Nitrile Gloves Specification

Private label
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White label

Features

« DOP-free

- Free from latex proteins, good alternative for those suffering from Type | allergies
- Suitable for food handling, except for fatty food

« Practical barrier for wide range of applications

- Very soft and pliable

- Good fit, feel and performance Non |a be|
«AQL 1.5
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Quality standards

- Complies with EN 455 and EN 374
« Complies with ASTM D5250 (USA Related Product)

- FDA 510(K) Available Sy T gy

Technical information Powder-free
Type Powder-free, unsterile REF Size Dispenser Transport carton
VG-101 XS 100 1000
Material Vinyl VG-101 S 100 1000
VG-101 M 100 1000
Colour Transparent Ve-101 L 100 1000
Model Ambidextrous, with rolled rim VG-101 XL 100 1000

Protect from heat, humidity, strong

Sigrage light and ozone
Size/overall length as per XS, S, M, Land XL 240 mm
EN 455-2 (=230mm for USA)
Impermeability as per EN 455-1 AQL 1.5

Durability, in original package if

stored as per din 7716, 1502230 un->years
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Loading Methods

Loading  Dispenser Transportcarton PCs/CTN

Method 1 100 PCs 10 Boxes 1,000 PCs
Method 2 100 PCs 20 Boxes 2,000 PCs
Method 3 200 PCs 10 Boxes 2,000 PCs

- Method for loading Nitrile, Vinyl and Latex series.
- Loading more than 2,000 pieces per carton is much
heavy for carrying and delivery.

Warehouse locations: Carlstadt, New Jersey | San Diego, California | Portland, Oregon

www.zendhealth.com | 301.841.0012 | 4640 Forbes boulevard, Ste 120J, Lanham MD 20706



Applicable for Nitrile, Vinyl, Latex series, as per ASTM D5250, D6319 or ISO 11193-1 (Latex)

Sizes

Length (mm)
Palm Width
Thumb L.
Forefinger L
Middle finger L.
Ring finger L.

Little finger L.

Physical
Specification

Packaging
Dimensions
(mm)

&

Loading
Capabilities
(Each product
may differ from
others)

XS

235+5mm
75E5mm
52+2mm
66+2mm
77+£2mm
68+2mm

52+2mm

Palm Thickness
Finger Thickness

Wrist Thickness

Tensile Strength
Before Aging

Tensile Strength
After Aging

Elongation Rate
Before Aging

Elongation Rate
After Aging

LxWxH
Dispenser

Trans. CTN.

Capability for 20 GP

Capability for 40 GP

Capability for 40 HQ

Technical Data

S M L.
235+5mm 235+5mm 235+5mm
85+5mm 95+5mm 170£5mm
54+2mm 57+£2mm 59+2mm
68+2mm 72+2mm 74+2mm
79+2mm 82+2mm 85+2mm
71+2mm 75+2mm /72mm
54+2mm 56x2mm 60+2mm
Vinyl Synthetic Nitrile
Premium Premium Premium
Min. 0.08mm Min. 0.08mm Min. 0.05mm
Min. 0.05mm Min. 0.05mm Min. 0.05mm
Min. 0.06mm Min. 0.06mm Min. 0.05mm
Min. 9MPa Min. 9MPa Min. 14MPa
Avg. 12MPa Avg. 16MPa Avg. 18MPa
Min. 9MPa Min. 9MPa Min. 14MPa
Avg. 11MPa Avg. 15MPa Avg. 16MPa
Min. 350% Min. 350% Min. 500%
Avg. 420% Avg. 460% Avg. 580%
Min. 300% Min. 300% Min. 400%
Avg. 360% Avg.410% Avg. 470%

Method 1 Method 2

240x123x64mm 240x123x64mm

335x250x260mm 335x500x260mm

1280 CTNs 650 CTNs

1.28M PCs 1.30M PCs

2550 CTNs 1290 CTNs

2.55M PCs 2.58M PCs

3100 CTNs 1570 CTNs

3.1M PCs 3.14M PCs

XL

235+5mm
120+5mm
65+2mm
80+2mm
92+2mm
82+2mm

64+2mm

Latex
Premium

Min. 0.08mm
Min. 0.08mm

Min. 0.08mm

Min. 14MPa
Avg. 18MPa

Min. 14MPa
Avg. 15MPa

Min. 650%
Avg. 680%

Min. 500%
Avg. 600%

Method 3

240x123x85mm

445x258x260mm

940 CTNs
1.88M PCs

1870 CTNs
3.74M PCs

2270 CTNs
4.54M PCs
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MDD Product Qualification
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Quality Control System
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TUV EN ISO 13485

Other Qualification
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SGS EN ISO 13485

Certificate of Completion
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NSF Certificate
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*Other Certifications or
Qualifications available.
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Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biclogics | Animal & Veterinary | Cosmetics

910(k) Premarket Notification

© FDA Home @ Medical Devices @ Databases

r:."'-."&'l m o10(k} | DeMovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards
m CFR Title 21 | RHadiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLI& | TPLC

New Search Back To Search Resulis

Device Classification Name Polymer Patient Examination Glove

510(k) Number KO90186
Device Name SYNTHETIC POWDER-FREE NITRILE PATIENT EXAMINATION GLOVES
Applicant SHANGHAI INTCO. PLASTIC & RUBBER PRODUCTS CO._, LTD

13945 MAGNOLIA AVE.
Chino, CA 91710

Applicant Contact Frank Liu

Correspondent SHANGHAI INTCO. PLASTIC & RUBBER. PRODUCTS CO., LTD
13945 MAGNOLIA AVE.
Chino, CA 91710

Correspondent Contact Frank Liu

Regulation Number 680.6250

Classification Product Code LZA

Date Received 01/20/1999

Decision Date DG6/21/1999

Decision Substantially Equivalent (SESE)

Regulation Medical Specialty General Hospital

510Kk Review Panel General Hospital

Summary Summary

Type Traditional

Reviewed By Third Party MO
Combination Product MO

Tobacco Products

B 3




Charles Nwaneri
Managing Partner
/ZEND Health c/o ZEND LLC
ike@zendglobal.com
202.903.5257(mobile) | 301.841.0012(office)



