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PRODUCT SPECIFICATION 

Product name:  Grape seed extract capsule

Product Code: Prepared by Technical Officer (Signature): Zheng Ling

Version No.: Approved by Q.A.Manager (Signature): Lu Gang

Issue date: Accepted by Purchaser (Signature):

1.General Specification

No. Fields Specification Test method

1.1 Dosage form 00# Capsule -

1.2 Physical appearance Transparent HPMC Capsules Visual

1.3 Total weight 640mg±5% USP

1.4 Disintegration ＜30mins USP/CP2015

2.Master Formulation

No. Active & Inactive Ingredients Filling weight (Per capsule) Unit Release Limit Test method

2.1 Grape seed extract 95% OPC 400.00 mg ±7.5% In-house

3.Other Ingredients

3.1 Rice flour 120 mg ±7.5% In-house

3.2 HPMC Capsules 120 mg ±7.5% In-house

4.Heavy metals limits

No. Item Release limit Test method

4.1 Lead ＜2.0ppm In-house

4.2 Arsenic ＜1.0ppm In-house

4.3 Cadmium ＜1.0ppm In-house

4.4 Mercury ＜0.1ppm In-house

5.Microbial release limits

No. Item Release limit Test method

5.1 Total bacterial count ≤30000cfu/g In-house

5.2 Mold & yeast ≤50cfu/g In-house

5.3 Coliform bacteria ≤0.92MPN/g In-house

5.4 Salmonella Negative/25g In-house

5.5 Staphylococcus aureus Negative/25g In-house

6.Free From Statement

6.1 No corn,dairy,egg,gluten,lactose,nuts,suger,wheat,yeast,artificial flavoring or artificial preservatives

6.2 No animal sourced ingredients
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7.Packing and Storage

7.1 Shelf life 24Months

7.2 Storage Unopened container below 30℃ away from sunlight , in a cool dry place NMT 60% relative humidity .

7.3 Carton size (L)36cm ×(W)36cm×(H)29cm
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