
Infant formula without " Environmental sample | Seeding lyophilized strain 1 week
2018 2602 probiotics C. sakazakil Ad2367 from dairy industry at room temperature / / 100 )3 * 3
2018 2604 Infan.t f9rmu|a without C. sakazakii Ad2367 Enwronlme.ntal sample | Seeding lyophilized strain 1 week / / 10,0 3 + 3
probiotics from dairy industry at room temperature
Infant formula without . Environmental sample | Seeding lyophilized strain 1 week
2018 2606 probiotics C. sakazakii Ad2380 from dairy industry at room temperature / / 1.0 3 * 3
Infant formula without . Environmental sample | Seeding lyophilized strain 1 week .
2018 2607 probiotics C. sakazaki Ad2380 from dairy industry at room temperature / / 1.0 3 3
2018 3469 | Skim milk powder C. sakazakii Ad831 Milk powder Spiking HT 8min 56°C 1,68 6-4-3-4-6 | 4,6 3 + 3
2018 3470 | Skim milk powder C. sakazakii Ad935 Dairy product Spiking HT 8min 56°C 1,00 5-1-3-1-4 | 28 3 + 3
2018 | 3471 :;f:lg‘ltoft‘l’;““'a without | ¢ - kazakii Ad2411 Infant formula Spiking HT 8min 56°C 148 | 34424 | 34 | 3 | + |3
2018 | 3472 :‘rf:g‘ltoft‘l’cr;““'a Without | ¢ cakazakil Ad2411 Infant formula Spiking HT 8min 56°C 148 | 34424 | 34 | 3| * | 3
2018 | 3473 :;f:g‘ltoft‘l’;;““'a without | - -kazakii Ad941 Dairy product Spiking HT 8min 56°C 170 | 35539 | 50 | 3 | % | 3
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2018 2620 grsllj)l;tlcs (7,2.104 C. sakazakii Ad2353 Infant formula at room temperature / / 4,0 3 3
Infant formula with Seeding lyophilized strain 2 weeks

2018 2623 | probiotics (6,1.108 C. sakazakii Ad2353 Infant formula i gty P i / / 4,0 3 3
CFUIg) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2018 | 2625 |probiotics (5,1.105 | C. sakazakiiSU12-116 | Dairy product et / / 25 | 3 3
CFU/g) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2018 | 2626 |probiotics (4,7.105 | C. sakazakiiSU12-116 | Dairy product g yop / / 25 | 3 3
CFUIg) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2018 | 2627 |probiotics (1,1.106 | C. sakazakii SU12-116 | Dairy product e / / 25 | 3 3
CFUIg) at room temperature
Infant formula with Seeding lyophilized strain 2 weeks

2018 2628 | probiotics (1,4.104 C. sakazakii SU12-116 Dairy product i i i / / 2,5 3 3
CFU/g) at room temperature
Infant formula with Seeding Ivoohilized strain 2 week

2018 | 2629 |probiotics (3,0.10¢ | C. sakazakiSU12-116 | Dairy product eeding lyopniized strain < Weeks / / 25 | 3 3
CFUIg) at room temperature
Infant cereals with . . . .

2018 2630 | probiotics (1,4.105 C. sakazakii Ad2393 Environmental sample | Seeding lyophilized strain 2 weeks / / 19 3 3
CFUlg) ™ ’ from dairy industry at room temperature ’
Infant cereals with . . . .

. . " Environmental sample | Seeding lyophilized strain 2 weeks
5

2018 2631 g?l:)lz)tlcs (2,1.10 C. sakazakii Ad2393 from dairy industry at room temperature / / 1,9 3 3
Infant cereals with . . . .

2018 2632 | probiotics (7,8.105 C. sakazakii Ad2393 Environmental sample | Seeding lyophilized strain 2 weeks / / 19 3 3
CFUIg) ™ ’ from dairy industry at room temperature ’
Infant cereals with . . " .

2018 | 2633 |probiotics (2,5.105 | C. sakazakii Ad2393 Environmental sample | Seeding lyophilized sirain 2 weeks | / 19 | 3 3
CFUlg) = ' from dairy industry at room temperature ’
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2018 2634 Ir:?;;:;??lssv:ig: C. sakazakii Ad2393 Environmental sample | Seeding lyophilized strain 2 weeks / / 19 3 3 | b
gFU Io) ~ ’ from dairy industry at room temperature :
Infant cereals with Environmental sample | Seeding lyophilized strain 2 weeks
2018 2635 | probiotics (9,1.103 C. sakazakii SU12-74 ; Y P A gty P i / / 0,9 3 3 |b
CFUIg) rom dairy industry at room temperature
Infant cereals with Environmental sample | Seeding lyophilized strain 2 weeks
2018 | 2636 |probiotics (3,2.106 | C. sakazakii SU12-74 met P g 'yop / / 09 | 3 3| b
CFUIg) from dairy industry at room temperature
Infant cereals with Environmental sample | Seeding lyophilized strain 2 weeks
2018 2637 | probiotics (1,3.105 C. sakazakii SU12-74 C / / 0,9 3 3 | b
CFUlg) from dairy industry at room temperature
Infant cereals with Environmental sample | Seeding lyophilized strain 2 weeks
2018 2638 g?l:);;)tlcs (1,4.108 C. sakazakii SU12-74 from dairy industry at room temperature / / 0,9 3 310D
Infant cereals with Environmental sample | Seeding lyophilized strain 2 weeks
2018 | 2639 |probiotics (2,2.105 | C. sakazakii SU12-74 For o o P et / / 09 | 3 3| b
CFUlg) rom dairy industry at room temperature
2018 | 3101 |Starch C. sakazakii Ad916 Milk powder Seeding lyophiized sirain 2 weeks | / 15 | 4 3 | cf
at room temperature
. " . Seeding lyophilized strain 2 weeks
2018 3102 | Caseinate C. sakazakii Ad916 Milk powder at room temperature / / 1,5 4 3 |ct
. . Seeding lyophilized strain 2 weeks
2018 3103 | Corn starch C. sakazakii Ad916 Milk powder at room temperature / / 1,5 4 3 |cl
. . Seeding lyophilized strain 2 weeks
2018 3104 | Wheat starch C. sakazakii Ad916 Milk powder at room temperature / / 1,5 4 3 |cl
" . Seeding lyophilized strain 2 weeks
2018 3106 |Lactose C. sakazakii Ad946 Dairy product at room temperature / / 2,4 4 3 |ct
. . . Seeding lyophilized strain 2 weeks
2018 3107 | Maltodextrin C. sakazakii Ad946 Dairy product at room temperature / / 2,4 4 3 | ct
. . Seeding lyophilized strain 2 weeks
2018 3108 | Whey C. sakazakii Ad946 Dairy product at room temperature / / 2,4 4 3 | ct
" . Seeding lyophilized strain 2 weeks
2018 3109 | Starch C. sakazakii Ad946 Dairy product at room temperature / / 24 4 3 |ct
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2018 | 3110 | Caseinate C. sakazakii Ad946 Dairy product Seeding lyophilized strain 2 weeks | / 24 | 4 | % | 3¢
at room temperature
.. . Seeding lyophilized strain 2 weeks
2018 3111 | Corn starch C. sakazakii Ad2286 Dairy product at room temperature / / 0,8 4 + 3 | ct
" . Seeding lyophilized strain 2 weeks
2018 3112 | Wheat starch C. sakazakii Ad2286 Dairy product at room temperature / / 0,8 4 + 3 | ct
2018 | 3113 |Corn starch C. sakazakii Ad2286 Dairy product Seeding lyophilized strain 2 weeks | / 08 | 4 | + | 3 |ct
at room temperature
2018 | 3114 |Lactose C. sakazakii Ad2286 Dairy product Seeding lyophilized sirain 2 weeks | / 08 | 4 | + | 3 |ct
at room temperature
" . Seeding lyophilized strain 2 weeks
2018 3123 | Whey C. sakazakii Ad2288 Dairy product at room temperature / / 2,3 4 + 3 | ct
. " . Seeding lyophilized strain 2 weeks
2018 3124 | Maltodextrin C. sakazakii Ad2288 Dairy product at room temperature / / 2,3 4 + 3 | ct
2018 | 3125 |Maltodextrin C. sakazakii Ad916 Milk powder Seeding lyophilized strain 2 weeks | / 15 | 4 [ + |3 |c
at room temperature
. . Seeding lyophilized strain 2 weeks
2018 3126 | Wheat starch C. sakazakii Ad2288 Dairy product at room temperature / / 2,3 4 + 3 | ct
. " . Seeding lyophilized strain 2 weeks
2018 3127 | Caseinate C. sakazakii Ad2288 Dairy product at room temperature / / 2,3 4 + 3 | ct
2018 | 3128 |Corn starch C. sakazakii Ad2288 Dairy product Seeding lyophilized strain 2 weeks | / 23 | 4 |+ | 3]
at room temperature
. . Seeding lyophilized strain 2 weeks
2018 3129 | Lactose C. sakazakii Ad2288 Dairy product at room temperature / / 2,3 4 + 3 | ct
. Environmental sample | Seeding lyophilized strain 2 weeks
2018 3130 | Corn starch C. sakazakii SU 12-7 from dairy industry at room temperature / / 1,5 4 + 3 |ct
. . Seeding lyophilized strain 2 weeks
2018 3131 | Starch C. sakazakii Ad946 Dairy product at room temperature / / 24 4 + 3 | ct
. . Environmental sample | Seeding lyophilized strain 2 weeks
2018 3132 | Maltodextrin C. sakazakii SU 12-7 from dairy industry at room temperature / / 1,5 4 + 3 |ct
. Environmental sample | Seeding lyophilized strain 2 weeks
2018 3133 | Whey C. sakazakii Ad2357 from dairy industry at room temperature / / 6,0 4 + 3 |ct
. Environmental sample | Seeding lyophilized strain 2 weeks
2018 3134 | Starch C. sakazakii Ad2357 from dairy industry at room temperature / / 6,0 4 + 3 | ct
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" Environmental sample | Seeding lyophilized strain 2 weeks
2018 3135 |Lactose C. sakazakii Ad2344 from dairy industry at room temperature / / 2,5 4 + 3 |ct
2018 | 3136 | Caseinate C. sakazaki Ad2344 Environmental sample | Seeding lyophilized sirain 2 weeks | / 25 | 4 | % | 3|t
from dairy industry at room temperature
2018 3474 | Maltodextrin C. sakazakii Ad831 Milk powder Spiking HT 8min 56°C 1,68 6-4-3-4-6 4,6 4 + 3 |ct
2018 3475 | Whey C. sakazakii Ad935 Dairy product Spiking HT 8min 56°C 1,00 5-1-3-1-4 2,8 4 + 3 |ct
2019 | 5400 |Milk powder 0% fat | C.malonaticus DSM18702 | Milk powder if;ﬂ;gtgygggﬂgﬁﬁfeStra'“ 2weeks| / 3 4| + | 3|
2019 | 5402 |Milk powder 0% fat | C.sakazakii Ad2412 Milk powder Sffo‘gggtgyrggre“r';ﬁfes"a'“ 2weeks| / 3 | 4| # | 3|
2019 | 5403 |Milk powder 0% fat | C.sakazakii Ad2412 Milk powder jf;‘ﬁggtg;gzir';ztﬁfes”ai“ 2weeks | / 3 | 4l % |3
2019 | 5405 | Milk powder 26% fat | C.malonaticus DSM18702 | Milk powder Sffo‘gggtg;ggﬂftﬁfes”ai” 2weeks | / 3 | 4l % |3
2019 | 5406 |Milk powder 26% fat | C.sakazakii Ad2412 Milk powder :tefo‘ﬂggtéy;gzir';ﬁfes”ai” 2weeks| / 3 | 4| # | 3|
2019 | 5407 |Milk powder 14% fat | C.sakazakii Ad2412 Milk powder jf;‘ﬂ[‘ngtgy;gzir';ﬁfes”ai” 2weeks | / 3 | 4| | 3|
2019 | 5408 |Milk powder 14% fat | C.sakazakii Ad936 Dairy product jf;‘ﬂrr‘ngtgggzir'ftﬁfes”ai” 2weeks | / 3 | 4l % |3
. o " . Seeding lyophilized strain 2 weeks
2019 5410 | Milk powder 26% fat | C.sakazakii Ad2412 Milk powder at room temperature / / 3 4 + 3 |c2
2019 | 5411 | Milk powder 26% fat | C.sakazakii Ad936 Dairy product jf;%ggtgyrﬁggr':tﬁfes”a'” 2weeks| / 3 | 4| & | 3|
. . . Seeding lyophilized strain 2 weeks
2019 5412 | Milk powder 0,8% fat | C.malonaticus DSM18702 | Milk powder at room temperature / / 3 4 + 3 |c2
2018 | 386 |Water after cleaning | C. sakazakii Ad2289 Environmental sample | ¢ o 0 4g1 2.g°C / 53752 | 44 | 1 + | 4 |a
from dairy industry
2018 | 387 |Waterafter cleaning | C. sakazakii Ad2342 Environmental sample | g, jin o 48h 2-8°C || 24541 | 26 | 1 | % | 4 |a
from dairy industry
2018 | 388 |Waterafter cleaning | C. sakazakii Ad2360 Environmental sample | o o 0 4g1 2.g°C || 36545 | 46 | 1 | + | 4]|a
from dairy industry
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2018 | 389 |Water before cleaning | C. sakazakiiAd237g | vronmental sample e qqng seh 5.goc || 53411 | 28 | 1 [ = | 4
from dairy industry
2018 | 390 |Water before cleaning | C. sakazakii Ad2289 Environmental sample | ¢ o 0 4g1 9.g°C / 53752 | 44 | 1 . 4
from dairy industry
2018 | 391 | Water before cleaning | C. sakazakii Ad2342 Environmental sample | o o 0 4gh 2-8°C / 24544 | 26 | 1 | - | 4
from dairy industry
2018 | 392 | Water before cleaning | C. sakazakii Ad2360 Environmental sample | ¢ o 0 4g1 2.g°C / 36545 | 46 | 1 + | 4
from dairy industry
2018 | 2465 |Process water (rinse) | C. sakazakiiAd1226 | nvronmental sample fqepqng seh 5.goc | |868106| 76 | 1 | # | 4
from dairy industry
2018 | 2466 |Process water (rinse) |C. sakazakii Ad1226 Environmental sample | o, in o 4gh 2-8°C / 86-8-10-6 | 7,6 | 1 + |4
from dairy industry
2018 | 2467 |Process water (rinse) | C. sakazakii Ad1226 Environmental sample | o . o 48h 2.8°C | |e6810-6| 76 | 1 | + | 4
from dairy industry
2018 | 2468 |Process water (rinse) | C. sakazakii Ad2355 Environmental Sample | goe jing 4gh 2-goc /| 117598 80 [ 1 | * | 4
from dairy industry
2018 2469 | Process water (rinse) | C. sakazakii Ad2355 Enwronme_ntal sample Seeding 48h 2-8°C / 11-7-59-8 | 8,0 1 + 4
from dairy industry
2018 | 2470 |Process water (rinse) | C. sakazakii Ad2355 Environmental Sample | goe jing 4gh 2-goc /| 117598 80 [ 1 | * | 4
from dairy industry
N Environmental sample | Seeding lyophilized strain 2 weeks
2018 3137 | Dust from vacuum C. sakazakii Ad2357 from dairy industry at room temperature / / 6,0 1 + 4
N Environmental sample | Seeding lyophilized strain 2 weeks
2018 3138 | Dust from vacuum C. sakazakii SU 12-7 from dairy industry at room temperature / / 1,5 1 + 4
" Environmental sample | Seeding lyophilized strain 2 weeks
2018 3139 | Dust from vacuum C. sakazakii SU 12-7 from dairy industry at room temperature / / 1,5 1 + 4
" Environmental sample | Seeding lyophilized strain 2 weeks
2018 3140 | Dust from vacuum C. sakazakii SU 12-7 from dairy industry at room temperature / / 15 1 + 4
" Environmental sample | Seeding lyophilized strain 2 weeks
2018 3141 | Dust from vacuum C. sakazakii Ad2357 from dairy industry at room temperature / / 6,0 1 + 4
. Environmental sample | Seeding lyophilized strain 2 weeks
2018 3142 | Dust from vacuum C. sakazakii Ad2344 from dairy industry at room temperature / / 25 1 + 4
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" Environmental sample | Seeding lyophilized strain 2 weeks

2018 3143 | Dust from vacuum C. sakazakii Ad2344 from dairy industry at room temperature / / 25 1 + 4

2018 | 3144 |Dustfromvacuum | C. sakazakii Ad2344 Environmental sample | Seeding lyophilized sirain 2 weeks | / 25 | 1| + |4
from dairy industry at room temperature

" Environmental sample | Seeding lyophilized strain 2 weeks

2018 3145 | Dust from vacuum C. sakazakii Ad2357 from dairy industry at room temperature / / 6,0 1 + 4

2018 | 3146 |Dustfromvacuum | C. sakazakiiSU 12-7 Environmental sample | Seeding lyophilized sirain 2 weeks | / 151 + |4
from dairy industry at room temperature

2018 | 393 |Wipe after cleaning | C. sakazakii Ad2289 Environmental sample | o o 0 4gh 2-8°C / 53752 | 44 | 1 | - | 4
from dairy industry

2018 | 394 |Wipe after cleaning | C. sakazakii Ad2342 Environmental sample | ¢ o 0 4g 2.g°C / 24544 | 26 | 1 . 4
from dairy industry

2018 | 395 |Wipe before cleaning | C. sakazakii Ad2360 Environmental sample | ¢ o 0 4g1 2.g°C || 36545 | 46 | 1 |+ | 4
from dairy industry

2018 | 396 |Wipe before cleaning | C. sakazakii Ad2360 Environmental sample | o . in s 4gh 2.8°C / 36-54-5 | 46 | 1 + |4
from dairy industry

2018 | 397 |Wipe before cleaning | C. sakazakii Ad2379 Environmental sample | ¢ o 0 4g1 2.g°C || 5341 | 28 | 1| - |4
from dairy industry

2018 | 398 |Wipe before cleaning | C. sakazakii Ad2379 Environmental sample | o . in o 48h 2-8°C / 534-1-1 | 28 | 1 - |4
from dairy industry

2018 | 399 |Wipe before cleaning | C. sakazakii Ad2289 Environmental sample | ¢ o 0 4g1 2.g°C | | 53752 | 44 | 1| + | 4
from dairy industry

2018 | 400 |Wipe before cleaning | C. sakazakii Ad2342 Environmental sample | o . in o 4gh 2-8°C / 21-54-1 | 26 | 1 + |4
from dairy industry

2018 | 2159 | Wipe after cleaning | C. sakazakii Ad2406 Environmental sample | ¢ 0 461 2.g°¢ | | 53665 | 50 | 1 | + |4
from dairy industry

2018 | 2160 |Wipe after cleaning | C. sakazakii Ad2406 Environmental sample | ¢ o 0 4g 2.g°C | | 53665 | 50 | 1| + |4
from dairy industry

2018 | 2161 | Wipe after cleaning | C. sakazakii Ad2406 Environmental sample | o, iin o 4gh 2-8°C | | 53665 50 | 1 [ + |4
from dairy industry

2018 | 2162 |Wipe after cleaning | C. sakazakil Ad2408 Environmental sample | ¢ o 0 4g 2.g°C / 61242 | 30 | 1 + | 4
from dairy industry
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Product Artificial contaminations (spiking protocol)

Year of Sample (lactic bacteria Inoculation

Origin Iniury protocol mgg:ze_ level/sample
’ VP Enume-

ment ) Mean
ration ca

2018 | 2163 | Wipe after cleaning | C. sakazakii Ad2408 Environmental sample | ¢ o 0 4g1 2.g°C ;| e1-242 | 30 | 1 4|
from dairy industry

Environmental sample

from dairy industry

2018 | 2165 | Wipe before cleaning | C. sakazakii Ad2409 Environmental sample | o o 0 4gh 2-8°C / 20142 | 22 | 1 4 | ¢
from dairy industry

Global
result

analysis N°  enumeration done by the Strain
expert laboratory)

Protocol

2018 2164 | Wipe before cleaning | C. sakazakii Ad2409 Seeding 48h 2-8°C / 2-2-1-4-2 | 2.2 1 4 | ¢
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EXTENSION STUDY (2020) (BACTVIAB™ PMAxx™ treatment

wn
@ Artificial contaminations _
2 | Sample S | Global gl g
= P Product L SRS
s | N , Inoculation S| result| 3|+
3 Strain Origin Injury protocol Injury level/sample e
> measurement a
Enumeration | Mean
Infant formula with probiotics Seeding lyophilised
2020 | 2562 | (Bifidobacterium lactis C. sakazakii Ad1430 Infant formula strain 2 weeks at / / 2,7 3 + 31b
3,6.106CFU/q) ambient temperature
Infant formula with probiotics Seeding lyophilised
2020 | 2563 | (Bifidobacterium lactis C. sakazakii Ad2382 Infant formula strain 2 weeks at / / 1,0 © + 31b
5,2.105CFU/g) ambient temperature
Infant formula with probiotics Seeding lyophilised
2020 | 2564 | (Bifidobacterium breve C. sakazakii Ad1430 Infant formula strain 2 weeks at / / 2,7 @ + 31b
9,7.105CFUI/g) ambient temperature
Infant formula with probiotics Seeding lyophilised
2020 | 2565 | (Bifidobacterium lactis C. sakazakii Ad2382 Infant formula strain 2 weeks at / / 1,0 ® + 3| b
1,4.104CFUlg) ambient temperature
Infant formula with probiotics Seeding lyophilised
2020 | 2566 | (Lactobacillus reuteri C. sakazakii Ad1430 Infant formula strain 2 weeks at / / 2,7 © + 310b
6,6.104CFU/g) ambient temperature
Seeding lyophilised
2020 | 2567 |Infantformula C. sakazakii Ad2382 Infant formula strain 2 weeks at / / 1,0 @ + 3] a
ambient temperature
Seeding lyophilised
2020 | 2568 | Infant formula C. sakazakii Ad1430 Infant formula strain 2 weeks at / / 2,7 ©) + 3| a
ambient temperature
Seeding lyophilised
2020 | 2569 |Infantformula C. sakazakii Ad2382 Infant formula strain 2 weeks at / / 1,0 ©) + 3| a
ambient temperature
Seeding lyophilised
2020 2570 |Infantformula C. sakazakii Ad1430 Infant formula strain 2 weeks at / / 2,7 ©) + 3| a
ambient temperature
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EXTENSION STUDY (2020) (BACTVIAB™ PMAxx™ treatment

wn
z Artificial contaminations _
2 | Sample S | Global gl g
i P Product L SRS
s | N , Inoculation S| result| 3|+
3 Strain Origin Injury protocol Injury level/sample e
> measurement g
Enumeration | Mean
Seeding lyophilised
2020 | 2571 |Infant formula C. sakazakii Ad2382 Infant formula strain 2 weeks at / / 1,0 ©) + 3| a
ambient temperature
Seeding lyophilised
2020 | 2572 |Infant cereals C. sakazakii Ad1430 Infant formula strain 2 weeks at / / 2,7 ® + 3| a
ambient temperature
Seeding lyophilised
2020 | 2573 | Infant cereals C. sakazakii Ad2382 Infant formula strain 2 weeks at / / 1,0 @ + 3| a
ambient temperature
Seeding lyophilised
2020 | 2574 | Infant cereals C. dublinensis DSM18705 | Milk powder strain 2 weeks at / / 3,0 ® + 3| a
ambient temperature
Seeding lyophilised
2020 | 2575 |Infant cereals C. malonaticus DSM18702 | Milk powder strain 2 weeks at / / 3,0 ® + 3| a
ambient temperature
Seeding lyophilised
2020 | 2576 | Infant cereals C. dublinensis DSM18705 | Milk powder strain 2 weeks at / / 3,0 @ + 3| a
ambient temperature
Seeding lyophilised
2020 | 2577 | Whole milk powder C. malonaticus DSM18702 | Milk powder strain 2 weeks at / / 3,0 ©) + 3| a
ambient temperature
Seeding lyophilised
2020 | 2578 | Skim milk powder C. dublinensis DSM18705 | Milk powder strain 2 weeks at / / 3,0 ©) + 3| a
ambient temperature
Seeding lyophilised
2020 | 2579 | Half-skim milk powder C. malonaticus DSM18702 | Milk powder strain 2 weeks at / / 3,0 ©) + 3| a
ambient temperature
Seeding lyophilised
2020 | 2580 | Skim milk powder C. dublinensis DSM18705 | Milk powder strain 2 weeks at / / 3,0 ©) + 3| a
ambient temperature
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EXTENSION STUDY (2020) (BACTVIAB™ PMAxx™ treatment

wn
2 Artificial contaminations - >
g Samople Product é Global <18; §
s | N , Inoculation S| result| 3|+
3 Strain Origin Injury protocol Injury level/sample e
> measurement g
Enumeration | Mean
Seeding lyophilised
2020 | 2581 | Skim milk powder C. malonaticus DSM18702 | Milk powder strain 2 weeks at / / 3,0 ©) + 3| a
ambient temperature
Seeding lyophilised
2020 2741 | Milk powder C. sakazakii Ad2341 Vegetables strain 2 weeks at / / 25 @ + 3|c
ambient temperature
Seeding lyophilised
2020 | 2742 | Milk powder C. sakazakii Ad935 Dairy product strain 2 weeks at / / 2,6 @ + 3| ¢
ambient temperature
Seeding lyophilised
2020 | 2743 |Whey C. sakazakii Ad2848 Vegetables strain 2 weeks at / / 2,1 O) + 3| ¢
ambient temperature
Seeding lyophilised
2020 | 2744 |Whey C. muytjensii ET69 Milk powder strain 2 weeks at / / 1,5 @ + 3|c
ambient temperature
Seeding lyophilised
2020 | 2745 |Whey C. muytjensii E769 Milk powder strain 2 weeks at / / 1,5 @ + 3| ¢
ambient temperature
Seeding lyophilised
2020 | 2746 | Non-fat dry milk C. sakazakii Ad2341 Vegetables strain 2 weeks at / / 25 @ + 3| c
ambient temperature
Seeding lyophilised
2020 | 2747 | Non-fat dry milk C. sakazakii Ad935 Dairy product strain 2 weeks at / / 2,6 @ + 3¢
ambient temperature
Seeding lyophilised
2020 | 2748 | Caseinate C. sakazakii Ad2848 Vegetables strain 2 weeks at / / 21 @ + 3| c
ambient temperature
Seeding lyophilised
2020 | 2749 | Maltodextrin C. sakazakii Ad2341 Vegetables strain 2 weeks at / / 25 @ + 3|c
ambient temperature
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EXTENSION STUDY (2020) (BACTVIAB™ PMAxx™ treatment

wn
2 Artificial contaminations _
2 | Sample S | Global gl g
& '€ Product 2 S
s | N , Inoculation S| result| 3|+
3 Strain Origin Injury protocol Injury level/sample e
> measurement g
Enumeration | Mean
Seeding lyophilised
2020 | 2750 | Non-fat dry milk C. muytjensii E769 Milk powder strain 2 weeks at / / 1,5 @ + 3¢
ambient temperature
Seeding lyophilised
2020 | 2751 |Whey C. sakazakii Ad2341 Vegetables strain 2 weeks at / / 25 @ + 3|c
ambient temperature
Seeding lyophilised
2020 | 2752 |Whey C. sakazakii Ad935 Dairy product strain 2 weeks at / / 2,6 @ + 3| ¢
ambient temperature
Seeding lyophilised
2020 | 2753 |Whey C. sakazakii Ad2848 Vegetables strain 2 weeks at / / 2,1 O) + 3| ¢
ambient temperature
Seeding lyophilised
2020 | 2754 |Whey C. sakazakii Ad935 Dairy product strain 2 weeks at / / 2,6 @ + 3|c
ambient temperature
Seeding lyophilised
2020 | 2755 |Whey C. muytjensii E769 Milk powder strain 2 weeks at / / 1,5 @ + 3| ¢
ambient temperature
Seeding lyophilised
2020 | 2756 | Starch C. sakazakii Ad2341 Vegetables strain 2 weeks at / / 25 @ + 3| c
ambient temperature
Seeding lyophilised
2020 | 2757 | Starch C. sakazakii Ad935 Dairy product strain 2 weeks at / / 2,6 @ + 3¢
ambient temperature
Seeding lyophilised
2020 | 2758 | Starch C. sakazakii Ad2848 Vegetables strain 2 weeks at / / 21 @ + 3| c
ambient temperature
Seeding lyophilised
2020 | 2759 | Maltodextrin C. sakazakii Ad935 Dairy product strain 2 weeks at / / 2,6 @ + 3|¢c
ambient temperature
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EXTENSION STUDY (2020) (BACTVIAB™ PMAxx™ treatment

wn
z Artificial contaminations < .
g Samople Product é Global | 5, g
s | N , Inoculation S| result| 3|+
3 Strain Origin Injury protocol Injury level/sample °©
> measurement g
Enumeration | Mean
Seeding lyophilised
2020 | 2760 | Maltodextrin C. muytjensii ET69 Milk powder strain 2 weeks at / / 1,5 O) + 3|c
ambient temperature
Seeding lyophilised
2020 3098 | Corn starch C. sakazakii Ad953 Dairy product strain 2 weeks at / / 1,8 @ + 3|c
ambient temperature
Seeding lyophilised
2020 | 3099 | Maltodextrin C. sakazakii Ad953 Dairy product strain 2 weeks at / / 1,8 @ + 3| ¢
ambient temperature
Seeding lyophilised
2020 | 3100 | Natrium caseinate C. sakazakii Ad953 Dairy product strain 2 weeks at / / 1,8 O) + 3| ¢
ambient temperature
Seeding lyophilised
2020 3101 |Whey C. sakazakii Ad953 Dairy product strain 2 weeks at / / 1,8 @ + 3|c
ambient temperature
Seeding lyophilised
2020 | 3102 | Non-fat dry milk C. sakazakii Ad2396 Dairy product strain 2 weeks at / / 50 @ + 3| ¢
ambient temperature
Seeding lyophilised
2020 | 3103 |Lactose C. sakazakii Ad2396 Dairy product strain 2 weeks at / / 50 @ + 3| c
ambient temperature
Seeding lyophilised
2020| 3104 | Whey C. sakazakii Ad953 Dairy product strain 2 weeks at / / 1,8 @ + 3¢
ambient temperature
Seeding lyophilised
2020 3105 |Whey C. sakazakii Ad2396 Dairy product strain 2 weeks at / / 50 @ - 3| c
ambient temperature
Seeding lyophilised
2020 3106 |Whey C. sakazakii Ad2291 Dairy product strain 2 weeks at / / 4,0 @ + 3|c
ambient temperature
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EXTENSION STUDY (2020) (BACTVIAB™ PMAxx™ treatment

wn
z Artificial contaminations _
2 | Sample S | Global gl g
i P Product 2 SRS
z N , Inoculation S |result| 5|+
3 Strain Origin Injury protocol Injury level/sample e
> measurement g
Enumeration | Mean
Seeding lyophilised
2020 3107 | Maltodextrin C. sakazakii Ad2291 Dairy product strain 2 weeks at / / 40 @ + 3|c
ambient temperature
Infant cereals cocoa Seeding lyophilised
2020 | 3108 | (Bifidobacterium lactis C. sakazakii Ad2849 Vegetables strain 2 weeks at / / 2,1 ©) + 3|b
3,0.106CFU/g) ambient temperature
Infant cereals avoine et blé Seeding lyophilised
2020 | 3109 | (Bifidobacterium lactis C. sakazakii Ad2849 Vegetables strain 2 weeks at / / 2,1 ©) + 3| b
5,6.106CFU/g) ambient temperature
Infant cereals honey Seeding lyophilised
2020 | 3110 | (Bifidobacterium lactis C. sakazakii Ad2849 Vegetables strain 2 weeks at / / 2,1 ©) + 3| b
1,0.107CFU/g) ambient temperature
Infant cereals chestnut biscuit Seeding lyophilised
2020 | 3111 | (Bifidobacterium lactis C. sakazakii Ad2849 Vegetables strain 2 weeks at / / 2,1 ® + 3|b
4,0.105CFU/g) ambient temperature
Infant cereals 5 cereals Seeding lyophilised
2020 | 3112 | (Bifidobacterium lactis C. sakazakii Ad2372 Infant formula strain 2 weeks at / / 1,6 @ + 31b
3,5.105CFU/g) ambient temperature
Infant cereals biscuit Seeding lyophilised
2020 | 3113 | (Bifidobacterium lactis C. sakazakii Ad2372 Infant formula strain 2 weeks at / / 1,6 @ + 31 b
4,5.105CFUI/g) ambient temperature
Infant cereals vanilla Seeding lyophilised
2020| 3114 | (Bifidobacterium lactis C. sakazakii Ad2372 Infant formula strain 2 weeks at / / 1,6 ©) + 31b
4,5.105CFU/g) ambient temperature
Infant formula with probiotics Seeding lyophilised
2020 | 3115 | (Lactobacillus reuteri C. sakazakii Ad2396 Dairy product strain 2 weeks at / / 50 © - 3| b
4,4.105CFU/g) ambient temperature
Infant formula with probiotics Seeding lyophilised
2020 | 3116 | (Bifidobacterium infantis C. sakazakii Ad2291 Dairy product strain 2 weeks at / / 4,0 3 + 3| b
1,2.105CFU/g) ambient temperature
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EXTENSION STUDY (2020) (BACTVIAB™ PMAxx™ treatment

@
S Artificial contaminations _ =
© Q S
= . Inoculation a ©
3 Strain Origin Injury protocol Injury level/sample e
> measurement g
Enumeration | Mean
Infant formula with probiotics Seeding lyophilised
2020 3117 | (Lactobacillus reuteri C. sakazakii Ad2291 Dairy product strain 2 weeks at / / 40 ©) - 3|b
2,3.106CFU/g) ambient temperature
Seeding lyophilised
2020 | 3832 |Dusts C. sakazakii Ad2409 Dairy environment | strain 2 weeks at / / 3,0 ) + 4 | b
ambient temperature
Seeding lyophilised
2020 | 3833 | Dusts C. sakazakii Ad2383 Dairy environment | strain 2 weeks at / / 0,9 @ + 4 | b
ambient temperature
Infant formula with probiotics
2020 | 3834 | (Bifidobacterium infantis C. sakazakii Ad2373 Infant formula HT 8 min 56°C 2,2 1-0-1-1-2 1,0 @ + 31b
4,4.105CFU/g)
Infant formula with probiotics
2020 | 3835 | (Lactobacillus reuterii C. sakazakii Ad2373 Infant formula HT 8 min 56°C 2,2 1-0-1-1-2 | 1,0 © + 3|b
1,2.105CFU/g)
2020 | 3836 | Starch C. sakazakii Ad2285 Dairy product HT 8 min 56°C 2,0 2-1-01-3 | 14 (@ + 3¢
2020 | 3837 | Starch C. sakazakii Ad2285 Dairy product HT 8 min 56°C 2,0 2-1-0-1-3 1,4 (@) + 3| ¢
2020 | 404q | Process water (dairy C. sakazaki Ad2365 | Dairy environment | Socding 48h at / 12320 | 16| @ | + |4]a
environment) 3+2°C
Process water (dairy . . . Seeding 48h at
2020 | 4041 environment) C. sakazakii Ad1707 Dairy environment 349°C / 0-1-1-3-3 1,6 ) + 4 | a
2020 | 4042 | Process water (dairy C. sakazaki Ad2365 | Dairy environment | Socding 48h at / 12320 | 16| @ | + |4]a
environment) 3+2°C
Process water (dairy . . . Seeding 48h at
2020 | 4043 environment) C. sakazakii Ad1707 Dairy environment 349°C / 0-1-1-3-3 1,6 ) + 4 | a
Wipe after cleaning process . . . Seeding 48h at Ty
2020 | 4114 (dairy environment) C. sakazakii Ad2343 Dairy environment 349°C / 0-5-0-8-2 | 3,0 ) + 4 | c
Wipe after cleaning process . , . Seeding 48h at Ty
2020 | 4115 (dairy environment) C. sakazakii Ad2343 Dairy environment 349°C / 0-5-0-8-2 | 3,0 D + 4 | ¢
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EXTENSION STUDY (2020) (BACTVIAB™ PMAxx™ treatment

@
@ Artificial contaminations
€ | sampl g |cobal| 5| &
& [°8MPE | product 2 ova g =
2 N , Inoculation S |result| 5|+
3 Strain Origin Injury protocol Injury level/sample e
> measurement g
Enumeration | Mean
Wipe after cleaning process . . . Seeding 48h at A
2020 | 4116 (dairy environment) C. sakazakii Ad2392 Dairy environment 349°C / 2-4-41-3 | 2,8 ) + 4 | c
Wipe after cleaning process n . . Seeding 48h at A A
2020 | 4117 (dairy environment) C. sakazakii Ad2392 Dairy environment 349°C / 2-4-4-1-3 2,8 @ + 4 | ¢
Wipe after cleaning process . . . Seeding 48h at Ao i
2020 | 4118 (dairy environment) C. sakazakii Ad2362 Dairy environment 349°C / 1-4-2-3-3 | 2,6 ) 4 | c
Wipe after cleaning process n . . Seeding 48h at Ao
2020 4119 (dairy environment) C. sakazakii Ad2362 Dairy environment 349°C / 1-4-2-3-3 2,6 @ + 4 | ¢
Process water (dairy . . Seeding 48h at
2020 | 4282 environment) C. sakazakii Ad963 Dairy product 349°C / 3-0-1-0-1 1,0 € - 4 | a
Process water (dairy . . Seeding 48h at A :
2020 | 4283 environment) C. sakazakii Ad963 Dairy product 349°C / 3-0-1-0-1 1,0 ) 4 | a
Process water (dairy . . Seeding 48h at
2020 | 4284 environment) C. sakazakii Ad944 Dairy product 349°C / 1-2-2-20 | 14 ) - 4 | a
Process water (dairy . . Seeding 48h at 000, :
2020 | 4285 environment) C. sakazakii Ad944 Dairy product 349°C / 1-2-2-2-0 1,4 € 4 | a
Process water (dairy . . Seeding 48h at
2020 | 4286 environment) C. sakazakii Ad944 Dairy product 349°C / 1-2-2-2-0 1,4 ) - 4 | a
2020 | 4287 | Dusts (dairy environment) C. sakazakii Ad898 Dairy product HT 8 min 56°C 1,6 3-31-211 | 20 ©) - 41 b
2020 | 4288 | Vaceum cleanerfilter (dairy 1o o)y Adgos Dairy product | HT 8 min 56°C 16 331241 | 20| @ | + |4|»b
environment)
2020 | 4289 |Vaccum cleanerfilter (dairy | » o\ yi Adeog Dairy product | HT 8 min 56°C 16 33421 [ 20| @ | + |40
environment)
2020 | 4290 | Vacoum cleanerfilter (dairy | o o\ ki AG2290 Dairy product | HT 8 min 56°C 22 65534 | 46 | @ | + |40
environment)
2020| 4291 |Vaccum cleanerfilter (dairy | o\ 1 Ad2290 Dairy product | HT 8 min 56°C 22 65534 |46 | @ | + |40
environment)
Process water (dairy N . Seeding 48h at
2020 | 4292 environment) C. sakazakii Ad963 Dairy product 349°C / 3-0-1-0-1 1,0 D - 4 | a
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EXTENSION STUDY (2020) (BACTVIAB™ PMAxx™ treatment

@
@ Artificial contaminations
£ | sampl g |cotal| B g
o amop ©| Product S 0ba 2l s
s | N , Inoculation S |resut| 5 |+
3 Strain Origin Injury protocol Injury level/sample °©
> measurement g
Enumeration | Mean
Process water (dairy . . Seeding 48h at
2020 | 4293 environment) C. sakazakii Ad944 Dairy product 349°C / 1-2-2-2-0 1,4 € - 4 | a
2020| a4pp | Wipe after cleaning process | o o\ ooaiag389 | Envionment | Socding 48hat / 00012 | 06| D | + |4|¢c
(dairy environment) 3+2°C
. . . , Seeding 48h at
2020 | 4407 | Sponge (dairy environment) C. sakazakii Ad2389 Environment 349°C / 0-0-0-1-2 | 0,6 D + 4 | c
2020| 4408 | Wipe after cleaning process | o\ 40397 Envionment | ooeding 48h at / 12003 [ 12| @ | + |4]c¢c
(dairy environment) 3+2°C
2020 4409 | VWipe after cleaning process | o .y /opi adp397 Environment | oocding 48h at / 12003 |12 | @© | - |4]¢
(dairy environment) 3+2°C
2020| aaqg | Process water (dairy C.sakazakiAd2389 | Emvironment | Sooding 48hat / 00012 | 06| @ | *+ |4 |a
environment) 3+2°C
2020 4411 | Process water (dairy C. sakazakii Ad2397 Environment | oocding 48h at / 12003 |12 | @ | + |4]a
environment) 3+2°C
2020| 4g23 | Process water (dairy C.sakazakiAd2389  |Emvironment | Sooding 48hat / 53332 | 32| @ | - |4 |a
environment) 3+2°C
2020 24 | Process water (dairy C. sakazakiiAd2397 | Environment | Seeding 48hat / 52253 | 34| @ | + |4|a
environment) 3+2°C
2020 | 4675 | Dusts (dairy environment) C. sakazakii Ad2399 Environment HT 8 min 56°C 2,2 1-1-11-2 | 1.2 ©) + 4 1 b
2020 | 4676 | Dusts (dairy environment) C. sakazakii Ad2399 Environment HT 8 min 56°C 2,2 1-1-1-1-2 1,2 ©) + 4 | b
2020 | 4677 | Dusts (dairy environment) C. sakazakii Ad2399 Environment HT 8 min 56°C 2,2 1-1-1-1-2 1,2 ©) + 4 | b
2020 | 4678 | Dusts (dairy environment) C. sakazakii Ad2399 Environment HT 8 min 56°C 2,2 1-1-11-2 | 1.2 ©) + 4 |1 b
2020 | 4679 | Dusts (dairy environment) C. sakazakii Ad2399 Environment HT 8 min 56°C 2,2 1-1-1-1-2 1,2 ©) + 4 | b
2020 | 4680 | Dusts (dairy environment) C. sakazakii Ad947 Dairy product HT 8 min 56°C 1,7 0-1-1-0-0 | 04 ©) + 4 b
2020 | 4681 | Dusts (dairy environment) C. sakazakii Ad947 Dairy product HT 8 min 56°C 1,7 0-11-0-0 | 04 © - 4 | b
2020 | 4682 | Dusts (dairy environment) C. sakazakii Ad947 Dairy product HT 8 min 56°C 1,7 0-1-1-0-0 | 04 ©) + 4 | b
2020 | 4683 | Dusts (dairy environment) C. sakazakii Ad947 Dairy product HT 8 min 56°C 1,7 0-1-1-0-0 | 04 © - 4 1 b
2020 | 4684 | Dusts (dairy environment) C. sakazakii Ad947 Dairy product HT 8 min 56°C 1,7 0-1-1-0-0 | 04 © + 4 1 b
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(Initial validation (2018) and extension studies (2018 and 2019))

Page 81: Results taking into account all the confirmatory tests combined
Page 96: Detailed results of the confirmatory tests
Pagell? : Confirmatory tests: detailed results. After 72 h storage at 5°C £+ 3°C

Bold typing: artificially inoculated samples

Cronobacter detection results:

m: minority level of target analyte

M: majority level of target analyte

P: pure culture level of target analyte

1/2: 50% level of target analyte

(x): number of colonies in the plate

(ia): inoculation area

-2 no typical colonies but presence of background microflora
st: plate without any colony

PA. positive agreement

NA: negative agreement

ND: negative deviation

PD: positive deviation

PPNA: positive presumptive negative agreement
PPND: positive presumptive negative deviation
NC: Non characteristic colony
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Results taking account all the confirmatory tests combined

INFANT FORMULA AND INFANT CEREALS WITHOUT PROBIOTICS INCLUDING INGREDIENTS (25 g sample size) (Initial validation study, 2018)

