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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   - This process applies to ISO 22000, AYUSH Products certification scheme , Pilot Project on Safe Food, Tasty Food, Global GAP & GAP / GFCP for Medicinal Plants. 
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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.
Extension of scope in the case of Pilot project on Safe Food, Tasty Food:

· Extension of scope of certificate for inclusion of additional Categories of activities under the same certificate shall be done after ascertaining;

a) Availability of requisite infrastructure, manufacturing machinery, logistic support and technical skills.

b) Availability of authorized and/or adequate power and water supplies, where such supplies are required for processing, production, storage and serving of food. 

c) Competent and qualified personnel for production of food product(s) and management of the facility. 
d) Compliance to the applicable food regulation.
e) Conformity of the food establishment with requirements of the certification criteria as relevant to the specific category of food establishment; and the rating done;
f) The Rating score for the food establishment, as per FSRS defined in the certification criteria, is not below the rating for Bronze; 
g) Conformity of the food products for which extension is sought with microbiological criteria requirements of the certification criteria; These samples shall be drawn for independent testing as are being drawn for initial evaluation.
· The extension of scope shall be clearly mentioned in the certificate document by way of an additional Category of food establishment 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 FSMS/P-02/GG/P-02/GG/P-03 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.
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