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Definition

Dietary supplement
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normally present in

A daily intake of 10° tc
would be effective
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PROBIOTIC

Helps Promote Digestive Balance
and Support the Immune System®
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Fig. 1. Schematic routes of production and incorporation of probiotics into different types of food products.



Drying methods

ing the leading technology for
ics:milder conditions that
level of cell viability
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y- or vacuum-drying have been

Ing increased attention as attractive
robiotic drying methods :lower
operating costs and higher throughput
capacity at acceptable level of probiotic
survival
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Usage of protective
probiotics are the mos

The currently available p
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In addition to suge

be necessary to reduce
drying and storage

Proteins
amino acid
prebiotics/




10rage stability of probiotics
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improves storage sta

Depending on the stor:
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HACCPS

Water is controlled for bio

Air is controlled for biob
particulates

Component materials
use and should also be mc

Product contact equipment
sterile disposable ipment car

All areas and surf: e manu
environment
be monitored

Cleaning and d
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Fthway for a biologic new drug

similar to new d
Discovery
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Stram identification by phenotypic and genotypic methods
» (Genus, spacies, stram
* Deposit stram m mtemational culture collection
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Functional characterization
o Invitro tests

Safety assessment

<::> e Invitro and'or animal

e Anmal studies * Phasel human study

Double blind, randomized, placebo controlled Preferably second
(DBPC) phase2 human trial or other ‘ mdependent
appropriate design with sample size and :> DBPC study to
primary outcomes appropriate to determme if confirm results
stram/ product is efficactous
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Phase3, effectiveness trial
15 appropriate to compare
probiotics with standard
treatment of z specific
condition

Probiotic supplement

Labeling

Contents- genus, species, stram designation
Mmimum numbers of viable bacteria at
end of shelf life

Proper storage conditions

Corporate contact details for consumer
mformation
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Tolerance to Gastric juic

Surviving in different
conditions

Antimicrobial activity a
bacteria

Resistance to
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rains selection for “drugable”
target
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benefit)
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mportance of phase3 studies
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probiotics related to the he

Minimum viable numbers o
of the shelf-life

Health claim(truthf
Proper storage |
Corporate conta
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should not misl
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