GRAS Notice (GRN) No. 856
https://www.fda.gov/food/generally-recognized-safe-gras/gras-notice-inventory

April 11,2019

Division of Biotechnology and GRAS Notice Review (HFS-255)
Office of Food Additive Safety

Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

Dear Office of Food Additive Safety:

In accordance with the guidance issued by the Food and Drug Administration (FDA) under 21 81
Fed. Reg. 54960 (Aug. 17, 2016), Chr. Hansen hereby provides notice of a claim that the use of
Bifidobacterium animalis ssp. lactis BB-12% in conventional foods as described in the enclosed
notification is Generally Recognized As Safe (GRAS) based on scientific procedures.

The enclosed triplicate copies of the submission each include form FDA 3667, a comprehensive
GRAS assessment, and appendix documents in support of the assessment, for your consideration.

Please feel free to contact me directly to discuss any aspects of this submission.

Sarah F. Kraak-Ripple
Regulatory Affairs Manager
Human Health — North America
Chr. Hansen, Inc.
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Stephanie Hice, PhD Chr. Hansen, Inc.
9015 West Maple Street

Center for Food Safety and Applied Nutrition Milwaukee, W1 53214 - 4298
Office of Food Additive Safety
U.S. Food and Drug Administration Telephone: +1 (414) 607-5700

www.chr-hansen.com
info@chr-hansen.com

November 15, 2019
USEMGR

GRN 000856
Dear Stephanie,

Enclosed is Chr. Hansen’s response to the questions regarding GRN No. 856 that were received from
FDA on behalf of Stephanie Hice, PhD via email on October 30, 2019.

Please contact me with any further questions.

Yours sincerely,

v v
Emily Gregoire

Probiotics Regulatory Affairs Manager — North America

usemgr@chr-hansen.com
Mobile: (b) (6)



Chr. Hansen Response to FDA’s Questions/Comments Regarding GRN 000856:

1. Please state whether any of the raw materials used in the fermentation media and during pro-
duction of Bifidobacterium animalis subsp. lactis DSM 15954 are major allergens or derived
from major allergens. Please state whether the final ingredient contains any major allergens.

Chr. Hansen produces BB-12® products for dietary supplements and conventional foods. Due to this,
there may be different formulations for different products. Milk allergen is present in both the fermen-
tation media and finished product ingredients for some forms of BB-12®. We have dairy-free products as
well which contain no allergens in either the fermentation media or finished product ingredients. Please
see the attached statement regarding our allergen management program (Allergen_Management_EN).

2. Please clarify whether the manufacture of B. animalis DSM 15954 begins with a pure culture.

Yes. The initial inoculation (Found on page 19 of the dossier, #2 in “individual production steps”) mate-
rial is a pure culture sourced from Chr. Hansen’s internal culture collection cell bank. The pure culture is
tested for genetic stability as well. This is mentioned in Part 2.4.1 of the original dossier: “Genetic stabil-
ity during storage”.

In the development of our bacterial food cultures, both GMP and Food Safety are implemented accord-
ing to I1SO 22000 to secure food safety. This includes measures described below for selection of cultures,
as well as characterization, and production and QC release criteria of inoculation material used for pro-
duction of our commercial cultures. All bacteria for inoculation originate from the Chr. Hansen’s Culture
Collection in Denmark, and have been characterized using methods, which were up to date at the time
of development.

3. Please specify whether the manufacturing process is monitored for contamination, and if so,
how often this is performed.

Production environment and product facing areas (zone 1) are tested weekly for pathogens and indica-
tor organisms. Results are stored in a Laboratory Information Management System (LIMS). In addition,
every batch of product is tested for pathogens and cross-contaminants which further confirms that the
manufacturing process meets standards.

4. Please indicate if the analytical methods used to analyze the batches for conformance with
the stated specifications are validated for that particular purpose.

The analytical methods used for the testing of specifications are all ISO certified or based on ISO meth-
ods. All methods are validated.