Reference method: ; .
SO 22964 Alternative method: GENE-UP Cronobacter
_ Enrichment After 72 h at 5°C £ 3°C -
Yearof | Sample Product S CSB SO _ . S| g
analysis | N° | Tode S o PCR PCR-BPW 72 h PCR-Lysate 72 h Final | Final | Agree- | Agree- | £ | =
a Confirmation | 22964 Confirmation | Final | Agree- Confirmation | result | result | ment | ment | O
Result - result | ment : 72h | 72h | 72h | 72h
CCl Cp Tm | Result final result Cp Tm | Result Cp Tm Result final result BPW | Lysate | BPW | Lysate

2017 | 7618 ::rfj‘l;‘igft‘i’c’;“”'aw“h°”t | +p + + 2017|6503 | + + + | PA |2872|6595| + | 2007 | 6637 | + + + + | PA | PA |1]a
2017 | 7619 :‘rf:;'itoft‘i’c’;"”'a‘”"h°”t @ | +p + + | 2887|6594 | + + + | PA |2684|6587| + | 288 | 6580 | + + + + | PA | PA | 1]a
2017 | 7620 :;‘rf:l;‘itoft‘i’c’;“”'aw“h°“t D | +p + + | 2865|6606 + v + | PA | 284 |6608| + | 2820 | 6587 | + + + + | PA | PA | 1]a
2017 | 7621 |IMfantformulawithout | 5 | + £ 0 | o0 : : Y I R A : 0 0 : : : : ND | ND |1 |a

probiotics
2017 | 7622 :;‘rf:l;‘itoft‘i’c’;“”'aw“h°“t | st / . | 2519|6559 | + + + | PD |2381|6618| + | 2537 | 6553 | + + + + | PD | PD | 1|a
2017 | 7623 :‘rf:;'it)ft‘i’c’;"”'a‘”"h°”t | st / . | 2365|657 | + + + | PD |2423| 659 | + | 243 | 6583 | + + + + | PD | PD | 1]a
2017 | 7624 :;‘rf:l;‘itofiec’:a'sw“h°“t | +p + + | 2624 |6565| + + + | PA |2612|6553| + | 261 | 6553 | + + + + PA | PA | 10D
2017 | 7625 :‘rf:;‘ito‘tfiecfa's‘”"h°”t @ | +p + + | 2069 656 | + + + | PA |2111|6587| + | 2100 | 6558 | + + + + | PA | PA | 10D

Infant cereals without
2017 | 7626 | e | st / o | o | - : - | NA 1| b
2017 | 7627 |'nfantcerealswithout | g | / : 0o | o : : - | NA 1| b

probiotics

Infant cereals without
2017 | 7628 | e D | +p + + o | o | - : - I ND | 0 | 0 : 0 0 : : : - | ND | ND | 1|0
2017 | 7629 :‘rf:;‘i:)‘tfii;ea'sw“h°”t @ | +p + + | 3328|6587 | + + + | PA |3277|6582| + | 3406 | 659 | + + + + | PA | PA | 10D

Infant cereals without
2017 | 7630 | e D | +p + + o | o | - : - I ND | 0 | 0 : 0 0 : : : - | ND | ND | 1|0
2017 | 7631 :‘rf:;‘i:)‘tfii;ea'sw“h°”t | st / . | 2807|6504 | + + + | PD |2779|6605| + | 2813 | 6587 | + + + + | PD | PD | 1|b
2017 | 7632 |Lactoserum D | +p " 2099 | 6538 | + " + | PA |2023|658| + | 208 | 651 | + " n + | PA | PA |1 |
2017 7633 | Milk proteins @ | +p + 0 0 - - - ND 0 0 - 0 0 - - - - ND ND 1]c
2017 | 7634 | Lactose | +p " 323 | 6687 | + ¥ + | PA | 307 |6603| + | 314 | 6586 | + ¥ ¥ + | PA | PA |1 |
2017 | 7635 | Caseinate | st ] 32,05 | 6514 | + ¥ + | PD | 2016|6546 + | 3277 | 6555 | + ¥ ¥ + | PD | PD |1 |
2017 | 7636 ';ﬁi‘;‘i:‘;t'g proteins | o | 4 + + | 2612|6568 | + ¥ n PA |2572|6621| + 26,29 | 66,03 + ¥ + ¥ PA | PA |1 |c
2017 | 7637 | Maltodextrin D +p v v | 2862|6608 | + ¥ + | PA | 2884 663 | + | 2825 | 658 | + ¥ ¥ + | PA | PA |1 |

Lactoserum proteins
2017 | 7638 |2ctoserum | st / o | o | - : - | NA 1 ¢
2017 | 7795 :;‘rf:l;‘it)ft‘i’c’;““'aw'th°“t | + + + | 2879|6564 | + v + | PA |2317|6638| + | 2692 | 6580 | + + + + | PA | PA |1 ]a

Infant formula without 0/35,16/ | 0/66,12/
2017 7796 probiotics @| +p + + 37,48 | 65,98 + + + PA | 3465 66.12 + 35,57 65,93 -[+/+ + i - PA ND 1] a

* Analyses performed according to the COFRAC accreditation
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bioMérieux

INFANT FORMULA AND INFANT CEREALS WITHOUT PROBIOTICS INCLUDING INGREDIENTS (25 g sample size) (Initial validation study, 2018)

Reference method: ; .
SO 22964 Alternative method: GENE-UP Cronobacter
_ Enrichment After 72 h at 5°C £ 3°C -
o —
Year of | Sample S S| o
analysis Nop Product g | ©s8 o ISO PCR PCR-BPW 72 h PCR-Lysate 72 h Final | Final | Agree- | Agree- | & | 5
a Confirmation | 22964 Confirmation | Final | Agree- Confirmation | result | result | ment | ment | O
Result - result | ment - 72h | 72h | 72h | 72h
CCl Cp Tm | Result final result Cp Tm | Result Cp Tm Result final result BPW | Lysate | BPW | Lysate
2017 | 7797 :;‘rfj‘l;‘ig‘t’iec’:a's‘”“h°”t | +p + + | 36326609 -+ + + | PA |3551|6618| + | 3577 | 662 | + + + + PA | PA |1 |D
2017 | 7798 :;‘rf:;‘iz‘t’iecfa'sw"h°”t | st / . 2157|6621 | + + + | PD |1976|6631| + | 2118 | 6611 | + . + . PD | PD | 1 |b
Infant formula without
2017 7799 probiotics ® | st / - 0 0 - - - NA 1 a
2017 | 7800 :‘rf:;‘ito‘tfiecfa'sw“h°”t @ | +p + + | 2568|6606 + + + | PA |2089|6624| + | 2468 | 6645 | + + + + | PA | PA | 10D
Infant formula without
2017 7801 orobiotics @ | +p + + 0 0 - - - ND 0 0 - 0 0 - - - - ND ND 11| a
2017 | 7802 |IMfantformulawithout | 5 | + £ 0 | o0 : : Y R R A : 0 0 : : : : ND | ND |1 |a
probiotics
2017 7803 | Lactoserum ® | st / - 0 0 - - - NA 1 c
2017 7804 |Lactoserum ® | st / - 0 0 - - - NA 11c
2017 7805 | Corn flour ® | st / - 21,09 | 66,03 + + + PD | 20.22 | 66.91 + 23.35 66.53 + + + + PD PD 1
Milk powder
2017 7806 (ingredient) @ | +p + + 35,2 | 65,45 + + + PA 35.49 | 66.02 + 39.71 65.33 + + + + PA PA 1 c
Infant cereals without
2017 8426 orobiotics ® | st / - 0 0 - - - NA 1 b
Infant cereals without
2017 8427 orobiotics @ | st / - 0 0 - - - NA 1 b
Infant cereals without
2017 8428 orobiotics ® | st / - 0 0 - - - NA 1 b
2017 | s4p9 |Imfantcerealswithout | g | / : 0 | o : : - | NA 1| b
probiotics
Infant cereals without
2017 8430 orobiotics @ | st / - 0 0 - - - NA 11b
2017 | 8431 |Infantcerealswithout | g | o / : 0 | o : : - | NA 1] b
probiotics
Infant cereals without
2017 8432 orobiotics 0 - / 0 0 - - NA 1 b
2017 | 433 |Infantformulawithout | g | / : 0 | o i : i NA 1] a
probiotics
2017 | 8434 |Infantformulawithout | q | / : 0 | o : : - | NA 1] 4
probiotics
Infant formula without
2017 8435 orobiofics ® | st / - 0 0 - - - NA 11| a
2017 | 843 |Mfantformulawithout | g | o / : 0 | o : : - | NA 1] 4
probiotics
Infant formula without
2017 8437 probiotics ® | st / - 0 0 - - - NA 1 a
2017 | g43g |IMfantformulawithout g | o / : 0 | o : : - | NA 1] 4
probiotics
Infant formula without
2017 8439 orobiofics ® | st / - 0 0 - - - NA 11| a
2017 8440 Infaqtfprmulawﬂhout ® i / 0 0 i i NA 1 3
probiotics
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bioMérieux

INFANT FORMULA AND INFANT CEREALS WITHOUT PROBIOTICS INCLUDING INGREDIENTS (25 g sample size) (Initial validation study, 2018)

Reference method: : .
SO 22964 Alternative method: GENE-UP Cronobacter
_ Enrichment After 72 h at 5°C £ 3°C -
Yearof | Sample Product S CSB SO _ . S| g
analysis | N° | Tode S .y PCR PCR-BPW 72 h PCR-Lysate 72 h Final | Final | Agree- | Agree- | £ | =
a Confirmation | 22964 Confirmation | Final | Agree- Confirmation | result | result | ment | ment | O
Result - result | ment : 72h | 72h | 72h | 72h
CCl Cp Tm | Result final result Cp Tm | Result Cp Tm Result final result BPW | Lysate | BPW | Lysate

Infant formula without

2017 8441 probiotics ® - / 0 0 - - NA 1| a
- (5ESIA
2017 8442 | Caseinate @® | st / - 36,12 | 66,08 + +5CCl + - PPNA | 36,83 | 65,42 + 36,21 65,44 + - - - PPNA | PPNA | 1 | c
5 CSB/CCI =st)

2017 8443 | Lactose @ | st / 0 0 - - - NA 1 |c

Whey protein
2017 8444 concentrate ® | st / 0 0 - - - NA 1] c
2017 8445 | Milk proteins o - / 0 0 - - - NA 11]c¢
2017 8446 | Maltodextrin ® - / 0 0 - - - NA 1 |c
2017 8447 | Whey permeate @ | st / 0 0 - - - NA 11¢
2017 | 84s5 |Infantcerealswithout | 4 | g / o | o | - : - | Na 1] b

probiotics

Infant cereals without
2017 8456 orobiotics @\ - / 0 0 - - NA 110D
2017 8458 |Lactose @ | +p + + 22,88 | 65,93 + + + PA 23,64 | 66,15 + 23,11 65,83 + + + + PA PA 1 |c

Whey protein
2017 8459 concentrate ® | st / - 30,02 | 65,59 + + + PD | 30,62 | 6542 + 30,36 65,32 + + + + PD PD 1|c
2017 | 9128 :‘rf:;‘i:)‘;‘i’c’;"”'a without |y | 4, + + 2000|6612 + v + | PA |1958|6638| + | 202 | 6565 | + + + + | PA | PA |1 ]a

Infant formula without
2017 9129 probiotics ® | st / - 0 0 - - - NA 1| a
2017 | 9130 :‘rf:;‘itofiecfa's without | oy | / - | 2257 |6615| + v + | PD 1976 66 | + | 2225 | 6569 | + + + +# | PD | PD | 1|b
2017 | 9131 :;‘rf:l;‘igfiec’:a's without | oy | 4, + + | 2059|6663 | + v + | PA 2867|6633 + | 2011 | e622 | + + + + | PA | PA |1 ]b
2017 9132 | Milk proteins @® | st / - 0 0 - - - NA 11¢c
2018 2609 | Skim milk powder @ | +p + + 31.58 | 65.63 + + + PA 2945 | 65.6 + 31.54 65.48 + + + + PA PA 1] c¢
2018 2610 | Whole milk powder @ | +p + + 0 0 - - - ND 0 0 - 0 0 - - - - ND ND 11]c

- (ESIA 5x-
2018 2611 | Skim milk powder @ | +p + + 35.06 | 65.52 + + + PA 33.76 | 66.08 + 33.43 65.98 + CCl 5x- - - PPND | PPND | 1 | ¢
CSBICCI 5x-)
2018 2612 | Skim milk powder ® | st / 35.82 | 65.76 + + + PD 31.85 | 65.74 + 33.14 65.3 + + + + PD PD 1|c
2018 2613 | Skim milk powder @ | +p + 0 0 - - - ND 0 0 - 0 0 - - - - ND ND 1]c
2018 2614 | Skim milk powder @ | +p + 27.76 | 65.26 + + + PA 26.77 | 65.43 + 28.64 65.1 + + + + PA PA 1 |c
2018 2615 | Skim milk powder ® | st / 0 0 - - - NA 11]1¢
2018 2616 | Whole milk powder ® | st / 0 0 - - - NA 11c¢
2018 2617 | Skim milk powder ® | st / 0 0 - - - NA 11¢
2018 2618 | Skim milk powder ® | st / 0 0 - - - NA 11c¢
2018 2619 | Skim milk powder ® | st / 0 0 - - - NA 11¢
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Year of
analysis

Product

(lactic bacteria enumeration
done by the expert
laboratory)

Protocol

Reference method:
ISO 22964°¢

ULA AND INFANT CEREALS WITH PROBIOTICS (25 g sample size) - (Initial validation study, 2018)
Alternative method: GENE-UP Cronobacter

bioMérieux

CSB

CCl

Confirmation Result

BPW + Novobiocin for 18 h at 37°C

BPW + Novobiocin for 18 h at 37°C +72 h at 5°C £ 3°C

ISO 22964

PCR

Cp

Tm

Result

Confirmation
final result

Final
result
18 h

Agreement
18 h

PCR-BPW 72 h

PCR-Lysate 72 h

Cp | Tm | Result

Cp Tm Result

Confirmation
final result

Final
result
72h
BPW

Final
result
72h
Lysate

Agreement
72h
BPW

Agreement
72h
Lysate

Category

Type

2017

8027

Infant formula with
probiotics (3,6.102
CFU/g)

P

ND

ND

ND

2017

8028

Infant formula with
probiotics (<10 CFU/g)

st

24,75

65,62

PD

19,09 | 65,86 | +

23,95 65,7 +

PD

PD

2017

8029

Infant formula with
probiotics (1,3.10°
CFU/g)

st

26,43

65,92

PD

20,21166,35| +

25,78 65,53 +

PD

PD

2017

8030

Infant formula with
probiotics (<10 CFU/g)

+p

29,31

66,29

PA

19,21 66,55 | +

27,85 66,05 +

PA

PA

2017

8031

Infant formula with
probiotics (1,8.10°
CFU/g)

+p

ND

ND

ND

2017

8032

Infant formula with
probiotics (3,0.104
CFU/g)

st

29,82

65,96

PD

20,17 166,07 | +

28,47 65,97 +

PD

PD

2017

8033

Infant formula with
probiotics (4,8.105
CFUlg)

+p

ND

ND

ND

2017

8131

Infant formula with
probiotics (5,6.10°
CFUlg)

st

NA

2017

8132

Infant formula with
probiotics (1,2.107
CFU/g)

st

NA

2017

8133

Infant formula with
probiotics (4,3.105
CFUlg)

+p

20,89

65,89

PA

217216564 | +

20,94 66,15 +

PA

PA

2017

8134

Infant formula with
probiotics (6,8.10°
CFUlg)

+p

20,86

65,99

PA

20,09 | 659 +

19,86 65,39 +

PA

PA

2017

8135

Infant formula with
probiotics (4,2.10°
CFU/g)

st

35,45

66,67

PD

352516594 | +

35,66 66,11 +

PD

PD

2017

8136

Infant formula with
probiotics (6,8.10°
CFU/g)

+p

20,28

66,34

PA

18,63 | 66,48 | +

19,03 65,83 +

PA

PA

2017

8137

Infant formula with
probiotics (7,5.10°
CFU/g)

*p

19,42

66,26

PA

18,73 66,35 | +

18,91 65,93 +

PA

PA

* Analyses performed according to the COFRAC accreditation
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Year of
analysis

Product

(lactic bacteria enumeration
done by the expert
laboratory)

Protocol

Reference method:

ISO 22964*

ULA AND INFANT CEREALS WITH PROBIOTICS (25 g sample size) - (Initial validation study, 2018)
Alternative method: GENE-UP Cronobacter

bioMérieux

CSB

CCl

Confirmation

[SO 22964
Result

BPW + Novobiocin for 18 h at 37°C

BPW + Novobiocin for 18 h at 37°C +72 h at 5°C £ 3°C

PCR

Cp

Tm

Result

Confirmation
final result

Final
result
18 h

Agreement
18 h

PCR-BPW 72 h

PCR-Lysate 72 h

Cp | Tm | Result

Cp Tm Result

Confirmation
final result

Final
result
72h
BPW

Final
result
72h
Lysate

Agreement
72h
BPW

Agreement
72h
Lysate

Category

Type

2017

8138

Infant formula with
probiotics (8,6.10°
CFU/g)

®

P

21,72

66,48

PA

19,52 166,36 | +

20,24 65,77 +

PA

PA 2

2017

8403

Infant formula with
probiotics (4,2.10% CFU/q)

st

NA

2017

8404

Infant formula with
probiotics (5,9.105 CFU/g)

st

NA

2017

8405

Infant formula with
probiotics (4,3.10% CFU/q)

st

NA

2017

8406

Infant formula with
probiotics (6,8.105 CFU/qg)

st

NA

2017

8407

Infant formula with
probiotics (8,6.105 CFU/g)

st

NA

2017

8408

Infant formula with
probiotics (8,0.105 CFU/qg)

st

NA

2017

8409

Infant formula with
probiotics (<10 CFU/g)

st

NA

2017

8410

Infant formula with
probiotics (<10 CFU/g)

CEECEECENCENECHECEECHEEC

st

NA

2017

8411

Infant formula with
probiotics (<10 CFU/g)

®

st

(5ESIA +
5CCl+5
CSB/CCI =st)

PPNA

NA

NA 2

2017

8412

Infant formula with
probiotics (1,2.107 CFU/qg)

st

NA

2017

8413

Infant formula with
probiotics (4,2.108 CFU/g)

st

NA

2017

8414

Infant formula with
probiotics (7,0.105 CFU/g)

st

NA

2017

8448

Infant formula with
probiotics (4,2.105
CFU/g)

st

27,83

65,78

PD

238416585 | +

26,09 66,26 +

PD

PD 2

2017

8449

Infant formula with
probiotics (<10 CFU/g)

st

NA

2017

8450

Infant formula with
probiotics (7,0.10°
CFU/g)

st

0/0

0/0

NA

2017

9610

Infant formula with
probiotics (4,2.10°
CFU/g)

st

24,93

65,65

PD

246516585| +

24,76 65,48 +

PD

PD 2

2017

9611

Infant formula with
probiotics (5,9.10°
CFU/g)

*p

18,34

65,68

PA

19,13 | 6544 | +

19,01 65,29 +

PA

PA 2

2017

8034

Infant cereals with
probiotics (5,6.10°
CFUlg)

st

NA
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Year of
analysis

Product

(lactic bacteria enumeration
done by the expert
laboratory)

Protocol

Reference method:
ISO 22964°¢

ULA AND INFANT CEREALS WITH PROBIOTICS (25 g sample size) - (Initial validation study, 2018)
Alternative method: GENE-UP Cronobacter

bioMérieux

CSB

CCl

Confirmation

BPW + Novobiocin for 18 h at 37°C

BPW + Novobiocin for 18 h at 37°C +72 h at 5°C £ 3°C

[SO 22964
Result

PCR

Cp

Tm

Result

Confirmation
final result

Final
result
18 h

Agreement
18 h

PCR-BPW 72 h

PCR-Lysate 72 h

Cp

m

Result

Cp

m

Result

Confirmation
final result

Final
result
72h
BPW

Final
result
72h
Lysate

Agreement
72h
BPW

Agreement
72h
Lysate

Category

Type

2017

8035

Infant cereals with
probiotics (7,1.104
CFU/g)

P

ND

ND

ND 2

2017

8036

Infant cereals with
probiotics (1,7.104
CFU/g)

st

NA

2017

8037

Infant cereals with
probiotics (2,5.10°
CFU/g)

+p

ND

ND

ND 2

2017

8038

Infant cereals with
probiotics (5,1.105
CFU/g)

+p

ND

ND

ND 2

2017

8039

Infant cereals with
probiotics (6,7.105
CFUlg)

+p

31,92

65,78

PA

21,76

65,87

31,87

66,19

PA

PA 2

2017

8040

Infant cereals with
probiotics (2,7.103
CFUlg)

+p

28,44

65,84

PA

18,49

65,93

28,13

66,03

PA

PA 2

2017

8041

Infant cereals with
probiotics (1,7.105
CFU/g)

+p

28,12

65,63

PA

26,39

65,62

27,42

65,98

PA

PA 2

2017

8139

Infant cereals with
probiotics (6,7.108
CFUlg)

+p

31,65

65,97

PA

28,71

65,97

30,38

65,74

PA

PA 2

2017

8140

Infant cereals with
probiotics (7,1.104
CFUlg)

st

24,59

66,16

PD

21,3

66,5

25,1

65,97

PD

PD 2

2017

8141

Infant cereals with
probiotics (2,7.103
CFU/g)

+M

28,85

65,58

PA

25,34

65,97

29,98

66,19

PA

PA 2

2017

8142

Infant cereals with
probiotics (2,3.10°
CFU/g)

+p

20,52

65,78

PA

18,33

65,98

20,62

65,43

PA

PA 2

2017

8143

Infant cereals with
probiotics (5,6.10°
CFU/g)

*p

31,2

65,81

PA

28,05

65,87

31,05

65,94

PA

PA 2

2017

8144

Infant cereals with
probiotics (1,7.10°
CFUlg)

+p

21,58

65,75

PA

17,55

65,15

20,96

65,59

PA

PA 2

2017

8145

Infant cereals with
probiotics (5,1.10°
CFU/g)

st

NA

2017

8415

Infant cereals with
probiotics (7,4.105 CFU/qg)

st

NA

2017

8416

Infant cereals with
probiotics (2,3.105 CFU/g)

st

NA
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bioMérieux

ULA AND INFANT CEREALS WITH PROBIOTICS (25 g sample size) - (Initial validation study, 2018)

Reference method: : .
SO 22964¢ Alternative method: GENE-UP Cronobacter
BPW + Novobiocin for 18 h at 37°C BPW + Novobiocin for 18 h at 37°C +72 h at 5°C £ 3°C
Product = =
Year of | Sample | (lactic bacteria enumeration | 8 |CcSB Final | Final 089) &
analysis| N° | done by the expert ° N ISO 22964 PCR S Final PCR-BPW72h PCR-Lysate 72h N ha N8| Agreement | Agreement | & | &
laboratory) a Confirmation Confirmation Agreement Confirmation | result | result O
a y Result . result : 72h 72h
final result 18h 18 h final result | 72 h 72h BPW Lvsate
BPW | Lysate y
CCl Cp | Tm |Result Cp | Tm | Result Cp Tm Result
Infant cereals with
2017 | 84T | o biotics (8.7.105 CFUlg) | @ | ot / - 010 - ° ° NA 2
Infant cereals with
2017 8418 orobiotics (5,6.105 CFU/g) @ | st / - 0 0 - - - NA 2 | Db
Infant cereals with
2017 8419 probiotics (1,0.108 CFU/g) @ | st / - 0 0 - - - NA 2 | Db
Infant cereals with
2017 8420 orobiotics (1.7.105 CFU/g) @ | st / - 0 0 - - - NA 2 | Db
Infant cereals with
2017 8421 orobiotics (4,0.105 CFU/g) @ | st / - 0 0 - - - NA 2 |b
Infant cereals with
2017 8422 orobiotics (7.1.10¢ CFU/g) @ | st / - 0 0 - - - NA 2 | Db
Infant cereals with
2017 8423 probiotics (4.4.105 CFU/g) @ | st / - 0 0 - - - NA 2 |b
Infant cereals with
2017 8424 orobiotics (5,1.105 CFU/g) @ | st / - 0 0 - - - NA 2 | Db
Infant cereals with
2017 8425 orobiotics (6,7.105 CFU/g) @ | st / - 0 0 - - - NA 2 |b
Infant cereals with
2017 8451 | probiotics (2,3.10° @ | st / - 0 0 - - - NA 2 |b
CFUlg)
Infant cereals with
2017 8452 | probiotics (5,6.10° @ | st / - 0 0 - - - NA 2 |b
CFU/g)
Infant cereals with
2017 | 8453 | probiotics (1,7.105 @ | st / - 0 0 - - - NA 2 | b
CFUlg)
Infant cereals with
2017 | 8454 |probiotics (7,1.104 @ | +p + + 0 [6628| + + + PA 35,12 (6592 | + 35,2 65,92 + + + + PA PA 2 |b
CFUlg)
Infant cereals with
2017 9126 | probiotics (7,1.10 @ | st / - 2475|6572 | + + + PD 22,7 166,03| + 24,91 65,9 + + + + PD PD 2 |b
CFU/g)
Infant cereals with
2017 9127 probiotics (5,6.105 CFUlg) @ | st / - 32526585 + + + PD 30,56 | 65,65 | + 32,49 65,79 + + + + PD PD 2 | Db
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POVWDER R A UR A AND A REA UR U PROB ading aredie ading eV prote 0 e a 018 a 019
» Refigi;];zgéit,md: Alternative method: GENE-UP Cronobacter
s 3 Enrichment After 72h 2-8°C =
S | Sample p 8 | CsB . . > 8
S Ne | Product £ 1SO PCR PCR-BPW 72h PCR-Lysate 72h Final | Final g5
= o Confirmation | 22964 Confirmation | Final | Agree- Confirmation | result | result | Agreement | Agreement | O
2 CCl Result Cp Tm Result| final result | result | ment Cp Tm |Result| Cp Tm Result| final result | 72h 72h | 72h BPW | 72h Lysate
BPW | Lysate
2018 | 2589 |Skimmilk powder | @ | +p + + 40 6571 | + + + PA | 3641 | 6547 | + | 3841 65.45 ¥ ¥ + + PA PA |3 |a
o702 | 892
2018 | 2590 |Whole milk powder | @ | +p + + | 0/0/0/0* | 0/0/0/0* | -fifi-* + - ND | "L ol | 65,98/ | i+l |00/36,87 | 0106584 | -fi+ + + - PA ND | 3|a
: 65,81
2018 | 2592 |Skimmilk powder | ® | st / - | oo | oo | i - - NA 3| a
2018 | 2593 |Skimmilkpowder | ® | +p ¥ ¥ 0/0 0/0 i - - ND 0 0 - 0 0 - - - - ND ND |3]a
2018 | 2594 | Skim milk powder ©) st / - 0 0 - - - NA 3| a
2018 | 2505 |Infantcereals ® | +p " + | 031,18 | 066572 | i+ + + PA | 0/29,53* | 0/66,36* | i+* | 38.03 | 65.89 ¥ ¥ + + PA PA |3 ]|a
without probiotics
2018 | 2596 |Infantcereals ® | + + + 0 0 : : . | N | o 0 : 0 0 : : : : ND ND | 3|a
without probiotics
2018 | 2507 |Infantcereals ® | + + + | 3201 | 6589 | + + + | A | 2087 | 6577 | + | 3102 | 6608 | + + v o+ PA PA |3]a
without probiotics
2018 | 2508 |IMfantcereals ® | + + | 238 | 6620 | + + + | PA | 2642 | 6668 | + | 2645 | 6666 | + + PO PA PA | 3|a
without probiotics
2018 | 2509 |Infantcereals ® | + + + | 1922 | 6600 | + + + | A | 2050 | 6652 | + | 2125 | 6607 | + + v o+ PA PA |3]a
without probiotics
2018 | 2600 |mfantcereals ® | +p ¥ + | 318 | 6577 | + + + PA | 2096 | 6592 | + | 2537 | 6583 + + ¥ + PA PA 3|a
without probiotics
2018 | 2601 |IMfantcereals ® | + + + | 2674 | 6548 | + + + | A | 2607 | 6505 | + | 2775 | es51 | + + A - PA PA [3]a
without probiotics
2018 | 2602 |Infantformula ® | +p + + 0 0 i i Y 0 0 : 0 0 : : : : ND ND | 3|a
without probiotics
2018 | 2604 |IMfantformula ® | + + + | 3272 | 6552 | + + + | A | 3057 | 6576 | + | 3067 | 657 + + A - PA PA [3]a
without probiotics
2018 | 2606 |!nfantformula ® | + + + 0 0 : : . | N | o 0 : 0 0 : : : : ND ND |3 a
without probiotics
2018 | 2607 |Imfantformula ® | st / : 0 0 : : - | NA 3| a
without probiotics
2018 | 2640 | Skim milk powder o | st / - | 0;451* | 06573 | i+ + + PD 40 | 6546 | + | 0/34,18* | 0/6594* | i/+* ¥ + ¥ PD PD 3 |a
2018 | 2641 | Skim milk powder ©) st / - 0/0* 0/0* if-* - - NA 3| a
2018 | 2642 | Skim milk powder ® | st / - 0/0* o* | i - - NA 3| a
2018 | 2643 |Half-skim milk powder | ® | st / - 0/0* 00* | i - - NA 3| a
2018 | 2pag |Mfantiomulawithout | g | / : 0 0 : : - | A 3| a
probiotics
2018 | 2645 | Mfantformulawithout | g ) / : 0 0 : : - | NaA 3| a
probiotics
2018 | 2646 | IMfantformulawithout | g | / - | oo | ootroe | : - | NA 3| a
probiotics
2018 | o2pa7 |Mfantcerealswithout | | / : 0 0 : : - | NA 3| a
probiotics
: - (ESIA 5x-
2018 | 2648 '”fabr?t coredlswihout | @ | / - . gg;% sl | COlbxe . | PPNA| 0 0 i 0 0 : : : : NA NA | 3]a
probiotics ’ CSBICCI 5x)
* Analyses performed according to the COFRAC accreditation
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POWDER REDIEN A OR A AND A REA OR OUT PROBIC ding ingredie : ding whey prote oncentrate 0 ensio dies, 2018 and 2019
Reference method: . .

o SO 22964° Alternative method: GENE-UP Cronobacter

s Sample 2 [ css Enrichment After 72h 2-8°C =

..g N° Product g ISO PCR PCR-BPW 72h PCR-Lysate 72h Final | Final 15 S

= o Confirmation | 22964 Confirmation | Final | Agree- Confirmation | result | result | Agreement | Agreement 3

2 CCl Result Cp Tm Result| final result | result | ment Cp Tm |Result| Cp Tm Result| final result | 72h 72h | 72h BPW | 72h Lysate

BPW | Lysate

2018 | 2649 L”r‘;ag‘lgt‘jggea's without | g | g / - | 2913 | 6596 | + + + | PD | 2025 | €605 | + | 30390 | 6609 | + + T PD PD | 3|a

2018 | 3469 | Skim milk powder ©) +p + + 0 65.11 + + + PA | 0/258* | 0/65,79* | il+* 28,38 64,95 + + + + PA PA 3

2018 | 3470 | Skim milk powder ©) +p + + 24.57 65.37 + + + PA 28,08 65,05 + 22,13 64,92 + + + + PA PA 3

2018 | 3471 |Infantformula @ | + + | 1875 | 6628 | + + + | PA | 2077 | e576 | + | 1845 | 663 | + + N PA PA |3
without probiotics

2018 | 3472 |Infantformula ® | s / | 2425 | 6647 | + ; + | PD | 2534 | e611 | + | 241 | 6613 | + + 5 e PD PD | 3
without probiotics

2018 | 3473 |Infantformula @ | + + | 2084 | 6571 | o+ + + | PA | 3755 | 6531 | + | 3006 | 6525 | + + T PA PA |3
without probiotics

2018 | 3751 | INfantcerealswithout | g / : 0 0 : : - | nNa 3
probiotics

2018 | 3752 |IMfantcerealswithout | g | / : 0 0 : : - | NA 3
probiotics

2018 | 3753 |IMfantcerealswithout | g | / : 0 0 : : - | NA 3
probiotics

2018 | 37y |IMfantformulawithout | g | / : 0 0 : : - | NA 3
probiotics
Infant formula with - (ESIA 5%-

2018 | 2620 |probiotics (7,210¢ | ® | +p + + 0@55,27, 02%6’7%5’ 4+ + - | ND | 368 | 6725 | + | 358 67 + CCl5x. : - | PPND | PPND | 3
CFU/g) ' ’ CSBICCI 5x-)
Infant formula with

2018 | 2623 | probiotics (6,1.106 ® +p + + 26,91 65,72 + + + PA 25,02 65,84 + 25,78 65,61 + + + + PA PA 3
CFU/g)
Infant formula with

2018 | 2625 | probiotics (5,1.10° ©) +p + + 21,85 66,2 + + + PA 20,63 65,69 + 20,84 66,04 + + + + PA PA 3
CFUlg)
Infant formula with

2018 | 2626 | probiotics (4,7.105 ® +p + + 30,85 65,96 + + + PA 30,16 66,15 + 30,39 66,02 + + + + PA PA 3
CFUlg)
Infant formula with

2018 2627 | probiotics (1,1.106 ©) +p + + 247 66,39 + + + PA 23,74 65,97 + 25,02 66 + + + + PA PA 3
CFUlg)
Infant formula with

2018 | 2628 | probiotics (1,4.104 ©) +p + + 20,33 65,21 + + + PA 20,53 65,94 + 20,71 65,58 + + + + PA PA 3
CFUlg)
Infant formula with

2018 | 2629 | probiotics (3,0.104 ©) +p + + 20,43 65,04 + + + PA 19,92 65,6 + 20,85 65,34 + + + + PA PA 3
CFU/g)
Infant cereals with

2018 | 2630 | probiotics (1,4.105 ® +p + + 31,63 65,53 + + + PA 30,64 65,67 + 31,84 66 + + + + PA PA 3
CFU/g)
Infant cereals with

2018 | 2631 | probiotics (2,1.105 ©) +p + + 32,85 65,62 + + + PA 32,57 65,98 + 32,85 66,07 + + + + PA PA 3
CFUlg)
Infant cereals with

2018 | 2632 | probiotics (7,8.10°5 ©) +p + + 23,41 65,89 + + + PA 22,76 65,94 + 23,62 65,16 + + + + PA PA 3
CFUlg)
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POWDER REDIEN A OR A AND A REA UR U PROBIO aing Ingreaie : aing ey prote ONCE ate 0 enslio ale 016 and 2019
Reference method:
ISO 22964°*

Alternative method: GENE-UP Cronobacter

Enrichment After 72h 2-8°C

ISO PCR PCR-BPW 72h PCR-Lysate 72h Final | Final
Confirmation | 22964 Confirmation | Final | Agree- Confirmation | result | result | Agreement | Agreement
CCl Result Cp Tm Result| final result | result | ment Cp Tm |Result| Cp Tm Result| final result | 72h 72h | 72h BPW | 72h Lysate
BPW | Lysate

Sample CSB

Product

Protocol
Category

Year of analysis

Type

Infant cereals with
2018 2633 | probiotics (2,5.105 ® +p + + 29,11 65,73 + + + PA 28,27 65,86 + 29,13 65,95 + + + + PA PA 3
CFU/g)

Infant cereals with
2018 2634 | probiotics (4,5.104 ® +p + + 31,54 65,94 + + + PA 30,79 65,8 + 31,75 66,06 + + + + PA PA 3
CFU/g)

Infant cereals with
2018 2635 | probiotics (9,1.10° ©) +p + + 33,58 66,11 + + + PA 33,43 66,19 + 33,87 66,25 + + + + PA PA 3
CFU/g)

Infant cereals with
2018 2636 | probiotics (3,2.106 ® st / - 0 66,35 + + + PD 0/31,79 | 0/66,53 | i/+* 40
CFU/g)

61,56,

605 |t + o PD PD |3

Infant cereals with
2018 2637 | probiotics (1,3.105 ® +p + + 28,61 65,81 + + + PA 27,16 65,95 + 28,08 65,83 + + + + PA PA 3
CFU/g)

Infant cereals with
2018 2638 | probiotics (1,4.106 ©) +p + + 32,83 66,03 + + + PA 32,75 66,37 + 32,87 66,37 + + + + PA PA 3
CFU/g)

Infant cereals with
2018 2639 | probiotics (2,2.105 ©) +p + + 26,23 65,99 + + + PA 25,12 66,07 + 26,26 65,79 + + + + PA PA 3
CFU/g)

Infant cereals with
2018 2864 | probiotics (2,9.10% ©) st / - 0/0* 0/0* il - - NA 3
CFUlg)

Infant cereals with
2018 2865 | probiotics (4,8.104 ©) st / - 0 0 - - - NA 3
CFUlg)

Infant cereals with - (ESIA 5x-
2018 2866 | probiotics (1,2.107 ©) st / - 0/0/0 | 66,57/0/0 | +/-/- CCl 5x- - PPNA 0 0 - 0 0 - - - - NA NA 3
CFUIg) CSB/CCI 5x-)

Infant formula with
2018 2867 | probiotics (1,6.106 ©) st / - 0 0 - - - NA 3
CFUlg)

Infant formula with
2018 2868 | probiotics (1,5.106 ©) st / - 0 0 - - - NA 3
CFUlqg)

Infant formula with
2018 2869 | probiotics (9,6.106 ® st / - 18,01 65,89 + + + PD 16,13 65,89 + 18,6 65,58 + + + + PD PD 3
CFU/g)

Infant cereals with
2018 3754 | probiotics (2,5.10° ©) st / - 0 0 - - - NA 3
CFUlg)

Infant cereals with
2018 3755 | probiotics (1,4.106 ©) st / - 0 0 - - - NA 3
CFUlqg)

Infant cereals with
2018 3756 | probiotics (2,2.10° ©) st / - 0 0 - - - NA 3
CFU/lg)
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POWDER REDIEN A OR A AND A REA OR OUT PROBIO ding ingredie : ding oy prote oncentrate 0 ensio dies, 2018 and 2019
Reference method: . .
o SO 22964° Alternative method: GENE-UP Cronobacter
s 3 Enrichment After 72h 2-8°C =
5 Sample 8 | CSB - : > &
e N° Product 5 ISO PCR PCR-BPW 72h PCR-Lysate 72h Final | Final o=
= o Confirmation | 22964 Confirmation | Final | Agree- Confirmation | result | result | Agreement | Agreement 3
2 CCl Result Cp Tm Result| final result | result | ment Cp Tm |Result| Cp Tm Result| final result | 72h 72h | 72h BPW | 72h Lysate
BPW | Lysate
Infant cereals with
2018 | 3757 | probiotics (4,8.104 ©) st / - 0 0 - - - NA 3
CFUlg)
Infant cereals with
2018 | 3758 | probiotics (2,9.10° ©) st / - 0 0 - - - NA 3
CFUlg)
Infant formula with
2018 | 3798 | probiotics (1,6.106 ©) st / - 0 0 - - - NA 3
CFUlg)
Infant formula with
2018 | 3799 | probiotics (7,2.104 ©) st / - 0 0 - - - NA 3
CFU/g)
Infant formula with
2018 | 3800 | probiotics (6,0.104 ©) st / - 0 0 - - - NA 3
CFUlg)
Infant formula with
2018 | 3801 | probiotics (1,5.108 ©) st / - 0 0 - - - NA 3
CFUlg)
Infant formula with
2018 | 3802 | probiotics (4,7.10° ©) st / - 0 0 - - - NA 3
CFUlg)
2018 | 2870 |Starch @ st / - 0 0 - - - NA 3
2018 | 2871 |Whey @ st / - 0 0 - - - NA 3
2018 | 2872 |Caseinate @ st / - | 37,46/0/0 0’/0 +[-/- CCl 5x- - PPNA 0 67,03 + 0 0 - - - - PPNA NA 3|c¢
CSB/CCI 5x-)
2018 | 2873 |Lactose @ st / - 0 0 - - - NA 3| c
2018 | 3101 |Starch @ +p + + 32,47 66,69 + + + PA 31,31 66,17 + 32,14 66,81 + + + + PA PA 3| c
2018 | 3102 |Caseinate @ +p + + 24,98 65,98 + + + PA 22,59 65,79 + 24,85 66,05 + + + + PA PA 3 |¢c
2018 | 3103 |Corn starch @ +p + + 33,85 66,23 + + + PA 31,38 66,06 + 36,63 66,35 + + + + PA PA 3 |¢c
2018 | 3104 |Wheat starch @ - / - 25,97 66,68 + + + PD 23,78 66,4 + 25,39 66,34 + + + + PD PD 3|c
2018 | 3106 |Lactose @ +p + + 24,67 66,31 + + + PA 22,52 66,3 + 23,18 66,19 + + + + PA PA 3| c
2018 | 3107 | Maltodextrin @ +p + + 21 66,43 + + + PA 20,18 66,25 + 21,29 66,53 + + + + PA PA 3| c
2018 | 3108 |Whey @ +p + + 23,88 66,06 + + + PA 21,84 65,39 + 23,25 65,94 + + + + PA PA 3| c
2018 | 3109 |Starch @ +p + + 0 0 - - - ND 0 0 - 0 0 - - - - ND ND 3|c
2018 3110 | Caseinate @ +p + + 21,48 66,07 + + + PA 21,6 66 + 22,66 66,19 + + + + PA PA 3 |¢c
2018 | 3111 |Corn starch @ +p + i 0 0 - - - ND 0 0 - 0 0 - - - - ND ND 3|¢
2018 | 3112 |Wheat starch @ - / - 24,26 66,39 + + + PD 23,13 66,36 + 25,93 66,49 + + + + PD PD 3| c
2018 | 3113 |Corn starch @ +p + + 23,36 64,93 + + + PA 24,01 66,08 + 25,59 66,25 + + + + PA PA 3| c
2018 | 3114 |Lactose @ +p + + 22,75 65,73 + + + PA 22,89 66,28 + 24,54 66,25 + + + + PA PA 3| c
2018 | 3123 |Whey @ +p + + 23,69 66,13 + + + PA 23.28 66.28 + 23.31 65.62 + + + + PA PA 3 |¢c
2018 | 3124 | Maltodextrin @ +p + + 21,77 67,15 + + + PA 20.81 67.03 + 19.54 66.61 + + + + PA PA 3 |¢c
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POWDER REDIEN A OR A AND A REA OR OUT PROBIC ding ingredie : ding whey prote oncentrate 0 ensio dies, 2018 and 2019
Reference method: . .
o SO 22964° Alternative method: GENE-UP Cronobacter
s 3 Enrichment After 72h 2-8°C =
& | Sample |, S | CsB : : > &
e N° roduct 5 ISO PCR PCR-BPW 72h PCR-Lysate 72h Final | Final g =
= o Confirmation | 22964 Confirmation | Final | Agree- Confirmation | result | result | Agreement | Agreement | O
2 CCl Result Cp Tm Result| final result | result | ment Cp Tm |Result| Cp Tm Result| final result | 72h 72h | 72h BPW | 72h Lysate
BPW | Lysate
- (ESIA 5x-
2018 | 3125 | Maltodextrin O] +p + + 33,46 67,16 + + + PA 33.68 66.83 + 33.29 66.45 + CCl 5x- - - PPND PPND 3| c
CSBICCI 5x-)
2018 | 3126 |Wheat starch @ +p + + 0/0/0 0/0/0 -I-- + - ND 0 0 - 0 0 - - - - ND ND 3| c
2018 | 3127 |Caseinate @ +p + + 26,86 66,32 + + + PA 28.67 66.23 + 24.32 65.63 + + + + PA PA 3| c
2018 | 3128 | Corn starch O] +p + + 33,53 66,59 + + + PA 32.54 66.44 + 33.68 66.14 + + + + PA PA 3| c
2018 | 3129 |Lactose ©) +p + + 24,01 66,65 + + + PA 24.27 66.84 + 226 66.28 + + + + PA PA 3| c
2018 | 3130 | Corn starch O] +p + + 25,77 66,99 + + + PA 2517 66.74 + 25.54 66.9 + + + + PA PA 3| c
2018 | 3131 |Starch @ +p + + 32,15 66,12 + + + PA 31.76 66.3 + 32 66.06 + + + + PA PA 3|c
2018 | 3132 | Maltodextrin @ +p + + 0 66,96 + + + PA 0 66.82 + 0/0/0 6?3/(())/3 -+ + + - PA ND 3¢
2018 | 3133 |Whey O] +p + + 218 65,93 + + + PA 21.04 65.68 + 2213 65.63 + + + + PA PA 3| c
2018 | 3134 | Starch O] +p + + 27,88 66,23 + + + PA 20.65 65.92 + 28.2 66.35 + + + + PA PA 3| c
2018 | 3135 |Lactose @ +p + + 23,28 66,58 + + + PA 22.58 65.72 + 24.34 66.28 + + + + PA PA 3|c
2018 | 3136 |Caseinate @ +p + + 33,48 65,88 + + + PA 33.8 65.92 + 34.59 65.92 + + + + PA PA 3|c
2018 | 3474 | Maltodextrin @ +p + + 20.34 66.24 + + + PA 23,06 66,12 + 21,5 66,42 + + + + PA PA 3|c
2018 | 3475 |Whey ©) +p + + 26.1 65.78 + + + PA 27,26 65,07 + 26,87 65 + + + + PA PA 3| c
2018 3739 | Caseinate @ st / - 0 0 - - - NA 3| ¢
2018 | 3631 | Starch @ st / - 34,7 65,9 + + + PD 35,43 66,23 + 35,59 66,37 + + + + PD PD 3| c
2018 | 3632 |Starch @ st / - 0 0 - - - NA 3|c
2018 3633 | Lactose @ st / - 0 0 - - - NA 3 |¢c
- (Buttiauxella
agrestis/
2018 | 3634 |Starch @ +p Leclercia - 0/0/0 0/0/0 - - - NA 3¢
adecraboxylata)
2018 | 3635 |Whey @ st / - 0 0 - - - NA 3| c
2018 | 3636 | Starch @ st / - 0 0 - - - NA 3| c
2018 3637 | Maltodextrin @ st / - 0 0 - - - NA 3| ¢
2018 | 3638 |Maltodextrin ©) st / - 0 0 - - - NA 3|¢
2018 | 3639 |Maltodextrin ©) st / - 0 0 - - - NA 3|¢
2018 | 3640 |Maltodextrin ©) st / - 0 0 - - - NA 3|¢
2018 | 3641 | Starch @ st / - 0 0 - - - NA 3| c
2018 | 3642 | Starch @ st / - 33,14 65,74 + + + PD 33,36 65,52 + 34,05 65,14 + + + + PD PD 3| c
2018 | 3643 |Starch @ - / - 33,84 66,1 + + + PD 35,06 66,13 + 34,54 65,48 + + + + PD PD 3| c
2018 | 3644 |Lactose ©) st / - 0 0 - - - NA 3|¢
- (ESIA 5x- - (ESIA 5x-
2018 | 3645 |Caseinate @ st / - 0 66,12 + CCl 5x- - PPNA 0 0 - 35,14 66,18 + CCl 5x- - - NA PPNA 3| c
CSBICCI 5x-) CSBICCI 5x-)
2018 | 3803 |Whey @ st / - 0 0 - - - NA 3| c
2018 | 3804 |Whey O] st / - 0 0 - - - NA 3| ¢
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POWDER R A OR A AND A REA OR OUT PROB ding ingredie dino orote 0 0 6 0 018 and 2019

o Refti;%l;zs;r;ithod: Alternative method: GENE-UP Cronobacter

s 3 Enrichment After 72h 2-8°C =

s Samf'e Product g |CSB IS0 PCR PCR-BPW 72h PCR-Lysate 72h Final | Final g8

= a Confirmation | 22964 Confirmation | Final | Agree- Confirmation | result | result | Agreement | Agreement 3

