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Product:     Visible Nitrile Gloves, Powder-free, 6mil 
Colour:    Orange  Green   Black  Yellow 
Product Code: (S)  1030202  1031202 1032202 1033202 

 (M) 1030302   1031302 1032302 1033302 
 (L) 1031402  1031402 1032402 1033402 
 (XL) 1031502  1031502 1032502 1033502 

   (2XL) 1031602 1031602 1032602 1033602 
 
 
 
Letter of Guarantee — US Code of Federal Regulations, Title 21, Part 177 (21 CFR 177), Food 
Contact: 
Eagle Protect PBC, the supplier of the items identified above, hereby confirm that they meet the 
composition and conditions of use requirements for indirect food additives (polymers) specified in the 
current US Code of Federal Regulations, Title 21, Part 177 (21 CFR 177). 
 
The composition and conditions of use requirements can be found at the USFDA website address–  
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=177.2600 and navigating to 
the Electronic Code of Federal Regulations, in particular Part 177.2600 (Rubber articles intended for 
repeated use).   
 
 
 
Allergen Statement: 
The manufacturer has confirmed with Eagle Protect PBC, supplier of the products identified above, that 
the following listed substances potentially causing allergens or intolerances are not intentionally used or 
added to the production process: 
 
Free from all types of allergens/harmful substances mentioned in the Food Allergen Labeling and 
Consumer Protection Act of 2004 (FALCPA), including milk, egg, fish (e.g., bass, flounder, or cod), 
Crustacean shellfish (e.g., crab, lobster, or shrimp), tree nuts (e.g., almonds, pecans, or walnuts), wheat, 
peanuts, and soybeans. 
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PFAS and other Chemicals – Absence Declaration: 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
Third Party Audit Statement: 
Eagle Protect PBC, the supplier of the items identified above, hereby confirm that the manufacturer of 
the products listed has been independently third party audited by APSCA certified auditors,  and has 
current compliance in accordance with the following applicable standards and certifications: 
 
ISO 9001:2015 – Quality Management Systems – Requirements  
 
ISO 13485:2016 & EN ISO 13485:2016 - Quality Management System – Requirements (Medical 
Devices) 
 
Sedex Members Ethical Trade Audit (SMETA) — 4 Pillar Social Audit (including Environmental and 
Business Ethics). 
 
*A separate Eagle Protect statement on the prohibition of Forced and Child Labor is available on request.  
 
 
These confirmations shall continue until revoked in writing by Eagle Protect, PBC. Conformance 
documentation is proprietary to Eagle Protect and its Suppliers but may be provided for audit purposes on 
request. 
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Substance: Intentionally 
Added Yes/No 

PFAS (Per- and Poly-fluoroalkyl Substances) No 
PFOS (Perfluoro Octane Sulfonate, CAS # 
1763-23-1) 

No 

Phthalates No 
Silicone No 
Powder No 
Natural Rubber Latex  No 
1,4 Dioxane (CAS #123-91-1) No 
SVHCs (Substance of Very High Concern) as per 
REACH EC/1907/2006 

No 