5. A specification was provided for Enterococci. However, the certificates of analysis for the
batch analyses (Appendix 2) do not provide data for Enterococci. Please provide the analysis
of 3 non-consecutive batches of B. animalis DSM 15954 to demonstrate conformance with the

stated Enterococci specification.

In addition to analyses reported on our CoAs, Chr. Hansen performs several other internal-only analyses
that we use as specifications for release of our products. These specifications are based on our internal
risk-assessment program. All results and specifications for each batch are stored in a database. The data
gathered from these internal analyses is also trended and evaluated to detect any possible shifts in
product quality and/or safety. Products not meeting these specifications are disposed of. Please see at-
tached three non-consecutive QC batch records including results of internal specifications.

6. Please clarify whether B. animalis DSM 15954 is intended to be used in infant formula and/or
foods under the jurisdiction of the U.S. Department of Agriculture (USDA).

B. animalis DSM 15954 is not intended for use in products under the jurisdiction of the USDA. The use of
this strain in infant formula is covered by Grn. No. 049. There are no additional infant uses proposed in
this GRAS notification.



Statement
May 23, 2018

Valid two years from date of issue

To whom it may concern

Global quality-, safety- and security programs for food application products

Thank you for your inquiry into Chr. Hansen’s products. They are produced according to our policies,
GMP’s and management systems as stated on https://www.chr-hansen.com/en/about-us/policies-and-

positions.

We have Policies for:

Corporate Governance

Business integrity

People, Knowledge & Organization
Finance & IT

Quality & Product Safety
Communication

Linked to our Policy for Quality and Product Safety, we have Positions on:

Allergens

Product Security

Product Safety

Use of Genetic Techniques

Our quality management systems are the back bone for continuously improving our performance and
processes, as well as meeting and exceeding our customer’s expectations regarding product quality and
services.

Strict focus on quality control, product safety and product security at every stage of our activities, and
in the entire value chain is the guarantee to our customers - from raw material selection, surveillance
of suppliers through production and packaging, to distribution and application at our customers’
premises.

Compliance with food safety standards

All Chr. Hansen’s production sites are certified according to FSSC 22000 (food safety and food GMP).
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The FSSC 22000 certification scheme has been recognized by the GFSI (Global Food Safety Initiative),
and based on the extensive GFSI benchmarking process our FSSC 22000 certifications ensure that our
production processes fulfill the main principles of both:

e The International Food Standard (IFS)
e The British Retail Consortium’s (BRC’s) Global standard for Food Safety

Our quality and food safety management system based on FSSC 22000:2011 includes:

Focus on raw material, production and customer/finished products
Risk assessment of the entire value chain - HACCP

Food GMP (Good Manufacturing Practise = Prerequisite Programs)
Allergen management

Audits (internal, customer audits and third-party audits)

Customer complaint management

Documented system for corrective action and continuous improvements
Training and education of employees

Crisis management

Product recall

Active release of products

Rework

Production environment

Infrastructure

In addition, we have a full range of product documentation for all our products.

Quality assurance and control in Chr. Hansen’s production

The quality system in place at all production plants combines food GMP (Good Manufacturing Practice),
HACCP (Hazard Analysis of Critical Control Points) and contaminants testing, which is included in the
release criteria, as well as parameters related to the performance of our products.

Prevention of microbial contamination of products focuses on the use of HACCP principles to proactively
secure food safety, rather than solely on final testing of products. Sampling points, test schedules, and
specifications are managed item per item.

The HACCP principles are based upon:

e lIdentification and control of potential hazard

e Definition and mapping of critical control points (CCPs) and Operational Pre-Requisite Programs
(OPRPs)

e Definition of critical limits for CCPs

e Scheduling and reporting of measurements and observations
DKMIDH/Food_quality_safety_security_programs_FCE_and_NC_EN/May 2018/2:3

Chr. Hansen A/S -10-12 Bage Allé - DK-2970 Harsholm, Denmark - Phone: +45 45 74 74 74 - Fax: +45 45 74 88 88 www.chr-hansen.com