2 CCl Result Cp Tm Result| final result | result | ment Cp Tm |Result| Cp Tm Result| final result | 72h 72h | 72h BPW | 72h Lysate

BPW | Lysate
2018 | 3805 |Whey @ st / - 0 0 - - - NA 3| c
2018 | 3806 |Whey @ st / - 0 0 - - - NA 3| c
2018 3807 |Lactose @ st / - 0 0 - - - NA 3| ¢
2018 | 3808 |Lactose @ st / - 0 0 - - - NA 3¢
2018 | 3809 |Lactose @ st / - 0 0 - - - NA 3¢
2018 3810 | Lactose @ st / - 0 0 - - - NA 3|¢c
2018 | 3811 |Starch @ st / - 0 0 - - - NA 3| c
2018 | 3812 |Starch @ st / - 0 0 - - - NA 3| c
2018 | 3813 | Maltodextrin @ st / - 0 0 - - - NA 3| c
2018 3814 | Maltodextrin @ st / - 0 0 - - - NA 3|¢c
2018 3815 | Maltodextrin @ st / - 0 0 - - - NA 3 |¢c
2018 3816 | Maltodextrin @ st / - 0 0 - - - NA 3|¢c
2019 | 5381 | Milk powder 0% fat @ - / - 0 0 - - - NA 3 |c2
2019 | 5382 | Milk powder 0% fat @ st / - 0 0 - - - NA 3 |c2
2019 | 5387 | Milk powder 0% fat @ - / - 0 0 - - - NA 3 |c2
2019 | 5388 |Milk powder 0% fat @ st / - 0 0 - - - NA 3 |c2
2019 | 5389 |Milk powder 26% fat @ - / - 0 0 - - - NA 3 |c2
2019 | 5390 |Milk powder 26% fat @ st / - 0 0 - - - NA 3 |c2
2019 | 5391 | Milk powder0,8% fat | @ - / - 0 0 - - - NA 3 |c2
2019 | 5392 | Milk powder 14% fat @ st / - 0 0 - - - NA 3 |c2
2019 | 5393 | Milk powder 26% fat @ st / - 0 0 - - - NA 3 |c2
2019 | 5394 | Milk powder0,8%fat | @ st / - 0 0 - - - NA 3 |c2
2019 | 5400 |Milk powder 0% fat @ +p + + 0 0 - - - ND 0 0 - 0 0 - - - - ND ND 3 |c2
2019 | 5402 | Milk powder 0% fat @ +p + + 0/0/0 0/0/0 -/-I- + - ND 0/0/0 0/0/0 -I-I- 0 0 - + - - ND ND 3 |c2
2019 | 5403 | Milk powder 0% fat @ - / - 314 66,2 + + + PD 28,8 66,03 + 30,17 65,92 + + + + PD PD 3 |c2
2019 | 5405 |Milk powder 26% fat | @ +p + + 32,37 65,88 + + + PA 30,28 65,74 + 36,13 64,93 + + + + PA PA 3 |c2
2019 | 5406 |Milk powder26%fat | @ +p + + 25,69 66,15 + + + PA 23,78 66,06 + 25,28 66,07 + + + + PA PA 3 |c2
2019 | 5407 | Milk powder14%fat | @ +p + + 21,11 65,39 + + + PA 19,13 65,34 + 2342 65,39 + + + + PA PA 3 |c2
2019 | 5408 | Milk powder14%fat | @ +p + + 21,74 65,56 + + + PA 20,96 65,56 + 23,82 65,59 + + + + PA PA 3 |c2
2019 | 5410 | Milk powder 26% fat | @ +p + + 26,71 65,84 + + + PA 24,39 66,05 + 249 65,75 + + + + PA PA 3 |c2
2019 | 5411 | Milk powder 26% fat | @ +p + + 244 65,91 + + + PA 22,42 66,09 + 23,35 65,99 + + + + PA PA 3 |c2
2019 | 5412 | Milk powder 0,8% fat| @ +p + + 33,9 65,5 + + + PA 32,29 65,97 + 34,62 65,39 + + + + PA PA 3 |c2
2019 | 5680 |9 | @ | - / : 0 0 : : - | A 3 |2
2019 | 5681 tga ddeernsg%_rgi,';% @ - / : 0 0 : : - | NA 3 |2
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PRODUCTION ENVIRONMENTAL SAMPLES (Extension study, 2018)

Refelrse(r;czezsr;:;:ty od: Alternative method: GENE-UP Cronobacter
= Enrichment After 72 h at 5°C £ 3°C
;ea&:;;]; Saﬁwople Product g CcSB o ISO PCR Confir- PCR-BPW 72 h PCR-Lysate 72 h Confir | Final | Final >

a Confirmation | 22964 mation | Final | ) mation  |result| result | Agreement | Agreement | S, | &

Result final | result| "9emeN final | 72h | 72h | 72hBPW |72hLysate| % | A

CCl Cp Tm Result | result Cp Tm Result Cp Tm |Result| result |BPW [Lysate ©

2018 347 Water before cleaning @ st / 0 0 - - - NA 4 |a
2018 348 Water before cleaning @ +M + + 26 65,52 + + + PA 27,36 66,09 + 26,29 | 65,93 + + + + PA PA 4 |a
2018 349 Water before cleaning @ | +md/- / 0 0 - - NA 0 0 0 0 - - NA NA 4 |a
2018 386 Water after cleaning O] +p + + 22.33 66.67 + + + PA 23,01 66,61 + 214 65,98 + + + + PA PA 4 |a
2018 387 Water after cleaning @ +p + i 22.82 66.43 + + + PA 22,59 66,31 + 21,61 | 65,89 + + + + PA PA 4 |a
2018 388 Water after cleaning O] +p + + 22.83 66.56 + + + PA 23,5 66,47 + 2158 | 66,14 + + + + PA PA 4 |a
2018 389 Water before cleaning | @ st / 0 0 - - - NA 4 |a
2018 390 Water before cleaning | @ st / 0 0 - - - NA 4 |a
2018 391 | Water before cleaning | @ - / 0 0 - - - NA 4 |a
2018 392 Water before cleaning | @ +p + i 249 66.1 + + + PA 24,69 66,3 + 229 | 65,93 + + + + PA PA 4 |a
2018 1789 | Rinse water @ - / 0 0 - - NA 4 |a
2018 1790 | Process water @ st / 0 0 - - - NA 4 |a
2018 1791  |Rinse water ) - / 0 0 - - - NA 4 |a
2018 2166 | Process water @ - / 0 0 - - - NA 4 |a
2018 2167 | Process water @ - / 0 0 - - : NA 4 |a
2018 2168 | Process water @ - / 0 0 - - - NA 4 |a
2018 2465 | Process water (rinse) | @ +p + i 23.83 66.55 + + + PA 22.8 66.56 + 22.53 | 65.98 + + + + PA PA 4 |a
2018 2466 | Process water (rinse) | @ +p + i 23.19 66.13 + + B PA 22.73 66.25 + 22.26 | 65.83 + + + + PA PA 4 |a
2018 2467 | Process water (rinse) | @ st / 24.65 66.24 + + + PD 23.84 66.27 + 2317 | 65.93 + + + + PD PD 4 |a
2018 2468 | Process water (rinse) | @ +p + + 2213 66.1 + + + PA 22.02 66.27 + 21.31 | 65.67 + + + + PA PA 4 |a
2018 2469 | Process water (rinse) | @ +p + + 22.61 66.14 + + + PA 22.15 66.2 + 21.57 | 65.8 + + + + PA PA 4 |a
2018 2470 | Process water (rinse) | @ +p + i 23.09 66.18 + + + PA 22.47 66.14 + 21.66 | 66.34 + + + + PA PA 4 |a
2018 345 Waste @ st / 0 0 - - - NA 4 |b
2018 346 | Waste O | st / 0 0 - - - NA 4 |b
2018 350 Dusts @ - / 0 0 - - NA 0 0 - 0 0 - - - - NA NA 4 |b
2018 351  |Dusts O | st / 0 0 - - - NA 4 |b
2018 352 Dust from vacuum @ +M + i 22,97 65,89 + + i PA 25,16 66,23 + 23,09 | 65,93 + + + + PA PA 4 |b
2018 1792 | Waste @ - / 0/0/0 0/0/0 -I-I- - - NA 0 0 - 0 0 - - - - NA NA 4 |b
2018 1793 | Dust ) - / 0 0 - - NA 4 |b
2018 1794 | Dust from vacuum @ | +12 + + 23,84 66,24 + + + PA 23,7 65,74 + 24,29 | 66,19 + + + + PA PA 4 |b
2018 2169 | Waste @ st / 0 0 - - NA 4 |b
2018 2170 | Waste O | st / 0 0 - - NA 4 |b
2018 2171 | Dust from vacuum @ - / 0 0 - - NA 4 |b

* Analyses performed according to the COFRAC accreditation
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PRODUCTION ENVIRONMENTAL SAMPLES (Extension study, 2018)

Refelrse(r;czezsr;:;:ty e Alternative method: GENE-UP Cronobacter
= Enrichment After 72 h at 5°C £ 3°C
(8]
;ea?;;; Saﬁlple Product g | OB | s PCR Confir- PCR-BPW 72 h PCR-Lysate 72 h Confir | Final | Final -
a Confirmation | 22964 mation | Final mation [ result | result | Agreement | Agreement | S, | &
Result final | result| A9reement final | 72h | 72h | 72hBPW |72hlysate | £ | &
CCl Cp Tm Result |  result Cp Tm Result Cp Tm |Result| result |BPW [Lysate ©
2018 2172 | Dust from vacuum @ - / 0 0 - - NA 4 |b
2018 3137 | Dust from vacuum @ +p + i 25,38 65,07 + + o PA 23.07 65.93 + 2513 | 6553 | + + + + PA PA 4 |b
2018 3138 | Dust from vacuum @ +p + i 31,48 65,66 + + o PA 30,67 66,12 + 3096 | 6558 | + + + + PA PA 4 |b
2018 3139 | Dust from vacuum @ +p + i 27,79 65,66 + + i PA 24.98 65.64 + 27.88 | 6566 | + + + + PA PA 4 |b
2018 3140 | Dust from vacuum @ +p + F 20,73 66,62 + + i PA 19.98 66.42 + 22 66.56 | + + + + PA PA 4 |b
2018 3141 | Dust from vacuum @ +p + F 27,22 66,37 + + i PA 27.22 66.18 + 2698 | 66.24 | + + + + PA PA 4 |b
2018 3142 | Dust from vacuum @ +p + F 23,04 66,49 + + i PA 22.97 66.75 + 23.89 | 66.35 | + + + + PA PA 4 |b
2018 3143 | Dust from vacuum @ +p + F 26,18 66,31 + + i PA 25.16 66.25 + 2613 | 66.18 | + + + + PA PA 4 |b
2018 3144 | Dust from vacuum @ +p + F 29,93 66,28 + + i PA 28.09 66.01 + 29.63 | 66.13 | + + + + PA PA 4 |b
2018 3145 | Dust from vacuum @ +p + F 28,81 66,22 + + i PA 28.02 66.2 + 29.31 | 66.02 | + + + + PA PA 4 |b
2018 3146 | Dust from vacuum @ st / 28,84 67,74 + + + PD 26.28 66.24 + 28.31 | 66.75 + + + + PD PD 4 |b
2018 338 | Sponge before cleaning | @ - / 0 0 - - - NA 4 |c
2018 339 Sponge before cleaning | © - / 0 0 - - - NA 0 0 - 0 0 - - - - NA NA 4 |c
2018 340 | Sponge before cleaning | @ - / 0 0 - - - NA 4 |c
2018 341 Sponge before cleaning | © - / 0 0 - - - NA 4 |c
2018 342 | Sponge before cleaning | @ - / 0 0 - - - NA 4 |c
2018 343 | Wipe before cleaning @ st / 0 0 - - - NA 4 |c
2018 344 | Wipe before cleaning @ - / 0 0 - - - NA 4 |c
2018 393 | Wipe after cleaning @ st / 0 0 - - - NA 4 |c
2018 394 | Wipe after cleaning @ st / 0 0 - - - NA 4 |c
2018 395 Wipe before cleaning ® +M + 28.17 66.37 + + + PA 30,24 66,75 28,19 | 66,41 + + + + PA PA 4 |c
2018 396 Wipe before cleaning ® +M + 22.26 65.98 + + + PA 24,32 66,26 22,87 | 65,88 + + + + PA PA 4 |c
2018 397 Wipe before cleaning | @ - / 0 0 - - - NA 4 |c
2018 398 | Wipe before cleaning | @ - / 0 0 - - - NA 4 |c
2018 399 | Wipe before cleaning | @ +p + 23.16 66.48 + + i PA 24,37 66,49 2361 | 66,06 | + + + + PA PA 4 |c
2018 400 | Wipe before cleaning | @ +p + 22.84 66.05 + + i PA 25,18 66,36 2494 | 6644 | + + + + PA PA 4 |c
2018 1795 | Wipe before cleaning @ st / 0 0 - - - NA 4 |c
2018 1796 | Wipe before cleaning @® | +md/- / - 0/0/0 0/0/0 -I-/- - - NA 0 0 - 0 0 - - - - 4 |c
2018 1797 | Wipe before cleaning ® +M + + 27,62 66,42 + + + PA 27,83 66,36 + 29,88 | 66,68 + + + + PA PA 4 |c
2018 1798 | Wipe before cleaning @ - / 0 0 - - - NA 4 |c
2018 2159 | Wipe after cleaning @ +p + + 22,75 66,93 + + + PA 22,9 66,72 + 22,08 | 66,16 | + + + + PA PA 4 |c
2018 2160 | Wipe after cleaning @ +p + + 24,06 66,04 + + + PA 22,22 66,08 + 22,34 | 6556 | + + + + PA PA 4 |c
2018 2161 | Wipe after cleaning @ +p + + 24,27 66,29 + + + PA 22,86 66,26 + 2317 | 6566 | + + + + PA PA 4 |c
2018 2162 | Wipe after cleaning @ +p + + 27 66,21 + + + PA 23,83 66,12 + 2574 | 6583 | + + + + PA PA 4 |c
2018 2163 | Wipe after cleaning @ +p + + 22,22 66,27 + + + PA 21,23 66,37 + 2141 | 6572 | + + + + PA PA 4 |c
2018 2164 | Wipe before cleaning ® +p + + 23,13 66,46 + + + PA 241 66,48 + 21,59 | 65,89 + + + + PA PA 4 |c
2018 2165 | Wipe before cleaning ® +M + + 29,98 66,1 + + + PA 29,39 65,96 + 28,18 | 65,65 + + + + PA PA 4 |c
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Confirmatory tests: detailed results - After incubation time

INFANT FORMULA AND INFANT CEREALS WITHOUT PROBIOTICS INCLUDING INGREDIENTS (25 g sample size) (Initial validation study, 2018)

Alternative method: GENE-UP Cronobacter
Enrichment
= | Reference PCR Confirmation >
. o
Yearqf Samople Product 3 method: Direct streaking Subculture CSB , 5 o3 §
analysis| N © | 180 22964¢ Confir- 2 | Agree- | ® | F
o Result ESIA cci ccl mation | —= | O ©
API ID32E final g | ment
Result | Typical Fast Final | Agree- | Typical | API Fast | Final | Agree- | Typical o Fast | Final | Agree- Ina I
; APIID32E ; : (after purification result
colonies crono result | ment | colonies | ID32E | crono | result | ment | colonies crono | result | ment
onto TSA plate)
2017 | 7618 |Infantformula g ; T s ; ; v | oPa | T ; ¢ |+ | PA + + | PA | 1]a
without probiotics
2017 | 7619 |'nfantformula @ + " p + + + PA M ¥ ¥ + PA p ¥ + + PA + + | PA 1] a
without probiotics
2017 | 7620 |IMfantformula 1 g ; vl ; ; v | oPa | T ; + |+ | PA + + | PA | 1]a
without probiotics
2017 | 7621 |Imfantformula ® + : st : ND | st 0 - | wp : - | N | 1]a
without probiotics
Infant formula
2017 7622 without probiotics ) - + +p + + + PD +p + + + PD +p + + + PD + + PD 1] a
Infant formula
2017 7623 without probiotics 0) - + +p + + + PD +p + + + PD +p + + + PD + + PD 1] a
2017 | 7624 |IMfantcereals =~ g ; vl ; ; v | oPa | T ; + |+ | PA + | PA 1D
without probiotics
2017 | 7625 |Infantcereals @ + " p + + + PA p ¥ ¥ + PA p ¥ + + PA + + | PA [1]0D
without probiotics
2017 | 7626 |IMfantcereals g : : ot - | NA | s -l oNa | s - | NA : | NA |10
without probiotics
2017 | 7627 |Imfantcereals @ - - st - NA st - NA st - NA - - | NA [1]0D
without probiotics
2017 | 7628 |Imfantcereals =~ g + : ot - | N | s - | N | s - | ND : B R
without probiotics
2017 | 7629 |'nfantcereals @ + + +p " " + PA M " " + PA +p " + + PA + + | PA [1]0D
without probiotics
2017 | 7630 |Imfantcereals g + : : - | ND | +md- - | np : - | ND : B R
without probiotics
2017 | 7631 |Infantcereals @ ; + +p + + + PD M ¥ ¥ + PD +p ¥ + ¥ PD + + | PD [1]b
without probiotics
2017 7632 | Lactoserum @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 11¢c
2017 7633 | Milk proteins ) + - st - ND st - ND st - ND - - ND 11 ¢
2017 7634 | Lactose ©) + + +p + + + PA +p + + + PA +p + + + PA + + PA 1] ¢
2017 7635 | Caseinate @ - + +p + + + PD +p + + + PD +p + + + PD + + PD 11 ¢
Lactoserum
2017 7636 | proteins @ + + +p + + i PA +p + + i PA +p + + + PA + + PA 11¢c
concentrate
2017 7637 | Maltodextrin @ + + +p + + i PA +p + + i PA +p + + + PA + + PA 11¢c
Lactoserum
2017 7638 | proteins @ - - st - NA - - NA st - NA - - NA 11 ¢
concentrate
2017 | 7795 |Infantformula 0 + + +p + + + PA +p + + |+ | PA +p + + + | PA + + | PA [1]a
without probiotics

* Analyses performed according to the COFRAC accreditation
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INFANT FORMULA AND INFANT CEREALS WITHOUT PROBIOTICS INCLUDING INGREDIENTS (25 g sample size) (Initial validation study, 2018)

bioMérieux

Alternative method: GENE-UP Cronobacter
Enrichment
= | Reference PCR Confirmation >
. o
Year of Samople Product 8 | method: Direct streaking Subculture CSB . 5 53 §
analysis| N S | 150 22964* Confir- 8 | Agree- | 8| F
Result ESIA ccl ccl mation | = | ment |
] ; . . . API ID32E . final &
Result | Typical Fast Final | Agree- | Typical | API Fast | Final | Agree- | Typical P Fast | Final | Agree- o
X API ID32E ; . (after purification result
colonies crono result ment | colonies | ID32E | crono | result | ment | colonies crono | result | ment
onto TSA plate)
2017 | 7796 |nfantformula @ + " +p + + + PA +p ¥ ¥ + PA p ¥ + + PA + + | PA 1] a
without probiotics
2017 | 7797 |Imfantcereals =~ g ; T s ; ; v | oPa | T ; ¢ |+ | PA + AR
without probiotics
Infant cereals
2017 7798 without probiotics 0] = + +p + + + PD +p + + + PD +p + + + PD + + PD 11D
2017 | 7799 |'nfantformula ® : i st : NA st - | NA st - | NA : A T I
without probiotics
Infant cereals
2017 7800 | ithout probiotics 0) + + +p + + + PA +p + + + PA +p + + + PA + + PA | 1]D
2017 | 7801 |'nfantformula ® + i st : ND st - | nD st - | ND : - | ND |1 a
without probiotics
2017 | 7802 |'nfantformula 0 + i st : ND st - | ND st - | N : - N |1]a
without probiotics
2017 7803 |Lactoserum @ - - st - NA st - NA st - NA - - NA 11 ¢
2017 7804 |Lactoserum @ - - st - NA st - NA st - NA - - NA 11 ¢
2017 7805 | Corn flour ) - + +p + + + PD +p + + + PD +p + + + PD + + PD 11¢c
2017 | 7806 | Milk powder @ + " +p + + + PA +p " " + PA +p " + + PA + + | PA [1]c
(ingredient)
2017 | s4pe | Infantcereals without |, i i st : NA st Y st - | NA : - NA 1D
probiotics
2017 | s4py |Infantcereals without | 4, i i st : NA st - | NA st - | NA : | Na 1D
probiotics
2017 | sapg |Infantcerealswithout | o i i i i NA i - | NA i - | NA : - | NA |10
probiotics
2017 | s4pg |Infantcereals without |, i i st : NA st - | NA st - | NA : | Na 1D
probiotics
2017 | 8430 |Infantcereals without |, i i st : NA st - | NA st - | NA : - NA 1D
probiotics
2017 | 43¢ |Infantcereals without | q, i i st : NA st - | NA st - | NA : | Na 1D
probiotics
2017 | s43p |Infantcereals without |, i i st : NA st - | NA st - | NA : - NA 1D
probiotics
2017 | 433 |Infantformulawithout| i i st : NA st - | NA st - | NA : | Na 1] a
probiotics
2017 | 8434 |Infantformulawithout |, i i st : NA st - | NA st - | NA : - NA 1] a
probiotics
2017 | 435 |Infantformulawithout |, i i st : NA st - | NA st - | NA : | Na 1] a
probiotics
2017 | sage |Mfant formulawithout | - q, : : : S V7N T - | nNa : - NA 1] a
probiotics
2017 | 437 |Infantformulawithout| 4, i i st : NA st - | NA st - | NA : | Na 1] a
probiotics
2017 | sa3g | nfantformulawithout | o i i st : NA i - | NA st - | NA : - NA 1] a
probiotics
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INFANT FORMULA AND INFANT CEREALS WITHOUT PROBIOTICS INCLUDING INGREDIENTS (25 g sample size) (Initial validation study, 2018)

bioMérieux

Alternative method: GENE-UP Cronobacter
Enrichment
= Reference PCR Confirmation >
. o
Year of Samople Product 8 | method: Direct streaking Subculture CSB . 5 53 §
analysis| N S | 150 22964* Confir- 8 | Agree- | 8| F
Result ESIA ccl cel mation | = | pent |
, . . : . API ID32E . final =
Result | Typical Fast Final | Agree- | Typical API Fast | Final | Agree- | Typical P Fast | Final | Agree- o
X API ID32E ; . (after purification result
colonies crono result | ment | colonies | ID32E | crono | result | ment | colonies crono | result | ment
onto TSA plate)
2017 | 8439 |Infantformula without : i ot - oNA | s A TN Y : | NA 1] a
probiotics
2017 | 8adp | Infantformula without : i st - | NA | s A TN - - | NA : | NA 1] a
probiotics
2017 | g44q |Infantformulawithout | -, : i st : NA | st ~ | NA | st Y i S T R
probiotics
2017 | 8442 |Caseinate © - + st - | PPNA | st - | PPNA | st - | PPNA | OESA* | . IPPNA | 1| c
5 CSB/CCI =st)
2017 8443 | Lactose @® - - st - NA st - NA st - NA - - NA 11 ¢
2017 | 444 | Vheyprotein 0 - - st - NA st - NA st - NA - - | NA 1] ¢
concentrate
2017 8445 | Milk proteins @ - - st - NA - - NA st - NA - - NA 11c
2017 8446 | Maltodextrin ©) - - - - NA - - NA - - NA - - NA 1] ¢
2017 8447 | Whey permeate O) - - st - NA st - NA st - NA - - NA 11 ¢
2017 | g4s5 |Imfantcereals g : i i - | NA | s A TN - Y : - NA 1]
without probiotics
2017 | 845 | mfantcereals @ - - st - NA st - NA - - NA - - | NA [1]0D
without probiotics
2017 8458 | Lactose @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 1] ¢
2017 | 8459 | \Whey protein ® : T ; ; + | PD | oo+ |« R | ; + | + | PD + £ LD 1] ¢
concentrate
Infant formula
2017 9128 without probiotics ©) + + +p + + + PA +p + + + PA +p + + + PA + + PA 1] a
2017 | 9129 |Imfantformula g : : ot - | NA | s -l oNa | s - | NA : - NA 1] a
without probiotics
Infant cereals
2017 9130 without probiotics @ - + +p + + + PD +p + + + PD +p + + + PD + + PD 11D
2017 | 9131 |Imfantcereals g + A Y + + + | PA | M p o+ |+ | PA| M v + |+ | PA + + | PA 1] b
without probiotics
2017 9132 | Milk proteins @ - - st - NA st - NA st - NA - - NA 11 ¢
2018 2609 | Skim milk powder ) + + +Md + + + PA +M + + + PA +p + + + PA + + PA 1] ¢
2018 2610 | Whole milk powder | © + - - - ND - - ND st - ND - - ND 11 ¢
2018 2611 | Skim milk powder @ + + +p + + i PA +md + + i PA +p + + + PA + + PA 11¢c
2018 2612 | Skim milk powder ) - + +pd + + + PD +M + + + PD +p + + + PD + + PD 1] ¢
2018 2613 | Skim milk powder @ + - st - ND st - ND st - ND - - ND 11 ¢
2018 2614 | Skim milk powder @ + + +p + + i PA +p + + i PA +p + + + PA + + PA 11¢c
2018 2615 | Skim milk powder @ - - st - NA - - NA st - NA - - NA 11 ¢
2018 2616 | Whole milk powder @ - - st - NA st - NA st - NA - - NA 11 ¢
2018 2617 | Skim milk powder @ - - st - NA - - NA st - NA - - NA 11 ¢
2018 2618 | Skim milk powder ©) - - - - NA - - NA st - NA - - NA 1] ¢
2018 2619 | Skim milk powder ©) - - st - NA - - NA st - NA - - NA 1] ¢
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INFANT FORMULA AND INFANT CEREALS WITH PROBIOTICS (25 g sample size) (Initial validation study, 2018)
Alternative method: GENE-UP Cronobacter

BPW + Novobiocin for 18 h at 37°C
PCR Confirmation
Reference Direct streaking subculture CSB
method: ESIA ccl ccl
ISO 22964* API ID32E

Result , . . . . (after
Result| Typical API Fast Final Agree- Typical API Fast Final Agreement Typical ourification
onto TSA

plate)

Product

Year of | Sample | (lactic bacteria
analysis| N° | enumeration done by the
expert laboratory)

Type

Final | Agree-
Confirmation | result | ment

Fast Final final result | 18 h 18h
Agreement
crono | result

Protocol
Category

colonies | ID32E crono | result ment colonies | ID32E | crono | result colonies

Infant formula with
2018 | 8027 | probiotics (3,6.102 @ + - st - ND st - ND st - ND - - ND 2 |a
CFU/g)

2018 | 8028 :}f:l;‘igft‘i’;“(”j‘owg;‘wg) ® : b 4 ; b PD + ; T PD +p ; bl PD + + | PD |2]a
Infant formula with
2018 | 8029 | probiotics (1,3.10° @ - + +p + + + PD +p + + + PD +p + + + PD + + PD 2 | a
CFU/g)

2018 | 8030 ::rf:£itc>ft?:sm(u<|?ow<|:%/g) @ + A Y + + + PA M + + + PA +p + + + PA + + | PA |2]a
Infant formula with
2018 | 8031 |probiotics (1,8.105 @ + - st - ND st - ND st - ND - - ND 2 | a
CFU/g)

Infant formula with
2018 | 8032 | probiotics (3,0.104 @ - + +M + + + PD +M + + + PD +p + + + PD + + PD 2 a
CFU/g)

Infant formula with
2018 | 8033 |probiotics (4,8.105 @ + - st - ND st - ND st - ND - - ND 2 | a
CFU/g)

Infant formula with
2018 | 8131 |probiotics (5,6.105 @ - - st - NA st - NA st - NA - - NA 2 | a
CFUlg)

Infant formula with
2018 | 8132 | probiotics (1,2.107 @ - - st - NA st - NA st - NA - - NA 2 | a
CFUlg)

Infant formula with
2018 | 8133 | probiotics (4,3.10° @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 2 |a
CFU/g)

Infant formula with
2018 | 8134 |probiotics (6,8.10° @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 2 |a
CFUlg)

Infant formula with
2018 | 8135 | probiotics (4,2.105 @ - + +p (3) + + + PD +p (1) + + + PD +p + + + PD + + PD 2 |a
CFU/g)

Infant formula with
2018 | 8136 | probiotics (6,8.10° @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 2 |a
CFU/g)

Infant formula with
2018 | 8137 | probiotics (7,5.10° @ W + +p + + i PA +p + + + PA +p + + + PA + + PA 2 | a
CFU/g)

Infant formula with
2018 | 8138 | probiotics (8,6.10° @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 2 |a
CFU/g)

* Analyses performed according to the COFRAC accreditation
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INFANT FORMULA AND INFANT CEREALS WITH PROBIOTICS (25 g sample size) (Initial validation study, 2018)
Alternative method: GENE-UP Cronobacter

BPW + Novobiocin for 18 h at 37°C
PCR Confirmation
Reference Direct streaking subculture CSB
method: ESIA ccl ccl
ISO 22964* API ID32E

Result , . . . . (after
Result| Typical API Fast Final Agree- Typical API Fast Final Agreement Typical ourification
onto TSA

plate)

Product

Year of | Sample | (lactic bacteria
analysis| N° | enumeration done by the
expert laboratory)

Type

Final | Agree-
Confirmation | result | ment

Fast Final final result | 18 h 18h
Agreement
crono | result

Protocol
Category

colonies | ID32E crono | result ment colonies | ID32E | crono | result colonies

Infant formula with
2018 | 8403 | probiotics (4,2.10° @ - - st - NA st - NA st - NA - - NA 2 a
CFUlg)

Infant formula with
2018 | 8404 | probiotics (5,9.10° @ - - st - NA st - NA st - NA - - NA 2 | a
CFUlg)

Infant formula with
2018 | 8405 |probiotics (4,3.10° @ - - st - NA st - NA st - NA - - NA 2 | a
CFUlg)

Infant formula with
2018 | 8406 | probiotics (6,8.105 @ - - st - NA st - NA st - NA - - NA 2 |a
CFUlg)

Infant formula with
2018 | 8407 |probiotics (8,6.10° @ - - st - NA st - NA st - NA - - NA 2 | a
CFUlg)

Infant formula with
2018 | 8408 | probiotics (8,0.10° @ - - st - NA st - NA st - NA - - NA 2 | a
CFUlg)

Infant formula with
2018 | 8409 probiotics (<10 CFUIg) @ - - st - NA st - NA st - NA - - NA 2 |a
Infant formula with

2018 | 8410 probiotics (<10 CFUJg) @ - - st - NA st - NA st - NA - - NA 2 | a

Infant formula with (5ESIA +
2018 | 8411 - @ - + st - PPNA st - PPNA st - PPNA 5CCl + - PPNA | 2 | a
probiotics (<10 CFU/g) 5 CSB/CC

=st)

Infant formula with
2018 | 8412 | probiotics (1,2.107 @ - - st - NA st - NA st - NA - - NA 2 |a
CFUlg)

Infant formula with
2018 | 8413 | probiotics (4,2.10¢ @ - - st - NA st - NA st - NA - - NA 2 |a
CFUlg)

Infant formula with
2018 | 8414 | probiotics (7,0.10° @ - - st - NA st - NA st - NA - - NA 2 |a
CFUlg)

Infant formula with
2018 | 8448 | probiotics (4,2.105 @ - + +p + + + PD +p + + + PD +p + + + PD + + PD 2 | a
CFU/g)
Infant formula with o
probiotics (<10 CFU/g)
Infant formula with
2018 | 8450 |probiotics (7,0.105 @ - if-* st - NA st - NA st - NA - - NA 2| a
CFU/g)

Infant formula with
2018 | 9610 | probiotics (4,2.105 @ - + +p + + + PD +p + + + PD +p + + + PD + + PD 2| a
CFU/g)
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bioMérieux

INFANT FORMULA AND INFANT CEREALS WITH PROBIOTICS (25 g sample size) (Initial validation study, 2018)
Alternative method: GENE-UP Cronobacter

BPW + Novobiocin for 18 h at 37°C
PCR Confirmation
Reference Direct streaking subculture CSB
method: ESIA ccl ccl
ISO 22964* API ID32E

Result , . . . . (after
Result| Typical API Fast Final Agree- Typical API Fast Final Agreement Typical ourification
onto TSA

plate)

Product

Year of | Sample | (lactic bacteria
analysis| N° | enumeration done by the
expert laboratory)

Type

Final | Agree-
Confirmation | result | ment

Fast Final final result | 18 h 18h
Agreement
crono | result

Protocol
Category

colonies | ID32E crono | result ment colonies | ID32E | crono | result colonies

Infant formula with
2018 | 9611 | probiotics (5,9.10° @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 2 |a
CFU/g)
Infant cereals with
2018 | 8034 | probiotics (5,6.10° @ - - st - NA st - NA st - NA - - NA 2 |b
CFU/g)
Infant cereals with
2018 | 8035 | probiotics (7,1.104 @ + - st - ND st - ND st - ND - - ND 2|b
CFUlg)
Infant cereals with
2018 | 8036 | probiotics (1,7.104 @ - - st - NA st - NA st - NA - - NA 2 |b
CFU/g)
Infant cereals with
2018 | 8037 | probiotics (2,5.105 @ + - st - ND st - ND st - ND - - ND 2|b
CFU/g)
Infant cereals with
2018 | 8038 | probiotics (5,1.10° @ + - st - ND st - ND st - ND - - ND 2|b
CFUlg)
Infant cereals with
2018 | 8039 | probiotics (6,7.10° @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 2 |b
CFUlg)
Infant cereals with
2018 | 8040 | probiotics (2,7.103 @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 2 |b
CFU/g)
Infant cereals with
2018 | 8041 | probiotics (1,7.10° @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 2|b
CFUlg)
Infant cereals with
2018 | 8139 | probiotics (6,7.106 @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 2 |b
CFUlg)
Infant cereals with
2018 | 8140 | probiotics (7,1.104 @ - + +p + + + PD +p + + + PD +p + + + PD + + PD 2 1b
CFUlg)
Infant cereals with
2018 | 8141 |probiotics (2,7.103 @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 2|b
CFU/g)
Infant cereals with
2018 | 8142 | probiotics (2,3.10° @ i + +p + + & PA +p + + + PA +p + + + PA + i PA 2 1b
CFU/g)
Infant cereals with
2018 | 8143 | probiotics (5,6.10° @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 2 |b
CFUlg)
Infant cereals with
2018 | 8144 |probiotics (1,7.105 @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 2|b
CFU/g)
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INFANT FORMULA AND INFANT CEREALS WITH PROBIOTICS (25 g sample size) (Initial validation study, 2018)
Alternative method: GENE-UP Cronobacter

BPW + Novobiocin for 18 h at 37°C
PCR Confirmation
Reference Direct streaking subculture CSB
method: ESIA ccl ccl
ISO 22964* API ID32E

Result , . . . . (after
Result| Typical API Fast Final Agree- Typical API Fast Final Agreement Typical ourification
onto TSA

plate)

Product

Year of | Sample | (lactic bacteria
analysis| N° | enumeration done by the
expert laboratory)

Type

Final | Agree-
Confirmation | result | ment

Fast Final final result | 18 h 18h
Agreement
crono | result

Protocol
Category

colonies | ID32E crono | result ment colonies | ID32E | crono | result colonies

Infant cereals with
2018 | 8145 | probiotics (5,1.10° @ - - st - NA st - NA st - NA - - NA 2 |b
CFU/g)
Infant cereals with
2018 | 8415 | probiotics (7,4.10° @ - - st - NA st - NA st - NA - - NA 2 |b
CFUlg)
Infant cereals with
2018 | 8416 | probiotics (2,3.10° @ - - st - NA st - NA st - NA - - NA 2|b
CFUlg)
Infant cereals with
2018 | 8417 | probiotics (8,7.10¢ @ - - st - NA st - NA st - NA - - NA 21|b
CFUlg)
Infant cereals with
2018 | 8418 | probiotics (5,6.10° @ - - st - NA st - NA st - NA - - NA 2|b
CFUlg)
Infant cereals with
2018 | 8419 | probiotics (1,0.108 @ - - st - NA st - NA st - NA - - NA 2|b
CFUlg)
Infant cereals with
2018 | 8420 | probiotics (1,7.10° @ - - st - NA st - NA st - NA - - NA 21b
CFUlg)
Infant cereals with
2018 | 8421 | probiotics (4,0.10° @ - - st - NA st - NA st - NA - - NA 21b
CFUlg)
Infant cereals with
2018 | 8422 | probiotics (7,1.104 @ - - st - NA st - NA st - NA - - NA 2|b
CFUlg)
Infant cereals with
2018 | 8423 | probiotics (4,4.10° @ - - st - NA st - NA st - NA - - NA 21b
CFUlg)
Infant cereals with
2018 | 8424 | probiotics (5,1.10° @ - - st - NA st - NA st - NA - - NA 21b
CFUlg)
Infant cereals with
2018 | 8425 |probiotics (6,7.10° @ - - st - NA st - NA st - NA - - NA 2|b
CFUlg)
Infant cereals with
2018 | 8451 | probiotics (2,3.10° @ - - st - NA st - NA st - NA - - NA | 2|Db
CFU/g)
Infant cereals with
2018 | 8452 | probiotics (5,6.10° @ - - st - NA st - NA st - NA - - NA 2 |b
CFUlg)
Infant cereals with
2018 | 8453 |probiotics (1,7.105 @ - - st - NA st - NA st - NA - - NA 2|b
CFU/g)

ADRIA Développement 102/176 February 28, 2022
Summary report (Version 0)
GENE-UP Cronobacter



bioMérieux

INFANT FORMULA AND INFANT CEREALS WITH PROBIOTICS (25 g sample size) (Initial validation study, 2018)

Alternative method: GENE-UP Cronobacter
BPW + Novobiocin for 18 h at 37°C
PCR Confirmation
Product < | Reference Direct streaking subculture CSB >

Year of | Sample | (lactic bacteria g | method: ESIA ccl ccl , 3| 8
analysis| N° | enumeration done by the S | 1S022964¢ API ID32E L BNy /\gree- ==

expert laboratory) o Result . . ‘ . . (after . Cc_Jnf|rmat|on result | ment | O

Result| Typical API Fast | Final Agree- Typical API Fast Final A Typical Y Fast | Final final result | 18h 18 h
. ; greement . purification Agreement
colonies | ID32E crono | result ment colonies | ID32E | crono | result colonies onto TSA | €rono result
plate)

Infant cereals with
2018 | 8454 | probiotics (7,1.104 @ & + +p (3) + + W PA +p (5) + + + PA +p + + + PA + & PA 2 |b

CFUlg)

Infant cereals with
2018 | 9126 | probiotics (7,1.104 @ - + +p + + + PD +p + + + PD +p + + + PD + + PD 2 |b

CFU/g)

Infant cereals with
2018 | 9127 | probiotics (5,6.10° @ - + +p + + + PD +p + + + PD +p + + + PD + + PD 2|b

CFUlg)

103/176 February 28, 2022
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bioMérieux

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS including ingredients (excluding whey protein concentrates) (375 g) (Extension studies, 2018 and 2019)

Alternative method: GENE-UP Cronobacter

0 Enrichment

= - | Reference | Confirmation >

& | Sample | p o4t g | method: Direct streaking subculture CSB S &

5| N © | 150 22064 ESIA ccl ccl | Final 5| F

S o- Confirmation Agreement | &

;_'? R Result | Typical Fast | Final Typical Fast | Final Typical AP ID32E Fast | Final final result e

; API ID32E Agreement . API ID32E Agreement .| (after purification Agreement
colonies crono | result colonies crono | result colonies onto TSA plate) crono | result

2018 | 2589 | Skim milk powder ©) + + +p + + + PA +p + + + PA +p + + + PA + + PA 3| a

2018 | 2590 |Whole milk powder ® + -fifil-* +p + + - ND +p + + - ND +p + + - ND + - ND 3| a

2018 | 2592 | Skim milk powder ® - if--* - - NA - - NA - - NA - - NA 3| a

2018 | 2593 | Skim milk powder ©) + il - - ND - - ND - - ND - - ND 3| a

2018 | 2594 | Skim milk powder ©) - st - NA - - NA st - NA - - NA 3| a

2018 | 2595 Infa".t c_erealswnthout ® + i+ +p + + + PA +p + + + PA +p + + + PA + + PA 3| a
probiotics

