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1. DBIECTIVE
To describe the policy and guidelines established for & standardized format of controlled
documents.
2. SCOPE

2.1 The scope of this 30F applies controlled documents used in the quality system at insert your
COMpany name.

3. PERSOMMEL RESPOMSIBILITIES
31 Itis the responsibility of the Quality Manager or 3 member chosen and trained by the
Cuality Department to ensure these procedures are being enforced and followed.

4. DEFIMITIOMS
4.1 Controlled Document - iz an authorized written or electronic docurnent that is uniguely
identified, approved, izsued, and maintained as part of the quality system. Thess
documents include the following:

4.1.1  Form - is 8 uniquely designad worksheet used to record data, display facts, or
convey information.

4.1.2 Specifications - are a document containing detailed information regarding
component or product quality attributes, expectations, design, technical details,
testing methods, and relezse requirements.

4.1.3  Protocol /Report - is 8 docurnent that fulfills special regulatory requirements or
internal ne=ds such az & wvalidation or stakility.

4.1.4 Record - is 3 document containing legal entries, statement of facts, or results from
related actions.

4.2 Revision - is any change to 3 controlled document.

4.3 Supportive Dooument - is a document, record, chart, log, report, correspondence, or
memaorandum that provides substantiating information or history concerning the guality
system, products, or procedures.

5. REFEREMCE:
51 21cFR111
5.2 21 CFRpartifi
5.3 MSF Guidelines
54 GMP reguirements are listed in MEF/ANSI 455-2 which is the only American Mational
sStandard in the dietary supplement industry developed in accordance with the FOA's 21
CFR part 111.