The information contained herein is presented in good faith and is, to the best of our knowledge and belief, true and reliable. It is offered solely
for your consideration, testing and evaluation, and is subject to change without prior and further notice unless otherwise required by law or agreed
upon in writing. There is no warranty being extended as to its accuracy, completeness, currentness, non-infringement, merchantability or fitness
for a particular purpose. To the best of our knowledge and belief, the product(s) mentioned herein do(es) not infringe the intellectual property
rights of any third party. The product(s) may be covered by pending or issued patents, registered or unregistered trademarks, or similar
intellectual property rights. All rights reserved.


http://www.chr-hansen.com/

b 4

Statement

e Procedures for corrective actions, when monitoring deviations from critical limits
e Procedures to verify the effectiveness of the HACCP plan
e Documentation and record keeping

Food security/defense

Chr. Hansen complies with requirements for Food Fraud in FSSC 22000 and thereby GFSI requirements.
We are mindful of our obligation to protect and ensure the authenticity of our products. All our
production plants have established food defense, traceability, withdrawal, recall, crisis management,
vulnerability assessments and facility access controls, and we hold a C-TPAT certificate (against
bioterrorism). Furthermore, our Vendor Management Program incorporates food defense and food fraud
principles. Our food defense program includes a food fraud vulnerability assessment using the SSAFE
tool and a specific vulnerability assessment to prevent intentional adulteration in compliance with both
PAS 96:2017 and the Food Safety Modernization Act.

Chr. Hansen’s global food GMP governance is described in “Quality, GMP’s & Food Safety Principles”,
which is available on https://www.chr-hansen.com/en/about-us/policies-and-positions. (quality &
product safety)

Furthermore, we offer relevant support material such as FSSC certificates, and summary third party
audit reports for all our production plants. Full audit reports are considered confidential.

If you have further questions, please contact us.

Yours sincerely
Chr. Hansen A/S
Quality Management

Birte Skov Larsen
QA Specialist

Electronically generated, therefore not signed
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November 20, 2018

Valid two years from date of issue

To whom it may concern

Allergen Management in Chr. Hansen

Food safety has the highest priority in Chr. Hansen; as such allergen management is one of our core
programs to secure the safety of our products.

We control all allergens listed in EU Labeling Regulation 1169/2011 and the US Food Allergen Labeling
and Consumer Protection Act of 2004. Chr. Hansen also communicates the allergen status of our
products in accordance with these two regulations.

Allergen control is managed via our Good Manufacturing Practice (GMP) and HACCP programs that are
FSSC 22000 certified at all our production sites. The programs include (but are not limited to):

e Segregation of all food allergens during storage and handling

e Risk assessment and control of all processes where allergens are handled

¢ Cross contamination control via validated/verified allergen cleaning programs
e Full traceability on all raw materials, rework and finished products

Allergen communication is managed via our Quality Management and HACCP programs that are ISO
22000 certified in our head office, R&D, and Support functions. The programs include (but are not
limited to):

e Declaration of allergens, and confirmation of allergen management from all suppliers
e Allergen risk assessment of all raw materials and finished products

e Allergen profiles on all finished products

e Product Allergen Information sheets on all finished products

More information about Chr. Hansen’s ‘Quality, GMP and Food Safety principles’ is available at our
global homepage www.chr-hansen.com. Please refer to our site on policies and positions and open the
subfolder on ‘Quality & Product Safety’.

DKNAND/DKNIKA, DKCHER/Allergen_Management_EN/Nov 2018/1:2

Chr. Hansen A/S -10-12 Bage Allé - DK-2970 Harsholm, Denmark - Phone: +45 45 74 74 74 - Fax: +45 45 74 88 88 www.chr-hansen.com

The information contained herein is presented in good faith and is, to the best of our knowledge and belief, true and reliable. It is offered solely
for your consideration, testing and evaluation, and is subject to change without prior and further notice unless otherwise required by law or agreed
upon in writing. There is no warranty being extended as to its accuracy, completeness, currentness, non-infringement, merchantability or fitness
for a particular purpose. To the best of our knowledge and belief, the product(s) mentioned herein do(es) not infringe the intellectual property
rights of any third party. The product(s) may be covered by pending or issued patents, registered or unregistered trademarks, or similar
intellectual property rights. All rights reserved.


