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3-layer Disposable Mask : MSK-3PL-GEN

3-Ply Face Mask (Regular)

PRODUCT DESCRIPTION

SPECIFICATIONS/FEATURES

Type Disposable
Size 17.5x9.5cm
Weight 6 gm

Specifications Ear loops sewn or welded
With nose-pin

Composition Non-woven

Features BFE >= 95%
PFE >= 95%
Anti — bacteria
Odorless
Light
Non-irritant

Packaging 50 Pieces per Box
Sterile versions come
individually packed

www.global-ppe.com

PRODUCT PICTURES®

CERTIFICATIONS

Mandatory FDA Registered

Additional? CE Certified

Note 1. Pictures shown are for illustration purpose only.
Actual product may vary due to product enhancement
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.
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3-layer Disposable Mask : MSK-3PL-GEN

3-Ply Face Mask (Reqgular

Certifications : FDA

ADMINISTRATION

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

Establishment Registration & Device Listing & O

© FDAHome © Medical Davices © Databases

1 result found for Establishment Registration

or FEI Number : 30131662589 New Search
Establishment | [ Current
Nioe ‘[ Registration Number Registration Yr
AERTUER COMMERCE AND
TRADE WUXI CO. LTD CHINA 3013189289 2020
* Tape And Bandage Adhesive - Aertuer Taoe And Bandage Foreign Exomg.sgg;zn Private Label
& - a Foreign E , Fi n Pri |
* Bandage. Elastic - Aertuer Bandage OOEH EXperRs S on rate el
Fi E Pnv: ']
« Cotton. Roll - Aertuer Dental Rol roman :xpong;;g;gn. nvate Labe
» Respirator. Surgical - Aertuer Commerce Respirator, Surgical KNGS Face Mask Specification Dev%ﬁ;&g&zgﬂ Private Label
» Accessory, Surgical Apparel - Aeriuer Commerce Disposable Face Mask, Isolation Gown Specification Developer; Foreign Private Label
Aert Distributor
Fi
» Suit. Surgical - Aerfuer Commerce isolation Suit Specification Deve&og;&tnzesgn Private Label

Can't find what you're looking for? Try a new search :

Page Last Updated: 02/30/2020
Note: If you need help accessing information in different file formats, see Instructions for Downicading Viewers and Players

Language Assistance Avaiiable: Espafiol | S¥§851Z | Tiéng Viét | 220 | Tagalog | Pycciuit | &+ | Kreyd! Ayisyen | Frangais | Poiski | Portugués | Italiano | Deutsch | B33§ | ~54

FDA

t of Health & Human Services

Follow FDA | En Espaiiol

(pYY U.S. FOOD & DRUG I

ADMINISTRATION

Home | Food | Drugs | Medical Devices iati itting Products i Blood & Biologi Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing -
© FDAHome © Medical Devices ® Databases ed

1 result found for Establishment Registration
or Business Trade Name : Fujian Meide New Search
Establishment Current

Name Registration Yr

FUJIAN MEIDE MEDICAL
DEVICE MANUFACTURING CHINA 3016717191 2020
CO. LTD

<>

Registration Number

» Accessory, Surgical Apparel - Single-Use Protective Face Mask Foreign Exporter; Manufacturer

Can't find what you're looking for? Try.a new search

Page Last Updated: 05/18/2020

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | #8837 | Tiéng Viét | 31301 | Tagalog | Pycckuit | <) | Kreydl Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | BZREE | %
| English

Accessibility | ContactFDA | Careers | FDABasics | FOIA | NoFEARAct Nondiscrimination | Website Policies

www.global-ppe.com ® Global PPE
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3-layer Disposable Mask : MSK-3PL-GEN

3-Ply Face Mask (Regular

Certifications: FDA

f Health & Human Services

Follow FDA | En Espaiiol

(57 U.S. FOOD & DRUG [ BT

ADMINISTRATION

Home | Food | Drugs | Medical Devices iati ing Products Blood & Biolog Animal & Veterinary | Cosmetics | Tobacco Products
Establishment Registration & Device Listing & O
© FDAHome © Medical Devices @ Databases

