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Aurelia® Bold® Black Nitrile
Powder Free Examination Gloves
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Durable Black Nitrile ”
Maximum Strength
AV4
AURELIA PREMIUM
Free PROTECTION

- Robust average 6.0mil finger-5.0mil thickness palm for
enhanced puncture & abrasion resistance

- Fully-textured finish for optimal gripping action
- 100% latex free, High contrast black color

« ASTM D6978-05 tested for Chemotherapy Drugs
Permeation Resistance

AURELIA® GLOVES

www.aureliagloves.com | 1-877-AURELIA (1-877-287-3542)




Bold

Product description & specification

Label Aurelia Bold
Product No. 73995 (XS) 73996 (S) 73997 (M) 73998 (L) 73998
(XL)73999 (XXL) 73990
FDA Code LZA
Material Proprietary blend Nitrile Butadiene Rubber (NBR)
Design Beaded cuff, Powder-free & Ambidextrous
Color Satin Black
Dimension — Palm Width (in) (ASTM 6319) Bold
Size S :3+04 Size S :3.15avg
Size M :3.7+0.4 Size M : 3.75 avg
SizeL :4.3+04 SizeL:4.3 avg
Physical Dimension Size XL :4,5+0.4 Size XL:24.7
Dimension — Gloves Length (in) Size S : 8.7 min Size S : 294
Size M : 8,7 min Size M : 294
Size L : 8.7 min Size L :294
Size XL :8.7 min Size XL:29.4
Thickness Single Wall (mm) Finger : 6mil(avg)
) Palm : 5mil(avg)
pnysical ASTM DE319 U d: 14 Mi Aged : 14 Mi
Properties Tensile Strength (MPa) nagec - n gea In
Ultimate Elongation (%) Unaged : 500 Min Aged : 400 Min
EN 455 Unaged: Aged:
Force at Break (N) Median 26N Median =6N
FDA, CE,
Certification
ISO 13485:2016
Product Test EN 455, ASTM including ASTM D6978-05, NZ/AU 4011.1:2014,1SO 11193-1:2008
Country of Origin Made in Malaysia
Nitrile is waterproof, greaseproof, oil proof and most importantly, chemical resistant to a range of
Intended Usage common chemicals and substances. Nitrile gloves are also commonly used in the medical industry
due to their high puncture resistance, and dexterous strength

CONFORMITY

« The general safety and performance requirements of FDA Medical Device Regulation for Class 1 medical devices (21 CFR 880.6250) and
complies with all general controls (section 513(a)(1)(A) of the Federal Food, Drug, and Cosmetic Act (Act); 21 U.S.C. 360c(a)(1)(A)), which
include: Establishment Registration Device Listing Premarket Notification 510(k) Labeling Quality System and Medical Device Reporting
(MDR)

* The general safety and performance requirements of Annex I, Medical Device Regulation (EU) 2017/745 for Class | medical devices.
Classification: Class | based on Rule 5 transient use, Annex VIII of the Medical Device Regulation (EU) 2017/745 - With the national standard
transposing harmonized standard EN455-1, EN455-2, EN455-3 and EN455-4 and is self-certified as a Class | non-sterile medical device

« The standard specification requirements for ASTM D6319- Freedom From Holes, Physical Dimensions Test, Physical Requirement Test
and Packaging and ASTM F1671-07 — Phi-x174 Bacteriophage Penetration Test

« EEC regulations concerning the conformity of materials and products that are allowed to come into contact with food. In accordance with
Regulation EEC 1935/2004, Regulation EC 10/2011 & Regulation (EC) No 2023/2006. The gloves are suitable for contact with dry, fatty,
alcoholic and aqueous food for short term contact.

* The gloves are certified manufactured according to ISO 9001:2015 and ISO 13485:2016 Quality Management Systems

Manufactured by, Factory Location: 1 877-287-3542

Supermax Healthcare Inc Supermax Corporation @aureliagloves

! info@aureliagloves.com
1899 Sequoia Dr Malaysia n m '
Aurora, IL 60506
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