http://www.chr-hansen.com/
http://www.chr-hansen.com/
https://www.chr-hansen.com/en/about-us/policies-and-positions

b 4

Statement

Allergens and other sensitizing substances, for example on the LEDA and ALBA lists

Chr. Hansen only control the allergens listed in the EU Labeling Regulation 1169/2011 and the US Food
Allergen Labeling and Consumer Protection Act of 2004. Cross contamination from other allergens or
sensitizing substances mentioned in for example the LEDA and ALBA lists is covered by our standard
GMP, but with no specific cleaning programs for these allergens or substances. We can inform upon
request if other allergens or sensitizing substances mentioned in for example the LEDA and ALBA lists
have been used as ingredients in our finished products.

If you have any further questions, please contact your local sales representative.

Yours sincerely
Global Business Support

Chr. Hansen A/S - Food Cultures & Enzymes
Chr. Hansen Natural Colors A/S

Electronically generated, therefore not signed
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Nnu-trish® BB-12®

Product Information
Version: 7 Pl EU EN 11-08-2019

Description
Thermophilic culture.

The culture is a defined single strain with a long history of safe use. Substantial clinical documentation on possible health
benefits are available upon request and likewise are certificates of identification and certificates of safety and origin.

BB-12° is a registered trademark of Chr. Hansen.

Culture composition:
Bifidobacterium

Material No: 706146 Color: Off-white to slightly reddish or brown
Size 20X25 ¢ Format: FD-DVS
Type Pouch(es) in box Form: Granulate

Storage and handling
<-18°C / <0 °F

Shelf life
At least 24 months from date of manufacture when stored according to recommendations.
At +5°C (41°F) the shelf life is at least 6 weeks.

Application

Usage

The culture is primarily used in production of probiotic dairy products. The culture can be applied in combination with other
lactic acid cultures such as yogurt or mesophilic aromatic cultures (type LD).

A HACCP risk assessment has been carried out for fermented dairy products. For all other applications a risk assessment
should be completed before the product is released for sale as food safety hazards will differ from fermented products.

Suggested dosage

It is recommended that BB-12® is inoculated according to the desired probiotic cell count in the final product. This is
influenced by the shelf life, the pH and storage temperature of the final product. For fermented products the interaction
with other strains as well as fermentation time and temperature may also affect the final probiotic cell count.

Directions for Use

Remove cultures from the freezer just prior to use. Do not thaw Disinfect the package prior to opening. Open the pouch
and pour the freeze-dried granules directly into the pasteurized product using slow agitation. Agitate the mixture for 10-15
minutes to distribute the culture evenly. The recommended incubation temperature is dependent on the application in
which the culture is used. For more information on specific applications see our technical brochures and suggested recipes.

Range

Single strain BB-12® is available in frozen and freeze-dried form. Blends with BB-12® for production of probiotic fermented
milk are also available. They have all been composed to provide a high cell count of BB-12® in the final product when
applied according to our recommendations.

Technical Data
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nu-trish® BB-12®

Product Information
Version: 7 Pl EU EN 11-08-2019

Other Information

BB-12® is anaerobic (slightly oxygen tolerant). Growth of BB-12® is dependent on a good interaction with other fermenting
strains. The culture will not grow in milk by it self, but can grow slowly in milk at temperatures between 37-43°C (98 -
109°F) in synergy with the fermenting culture. BB-12® converts lactose to L+ lactic acid and acetic acid.

BB-12° is very stable and has a high resistance towards acids in fermented milk products.

Analytical Methods
References and analytical methods are available upon request.

Dietary information

Kosher: Kosher Dairy Excl. Passover
Halal: Certified

VLOG: Conform

Legislation

Chr. Hansen's cultures comply with the general requirements on food safety laid down in Regulation 178/2002/EC. Lactic
acid bacteria are generally recognized as safe and can be used in food, however, for specific applications we recommend to
consult national legislation.

