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Dietary Supplements

“Products intended to add to or supplement the diet and are different from conventional food” usr-os 101

Food Safety and Standards (Health Supplements, Nutraceuticals, Food for Special Dietary Use, Food
for Special Medical Purpose, Functional Food and Novel Food) Regulations, 2016 reguiationno-6

Categories in Dietary Supplements (F. No. Std/SP-05/T(Nutraceutical-2022), 24-Jun-2022), Direction Mar-22

1. Health Supplements (HS) 2. Nutraceuticals (Nutra) 3. Food for Special Dietary Use (FSDU) 4. Food
for Special Medical Purpose (FSMP) 5. Prebiotic Food and Probiotic Food (Pre-Pro)
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I n g red ie ntS y Direction-Mar-2022

Schedule-1

Schedule-2

Schedule-3

Schedule-4

= Nutrients (vitamins, minerals,
amino acids and other nutrients)

= Plant or botanicals

= Molecules/isolates/extracts
other than Schedule Il

= Prebiotics and Probiotics



Quality

The suitability of product for its intended use. The term Quality includes such
attributes as the ldentity, strength, and Purity

Guidelines
« |ICH

Compulsive Attributes

» Uses of FSSAI approved
Ingredient. (Schedule: 1 to 4)

* Dosages as per RDA-PDE

» Evaluation of Product’s Safety,
Quality, and Efficacy aspects.

Quality

Compendia I-QMS

04 * RM Screening
* FSSAl Lab Manuals « Quality Check through out the
« DSC, USP, IP, FCC, AOAC :

Process
+ ISO&IS .

Ecocert and Nutricert™ Programs

03

Global Standards

« USP Chapter 1058
« CFR 21 Part-11
» Country Specific GxP requirements



Quality Assessments _ Analysis

Quality
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Analytical Instruments

High Performance Liquid DideILtian Automated Fat Automated Protein
Chromatography Analyzer Analyzer

ICP-MS UV Spectroscopy IR Spectroscopy HPTLC
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Collaborations

External Lab: CAB
1. NABL Accredited
2.  Subject Matter Experts

Academic Research

Institutes
1. NIPER
2. lTs

3. Other Research Institutes
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