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Shield Works PPE
With 15 years of China manufacturing experience 
and a team of over 50 project managers and 
engineers, we have the infrastructure and 
knowledge to ensure that all medical products 
are supplied by approved manufacturers to 
required national standards. This eliminates the 
risk of bulk shipments being impounded by 
customs at port of entry.

The SW PPE Logistics Department is here to 
ensure your supply gets to where it needs to be 
with zero unnecessary delays. Our Planning & 
Ops coordinators are highly experienced and 
knowledgeable in customs regulations in China 
and all major overseas markets including the USA 
and the EU, especially in those related to PPE 
such as face masks.

The close relationships we have with customs 
agents and brokers built over 15 years of supply 
chain management in China means we always 
stay on top of the ever-changing customs rules. 
Nothing catches us by surprise.

We can charter entire cargo planes, converted 
passenger planes and organize regular air freight 
and sea freight.

Take the hassle, stress and risk out of this vital 
part of your supply chain by engaging with SW 
today.

www.shielworksmfg.com  |  www.shieldworks3pl.com  |  www.shieldworksppe.com
www.shield.works  |  www.china2west.com

Nick Cunningham QVCS
President & Founder

Mark Jacobs
CEO

Mark Clayton FMATT
CFO

Major in HM Royal Marines (ret’d) 1st Class Mechanical Engineer Vice-Chairman of British Chamber of
Commerce Guangdong;

2019 Peace Laureate



Quality Standard
Complies with EN 455 AND EN 374

Complies with ASTM D5250 

SKU: SW-VIGLV

Packaging details

CBM: 0.02 KG   

Carton Size: 33.5 x 26.5 x 26.5 cm

100 pcs per carton / 1000 pcs per box

G.W.: 6 KG 

V.W.:  4.7 KG         

Material

Color

Model

Storage

Size/overall length as per EN 455-2

Type

Impermeability as per EN 455-1

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

Vinyl

Transparent

Ambidextrous, with rolled rim

Protect from heat, humidity, 
strong light and ozone

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

Powder-free, unsterile

AQL 1.5, 2.5, 4.0 Available

Min. 5 years
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Vinyl Gloves

Available both powder-free and powdered   

Practical barrier for wide range of applications 

Soft, good fit, feel and performance

DOP, DEHP-free

Available in sizes from XS to XL

CEFDA

Certifications



 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue          D o c  I D #  0 4 0 1 7 . 0 4 . 0 5  
Silver Spring, MD 20993  
www.fda.gov 

 
 
 
 
 
 
 
 

June 20, 2019 
 

Anhui Intco Medical Products Co. Ltd 
℅ Derek Tian 
Official Correspondent 
Intco Medical Industries, Inc. 
805 Barrington Ave 
Ontario, California 91764  
 
Re:  K190095 

Trade/Device Name: Powder-Free Clear Vinyl Patient Examination Gloves 
Regulation Number:  21 CFR 880.6250 
Regulation Name:  Non-Powdered Patient Examination Glove 
Regulatory Class:  Class I 
Product Code:  LYZ 
Dated:  March 21, 2019 
Received:  March 26, 2019 

 
Dear Derek Tian: 
 
We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 
above and have determined the device is substantially equivalent (for the indications for use stated in the 
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 510(k) Premarket Notification Database 
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 
 
If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 
 

Hand Protection - Vinyl Gloves



K190095 - Derek Tian Page 

 

2 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050. 
 
Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems. 
 
For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 
 

Sincerely, 
 
 

 
For Elizabeth Claverie, M.S. 

THT4B2: Disinfection, Reprocessing and Personal 
Protection 
Acting Assistant Director, THT4B1:  Sterility Devices 
DHT4B: Division of Infection Control 
    and Plastic Surgery Devices 
OHT4: Office of Surgical 
    and Infection Control Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 

 
Enclosure  
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Instruction Manual

[General name] Disposable Vinyl gloves

[Size & Standard] Size: XS, X, M, L, XL. Standard: 10 pcs/box, 12 pcs/box, 20 pcs/box, 50 pcs/box, 
60 pcs/box, 80 pcs/box, 100 pcs/box

[Manufacturer] SHANDONG INTCOMEDICAL PRODUCTS CO.LTD

[Contact] Qiwang Road, Naoshan Industrial Park, Qingzhou, Shandong, China, 262500,
0536 - 6136888

[Structure composition & Description] For patient examination. 
Made of Vinyl. For single-use only. Non-sterile gloves.

[Range of application] For medical and nursing staff, typically used for examination and to prevent 
cross-infection between doctors and patients.

[Notes] 
1. For adults only; 
2. To be used in 10oC - 30oC.
3. Before using, please trim your fingernails to avoid any damage.
4. Don’t wear any accessories when using the gloves.
5. One-time using and can not be reused.
6. Please do not use if the package is damaged.
7. After using, Dispose of the product as bio-hazardous waste per institutional protocol.

[Contraindications] 
1. If you have any discomfort, please stop using it immediately.
2. Please keep away from corrosive chemical such as acid-base and organic solvent, to avoid any 
damage.

[Instructions] Open the box, and take the gloves out of packaging and wear

[Storage] Store in a cool dry place, relative humidity ≤ 80%, avoid direct sunlight.
[Date of manufacture] Refer to product box
[Validity period] 5 years
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RECYCLABLE

KEEP AWAY
FROM RAIN

TEMPERATURE LIMITATION:
10oC - 30oC

KEEP AWAY
FROM SUNLIGHT

SINGLE-USE

DISPOSE IMMEDIATELY 
AFTER USE
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shieldworksppe.com

info@shieldworksppe.com

China Headquarters: +86 (0)756 3828390
US Head Office: (+1) 650 666 0050

Get in touch
For serious inquiries, contact us for more information and an accurate quote.

shieldworksppe.com

Part of the C2W Group - Supply Chain Management Experts in China since 2005.

www.china2west.com