The product is intended for use in food.

Food Safety

No guarantee of food safety is implied or inferred should this product be used in applications other than those stated in the
Usage section. Should you wish to use this product in another application, please contact your Chr. Hansen representative
for assistance.

Labeling

Suggested labeling "lactic acid culture” or "starter culture”, however, as legislation may vary, please consult national
legislation.

Labeling with probiotic strain names is possible if a trademark license agreement is in place. Please Contact your local Chr.
Hansen representative for further information.

Trademarks

Product names, names of concepts, logos, brands and other trademarks referred to in this document, whether or not
appearing in large print, bold or with the ® or TM symbol are the property of Chr. Hansen A/S or an affiliate thereof or used
under license. Trademarks appearing in this document may not be registered in your country, even if they are marked with
an ®.

Technical support
Chr. Hansen's Application and Product Development Laboratories and personnel are available if you need further
information.

GMO Information
In accordance with the below mentioned legislation of the European Union we can inform that:

nu-trish® BB-12® is not a GM (genetically modified) food *.

It does not contain or consist of GMOs and is not produced from GMOs in accordance with Regulation 1829/2003* on GM food
and feed.

As such GM labelling is not required for nu-trish® BB-12® or the food it is used to produce**. Moreover, the product does
not contain any GM labelled raw materials.
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nu-trish® BB-12®

Product Information
Version: 7 Pl EU EN 11-08-2019

* Regulation (EC) No 1829/2003 of the European Parliament and of the Council of 22 September 2003 on genetically modified food and feed.
** Regulation (EC) No 1830/2003 of the European Parliament and of the Council of 22 September 2003 concerning the traceability and labelling of genetically

modified organisms and the traceability of food and feed products produced from genetically modified organisms and amending D

Please note the information presented here does not imply that the product can either be used in, or is externally certified to be
labelled as ‘organic’ or ‘GMO free’. Requirements to make these claims vary per country, please contact us for more information.

irective 2001/18/EC.

used in, food or feed

Allergen Information

List of common allergens in accordance with the US Food Allergen Labeling and

Present as an

Consumer Protection Act of 2004 (FALCPA) and EU Regulation 1169/2011/EC with later ingredient in
lamendments the product
Cereals containing gluten* and products thereof No
Crustaceans and products thereof No
Eggs and products thereof No

Fish and products thereof No
Peanuts and products thereof No
Soybeans and products thereof No

Milk and products thereof (including lactose) Yes
Nuts* and products thereof No

List of allergens in accordance with EU Regulation 1169/2011/EC only

Celery and products thereof No
Mustard and products thereof No
Sesame seeds and products thereof No
Lupine and products thereof No
Mollusks and products thereof No
Sulphur dioxide and sulphites (added) at concentrations of more than

10 mg/kg or 10 mg/litre expressed as SOz No

* Please consult the EU Regulation 1169/2011 Annex Il for a legal definition of common allergens, see European Union law at: www.eur-lex.europa.eu
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MKE QC Lab Requisition Result Report