1 to 2 of 2 Results for Establishment Results per Page [10 ¥
Registration or Business Trade Name : New Search
Shandong Haidike Medical Produ
Establishment A < : Current
Name i Reglstration:Number Registration Yr
SHANDONG HAIDIKE
MEDICAL PRODUCTS CO., CHINA 3016426842 2020
LTD
* Tape And Bandage, Adhesive - Polymer Fixed Bandage Manufacturer
# Splint, Traction - Medical Polymer Splint Manufacturer
¢ Bandage, Elastic - Elastic Bandage Manufacturer
* Dressing. Wound, Hydrophilic - Band-Aid Manufacturer
® Pack, Hot Or Cold, Disposable - Medical Cold Compress Manufacturer
* Show all 10 Listings For SHANDONG HAIDIKE MEDICAL PRODUCTS CO., LTD CHINA
SHANDONG HAIDIKE
MEDICAL PRODUCTS CO., CHINA 3016655687 2020
LTD
* Accessory, Surgical Apparel - Face Mask Manufacturer
* Non-Surgical Isolation Gown - Medical Disposable Protective Clothing; Protective Clothing Manufacturer
* Respirator, Surgical - Medical Respirator (N95) Manufacturer

CE

Certificate Of Conformity “s

Applicant S W8
Address

Manufactuer
Address P

DECLARE ON OUR SOLE RESPONSIBILITY THAT THE PRODUCT

This EC-D & folowing he of Personal Pratective
Equipment (PPE) Directive (EU )2016/425

It is confirmed that a sample of fhe product has been tested and found in
conformity with below

Test Standard SN 149>ox-m 2009 Respiratory protective dewices - Fiterng
Talf masks to protect against paricies - Requirements, testing,

Date of issue T2020

Detalled Soecification of the tested oroduct shown in the followina test Reoort(s)
Centificate No NPS020030036-CE

www.global-ppe.com ® Global PPE
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3-layer Disposable Level 2 Surgical Mask : MSK-3PL-L2

3-Ply Face Mask (Surgical)

PRODUCT DESCRIPTION PRODUCT PICTURES'

SPECIFICATIONS/FEATURES

Type Disposable

Weight ~ 6-8gm

Specifications Ear loops sewn or welded
With nose-pin

Composition Outer Side : 22g SPP CE RTIFI CAT' O NS

Filter Layer : 25g Melt-blown

FDA Cleared as a Class

Inner Side : 18g SPP Mandatory > Medical Dovice
Features * 3 layer —

e BFE >=98% Additional? CE Certified

» PFE >= 98% EN14683

* Anti— bacteria

* Non woven protective layer

* Soft skin friendly inner layer
PaCkaging 50 Pieces per Box Note 1. Pictures shown are for illustration purpose only.

Actual product may vary due to product enhancement
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.

www.global-ppe.com ® Global PPE
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More About Face Mask and Rating

USA : ASTM F2100-19 STANDARD SPECIFICATION FOR PERFORMANCE OF MATERIALS USED IN

MEDICAL FACE MASKS

EUROPE : EN 14683:2019 MEDICAL FACE MASKS - REQUIREMENTS AND

TESTS METHODS

ASTM F2100-19

EN 14683:2019 Barrier Level

BFE %
ASTM F2101, EN 14683

Pass at

Pass at
120 mmHg

Pass at

80 mmHg 160

mmHg

>95 >98

Not required

Pass at 216.0
kPa (>120
mmHg

Not required

<5.0 5 , ,
<6.0 mmH,0/cm <40 Pa/cm <60 Pa/cm

Class 1 (3.5 seconds)

Not required

510 K Guidance recommends
testing to ISO 10993

. PFE %
Barrier ASTM F2299
Testing
Synthetic Blood ASTM
F1862, ISO 22609
Physical Different Pressure
Testing EN 14683
Flammability
16 CFR Part 1610
Safety Microbial Cleanliness
Testing ISO 11737 -1
Biocompability
ISO 10993
Sampling
ANSI / ASQCZ71.4
ISO 2859 -1

e AQL 4% for BFE, PFE, Delta P

® 32 Masks for synthetic blood
(Pass = 229 Passing, Fail = <28

Passing)

® 14 masks for Flammability

See European Medical Directive
(2007/47/EC, MDD93/42/EEC)