2018| 2506 |Infantcerealswithout | |, S - | D st - | D st - | o : | N |3]a
probiotics

2018 | 2597 |Infant cereals without | s, + | M + + | + | PA +p + + | + | PA +p + + | + | PA + + | PA [3]a
probiotics

2018 | 2508 |Infant cereals without | + P Y + s+ | PA | w2 + £+ | PA | M + + |+ | Pa + + | PA |3]a
probiotics

2018 | 2599 |Infant cereals without | s, + | 4p + + | + | PA +p + + | + | PA +p + + | + | PA + + | PA [3]a
probiotics

2018 | 2600 |Infant cereals without | + P Y + s+ | PA | w2 + £+ | PA | M + + |+ | Pa + + | PA |3]a
probiotics

2018 | 2601 |Infant cereals without | s, + P - + + | + | PA +p + + | + | PA +p + + | + | PA + + | PA [3]a
probiotics

2018 | 2602 | Infant formulawithout |, - | N | s | W | s - | D : - | N |3]a
probiotics

2018 | 2604 |Infantformulawithout | + s | +Md + + |+ | PA +p + + | + | PA +p + + | + | PA + + | PA [3]|a
probiotics

2018 | 2606 | Infant formulawithout 5 |, S s - | D : | W | s - | D : - | N |3]a
probiotics

2018 | 2607 | Infant formulawithout | g | - - oNa | s - oNa | s - | NA : - Na [3]a
probiotics

2018 | 2640 | Skim milk powder ® - i/+* +p + + + PD +p + + + PD +p + + + PD + + PD 3| a

2018 | 2641 | Skim milk powder ® - i/ st - NA st - NA st - NA - - NA 3| a

2018 | 2642 | Skim milk powder ® - i/ st - NA st - NA st - NA - - NA 3| a

2018 | 2643 | Half-skim milk powder ® - i/-* st - NA st - NA st - NA - - NA 3| a

2018| 2644 | Mfantfomulawithout g | S - | Na st - | Na st - | nNa : | Na [3]a
probiotics

2018 | 2645 | Infant formulawithout : - -l Na st -l Na st -] NA : S T R
probiotics

2018 | 2646 | INMaNtiomuiawithout | | e | - | nNa st - | Na | s - | nNa : | Na [3]a
probiotics

2018| 2p47 |MMfantcerealswithout | : : : - | NA : - | NA : - | NA : - | NA |3]a
probiotics

- - (ESIA 5x-

2018| 264g | Mot corealswiout | g : - | st - | NA st S| NA st - | NA 001 5x- - | pPNA | 3] a
probiotics CSB/CCI 5x-)

2018 | 2649 Lﬁza;ggi;eals without | . £ Hms . + | PD | +ms+ + s | PD | +ms+ + s PD + + PD |3 |a

2018 | 3469 | Skim milk powder ® i + +p + + i PA +p + + i PA +p + + + PA + i PA 3| a

2018 | 3470 | Skim milk powder ® + + +p + + + PA +p + + + PA +p + + + PA + i PA 3| a

* Analyses performed according to the COFRAC accreditation
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bioMérieux

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS including ingredients (excluding whey protein concentrates) (375 g) (Extension studies, 2018 and 2019)
Alternative method: GENE-UP Cronobacter

Enrichment

Reference PCR Confirmation
method: Direct streaking subculture CSB

ISO 22964 ¢ ESIA CCl CcCl \ . Final
Result API ID32E Confirmation | .., 4

Result | Typical AP! ID32E Fast | Final Agreement Typical AP! ID32E Fast | Final Agreement Typ|gal (after purification Fast | Final Agreement final result
colonies onto TSA plate) crono | result

colonies crono | result colonies crono | result
+ + +p + + + PA +p + + + PA +p + + + PA + + PA 3| a

Product

Protocol
Category
Type

Agreement

Year of analysis
wn
QO
3
o]
o)

Infant formula without
probiotics

Infant formula without
probiotics

Infant formula without
probiotics

Infant cereals without
probiotics

Infant cereals without
probiotics

Infant cereals without
probiotics

Infant formula without
probiotics

Infant formula with
2018 | 2620 | probiotics (7,2.104
CFU/g)

Infant formula with
2018 | 2623 | probiotics (6,1.106 ® + + +p + + + PA +p + + + PA +p + + + PA + + PA 31|0b
CFU/g)

Infant formula with
2018 | 2625 | probiotics (5,1.105 ® + + +p + + + PA +p + + + PA +p + + + PA + + PA 31D
CFU/g)

Infant formula with
2018 | 2626 | probiotics (4,7.105 ©) + + +p + + + PA +p + + + PA +p + + + PA + + PA 31 b
CFU/g)

Infant formula with
2018 | 2627 | probiotics (1,1.106 ® + + +p + + + PA +p + + + PA +p + + + PA + + PA 31|b
CFU/g)

Infant formula with
2018 | 2628 | probiotics (1,4.104 ® + + +p + + + PA +p + + + PA +p + + + PA + + PA 31D
CFU/g)

Infant formula with
2018 | 2629 | probiotics (3,0.104 ©) + + +p + + + PA +p + + + PA +p + + + PA + + PA 31 b
CFU/g)

Infant cereals with
2018 | 2630 | probiotics (1,4.105 ©) + + +p + + + PA +p + + + PA +p + + + PA + + PA 31D
CFUlg)

Infant cereals with
2018 | 2631 | probiotics (2,1.105 ® + + +p + + + PA +p + + + PA +p + + + PA + + PA 310D
CFU/g)

Infant cereals with
2018 | 2632 | probiotics (7,8.105 ©) + + +p + + + PA +p + + + PA +p + + + PA + + PA 310D
CFU/g)

Infant cereals with
2018 | 2633 | probiotics (2,5.105 ©) + + +p + + + PA +p + + + PA +p + + + PA + + PA 301 b
CFUlg)

2018 | 3471

2018 | 3472 - + +p + + + PD +p + + + PD +p + + + PD + + PD 3| a

2018 | 3473 + + +p + + + PA +p + + + PA +p + + + PA + + PA 3| 3

2018 | 3751 st - NA st - NA st - NA - - NA 3| a

2018 | 3752 - - st - NA st - NA st - NA - - NA 3| a

2018 | 3753 = - st = NA st - NA st - NA - - NA 3| a

© 1 ©|0 ||| e

2018 | 3797 - - st - NA st - NA st - NA - - NA 3| a

©)
-+

-[++ st - ND st - ND +p + + - ND + - ND 3|b
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bioMérieux

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS including ingredients (excluding whey protein concentrates) (375 g) (Extension studies, 2018 and 2019)

Alternative method: GENE-UP Cronobacter
0 Enrichment
= - | Reference | Confirmation >
& | Sample | p o4t g | method: Direct streaking subculture CSB S &
kS] N° 2 | IS0 22964* ESIA CCl CCl . . Final ® | F
S o- Confirmation Agreement | &
3 Result | posult| Typical Fast | Final Typical Fast | Final Typical | APHD3ZE ) coot | Final final result | eSul
> ypiC API ID32E Agreement ypic API ID32E Agreement ypic (after purification Agreement
colonies crono | result colonies crono | result colonies crono | result
onto TSA plate)
Infant cereals with
2018 | 2634 | probiotics (4,5.104 ©) + + +p + + + PA +p + + + PA +p + + + PA + + PA 31 b
CFU/g)
Infant cereals with
2018 | 2635 | probiotics (9,1.103 ©) + + +p + + + PA +p + + + PA +p + + + PA + + PA 31 b
CFU/g)
Infant cereals with
2018 | 2636 | probiotics (3,2.106 ® - + +p + + + PD +p + + + PD +p + + + PD + i PD 3D
CFU/g)
Infant cereals with
2018 | 2637 | probiotics (1,3.105 ® + + +p + + + PA +p + + + PA +p + + + PA + + PA 31|b
CFU/g)
Infant cereals with
2018 | 2638 | probiotics (1,4.106 ® + + +p + + + PA +p + + + PA +p + + + PA + + PA 31 b
CFU/g)
Infant cereals with
2018 | 2639 | probiotics (2,2.105 ® + + +p + + + PA +p + + + PA +p + + + PA + + PA 31D
CFU/g)
Infant cereals with -
2018 | 2864 orobiotics (2.9.105 CFU/g) ® - if- - - NA st - NA st - NA - - NA 31 b
Infant cereals with
2018 | 2865 orobiotics (4,8.10¢ CFU/g) ® - - - - NA st - NA st - NA - - NA 31D
- - (ESIA 5x-
2018| 2866 |nonicereasuly @ : T | pena | st | pena |- - | PPNA | ccisc | - | PPNA |3 |b
probiotics (1,2. 9) CSBICCI 5x.)
Infant formula with
2018 | 2867 orobiotics (1,6.10° CFU/g) ® - - st - NA st - NA st - NA - - NA 31D
Infant formula with
2018 | 2868 orobiotics (1,5.10 CFU/g) ® - - - - NA st - NA st - NA - - NA 31 b
Infant formula with
2018 | 2869 orobiotics (9,6.106 CFUIQ) ® - + +M + + + PD +M + + + PD +p + + + PD + + PD 3| b
Infant cereals with
2018 | 3754 orobiotics (2,5.105 CFU/g) ® - - st - NA st - NA st - NA - - NA 31 b
Infant cereals with
2018 | 3755 orobiotics (1,4.10 CFU/g) ® - - st - NA st - NA st - NA - - NA 31D
Infant cereals with
2018 | 3756 orobiotics (2,2.105 CFU/G) ® - - st - NA st - NA st - NA - - NA 31D
Infant cereals with
2018 | 3757 orobiotics (4,8.10+ CFU/g) ©) - - st - NA st - NA st - NA - - NA 31D
Infant cereals with
2018 | 3758 orobiotics (2,9.105 CFU/g) ® - - st - NA st - NA st - NA - - NA 31D
Infant formula with
2018 | 3798 orobiotics (1,6.106 CFUg) ©) - - st - NA st - NA st - NA - - NA 31D
Infant formula with
2018 | 3799 orobiotics (7,2.10¢ CFU/g) ©) - - st - NA st - NA st - NA - - NA 31D
Infant formula with
2018 | 3800 orobiotics (6,0.10¢ CFU/g) ® - - st - NA st - NA st - NA - - NA 31D
Infant formula with
2018 | 3801 orobiotics (1,5.106 CFU/G) ©) - - st - NA st - NA st - NA - - NA 31 b
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bioMérieux

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS including ingredients (excluding whey protein concentrates) (375 g) (Extension studies, 2018 and 2019)

Alternative method: GENE-UP Cronobacter

» Enrichment

= - | Reference | Confirmation >

& | Sample | p o4t g | method: Direct streaking subculture CSB S g8
5N £ | 180 22964* ESIA cei ccl confirmation | F1@ =

@ onfirmation Agreement | &

3 R Result| Typical Fast | Final Typical Fast | Final Typical APIID32E Fast | Final final result e

> ypiC API ID32E ! Agreement ypic API ID32E ! Agreement ypic (after purification ! Agreement

colonies crono | result colonies crono | result colonies crono | result
onto TSA plate)
Infant formula with

2018 | 3802 orobiotics (4,7.105 CFU/g) ©) - - st - NA st - NA st - NA - - NA 31|0b
2018 | 2870 | Starch @ - - st - NA st - NA st - NA - - NA 3 |ct
2018 | 2871 |Whey @ - - st - NA st - NA st - NA - - NA 3 |ct

- (ESIA 5x-
2018 | 2872 |Caseinate @ - +/-/- st - PPNA st - PPNA st - PPNA (CCI 5x- - PPNA 3 |ct
CSB/CCI 5x-)

2018 | 2873 |Lactose @ - - st - NA st - NA st - NA - - NA 3 |cl
2018 | 3101 |Starch @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 |ct
2018 | 3102 | Caseinate @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 |cl
2018 | 3103 | Corn starch @ + + +md/+ + + + PA +md/+ + + + PA +p + + + PA + + PA 3 |cl
2018 | 3104 | Wheat starch @ - + +p + + + PD +p + + + PD +p + + + PD + + PD 3 |cl
2018 | 3106 | Lactose @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 |cl
2018 | 3107 | Maltodextrin @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 |cl
2018 | 3108 |Whey @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3| c
2018 | 3109 |Starch @ + - - - ND - - ND st - ND - - ND 3 |ct
2018 | 3110 | Caseinate @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 | cl
2018 | 3111 | Corn starch @ + - - - ND - - ND st - ND - - ND 3 |ct
2018 | 3112 | Wheat starch @ - + +p + + + PD +p + + + PD +p + + + PD + + PD 3 |cl
2018 | 3113 | Corn starch @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 | cl
2018 | 3114 |Lactose @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 | ct
2018 | 3123 |Whey @ + + +p + + + PA +M + + + PA +p + + + PA + + PA 3 | ct
2018 | 3124 | Maltodextrin @ + + +p + + + PA +M + + + PA +p + + + PA + + PA 3 | ct
2018 | 3125 | Maltodextrin @ i + +p (1) + + i PA +p (4) + + i PA +p + + + PA + i PA 3 |cl
2018 | 3126 | Wheat starch @ + -/-/- st - ND st - ND +p + + - ND + - ND 3 |ct
2018 | 3127 | Caseinate @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 |ct
2018 | 3128 | Corn starch @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 |ct
2018 | 3129 |Lactose @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 |ct
2018 | 3130 | Corn starch @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 |ct
2018 | 3131 |Starch @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 |ct
2018 | 3132 | Maltodextrin @ + + +p + + + PA +1/2 + + + PA +p + + + PA + + PA 3 |ct
2018 | 3133 |Whey @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 |ct
2018 | 3134 |Starch @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 | ct
2018| 3135 |Lactose @ ki + +p + + i PA +p + + i PA +p + + + PA + i PA 3 | cl
2018 | 3136 | Caseinate @ ki + +p + + i PA +M + + i PA +p + + + PA + i PA 3 | cl
2018 | 3474 | Maltodextrin @ i + +p + + + PA +p + + + PA +p + + i PA + + PA 3 | cl
2018 | 3475 |Whey @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 | ct
2018 | 3739 | Caseinate @ - - st - NA st - NA st - NA - NA 3 | ct
2018 | 3631 | Starch @ - + +p + + + PD +p + + + PD +p + + + PD + + PD 3 | ct
2018 | 3632 | Starch @ - - st - NA st - NA st - NA - - NA 3 | ct
2018 | 3633 |Lactose @ - - st - NA st - NA st - NA - - NA 3 | ct
2018| 3634 | Starch O - | gl el M [ |l e ] N | | e ] W R
2018 | 3635 |Whey @ - - st - NA st - NA st - NA - - NA 3 |c
2018 | 3636 | Starch @ - - st - NA st - NA st - NA - - NA 3 |c
2018 | 3637 |Maltodextrin @ - - st - NA st - NA st - NA - - NA 3 |ct
2018 | 3638 | Maltodextrin @ - - st - NA st - NA st - NA - - NA 3 |ct
2018 | 3639 | Maltodextrin @ - - st - NA st - NA st - NA - - NA 3 |ct
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MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS including ingredients (excluding whey protein concentrates) (375 g) (Extension studies, 2018 and 2019)

Alternative method: GENE-UP Cronobacter

» Enrichment

= - | Reference | Confirmation >

& | Sample | p o4t g | method: Direct streaking subculture CSB S g8

5N 2 | 150 22964° ESIA cCl ccl confirmation | F1@ A=

@ onfirmation Agreement | &

3 R Result| Typical Fast | Final Typical Fast | Final Typical APIID32E Fast | Final final result e

> ypiC API ID32E ! Agreement ypic API ID32E ! Agreement ypic (after purification ! Agreement

colonies crono | result colonies crono | result colonies crono | result
onto TSA plate)
2018 | 3640 | Maltodextrin @ - - st - NA st - NA st - NA - - NA 3 |cl
2018 | 3641 |Starch @ - - st - NA st - NA st - NA - - NA 3 |cl
2018 | 3642 | Starch @ - + +p + + + PD +p + + + PD +p + + + PD + + PD 3 |ct
2018 | 3643 | Starch @ - + +p + + + PD +p + + + PD +p + + + PD + + PD 3 |c
2018 | 3644 |Lactose @ - - st - NA st - NA st - NA - - NA 3 |cl
- (ESIA 5x-
2018 | 3645 |Caseinate @ - + st - NA st - NA st - NA CCl 5x- - PPNA 3 |ct
CSB/CCI 5x-)
2018 | 3803 | Whey @ - - st - NA st - NA st - NA - - NA 3 |cl
2018 | 3804 |Whey @ - - st - NA st - NA st - NA - - NA 3 | ct
2018 | 3805 |Whey @ - - st - NA st - NA st - NA - - NA 3 |cl
2018 | 3806 | Whey @ - - st - NA st - NA st - NA - - NA 3 |cl
2018 | 3807 |Lactose @ - - st - NA st - NA st - NA - - NA 3 |cl
2018 | 3808 |Lactose @ - - st - NA st - NA st - NA - - NA 3 |cl
2018 | 3809 |Lactose @ - - st - NA st - NA st - NA - - NA 3 |cl
2018 | 3810 |Lactose @ - - st - NA st - NA st - NA - - NA 3 |cl
2018 | 3811 | Starch @ - - st - NA st - NA st - NA - - NA 3 |c
2018 | 3812 | Starch @ - - st - NA st - NA st - NA - - NA 3 |c
2018 | 3813 | Maltodextrin @ - - st - NA st - NA st - NA - - NA 3 |cl
2018 | 3814 | Maltodextrin @ - - st - NA st - NA st - NA - - NA 3 |cl
2018 | 3815 | Maltodextrin @ - - st - NA st - NA st - NA - - NA 3 |cl
2018 | 3816 | Maltodextrin @ - - st - NA st - NA st - NA - - NA 3 |cl
2019 | 5381 | Milk powder 0% fat @ - - - - NA - - NA - - NA - - NA 3 (c2
2019 | 5382 | Milk powder 0% fat @ - - - - NA - - NA - - NA - - NA 3 |c2
2019 | 5387 | Milk powder 0% fat @ - - st - NA st - NA st - NA - - NA 3 |c2
2019 | 5388 | Milk powder 0% fat @ - - st - NA st - NA st - NA - - NA 3 |c2
2019 | 5389 | Milk powder 26% fat @ - - - - NA - - NA - - NA - - NA 3 |c2
2019 | 5390 | Milk powder 26% fat @ - - st - NA st - NA st - NA - - NA 3 |c2
2019 | 5391 | Milk powder 0,8% fat @ - - st - NA - - NA st - NA - - NA 3 |c2
2019 | 5392 | Milk powder 14% fat @ - - - - NA - - NA - - NA - - NA 3 |c2
2019 | 5393 | Milk powder 26% fat @ - - - - NA - - NA - - NA - - NA 3 |c2
2019 | 5394 | Milk powder 0,8% fat @ - - st - NA st - NA st - NA - - NA 3 |c2
2019 | 5400 | Milk powder 0% fat @ + - st - ND st - ND - - ND - - ND 3 |c2
2019 | 5402 | Milk powder 0% fat @ + -[-/- +m(5) + + - ND +m(2) + + - ND +M + + - ND + - ND 3 1c2
2019 | 5403 | Milk powder 0% fat @ - + +p + + + PD +M + + + PD +p + + + PD + + PD 3 |c2
2019 | 5405 | Milk powder 26% fat @ ki + +p + + i PA +p + + i PA +p + + + PA + i PA 3 |c2
2019 | 5406 | Milk powder 26% fat @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 |c2
2019 | 5407 | Milk powder 14% fat @ + + +p + + + PA +M + + + PA +p + + + PA + + PA 3 |c2
2019 | 5408 | Milk powder 14% fat @ + + +p + + + PA +p + + + PA +p + + + PA + + PA 3 |c2
2019 | 5410 | Milk powder 26% fat @ + + +p + + + PA +M + + + PA +p + + + PA + + PA 3 |c2
2019 | 5411 | Milk powder 26% fat @ + + +M + + + PA +M + + + PA +p + + + PA + + PA 3 |c2
2019 | 5412 | Milk powder 0,8% fat @ + + +p + + + PA +M + + + PA +p + + + PA + + PA 3 |c2
High density milk powder
2019| 5680 013_0,7% fa¥ ) - - - - NA - - NA - - NA - - NA |3 |c2
Low density milk powder
2019 | 5681 0.6-0.7% fat @ - - - - NA - - NA - - NA - - NA 3 1c2
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PRODUCTION ENVIRONMENTAL SAMPLES (Extension study, 2018)

Alternative method: GENE-UP Cronobacter
Enrichment
= Reference PCR Confirmation >
Yearof | Sample S | method: Di ki | B S| g
analysis | Ne | Froduct S | 150 22964° Irect streaking Subculture CS Confir- | & E|e
a ESIA ccl ccl ! Final | Agree- | 8§
Result mation
APl ID32E ° result | ment
Result | Typical API Fast | Final | Agree- | Typical API Fast | Final | Agree- | Typical (after purification Fast | Final | Agree- fma; ¢
colonies ID32E crono | result | ment colonies | ID32E | crono | result | ment | colonies P crono | result | ment | €SUY
onto TSA plate)
2018 | 347 |Waterbefore | g : : ot - | NA st - | NA st T - | NA |4 a
cleaning
2018 | 348 y:;ﬁ[nzefore ® + + 4 + + + | PA M + s o+ | PA | M + s+ | opa | o+ + | PA | 4]a
2018 | 349 |Waterbefore | g : : st ~ | Na : ~ | NA : ~ | NA : - | NA | 4] a
cleaning
2018 | 38 | 'aterafter ® + + 4 + + + | PA +p + s | o+ | pA 4 + s+ | opa | o+ + | PA | 4]a
cleaning
2018 | 3g7 | Waterafter ® + + + + + |+ | pPa # T T TN + s+ | A+ + | PA |4]a
cleaning
2018 | 38 | Waterafter ® + + M + + + | PA +p + s | o+ | pA 4 + s+ | opa | o+ + | PA | 4]a
cleaning
2018 | 3g9 |Waterbefore | q : : st -~ | NA st - | NA ot T - | NA |4 a
cleaning
2018 | 390 |Waterbefore | : : st - | NA st - | NA st T ~ | NA |4 a
cleaning
2018 | 391 |Waterbefore | q : : : = | NA i Y i - | Na : S N A
cleaning
2018 | 392 |Waterbefore | g + + 4 + + + | PA M + + | o+ | pA 4 + s+ | opa | o+ + | PA |4]a
cleaning
2018 1789 | Rinse water @ - - - - NA - - NA - - NA - - NA 4 | a
2018 1790 | Process water @ - - - - NA - - NA - - NA - - NA 4 | a
2018 1791 | Rinse water @ - - - - NA - - NA - - NA - - NA 4 | a
2018 2166 | Process water @ - - - - NA - - NA - - NA - - NA 4 | a
2018 2167 | Process water @ - - st - NA st - NA - - NA - - NA 4 | a
2018 2168 | Process water @ - - st - NA - - NA st - NA - - NA 4 | a
2018 | 2465 Z:r‘:::)ss water | + * +p + + + | PA +p + + + | PA +p + + + | PA + + | PA | 4] a
2018 | 2466 (F'rfr‘:;‘:fs water | @ + + +p + + + | PA +p + + + | PA +p + + + | PA + + | PA |4 a
2018 | 2467 z:g::;s water | g, - + +p " " ¥ PD +p " + ¥ PD +p " + + PD + + PD |4 a
2018 | 2468 (F'rfr‘:;‘:fs water | o + ¥ +p + + + | PA +p + + + | PA +p + * + | PA + + | PA |4 a
2018 | 2469 m::fs water | o + * +p + + + | PA +p + + + | PA +p + + + | PA + + | PA | 4] a
2018 | 2470 (F'rfr‘:;‘:fs water | @ + + +p + + + | PA +p + + + | PA +p + + + | PA + + | PA |4 a
2018 345 | Waste @ - - st - NA st - NA st - NA - - NA 4 | b
2018 346 | Waste @ - - st - NA st - NA st - NA - - NA 4 | b
* Analyses performed according to the COFRAC accreditation
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PRODUCTION ENVIRONMENTAL SAMPLES (Extension study, 2018)

Alternative method: GENE-UP Cronobacter
Enrichment
= Reference PCR Confirmation >
Yearof | Sample S | method: Di ki | B S| g
analysis | Ne | Froduct S | 150 22964° Irect streaking Subculture CS Confir- | g £l =
a ! Final | Agree- | 8§
Result ESIA ccl ccl mation
AP ID32E ° result | ment
Result|  Typical API Fast | Final | Agree- | Typical API Fast | Final | Agree- | Typical (after purification Fast | Final | Agree- fma; ¢
colonies ID32E crono | result | ment colonies | ID32E | crono | result | ment colonies onto 'FI?S A plate) crono | result | ment resu
2018 350  |Dusts 0 - - - - NA | +md- - NA - - NA - - NA |4 |Db
2018 351 |Dusts 0 - - st - NA st - NA st - NA - - NA | 4D
2018 352 Dust from vacuum | © + + +M + + + PA +1/2 + + + PA +M + + + PA + + PA 4 | b
2018 1792 | Waste O) - -I-- | +md(1)/+d | - (E.vulneris) - - NA - - NA - - NA - - NA 4 | b
2018 | 1793 |Dust @ - - - - NA - - NA - - NA - - NA | 4D
2018 | 1794 |Dustfrom vacuum | @ + ¥ M + + + PA Y + + ¥ PA M + ¥ ¥ PA ¥ ¥ PA | 4D
2018 | 2169 |Waste @ - - st - NA st - NA st - NA - - NA | 4D
2018 | 2170 |Waste ® - - st - NA st - NA st - NA - - NA |4 |b
2018 2171 | Dust from vacuum | @ - - - - NA - - NA - - NA - - NA 4 | b
2018 2172 | Dust from vacuum | @ - - - - NA - - NA - - NA - - NA 4 | b
2018 | 3137 |Dustirom o + + ; v+ | PA | M T L I TN ; | o | Pa | s + | PA 40D
vacuum
2018 | 313 |Dustfrom ® + + +p " " ¥ PA +p ¥ + ¥ PA +p ¥ + ¥ PA + + PA |4 |b
vacuum
2018 | 3139 |Dustirom o + + ; oo+ | PA | T L I TN ; | o+ | Pa | s + | PA 4]
vacuum
2018 | 3149 |Dustfrom @ + + +p " " + PA +p ¥ + ¥ PA +p ¥ + ¥ PA + + PA |4 |b
vacuum
2018 | 3141 |Dustirom o + + ; |+ | PA | M T L I TN ; | o+ | Pa | s + | PA |4]|D
vacuum
2018 | 3142 |Dustfrom @ + + +p " " + PA +p ¥ + ¥ PA +p ¥ + ¥ PA + + PA |4 |b
vacuum
2018 | 3143 |Dustirom o + + ; |+ | PA | M T L I TN ; | o+ | Pa | s + | PA 4D
vacuum
2018 | 3144 |Dustfrom @ + + +p " " + PA M ¥ + ¥ PA +p ¥ + ¥ PA + + PA |4 |b
vacuum
2018 | 3145 |Dustirom @ + + +p + + + | PA +p + + + | PA +p + + |+ | PA + + | PA [4|b
vacuum
2018 | 3146 |Dustirom o : + +p + + + | PD +M + + + | PD +p + + | + | PD + + | PD |4 |b
vacuum
2018 338 | Sponge before | g, - - - - NA - - NA - - NA - - NA |4 |c¢
cleaning
2018 339 | Sponge before | g, . - . - NA | +md- - NA - - NA - - NA |4 |c
cleaning
2018 340 | SPonge before | g, - - - - NA - - NA - - NA - - NA |4 |c¢
cleaning
2018 341 | Spongebefore | g, ; - . - NA - - NA - - NA - - NA | 4| ¢
cleaning
2018 | 342 |Spongebefore | g : : i - | Na : - | NA i - | Na : S| Na |4
cleaning
2018 | 343 | Wipe before ® : : st - | NA st - | NA st - | Na : - | NA |4
cleaning
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PRODUCTION ENVIRONMENTAL SAMPLES (Extension study, 2018)

Alternative method: GENE-UP Cronobacter
Enrichment
= Reference PCR Confirmation >
Yearof | Sample g | Mmethod: Direct streakin Subculture CSB > &
analysis | N° | roduct S | 150 22964° 9 Confir- | Final | Agree. | = | &
“ | Result ESIA ccl ccli mation J ©
APl ID32E ° result | ment
Result | Typical API Fast | Final | Agree- | Typical API Fast | Final | Agree- | Typical (after purification Fast | Final | Agree- fma; ¢
colonies ID32E crono | result | ment colonies | ID32E | crono | result | ment | colonies onto 'FI?S A plate) crono | result | ment resu
2018 | 344 | Wipe before ® : : : - | NA : - | NA : - | NA : - | NA |4
cleaning
2018 | 393 |Wipe after ® : : st - | NA st Y st - | NA : - | NA |4
cleaning
2018 | 3904 |Wie after ® : : ot - | Na st - | NA st - | Na : - | NA |4
cleaning
2018 | 395 ‘c"l’;':f“?]zfm ® + + +m + + + | PA +m + s o+ | PA | M + s+ | opa | o+ s | PA |4
2018 | 396 Z‘I’l‘;iizzfm 0 + ¥ +m + + + | PA +m + + + | PA +M + * + | PA * + | PA |4 ¢
2018 | 397 | Wipe before ® : : : - | NA : - | NA : - | Na : - | NA |4
cleaning
2018 308 | Wipe before @ - - - - NA - - NA - - NA - - NA | 4] c
cleaning
2018 | 399 ‘c"l’;':f“?]zfm ® + + M + + + | PA M + s | o+ | pA 4 + s+ | opa | o+ s | PA |4
2018 | 400 Z‘I’l‘;iizzfm 0 + ¥ +p + + + | PA +M + + + | PA +p + * + | PA * + | PA |4 ¢
2018 | 1795 | Vipe before ® : : st - | NA : Y : - | Na : - | NA |4
cleaning
2018 | 1796 | Vipe before ® : - : - | NA | +man - | NA | tman - | Na : - | NA |4
cleaning
2018 | 1797 XYe'giiﬁzf”e ® + + M + + + | PA M + e T + s+ | opa | o+ s | PA |4
2018 | 1798 | Vipe before @ - - - - NA - - NA - - NA - - NA | 4] c
cleaning
2018 | 2159 ‘c"l’;':‘;;f;e’ ® + + 4 + + + | PA +p + + | o+ | pA 4 + s+ | opa | o+ s | PA |4
2018 | 2160 Z‘I’;':mf;e’ 0 + * +p + + + | PA +p + + + | PA +p + + + | PA + + | PA |4 ¢
2018 | 2161 ‘c"l’;':‘;;f;e’ ® + + 4 + + + | PA +p + + | o+ | pA 4 + s+ | opa | o+ + | PA |4
2018 | 2162 Z‘I’;':i;f;e’ 0 + * +p + + + | PA +M + + + | PA +p + + + | PA + + | PA |4 ¢
2018 | 2163 ‘:I’('a':‘:“anf;e’ o o+ + + + |+ | PA| I T TN + | o+ | PA | 4 + | PA | 4]c
2018 | 2164 Z‘I’;':iiz‘;fm 0 + * +p + + + | PA +p + + + | PA +p + + + | PA + + | PA |4 ¢
2018 | 2165 ‘:I’('a':‘;itr’]‘;“’e o 4 + M + o+ [ PA | wme | o+ |+ |+ | PA | M + s+ | PA | 4 + | PA | 4]c
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Confirmatory tests: detailed results. After 72 h storage at 5°C £ 3°C

INFANT FORMULA AND INFANT CEREALS WITHOUT PROBIOTICS INCLUDING INGREDIENTS (25 g sample size) (Initial validation study, 2018)

Alternative method: GENE-UP Cronobacter
Enrichment after 72 h at 5°C % 3°C
e | pCRBPW 72 PCR-Lysate 72 h Confirmation >
rel . - -Lysate
Year of | Sample Product § m?tslg)d. 4 Direct streaking Subculture CSB Final | Einal 08; ol
. ° = ECEN
analysis | N & | 22964 ESIA CCl CCl .. |result| result | Agreement Agreement s|"
Result API ID32E Confirmation | 701, | 79 | 72 h BPW L7§ar:e
Cp | Tm |Result| Cp Tm | Result| Typical | APl | Fast | Typical | APl | Fast | Typical (after Fast | final result [Bpyy || ysate y
colonies | ID32E | crono | colonies | ID32E | crono | colonies | purification | crono
onto TSA plate)
2017 | 7618 |'nfant formula without |, ¥ 2872 6595 + | 2907 | 6637 | + +p ¥ + +p + + +p + + P - PA PA 1] a
probiotics
2017 | 7619 |!nfantformulawithout | @ |\ | o584 |57 | + | 288 | 6589 | + | +p O Y I R s + + A - PA PA | 1]a
probiotics
2017 | 7620 |nfantformulawithout | q |, 284 |6608| + | 2829 | 6587 | + | +p T sl | + + A - PA PA | 1]a
probiotics
2017 | 7621 |Infant formulawithout | o, |, o o | - | o o | - | s st st : S - ND ND |1 a
probiotics
2017 | 7622 |IMfantformulawithout | g | | o381 |6g18| + | 2537 | 6553 | + | +p | + | + | 4p | + | + | +p + + + |+ | PD PP | 1]a
probiotics
2017 | 7623 |Infantformulawithout | o | ) o403 g9 | o+ | 243 | 6583 | + | 4p | + |+ | 4p |+ |+ | 4 + + s o« PD PD | 1]a
probiotics
2017 | 7795 |Infantformulawithout | o | o347 ge3g| + | 2692 | 6589 | + +p o+ +p o+ +p + + v+ PA PA |1 ]a
probiotics
Infant formula without 0/35,16/ | 0/66,12/
2017 7796 probiotics O] + 3465 |66.12| + 35,57 65,93 -[+/+ +p + + +p + + +p + + + - PA ND 11 a
2017 7799 Infan_tfc_>rmuIaW|thout O i 11 4
probiotics
2017 | 7801 | Infant formulawithout | ) |, o o | - | o o | - | s st st : S - ND ND |1 a
probiotics
2017 | 7802 |Infantformulawithout | o |, o o] - | o0 o | - | s : st : |- ND ND | 1| a
probiotics
2017 8433 Infaqtfprmulawnhout 0 i 11 4
probiotics
2017 8434 Infan_tf_ormulawnhout O i 11 4
probiotics
2017 8435 Infaqtfprmulawnhout 0 i 11 4
probiotics
2017 8436 Infan_tf_ormuIaW|thout O i 11 4
probiotics
2017 8437 Infaqtfprmulawﬁhout 0 i 11 4
probiotics
2017 8438 Infan_tf_ormuIaW|thout O i 11 4
probiotics
2017 8439 Infaqtfprmulawﬁhout 0 i 11 4
probiotics
2017 8440 Infan_tf_ormuIaW|thout O i 11 4
probiotics
2017 8441 Infaqtfprmulawﬁhout 0 i 11 4
probiotics

* Analyses performed according to the COFRAC accreditation
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INFANT FORMULA AND INFANT CEREALS WITHOUT PROBIOTICS INCLUDING INGREDIENTS (25 g sample size) (Initial validation study, 2018)

Alternative method: GENE-UP Cronobacter
Enrichment after 72 h at 5°C % 3°C
Reference Confirmation
S | method: PCR-BPW 72 h PCR-Lysate 72h . . =
Year of | Sample 8 SO Direct streaking Subculture CSB Final | Final > 8
vsis | N° Product 2 Agreement| £ | =
analy & | 22064¢ ESIA ccl ccl . |result| result | Agreement 8
Result API ID32E Confirmation | 701, | 79 | 72 h BPW L7§ar:e
Cp | Tm |Result| Cp Tm | Result| Typical | APl | Fast | Typical | APl | Fast | Typical (after Fast | final result [Bpyy || ysate y
colonies | ID32E | crono | colonies | ID32E | crono | colonies | purification | crono
onto TSA plate)
2017 | g12g |Infantformulawithout | o || 4958 lggag| 4 | 202 | 6565 | + | +p | + | + | 4 |+ | + | +p + + A PA PA |1]a
probiotics
2017 9129 Infan.tf<.>rmuIaW|thout 10 i 11 4
probiotics
2017 | 7624 |!Mantcerealswithout | g || o510 |ess3| + | 261 | 6553 | + | 4p |+ | 4 | 4 |+ | 4 | 4 + + + |+ | PA PA |1 ]b
probiotics
2017 | 7625 |Infantcerealswithout | @\ | o114 lese7| + | 2100 | 6558 | + | 4p | + | + | | o+ | + | 4p + + A - PA PA |10
probiotics
2017 7626 Infan_tc_erealswnhout ® i 11 b
probiotics
2017 7627 Infan.t c.erealswnhout 10 i 11 b
probiotics
2017 | 7628 |Infant cerealswithout | o) | o o | - | o o | - | st st : S ND ND |1 |b
probiotics
2017 | 7629 |Infantcerealswithout | o\ | 3597 lgseo| 4 | 3406 | 6596 | + | M | + |+ | #2 | + | + | 4p + + A - PA PA |10
probiotics
2017 | 7630 |Infant cereals without | o) | o o | - | o 0o | - : : : : S ND ND | 1D
probiotics
2017 | 7631 |Infantcerealswithout | ) | | 5779 |6605| + | 2813 | 6587 | + | M | + | + | M | + | + | 4 + + + |+ | PD PO |10
probiotics
2017 | 7797 |Infantcerealswithout | o\ | 551 Ig51g| + | 3577 | 662 | + +p T oo | 4 + + v+ PA PA |10
probiotics
2017 | 7798 |Infantcerealswithout | o | | 4976 |e31| + | 2148 | 66411 | + | +p | + | + | +p | + | + | +p + + + |+ | PD PO |10
probiotics
2017 | 7800 |!nfantcerealswithout |\ | 0989 |gga| + | 2468 | 6615 | + +p T oo | 4 + + v+ PA PA |10
probiotics
2017 8426 Infaqtgerealswnhout 0 i 11 b
probiotics
2017 8427 Infan_t gerealswﬂhout O i 11 b
probiotics
2017 8428 Infaqtgerealswnhout 0 i 11 b
probiotics
2017 8429 Infan_t gerealswnhout O i 11 b
probiotics
2017 8430 Infaqtgerealswﬂhout 0 i 11 b
probiotics
2017 8431 Infan_tgerealswnhout O i 11 b
probiotics
2017 8432 Infan_t gerealswnhout 0 i 11 b
probiotics
2017 8455 Infan'tc'erealswnhout O i 11 b
probiotics
2017 8456 Infan_tc_erealswuhout 0 i 11 b
probiotics
2017 | o139 |Ifantcerealswithout |, | 1976 | 66 | + | 2225 | 6569 | + | +p O O L N + + £ o+ PD PO | 1]b
probiotics
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bioMérieux

Alternative method: GENE-UP Cronobacter
Enrichment after 72 h at 5°C % 3°C
Reference Confirmation
S | method: PCR-BPW 72 h PCR-Lysate 72h . . =
Year qf Sample Product 8 SO Direct streaking Subculture CSB Final | Einal 08; §
analysis | N° S| 22964¢ ESIA ccl ccl . |result| result | Agreement Agresment |-
Result APIID32E Confirmation | 7oy | 79p | 72nBPW | /2"
Cp | Tm |Result| Cp Tm | Result| Typical | APl | Fast | Typical | APl | Fast | Typical (after Fast | finalresult [Bpyy f}yeate Lysate
colonies | ID32E | crono | colonies | ID32E | crono | colonies | purification | crono
onto TSA plate)

2017 | 9131 |Infantcerealswithout | o | | 367 gga3| 4 | 2041 | 66,22 T e T T + + T - PA PA | 1]b

probiotics
2017 7632 | Lactoserum @ + 20,23 |6586| + 20,8 65,1 +p + + +p + + +p + + + + PA PA 1]¢
2017 7633 | Milk proteins @ + 0 0 - 0 0 st st st - - - ND ND 11]¢
2017 7634 | Lactose @ + 30,7 |66,03| + 31,4 65,86 +p + + +p + + +p + + + + PA PA 11¢
2017 7635 | Caseinate @ - 29,16 6546 | + 32,77 65,55 +p + + +p + + +p + + + + PD PD 11¢
2017 | 7636 |Lactoserumproteins | s, + 2572 (6621 + | 2629 | 66,03 p + + +p + + +p " " oo+ PA PA |1 ]c¢

concentrate
2017 7637 | Maltodextrin @ + 28,84 | 66,3 + 28,25 65,8 +p + + +p + + +p + + + + PA PA 11¢
2017 | 738 | Actoserumproteins | g | 1] ¢
2017 7803 |Lactoserum @ - 1
2017 7804 | Lactoserum @ - 1
2017 7805 | Corn flour @ - 2022 [66.91| + 23.35 66.53 +p + + +p + + +p + + + + PD PD 1
2017 | 7806 |Milk powder ©| + | 3540 |66.02| + | 3971 | 6533 +p P Ty T P + + v | PA PA | 1]c¢

(ingredient)
2017 8442 | Caseinate @ - 36,83 6542 | + 36,21 65,44 st st st - - - PPNA PPNA 1
2017 8443 | Lactose ® - 1
2017 | sa44 |Vhey protein o| - 1] ¢

concentrate
2017 8445 | Milk proteins @ - 11¢
2017 8446 | Maltodextrin @ - 1] ¢
2017 8447 | Whey permeate @ - 11¢
2017 8458 |Lactose @ + 2364 6615 + 23,11 65,83 +p + + +p + + +p + + + + PA PA 11 ¢
2017 | gasg |'Whey protein ©| - | 3062 |6542| + | 3036 | 6532 O T R T B + + A PD PD | 1|c

concentrate
2017 9132 | Milk proteins @® - 1
2018 2609 | Skim milk powder ® + 29.45 | 65.6 + 31.54 65.48 +p + + +p + +p + + + + PA PA 1
2018 2610 | Whole milk powder ® + 0 0 - 0 0 st st st - - - ND ND 1
2018 2611 | Skim milk powder @ + 33.76 |66.08| + 33.43 65.98 st - st (CECS||/;x5-X - - PPND PPND 11 ¢

CSBI/CCI 5x-)
2018 2612 | Skim milk powder @ - 3185 |65.74| + 33.14 65.3 +p + + +m + +p + + + + PD PD 11 ¢
2018 2613 | Skim milk powder @ + 0 0 - 0 0 st st st - - - ND ND 1] ¢
2018 2614 | Skim milk powder @ + 26.77 6543 | + 28.64 65.1 +p + + +p + +p + + + + PA PA 11 ¢
2018 2615 | Skim milk powder @ - 1]¢
2018 2616 | Whole milk powder @ - 1]¢
2018 2617 | Skim milk powder @ - 1]¢
2018 2618 | Skim milk powder @ - 1]¢
2018 2619 | Skim milk powder @ - 1]¢
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INFANT FORMULA AND INFANT CEREALS WITH PROBIOTICS (25 g sample size) (Initial validation study, 2018)

bioMérieux

Year of
analysis

Product
(lactic bacteria
enumeration done by
the expert laboratory)

Protocol

Reference
method:
ISO
22964°¢
Result

Alternative method: GENE-UP Cronobacter

BPW + Novobiocin for 18 h at 37°C +72 h at 5°C % 3°C

PCR-BPW 72 h

PCR-Lysate 72 h

Confirmation

Direct s

treaking

Subculture CSB

Cp

Tm

Result

Cp Tm

ESIA

CcCl

CCl

Result

Typical
colonies

API
ID32E

Fast
crono

Typical
colonies

API
ID32E

Fast
crono

Typical
colonies

API ID32E
(after purification
onto TSA plate)

Fast
crono

Confirmation
final result

Final
result
72h

BPW

Final

result

72h
Lysate

Agree-
ment 72 h
BPW

Category
Type

Agree-
ment 72 h
Lysate

2017

8027

Infant formula with
probiotics (3,6.102
CFUlg)

st

st

st

ND

ND 2 | a

2017

8028

Infant formula with
probiotics (<10
CFU/g)

