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1.0 PURPOSE

1.1 To outline the procedure for modification of scope of the Client’s registered 

2.0  SCOPE

2.1 Applies to all FCI registered Clients.

3.0   PROCEDURE   

The client shall submit the information for the new products under the respective dosages seeking scope extension using the application form AY F-01 as applicable for the respective clauses.
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For Ayush Certification Scheme 
Extension of scope of certificate for inclusion of additional dosage forms and products therein under the same certificate shall be done after

a) ascertaining that the certified organization has requisite resources required e.g. raw materials, process controls, manufacturing machinery, test facilities and technical skills .for dosage forms and products under extension of scope, through an on site evaluation, and

b) test reports for sample of products of the new dosage form are on independent testing found conforming to requirements of the Criteria

For extension of scope of certificate for inclusion of additional products within an existing dosage form of the Ayush Product under the same certificate, the certification body shall 

a) draw samples of additional products as per sampling plan at Cl 4.2.9 for independent testing.

b) Process for extension of scope for the additional products on the basis of test reports of additional products in the same dosage form, provided by the manufacturer, subject to conformity of samples on independent testing mentioned at a) above.

The extension of scope shall be clearly mentioned in the certificate document along with its date of inclusion for avoiding any misrepresentation or misinterpretation. Irrespective of the date of inclusion, the validity of the Certificate shall remain unchanged.

Note: 
1) The Special Audit if required is conducted as per AY P-01 or as per specific requirements of applicable scheme.  However the mandays for Special Audit are decided By the Designated Person of concerned scheme based on the complexity of change involved.

4.0 Records

        Clients History File

5.0 Revisions:

Original Issue, Rev 00,  Dt:25-May-2010
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