<30 cfu/g

Complete an evaluation according
to ISO 10993

e Minimum of 5 Masks up to an

AQL of 4% for BFE, Delta P and

Microbial Cleanliness

¢ 32 Masks for synthetic blood
(Pass = 229 Passing, Fail =< 28

Passing)

www.global-ppe.com
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3-layer Disposable Level 2 Surgical Mask : MSK-3PL-2

3-Ply Face Mask (Surgical

Certifications : FDA

i Health & Human Services

Follow FOA | En Expafiol

U.S. FOOD & DRUG

ADMINISTRATION

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

Establishment Registration & Device Listing -
© FDAHome © Medical Devices © Databases &l
1 result found for Establishment Registration

or Business Trade Mame : 3a medics/ MNew Search
Establishment Registration or FEI Number :

3013735189

Establishment . - Current
Name ¥ Registration Number Registration Yr

3L—.I"_‘[';"‘ED CAL PRODUCTS CB.. iy, 30137351889 2020
Mon-Surgical Isolstion Gown Contract Manufacturer

Gown, Surgical Contract Manufacturer
Contract Manuf:

surer

Contract Manufacturer

-
-
-
-
-
-
-
-
-
-
-

Accessory_Surgical Appans!

Can't find what you're looking for? Try & new search

Page Last Updated: 05/25/2020

Mote: If you ne=d help sccessing information in different file formats. see Instructions fior Downloading Wiewers and Flsyers.

Language Assistance Available: Espafiol | ST 3 | Tidng Vidt | -2 0 | Tagalog | Pycomit | &) | Kreydl Ayisyen | Frangsis | Polski | Portugués | italiane | Deutsch | S8 | 2
| English

Accassibiiity Mo FEAR Act Hondiscrimination

CE

EC Certificate

Production Quality Assurance System
Directive 9342/EEC on Medical Devices (MDD). Anvex V
(Davices 1in starila cond

No. G2S 16 08 96662 002

Manufacturer: 3A Medical Products Co., Ltd.

PECPLE'S REPUBLIC OF CHINA

EC Holding
Corp. GmbH (Europe)
Efestralie 80
20837 Mamburg
GERMANY
Product Surgical Gown, Surgical Drape,
Category(ies): Surgical Pack
The o TOV SO '

manufachurer has implemented a Guakty ASEIANCS SySHIM for MANUIBELUNS in SCOMBnce Wi
MDD Annex V. This qusiity assurance system covers these aspects of manufacture concamed
Wi gecuring and mantainig siarke condsors of the respectve devices ! devce categonies and
orforms 1o 18 reculrements of tis Difocit. & i Sbiect 10 paricacal sunwilsrce Ses svo
notes cvweal

iL® & CEPTUO®UKAT ¢ CERTIFICADO ¢ CERTIFICAT

* Roport No.: SH1e111101
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KN95 Mask : MSK-K95-1
MSK-K95-3

KN95 Mask (Regular)

PRODUCT DESCRIPTION PRODUCT PICTURES'

SPECIFICATIONS/FEATURES

Type Disposable

Weight 13 Gm

%
T

Specifications With nose pin o
With earloops

Packaging 20 Pieces per Box

Composition Non-woven

Features 4/5 layer protection

CERTIFICATIONS

Mandatory FDA Registered

Additional? CE Certified
EN 149:2001+
A1:2009 FFP2, FFP3

Note 1. Pictures shown are for illustration purpose only.
Actual product may vary due to product enhancement
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.

www.global-ppe.com ® Global PPE
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KN95 Mask : MSK-K95-1
MSK-K95-3