Date: 13/11/2019

Time generated: 22:08
Generated by: USJHS

Job Name: (b) (4) Place of Production: AVE
Experiment ID: Date First Authorized:  25.03.2019
Link to CINAC Report: CINAC: 706146
‘Sample ID: Sampling Point: Sample Comment:
BY&® ey
(b) (4) A Deviation from theoretical Dose 2 % «=10
| Inoc % ? N
A |pH-12h 5.9 pH >=5.9
A | Total Bacillus <10 cfu/g <100
A |B. cereus <10 cfu/g <10
i A Verification coagulase-positive Not Not
| staphylococci Applicable Applicable
A Coagulase-po_sitive <10 cfu/g <10 <10
| staphylococci
A Microscopy and verification on Not Not
| BEA Applicable Applicable
A |Enterococci <10 cfu/g <100
i Not Suspected
A | Verification by microscopy . culture
applicable
| growth
A |Mesophilic lactic acid bacteria <10 cfu/g <100
i Not Suspected
A | Verification by microscopy . culture
applicable
| growth
A |Thermophilic streptococci <10 cfu/g <100
B Not Suspected
A |Verification by microscopy . culture
applicable
| growth
A |Lactobacilli/Pediococci <10 cfu/g <100
A |Non lactic acid bacteria <10 cfu/g <500 <500
A |Enterobacteriaceae <10 cfu/g <10 <10
A |Yeasts and moulds <10 cfu/g <10 <10
i A Verification of gas producing Not Not
| bacteria (MRS tube) applicable applicable
Gas producing vancomycin-
| A resistent lactic acid bacteria <10 cfulg <10
A |Total cell count >3.0E+11 cfu/g >=1E+11 >=3E+11
‘Sample ID: Sampling Point: Sample Comment:
(b) (4) FD-PK-AW_E
(b) (4) A Aw 0.03 <0.15
Page: 1/1 MKE Lab Req Report 26.04.2019



Date: 13/11/2019

Iimproving food & health MKE QC Lab Requisition Result Report Time generated: 22:05
' For Internal Use Only Generated by: USJHS
Job Name: 706146/3475308 Place of Production: AVE
Experiment ID: Date First Authorized: 17.07.2019

Link to CINAC Report: CINAC: 706146

‘Sample ID: Sampling Point: Sample Comment:

(b) (4) FD-PK

(b) (4) A Deviation from theoretical Dose 0 % «=10
| Inoc %
A |pH-12h 6.0 pH >=5.9
A | Total Bacillus <10 cfu/g <100
A |B. cereus <10 cfu/g <10
B A Verification coagulase-positive Not Not
| staphylococci Applicable Applicable
A Coagulase-po_SItlve <10 cfu/g <10 <10
| staphylococci
A Microscopy and verification on Not Not
| BEA Applicable Applicable
A |Enterococci <10 cfu/g <100
B Not Suspected
A | Verification by microscopy . culture
applicable
| growth
A |Mesophilic lactic acid bacteria <10 cfu/g <100
B Not Suspected
A | Verification by microscopy . culture
applicable
| growth
A |Thermophilic streptococci <10 cfu/g <100
B Not Suspected
A |Verification by microscopy . culture
applicable
| growth
A |Lactobacilli/Pediococci <10 cfu/g <100
A |Non lactic acid bacteria <10 cfu/g <500 <500
A |Enterobacteriaceae <10 cfu/g <10 <10
A |Yeasts and moulds <10 cfu/g <10 <10
A |Total cell count >3.0E+11 cfu/g >=1E+11 >=3E+11
‘Sample ID: Sampling Point: Sample Comment:
B) (4  Fp-Pr-AW_E
(b) (4) A Aw 0.08 <0.15

Page: 1/1 MKE Lab Req Report 26.04.2019



Date: 13/11/2019

Iimproving food & health MKE QC Lab Requisition Result Report Time generated: 22:11
' For Internal Use Only Generated by: USJHS
Job Name: (b) (4) Place of Production: AVE
Experiment ID: Date First Authorized: 08.10.2019

Link to CINAC Report: CINAC: 706146

‘Sample ID: Sampling Point: Sample Comment:

(B) (4 | Fp-Pk

(b) (4) A Deviation from theoretical Dose 0 % «=10

| Inoc % ? N
A |pH-12h 5.9 pH >=5.9
A | Total Bacillus <10 cfu/g <100
A |B. cereus <10 cfu/g <10