19,09

65,86

2395 | 65,7

P

*p

*p

PD

PD 2 | a

2017

8029

Infant formula with
probiotics (1,3.105
CFU/g)

20,21

66,35

25,78 | 65,53

P

*p

*p

PD

PD 2 | a

2017

8030

Infant formula with
probiotics (<10
CFU/g)

19,21

66,55

27,85 | 66,05

P

*p

*p

PA

PA 2 | a

2017

8031

Infant formula with
probiotics (1,8.105
CFU/g)

st

st

st

ND

ND 2 | a

2017

8032

Infant formula with
probiotics (3,0.104
CFU/g)

20,17

66,07

28,47 | 65,97

P

*p

*p

PD

PD 2 | a

2017

8033

Infant formula with
probiotics (4,8.105
CFU/g)

st

st

st

ND

ND 2| a

2017

8035

Infant cereals with
probiotics (7,1.104
CFU/g)

st

st

st

ND

ND 2 |b

2017

8037

Infant cereals with
probiotics (2,5.105
CFU/g)

st

st

st

ND

ND 2 |b

2017

8038

Infant cereals with
probiotics (5,1.105
CFU/g)

st

st

st

ND

ND 2 |b

2017

8039

Infant cereals with
probiotics (6,7.105
CFU/g)

21,76

65,87

31,87 | 66,19

P

*p

*p

PA

PA 2 (b

2017

8040

Infant cereals with
probiotics (2,7.103
CFU/g)

18,49

65,93

28,13 | 66,03

P

*p

*p

PA

PA 2 |b

2017

8041

Infant cereals with
probiotics (1,7.105
CFU/g)

26,39

65,62

27,42 | 6598

P

*p

*p

PA

PA 2 (b

2017

8133

Infant formula with
probiotics (4,3.105
CFU/g)

21,72

65,64

20,94 | 66,15

P

*p

*p

PA

PA 2 | a

* Analyses performed according to the COFRAC accreditation
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INFANT FORMULA AND INFANT CEREALS WITH PROBIOTICS (25 g sample size) (Initial validation study, 2018)

bioMérieux

Year of
analysis

Product
(lactic bacteria
enumeration done by
the expert laboratory)

Protocol

Reference
method:
ISO
22964°¢
Result

Alternative method: GENE-UP Cronobacter

BPW + Novobiocin for 18 h at 37°C +72 h at 5°C % 3°C

PCR-BPW 72 h

PCR-Lysate 72 h

Confirmation

Direct s

treaking

Subculture CSB

Cp | Tm |Result

Cp Tm

ESIA

CcCl

CCl

Result

Typical
colonies

API
ID32E

Fast
crono

Typical
colonies

API
ID32E

Fast
crono

Typical
colonies

API ID32E
(after purification
onto TSA plate)

Fast
crono

Confirmation
final result

Final
result
72h

BPW

Final

result

72h
Lysate

Agree-
ment 72 h
BPW

Category
Type

Agree-
ment 72 h
Lysate

2017

8134

Infant formula with
probiotics (6,8.105
CFUlg)

20,09 659 | +

19,86 | 65,39

P

*p

*p

PA

PA 2| a

2017

8135

Infant formula with
probiotics (4,2.105
CFU/g)

3525|6594 | +

35,66 | 66,11

+p (3)

+p (1)

+p

PD

PD 2 | a

2017

8136

Infant formula with
probiotics (6,8.105
CFU/g)

18,63 66,48 | +

19,03 | 65,83

P

*p

*p

PA

PA 2 | a

2017

8137

Infant formula with
probiotics (7,5.105
CFU/g)

18,73|66,35| +

18,91 | 65,93

P

*p

*p

PA

PA 2 | a

2017

8138

Infant formula with
probiotics (8,6.105
CFU/g)

19,52 66,36 | +

20,24 | 65,77

P

*p

*p

PA

PA 2 | a

2017

8139

Infant cereals with
probiotics (6,7.108
CFU/g)

28,71(6597| +

30,38 | 65,74

P

*p

*p

PA

PA 2| b

2017

8140

Infant cereals with
probiotics (7,1.104
CFU/g)

213|665 | +

25,1 | 65,97

P

*p

*p

PD

PD 2 |b

2017

8141

Infant cereals with
probiotics (2,7.10°
CFU/g)

25,34 (6597 | +

29,98 | 66,19

P

*p

*p

PA

PA 2 |b

2017

8142

Infant cereals with
probiotics (2,3.105
CFU/g)

18,336598| +

20,62 | 6543

P

*p

*p

PA

PA 2 |b

2017

8143

Infant cereals with
probiotics (5,6.105
CFU/g)

28,05(65687| +

31,05 | 65,94

P

*p

*p

PA

PA 2| b

2017

8144

Infant cereals with
probiotics (1,7.105
CFU/g)

17,55|6515| +

20,96 | 65,59

P

*p

*p

PA

PA 2| b

2017

8411

Infant formula with
probiotics (<10
CFUlqg)

st

st

st

NA

NA 2 | a

2017

8448

Infant formula with
probiotics (4,2.105
CFU/g)

23,84 (6585 +

26,09 | 66,26

P

*p

*p

PD

PD 2 | a

2017

8454

Infant cereals with
probiotics (7,1.104
CFU/g)

3512|6592 | +

352 | 65,92

st

st

*p

PA

PA 2 (b

2017

9126

Infant cereals with
probiotics (7,1.104
CFU/g)

22,7 166,03| +

2491 | 659

P

*p

PD

PD 2 |b
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INFANT FORMULA AND INFANT CEREALS WITH PROBIOTICS (25 g sample size) (Initial validation study, 2018)

Alternative method: GENE-UP Cronobacter

ADRIA Développement
Summary report (Version 0)
GENE-UP Cronobacter

Reference —
Product 3 method: Confirmation
Yearof | Sample (lactic bacteria § ISO PCRBPW72h PCRLysate 72 Direct streakin Subculture CSB
analysis| N° enumeration done by ° 229644 9
the expert laboratory) | & o ESIA ccl ccl Confirmation
Cp | Tm |Result| Cp Tm |Result| Typical | APl | Fast | Typical | API | Fast | Typical | APIID32E | paq | final result
colonies | ID32E | crono | colonies | ID32E | crono | colonies frﬁgrfng;ggn crono
Infant cereals with
2017 | 9127 | probiotics (5,6.10° @ - 30,56 |65,65| + 32,49 | 65,79 + +p + + +p + + +p +
CFU/g)
Infant formula with
2017 | 9610 | probiotics (4,2.105 @ - 2465|6585| + 24,76 | 65,48 + +p + + +p + + +p +
CFU/g)
Infant formula with
2017 | 9611 | probiotics (5,9.105 @ + 19,13 6544 | + 19,01 | 65,29 + +p + + +p + + +p +
CFU/g)
117/176
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bioMérieux

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS including ingredients (excluding whey protein concentrates) (375g) (Extension studies, 2018 and 2019)

Alternative method: GENE-UP Cronobacter
Enrichment after 72 h at 5°C + 3°C
Confirmation

PCR-BPW 72 h PCR-Lysate 72 h : :
Reference Direct streaking Subculture CSB

method: ’ ’
enumeration done ESIA cel cel . Final | Final | Agree- | Agree-
by the expert S0 22964 Confir- | resylt | result | ment | ment
laboratory) R APTID3%E mation |70 | 72 | 72h | 72h

Cp Tm | Result | Cp Tm | Result (after final BPW | Lysate | BPW | Lysate
S Fast | result
purification

onto TSA crono
plate)

Product
(lactic bacteria

Year of | Sample
analysis N°

Category
Type

Protocol

Typical API Fast | Typical API Fast | Typical
colonies | |D32E | crono | colonies | ID32E | crono | colonies

2018 | 2589 |Skimmilk ® + 3641 | 6547 | + | 3841|6545 | + | +p + + +p + +p + + + + | PA | PA| 3 |a

powder
65.92/

2018 2590 Whole milk 3 + 0/37,02/ 6598/ | ++/+
65,81

powder 36,91

2018 | 2503 |Skimmilk ® + 0 0 S O I : : : - | - | ND | ND| 3 |a
powder

Infant cereals
2018 2595 | without ® + 0/29,53* | 0/66,36* | il+* | 38.03 | 65.89 + +p + + +p + +p + + + + PA PA 3 a
probiotics

Infant cereals
2018 2596 | without ® + 0 0 - 0 0 - st st st - - - ND ND 3 a
probiotics

Infant cereals
2018 2597 | without ® + 30.57 65.77 + 31.02 | 66.08 + +p + + +p + +p + + + + PA PA 3 a
probiotics

Infant cereals
2018 2598 | without ® + 26.42 66.68 + 26.45 | 66.66 + +M + + +1/2 + +1/2 + + + + PA PA 3 a
probiotics

Infant cereals
2018 2599 | without ® + 20.59 66.52 + 21.25 | 66.07 + +p + + +p + +p + + + + PA PA 3 a
probiotics

Infant cereals
2018 2600 | without ® + 29.96 65.92 + 25.37 | 65.83 + +1/2 + + +m + +M + + + + PA PA 3 a
probiotics

Infant cereals
2018 2601 | without ® + 26.07 65.05 + 27.75 | 65.51 + +p + + +p + +p + + + + PA PA 3 a
probiotics

Infant formula
2018 2602 | without ©) + 0 0 - 0 0 - - st st - - - ND ND 3 a
probiotics

Infant formula
2018 2604 | without ® + 30.57 65.76 + 30.67 | 65.7 + +p + + +p + +p + + + + PA PA 3 a
probiotics

Infant formula
2018 2606 | without ©) + 0 0 - 0 0 - st - st - - - ND ND 3 a
probiotics
2018 | 2640 ?g\meﬁ:”k ® . 40 | 6546 | + 34(,)1/8* 65%4* i+ | 4p . + +p + +p + + + + | PD | PD | 3 |a
Infant cereals

without probiotics

0/0/ | 0/0/

3687 | 6584 | N | P ¥ ¥ +p(1) * §Y + + + - PA | ND | 3 |2

2018 2648

* Analyses performed according to the COFRAC accreditation
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bioMérieux

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS including ingredients (excluding whey protein concentrates) (375g) (Extension studies, 2018 and 2019)

Alternative method: GENE-UP Cronobacter
Enrichment after 72 h at 5°C + 3°C

Confirmation
PCR-BPW 72h PCR-Lysate 72 h - -
Product _ Reference Direct streaking Subculture CSB
vearof | Sample gﬁﬁtrir?et::tﬁtt;rigone g method: Final | Final | Agree- | Agree- g g
analysis | N by the expert & IS%ZZQI‘M‘ ESIA cel cet Confir- | result | result | ment | ment | 8 | &
laboratory) = APTID3%E mation |70 | 72 | 72h | 72h
Cp Tm | Result | Cp Tm | Result . . (after final BPW | Lysate | BPW | Lysate
Typical AP| Fast | Typical AP| Fast | Typical urification Fast result
colonies | |D32E | crono | colonies | ID32E | crono | colonies P crono
onto TSA
plate)
2018 | 2649 |NManmtcereals g - 2925 | 6605 | + |3039|6609 | + | +m+ | + + | me + | mi + + + + PD | PD | 3 |a
without probiotics
2018 3469 Elgmg:"k ® + 0/25,8* | 0/65,79* | i/+* | 28,38 | 64,95 + +p + + +p + +p + + + + PA PA 3 a
2018 | 3470 ggm:‘r"k ® + 2808 | 6505 | + | 2213|6492 | + | +p + + 4 + +p + + + + | PA| PA| 3 |a
Infant formula
2018 3471 | without ©) + 20,77 65,76 + 18,45 | 66,3 + +p + + +p + +p + + + + PA PA 3 a
probiotics
Infant formula
2018 3472 | without ® - 25,34 66,11 + 241 | 66,13 + +p + + +p + +p + + + + PD PD 3 a
probiotics
Infant formula
2018 3473 | without ® + 37,55 65,31 + 30,06 | 65,25 + +p + + +p + +p + + + + PA PA 3 a
probiotics
Infant formula - (ESIA 5x-
2018 | 2620 |with probiotics ©) + 36,84 | 67,25 + 358 | 67 + st - st e - - PPND ([PPND | 3 | b
(7,2.104 CFUIg) 5x)
Infant formula
2018 2623 | with probiotics ® + 25,02 65,84 + 25,78 | 65,61 + +p + + +p + +p + + + + PA PA 3 b

(6,1.106 CFU/g)
Infant formula
2018 2625 | with probiotics ® + 20,63 65,69 + 20,84 | 66,04 + +p + + +p + +p + + + + PA PA 3 b
(5,1.105 CFUIg)
Infant formula

2018 2626 | with probiotics ® + 30,16 66,15 + 30,39 | 66,02 + +p + + +p + +p + + + + PA PA 3 b
(4,7.105 CFUIg)
Infant formula

2018 2627 | with probiotics ©) + 23,74 65,97 + 25,02 66 + +p + + +p + +p + + + + PA PA 3 b

(1,1.108 CFU/g)
Infant formula
2018 2628 | with probiotics ©) + 20,53 65,94 + 20,71 | 65,58 + +p + + +p + +p + + + + PA PA 3 b
(1,4.104 CFU/g)
Infant formula
2018 2629 | with probiotics ©) + 19,92 65,6 + 20,85 | 65,34 + +p + + +p + +p + + + + PA PA 3 b
(3,0.104 CFUIg)
Infant cereals

2018 2630 | with probiotics ® + 30,64 65,67 + 31,84 66 + +p + + +p + +p + + + + PA PA 3 b
(1,4.105 CFU/g)
Infant cereals

2018 2631 | with probiotics ©) + 32,57 65,98 + 32,85 | 66,07 + +p + + +p + +p + + + + PA PA 3 b
(2,1.105 CFU/qg)
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bioMérieux

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS including ingredients (excluding whey protein concentrates) (375g) (Extension studies, 2018 and 2019)

Alternative method: GENE-UP Cronobacter
Enrichment after 72 h at 5°C + 3°C
Confirmation
PCR-BPW 72 h PCR-Lysate 72 h - -
Product Reference Direct streaking Subculture CSB -
lactic bacteria 9
Year of | Sample ( ; 8 method: ’ : S | g
! N enumeration done = ESIA | I . Final | Final | Agree- | Agree- | & | &
analysis | N | oot B |Is022964* 8 cc cc Confir- | rasuit | result | ment | ment | S | &
laboratory) Result mation | 7o | 72h | 72h | 72h
APl ID32E final
Cp Tm Result | Cp Tm | Result (after ina BPW | Lysate | BPW | Lysate
Typical | API Fast | Typical API Fast | Typical urification Fast | result
colonies | |D32E | crono | colonies | ID32E | crono | colonies P crono
onto TSA
plate)
Infant cereals
2018 2632 |with probiotics ® + 22,76 65,94 + 23,62 | 65,16 + +p + + +p + +p + + + + PA PA 3 b
(7,8.105 CFU/g)
Infant cereals
2018 2633 | with probiotics ©) + 28,27 65,86 + 29,13 | 65,95 + +p + + +p + +p + + + + PA PA 3 b
(2,5.105 CFU/g)
Infant cereals
2018 2634 | with probiotics ©) + 30,79 65,8 + 31,75 | 66,06 + +p + + +p + +p + + + + PA PA 3 b
(4,5.104 CFUIg)
Infant cereals
2018 2635 |with probiotics ® + 33,43 66,19 + 33,87 | 66,25 + +p + + +p + +p + + + + PA PA 3 b
(9,1.103 CFU/g)
Infant cereals 6156/
2018 2636 | with probiotics ©) - 0/31,79 | 0/66,53 if+* 40 66’ 09 + +p + + +p + +p + + + + PD PD 3 b
(3,2.108 CFU/qg) '
Infant cereals
2018 2637 | with probiotics ©) + 27,16 65,95 + 28,08 | 65,83 + +p + + +p + +p + + + + PA PA 3 b
(1,3.105 CFUIg)
Infant cereals
2018 2638 | with probiotics ® W 32,75 66,37 + 32,87 | 66,37 + +p + + +p + +p + + i i PA PA 3 b
(1,4.108 CFU/g)
Infant cereals
2018 2639 | with probiotics ©) + 25,12 66,07 + 26,26 | 65,79 + +p + + +p + +p + + + + PA PA 3 b
(2,2.105 CFU/g)
Infant cereals
2018 2866 | with probiotics ©) - 0 0 - 0 0 - st st st - - - NA NA 3 b
(1,2.107 CFUlg)
Infant formula
2018 2869 | with probiotics ® - 16,13 65,89 + 18,6 | 65,58 + +p + + +p + + +p + + + i i PD PD 3 b
(9,6.108 CFU/q)
2018 2872 | Caseinate @ - 0 67,03 + 0 0 - st st st - - - PPNA | NA 3 c1
2018 3101 | Starch @ + 31,31 66,17 + 32,14 | 66,81 + +p + + +p + +p + + + + PA PA 3 |cl
2018 3102 | Caseinate @ + 22,59 65,79 + 24,85 | 66,05 + +p + + +p + +p + + + + PA PA 3 |cl
2018 3103 |Corn starch @ + 31,38 66,06 + 36,63 | 66,35 + +p + + +p + +p + + + + PA PA 3 |l
2018 3104 | Wheat starch @ - 23,78 66,4 + 25,39 | 66,34 + +p + + +p + +p + + + + PD PD 3 |c1
2018 3106 |Lactose @ + 22,52 66,3 + 23,18 | 66,19 + +p + + +p + +p + + + + PA PA 3 |c1
2018 3107 | Maltodextrin @ + 20,18 66,25 + 21,29 | 66,53 + +p + + +p + +p + + + + PA PA 3 |
2018 3108 | Whey @ + 21,84 65,39 + 23,25 | 65,94 + +p + + +p + +p + + + + PA PA 3 | ct
2018 3109 | Starch @ + 0 0 - 0 0 - st st st - - - ND ND 3 |ct
2018 3110 | Caseinate @ + 21,6 66 + 22,66 | 66,19 + +p + + +p + +p + + + + PA PA 3 |cl
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bioMérieux

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS including ingredients (excluding whey protein concentrates) (375g) (Extension studies, 2018 and 2019)

Alternative method: GENE-UP Cronobacter
Enrichment after 72 h at 5°C £ 3°C
Confirmation
PCR-BPW 72 h PCR-Lysate 72 h - -
l(Tarlgt(ijg(t:)tacteria - Refet:‘en:e Direct streaking Subculture CSB =|
laboratory) R APTID3%E mation |01 | 72h | 72h | 72h
Cp Tm | Result | Cp Tm | Result | . _ (after final BPW | Lysate | BPW | Lysate
Typical API Fast | Typical AP| Fast | Typical P Fast result
colonies | [D32E | crono | colonies | ID32E | crono |colonies purification crono
onto TSA
plate)
2018 3111 | Corn starch @ + 0 0 - 0 0 - st st st - - - ND ND 3 |ct
2018 3112 | Wheat starch &) - 23,13 | 66,36 + 25,93 | 66,49 + +p + + +p + +p + + + + PD PD 3 | ¢
2018 3113 | Corn starch @ + 24,01 66,08 + 25,59 | 66,25 + +p + + +p + +p + + & & PA PA 3 | cf
2018 3114 | Lactose @ + 22,89 | 66,28 + 24,54 | 66,25 + +p + + +p + +p + + & & PA PA 3 |ct
2018 3123 | Whey @ + 2328 | 66.28 + 23.31 | 65.62 + +p + + +p + +p + + & & PA PA 3 |ct
2018 3124 | Maltodextrin &) + 20.81 67.03 + 19.54 | 66.61 + +p + + +p + +p + + + + PA PA 3 | ¢
- (ESIA 5x-
2018 3125 | Maltodextrin @ + 3368 | 66.83 + 33.29 | 66.45 + st st st o%%l/scxd - - PPND | PPND | 3 | ct
5x)
2018 3126 | Wheat starch @ + 0 0 - 0 0 - st st st - - - ND ND 3 | ¢
2018 3127 | Caseinate &) + 28.67 | 66.23 + 24.32 | 65.63 + +p + + +p + +p + + + + PA PA 3 | ¢
2018 3128 | Corn starch @ + 3254 | 66.44 + 33.68 | 66.14 + +p + + +p + +p + + & & PA PA 3 |ct
2018 3129 | Lactose @ + 2427 | 66.84 + 226 | 66.28 + +p + + +p + +p + + + + PA PA 3 | cf
2018 3130 | Corn starch @ + 25.17 66.74 + 2554 | 66.9 + +p + + +p + +p + + + + PA PA 3 |ct
2018 3131 | Starch @ + 31.76 66.3 + 32 | 66.06 + +p + + +p + +p + + + + PA PA 3 | ¢
2018 3132 | Maltodextrin @ + 0 66.82 + 0% 6%/,%/3 -+ | +p(2) + + +p (1) + +p + + + - PA ND 3 ct
2018 3133 | Whey @ + 21.04 | 65.68 + 22.13 | 65.63 + +p + + +p + +p + + & & PA PA 3 |ct
2018 3134 | Starch @ + 20.65 65.92 + 28.2 | 66.35 + +p + + +p + +p + + + + PA PA 3 |ct
2018 3135 |Lactose @ + 2258 | 65.72 + 24.34 | 66.28 + +p + + +p + +p + + + + PA PA 3 | ¢
2018 3136 | Caseinate @ + 33.8 65.92 + 3459 | 65.92 + +p + + +p + +p + + + + PA PA 3 | ¢
2018 3474 | Maltodextrin @ + 23,06 | 66,12 + 215 | 66,42 + +p + + +p + +p + + + + PA PA 3 | ¢
2018 3475 | Whey @ + 2726 | 65,07 + 26,87 | 65 + +p + + +p + +p + + & & PA PA 3 | cf
2018 3631 | Starch @ - 3543 | 66,23 + 35,59 | 66,37 + +p + + +p + +p + + + + PD PD 3 |ct
2018 3642 | Starch @ - 33,36 | 65,52 + 34,05 | 65,14 + +p + + +p + +p + + + + PD PD 3 |ct
2018 3643 | Starch @ - 35,06 | 66,13 + 34,54 | 6548 + +p + + +p + +p + + + + PD PD 3 | ¢
- (ESIA 5x-
2018 3645 | Caseinate @ - 0 0 - 35,14 | 66,18 + st st st Cgs'é‘/x - - NA | PPNA | 3 | cf
CCl 5x-)
2019 | 5381 |pnePoNrOt | g : 3 | e
2019 5382 f'\gitlk powder 0% @ ) 3 | o
2019 | s3g7 |yt g : 3 | e
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MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS including ingredients (excluding whey protein concentrates) (375g) (Extension studies, 2018 and 2019)

bioMérieux

Alternative method: GENE-UP Cronobacter
Enrichment after 72 h at 5°C £ 3°C
Confirmation
PCR-BPW 72 h PCR-Lysate 72 h _ _

Product Reference Direct streaking Subculture CSB

Yearof | Sample | (actic bacteria 8 method: § Q
ple ! S - Final | Final | Agree- | Agree- S

anaysis | N [pHIEETREN® 2 180 220840 ESIA cal cal Confir- | result | resut | ment | ment | S | &

laboratory) R APTID3%E mation |70 | 72 | 72h | 72h

Cp Tm | Result | Cp Tm | Result (after final BPW | Lysate | BPW | Lysate
Typical | API Fast | Typical API Fast | Typical urification Fast | result
colonies | |D32E | crono | colonies | ID32E | crono | colonies P crono
onto TSA
plate)

2019 | 5388 |pn POt | @ 3 |2
2019 | 5389 g PR @ 3 |
2019 | 5300 |phPoNdereh | g 3 |2

Milk powder
2019 | 5391 |t POt @ 3 |

i 0,
2019 | 5302 |phepoNderithl g 3 |2
2019 | 5393 g PRl g 3 |

Milk powder
2019 | 5304 | e POl @ 3 | e

H 0,
2019 | 5400 [jiPoweer®® | g + 0 0 S o | o : st : : . I ND | ND | 3 |

at

H 0,
2019 | 5402 [ powder 0% | g, + 00000 | 000 | - | 0 | 0 o ey |+ v | +d) |+ + | m + : - | ND | ND | 3 |
2019 | 5403 |prPoweerOh g 288 | 6603 | + |3017 6592 | + | +M | + | + T + + + | PD | PD | 3 |
2019 | 5405 g";!,}f)fa"t‘”de’ @ + 3028 | 6574 | + |3613|6493| + | +p + + +p + + +p ¥ + + | PA | PA| 3 |
2019 | 5406 | hrot b %" @ + 2378 | 6606 | + |2528|6607| + | +p | + | + T + + + | PA | PA| 3 |
2019 | 5407 2"‘1‘!,2?;“’""’ @ + 1913 | 6534 | + | 2342|6539 | + | +p + + +p + + +p ¥ + + | PA | PA| 3 |
2019 | 5408 | o b @ + 2096 | 6556 | + |2382|6559| + | +M | + | + T + + + | PA | PA| 3 |
2019 | 5410 2";!,2?;‘"“’ @ + 2430 | 6605 | + | 249 |e6575| + | M | + + +p + + +p ¥ + + | PA | PA| 3 |
2019 | 5411 | bt Poveer @ + 2242 | 6609 | + |2335|6599| + | M | + | + | + + + | PA | PA| 3 |
2019 | 5412 OM;!,}“)fa"ther @ + 3220 | 6597 | + | 3462|6539 | + st +p + ¥ ¥ + + | PA | PA| 3 |

High density milk
2019 5680 |powder 0,6- @ 3 |c2

0,7% fat

Low density milk
2019 5681 |powder 0,6- @ 3 | c2

0,7% fat
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bioMérieux

PRODUCTION ENVIRONMENTAL SAMPLES (Extension study, 2018)

Alternative method: GENE-UP Cronobacter

" After 72 h at 5°C +- 3°C

T | =z 3 R:]feetmc_e PCR-BPW 72 h PCR-Lysate 72 h _ _ Confrmation : _ =1

8 = | Product g " Direct streaking Subculture CSB _ Final | Final | Agree- | Agree- | 2| &

2 g & (159122964 ESIA cel cel Confir- | result | result | ment | ment | S |5

I e mation |79 | 72h | 72h | 72h

Cp | Tm |Resut| Cp | Tm |Result| Typcal | API | Fast | Typical | API | Fast | Typical | ATVDS2E | pog | final  1gpw |iysate | PW | Lysate
colonies | ID32E | crono | colonies | ID32E | crono | colonies (after purification crono result
onto TSA plate)

2018 348 | Water before cleaning @® + 27,36 | 66,09 + 26,29 | 65,93 + +p + + +M + + +p + + + + PA PA 4 | a
2018 | 349 | Water before cleaning @ - 0 0 - 0 0 - - - - - - - NA NA |4 ]a
2018 | 386 | Water after cleaning @ + 23,01 | 66,61 + 214 | 6598 | + +p + + +p + +p + + + + PA PA |4 ] a
2018 387 | Water after cleaning ® + 22,59 | 66,31 + 21,61 | 65,89 + +p + + +p + +p + + + + PA PA 4 | a
2018 | 388 |Water after cleaning ) + 235 | 6647 | + |2158 (66,14 | + +p + + +p + +p + + + + PA PA 4 | a
2018 | 392 |Water before cleaning ) + 24,69 | 66,3 + 229 | 6593 | + +p + + +M + +p + + + + PA PA 4 | a
2018 | 2465 |Process water (rinse) ® + 228 | 6656 | + |2253)6598| + +p + + +p + +p + + + + PA PA |4 a
2018 | 2466 |Process water (rinse) @ + 227316625 | + |2226|6583| + +p + + +p + +p + + + + PA PA | 4] a
2018 | 2467 | Process water (rinse) ) - 238416627 | + |2317]6593| + +M + + +p + +p + + + + PD PD 4 | a
2018 | 2468 | Process water (rinse) ) + 220216627 | + |21.31]|6567| + +p + + +p + +p + + + + PA PA 4 | a
2018 | 2469 | Process water (rinse) ) + 2215 | 66.2 + | 21.57 | 65.8 + +p + + +p + +p + + + + PA PA 4 | a
2018 | 2470 |Process water (rinse) ® + 2247 | 6614 | + [2166 6634 | + +p + + +p + +p + + + + PA PA |4 a
2018 | 350 |Dusts O) - 0 0 - 0 0 - - - - - - - NA NA |4 ]|b
2018 | 352 |Dust from vacuum O) + 2516 166,23 | + 23096593 | + +M + + +M + + +M + + + + PA PA |4 ]|bDb
2018 | 1792 |Waste O) - 0 0 - 0 0 - - - - - - - NA NA |4 ]b
2018 | 1794 |Dust from vacuum @ + 237 | 6574 | + |2429|6619| + +m + + +m + + +m + + + + + PA PA |4 |b
2018 | 3137 |Dust from vacuum ® + 2307|6593 | + |2513|6553| + +M + + +M + +p + + + + PA PA 4 |b
2018 | 3138 |Dust from vacuum ® + 30,67 | 66,12 | + |[3096|6558 | + +p + + +p + +p + + + + PA PA 4 |b
2018 | 3139 |Dust from vacuum O) + 2498 | 6564 | + |27.88|6566| + +p + + +p + +p + + + + PA PA |4 ]|b
2018 | 3140 |Dust from vacuum O) + 19.98 | 6642 | + 22 | 6656 | + +p + + +p + +p + + + + PA PA |4 ]|b
2018 | 3141 |Dust from vacuum @ + 272216618 | + |2698|66.24 | + +p + + +M + +p + + + + PA PA |4 |b
2018 | 3142 |Dust from vacuum ® + 22.97 | 66.75 + 23.89 | 66.35 + +p + + +p + +p + + + + PA PA 4 | b
2018 | 3143 |Dust from vacuum @ + 2516|6625 | + |26.13|66.18| + +p + + +M + +p + + + + PA PA |4 |b
2018 | 3144 |Dust from vacuum O) + 28.09 | 66.01 + 2963|6613 | + +p + + +M + +p + + + + PA PA |4 ]b
2018 | 3145 |Dust from vacuum O) + 28.02 | 66.2 + 2931|6602 + +p + + +p + +p + + + + PA PA |4 |b
2018 | 3146 |Dustfrom vacuum @® - 26.28 16624 | + |28.31]|6675| + - - +p + + + + PD PD 4 |b
2018 | 339 | Sponge before cleaning @ - 0 0 - 0 0 - - - - - - - NA NA |4 | ¢
2018 | 395 |Wipe before cleaning ) + 30,24 | 66,75 | + | 28,19 | 66,41 + +m + + +m/+ + +M + + + + PA PA 4 |c
2018 | 396 | Wipe before cleaning O) + 243216626 | + |2287 6588 | + +M + + +M + +M + + + + PA PA |4 ]|c
2018 | 399 | Wipe before cleaning @ + 24,37 16649 | + |2361|66,06| + +p + + +M + +p + + i + PA PA |4 |c
2018 | 400 | Wipe before cleaning @ + 2518 166,36 | + |2494|6644 | + +p + + +M + +p + + + + PA PA 4 |c
2018 | 1797 | Wipe before cleaning O) + 278316636 | + 2988|6668 | + +1/2 + + +1/2 + + +1/2 + + + + + PA PA |4 ]|c
2018 | 2159 | Wipe after cleaning ® + 229 | 66,72 + |2208)6616| + +p + + +p + +p + + i + PA PA 4 | c
2018 | 2160 | Wipe after cleaning ® + 222216608 | + |2234]|6556 | + +p + + +p + +p + + i + PA PA 4 |c
2018 | 2161 | Wipe after cleaning ® + 22,86 | 66,26 | + | 2317|6566 | + +p + + +p + +p + + i + PA PA 4 | c
2018 | 2162 | Wipe after cleaning @ + 238316612 | + |2574]6583| + +p + + +M + +p + + + + PA PA 4 |c
2018 | 2163 | Wipe after cleaning @ + 21,23 166,37 | + |2141|6572| + +p + + +p + +p + + + + PA PA |4 |c
2018 | 2164 | Wipe before cleaning ® + 241 16648 | + |2159 (6589 | + +p + + +M + +p + + i + PA PA 4 | c
2018 | 2165 |Wipe before cleaning @ + 29,39 16596 | + |28,18 6565 | + +M + + +1/2 + +p + + i + PA PA |4 |c

* Analyses performed according to the COFRAC accreditation
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Appendix 5 - Sensitivity study: raw data
(extension BACTVIAB™ PMAxx™ (2020)

Page 125: Results taking into account all the confirmatory tests combined

Page 134: Detailed results of the confirmatory tests

Page 142: Confirmatory tests: detailed results. After 72 h storage at 5°C £+ 3°C
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bioMérieux
Results taking account all the confirmatory tests combined

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS - 375 g

BACTVIAB™ PMAxx™ treatment (Extension study, 2020

2 RefT;?;;g:t,hOd' Alternative method: GENE-UP Cronobacter
5 S Protocol (1) or (3) or (4) After 72h at 5°C + 3°C >
S | Sample S m—— T—— : : S &
g N° Product B CSB ISO PCR Confirmation PCR Confirmation | Final | Final g5
5 a Confirmation | 22964 Confirmation | F"@ Agreement BPW 72h Lysate 72h Confirmation | €SUlt| result | Agreement | Agreement | S
> ccl Result Cp Tm Result| final result | U Cp | Tm |Resut| Cp Tm  |Result| finalresult |gan | 120 72hBPW | 72nLysate
BPW | Lysate

2020 | 2567 |Infantformula 3| +p + T 24.59 68.18 + + 5 PA 2512|66.57| + 26.82 68.4 + + 4 i PA PA 3| a
2020 | 2568 |Infant formula 3] +p + + 27.44 68.02 + + + PA 2829|6842 + 28.57 68.35 + + + + PA PA 3| a
2020 | 2569 |Infantformula (3] st / - 34.85 68.66 + + + PD 3453|6862 + 35.78 68.93 + + + + PD PD 3| a
2020 | 2570 |Infantformula 3] +p + + 3212 68.3 + + + PA 31.68|68.58| + 33.2 68.59 + + + + PA PA 3| a
2020 | 2571 |Infantformula @ +p + i 24.51 67.78 + + i PA 26.14168.16| + 26.93 68.11 + + i + PA PA 3| a
2020 | 2572 |Infant cereals 3] +p + + 24.62 68.22 + + + PA 2649|6857 + 27.04 68.26 + + + + PA PA 3| a
2020 | 2573 |Infant cereals B +p + + 24.5 68.02 + + + PA 25.65(67.16| + 25.27 67.83 + + + + PA PA 3| a
2020 | 2574 | Infant cereals @ +p + i 26.3 68.08 + + i PA 0 | 553 + 2712 67.88 + + i + PA PA 3| a
2020 | 2575 |Infant cereals B +p + + 25.6 68.28 + + + PA 26.88|67.31| + 27.34 67.91 + + + + PA PA 3| a
2020 | 2576 |Infant cereals @ +p + i 24.08 67.93 + + i PA 25.66|68.23| + 24 .87 67.64 + + i + PA PA 3| a
2020 | 2577 | Whole milk powder |(3) | +p + + 33.5 68.2 + + + PA 33.0668.23| + 33.84 67.83 + + + + PA PA 3| a
2020 | 2578 | Skim milk powder @ +p + i 31.7 67.6 + + i PA 2867|6781 + 31.45 67.73 + + i + PA PA 3| a
2020| 2579 s;"\flj:r'm milk 3| + + + 30.79 67.98 + + + | PA [3078|6813] + | 3174 68 + + P PA PA [3]a
2020 | 2580 | Skim milk powder @ +p + 31.57 66.86 + + i PA 28.57| 67.9 + 31.72 67.39 + + i + PA PA 3| a
2020 | 2581 | Skim milk powder 3| +p + 35.57 68.13 + + + PA 0/0/0 | 0/0/0 | <-- | 35.42 67.83 + + - + ND PA 3| a
2020 | 2876 | Whole milk powder 3] - / - 0 0 - - - NA 3| a
2020 | 2877 | Skim milk powder B st / - 0 0 - - - NA 3| a
2020 | 2878 | Whole milk powder 3] - / - 0 0 - - - NA 3| a
2020| 2879 | Half-skim milk powder |(®) | st / - 0 0 - - - NA 3| a
2020 | 2880 | Whole milk powder B3] - / - 0 0 - - - NA 3| a
2020 | 2881 | Infant formula B st / - 0 0 - - - NA 3| a
2020 | 2882 | Infant formula (3] st / - 0 0 - - - NA 3] a
2020 | 2883 | Infant formula B st / - 0 0 - - - NA 3| a
2020 | 2884 |Infant formula (3] st / - 0 0 - - - NA 3] a
2020 | 2885 | Infant formula B st / - 0 0 - - - NA 3| a
2020 | 2886 | Infant cereals B3] st / - 0 0 - - - NA 3| a
2020 | 2887 | Infant cereals B st / - 0 0 - - - NA 3| a
2020 | 2888 |Infant cereals B3| - / - 29.36 67.99 + + + PD 2087|673 | + 30.73 67.68 + + + + PD PD 3| a
2020 | 2889 | Infant cereals 3] st / - 0 0 - - - NA 3| a
2020 | 2890 | Infant cereals B3| st / - 0 0 - - - NA 3| a
2020 | 3971 | Infant formula 3] st / - 0 0 - - - NA 3| a

Infant formula with
2020| 2562 | Probiotics 3| +» + + 26.79 68.33 + + + | PA |2818|602| + | 2766 | 6874 + + A PA PA |3|b

(Bifidobacterium

lactis 3,6.106CFU/g)

Infant formula with
2020| 2563 | Probiotics 3| + + + 3246 68.07 + + + PA  [3234(6821| + | 3287 | 6847 + + T - PA PA | 3|0

(Bifidobacterium

lactis 5,2.105CFU/g)

* Analyses performed according to the COFRAC accreditation
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MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS - 375 g

bioMérieux

Year of analysis

Product

Protocol

Reference method:

ISO 22964*

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)
Alternative method: GENE-UP Cronobacter

CSB

CCl

Confirmation

ISO
22964
Result

Protocol (1) or (3) or (4)

After 72h at 5°C + 3°C

PCR

Confirmation

Cp

m

Result

Confirmation
final result

Final
result

Agreement

PCR

Confirmation

BPW 72h

Lysate 72h

Cp

Tm

Result

Cp

Tm

Result

Confirmation
final result

Final
result
72h
BPW

Final
result
72h
Lysate

Agreement
72h BPW

Category
Type

Agreement
72h Lysate

2020

2564

Infant formula with
probiotics
(Bifidobacterium
breve 9,7.106CFU/g)

*p

0/0/0

0/0/0

|-/

ND

29.58

68.92

0/0/0

0/0/0

|-

PA

ND 3|b

2020

2565

Infant formula with
probiotics
(Bifidobacterium
lactis 1,4.104CFUI/g)

©

*p

29.82

68.1

PA

30.83

68.78

30.99

68.25

PA

PA 3| b

2020

2566

Infant formula with
probiotics
(Lactobacillus reuteri
6,6.104CFU/g)

*p

26.02

68.12

PA

27.82

68.6

28.51

68.43

PA

PA 3| b

2020

3108

Infant cereals cocoa
(Bifidobacterium
lactis 3,0.106CFU/g)

*p

25.72

67.95

PA

26.62

68.15

2712

67.82

PA

PA 3| b

2020

3109

Infant cereals avoine
et blé
(Bifidobacterium
lactis 5,6.106CFU/g)

*p

2591

67.96

PA

27.1

68.12

25.7

67.46

PA

PA 3| b

2020

3110

Infant cereals honey
(Bifidobacterium
lactis 1,0.10’CFU/g)

+p

2547

67.99

PA

25.82

68.11

25.26

67.39

PA

PA 3| b

2020

31N

Infant cereals
chestnut biscuit
(Bifidobacterium
lactis 4,0.105CFU/g)

© | © © | o e

+p

25.51

68.1

PA

26.41

68.22

27.18

68.02

PA

PA 3| b

2020

3112

Infant cereals 5
cereals
(Bifidobacterium
lactis 3,5.105CFU/g)

+p

33.86

68.32

PA

33.9

68.43

34.01

67.52

PA

PA 3| b

2020

3113

Infant cereals biscuit
(Bifidobacterium
lactis 4,5.105CFU/g)

*p

27.6

68.34

PA

27.88

68.57

275

68.26

PA

PA 3| b

2020

3114

Infant cereals vanilla
(Bifidobacterium
lactis 4,5.105CFU/g)

*p

34.67

68.17

PA

30.25

68.77

35.61

68.02

PA

PA 3|b

2020

3115

Infant formula with
probiotics
(Lactobacillus reuteri
4,4.105CFU/g)

© | O ©

st

NA

NA

NA 3| b

2020

3116

Infant formula with
probiotics
(Bifidobacterium
infantis
1,2.106CFU/g)

*p

30.08

67.94

PA

29.41

68.49

31.05

68.57

PA

PA 3| b

2020

3117

Infant formula with
probiotics
(Lactobacillus reuteri
2,3.106CFUI/g)

st

0/0/0

0/0/0

NA

0/0/0

0/0/0

0/0/0

0/0/0

NA

NA 3| b
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MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS - 375 g

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)
Alternative method: GENE-UP Cronobacter
Protocol (1) or (3) or (4) After 72h at 5°C + 3°C

Reference method:
ISO 22964 ¢

CSB ISO PCR Confirmation PCR Confirmation | Final | Final

Confirmation | 22964 Final BPW 72h Lysate 72h result | result | Agreement | Agreement

Confirmation Agreement Confirmation
CCl Result Cp Tm Result | final result ICE Cp | Tm |Result| Cp Tm Result| final result B7I§\ll1v L;sze?[e 72h BPW | 72h Lysate

Type

Product

Protocol
Category

Year of analysis
n
Q
3
e
)

Infant formula with

probiotics

2020 | 3834 | (Bifidobacterium B3| +p + + 0 0 - - - ND 0 0 - 0 0 - - - - ND ND 310D

infantis

4,4.105CFU/g)

Infant formula with
probiotics i i i i i i . .

2020 | 3835 (Lactobacillus | +p + + 0 0 ND 0 0 0 0 ND ND 3|b

reuterii 1,2.106CFU/q)

Infant formula with
probiotics i i i i

2020 | 3894 (Bifidobacterium B st / 0 0 NA 3|b

1,2.108CFU/q)

Infant formula with
probiotics i i i i

2020 | 3895 (Bifidobacterium 3| st / 0 0 NA 3|b

infantis 5,2.105CFU/g)

Infant formula with
probiotics i i i i i i i . .

2020 | 3896 (Bifidobacterium 3| st / 0 0 NA 0 0 0 0 NA NA 310D

infantis 4,1.105CFU/qg)

Infant cereals with
probiotics i i i i

2020/ 3897 (Bifidobacterium lactis ®| st / 0 0 NA 3|b

1,2.10¢CFU/g)

Infant cereals with
probiotics i i i i

2020| 3898 | iciopacterium lactis | S| / 0 0 NA 310

9,1.106CFU/g)

Infant cereals with
probiotics i i i i

2020| 3972 | itdomacterium lactis || / 0 0 NA 310

7,3.105CFU/g)

Infant cereals with
probiotics i i

2020|3973 (Bifidobacterium lactis ®| st / 0 0 i i NA 31b

5,8.105CFU/g)

Infant cereals with
probiotics i i i i

2020|3974 (Bifidobacterium lactis ®| st / 0 0 NA S|b

6,2.106CFU/g)

Infant cereals with
probiotics i i i i i i i . .