KN95 Mask (Regular

Certifications : FDA

Follow FO& | En Espafiol

U.S. FOOD & DRUG

ADMINISTRATION

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

Establishment Registration & Device Listing

@ FDAHome @ Medical Devices @ Databases

& o

1 result faund for Establishrment Registration

or Business Trade Mame : pufisn gushi ew Search
Establishment - . Current
Name (] Registration Mumber Registration ¥r
PUTIAN QUSHI PROTECTIVE )
BRODUCTE Co.LT0. CHINA Mo numnber listed 2020
* Accessory, Surgical Apparel - Disgosable Proteciive Mask, Soulsfeng Civilian Mask Fareign Exparter; Manufacturer
» PRespirator, Surgical - Soulsfeng -1, Soulsfeng 1, SoulsfengHNIS-M1, - 1
SoulsfangMa5-M1, Soulsfengdisposable-M1 Souls maszk: Soulsfeng ESIERA clurer
Can't find what you're looking for? Try 3 new s=arch
Page Last Updated: 05/28/72020
Mote: If you nesd help acoessing information in diffsrent file formats, see Instructions for Downloading Viswers and Players.
Language Assistanca Available: Espafiol | S 1 | Tidng Viét | 3 0] | Tagalog | Pyccanii | %+ | Kreydl Ayisyen | Frangais | Polski | Portugués | aliane | Deutsch | 5288 | 5

| English

Accessibility Contact FDA Careers FDA Basice FOIA Mo FEAR Act Hondiecrimination ‘Webslte Pollcies

CE Test Report

Form GAT_I0-MO4, version 00, effective Sinoe Marah 6th. 2020
04

Cerfificate of Compliance

No. 43200406M PQPUO02

Certificate’s Putian Qushi Protective Products Co. TEST REPORT
Lid

Holder:

/ [i[ Shenzhen A C ertificate Co.,LTD.

1229% Dongehuan Road, Xifianwei Town, Licheng
District, Putian City. Fujian Province
Gustomer: Putian Qushi Prorective Products Go. Ltd.,

ﬁe:i(ﬂcoﬁcn ECM Address: 1229% Dongchuan Road, Xitianwei Town, Licheng District, Putian City, Fujian Province
lark:
Report Number:ACIC 20200331276 YKC
Total Page: 16 Pages
Product: Disposable Protective Mask Report on the submitted sample said to be:
Madel(s) SoulsfengFFP1-M1, SoulsfengFFP2-M1, ‘Sample name: Dispasable protective mask
SoulsfengKN25-MI, SoulsfengN95-M1,
" Model: gFFP1-M1, -M1, M1, M1,
Soulsfer M1, Soulstengt M1, M1 " K1, i1,
SoulsfengFFP1-K1, SoulsfengFFP2-K1, 1, Sous KA, Soulsfengdi A ki

SoulsfangkN95-K1, SoulsfengNo5K1. -
SoulsfengdisposableK1, Soulsiengmask-K1 Manufacturer: Puian Qushi Protective Products Co. Ltd.

Verification to: Standard: Address: 1229% Dongchuan Road, Xitanwei Town, Licheng Distict, Putian City, Fujian Province
EN 149:2001+A1:2009
Sample recsived date: Mer. 16,2020
Jated fo CE Direct Testing period: Mar.16,2020- Mar 31,2020
R 20151425 e er‘cf:a';'f,(:{emwe Eauioment] Test (Issue) laboratory: Shenzhen A Commitment Inspection&Certificate Co,LTD.
Test location: No.164-165, Pengda Road, Longgang Street,Langgang Distrct, Shenzhen China
Kemankc Ts document has been isved on @ vouriary bass and vpon request of e maniaciurer. 5
son Tt . ieoretoal dosumentation recerved from e, manuiactrer & soisociory f0r The Test Conclusion:
TRGUIEMAntS of T ECh Canfloaton 1k T Confomity Mo S5612 65n B affed 51 me FrsaUst:
Gobordingy 1o e EGM reguiaion aout i e and s e
AGSTNG fermanin ana SirTEaTen SRR e Marng:
€ Tne manufacturer is responsible for the CE Marming process. ana if necessary. must

Test Requested Conclusion

refer fo a Nofified Body. This document has been ssued on fhe basis of fhe reguiafion
on ECM Volunfary Mark for fhe cerffication of products. RGO1_ECM rev.3 avaiobie. EN 149: 2001+A1:2009 Respiratoiy Protective Devices - Filtering Haif PASS
O wman el Masks to Protect Against Particles - Requirements, Testing, Marking

