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1. DBIECTIVE
Ta describe the procedurs established for Specification and Formulation Contral.
To ensure that all packaging and labeling components are properly handled and controlled from
purchase and receipt and use through the entire production process to mest the reguirements
of part 111 of the Dietary Supplemant Regulations.

2. SCOPE [Optional)
2.1  The scope of this 20F applies to Specification and Formulation Control.

3. Personnel Responsibilities:
3.1 iz the responsibility of the Quality Manager or 8 member chosen and trained by the
Cuality Department to ensure these procedures are being enforced and followed.

4. DEFIMITIOMS
41 xxx

5. REFERENCES
5.1 21CFR111.70{b) & [d)
5.2 21 CFR111.75(a) & (f]
5.3 21 CFR111.95(b)(3)
54 21CFR111.127(d)
5.5 MSF Guidelines
5.6 AMNSIA455-2
5.7 (QO01 Document and Data Contral Procedure)

6. SAFETY
Personnel waorking at enter your company’'s name shall follow necessary procedures to protect
themselves and others from physical harm per the guidelines provided by the Company andor
DEHA,

7. PROCEDURE

7.1 Internal or costomer specifications must be available that define acceptable product
anribates, Each specification nmyost be maintaimed and racked under 2 defined quality
A93UraNce prosSram.

7.2 Procedures must be m place to ensure compliance with specifications and control of produoct
formulations.

7.3 Becords must be available to demonstrate compliance with all mamafacturing and finizhed
product specifications including customer specifications.

7.4 Products with multipls ingrediants must have sppropriate fonmulation controls available to
operators as well as procedures fo easure regular verification of accuracy.