2020 3975 (Bifidobacterium lactis B st / 0 0 NA 0 0 0 0 NA NA 310D

4,5.106CFU/qg)

Infant cereals with
probiotics i i i i

2020|3976 (Bifidobacterium lactis @] / 0 0 NA 310

5,5.105CFU/g)
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MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS - 375 g

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)

. Refﬁ;%‘;;;iﬁ““" Alternative method: GENE-UP Cronobacter
s e Protocol (1) or (3) or (4) After 72h at 5°C + 3°C zl .
5 Sa’r\lnople Product 2 |CSB ISO PCR Confirmation PCR Confirmation | Final | Final g =
o a Confirmation | 22964 Confirmation | Finel BPW 72h Lysate 72h . |result| result | Agreement | Agreement | 3 a
S onfirmation Agreement Confirmation
> CCl pe Cp Tm Result| final result S Cp | Tm |Result Cp Tm Result| final result UGN IGU 72n BPW \ 72h Lysate
BPW | Lysate
Infant formula with
robiotics
2020 3977 ;)Bifidobacterium actis | @ | ot / ) 0 0 ; ) ) NA 31b
4,6.106CFU/g)
Infant formula with
probiotics
2020 3978 | (Lactobacillus B st / - 0 0 - - - NA 3| b
fermentum
2,4.106CFU/g)
Infant formula with
robiotics
2020 3979 EBifi dobacterium B st / - 0 0 - - - NA 31 b
infantis 9,1.106CFU/g)
Infant formula with
robiotics
2020|3980 ?Lactobacillus reuterii ®| s ! i 0 0 i i i NA 3|b
9,0.105CFU/g)
Infant formula with
robiotics
2020|3981 ?Lactobacillus reuterii ®| s ! i 0 0 i i i NA 3|b
3,4.106CFU/g)
2020 | 2741 | Milk powder @] +p + + 27.14 67.25 + + + PA 333|688 | + 29.68 67.62 + + + + PA PA 3| ¢
2020 | 2742 | Milk powder @] +p + + 27.82 67.27 + + + PA 30.07|68.36| + 28.23 67.13 + + + + PA PA 3| ¢
2020 | 2743 |Whey @ | st / - 326 67.5 + + + PD 32.08|6847| + 3245 67.26 + (ESIN(SD)SI/CSB) - - PPNA PPNA | 3 | ¢
2020| 2744 | Whey @ | +p + + 32.7 67.3 + + + PA 3256|6859 | + 32.7 67.26 + (ESIA/g)EI/CSB) - - PPND PPND | 3 | ¢
2020| 2745 | Whey @] +p + + 32.76 67.58 + + + PA 3222|6823 + 32.77 67.27 + +(CSB) + + PA PA 3| ¢
2020 | 2746 | Non-fat dry milk @] st / - 32.56 67.5 + + + PD 3345|6822 + 32.46 67.3 + + + + PD PD 3| ¢
2020 | 2747 | Non-fat dry milk @] +p + + 30.57 67.33 + + + PA 3122|6843 + 30.08 66.98 + + + + PA PA 3¢
2020 | 2748 | Caseinate @] +p + + 26.55 67.52 + + + PA 30.31/68.84| + 28.85 67.12 + + + + PA PA 3| ¢
2020| 2749 |Maltodextrin @] +p + + 0 0 - - - ND 0| 0 - 0 0 - - - - ND ND 3] c
2020 | 2750 | Non-fat dry milk @ | +p + + 32.96 67.16 + + + PA 347316811 + 32.84 66.92 + (ESIA/g)gI/CSB) - - PPND PPND | 3 | ¢
2020| 2751 |Whey @] +p + + 31.12 66.88 + + + PA 3265|679 | + 31.69 66.83 + + + + PA PA 3¢
2020| 2752 | Whey @] +p + o 27.44 66.91 + + 5 PA 301 [67.71] + 27.53 66.37 + + i H PA PA 3¢
2020| 2753 | Whey @] +p + + 0 0 - - - ND 0 0 - 0 0 - - - - ND ND 3| ¢
2020| 2754 | Whey @] st / 33.65 67.06 + + + PD 33.72|6797| + 34.02 66.65 + + + + PD PD 3¢
2020| 2755 |Whey @] +p + 0 0 - - - ND 0 0 - 0 0 - - - - ND ND 3| ¢
2020 | 2756 | Starch @] st / - 29.43 67.3 + + + PD 32.09(6859| + 28.74 66.73 + + i H PD PD 3¢
2020 | 2757 | Starch @] st / - 30.01 67.59 + PD 3151|6855 + 30.5 67.5 + + PD PD 3¢
2020 | 2758 | Starch @] +p + + 0 0 - - - ND 0 0 - 0 0 - - - - ND ND 3¢
2020 | 2759 | Maltodextrin @] +p + + 26.63 67.38 + + + PA 29.53|68.66| + 26.63 66.7 + + + + PA PA 3¢
2020 | 2760 | Maltodextrin @] +p + + 30.87 67.24 + + + PA 3161|6854 | + 30.93 66.69 + +(CSB) + + PA PA 3| ¢
2020 | 3098 |Corn starch @] +p + i 29.4 68.78 + + + PA 28.2768.78| + 29.97 68.25 + + + + PA PA 3| ¢
2020 | 3099 | Maltodextrin @] +p + + 28.41 68.36 + + + PA 27.79(68.41| + 29 67.76 + + + + PA PA 3| ¢
2020 | 3100 | Natrium caseinate @] +p + + 0 0 - - - ND 0 0 - 0 0 - - - - ND ND 3| ¢
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bioMérieux

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS - 375 g

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)

. e e Alternative method: GENE-UP Cronobacter

s e Protocol (1) or (3) or (4) After 72h at 5°C + 3°C zl .
5 Sa’r\l‘nople Product S |csB ISO PCR Confirmation PCR Confirmation | Final | Final g =

o a Confirmation | 22964 Confirmation | Finel BPW 72h Lysate 72h . |result| result | Agreement | Agreement | 3 a
3 Result onfirmation | | Agreement Confirmation | 500 " “2on | 72h BPW | 72h Lysate

CCl Cp Tm Result | final result Cp | Tm |Result| Cp Tm Result| final result BPW | Lysate

2020 | 3101 |Whey @] +p + + 33.35 68.08 + + + PA 33.23|6842| + 33.61 67.63 + + + PA PA 3¢
2020 | 3102 | Non-fat dry milk @] st / - 34.06 68.31 + + 5 PD 33.58(68.31| + 33.74 67.62 + + 4 i PD PD 3| ¢
2020 | 3103 | Lactose @] +p + + 0 0 - - - ND 0 0 - 0 0 - - - - ND ND 3¢
2020 3104 | Whey @] +p + + 31.58 68.34 + + 5 PA 30.88(68.44| + 31.51 68.07 + + 4 i PA PA 3| ¢
2020 | 3105 |Whey @] st / - 0 0 - - - NA 0 0 - 0 0 - - - - NA NA 3¢
2020 3106 | Whey @] +p + + 33.65 67.98 + + + PA 33.79|6845| + 34.25 67.85 + + & i PA PA 3| c
2020 | 3107 | Maltodextrin @ +p + i 27.5 68.05 + + i PA 27.01168.21| + 27.86 67.73 + + i + PA PA 3| c
2020 | 3836 |Starch @] +p + + 29.44 68.43 + + + PA 30.55|68.28| + 29.59 67.68 + + + + PA PA 3| ¢
2020 | 3837 |Starch @] +p + + 32.44 68.63 + + + PA 326 |685| + 30.57 67.51 + + i i PA PA 3| c
2020 | 3838 | Starch @] st / - 0 0 - - - NA 3| ¢
2020 | 3839 | Starch @] st / - 0 0 - - - NA 3| ¢
2020 | 3840 |Whey @] st / - 0 0 - - - NA 3| ¢
2020 | 3841 | Maltodextrin @] st / - 0 0 - - - NA 3| ¢
2020 | 3842 | Starch @] st / - 0 0 - - - NA 3| ¢
2020 | 3843 |Lactose @] st / - 0 0 - - - NA 3| ¢
2020 | 3844 |Whey @] st / - 0 0 - - - NA 3| ¢
2020 | 3845 |Maltodextrin @] st / - 0 0 - - - NA 0 0 - 0 0 - - - - NA NA 3| c
2020 | 3846 |Whey @] st / - 0 0 - - - NA 0 0 - 0 0 - - - - NA NA 3| ¢
2020 | 3847 | Caseinate @] st / - 0 0 - - - NA 3| c
2020 | 3848 | Maltodextrin @] st / - 0 0 - - - NA 0 0 - 0 0 - - - - NA NA 3| ¢
2020 | 3849 |Whey @] st / - 0 0 - - - NA 3| c
2020 | 3850 |Caseinate @] st / - 0 0 - - - NA 0 0 - 0 0 - - - - NA NA 3| ¢
2020 | 3851 |Whey @] st / - 0 0 - - - NA 0 0 - 0 0 - - - - NA NA 3| c
2020 | 3852 | Maltodextrin @] st / - 0 0 - - - NA 3| ¢
2020 | 3899 |Non-fat dry milk @] st / - 0 0 - - - NA 3 c
2020 | 3900 |Non-fat dry milk @] st / - 0 0 - - - NA 3| ¢
2020 | 3901 |Non-fat dry milk @] st / - 0 0 - - - NA 3 c
2020 | 3902 |Non-fat dry milk @] st / - 0 0 - - - NA 3| ¢
2020 | 3903 |Non-fat dry milk @] st / - 0 0 - - - NA 3 c
2020 | 3904 |Whey @] st / - 0 0 - - - NA 3| ¢
2020 | 3905 |Whey @] st / - 0 0 - - - NA 3| ¢
2020 | 3906 |Whey @] st / - 0 0 - - - NA 3¢
2020| 3907 | Milk powder @] st / - 0 0 - - - NA 3| ¢
2020 | 3908 | Maltodextrin @] st / - 0 0 - - - NA 3| ¢
2020 | 3968 |Non-fat dry milk @] st / - 0 0 - - - NA 3¢
2020 | 3969 |Non-fat dry milk @] st / - 0 0 - - - NA 3¢
2020 | 3970 |Non-fat dry milk @ | st / - 0 0 - - - NA 3 ¢
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bioMérieux

PRODUCTION ENVIRONMENTAL SAMPLES

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)

Reference method: . .

2 SO 22964* Alternative method: GENE-UP Cronobacter

s Samo| e Protocol (1) or (3) or (4) After 72h at 5°C + 3°C zl .

& amope Product 2 |CSB 1SO Confirmation PCR Confirmation | Final | Final SRS

= a Confirmation | 22964 ... | Final BPW 72h Lysate 72h .. |result| result | Agreement | Agreement | O

8 Result Confirmation | .. ; | Agreement Confirmation | 500 " “2on | 72h BPW | 72h Lysate

CCl Cp Tm Result | final result Cp | Tm |Result| Cp Tm Result| final result BPW | Lysate

2020 | 4049 | Process water(dairy | 7y + + 30.05 68.67 + + + | PA [3050|6863] + | 288 67.62 + + P PA PA |44
environment)

2020| 4041 | Process water(dairy | 3y | / - 2853 68.5 + " ¥ PD 2884|6839 + | 2854 67.76 + ¥ T PD PD |4 |a
environment)

2020 | 4042 | Process water(dairy | 7y + + 278 68.59 + + + | PA |2754|6839| + | 2672 | 6759 + + P PA PA |44
environment)

2020 | 4043 | Process water(dairy | 3y " + 27,61 68.6 + " ¥ PA  [2801|6849| + | 27.43 67.85 + ¥ T PA PA | 4] a
environment)

2020| 4255 | Process water(dairy | gy | o / : 0 0 : : : NA 4| a
environment)

2020 | 4256 |Processwater(dairy | qy| / : 0 0 : : - | NA 4| a
environment)

2020| 4957 |Process water(dairy | gy | / : 0 0 : : : NA 4| a
environment)

2020 | 4258 | Frocesswater(dairy | 3y | o / : 0 0 : : - | Na 4| a
environment)

2020| 4259 | Process water (dairy | gy | o / : 0 0 : : : NA 4| a
environment)

2020 | 4282 | Process water (dairy | 3y | / : 0 0 : : : NA 4| a
environment)

2020| 4283 | Process water (dairy | 7| / : 0 0 : : - | NA 4| a
environment)

2020 | 4284 | Process water(dairy | 3y | / : 0 0 : : : NA 4| a
environment)

2020| 4285 | Process water (dairy | oy | / : 0 0 : : - | NA 4| a
environment)

2020 | 4286 | Process water (dairy | 3y | / : 0 0 : : - | Na 4| a
environment)

2020| 4292 | Process water (dairy | | / : 0 0 : : - | NA 4| a
environment)

2020 | 4293 | Process water (dairy | 3y | / : 0 0 : : - | Na 4| a
environment)

2020| 4381 | Process water(dairy | qy | o / : 0 0 : : : NA 4| a
environment)

2020 | 43gp | Process water (dairy | 3y | o / : 0 0 : : - | NA 4| a
environment)

2020 | 4410 | Process water(dairy | 3y | / : 271 68.26 + + + | PD |2758|6852| + | 2757 | 6777 + + P PD PD | 4|a
environment)

2020 | 4411 | Process water (dairy | 3y ) + + 0 0 i : : ND 0| 0| - 0 0 i : |- ND ND | 4]a
environment)

2020| 4g23 | Process water (dairy | | / : 0 0 : : : NA 4| a
environment)

2020 | 4624 | Process water(dairy | Ay, |, + 0 0 : : | N | o] 0] - 0 0 : : S - ND ND | 4|a
environment)

2020| 3832 |Dusts @[ +p ¥ ¥ 32.49 68.67 PA | 327 |68.56 3173 6758 n ¥ PR PA PA |40

2020| 3833 | Dusts @ +p ¥ ¥ 333 67.95 PA  |3352|67.95 33.54 67.64 n + v |+ PA PA |40

* Analyses performed according to the COFRAC accreditation

ADRIA Développement 130/176 February 28, 2022

Summary report (Version 0)
GENE-UP Cronobacter



bioMérieux

PRODUCTION ENVIRONMENTAL SAMPLES

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)

Reference method: . .

2 SO 22964* Alternative method: GENE-UP Cronobacter

2‘ J— o o

= | Sample g Protocol (1) or (3 or@ . After 72h at 5°C + 3°C_ g N

S Ne | Product 8 CSB ISO PCR Confirmation PCR Confirmation | Final | Final 2| =

= a Confirmation | 22964 ... | Final BPW 72h Lysate 72h . |result| result | Agreement | Agreement | 3

S Confirmation Agreement Confirmation

> CCl pe C T Result| final result S C Tm | Result C T Result| final result [ENRCI 720 BPW | 720 Lysate

p m esu p m |Resu p m esu BPW | Lysate

2020 | 4260 Eﬁ\jf)f]‘:na;{t) @ | +di+ ¥ + 0/35,89/0 0/68,03/0 | /- + - ND 0 |67.93| + |0/36,47/0|0/68,07/68,26 | -f+/+ + £ |- PA ND |4]0b

2020 | 4261 | Vacuum cleanerfiter | gy | / : 0 0 : : - | NA 4| b
(dairy environment)

2020 | 4262 | Vacuum cleanerfiter | 7y | / : 0 0 : : - | NA 4| b
(dairy environment)

2020 | 4263 | acuum cleanerfiter | 3y | / : 0 0 : : : NA 4| b
(dairy environment)

2020 4264 | Yacuum cleanerfiter | 7y | o / : 0 0 : : - A 4| b
(dairy environment)

2020 | 4287 | Dusts (dairy @ - / - | 0/35,6134,9300/0 | 0/67,8/68,27/0/0 | ¥ + - NA |3496(68.11| + | 3536 66.7 + - - |- PPNA | PPNA | 4 | b
environment) I

2020| 4288 | Vacuum cleaner filter | 7| + + 3356 68.3 + + + | PA |3416|6811| + | 351 66.91 + v T PA PA | 40D
(dairy environment)

2020 | 4289 | Vacuum cleanerfilter | 3y ) + + 35,26 67.49 + + + | PA |oono|ooo| | 0 67.26 + + R ND PA |40
(dairy environment)

2020| 4290 | Vacuum cleaner filter | 7| + + 35.75 66.88 + + + | PA |3450|6862| + | 3728 | 6532 + v T PA PA | 40D
(dairy environment)

2020 | 4291 | Vacuum cleanerfilter | 3y + + 35.52 67.66 + " ¥ PA  [3392]6811| + | 3507 66.13 + ¥ P PA PA |4 ]0b
(dairy environment)

2020| 4383 |Dusts @ st / - 0 0 - - - NA 4| b

2020| 4p17 | Dusts (dairy @D/ + + + 29.35 68.64 + + + PA  |2603(6806| + | 2648 67.9 . + - PA PA | 4|b
environment)

2020| 4g1g | Dusts (dairy @] st / : 0 0 : : : NA 4| b
environment)

2020| 4619 | Dusts (dairy @ - / i 0 0 : : i NA 4| b
environment)

2020| 4620 |Dusts (dairy @D - / : 0 0 : : : NA 4| b
environment)

2020 | 4621 | Dusts (dairy @] st / i 0 0 : : i NA 4| b
environment)

2020| 4622 |Dusts (dairy @] st / : 0 0 : : : NA 4| b
environment)

2020| 4675 | Dusts (dairy @ +M + + 31.98 68.57 + " + PA | 3126834 + | 31.32 68.22 + " P PA PA |4 ]b
environment)

2020| 4676 | Dusts (dairy D] +M + + 0/0/0 0/0/0 - + - | NDb | o00]|000]| o4 | oo 0000 | - + S ND ND |40
environment)

2020 | 4677 | Dusts (dairy @ | +M ¥ ¥ 30.48 68.16 ¥ ¥ " PA  [3005|6815| + | 30.1 67.86 + " | o+ PA PA |4 |b
environment)

2020| 4678 |Pusts (dairy @ - / : 343 68.6 + + + | PD |3464|6833| + | 3383 | 67.94 + + P PD PD |40
environment)

2020| 4679 | Dusts (dairy @ +M + + 0/0/0 0/0/0 |-/~ + - ND | 0/0/0 | 0/0/0 | - | 0/0/0 0/0/0 |- +(CSB) - |- ND ND |4]|b
environment)

2020| 4ggo | Pusts (dairy @|+2| + + 31.45 68.58 + + + | PA  |3042|6797| + | 3031 67.85 + + P PA PA |40
environment)

2020 | 4681 | Dusts (dairy @ - / : 0 0 : : - | NA 4| b
environment)
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PRODUCTION ENVIRONMENTAL SAMPLES

bioMérieux

Year of analysis

Product

Protocol

Reference method:

ISO 22964*

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)
Alternative method: GENE-UP Cronobacter

CSB

CCl

Confirmation

ISO
22964
Result

Protocol (1) or (3) or (4)

After 72h at 5°C + 3°C

PCR

Confirmation

Cp

Tm

Result

Confirmation
final result

Final
result

Agreement

PCR

Confirmation

BPW 72h

Lysate 72h

Cp

Tm

Result

Cp

Tm

Result

Confirmation
final result

Final
result
72h
BPW

Final
result
72h
Lysate

Agreement
72h BPW

Category
Type

Agreement
72h Lysate

2020

4682

Dusts (dairy
environment)

*p

ND

0

0

0

ND

ND

IS
lon

2020

4683

Dusts (dairy
environment)

+d/-

NA

NA

NA 4 1b

2020

4684

Dusts (dairy
environment)

*p

ND

ND

ND 41 b

2020

4094

Wipe before cleaning
process (dairy
environment)

st

NA

2020

4095

Wipe before cleaning
process (dairy
environment)

st

NA

2020

4096

Wipe before cleaning
process (dairy
environment)

st

NA

2020

4097

Wipe before cleaning
process (dairy
environment)

NA

2020

4098

Wipe after cleaning
process (dairy
environment)

NA

2020

4099

Wipe after cleaning
process (dairy
environment)

st

NA

2020

4100

Wipe after cleaning
process (dairy
environment)

st

NA

2020

4101

Wipe after cleaning
process (dairy
environment)

st

NA

2020

4114

Wipe after cleaning
process (dairy
environment)

+p

30.5

68.51

PA

29.44

68.42

30.38

66.89

PA

PA 4| ¢

2020

4115

Wipe after cleaning
process (dairy
environment)

*p

27.92

68.22

PA

26.74

68.31

27.02

66.42

PA

PA 41 c

2020

4116

Wipe after cleaning
process (dairy
environment)

*p

27.66

68.6

PA

26.84

68.42

23.86

66.13

PA

PA 4| c

2020

417

Wipe after cleaning
process (dairy
environment)

*p

31.54

68.34

PA

31.25

68.76

29.39

66.56

PA

PA 4| c

2020

4118

Wipe after cleaning
process (dairy
environment)

st

NA

2020

4119

Wipe after cleaning
process (dairy
environment)

® 666 6|6 |6 |6 |6 6|6 |6 |6 6|6 6006

*p

27.95

68.3

PA

27.55

68.46

26.22

66.27

PA

PA 41 c
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Reference method:

PRODUCTION ENVIRONMENTAL SAMPLES

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)

bioMérieux

=
| F
Agreement | Agreement | O
72h BPW | 72h Lysate
4 | ¢
4 | ¢
4| c
4| c
4 | c
4 | c
4 | c
4| c
4 | ¢
4| c

2 ISO 22964*
%’ Sarmol 3 Protocol (1) or (3) or (4)
g a,'\l“ope Product £ |csB ISO PCR Confirmation PCR Confirmation
. a Confirmation | 22964 .| Final BPW 72h Lysate 72h -
S Result C<_>nf|rmat|on result Agreement anflrmatlon
> CCl Cp Tm Result | final result Cp | Tm |Result| Cp Tm Result| final result
2020 4375 | SPonge (dairy @| - / : 0 0 : : - | NA
environment)
2020 4376 | SPonge (dairy @] - / : 0 0 : : - | nNa
environment)
2020| 4377 | Vive (daiy @] st / : 0 0 : : - | NA
environment)
2020| 4378 | SPonge (dairy @ - / - 33.08 68.38 + + (after + 3429(68.31| + | 33.08 67.73 ¥ ¥
environment) storage 72h)
2020 4379 | Sweb (dairy @ s / : 0 0 : : - A
environment)
2020 | 430 | Swab (dairy @] s / : 0 0 : : - | na
environment)
Wipe after cleaning
2020 | 4406 | process (dairy @ +p + + 27.08 68.54 + + + PA 28.69(68.94| + 28.29 68.3 + +
environment)
2020| 4407 | Sponge (dairy @ | +p " + 29.13 68.2 + + + PA  |2976|6848| + | 29.63 67.93 ¥ ¥
environment)
Wipe after cleaning
2020 | 4408 | process (dairy @1 +p + + 28.52 68.48 + + + PA 294416869 + 274 68.06 + +
environment)
Wipe after cleaning
2020 | 4409 | process (dairy @] st / - 0 0 - - - NA
environment)
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bioMérieux

Confirmatory tests: detailed results - After incubation time

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS - 375 g

BACTVIAB™ PMAXxx™ treatment (Extension study, 2020

Reference
method: Alternative method: GENE-UP Cronobacter
® 1SO 22964*
= = Protocol (1) or (3) or (4) >
< | Sample Product 8 Confirmation 089 g
S N° 2 Direct streaking Subculture CSB 3|
§ ACSIL PCR ESIA ccl cCl Confirmation e Agreement
Result | Typical Fast | Final | Agree- | Typical Fast | Final | Agree- | Typical | _AP1IDS2E Tging | pgree. | final resuit | ™"
YPIcal | apy iD32E | S d | Agree- | ypical | \pypgpp | 88 d | Agree- 1 IYPICAl - oger purification | o | A9ree
colonies crono | result | ment | colonies crono | result | ment | colonies result | ment
onto TSA plate)
2020 | 2567 |Infantformula (3 ki + +p + + i PA +p + + + PA +p + i PA + i PA 3| a
2020 | 2568 |Infantformula 3 + + +p + + + PA +p + + + PA +p + + PA + + PA 3| a
2020 | 2569 |Infantformula 3 - + +p + + + PD +p + + + PD +p + + PD + + PD 3| a
2020 | 2570 |Infantformula 3 i + +p + + i PA +p + + + PA +p + i PA + i PA 3| a
2020 | 2571 |Infantformula 3 + + +p + + + PA +p + + + PA +p + + PA + + PA 3| a
2020 | 2572 |Infant cereals (3 + + +p + + + PA +p + + + PA +p + + PA + + PA 3| a
2020 | 2573 |Infant cereals 3 + + +p + + + PA +p + + + PA +p + + PA + + PA 3| a
2020 | 2574 |Infant cereals 3 + + +d + + + PA +p + + + PA +p + + PA + + PA 3| a
2020 | 2575 |Infant cereals (3) + + +m + + + PA +M + + + PA +p + + PA + + PA 3| a
2020 | 2576 |Infant cereals 3 + + +p + + + PA +p + + + PA +p + + PA + + PA 3| a
2020 | 2577 |Whole milk powder 3 + + +p + + + PA +p + + + PA +p + + PA + + PA 3| a
2020 | 2578 | Skim milk powder 3 + + +p + + + PA +p + + + PA +p + + PA + + PA 3| a
2020 | 2579 |Half-skim milk powder 3 + + +p + + + PA +1/2 + + + PA +p + + PA + + PA 3| a
2020 | 2580 | Skim milk powder (3 + + +p + + + PA +p + + + PA +p + + PA + + PA 3| a
2020 | 2581 | Skim milk powder 3 i + +d + + i PA +m/+ + + + PA +p + i PA + i PA 3| a
2020 | 2876 |Whole milk powder ©) - - - - NA - - NA st - NA - - NA 3| a
2020 | 2877 | Skim milk powder (3 - - st - NA st - NA st - NA - - NA 3| a
2020 | 2878 | Whole milk powder (3 - - - - NA - - NA st - NA - - NA 3| a
2020 | 2879 | Half-skim milk powder ©) - - st - NA st - NA st - NA - - NA 3| a
2020 | 2880 | Whole milk powder (3 - - - - NA - - NA st - NA - - NA 3] a
2020 | 2881 |lInfantformula 3 - - - - NA st - NA st - NA - - NA 3| a
2020 | 2882 |Infantformula (3 - - st - NA - - NA st - NA - - NA 3| a
2020 | 2883 | Infantformula (3 - - - - NA st - NA st - NA - - NA 3] a
2020 | 2884 |Infantformula ©) - - st - NA st - NA st - NA - - NA 3| a
2020 | 2885 | Infant formula (3 - - st - NA st - NA st - NA - - NA 3| a
2020 | 2886 |Infantcereals 3 - - st - NA st - NA st - NA - - NA 3| a
2020 | 2887 |Infantcereals ©) - - st - NA - - NA st - NA - - NA 3| a
2020 | 2888 |Infant cereals 3 - + +M + + i PD +m + + + PD +M + i PD + i PD 3| a
2020 | 2889 | Infantcereals (3 - - - - NA - - NA - - NA - - NA 3| a
2020 | 2890 | Infant cereals 3 - - - - NA st - NA st - NA - - NA 3|a
2020 | 3971 |Infantformula 3 - - - - NA - - NA st - NA - - NA 3| a
Infant formula with
2020 | 2562 ?Br;?t;gtt;giterium lactis ® ¥ ¥ P ¥ ¥ * PA P ¥ * * PA P * * PA ¥ ¥ PA 3|b
3,6.106CFUI/g)
Infant formula with
2020 | 2563 ?Br%?c;gtt;giterium lactis ® * * P * * * PA P * ¥ * PA P ¥ * PA * * PA 3|b
5,2.105CFUI/g)

* Analyses performed according to the COFRAC accreditation
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bioMérieux

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS - 375 g

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)

Reference
method: Alternative method: GENE-UP Cronobacter

IS0 22964*
Protocol (1) or 3) or (3)

Confirmation
Direct streaking Subculture CSB
Result PCR ESIA CCl CCl Final

Confirmation
Result . : . . : API ID32E : . result
Typical Fast | Final | Agree- | Typical Fast | Final | Agree- | Typical (after purification Final | Agree- final result

API ID32E API ID32E result | ment
onto TSA plate)

Product

Category
Type

Protocol

Year of analysis
wn
QO
3
o]
o)

Agreement

colonies crono | result ment colonies crono | result | ment | colonies

Infant formula with
probiotics
(Bifidobacterium breve
9,7.108CFUI/g)

Infant formula with
probiotics
(Bifidobacterium lactis
1,4.104/CFU/qg)

Infant formula with

2020 | 2566 | probiotics (Lactobacillus
reuteri 6,6.10°CFU/qg)
Infant cereals cocoa

2020 | 3108 | (Bifidobacterium lactis
3,0.106CFUI/g)

Infant cereals avoine et blé
2020 | 3109 | (Bifidobacterium lactis
5,6.106CFU/g)

Infant cereals honey

2020 | 3110 |(Bifidobacterium lactis
1,0.107CFU/g)

Infant cereals chestnut
2020 | 3111 | biscuit (Bifidobacterium
lactis 4,0.105CFU/g)

Infant cereals 5 cereals
2020 | 3112 | (Bifidobacterium lactis
3,5.105CFU/g)

Infant cereals biscuit

2020 | 3113 |(Bifidobacterium lactis
4,5.105CFU/g)

Infant cereals vanilla

2020 | 3114 | (Bifidobacterium lactis
4,5.105CFU/g)

Infant formula with

2020 | 3115 | probiotics (Lactobacillus
reuteri 4,4.105CFU/g)
Infant formula with
probiotics
(Bifidobacterium infantis
1,2.105CFU/g)

Infant formula with

2020 | 3117 | probiotics (Lactobacillus 3 - - st - NA +(6) + + - NA +p + - NA + - NA 3|b
reuteri 2,3.106CFU/g)
Infant formula with
probiotics ©)
(Bifidobacterium infantis
4,4.105CFU/g)
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bioMérieux

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS - 375 g

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)

Reference
method: Alternative method: GENE-UP Cronobacter

IS0 22964*
Protocol (1) or 3) or (3)

Confirmation
Direct streaking Subculture CSB
Result PCR ESIA CCl CCl Final

Confirmation
Result . : . . : API ID32E : . result
Typical Fast | Final | Agree- | Typical Fast | Final | Agree- | Typical (after purification Final | Agree- final result

API ID32E API ID32E result | ment
onto TSA plate)

Product

Category
Type

Protocol

Year of analysis
wn
QO
3
o]
o)

Agreement

colonies crono | result ment colonies crono | result | ment | colonies

Infant formula with

2020 | 3835 | probiotics (Lactobacillus
reuterii 1,2.106CFU/g)
Infant formula with probiotics
2020 | 3894 | (Bifidobacterium
1,2.108CFU/qg)

Infant formula with probiotics
2020 | 3895 | (Bifidobacterium infantis
5,2.105CFU/g)

Infant formula with probiotics
2020 | 3896 | (Bifidobacterium infantis
4,1.105CFU/g)

Infant cereals with probiotics
2020 | 3897 | (Bifidobacterium lactis
1,2.104CFU/qg)

Infant cereals with probiotics
2020 | 3898 | (Bifidobacterium lactis
9,1.108CFU/g)

Infant cereals with probiotics
2020 | 3972 | (Bifidobacterium lactis
7,3.105CFU/g)

Infant cereals with probiotics
2020 | 3973 | (Bifidobacterium lactis
5,8.105CFU/g)

Infant cereals with probiotics
2020 | 3974 | (Bifidobacterium lactis
6,2.106CFU/g)

Infant cereals with probiotics
2020 | 3975 | (Bifidobacterium lactis
4,5.108CFU/g)

Infant cereals with probiotics
2020 | 3976 | (Bifidobacterium lactis
5,5.105CFU/g)

Infant formula with probiotics
2020 | 3977 | (Bifidobacterium lactis
4,6.108CFU/g)

Infant formula with probiotics
2020 | 3978 |(Lactobacillus fermentum
2,4.106CFU/g)

Infant formula with probiotics
2020 | 3979 | (Bifidobacterium infantis
9,1.106CFU/g)

Infant formula with probiotics
2020 | 3980 |(Lactobacillus reuterii
9,0.105CFU/g)

+ - st - ND st - ND st - ND - - ND 3|b

= - st - NA st - NA st - NA - - NA 3|b

- - st - NA st - NA st - NA - - NA 3|b

- - st - NA - - NA st - NA - - NA 3|b

= - st - NA st - NA st - NA - - NA 3|b

- - st - NA st - NA st - NA - - NA 3|b

- - - - NA - - NA st - NA - - NA 3|b

NA - - NA st - NA - - NA 3|b

- - - - NA - - NA st - NA - - NA 3|b

- - - - NA - - NA st - NA - - NA 3|b

- - - - NA - - NA st - NA - - NA 3|b

- - - - NA - - NA st - NA - - NA 3|b

- - - - NA - - NA st - NA - - NA 3|b

- - - - NA - - NA st - NA - - NA 3|b

® | ® | ® | ® ||| ||l ||| |||
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MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS - 375 g

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)

bioMérieux

Reference
method: Alternative method: GENE-UP Cronobacter

2 ISO 22964*

= = Protocol (1) or 3) or (3) >

& | Sample | o et 8 Confirmation S &

S N® 2 Direct streaking Subculture CSB s|F

§ Result PCR ESIA ccl ccl Confirmation | 2! Agreement

Result Typical Fast | Final | Agree- | Typical Fast | Final | Agree- | Typical AP ID32E Final | Agree- final result it
; API ID32E ; API ID32E ; (after purification
colonies crono | result | ment | colonies crono | result | ment | colonies result | ment
onto TSA plate)
Infant formula with probiotics
2020 | 3981 |(Lactobacillus reuterii ©) - - - - NA - - NA st - NA - - NA 3|b
3,4.106CFU/g)
2020 | 2741 | Milk powder (@) + + +p + + + PA +p + + + PA +p + + PA + + PA 3| ¢
2020 | 2742 | Milk powder O + + +p + + + PA +p + + + PA +p + + PA + + PA 3| c
2020 | 2743 |Whey (4) - + +(3) + + + PD +(2) + + + PD +p + + PD + = PD 3¢
2020 | 2744 |Whey O + + st - ND st - ND +p + + PA + + PA 3| c
2020 | 2745 |Whey O + + +p + + + PA +p + + + PA +p + + PA + + PA 3| c
2020 | 2746 | Non-fat dry milk (@) - + +p + + + PD +p + + + PD +p + + PD + i PD 3l c
2020 | 2747 | Non-fat dry milk (@) + + +p + + + PA +p + + + PA +p + + PA + + PA 3| ¢
2020 | 2748 |Caseinate O i + +p + + i PA +p + + + PA +p + i PA + i PA 3| ¢
2020 | 2749 | Maltodextrin O + - st - ND st - ND st - ND - - ND 3| ¢
2020 | 2750 | Non-fat dry milk O + + st - ND +(1) + + + PA +p + + PA + + PA 3| c
2020 | 2751 |Whey (3 + + +p + + + PA +p + + + PA +p + + PA + + PA 3| c
2020 | 2752 |Whey O + + +p + + + PA +p + + + PA +p + + PA + + PA 3| c
2020 | 2753 |Whey O + - st - ND st - ND st - ND - - ND 3| c
2020 | 2754 |Whey (@) + +p + + + PD +M + + + PD +p + + PD + i PD 3¢
2020 | 2755 |Whey (@ - st - ND st - ND st - ND - - ND 3| c
2020 | 2756 | Starch (3 - + +p + + + PD +p + + + PD +p + + PD + + PD 3| c
2020 | 2757 | Starch (@) - + +p + + + PD +p + + + PD +p + + PD + + PD 3| c
2020 | 2758 | Starch O i - st - ND st - ND st - ND - - ND 3| ¢
2020 | 2759 | Maltodextrin (3 + + +p + + + PA +p + + + PA +p + + PA + + PA 3| ¢
2020 | 2760 | Maltodextrin O + + +d + + + PA +p + + + PA +p + + PA + + PA 3| c
2020 | 3098 |Corn starch O i + +p + + i PA +p + + + PA +p + i PA + i PA 3| ¢
2020 | 3099 | Maltodextrin (@) i + +p + + i PA +p + + + PA +p + i PA + i PA 3| ¢
2020 | 3100 | Natrium caseinate (@) + - st - ND st - ND st - ND - - ND 3| ¢
2020 | 3101 |Whey (3 + + +p + + + PA +p + + + PA +p + + PA + + PA 3|c
2020 | 3102 | Non-fat dry milk (@) - + +p + + + PD +p + + + PD +p + + PD + i PD 3¢
2020 | 3103 |Lactose (3 i - st - ND st - ND st - ND - - ND 3| c
2020 | 3104 |Whey () + + +p + + + PA +p + + + PA +p + + PA + + PA 3|c
2020 | 3105 |Whey ) - - st - NA st - NA st - NA - - NA 3| c
2020 | 3106 |Whey (3 + + +p + + + PA +p + + + PA +p + + PA + + PA 3|l c
2020 | 3107 | Maltodextrin (@) + + +p + + + PA +p + + + PA +p + i PA + i PA 3| ¢c
2020 | 3836 | Starch O + + +p + + + PA +p + + + PA +p + + PA + + PA 3| c
2020 | 3837 |Starch (3 + + +p + + + PA +p + + + PA +p + i PA + i PA 3| c
2020 | 3838 | Starch ) - - st - NA st - NA st - NA - - NA 3| ¢
2020 | 3839 |Starch (3 - - - - NA - - NA - - NA - - NA 3|l c
2020 | 3840 |Whey () - - st - NA - - NA st - NA - - NA 3¢
2020 | 3841 | Maltodextrin ) - - st - NA st - NA st - NA - - NA 3| ¢
2020 | 3842 |Starch (3 - - st - NA st - NA st - NA - - NA 3| c
2020 | 3843 |Lactose (@) - - st - NA st - NA st - NA - - NA 3| ¢c
2020 | 3844 |Whey O - - st - NA - - NA st - NA - - NA 3| c
2020 | 3845 | Maltodextrin () - - st - NA st - NA st - NA - - NA 3| ¢c
2020 | 3846 |Whey (® - - st - NA st - NA st - NA - - NA 3| c
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MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS - 375 g

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)

bioMérieux

Reference
method: Alternative method: GENE-UP Cronobacter

@ ISO 22964*

= = Protocol (1) or 3) or (3) >

& | Sample | o et 8 Confirmation S &

S N° S Direct streaking Subculture CSB s|F

§ Resul I%CS:R” ESIA cel ccl Confirmation rFeIQallt Agreement

. Typiqal AP! ID32E Fast | Final | Agree- Typigal API ID32E Fast | Final | Agree- Typigal (aftélrpéllﬁgfaEtion Final | Agree- final result d
colonies crono | result | ment | colonies crono | result | ment | colonies result | ment
onto TSA plate)
2020 | 3847 | Caseinate (@ - - st - NA st - NA st - NA - - NA 3| ¢
2020 | 3848 | Maltodextrin (®) - - st - NA st - NA st - NA - - NA 3| ¢
2020 | 3849 |Whey (@) - - st - NA st - NA st - NA - - NA 3¢
2020 | 3850 |Caseinate (4) - - st - NA st - NA st - NA - - NA 3|¢c
2020 | 3851 |Whey (4) £ - st : NA st : NA st : NA - g NA 3¢
2020 | 3852 | Maltodextrin (@) - - st - NA st - NA st - NA - - NA 3| ¢
2020 | 3899 |Non-fat dry milk (4) - - st - NA - - NA st - NA - - NA 3| ¢
2020 | 3900 | Non-fat dry milk (@) - - st - NA st - NA st - NA - - NA 3|c
2020 | 3901 | Non-fat dry milk (@) - - st - NA - - NA st - NA - - NA 3| ¢
2020 | 3902 | Non-fat dry milk O - - st - NA - - NA st - NA - - NA 3| c
2020 | 3903 | Non-fat dry milk (@) - - st - NA - - NA st - NA - - NA 3|c
2020 | 3904 |Whey O - - st - NA - - NA st - NA - - NA 3| c
2020 | 3905 |Whey (4) £ - st : NA - : NA st : NA - g NA 3¢
2020 | 3906 |Whey O - - st - NA - - NA st - NA - - NA 3| c
2020 | 3907 | Milk powder O - - st - NA - - NA st - NA - - NA 3| c
2020 | 3908 | Maltodextrin O - - st - NA st - NA st - NA - - NA 3| c
2020 | 3968 | Non-fat dry milk (@) - - st - NA st - NA st - NA - - NA 3| ¢
2020 | 3969 | Non-fat dry milk O - - st - NA - - NA st - NA - - NA 3| ¢
2020 | 3970 |Non-fat dry milk (@) - - st - NA - - NA st - NA - - NA 3| ¢
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bioMérieux

PRODUCTION ENVIRONMENTAL SAMPLES

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)

Reference
method: Alternative method: GENE-UP Cronobacter

0 IS0 22964*

= = Protopol@or@or@ >

S | Sample Product 3 Confirmation > &

S N® 2 Direct streaking Subculture CSB s|F

= .

g Result PCR ESIA ccl ccl Confirmation | @ Agreement

Result Typical Fast | Final | Agree- | Typical Fast | Final | Agree- | Typical AP ID32E Final | Agree- final result EL
; API ID32E ; API ID32E ; (after purification
colonies crono | result | ment | colonies crono | result | ment | colonies result | ment
onto TSA plate)

2020 | dodp | Process water (dairy ® + + 4 + £+ | PA | + £l | PA | + + | PA + + PA |4]a
environment)

2020 | 4p41 | Process water (dairy @ : + 4 + + | + | PD +p + s |+ | PD | 4 + + | PD + + PD | 4|a
environment)

2020 | 404 |Process water (dairy © + + +p + T PA +p + + | + | PA +p + + PA + * PA |4 |a
environment)

2020 | 4043 |Process water (dairy @ + + +p + + | + | Pa +p + s |+ | PA | 4 + + | PA + + PA | 4]a
environment)

2020 | 4255 | Process water (dairy @ : : st - | NA st - | NA | st - | NA : : NA |4 |a
environment)

2020 | 4256 | Frocess water (dairy @ : : st - | NA : - | Na : - | Na : : NA |4 ]a
environment)

2020 | 457 | Process water (dairy ©) - - - - NA st - NA - - NA - - NA | 4]a
environment)

2020 | 4258 | Process water (dairy @ : : st - | NA st - | NA | s - | NA : : NA |4 ]a
environment)

2020 | 4259 | Process water (dairy @ : : st - | NA st - | NA | st - | NA i : NA | 4|a
environment)

2020 | 4282 |Process water (dairy @ : : st - | NA st - | NA | st - | NA : : NA |4 |a
environment)

2020 | 4283 | Process water (dairy ©) - - st - NA st - NA st - NA - - NA | 4]a
environment)

2020 | 4284 |Process water (dairy @ : : st - | NA st - | NA | st - | NA : : NA |4 |a
environment)

2020 | 4285 | Process water (dairy ©) - - st - NA st - NA - - NA - - NA | 4]a
environment)

2020 | 4286 |Frocess water (dairy @ : : st - | NA st - | NA | st - | NA : : NA |4 |a
environment)

2020 | 4292 | Process water (dairy @ ; - st - NA st - NA st - NA - - NA |4 |a
environment)

2020 | 4203 | Process water (dairy @ : : st - | NA st T - | NA i : NA |4 ]a
environment)

2020 | 4381 | Process water (dairy ©) - - st - NA - - NA st - NA - - NA | 4]a
environment)

2020 | 4382 | Process water (dairy @ : : st - | NA st - | NA | st - | NA : : NA |4 |a
environment)

2020 | 4419 | Process water (dairy ©) - + +p + " + PD +p " + ¥ PD +p + + PD ¥ + PD |4 |a
environment)

2020 | 4411 |Process water (dairy @ + : st - | N st - | N | s - | ND i : ND | 4]a
environment)

2020 | 4623 | Process water (dairy ©) - - st - NA st - NA st - NA - - NA |4 |a
environment)

* Analyses performed according to the COFRAC accreditation
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bioMérieux

PRODUCTION ENVIRONMENTAL SAMPLES

BACTVIAB™ PMAxx™ treatment (Extension study, 2020)