Issuance date: 06 April 2020

Expiry date: 05 April 2025 =t FOR FURTHER DETAILS, PLEASE REFER TO THE FOLLOWING PAGE(S) **™**
Reviewer

pprov

Teanrica expert ECM Service Director

Amanda Payne Lo Bedgors Signed for and on behalf of ACIC
| ~ /4

2
/y Tested by: Sa;-ﬂvc Lee Approved by:
Cortioazions Macching

E
Via Ca’ Beta, 243 - Loc. Castelo dii Semavalle - 40053 Valamoggia (B0) - TALY
& +35.051 6705141 £ +39 051 4705156 (4 infoentecemat @ wuw entecermait
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N95 Mask: MSK-N95-DASHENG-1

N95 Mask (FDA and NIOSH)

PRODUCT DESCRIPTION

SPECIFICATIONS/FEATURES

Type Disposable

Size Adult

Weight ~12.5gm

Packaging 20 Pieces per Box

Specifications Non-woven material,
5 Layer,
BFE >= 95%,
PFE >=95%,
With Head loops
Green box separately
identifiable from Yellow
box for Chinese domestic
market

www.global-ppe.com

PRODUCT PICTURES®

CERTIFICATIONS

FDA Registered
NIOSH Approved
NIOSH Approval no.:
TC - 84A-4329

Mandatory

Additional? CE Certified

Note 1. Pictures shown are actual product images
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.

& clobal PPE
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N95 Mask: MSK-N95-DASHENG-1

N95 Mask (FDA and NIOSH

Certifications : FDA

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

510(k) Premarket Notification & o

© FDAHome © Medical Devices ©® Databases
( ' N cBRY 510(k) | DeNovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards
. CFRTitle 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

Supersearcs

New Search Back To Search Results

Device Cl ification Name Respirator, Surgical

510(K) Number K090131

Device Name DS N95 SURGICAL MASKS AND FLAT SURGICAL

Applicant SHANGHAI DASHENG HEALTH PRODUCTS
SONGJIANG DISTRICT
Shanghai, CN

Applicant Contact Maggie Zhong

Correspondent SHANGHAI DASHENG HEALTH PRODUCTS
SONGJIANG DISTRICT
Shanghai, CN

Correspondent Contact Maggie Zhong

Regulation Number 878.4040

Classification Product Code MSH
Subsequent Product Code  FXX

Date Received 01/21/2009

Decision Date 04/27/2009

Decision Substantially Equivalent (SESE)
Regulation Medical Specialty General & Plastic Surgery

510k Review Panel General Hospital

Summary Summary.

Type Abbreviated

Reviewed By Third Party No

Combination Product No

Page Last Updated: 05/04/2020
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | %83 | Tiéng Viet | SH= 01 | Tagalog | Pycckuil | -0 | Kreyol Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | BaR5E |

CE NIOSH

I\, EENIOSHIAIE /1 (TEEESERST )
_(C‘ DEPARTMENT OF HEALTH & HUMAN SERVICES Pubic Health Service

} Centers for Dsaase Contro

INSpEc Certificate Mumber. PPE19161369

EU TYPE-EXAMINATION CERTIFICATE

NIOSH Reference: TN-14513 anc Prevaniion (CDO
This is to certify that the Personal Protective Equipment type, in respect of the product Mfr. Reference:  SDHDTC3XAF-2 N o s (s
detailed on this certificate, has been evaluated and deemed to be in compliance with National Personal Protectve
Regulation (EU) 2016/425 Module B, and the applicable Essential Health & Safety  Jocholgy Laorabry (NPPTL)
%1
Requirements. Plusburgh, PA 15236-0070
Prone: 412-3854000
Fax: 412-386-4051
Manufacturer: Shanghai Dasheng Health Products Manufacture Co Ltd July 20,2006
No. 225 Shihui Road,
Songjiang,
Shanghai 201613,
China

Ms. Maggie Zhong
Shanghai Dasheng Health Products Manufacture Co., Ltd.