I A Verification coagulase-positive Not Not

| staphylococci Applicable Applicable
A Coagulase-po_SItlve <10 cfu/g <10 <10

| staphylococci
A Microscopy and verification on Not Not

| BEA Applicable Applicable
A |Enterococci <10 cfu/g <100

I No cross Suspected
A | Verification by microscopy contaminat culture

| ion growth
A |Mesophilic lactic acid bacteria <10 cfu/g <100

I No cross Suspected
A | Verification by microscopy contaminat culture

| ion growth
A |Thermophilic streptococci <10 cfu/g <100

| No cross Suspected
A |Verification by microscopy contaminat culture

| ion growth
A |Lactobacilli/Pediococci <10 cfu/g <100
A |Non lactic acid bacteria <10 cfu/g <500 <500
A |Enterobacteriaceae <10 cfu/g <10 <10
A |Yeasts and moulds <10 cfu/g <10 <10
A |Total cell count >3.0E+11 cfu/g >=1E+11 >=3E+11

‘Sample ID: Sampling Point: Sample Comment:

(b) (4)  Fp-Pk-AW_E
(b) (4) A |Aw 0.03 <0.15

Page: 1/1 MKE Lab Req Report 26.04.2019
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nu-trish® BB-12®

Certificate of Analysis

Form: Freeze-dried DVS

Material No: 706146

Batch no:

Date of Manufacture: 04.2018

Best Before Date: 04.2020

Performance Result Specification
Total cell count cfu/g 4.4E+11 >=1E+11

Contaminants are tested and controlled in a relevant combination of samples from the
environment, process or products. The set-up is based on HACCP principles as stated in the
ISO 27205 | IDF 149:2010 to guarantee that the product fulfills the following specifications

Purity Specification

Coagulase-positive staphylococci cfu/g <10

Non lactic acid bacteria cfu/g <500

Enterobacteriaceae cfu/g <10

Yeasts and moulds cfu/g <10

Listeria monocytogenes Absentin25g

Salmonella spp. Absent in 25 ¢
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ED)

nu-trish® BB-12®

Certificate of Analysis

Form: Freeze-dried DVS

Material No: 706146

Batch no:

Date of Manufacture: 08.2018

Best Before Date: 08.2020

Performance Result Specification
Total cell count cfu/g >3.0E+11 >=1E+11

Contaminants are tested and controlled in a relevant combination of samples from the
environment, process or products. The set-up is based on HACCP principles as stated in the
ISO 27205 | IDF 149:2010 to guarantee that the product fulfills the following specifications

Purity Specification

Coagulase-positive staphylococci cfu/g <10

Non lactic acid bacteria cfu/g <500

Enterobacteriaceae cfu/g <10

Yeasts and moulds cfu/g <10

Listeria monocytogenes Absentin25g

Salmonella spp. Absent in 25 ¢
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ED)

nu-trish® BB-12®

Certificate of Analysis

Form: Freeze-dried DVS

Material No: 706146

Batch no:

Date of Manufacture: 09.2018

Best Before Date: 09.2020

Performance Result Specification
Total cell count cfu/g 8.8E+11 >=1E+11

Contaminants are tested and controlled in a relevant combination of samples from the
environment, process or products. The set-up is based on HACCP principles as stated in the
ISO 27205 | IDF 149:2010 to guarantee that the product fulfills the following specifications

Purity Specification

Coagulase-positive staphylococci cfu/g <10

Non lactic acid bacteria cfu/g <500

Enterobacteriaceae cfu/g <10

Yeasts and moulds cfu/g <10

Listeria monocytogenes Absentin25g

Salmonella spp. Absent in 25 ¢
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X

nu-trish® BB-12®

Product Specification

Form: Freeze-dried DVS

Material No: 706146

Culture

Composition: Bifidobacterium

Performance Specification
Total cell count cfu/g >=1E+11

Contaminants are tested and controlled in a relevant combination of samples from the
environment, process or products. The set-up is based on HACCP principles as stated in the
ISO 27205 | IDF 149:2010 to guarantee that the product fulfills the following specifications

Purity Specification

Coagulase-positive staphylococci cfu/g <10

Non lactic acid bacteria cfu/g <500

Enterobacteriaceae cfu/g <10

Yeasts and moulds cfu/g <10

Listeria monocytogenes Absentin 25 ¢

Salmonella spp. Absentin 25 ¢

Storage and shelf life: See labels and product packaging
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