Reference
method: Alternative method: GENE-UP Cronobacter
@ ISO 22964*
= = Protocol (1) or 3) or (3) >
S | Sample |5 4 8 Confirmation S &
S N® 2 Direct streaking Subculture CSB s|F
P ,
ks Result PCR ESIA ccl Ccl Confirmation | "2 | Agreement
Result Typical Fast | Final | Agree- | Typical Fast | Final | Agree- | Typical AP ID32E Final | Agree- final result it
YPical | apy 1D32E ! 9 Ypical | apy 1p32E ! g YPICBY | after purification | ! g
colonies crono | result | ment | colonies crono | result | ment | colonies result | ment
onto TSA plate)
2020 | 4p24 | Process water (dairy @ -+ : st - | ND : - | N |- - | ND : : ND |4 |a
environment)
2020 | 3832 |Dusts ©) + + +p + + + PA +p + + + PA +p + + PA + + PA 41 b
2020 | 3833 |Dusts ©) + + +p + + + PA +p + + + PA +p + + PA + + PA 41b
2020 | 4260 |Dusts (dairy environment) ©) + [+ +d/+ + + - ND - - ND +m + - ND + - ND 41D
2020 | 4261 | Vacoum cleanerfilter (dairy | 7y | : st -] NA | - | NA | s - | NA : : NA |40
environment)
2020 | 426p | Vacoum cleanerfilter (dairy |, - . st - NA st - | NA | st - NA - . NA  [4]b
environment)
2020 | 4263 | acoum cleanerfilter (dairy | 7y | : st - | A : - | NA | s - | NA : : NA |40
environment)
2020 | 4264 | Vacoum cleanerfiter (dairy |, - . st - NA st - | NA | st - NA - . NA  [4]b
environment)
2020 | 4287 |Dusts (dairy environment) | (1) - [+ - - NA - - NA +1/2 + - NA + - NA 41b
2020 | 4288 | Vaceum cleaner filter ©) + + +p + T PA +M + + |+ | PA +p + + PA + + PA | 4]|b
(dairy environment)
2020 | 4289 |Yaceum cleaner filter © " + + + |+ | Pa | M + + |+ | PA | 4 + + | PA + + PA | 4D
(dairy environment)
2020 | 4290 | Vaceum cleaner filter ©) + + +p + oo+ PA +M + + | + | PA +p + + PA + ¥ PA | 4]|b
(dairy environment)
2020 | 4291 |Vaceum cleaner filter ® " + + + |+ | Pa | M + + |+ | PA | 4 + + | PA + + PA | 4D
(dairy environment)
2020 | 4383 |Dusts ©) - - st - NA - - NA st - NA - - NA 41b
2020 | 4617 | Dusts (dairy environment) ©) + + +M + + + PA +M + + + PA +M + + PA + + PA 4 1b
2020 | 4618 | Dusts (dairy environment) © - - st - NA - - NA - - NA - - NA 41D
2020 | 4619 | Dusts (dairy environment) © - - st - NA - - NA - - NA - - NA 41b
2020 | 4620 | Dusts (dairy environment) ©) - - - - NA - - NA - - NA - - NA 41D
2020 | 4621 | Dusts (dairy environment) © - - - - NA - - NA - - NA - - NA 41D
2020 | 4622 | Dusts (dairy environment) ©) - - st - NA - - NA st - NA - - NA 4 1b
2020 | 4675 |Dusts (dairy environment) | (1) i + +m + + i PA +m + + + PA +M + i PA + i PA 41D
2020 | 4676 |Dusts (dairy environment) | (1) ki -l +m + + - ND +m/+ + + - ND +M + - ND + - ND 41D
2020 | 4677 |Dusts (dairy environment) | (1) i + +m + + i PA +m/+ + + + PA +M + i PA + i PA 41D
2020 | 4678 |Dusts (dairy environment) | (1) - + +m + + + PD +m/+ + + + PD +p + + PD + + PD 41D
2020 | 4679 |Dusts (dairy environment) | (1) ki -l +m + + - ND +m/+ + + - ND +p + - ND + ND 41D
2020 | 4680 |Dusts (dairy environment) | (1) i + +m + + i PA +m/+ + + + PA +M + i PA + PA 41b
2020 | 4681 |Dusts (dairy environment) | (1) - - - - NA - - NA - - NA - - NA 41b
2020 | 4682 |Dusts (dairy environment) | (1) i - - - ND - - ND - - ND - - ND 41b
2020 | 4683 | Dusts (dairy environment) | (1 - - - - NA - - NA - - NA - - NA 41b
2020 | 4684 |Dusts (dairy environment) | (1) ki - st - ND - - ND - - ND - - ND 41b
2020 | 4004 | \WiPe before cleaning @ - : st S T SN | s - | NA : T
process (dairy environment)
2020 | 4095 | ‘ViPe before cleaning @ - : st S T SN | s - | Na : T P
process (dairy environment)
2020 | 4096 | ‘ViPe before cleaning @ - : st -] NA | - | NA | st - | NA : : NA |4
process (dairy environment)
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BACTVIAB™ PMAxx™ treatment (Extension study, 2020)

PRODUCTION ENVIRONMENTAL SAMPLES

bioMérieux

Reference
method: Alternative method: GENE-UP Cronobacter

® ISO 22964*

= = Protocol (1) or 3) or (3) >

& | Sample | o et 8 Confirmation S &

S N® 2 Direct streaking Subculture CSB s|F

o :

g Result RPeCs:ILTIt ESIA ccl AP |D3(2:I(E:I Confirmation rFelgjllt Agreement

Typic_al AP! ID32E Fast | Final | Agree- Typic_al API ID32E Fast | Final | Agree- Typigal (after purification Final | Agree- final result
colonies crono | result | ment | colonies crono | result | ment | colonies onto TSA plate) result | ment

2020 | 4097 | Vipe before cleaning ® : : : - | NA : S TR - | Na : : NA [4]c
process (dairy environment)

2020 | 409 | !Vipe after cleaning process |y | : : - | NA : - | NA |- - | NA : : NA |4
(dairy environment)

2020 | 4099 | Vipe after cleaning process | - : . st - NA st - | NA | st - NA - . NA  [4]c
(dairy environment)

2020 | 4100 | Wipe after cleaning process |y | : st -] NA | - | NA | s - | NA : : NA |4
(dairy environment)

2020 | 4101 | Vipe after cleaning process | - : : st - | NA | st - | NA | st - | nNa : : NA | 4]c
(dairy environment)
Wipe after cleaning

2020 | 4114 | process (dairy © + + +p + + + PA +p + + + PA +p + + PA + + PA 4 ¢
environment)
Wipe after cleaning

2020 | 4115 | process (dairy D + + +p + + + PA +p + + + PA +p + + PA + + PA 4 ¢
environment)
Wipe after cleaning

2020 | 4116 |process (dairy © i + +p + + & PA +p + + + PA +p + & PA + i PA 4 1 c
environment)
Wipe after cleaning

2020 | 4117 | process (dairy © + + +p + + + PA +p + + + PA +p + + PA + + PA 4 ¢
environment)
Wipe after cleaning

2020 | 4118 |process (dairy © - - st - NA st - NA st - NA - - NA 4 |c
environment)
Wipe after cleaning

2020 | 4119 | process (dairy D + + +p + + + PA +p + + + PA +p + + PA + + PA 4 ¢
environment)

2020 | 4375 | Sponge (dairy environment) | (1) - - - - NA - - NA - - NA - - NA 4| ¢c

2020 | 4376 | Sponge (dairy environment) | (1) - - st - NA - - NA - - NA - - NA 4] c

2020 | 4377 | Wipe (dairy environment) (@) - - st - NA st - NA st - NA - - NA 4| ¢c

2020 | 4378 | Sponge (dairy environment) | (D - + - : NA . ) NA _ ] NA +(aft$r2rs]t)0rage + PD 4 |c

2020 | 4379 | Swab (dairy environment) (@) - - st - NA st - NA st - NA - - NA 4| c

2020 | 4380 | Swab (dairy environment) (@) - - st - NA st - NA st - NA - - NA 4| c
Wipe after cleaning

2020 | 4406 |process (dairy © + + +p + + + PA +p + + + PA +p + + PA + + PA 4| ¢
environment)

2020 | 4407 | Sponge rm'tr)y ® + + 4 + |+ | pA + + £ | o+ | PA | 4 + + | PA + + PA | 4]c
Wipe after cleaning

2020 | 4408 | process (dairy © W + +p + + i PA +p + + + PA +p + + PA + + PA 4 ¢
environment)
Wipe after cleaning

2020 | 4409 | process (dairy © - - st - NA st - NA st - NA - - NA 4| c
environment)
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bioMérieux
Confirmatory tests: detailed results. After 72 h storage at 5°C = 3°C

MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS - 375 g

(Extension study, 2020) with BACTVIAB™ PMAxx™ treatment

.9 Refﬁ;‘g“;‘;g“;iﬂh“' Alternative method: GENE-UP Cronobacter
= After 72h at 5°C * 3°C >
S | Sample PCR Confirmation , Final S| &
k) N° Product Protocol R BPW 72h Lysate 72h Direct streaking e result 5| =
5 esult ESIA cal Confirmation result 79h Agreement | Agreement | O
D
> Cp Tm | Result Cp Tm Result | Typical Typical final result el Lysat 72hBPW | 72h Lysate
| Fast crono -~ | Fastcrono BPW
colonies colonies g
2020 | 2567 |Infant formula © + 25.12 | 66.57 + 26.82 68.4 + +p + +p + + i i PA PA 3| a
2020 | 2568 |Infant formula ©) + 28.29 | 68.42 + 28.57 68.35 + +p + +p + + i i PA PA 3| a
2020 | 2569 |Infant formula © - 34.53 | 68.62 + 35.78 68.93 + +p + +p + + + + PD PD 3| a
2020 | 2570 |Infantformula © + 31.68 | 68.58 + 33.2 68.59 + +p + +p + + + + PA PA 3| a
2020 | 2571 |Infant formula 3 + 26.14 | 68.16 + 26.93 68.11 + +p + +p + + + + PA PA 3| a
2020 | 2572 |Infant cereals [©) + 26.49 | 68.57 + 27.04 68.26 + +p + +p + + i i PA PA 3| a
2020 | 2573 |Infant cereals ©) + 25.65 | 67.16 + 25.27 67.83 + +p + +p + + i i PA PA 3| a
2020 | 2574 |Infant cereals [©) + 0 55.3 + 2712 67.88 + +p + +p + + i i PA PA 3| a
2020 | 2575 |Infant cereals © + 26.88 | 67.31 + 27.34 67.91 + +p + +p + + i i PA PA 3| a
2020 | 2576 |Infant cereals ©) + 25.66 | 68.23 + 24.87 67.64 + +p + +p + + i i PA PA 3| a
2020 | 2577 | Whole milk powder © + 33.06 | 68.23 + 33.84 67.83 + +p + +p + + + + PA PA 3| a
2020 | 2578 | Skim milk powder © + 28.67 | 67.81 + 31.45 67.73 + +p + +p + + + + PA PA 3| a
2020 | 2579 | Half-skim milk powder 3 + 30.78 | 68.13 + 31.74 68 + +p + +p + + + + PA PA 3| a
2020 | 2580 | Skim milk powder © + 2857 | 67.9 + 31.72 67.39 + +p + +p + + + + PA PA 3| a
2020 | 2581 | Skim milk powder ©) + 0/0/0 | 0/0/0 | -/-I- 35.42 67.83 + +p + +m + + - + ND PA 3| a
2020 | 2888 |Infant cereals [©) - 29.87 | 67.3 + 30.73 67.68 + +m + +p + + i i PD PD 3| a
Infant formula with probiotics
2020 | 2562 | (Bifidobacterium lactis ©) + 28.18 | 69.2 + 27.66 68.74 + +p + +p + + + + PA PA 3|0b
3,6.106CFU/g)
Infant formula with probiotics
2020 | 2563 | (Bifidobacterium lactis ©) + 32.34 | 68.21 + 32.87 68.47 + +p + +p + + + + PA PA 3| b
5,2.105CFU/g)
Infant formula with probiotics
2020 | 2564 | (Bifidobacterium breve ©) + 29.58 | 68.92 + 0/0/0 0/0/0 -I-I- +p + +p + + + - PA ND 3|0b
9,7.105CFUI/g)
Infant formula with probiotics
2020 | 2565 | (Bifidobacterium lactis ©) + 30.83 | 68.78 + 30.99 68.25 + +p + +p + + + + PA PA 3|0b
1,4.10CFU/g)
Infant formula with probiotics
2020 | 2566 | (Lactobacillus reuteri ©) + 27.82 | 68.6 + 28.51 68.43 + +p + +p + + i i PA PA 31| b
6,6.104CFU/g)
Infant cereals cocoa
2020 | 3108 | (Bifidobacterium lactis ® + 26.62 | 68.15 + 2712 67.82 + +p + +p + + + + PA PA 3|b
3,0.106CFU/g)
Infant cereals avoine et blé
2020 | 3109 | (Bifidobacterium lactis ©) + 271 | 68.12 + 25.7 67.46 + +p + +p + + + + PA PA 3|0b
5,6.106CFU/g)
Infant cereals honey
2020 | 3110 | (Bifidobacterium lactis ©) + 25.82 | 68.11 + 25.26 67.39 + +p + +p + + + + PA PA 31|b
1,0.10’CFU/g)

* Analyses performed according to the COFRAC accreditation
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MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS - 375 g

(Extension study, 2020) with BACTVIAB™ PMAxx™ treatment

bioMérieux

.9 Ref‘:;‘:;‘;‘;g“;iﬂh°d' Alternative method: GENE-UP Cronobacter
= After 72h at 5°C * 3°C >
S | Sample PCR Confirmation , Final S| &
k) N° Product Protocol R BPW 72h Lysate 72h Direct streaking e result 5| =
5 esult ESIA cal Confirmation result 79h Agreement | Agreement | O
(]
> Cp Tm | Result Cp Tm Result | Typical Typical final result el Lysat 72hBPW | 72h Lysate
| Fast crono . Fast crono BPW
colonies colonies e
Infant cereals chestnut biscuit
2020 | 3111 | (Bifidobacterium lactis ©) + 26.41 | 68.22 + 27.18 68.02 + +p + +p + + + + PA PA 3|0b
4,0.105CFU/g)
Infant cereals 5 cereals
2020 | 3112 | (Bifidobacterium lactis ©) + 33.9 | 68.43 + 34.01 67.52 + +p + +p + + + + PA PA 3|b
3,5.105CFU/g)
Infant cereals biscuit
2020 | 3113 | (Bifidobacterium lactis ©) + 27.88 | 68.57 + 275 68.26 + +p + +p + + W W PA PA 3|0b
4,5.105CFUIg)
Infant cereals vanilla
2020 | 3114 | (Bifidobacterium lactis ©) + 30.25 | 68.77 + 35.61 68.02 + +p + +p + + + + PA PA 3|0b
4,5.105CFU/g)
Infant formula with probiotics
2020 | 3115 | (Lactobacillus reuteri ©) - 0 0 - 0 0 - st st - - - NA NA 3| b
4,4.105CFU/g)
Infant formula with probiotics
2020 | 3116 | (Bifidobacterium infantis ©) + 29.41 | 68.49 + 31.05 68.57 + +p + +p + + + + PA PA 3| b
1,2.106CFU/g)
Infant formula with probiotics
2020 | 3117 | (Lactobacillus reuteri ©) - 0/0/0 | 0/0/0 | /I 0/0/0 0/0/0 -/ st +(2) + + - - NA NA 3|0b
2,3.105CFUI/g)
Infant formula with probiotics
2020 | 3834 | (Bifidobacterium infantis ©) + 0 0 - 0 0 - st - - - - ND ND 3| b
4,4.105CFU/g)
Infant formula with probiotics
2020 | 3835 |(Lactobacillus reuterii ©) + 0 0 - 0 0 - st - - - - ND ND 3| b
1,2.105CFU/g)
Infant formula with probiotics
2020 | 3896 | (Bifidobacterium infantis ©) - 0 0 - 0 0 - - st - - - NA NA 3|0b
4,1.105CFU/qg)
Infant cereals with probiotics
2020 | 3975 | (Bifidobacterium lactis ©) 0 0 0 0 st st - - - NA NA 31|b
4,5.106CFU/q)
2020 | 2741 | Milk powder @ + 33.3 | 68.8 + 29.68 67.62 + +p +p + + i i PA PA 3| ¢
2020 | 2742 | Milk powder (@ + 30.07 | 68.36 + 28.23 67.13 + +p + +p + + i i PA PA 3| ¢
2020 | 2743 |Whey O) - 32.08 | 68.47 + 32.45 67.26 + st st 5x- (ESIA/CCI/CSB) - - PPNA PPNA 3| c
2020 | 2744 |Whey @ + 32.56 | 68.59 + 32.7 67.26 + st st 5x- (ESIA/CCI/CSB) - - PPND PPND 3| ¢
2020 | 2745 |Whey (@ + 32.22 | 68.23 + 32.77 67.27 + st st +(CSB) + + PA PA 3¢
2020 | 2746 | Non-fat dry milk O) - 33.45 | 68.22 + 32.46 67.3 + +p +p + + + PD PD 3| ¢
2020 | 2747 | Non-fat dry milk (@ + 31.22 | 68.43 + 30.08 66.98 + +p +p + i i PA PA 3l c
2020 | 2748 | Caseinate (@ + 30.31 | 68.84 + 28.85 67.12 + +p +p + + + PA PA 3| ¢
2020 | 2749 | Maltodextrin @ + 0 0 - 0 0 - st st - - - ND ND 3| ¢
2020 | 2750 | Non-fat dry milk (@ + 34.73 | 68.11 + 32.84 66.92 + st st 5x- (ESIA/CCI/CSB) - - PPND PPND 3| ¢
2020 | 2751 |Whey O) + 3265 | 67.9 + 31.69 66.83 + +p +p + + + PA PA 3| c
2020 | 2752 |Whey @ + 30.1 | 67.71 + 27.53 66.37 + +p +p + i i PA PA 3| ¢
2020 | 2753 |Whey (@ + 0 0 - 0 0 - st st - - - ND ND 3| c
2020 | 2754 |Whey @ - 33.72 | 67.97 + 34.02 66.65 + +p + +p + + + + PD PD 3| ¢
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MILK POWDERS, INGREDIENTS, INFANT FORMULA AND INFANT CEREALS WITH OR WITHOUT PROBIOTICS - 375 g

(Extension study, 2020) with BACTVIAB™ PMAxx™ treatment

bioMérieux

B Reftleg:;\;;g:t‘hod. Alternative method: GENE-UP Cronobacter

= After 72h at 5°C + 3°C =

S | Sample PCR Confirmation : Final S &

] Ne | Product Protocol R BPW 72h Lysate 72h Direct streaking e result 5| =

5 esult ESIA cal Confirmation result 79h Agreement | Agreement | O

(]

> Cp Tm | Result Cp Tm Result | Typical Typical final result el Lysat 72hBPW | 72h Lysate

| Fast crono . Fast crono BPW
colonies colonies e
2020 | 2755 |Whey @ + 0 0 - 0 0 - st st - - - ND ND 3¢
2020 | 2756 | Starch O) - 32.09 | 68.59 + 28.74 66.73 + +p + +p + + + PD PD 3| ¢
2020 | 2757 |Starch @ - 31.51 | 68.55 + 30.5 67.5 + +p + +p + + + PD PD 3| c
2020 | 2758 | Starch (@ + 0 0 - 0 0 - st st - - ND ND 3¢
2020 | 2759 | Maltodextrin @ + 29.53 | 68.66 + 26.63 66.7 + +p + +p + + + + PA PA 3| c
2020 | 2760 | Maltodextrin (@) + 31.61 | 68.54 + 30.93 66.69 + st st +(CSB) + + PA PA 3|l c
2020 | 3098 |Corn starch O) + 28.27 | 68.78 + 29.97 68.25 + +p + +p + + PA PA 3| ¢
2020 | 3099 | Maltodextrin @ + 27.79 | 68.41 + 29 67.76 + +p + +p + + PA PA 3| c
2020 | 3100 | Natrium caseinate (4 + 0 0 - 0 0 - st st - - - ND ND 3| c
2020 | 3101 |Whey O) + 33.23 | 68.42 + 33.61 67.63 + +p + +p + + + PA PA 3l c
2020 | 3102 | Non-fat dry milk (@ - 33.58 | 68.31 + 33.74 67.62 + +p + +p + + + + PD PD 3|l c
2020 | 3103 |Lactose (4) + 0 0 - 0 0 - st st - - - ND ND 3| c
2020 | 3104 |Whey @ + 30.88 | 68.44 + 31.51 68.07 + +p + +p + + + + PA PA 3| c
2020 | 3105 |Whey (@ - 0 0 - 0 0 - st st - - - NA NA 3|l c
2020 | 3106 |Whey O) + 33.79 | 68.45 + 34.25 67.85 + +p + +p + + + + PA PA 3| c
2020 | 3107 | Maltodextrin @ + 27.01 | 68.21 + 27.86 67.73 + +p + +p + + + + PA PA 3| c
2020 | 3836 |Starch (@ + 30.55 | 68.28 + 29.59 67.68 + +p + +p + + + + PA PA 3l c
2020 | 3837 |Starch O) + 326 | 68.5 + 30.57 67.51 + +p + +p + + + + PA PA 3l c
2020 | 3845 | Maltodextrin [O) - 0 0 - 0 0 - st st - - - NA NA 3| c
2020 | 3846 | Whey (@) - 0 0 - 0 0 - st st - - - NA NA 3¢
2020 | 3848 | Maltodextrin @ - 0 0 - 0 0 - st st - - - NA NA 3| c
2020 | 3850 |Caseinate (@) - 0 0 - 0 0 - st st - - - NA NA 3| ¢
2020 | 3851 |Whey (@) - 0 0 - 0 0 - st st - - - NA NA 3¢
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bioMérieux

PRODUCTION ENVIRONMENTAL SAMPLES

(Extension study, 2020) with BACTVIAB™ PMAxx™ treatment

Reference method: . .
B SO 22964* Alternative method: GENE-UP Cronobacter
= After 72h at 5°C * 3°C >
S | Sample PCR Confirmation , Final S| &
ks N° Product Protocol R BPW 72h Lysate 72h Direct streaking e result 5| =
5 esult . . result Agreement | Agreement | O
S ESIA CCl Confirmation 79h 72h 720 BPW | 72h Lvsat
> Cp Tm | Result Cp Tm Result | Typical Typical final result Lysat ysate
| Fast crono . Fast crono BPW
colonies colonies e
2020 | 4049 |Process water (dairy ©) + 3050 | 68.63 | + 28.8 67.62 ¥ +p " +p " + + + PA PA 4 a
environment)
2020 | 4041 | Process water (dairy @ : 2884|6839 + | 2854 | 67.76 + +p + + + + T PD PD | 4]a
environment)
2020 | 4042 |Process water (dairy ©) + 2754|6839 | + | 2672 67.59 ¥ +p " +p " + + + PA PA 4 a
environment)
2020 | 4043 |Process water (dairy ©) ¥ 2801|6849 | + | 2743 67.85 " +p ¥ p ¥ + " " PA PA 4| a
environment)
2020 | 4410 | Process water (dairy @ : 2758 | 6852 | + | 2157 | 6.7 + +p + 4 v + T - PD PO |4]a
environment)
2020 4411 |Process water (dairy ® ; o | o | - 0 0 : st st : -] - ND ND |4 ]a
environment)
2020 4p2q |Process water (dairy ® ; o | o | - 0 0 : st : : - - ND ND | 4]a
environment)
2020| 3832 |Dusts D + 327 |6856| + | 31.73 6758 + +p + D + ¥ ¥ ¥ PA PA 4 b
2020 | 3833 |Dusts @) + 33.52 | 67.95 + 33.54 67.64 + +p + +p + + + + PA PA 41 b
2020 | 4260 |Dusts (dairy environment) @) + 0 |67.93 + 0/36,47/0 | 0/68,07/68,26 | -/+/+ +d/+ + - + + - PA ND 4 | b
2020 | 4287 |Dusts (dairy environment) @) - 34.96 | 68.11 + 35.36 66.7 + - - - - - PPNA PPNA 41 b
2020 | 428 | Vaceum cleaner filter (dairy © ¥ 34.16 | 68.11 | + 35.1 66.91 ¥ +p ¥ +p ¥ ¥ ¥ ¥ PA PA 4| b
environment)
2020 | 4289 | Vaceum cleaner filter (dairy ® ; 0000 | 0000 | 4 | 0 67.26 T ; +p ; : S| e ND PA |40
environment)
2020 | 4290 | Vaceum cleaner filter (dairy ©) " 3459 | 6862 | + | 37.28 65.32 " +p " p " + " " PA PA 4 (b
environment)
2020 | 4291 | Vaccum cleaner filter (dairy @ + 3392|6841 + | 3507 | 6643 + +p + 4 v + P - PA PA |40
environment)
2020 | 4617 | Dusts (dairy environment) @ + 26.03 | 68.06 + 26.48 67.9 + +M + +m + + + + PA PA 4 1b
2020 | 4675 | Dusts (dairy environment) [©) + 31.2 | 68.34 + 31.32 68.22 + +M + +m + + + + PA PA 41b
2020 | 4676 | Dusts (dairy environment) @) + 0/0/0 | 0/0/0 | -|-I- 0/0/0 0/0/0 -[-/- +M + +m + + - - ND ND 41 b
2020 | 4677 |Dusts (dairy environment) @ + 30.05 | 68.15 + 30.1 67.86 + +m + +m + + i i PA PA 4 | b
2020 | 4678 | Dusts (dairy environment) @) - 34.64 | 68.33 + 33.83 67.94 + +p + +M + + + + PD PD 41 b
2020 | 4679 | Dusts (dairy environment) @) + 0/0/0 | 0/0/0 | -|-I- 0/0/0 0/0/0 -[-/- st - +(CSB) - - ND ND 41 b
2020 | 4680 | Dusts (dairy environment) © + 3042 | 67.97 + 30.31 67.85 + +M + +m + + + + PA PA 41 b
2020 | 4682 | Dusts (dairy environment) @ + 0 0 - 0 0 - - - - - - ND ND 4| b
2020 | 4683 | Dusts (dairy environment) [© 0 0 - 0 0 - - - - - - NA NA 41 b
2020 | 4684 | Dusts (dairy environment) [© + 0 0 - 0 0 - st - - - - ND ND 41 b
2020 | 4114 | Wipe after cleaning process © + 2044 | 6842 | + 30.38 66.89 " +p " +p " + + + PA PA 4| ¢
(dairy environment)
2020 | 4115 | Wipe after cleaning process @ + 2674 | 6831 | + | 27.02 66.42 v +p v +p v + | e PA PA | 4]c
(dairy environment)
2020 | 4116 | Wipe after cleaning process © + 26.84 | 6842 | + 23.86 66.13 " +p " +p " + + + PA PA 4| ¢
(dairy environment)
2020 | 4117 | Wipe after cleaning process @ + 31256876 + | 2939 | 6656 + +p + 12 + + P PA PA | 4]c
(dairy environment)

* Analyses performed according to the COFRAC accreditation
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bioMérieux

PRODUCTION ENVIRONMENTAL SAMPLES

(Extension study, 2020) with BACTVIAB™ PMAxx™ treatment

Reference method:
® ISO 22964*
ES
g Sample Product Protocol PCR Confirmation g §
G N° R BPW 72h Lysate 72h Direct streaking |
5 esult . . Agreement | Agreement | O
3 ESIA CCl Confirmation
> . . ! 72h BPW | 72hLysate
Cp | Tm | Result Cp Tm Result | Typical Typical final result
. Fast crono ; Fast crono
colonies colonies
2020 | 4119 | Wipe after cleaning process ©) " 2755|6846 | + | 2622 66.27 + +p " p ¥ ¥ PA PA 4 c
(dairy environment)
2020 | 4378 | Sponge (dairy environment) [© - 34.29 | 68.31 + 33.08 67.73 + +m/+ + +m/+ + + 4| ¢c
2020 | 4406 | Wipe after cleaning process @ + 2869 | 6894 | + | 2829 68.3 + +p + +p + + 4 c
(dairy environment)
2020 | 4407 | Sponge (dairy environment) @ + 29.76 | 68.48 + 29.63 67.93 + +p + +p + + 4| ¢c
2020 | 440 | WiPe after cleaning process @ + 2044 | 6869 | + | 274 68.06 + +p + +p + + 4| ¢
(dairy environment)
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Appendix 6 - Complementary tests: raw data

bioMérieux

Alternative method: GENE-UP Cronobacter with or without BACTVIAB™ PMAxx™ treatment
Avrtificial contaminations 18h at 37°C
_9 PCR with PCR without Confirmation
2 _ BACTVIAB™ BACTVIAB™ . . o
£ | Sample Product Product S | PMAxx™ treatment | PMAxx™ treatment Direct streaking Subculture CSB - gaé
“— o . "6 . > <
5 N (French name) Inolzulgltlon 2 ESIA cel cel 2‘;‘:}:‘; 818"
> Strain Origin Injury protocol CI\:/U/ - - - - APIID32E | _ fin;I 2
> > =] =] =] L
sample Co | Tm | 3| Cp | T™m | 3| Typical | API | Fast | 3| Typical | API | Fast | & | Typical | @T | 2| result
(04 o ; = . = . purification | =
colonies | ID32E | crono | '®| colonies | ID32E | crono | '® | colonies [
£ RS onto TSA | =
L L L
plate)
Poussiéres . Cronobacter . Seeding lyophilised
2020| 5333 | (environnement | DS (Y gy DAY stran 2 weeks a 40 | (D | 3269|6749 | + (2605|6598 | + | 4p | + | + |#| 4o | + |+ |+]| N
laitier) environment) Ad2409 ambiant temperature
Poussiéres . Cronobacter . Seeding lyophilised
2020| 5334 |(environnement | DuStS (98I | oy DAy | strain 2 weeks 40 | @ |3360|67.06 | + [2837 6552 + | +p | + |+ |+ oM | + |+ |+ | +p Y
laitier) environment) Ad2409 ambiant temperature
Poussiéres . Cronobacter . Seeding lyophilised
2020| 5335 |(environnement | 2SS (98 | qaapa DAY stain 2 weeks 40 | (D 3389|6696 | + (2831|6604 | + | M | + |+ |4 M | + | + |+ +M e
laitier) environment) Ad2409 ambiant temperature
Poussiéres . Cronobacter . Seeding lyophilised
2020| 5336 | (environnement | DS 191V gypingnsis | DAY iain 2 weeks a 30 | @ |2847|6738 | + |2102]6650 | + | M |+ [+ [+ M |+ |+ [+ +M N
laitier) environment) | o1 0207 ambiant temperature
Poussiéres . Cronobacter . Seeding lyophilised
2020 5337 |(environnement | D55 (98I - gpnengis | DAY tain 2 weeks 30 | (D |3300] 6680 | + 3233|6743 | + | +p |+ |+ |+ M |+ | & | +| 4 Y
laitier) environment) DSM18707 ambiant temperature
Poussiéres . Cronobacter . Seeding lyophilised
2020| 5338 | (environnement | 2u5® (98 - gpnengis | DAY iain 2 weeks 30 | @ [3416| 674 | + 2030 6624 | + | wp |+ |+ [+ M |+ |+ [ +] 4 sl e o+ [+ 4l
laitier) environment) DSM18707 ambiant temperature
Poussiéres . Cronobacter . Seeding lyophilised
2020 | 5339 | (environnement | DS (Y gy DAY stran 2 weeks a 06 | (D |3011|6688 | + 23596643 | + | +12 | + | + [+ M | + | + [+ +M vl e | o+ [+ 4l
laitier) environment) Ad2383 ambiant temperature
Poussiéres . Cronobacter . Seeding lyophilised
2020| 5340 |(environnement | DUStS (da"yt sakazakii P2 | stain 2 weeks at 06 | (D |3036|6708| + | 000 |6736| + | +m | + | & [+] smr | + | + |+ | +m + |+ o+ |+ lalb
laitier) environment) Ad2383 ambiant temperature
Poussiéres . Cronobacter . Seeding lyophilised
2020 | 5341 |(environnement | DUStS (da"yt sakazaki |20 | srain 2 weeks a 06 | @ |000]000| - [000]000/-] st -l - - |t - - [4]b
laitier) environment) Ad2383 ambiant temperature
Poussiéres . Cronobacter . Seeding lyophilised
2020 | 5342 | (environnement | DS (I gy DAY stran 2 weeks a 06 | @ 3113|6685 | + |2541 6645 | + | M | + |+ [+ M | + |+ [+ +M e
laitier) environment) |\ oa0q ambiant temperature
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bioMérieux

Appendix 7 — Relative level of detection study: raw data (Initial validation (2018) and extension studies (2018 and 2020)

Matrix : Infant cereals without probiotics

Aerobic mesophilic flora :<10 CFU/g

Initial validation study (2018)

Strain : Cronobacter dublinensis E798 Sample size: 259 Protocol 1
Reference method:
Contamination ISO 22964 * Number Alternative method: GENE-UP Cronobacter (BPW for 18h at 37°C) ”
N° sample | Level level- CSB positive Number positive
| Final : : samples/Total
(cfu/sample) oo | Confirmation it samples/Total PCR Direct streaking CSB Final result
resu CP ™ Resut | ESIA | CCl | CCl nat resu

8857 st / 0 0 st st st

8858 st / 0 0 st st st

8859 0 / st / 0/5 0 0 - - - 0/5
8860 st / 0 0 st st st

8861 st / - 0 0 st st st

8862 +p + + 0 0 st st st

8863 +p + + 0 0 - st st st -

8864 +p + + 27,06 66,54 + +p +p +p +

8865 +M + + 0 0 st st st

8866 st / 0 0 st st st

8867 st / 0 0 - st st st -

8868 st / - 25,77 66,07 + +p +p +p +

8869 +p + + 25,78 65,87 + +p +p +p +

8870 st / 0 0 st st st

8871 st / - 0 0 st st st

8872 Low 1,0 D " 7 11/20 0 0 - o st o - 7120
8873 st / - 29,39 66,41 + +p +p +p +

8874 +p + + 23,62 65,92 + +p +p +p +

8875 st / 24,72 66,17 + +p +p +p +

8876 st / - 0 0 st st st

8877 +p + + 0 0 st st st

8878 +p + + 0 0 - st st st -

8879 st / - 28,68 65,94 + +p +p +p +

8880 +p + + 0 0 st st st

8881 +p + + 0 0 - st st st -

8882 +p + + 22,32 65,96 + +p +p +p +

8883 +p + + 22,91 66,08 + - +m +m +

8884 | High 31 +p + + 5/5 25,78 66,17 + +p +p +p + 515
8885 +p + + 23,82 65,82 + +p +p +p +

8886 +p + + 26,33 66,25 + +p +p +p +

* Analyses performed according to the COFRAC accreditation
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Matrix : Infant formula with probiotics

Lactic flora : 9,8.105 CFU/g

bioMérieux

Initial validation study (2018)

Strain : Cronobacter sakazakii Ad2413 Sample size: 25¢ Protocol 2
Reference method :
- I1SO 22964 ¢ Alternative method: GENE-UP Cronobacter (BPW for 18h at 37°C)
Contamination Number Number
N° sample Level level- CSB . positive : positive
(cfulsample) Confirmation | 7@l | samples/Total PCR Direct CSB | samples/Total
CCl result streaking Final result
CP ™ Result ESIA| CCI CCl
9102 st 0 0 - st st st
9103 st 0 0 - st st st
9104 st 0 0 - st st st
0 / 0/5 0/5
36,8/0/0 | 65,54/0/0 +/-/- (same lysate)
9105 0/37,84 | 0165,86 |7+ (two new exiractions) | 51X ° | StX9 | stx5
9106 st - - 0 0 - st st st -
9430 +p + + 27,73 | 65,85 + +p +p +p +
9431 +p + + 28,32 65,58 + +p +p +p +
9432 +p + + 31,76 65,33 + +p +p +p +
9433 +p + + 0 66,55 + +p +p +p +
9434 +p + + 0 0 - st st st -
9435 +p + + 31,38 | 6542 + +p +p +p +
9436 +p + + 32,3 65,69 + +p +p +p +
9437 +p + + 40 65,75 + +p +p +p +
9438 +p + + 29,84 | 6584 + +p +p +p +
9439 +p + + 29,53 | 65,56 + +p +p +p +
9440 Low 1,0 +p m T 16/20 26.3 65.45 m D + D n 16/20
9441 +p + + 32,39 65,18 + +p +p +p +
9442 st - - 2593 | 6553 + +p +p +p +
9443 +p + + 0 0 - st st st -
9444 st - - 0 0 - st st st
9445 +p + + 0 0 - st st st -
9446 +p + + 21,74 65,66 + +p +p +p +
9447 st - - 27,94 65,5 + +p +p +p +
9448 st - - 28,3 65,66 + +p +p +p +
9449 +p + + 26,98 65,56 + +p +p +p +
9097 +p + + 2541 65,45 + +p +p +p +
9098 +p + + 0 0 - st st st -
9099 High 54 +p + + 5/5 24,08 | 6556 + +p +p +p + 4/5
9100 +p + + 27,61 65,73 + +p +p +p +
9101 +p + + 25,09 65,57 + +p +p +p +
* Analyses performed according to the COFRAC accreditation
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bioMérieux

Matrix : Maltodextrin Aerobic mesophilic flora : <200 CFU/g Extension study (2018)
Strain : Cronobacter turicensis Ad1445 Sample size: 375 g Protocol 4
Reftig%\%&iﬂ:od ’ Alternative method: GENE-UP Cronobacter Numb
N° Contamination Number positive (Pre-warmed BPW 1/10 for 20h at 37°C) umber
sample | Level level (cfulsampl CSB . positive
ple) | Final samples/Total : : : samoles/Total
cCl Confirmation result PCR Direct streaking CSB Final P
CP ™ Result | ESIA CCl CCl result
3349 st / 0 0 - st st st -
3350 st / 0 0 st st st
3351 0 / st / 0/5 0 0 st st st 0/5
3352 st / 0 0 st st st
3353 st / 0 0 st st st
3354 st / - 0 0 - st st st -
3355 +p + + 25,22 66,5 + +p +p +p +
3356 +p + + 0/0/0 0/0/0 -/ +p +p +p -
3357 st / - 22,81 66,6 + +p +p +p +
3358 +p + + 0/0/0 0/0/0 -I-I- st st +p -
3359 +p + + 21,95 | 66,73 + +p +p +p +
3360 +p + + 0 0 - st st st -
3361 +p + + 23,98 | 66,71 + +p +p +p +
3362 +p + + 22,27 | 66,77 + +p +p +p +
3363 + + + 21,24 | 66,54 + + + + +
364 Low 11 +E . . 18120 216 o673 |+ +E ﬂ‘; ﬂ‘; . 13120
3365 +p + + 0 0 - st st st -
3366 +p + + 21,06 | 66,76 + +p +p +p +
3367 +p + + 30 66,58 + +p +p +p +
3368 +p + + 21,93 | 66,69 + +p +p +p +
3369 +p + + 21,63 66,3 + +p +p +p +
3370 +p + + 21,35 | 66,76 + +p +p +p +
3371 +p + + 0 0 st st st
3372 +p + + 0 0 - st st st -
3373 +p + + 21,53 66,9 + +p +p +p +
3374 +p + + 21 66,61 + +p +p +p +
3375 +p + + 22,51 66,7 + +p +p +p +
3376 High 2,1 +p + + 5/5 0 0 - st st st - 3/5
3377 +p + + 2408 | 66,49 + +p +p +p +
3378 +p + + 0/0/0 0/0/0 -I-I- st st +p
* Analyses performed according to the COFRAC accreditation
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bioMérieux

Matrix : Infant formula with probiotics Lactic flora : 1,9.108 CFU/g Extension study (2018)
Strain : Cronobacter sakazakii Ad2412 Sample size: 375 g Protocol 3
Contamination Refﬁ;‘g“;‘;;‘:@d ' Alternative method: GENE-UP Cronobacter
R Number positive (Pre-warmed BPW 1/6 + Novobiocin for 20h at 37°C) Number positive
N° sample | Level level- CSB .
o Final samples/Total : : samples/Total
(cfulsample) ccl Confirmation result PCR Direct streaking CSB Final result
CP ™ Resut | ESIA | ccCl | ccl | maresy
3439 st / 0 0 - st st st -
3440 st / 0 0 - st st st -
3441 0 / st / 0/5 0 0 - st st st - 0/5
3442 st / 0 0 - st st st -
3443 st / - 0 0 - st st st -
3444 +p + + 23,72 66,31 + +p +p +p +
3445 +p + + 25,39 66,02 + +p +p +p +
3446 +p + + 29,78 66,41 + +p +p +p +
3447 +p + + 25,26 66,31 + +p +p +p +
3448 +p + + 31,52 66,3 + +p +p +p +
3449 +p + + 27,64 66,11 + +p +p +p +
3450 +p + + 0 0 - st st st -
3451 +p + + 0 0 - st st st -
3452 st / 26,79 66,21 + +p +p +p +
3453 + + + 31,45 65,85 + + + + +
s Low 15 +E . . 16/20 13 508 . +E +E +E . 18/20
3455 +p + + 30,25 66,48 + +p +p +p +
3456 st / 28,81 66,2 + +p +p +p +
3457 st / - 0/32,81* 0/66,9* i+ +p +p +p +
3458 +p + + 31,75 66,41 + +p +p +p +
3459 st / - 28,11 66,14 + +p +p +p +
3460 +p + + 29,87 66,24 + +p +p +p +
3461 +p + + 30,9 65,91 + +p +p +p +
3462 +p + + 30,91 66,66 + +p +p +p +
3463 +p + + 35,34 66,58 + +p +p +p +
3464 +p + + 27,38 66,12 + +p +p +p +
3465 +p + + 38,57 66,73 + +p +p +p +
3466 High 3,0 +p + + 5/5 26,09 66,21 + +p +p +p + 5/5
3467 +p + + 2843 66,17 + +p +p +p +
3468 +p + + 26,58 66,43 + +p +p +p +
* Analyses performed according to the COFRAC accreditation
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Matrix : Process water (rinse)

Strain : Cronobacter muytjensii E888

Aerobic mesophilic flora : 1,3.102 CFU/g

Sample size: 25 g

bioMérieux

Extension study (2018)

Protocol 1

Reference method :
Contamination I1SO 22964 ¢ Numb i Alternative method: GENE-UP Cronobacter (BPW for 18h at 37°C) Numb it
N° sample | Level level- CSB . um ?r p/c_l)_3|t|v|e um elr p;)Ts ! tlvle
(cfulsample) Confirmation el samplestion PCR Direct streaking CSB samplesTio
CCl result Final result
CP ™ Result ESIA CCl CCl
3298 st / - 0 0 - st st st -
3299 st / - 0 0 st st st -
3300 0 / st / - 0/5 0 0 st st st - 0/5
3301 st / - 0 0 st st st -
3302 st / - 0 0 st st st -
3303 st / - 0 0 st st st -
3304 st / - 0 0 st st st -
3305 st / - 0 0 st st st -
3306 st / - 0 0 st st st -
3307 +p + + 0 0 st st st -
3308 st / - 0 0 st st st -
3309 st / - 0 0 st st st -
3310 st / - 0 0 st st st -
3311 st / - 0 0 - st st st -
3312 st / - 23,38 66,98 + + + + +
315 Low 0,3 . / - 6120 2355 = . +E +E +E - 5120
3314 +p + + 23,13 66,78 + +p +p +p +
3315 +p + + 22,98 66,92 + +p +p +p +
3316 +p + + 0 0 st st st -
3317 st / - 0 0 - st st st -
3318 +p + + 23,26 66,96 + +p +p +p +
3319 st / 0 0 st st st -
3320 st / - 0 0 st st st -
3321 +p + + 0 0 st st st -
3322 st / - 0 0 st st st -
3323 st / - 0 0 st st st -
3324 +p + + 0 0 - st st st -
3325 High 1,0 +p + + 4/5 23,97 66,39 + +p +p +p + 3/5
3326 +p + + 23,62 66,27 + +p +p +p +
3327 +p + + 23,24 66,15 + +p +p +p i
* Analyses performed according to the COFRAC accreditation
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bioMérieux

Matrix : Maltodextrin 375g sample size Extension: BACTVIAB™ PMAxx™ treatment - 2020