Compliance with the applicable Essential Health & Safety Requirements has been B
demonsiraied as sbove, including in with the I Reom S8, . T ouldlas
standard bslow ‘
Shanghai, 200437
CHINA
EN149:2001 +A1:2009
Dear Ms, Zhong;
Product description:  Respiratory Protective Devices — Fitering Half Masks; “The National Instiute for Occupational Safety and Health (NIOSH) has reviewed your request

dated May 13, 2006. This request was for approval of the model
Vertical Fold Flat Style air purifying respirator. [n addition, the request included the presentation of the Shanghai
Dasheng Health Products Manufacture Co. Quality Manual, Edition B, dated May 10, 2003,

DTC3X, DTC3X-F, DAC4X, DACAXF
ﬂ'us mqucil is granted. —‘\ppmuls are granted only for documentation written in the English
age. tis the 10 correctly transla als desired in
ther than English r\ppro\al number TC-84A-4329 has been assigned. The
respirator is approved for protection at A N9S pariculst effciency level.

NIOSH has also reviewed thé quality manual presented and finds that it meets or exceeds the
minimum technical requirements for quality assurance plans outlined in Title 42, Code of
Federal Regulations (CFR), Part 84.41(a) and on the bases of this review an approval is granted
for this quality manual.

Date of initial certification: & July 2019
Date of currentissue: & July 2019
Date of expiry. 8 July 2024

: : The approved assembly consists of the parts as listed on the approval label and the assembly. ‘

INSPEC iematons 1. 55 Leske Houoh Wy, Saord, Manchesier. S SAL Enganc. Notfied oy numter 013 matrix, Parts are to be marked with the numbers indicated on the approval label in a legible and
ar permanent manner (marking eannot be removed without evidence of s previous presence).

The CD enclosed with this Ieter contains the final respirator approval label. The abbreviated
labe has been accepted as submitted. The cautions and limitations, which pply to this approval,
are on the approval label. Only those assemblies affected by this request, or where new approval
numbers are assigned, apply 1o this approval action. Production approval labels cannot include
information on unapproved configurations.

WepEC
canitad ey,
Pagetars

www.global-ppe.com ® Global PPE
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N95 Mask (FDA)

N95 Mask: MSK-N95-1

PRODUCT DESCRIPTION

SPECIFICATIONS

Type Disposable
Molded design

Size (L*W) 7.5 * 20.7 cm

Weight 4.38 Gm

Features *  Nano Membrane
* UV protection with more
then 90 %
Triple Layer structure
BFE >= 95%,
PFE >= 95%
With comfort Head loops

www.global-ppe.com

PRODUCT PICTURES®

CERTIFICATIONS

FDA Cleared as a Class 2

Mandatory Medical Device
CE Certified
" 5
Additional FEPD

Note 1. Pictures shown are actual product images
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.

& clobal PPE
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N95 Mask (FD

N95 Mask: MSK-N95-1

Certifications :

f Health & Human Ser

(2 U.S. FOOD & DRU

MINISTRATION

FDA

Follow FDA | En Espariol
SEARCH

Home | Food

Drugs | Medical Devices

© FDAHome © Medical Devices @ Databases

Products

Establishment Registration & Device Listing

Blood & Biologi Animal & Veterinary | Cosmetics | Tobacco Products

L]

New Search

Back To Search Results

Proprietary Name:
Classification Name:

Product Code:

Device Class:

Regulation Number:

Medical Specialty:

Registered Establishment Name:
Premarket Submission Number:
Owner/Operator:
Owner/Operator Number:
Establishment Operations:

Air Queen; PM95; Pure MSK; Technoweb
MASK, SURGICAL

EXX

2

8764040

General & Plastic Surgery

Nano Filter Asan Manufacturing Facility,
K172500

Nana Filter, Inc

10069865

Manufacturer

Page Last Updated: 05/11/2020

| English

Accessibility | ContactFDA |

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
Language Assistance Available: Espafiol | 82137 | Tiéng Viét | = 0] | Tagalog | Pycckui | -1 | Kreydl Ayisyen | Frangais | Polski | Portugués | Italiano | Deutsch | B4 | ot

Careers

Website Policies

| FDABasies | FOIA |

No FEARAct | Nondiscrimination |

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)

Cantact FNA

www.global-ppe.com

Combination Products
Advisory Committees
science & Research

Ranulatary Infarmation

g U.S.Department of Health & Human Services

& clobal PPE
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Cloth Mask: MSK-CLTH-1

Cloth Mask

PRODUCT DESCRIPTION

PRODUCT OFFERED

Product Specifications

Woven Shell Water Repellent (WR)

mask Middle layer is Dust filler
padding
Inner layer is cotton knitted
with anti-bacterial (A-B)
treatment
Cloth ear-loop or elastic ear-
loop

