Synmax Vinyl Nitrile Hybrid Medical Exam Gloves

Blue | Medical Grade | Powder Free | FDA 510(k) | Latex Free
Synmax Examination Gloves
Revolutionary new formula of vinyl-based hybrid material, containing
nitrile, uses properties with elastic and strong “bones” of gloves. They %
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Features

- Brand new product

- DOP,DEHP-free

- No latex proteins, low allergy potential
- Comfortable conforming latex-like fit

- Effective barrier and extra strength

« Enhanced tactile sensitivity

- Economical protection

- Resistance to acid, alkali and oil

- 100 gloves per box
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Quality standards

« Complies with EN 455 and EN 374

« Complies with ASTM D5250 (USA Related
Product)

« Tensile Strength: 18MPa

« Palm Thickness: 0.08 mm minimum

« Finger thickness: 0.09 mm minimum (3.5-4 mil)

+ Weight: 5.0 gm (size medium)

« Length: 230 mm minimum

Technical information

Type
Material
Colour
Model

Storage

Size/overall length as per

EN 455-2

Impermeability as per EN 455-1

Durability, in original package if
stored as per din 7716, 1ISO 2230

FOA

DIN EM

455

Powder-free, unsterile
Compound of Vinyl-based Hybrid
Blue, White, Purple, Pink

Ambidextrous, with rolled rim

Protect from heat, humidity, strong
light and ozone

XS, S, M, L and XL 240 mm
(=230mm for USA)

AQL 1.5

Min. 5 years
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FDA Listing for Basic Medical Synmax Vinyl Gloves

Follow FDA | En Espaiiol

1Y U.S. FOOD & DRUG I

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

510(k) Premarket Notification
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510(k) | DeNovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards
m CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

New Search Back To Search Results

Device Classification Name V\inyl Patient Examination Glove

510(K) Number K153028
Device Name Synmax Synthetic Patient Examination Vinyl Gloves, Powder Free, Blue
Applicant ZIBO HUIYING MEDICAL PRODUCTS, CO. LTD.

NO. 3 DA WU ROAD
Linzi, CN 255400
Applicant Contact Fufang Wang
Correspondent BASIC MEDICAL INDUSTRIES, INGC.
12390 East End Ave
Chino, CA 91710

Correspondent Contact Sophie Hao

Regulation Number 880.6250

Classification Product Code LYZ

Date Received 10/16/2015

Decision Date 02/05/2016

Decision Substantially Equivalent (SESE)
Regulation Medical Specialty General Hospital

510k Review Panel General Hospital

Summary Summary

Type Traditional

Reviewed By Third Party No
Combination Product No
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