Strain : Cronobacter turicensis Ad1445 Aerobic mesophilic flora : <10 CFU/g Protocol 4
- et enee g Number Alternative method: GENE-UP Cronobacter Number
o Contamination level " Pre-warmed BPW 1/10 20h at 37°C o
N°sample | Level (cfulsample) CSB . positive positive
o | Confirmation Fmallt samples/Total PCR Direct streaking CSB_ | Final result samples/Total
resu CpCro | TmCro | Result | ESIA ccl ccl_ | mairesu
3278 st / 0 0 - st st st -
3279 st / 0 0 - st st st -
3280 0 / st / 0/5 0 0 - st st st - 0/5
3281 st / 0 0 - st st st -
3282 st / - 0 0 - st st st -
3288 +p + + 28.53 67.88 + +d +p +p +
3289 +p + + 28.35 67.7 + +p +p +p +
3290 st / - 0 0 - st st st -
3291 +p + + 27.88 67.68 + +p +p +p +
3292 +p + 0 0 - st - st -
3293 st / - 27.56 67.6 + +d +p +p +
3294 +p + + 27.45 67.28 + +d +p +p +
3295 +p + + 27.96 67.59 + +p +p +p +
3296 +p + + 32.26 67.81 + +p +p +p +
3297 + + + 26.89 67.14 + + + + +
2005 Low 12 +E . . 15/20 q ; - stp sf Stp - 14120
3299 +p + + 0 0 - st - st -
3300 +p + + 26.67 67.11 + +d +p +p +
3301 +p + + 26.86 67.24 + +p +p +p +
3302 +p + + 25.99 66.79 + +p +p +p +
3303 st / - 0 0 - st - st -
3304 +p + + 27.37 67.6 + +p +p +p +
3305 st / 26.87 67.26 + +d +p +p +
3306 +p + + 0 0 - st st st -
3307 st / - 26.94 67.23 + +d +p +p +
3283 +p + + 27.69 67.52 + +p +p +p +
3284 +p + + 29.74 68.28 + +p +p +p +
3285 High 5,9 +p + + 515 27.86 67.54 + +p +p +p + 515
3286 +p + + 25.61 64.32 + +p +p +p +
3287 +p + + 27.05 67.1 + +p +p +p +
* Analyses performed according to the COFRAC accreditation
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Matrix : Infant formula with probiotics

bioMérieux

Extension: BACTVIAB™ PMAXxx™ treatment - 2020

Strain : C. sakazakii Ad2412 Aerobic mesophilic flora : 2,0.102 CFU/g Lactic flora : 5,0.108 CFU/g Protocol 3
Ref(ig%\?;&\;tbod ’ Alternative method: GENE-UP Cronobacter Numb
N° samole | Level Contamination Number positive Pre-warmed BPW 1/6 + Novobiocin 20h at 37°C g&?tive(_:
P level- (cfu/sample) | CSB o Final samples/Total : : P les/Total
oy | Confirmation | PCR Direct streaking CSB | rinal result Sampies/iota
CpCro Tm Cro Result ESIA CCl CCl

3088 st / - 0 0 - st st st

3089 st / - 0 0 st st st

3090 0 / st / - 0/5 0 0 st - st 0/5

3091 st / - 0 0 - - st

3092 st / - 0 0 - - - st -

3932 +p + + 33.6 68.78 + +p +p +p +

3933 st / - 34.67 68.54 + +p +p +p +

3934 st / - 0 0 st st st

3935 st / - 0 0 - st st st -

3936 +p + + 30.48 68.27 + +p +p +p +

3937 +p + + 28.87 68.4 + +p +p +p +

3938 +p + + 34.52 67.64 + +p +p +p +

3939 +p + + 32.98 68.02 + +p +p +p +

3940 +p + + 34.64 68.74 + +p +p +p +

3941 + + + 32.92 67.9 + + + + +

3042 | LW 08 & ] . 15/20 27 | 6731 v +E +§ +E v 14/20

3943 +p + + 29.41 67.27 + +p +p +p +

3944 +p + + 32.72 67.69 + +p +p +p i

3945 +p + + 30.24 68.24 + +p +p +p +

3946 +p + + 0 0 st st st

3947 +p + + 0 0 - st st st -

3948 +p + + 33.84 68.86 + +p +p +p +

3949 +p + + 0 0 st st st

3950 +p + + 0 0 - st st st -

3951 st / - 34.11 68.51 + +p +p +p +

3093 +p + + 30.23 68.45 + +p +p +p +

3094 +p + + 31.84 68.66 + +p +p +p +

3095 High 6,5 +p + + 5/5 31.63 69 + +p +p +p + 5/5

3096 +p + + 30.12 68.34 + +p +p +p +

3097 +p + + 31.03 67.9 + +p +p +p +

* Analyses performed according to the COFRAC accreditation
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bioMérieux

Matrix : Process water (rinse) 259 sample size Extension: BACTVIAB™ PMAxx™ treatment - 2020
Strain : Cronobacter muytjensii E888 Aerobic mesophilic flora : 6,0.102CFU/g Protocol 1
Reference method : .
Alternative method: GENE-UP Cronobacter
. Contamination IS0 22964 * Number BPW for 18h at 37°C Number
N°® sample | Level level- (cfulsample) | CSB . positive positive
ple) N Final - -
oy | Confirmation it samples/Total PCR Direct streaking CSB_ | Final result samples/Total
resu CpCro | TmCro | Resut | ESIA | CCl ccl_ | matres

4160 st / 0 0 - st st st

4161 st / 0 0 st st st -

4162 0 / st / 0/5 0 0 st st st - 0/5

4163 st / 0 0 st st st -

4164 st / - 0 0 - st st st -

4175 +p + + 33.18 68.78 + +p +M +p +

4176 +p + + 31.04 68.52 + +p +M +p +

4177 +p + + 0 0 - st - st -

4178 +p + + 29.71 68.67 + +p +M +p +

4179 st / 29.69 68.5 + +p +M +p +

4180 st / 30.98 68.57 + +p +M +p +

4181 st / 0 0 - st st st -

4182 +p + + 0 0 - st st st -

4183 st / 31.56 68.8 + +p +1/2 +p +

4184 st / 0 0 - st - st -

4185 Low 1,4 +p " ; 9/20 3151 68.43 n D y + 7 13/20

4186 st / 0 0 st st st -

4187 st / 29.65 68.35 + +p +M +p +

4188 st / 29.48 67.82 + +p +M +p +

4189 st / - 30.66 68.44 + +p +M +p +

4190 +p + + 30.46 68.92 + +p +M +p +

4191 st / 0 0 st - st

4192 +p + + 0 0 st - st

4193 +p + + 29.84 68.62 + +p +M +p +

4194 st / - 30.76 68.47 + +p +M +p +

4195 +p + + 29.62 68.35 + +p +M +p +

4196 +p + + 29.35 68.57 + +p +M +p +

4197 High 4,7 +p + + 5/5 30.45 68.54 + +p +M +p + 5/5

4198 +p + + 30.51 69 + +p +M +p +

4199 +p + + 29.26 68.91 + +p +M +p +

* Analyses performed according to the COFRAC accreditation
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Appendix 8 — Inclusivity and exclusivity study: raw data (Initial validation (2018))

INCLUSIVITY

bioMérieux

Inoculation PCR Confirmation
n° Genus Species Reference Origin level Direct streaking Confirmation
CFU/225mL Cp Tm | Result (o8] Api 32ID | Fast crono
1 | Cronobacter | dublinensis DSM18705 Dairy Product 12 23,39 | 66,83 + + + +
2 | Cronobacter | malonaticus DSM18702 Dairy Product 11 23,21 | 66,39 + + + +
3 | Cronobacter | malonaticus Ad1708 Dairy Product 59 26,09 | 66,28 + + + +
L 18 0 0 - st / /
4 | Cronobacter | muytjensii CIP103581 / 8+ mik 36,49 | 66.19 n + (5) n "
) . 23 0 0 - st / /
5 | Cronobacter | turicensis Ad1445 Infant formula 16 + mik 3049 | 66,39 n " n n
6 | Cronobacter | turicensis E681 Ready to reheat food 44 23,22 | 66,48 + + + +
7 | Cronobacter | sakazakii Ad941 Infant formula 39 23,67 | 66,3 + + + +
8 | Cronobacter | sakazakii Ad942 Infant formula 51 23,91 | 66,58 + + + +
. 30 0 0 - st / /
9 | Cronobacter | sakazakii Ad943 Infant formula 30+ mik 35,44 | 66,37 " + (@) " "
10 | Cronobacter | sakazakii Ad944 Infant formula 40 0 0 - st / /
19 + milk 19,98 | 65,34 + + + +
11 | Cronobacter | sakazakii Ad945 Infant formula 37 21,91 | 66,2 + + + +
12 | Cronobacter | sakazakii Ad946 Infant formula 54 24,26 | 66,17 + + + +
13 | Cronobacter | sakazakii Ado47 Infant formula 30 21,61 | 66,28 + + + +
14 | Cronobacter | sakazakii Ad9o48 Infant formula 24 21,98 | 66,2 + + + +
15 | Cronobacter | sakazakii Ad949 Infant formula 41 22,85 | 65,95 + + + +
16 | Cronobacter | sakazakii Ad950 Infant formula 27 26,07 | 66,24 + + + +
17 | Cronobacter | sakazakii Ad951 Infant formula 20 22,44 | 66,39 + + + +
18 | Cronobacter | sakazakii Ad952 Infant formula 30 21,71 | 66,21 + + + +
19 | Cronobacter | sakazakii Ad953 Infant formula 43 22,3 | 66,37 + + + +
20 | Cronobacter | sakazakii Ad963 Infant formula 23 28,2 | 66,15 + + + +
21 | Cronobacter | sakazakii Ad704 Infant formula 21 30,05 | 66,23 + + + +
. 41 0 0 - st / /
22 | Cronobacter | sakazakii Ad831 Infant formula 18 + milk 18.98 | 6659 ; N ; ;
23 | Cronobacter | sakazakii Ad829 Infant formula 37 224 | 66,11 + + + +
24 | Cronobacter | sakazakii Ad916 Infant formula 40 28,27 | 66,27 + + + +
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bioMérieux

INCLUSIVITY

Inoculation PCR Confirmation
n° Genus Species Reference Origin level Direct streaking Confirmation
CFU/225mL Cp Tm | Result (o8] Api 32ID | Fast crono
25 | Cronobacter | sakazakii Ad893 Infant formula 22 22,66 | 66,16 + + + +
26 | Cronobacter | sakazakii Ad89%4 Infant formula 12 23,99 | 67,02 + + + +
27 | Cronobacter | sakazakii Ad895 Infant formula 14 25 66,39 + + + +
. 9 0 0 - st / /
28 | Cronobacter | sakazakii Ad896 Infant formula 25+ mik 22,94 | 66,62 n " n n
29 | Cronobacter | sakazakii Ad897 Infant formula 10 23,01 | 66,38 + + + +
30 | Cronobacter | sakazakii Ad898 Infant formula 9 23,93 | 66,53 + + + +
31 | Cronobacter | OIS | psiz18707 T | Dairy Product 18 | 2445 6656 | + : : :
32 | Cronobacter f’“b””e”S’S. DSMZ 18706 T | Dairy Product 32 2374 | 6583 | + + + +
ausannensis
33 | Cronobacter | sakazakii Ad1418 Infant formula 14 2451 | 65,57 + + + +
34 | Cronobacter | sakazakii Ad1419 Infant formula 13 23,35 | 66,21 + + + +
35 | Cronobacter | sakazakii Ad1420 Infant formula 18 22,13 | 66,09 + + + +
36 | Cronobacter | sakazakii Ad1421 Infant formula 13 22,31 | 65,99 + + + +
. 11 36,22 | 66,1 + st / /
37 | Cronobacter | sakazakii Ad1424 Infant formula 16 + milk 23.26 | 66.34 " " " "
38 | Cronobacter | sakazakii Ad1425 Infant formula 28 22,15 | 65,98 + + + +
39 | Cronobacter | sakazakii Ad1433 Infant formula 9 22,66 | 66,06 + + + +
40 | Cronobacter | sakazakii Ad1434 Infant formula 25 22,76 | 66,13 + + + +
41 | Cronobacter | sakazakii Ad1435 Infant formula 5 271,17 | 66,29 + + + +
. 10 0 0 st / /
42 | Cronobacter | sakazakii Ad939 Infant formula 18 + mik 36,31 | 66.25 () " "
26 0 0 - st / /
43 | Cronobacter | malonaticus E684 Food 26 + milk 0 0 - st / /
134 23,07 | 66,74 + + + +
44 | Cronobacter | malonaticus E752 Baby food 7 24,02 | 66,33 + + + +
— . 7 0 0 st / /
45 | Cronobacter | muytjensii E888 Milk powder 57+ mik 34.33 | 6591 + (10) " "
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bioMérieux

INCLUSIVITY

Inoculation PCR Confirmation
n° Genus Species Reference Origin level Direct streaking Confirmation
CFU/225mL Cp Tm | Result (o8] Api 32ID | Fast crono

5 0 0 - st / /

L : 4 + milk 35,11 | 66,42 + +(2) + +

46 | Cronobacter | muytjensii E769 Milk powder 38 0 0 . st / ]

38 + milk 33,96 | 66,11 + +(10) + +
dublinensis

47 | Cronobacter | subsp LMG 23823T Environment 7 23,13 | 66,38 + + + +
dublinensis
dublinensis

48 | Cronobacter | subsp E798 / 5 26,01 | 66,09 + + + +
lausanensis

12 0 0 - st / /

49 | Cronobacter | universalis NCTC 9529T water 2% ; 1m|Ik 29(’)21 66609 + ;t J/r 7

71 + milk 20,7 | 66,38 + + + +

32 0 0 - st / /

50 | Cronobacter | condimenti LMG 26250T Spiced meat 32 + milk 0 0 - st / /

124 21,61 | 66,53 + + + +
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bioMérieux

EXCLUSIVITY

N° Genus Species Reference Origin Inocucl:?:tllj;::‘:' evel Cp ™ PCR Result
1 Citrobacter braakii Ad833 Beef 4,3.10° 0 0
2 Citrobacter diversus Ad100 Pork liver 1,5.108 0 0
3 Citrobacter fameri Ad116 Environmental sample 3,5.10° 0 0
4 Citrobacter freundi 39 Environmental sample 3,7.10° 0 0
5 Citrobacter koseri CIP105177 / 5,0.105 0 0
6 | Enterobacter aerogenes Ad889 Meat flour 7,5.10° 0 0
7 | Enterobacter agglomerans A00L065 Dairy product 51.10° 0 0
8 | Enterobacter agglomerans 136 Dairy product 1,8.10 0 0
9 | Enterobacter amnigenus 52 Vegetables 2,3.10° 0 0
10 | Enterobacter amnigenus 129 Raw milk 1,7.108 0 0
11 | Enterobacter amnigenus A00C068 Poultry 49.105 0 0
12 | Enterobacter cloacae 51 Vegetables 8,9.10° 0 0
13 | Enterobacter cloacae 10 Dairy product 3,0.10° 0 0
14 | Enterobacter fergusonii 2876 Environmental sample 1,5.108 0 0
15 | Enterobacter gergoviae CIP76.1 / 5,9.10° 0 0
16 | Enterobacter helveticus DSM 18396 T fruit powder 2,0.10° 0 0
17 | Enterobacter hormaechei Ad990 Butter 5,6.10° 0 0
18 | Enterobacter intermedius 60 Vegetables 1,6.105 0 0
19 | Enterobacter kobei Ad706 Milk powder 3,0.10° 0 0
20 | Escherichia coli 16 Dairy product 2,4.10° 0 0
21 | Escherichia hermanii Ad462 Dairy product 2,4.108 0 0
22 | Hafia alvei Ad2274 Dairy product 6,5.10° 0 0
23 | Klebsiella pneumoniae 122 Dairy product 2,9.10° 0 0
24 | Leclercia adecarboxylata Ad707 Milk powder 6,8.10° 0 0
25 | Salmonella arizonae (51:z4,223) CIP 5523 / 2,9.108 0 0
26 | Salmonella diarizonae SllIb 65 :c :z Ad 1298 Dairy environmental sample 3,3.10° 0 0
27 | Salmonella Typhimurium Ad1333 Dairy product 49.10° 0 0
28 | Serratia ficaria 113 Vegetables 7,9.105 0 0
29 | Serratia fonticola Ad1696 Raw milk 1,2.104 0 0
30 | Yersinia intermedia Ad133 Dairy product 8,1.10° 0 0
31 | Escherichia vulneris Ad 2853 Dairy industry environment 2,0.10° 0 0
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Appendix 9 - Results obtained by the collaborative laboratories and the expert laboratory (Initial validation (2018))

Laboratory A
Lactic flora:  8,5.10¢ CFU/g

Reference method: ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N*Sample Biochimical AUEL il Agreement
Reading | Oxidase qallery result | Cp Tm Result | Reading | FastCrono | Reading | FastCrono | Reading | FastCrono | result
A1 / / - 0 0 - / - / / NA
A4 / / - 0 0 - / - / / NA
A6 / / - 0 0 - / - / / NA
A11 / / - 0 0 - / - / / NA
A14 / / - 0 0 - / - / / NA
A18 / / - 0 0 - / - / / NA
A20 / / - 0 0 - / - / / NA
A24 - / / - 0 0 - / - / / NA
A3 + - + + 0 0 - / - / / ND
A5 - / / - 0 0 - / - / - / - NA
A10 + - + + | 26,23 65,75 + + + + / + / + PA
A15 + + + | 2343 66,38 + + + / + / PA
A16 + + + 0 0 - - / - / - / - ND
A19 + + + | 2654 65,75 + + + + / + / + PA
A22 + + + 30,3 65,85 + + + + / + / + PA
A23 + + + | 26,37 65,54 + + + + / + / + PA
A2 + + + | 26,27 66,06 + + + + / + / + PA
A7 + + + | 25,99 65,69 + + + + / + / + PA
A8 + + + | 24,87 66,03 + + + + / + / + PA
A9 + + + | 28,74 66,78 + + + + / + / + PA
A12 + + + | 20,68 66,88 + + + + / + / + PA
A13 + + + | 21,49 65,94 + + + + / + / + PA
A17 + + + | 28,82 65,39 + + + + / + / + PA
A21 + + + | 23,35 65,93 + + + + / + / + PA
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Laboratory B
Lactic flora:  4,1.105 CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N“Sample Biochimical i Al Agreement
Reading | Oxidase qallery result | Cp Tm Result | Reading | FastCrono [ Reading | FastCrono | Reading | FastCrono | result
B1 / / - 0 0 - / - / / NA
B4 / / - 0 0 - / - / / NA
B6 / / - 0 0 - / - / / NA
B11 / / - 0 0 - / - / / NA
B14 / / - 0 0 - / - / / NA
B18 / / - 0 0 - / - / / NA
B20 / / - 0 0 - / - / / NA
B24 - / / - 0 0 - / - / - / - NA
B3 + - + + 22,3 66,32 + + + + / + / + PA
B5 - / / - 0 0 - / - / - / - NA
B10 + - + + 22,78 64,97 + + + + / + / + PA
B15 + + + 0 0 - / - / / - ND
B16 + + + 0 0 / / - / - ND
B19 + + + 32,48 63,56 + + / + / + PA
B22 + + + 0 0 - / - / / - ND
B23 + + + 0 0 - - / - / - / - ND
B2 + + + 22,3 66,32 + + + + / + / + PA
B7 + + + 22,72 65,61 + + + + / + / + PA
B8 + + + 24,05 66,12 + + + + / + / + PA
B9 + + + 22,85 65,89 + + + + / + / + PA
B12 + + + 22,57 65,49 + + + + / + / + PA
B13 + + + 22,64 65,92 + + + + / + / + PA
B17 + + + | 23,15 66,07 + + + + / + / + PA
B21 + + + 32,3 66,19 + + + + / + / + PA
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Laboratory C
Lactic flora:  5,6.10¢ CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N*Sample Biochimical i Al Agreement
Reading | Oxidase qallery result| Cp Tm Result | Reading | FastCrono | Reading | FastCrono | Reading | FastCrono | result
C1 / / 0 0 - - / - / / NA
C4 / / 0 0 - - / - / / NA
C6 / / 0 0 - - / - / / NA
C11 / / 0 0 - - / - / / NA
C14 / / 0 0 - - / - / / NA
C18 / / 0 0 - - / - / / NA
C20 / / 0 0 - - / - / / NA
C24 - / / - 10/35,63|68,76/67,52 | +/+ - / - / - / - PPNA
C3 + - + + 33,66 67,62 + + / + / + PA
C5 - / / - 0 0 - - / - / / - NA
C10 - / / - 0 0 - - / - / / - NA
C15 + - + + 30,86 67,26 + + + + / + / + PA
C16 + + + 23,71 67,82 + + + + / / PA
C19 + + + 0 0 - - / - / - / - ND
C22 + + + 29,24 67,39 + + + + / + / + PA
C23 + + + 23,56 67,46 + + + + / + / + PA
C2 + + + 23,02 67,71 + + + + / + / + PA
C7 + + + 22,87 67,69 + + + + / + / + PA
C8 + + + 23,15 68,11 + + + + / + / + PA
C9 + + + 22,18 67,89 + + + + / + / + PA
C12 + + + 22,67 67,36 + + + + / + / + PA
C13 + + + 21,86 67,47 + + + + / + / + PA
C17 + + + 22,54 67,98 + + + + / + / + PA
C21 + + + 21,72 67,61 + + + + / + / + PA
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Laboratory D
Lactic flora:  4,6.105 CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N*Sample Biochimical A il Agreement
Reading | Oxidase qallery result | Cp Tm Result | Reading | FastCrono [ Reading | FastCrono | Reading | FastCrono | result
D1 / / - 0 0 - / - / / NA
D4 / / - 0 0 - / - / / NA
D6 / / - 0 0 - / - / / NA
D11 / / - 0 0 - / - / / NA
D14 / / - 0 0 - / - / / NA
D18 / / - 0 0 - / - / / NA
D20 / / - 0 0 - / - / / NA
D24 - / / - 0 0 - / - / - / - NA
D3 + - + + 27,23 66,95 + + + + + + + + PA
D5 + + + 26 66,7 + + + + + + + + PA
D10 + + + 0 0 - - / - / - / - ND
D15 + + + 2471 66,35 + + + + + + + + PA
D16 + + + 32,35 66,44 + + + + + + + + PA
D19 + - + + 23,5 66,4 + + + + + PA
D22 - / / - 0 0 - - / - / - / - NA
D23 + - + + 22,91 66,38 + + + + + + + + PA
D2 + + + 24,27 66,66 + + + + + + + + PA
D7 + + + 24,08 66,58 + + + + + + + + PA
D8 + + + 25,66 66,65 + + + + + + + + PA
D9 + + + 23,87 66,63 + + + + + + + + PA
D12 + + + 23,24 66,41 + + + + + + + + PA
D13 + + + 23,11 66,55 + + + + + + + + PA
D17 + + + 24,02 66,8 + + + + + + + + PA
D21 + + + 26,94 66,3 + + + + + + + + PA
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Laboratory E
Lactic flora:  8,1.105 CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N“Sample Biochimical i Al Agreement
Reading | Oxidase qallery result | Cp Tm Result | Reading | FastCrono | Reading | FastCrono | Reading | FastCrono | result
E1 / / - 0 0 - / - / / NA
E4 / / - 0 0 - / - / / NA
E6 / / - 0 0 - / - / / NA
E11 / / - 0 0 - / - / / NA
E14 / / - 0 0 - / - / / NA
E18 / / - 0 0 - / - / / NA
E20 / / - 0 0 - / - / / NA
E24 / / - 0 0 - / - / / NA
E3 - / / - 0 0 - / - / / NA
E5 + - + + 0 0 - - / - / - / - ND
E10 + + + 20,94 67,11 + + + + / / / + PA
E15 + + + 20,94 66,86 + + + + / / / + PA
E16 + + + 21,96 67,2 + + + / / / + PA
E19 + + + 0 0 - - / - / - / - ND
E22 + + + 21,12 66,81 + + + + / / / + PA
E23 + + + 20,69 66,83 + + + + / / / + PA
E2 + + + | 21,89 67,05 + + + + / / / + PA
E7 + + + 21,58 67,07 + + + + / / / + PA
E8 + + + 21,75 67,21 + + + + / / / + PA
E9 + + + 20,61 67,3 + + + + / / / + PA
E12 + + + 20,04 66,87 + + + + / / / + PA
E13 + + + 20,38 66,64 + + + + / / / + PA
E17 + + + | 21,55 67,23 + + + + / / / + PA
E21 + + + 20,16 66,76 + + + + / / / + PA
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Laboratory F
Lactic flora:  6,9.105 CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N“Sample Biochimical i) Al Agreement
Reading | Oxidase qallery result| Cp Tm Result | Reading | FastCrono | Reading | FastCrono | Reading | FastCrono | result
F1 / / - 0 0 - / - / / NA
F4 / / - 0 0 - / - / / NA
F6 / / - 0 0 - / - / / NA
F11 / / - 0 0 - / - / / NA
F14 / / - 0 0 - / - / / NA
F18 / / - 0 0 - / - / / NA
F20 / / - 0 0 - / - / / NA
F24 - / / - 0 0 - / - / - / - NA
F3 + - + + 26,79 66,13 + + + + / + / + PA
F5 + + + 24,35 66,37 + + + + / + / + PA
F10 + + + 0 0 - / - / / - ND
F15 + + + 0 0 - - / - / - / - ND
F16 + - + + 23,48 66,4 + + + + / + / + PA
F19 - / / - 22,74 66,24 + + + + / + / + PD
F22 + - + + 22,14 66,19 + + + + / + / + PA
F23 + + + 22,89 66,45 + + + + / + / + PA
F2 + + + 22,9 66,3 + + + + / + / + PA
F7 + + + 25,06 66,23 + + + + / + / + PA
F8 + + + 24,03 66,22 + + + + / + / + PA
F9 + + + 22,74 66,21 + + + + / + / + PA
F12 + + + 21,57 65,92 + + + + / + / + PA
F13 + + + 21,59 66,31 + + + + / + / + PA
F17 + + + | 22,83 66,1 + + + + / + / + PA
F21 + + + 22,62 66,26 + + + + / + / + PA
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Laboratory G1
Lactic flora:  1,5.105 CFU/g

Reference method: ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI :
N*Sample Biochimical A il Agreement
Reading | Oxidase qallery result | Cp Tm Result | Reading | FastCrono [ Reading | FastCrono | Reading | FastCrono | result
G1 / / - 0 0 - / - / / NA
G4 / / - 0 0 - / - / / NA
G6 / / - 0 0 - / - / / NA
G11 / / - 0 0 - / - / / NA
G14 / / - 0 0 - / - / / NA
G18 / / - 0 0 - / - / / NA
G20 / / - 0 0 - / - / / NA
G24 - / / - 0 0 - - / - / - / - NA
G3 + - + + | 24,57 66,62 + + + + / + / + PA
G5 + + + 22 66,7 + + + + / + / + PA
G10 - + + 21,36 66,35 + + + + / + / + PA
G15 - / / - 21,7 66,14 + + + + / + / + PD
G16 + - + + 0 0 - / - / / ND
G19 + + + 246 66,33 + + + / / PA
G22 + + + | 22,27 66,8 + + + / / PA
G23 + + + 0 0 - - / - / - / - ND
G2 + + + | 2245 66,65 + + + + / + / + PA
G7 + + + | 20,96 66,45 + + + + / + / + PA
G8 + + + | 22,88 66,93 + + + + / + / + PA
G9 + + + 22 66,81 + + + + / + / + PA
G12 + + + | 2791 66,07 + + + + / + / + PA
G13 + + + 22,9 66,13 + + + + / + / + PA
G17 + + + 22,77 66,57 + + + + / + / + PA
G21 + + + | 20,56 66,43 + + + + / + / + PA
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Laboratory G2
Lactic flora:  2,7.105 CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N“Sample Biochimical i Al Agreement
Reading | Oxidase qallery result | Cp Tm Result | Reading | FastCrono [ Reading | FastCrono | Reading | FastCrono | result
G26 / / - 0 0 - / - / / NA
G28 / / - 0 0 - / - / / NA
G31 / / - 0 0 - / - / / NA
G34 / / - 0 0 - / - / / NA
G37 / / - 0 0 - / - / / NA
G40 / / - 0 0 - / - / / NA
G43 / / - 0 0 - / - / / NA
G44 - / / - 0 0 - - / - / - / - NA
G27 + / + + 23,01 66,4 + + + + / + / + PA
G30 / / - 24 57 66,55 + + + + / + / + PD
G35 / / - 21,29 66,59 + + + + / + / + PD
G38 - / / - 0 0 - - / - / - / - NA
G41 + / + + 29,59 66,46 + + + + / + / + PA
G42 + / + + 20,57 66,36 + + + + / + / + PA
G46 + / + + 0 0 - - / - / - / - ND
G48 + / + + 21,76 66,67 + + + + / + / + PA
G25 + / + + 22,16 66,48 + + + + / + / + PA
G29 + / + + 23,31 66,27 + + + + / + / + PA
G32 + / + + 21,65 66,59 + + + + / + / + PA
G33 + / + + 22,02 66,73 + + + + / + / + PA
G36 + / + + 20,63 66,68 + + + + / + / + PA
G39 + / + + 21 66,36 + + + + / + / + PA
G45 + / + + 20,63 66,35 + + + + / + / + PA
G47 + / + + 21,16 66,4 + + + + / + / + PA
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Laboratory H
Lactic flora:  5,7.105 CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N°Sample Biochimical | [ nal e Agreement
Reading | Oxidase qallery result | Cp Tm Result | Reading | FastCrono [ Reading | FastCrono | Reading | FastCrono | result
H1 / / - 0 0 - / - / / NA
H4 / / - 0 0 - / - / / NA
H6 / / - 0 0 - / - / / NA
H11 / / - 0 0 - / - / / NA
H14 / / - 0 0 - / - / / NA
H18 - / / - 0 0 - / - / / NA
H20 - / / - 0 0 - / - / / NA
H24 - / / - 0 0 - / - / - / - NA
H3 / / - 22,58 66,77 + + + + / + / + PD
H5 - / / - 23,59 66,69 + + + / + / PD
H10 + - + + 0 0 - - / - / - / - ND
H15 + + + 20,83 66,49 + + + + / + / + PA
H16 + + + 22,98 66,67 + + + + / + / + PA
H19 + + + 31,48 66,71 + + + + / + / + PA
H22 + + + 21,53 66,69 + + + + / + / + PA
H23 + + + 22,25 66,52 + + + + / + / + PA
H2 + + + 21,77 66,71 + + + + / + / + PA
H7 + + + 29,59 66,21 + + + + / + / + PA
H8 + + + 2411 66,65 + + + + / + / + PA
H9 + + + 22,5 66,65 + + + + / + / + PA
H12 + + + 20,47 66,71 + + + + / + / + PA
H13 + + + 21,42 66,57 + + + + / + / + PA
H17 + + + | 22,53 66,79 + + + + / + / + PA
H21 + + + 21,21 66,62 + + + + / + / + PA
* Due to leakage, only 7.5 mL were analyzed
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Laboratory I
Lactic flora: 4,9.105 CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N*Sample Biochimical i) Al Agreement
Reading | Oxidase qallery result [ Cp Tm Result | Reading | FastCrono | Reading | FastCrono [ Reading | FastCrono | result

11 / / 0 0 / / / NA
14 / / 0 0 / / / NA
16 / / 0 0 / / / NA
111 / / 0 0 / / / NA
114 / / 0 0 / / / NA
118 / / 0 0 / / / NA
120 / / 0 0 / / / NA
124 - / / - 0 0 / - / - / - NA
13 + - + + 25,62 66,14 + + + + / + / + PA
15 + + + 20,55 66,59 + + + + / + / + PA
110 + + + 21,5 66,53 + + + + / + / + PA
115 + - + + 22,1 66,44 + + + + / + / + PA
116 - / / - 0 0 - - / - / - / - NA
119 + - + + 22,05 66,68 + + + + / + / + PA
122 + + + 22,03 66,67 + + + + / + / + PA
123 + + + 23,02 66,4 + + + + / + / + PA
12 + + + 20,34 66,54 + + + + / + / + PA
17 + + + 21,78 66,58 + + + + / + / + PA
18 + + + 22,75 67,12 + + + + / + / + PA
19 + + + 22,6 66,59 + + + + / + / + PA
112 + + + 21,78 66,58 + + + + / + / + PA
113 + + + 21,83 66,58 + + + + / + / + PA
117 + + + 22,5 66,38 + + + + / + / + PA
121 + + + 21,26 66,65 + + + + / + / + PA
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Laboratory J
Lactic flora:  2,7.105 CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N“Sample Biochimical i Al Agreement
reading | Oxidase qallery result | Cp Tm Result | Reading | FastCrono [ Reading | FastCrono | Reading | FastCrono | result
J1 / / - 0 0 - / - / / NA
J4 / / - 0 0 - / - / / NA
J6 / / - 0 0 - / - / / NA
J11 / / - 0 0 - / - / / NA
J14 / / - 0 0 - / - / / NA
J18 / / - 0 0 - / - / / NA
J20 / / - 0 0 - / - / / NA
J24 - / / - 0 0 - - / - / - / - NA
J3 + - + + 26,64 66,99 + + + + / / / + PA
J5 + + + 23,29 67,25 + + + + / / / + PA
J10 + + + 26,29 66,78 + + + + / / / + PA
J15 + + + 28,51 66,8 + + + + / / / + PA
J16 + + + 26,96 67,12 + + + + / / / + PA
J19 + + + 2471 67,18 + + + + / / / + PA
J22 + + + 21,97 67,35 + + + + / / / + PA
J23 + + + 30,28 66,85 + + + + / / / + PA
J2 + + + 21,96 67,31 + + + + / / / + PA
J7 + + + 24,49 66,9 + + + + / / / + PA
J8 + + + 23,38 67,51 + + + + / / / + PA
J9 + + + 25,02 66,87 + + + + / / / + PA
J12 + + + 21,41 67,19 + + + + / / / + PA
J13 + + + 21,65 67,35 + + + + / / / + PA
J17 + + + | 22,89 67,44 + + + + / / / + PA
J21 + + + 21,66 67,3 + + + + / / / + PA
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Laboratory K
Lactic flora:  5,1.105 CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N“Sample Biochimical i Al Agreement
reading | Oxidase qallery result | Cp Tm Result | Reading | FastCrono [ Reading | FastCrono | Reading | FastCrono | result
K1 / / - 0 0 - / - / / NA
K4 / / - 0 0 - / - / / NA
K6 / / - 0 0 - / - / / NA
K11 / / - 0 0 - / - / / NA
K14 / / - 0 0 - / - / / NA
K18 / / - 0 0 - / - / / NA
K20 / / - 0 0 - / - / / NA
K24 - / / - 0 0 - - / - / - / - NA
K3 + - + + 23,24 67,14 + + + + / / / + PA
K5 + + + 24,02 66,96 + + + + / / / + PA
K10 + + + 21,76 65,37 + + + / / / PA
K15 + + + 0 0 - - / - / - / - ND
K16 + + + 23,16 67,04 + + + + / / / + PA
K19 + - + + 21,99 66,91 + + + + / / / + PA
K22 - / / - 21,44 66,64 + + + + / / / + PD
K23 + - + + 22,52 66,63 + + + + / / / + PA
K2 + + + 23,81 66,98 + + + + / / / + PA
K7 + + + 22,71 66,83 + + + + / / / + PA
K8 + + + 23,27 66,98 + + + + / / / + PA
K9 + + + 22,03 67,17 + + + + / / / + PA
K12 + + + 21,4 66,73 + + + + / / / + PA
K13 + + + 21,02 67,03 + + + + / / / + PA
K17 + + + | 22,04 66,99 + + + + / / / + PA
K21 + + + 20,75 67,08 + + + + / / / + PA
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Laboratory L
Lactic flora:  6,1.105 CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N“Sample Biochimical i) Al Agreement
reading | Oxidase qallery result| Cp Tm Result | Reading | FastCrono | Reading | FastCrono | Reading | FastCrono | result
L1 / / - 0 0 - / - / / NA
L4 / / - 0 0 - / - / / NA
L6 / / - 0 0 - / - / / NA
L11 / / - 0 0 - / - / / NA
L14 / / - 0 0 - / - / / NA
L18 / / - 0 0 - / - / / NA
L20 / / - 0 0 - / - / / NA
L24 - / / - 0 0 - / - / - / - NA
L3 + - + + 21,85 66,57 + + + + / / / + PA
L5 - / / - 0 0 - - / - / - / - NA
L10 + - + + 22,14 66,57 + + + + / / / + PA
L15 - + + 21,09 66,08 + + + + / / / + PA
L16 - / / - 22,18 66,37 + + + / / / + PD
L19 + - + + 0 0 - - / - / - / - ND
L22 + + + 20,92 66,06 + + + + / / / + PA
L23 + + + 21,99 66,13 + + + + / / / + PA
L2 + + + | 21,19 66,5 + + + + / / / + PA
L7 + + + 21,85 66,39 + + + + / / / + PA
L8 + + + 22,94 66,72 + + + + / / / + PA
L9 + + + 22 47 66,86 + + + + / / / + PA
L12 + + + 21,23 66,54 + + + + / / / + PA
L13 + + + 20,98 66,52 + + + + / / / + PA
L17 + + + 21,63 66,45 + + + + / / / + PA
L21 + + + 20,79 66,19 + + + + / / / + PA
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bioMérieux

Laboratory M
Lactic flora:  4,5.105 CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N“Sample Biochimical i) Al Agreement
Reading | Oxidase qallery result| Cp Tm Result | Reading | FastCrono [ Reading | FastCrono | Reading | FastCrono | result
M1 / / - 0 0 - / - / / NA
M4 / / - 0 0 - / - / / NA
M6 / / - 0 0 - / - / / NA
M11 / / - 0 0 - / - / / NA
M14 / / - 0 0 - / - / / NA
M18 / / - 0 0 - / - / / NA
M20 / / - 0 0 - / - / / NA
M24 / / - 0 0 - - / - / - / - NA
M3 - / / - 21,81 66,65 + + + + / / / + PD
M5 + - + + 21,96 66,55 + + + + / / / + PA
M10 + + + 21,08 66,32 + + + / / / PA
M15 + - + + 0 0 - - / - / - / - ND
M16 - / / - 20,95 66,43 + + + + / / / + PD
M19 + - + + 21,24 66,63 + + + + / / / + PA
M22 + + + 22,06 66,42 + + + + / / / + PA
M23 + + + 20,72 66,4 + + + + / / / + PA
M2 + + + 21,58 66,36 + + + + / / / + PA
M7 + + + 21,34 66,44 + + + + / / / + PA
M8 + + + 21,83 66,67 + + + + / / / + PA
M9 + + + 21,54 66,68 + + + + / / / + PA
M12 + + + 20,32 66,48 + + + + / / / + PA
M13 + + + 19,94 66,57 + + + + / / / + PA
M17 + + + 21,58 66,82 + + + + / / / + PA
M21 + + + 2074 66,37 + + + + / / / + PA
ADRIA Développement 173/176 February 28, 2022

Summary report (Version 0)
GENE-UP Cronobacter



bioMérieux

Laboratory N
Lactic flora:  4,0.10¢ CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI :
N*Sample Biochimical i) Al Agreement
Reading | Oxidase qallery result [ Cp Tm Result | Reading | Biochimical | Reading | FastCrono | Reading | FastCrono | result
N1 / / - 0 0 - - / - / - / - NA
N4 / / - 22,61 67,1 + + + + / + + + PD
N6 / / 23,76 67,09 + + + + / + + + PD
N11 / / 0 0 - - / / / - NA
N14 / / 0 0 - / / / NA
N18 / / 0 0 - - / - / - / - NA
N20 / / 20,57 67,02 + + + + / + + + PD
N24 - / / - 33,04 66,58 + - / - / - / - NA
N3 + / + + 22,04 67,02 + + + + / + / + PA
N5 + / + + 19,99 66,63 + + + + / + / + PA
N10 + / + + 21,08 66,74 + + + + / + / + PA
N15 + / + + 24,2 66,68 + + + + / + / + PA
N16 + / + + 31,44 63,78 + + + + / + / + PA
N19 + / + + 21,53 66,84 + + + + / + / + PA
N22 - / / - 22,29 66,75 + + + + / + / + PD
N23 + / + + 21,8 66,84 + + + + / + / + PA
N2 + / + + 22,52 67,06 + + + + / + / + PA
N7 + / + + 21,85 66,83 + + + + / + / + PA
N8 + / + + 21,48 66,68 + + + + / + / + PA
N9 + / + + 21,64 66,87 + + + + / + / + PA
N12 + / + + 21,06 66,39 + + + + / + / + PA
N13 + / + + 21,2 66,81 + + + + / + / + PA
N17 + / + + 22,67 66,64 + + + + / + / + PA
N21 + / + + 21,47 66,77 + + + + / + / + PA
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bioMérieux

Laboratory o
Lactic flora:  4,8.105 CFU/g
Reference method: 1ISO 22964 GENE-UP Cronobacter
o CCl . PCR result ESIA CCl CSB/CCI .
N“Sample Biochimical i) Al Agreement
Reading | Oxidase qallery result| Cp Tm Result | Reading | FastCrono [ Reading | FastCrono | Reading | FastCrono | result
01 / / - 0 0 - / - / / NA
04 / / - 0 0 - / - / / NA
06 / / - 0 0 - / - / / NA
o1 / / - 0 0 - / - / / NA
014 / / - 0 0 - / - / / NA
018 / / - 0 0 - / - / / NA
020 / / - 0 0 - / - / / NA
024 - / / - 0 0 - - / - / - / - NA
03 + - + + 26,16 67,07 + + + + / + / + PA
05 + + + 22,86 67,13 + + + + / + / + PA
010 + + + 26,73 66,31 + + + + / + / + PA
015 + + + 22,37 66,74 + + + + / + / + PA
016 + + + 0 0 - - / - / - / - ND
019 + + + 23,19 66,6 + + + + / + / + PA
022 + + + 24,34 66,46 + + + + / + / + PA
023 + + + 22,74 66,93 + + + + / + / + PA
02 + + + | 23,57 67,1 + + + + / + / + PA
o7 + + + 24,71 67,07 + + + + / + / + PA
08 + + + 23,19 66,21 + + + + / + / + PA
09 + + + 22,38 66,38 + + + + / + / + PA
012 + + + 21,93 66,29 + + + + / + / + PA
013 + + + 22,04 66,56 + + + + / + / + PA
017 + + + 30,35 66,34 + + + + / + / + PA
021 + + + 22,4 66,59 + + + + / + / + PA
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Laboratory P (ADRIA)
Lactic flora:  6,2.105 CFU/g

bioMérieux

Reference method: 1ISO 22964 ¢ GENE-UP Cronobacter
N°Sample CCl e Final PCR result (2nd extraction) ESIA CCl CSB/CCI Final Agreement
reading | Oxidase qallery result [ Cp Tm Result | Reading | FastCrono | Reading | FastCrono | Reading | FastCrono | result
P1 / / 0 0 - - / - / / NA
P4 / / 0 0 - - / - / / NA
P6 / / 0 0 - - / - / / NA
P11 / / 0 0 - - / - / / NA
P14 / / 0 0 - - / - / / NA
P18 / / 0 0 - - / - / / NA
P20 / / 0 0 - - / - / / NA
P24 - / / - 0 0 - - / - / / NA
P3 + - + + 0 0 - - / - / - / - ND
P5 + + + 23,13 66,32 + + + + / + / + PA
P10 + + + 26,79 66,03 + + + + / + / + PA
P15 + + + 2413 65,91 + + + + / + / + PA
P16 + + + 26,38 66,03 + + + + / + / + PA
P19 + + + 2455 66,12 + + + + / + / + PA
P22 + + + 22,67 66,19 + + + + / + / + PA
P23 + + + 0 67,04 + | +(2col) + + (5 col) / + / + PA
P2 + + + 23,99 66,13 + + + + / + / + PA
P7 + + + | 23,76 66,17 + + + + / + / + PA
P8 + + + 25,15 66,44 + + + + / + / + PA
P9 + + + 22,97 66,67 + + + + / + / + PA
P12 + + + 24,6 66,09 + + + + / + / + PA
P13 + + + 22,56 66,13 + + + + / + / + PA
P17 + + + 23,61 66,56 + + + + / + / + PA
P21 + + + | 22,96 66,13 + + + + / + / + PA
* Analyses performed according to the COFRAC accreditation
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