2 layers Stretch fabric with tight fit

knitted Outer layer with WR
treatment
Inner layer with A-B CE RT'F'CAT'ONS
treatment

Cloth-shell ear-loop Mandatory No Certification required

. ) .
3 layers WR, Dust filter padding, A-B Additional FDA Registered

knitted treatment
stretchable seam for better
fitting
Ear-loop by fabric or soft
elastic

2 Iayers Double Iayer of fabric with A- Note 1. Pictures shown are actual product images
knitted mask B function Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made

with pleat Shell fabric ear—Ioop available for specific requirements.

www.global-ppe.com ® Global PPE
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(& Global PPE

Our Product Categories

GLOVES, GOWNS, COVERALLS,
SHOE COVERS, HEAD COVERS,
GOGGLES AND FACE SHIELDS

www.global-ppe.com ® Global PPE
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Disposable Nitrile Gloves (Piece): GLV-NTR-1

Gloves (Nitrile)

PRODUCT DESCRIPTION

SPECIFICATIONS/FEATURES

Type Disposable

Sizes (I*w) 24*9.5(M), 24*10.5(L),
(in cm) 24*11.5(XL)

Thickness 0.09:0.08:0.05 mm
(Finger : Palm : (M,L,XL)
Cuff)

Packaging 100 Pieces per Box

Specifications Examination/ Surgical

www.global-ppe.com

Disposable Latex Gloves (Piece) : GLV-LTX-1

PRODUCT PICTURES®

CERTIFICATIONS

Mandatory FDA Cleared

Additional? CE Certified
ASTM Conformant

Note 1. Pictures shown are for illustration purpose only.
Actual product may vary due to product enhancement
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.
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Disposable Nitrile Gloves (Piece): GLV-NTR-1
Disposable Latex Gloves (Piece) : GLV-LTX-1

Gloves (Nitrile

Certifications : FDA

Health & Human Services

FollowFDA | En Espafiol

1Y U.S, FOOD & DRUG I

ADMINISTRATION

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

Establishment Registration & Device Listing

© FDAHome © Medical Devices @ Databases

& o

New Search Back To Search Results
Proprietary Name: Nitrile exam gloves ,blue ,powder free

Classification Name: POLYMER PATIENT EXAMINATION GLOVE
Product Code: LZA

Device Class: 1

Regulation Number: 880.6250

Medical Specialty: General Hospital

Registered Establishment Name: TANGSHAN ZHONGHONG PULIN PLASTIC €O LTD
Registered Establishment 3009759497

Number:

Premarket Submission Number:  K120970

Owner/Operator: E:SNGHONG PULIN MEDICAL PRODUCTS COQ.,
Owner/Operator Number: 10041634

Establishment Operations: Manufacturer

Page Last Updated: 056/04/2020
Note- If voul need heln acressina information jn different file formats see Instriictions for Downloading Viewers and Plaver:

FDA

t of Health & Human Services
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ADMINISTRATION

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

Establishment Registration & Device Listing

@ FDAHome @ Medical Devices @ Databases b l
1 result found for Establishment Registration
or Business Trade Mame : phoenic ubber Hew Search
Esia:!f:ement [ ] Registration Number Reg?sli:gfinotn ¥r
EHOENDIRUEHERY THAILAND 3005588348 2020

PRODILK .LTD.

ient Examination Glove
nt Examination Glows

= Latex Patient Examination Glove

Can't find what you're looking for? Try 3 new search

Page Last Updated: 05/25/2020

Mote: If you need help accessing information in different file formats, see Instructions for Downloading \iswers and Players.
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Disposable Nitrile Gloves (Piece): GLV-NTR-1
Disposable Latex Gloves (Piece) : GLV-LTX-1

Gloves (Nitrile

Certifications : FDA

Follow FOA En Expafiol

U.5. FOOD & DRUG KT

ADMINISTRATION

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

Establishment Registration & Device Listing

© FDAHome @ Medical Devices @ Databases

& QO

1 result feund for Establishment Registration

or Business Trade Name : sver giobal Hew Search
Establishment . 5 Current
Name ] Registration Number Registration ¥r
EVER GLOBAL [VIETMAM) VIET =004
EMTERPRISE CORPORATION MAM A L 2
# Vinyl Patient Examinstion Ghove Manufacturer
#  Polymer Patient Examination Glove - Dispesable Nitrils Examination Glovs Marufscturer; Fareign Private Label Distribuioe

Polymer ACturer

Patient Examination Glove, Speciaky

anufaciurer

1Zan't find what you're looking for? Try 3 new s=arch

Page Last Updsted: 05/25/2020

Mote: If you ne=d help accessing information in diffzrent file formats, see Instructions for Downloading Viswers and Players.

Language Assistance Available: Espafiol | S 7 | Tigng Vigt | 2 | Tagalog | Pyccanit | % a1 | Kreydl Ayisyen | Frangais | Folski | Portugués | taliano | Deutsch | BEEE |
| Englizh
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FDA

Follow FDA | _En Espaiiol

(pTY U.S. FOOD & I -

ADMINISTRATION

Home | Food | Drugs | Medical Devices ion-Emitting Products , Blood & Bi: i Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing

© FDAHome @ Medical Devices @ Databases '!| =

New Search Back To Search Results

Proprietary Nitrile Powder Free Examination Gleve - Cobalt Blue (CBLU). Nitrile

Name: Powder Free Examination Glove - Dark Violet Blue (DVBU); Nitrile Powder
Free Examination Glove - Dawn Blue; Nitrile Powder Free Examination
Glove - White

Shaselfication  pOLYMER PATIENT EXAMINATION GLOVE

Product Code: LZA

Device Class: 1

Regulation

Number: 5505250

Medical

Specialty: General Hospital

Registered

Establishment HARTALEGA NGC SDN BHD

Name:

Registered

Establishment 3011200663

Number:

Premarket

Submission K140890

Number:

Owner/Operator: HARTALEGA NGC SDN BHD

Owner/Operator

Number: 10047371

Establishment -~

Operations: Contract Manufacturer. Manufacturer

Page Last Updated: 05/04/2020
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
Language Assistance Available: Espafiol | 582037 | Tiéng Viét | H5 0f | Tagalog | Pycckuii | 4x.<0 | Kreyol Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | B38| s
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Disposable Nitrile Gloves (Piece): GLV-NTR-1
Disposable Latex Gloves (Piece) : GLV-LTX-1

Gloves (Nitrile

Certifications : CE
SKYMED

Phoenix Rubber Products Company Limited Version: 1.0
EU Declaration of Conformity Date: 14/03/2019

Declaration of Conformity &Q ‘

for the Self-Certification of Class 1 Medical Devices (Examination Gloves)

Aadical D

concerning as posed into European national law by the

European C ities Council Directive 93/42/EEC as amended by 2007/47/EC o\
1 *EEB L

states
The undersigned declares that the products described in this document meet the Co ective
provisions that apply to them and the CE Mark may be affixed. c

7/

General Product Name: Examination Gloves

Phoenix Rubber Products Co. Ltd., ‘

1313/2-3 Moo5, Tambon Samrongs

Legal Manufacturer: (Name District Mueang,

on Label) Samutprakarn 10270,
Thailand. (\
Variants: As per Appendix Il (Thi - Product Listing/Schedule

| Forthe covering of pag
Intended Use: examination procd ”

- —— _| surfaces and | .l
[ MD Directive Classification: | Class |

| Notified Body: Not %mm
zﬂ g :

»{U;Amhodnd . Tower Business Centre, 2';'FI1.,Tower
Representative: ar, BKR 4013Malta.

ication by Medical Device Directive Annex Vll, EC
el nt Dlr.«tlve < ration of Conformity and Article 14; Registration of persons
- & onsible for placing devices on the market. 2

——

Name Chalonghw sasuthikul  Position _Marketing & Sales Manager

Signed _*_ Date 14/03/2019
Who is the \ 831 person with responsibility for the design, manufacture, packaging and labelling before the
device market under this manufacturer’s nameregardiess of whether these operations are carried out by

the glinul rer or on his behalf by a third party.

O
N

Pagel1of2
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Disposable General Isolation Gowns (Mixed Sizes) : GWN-GEN-1MIX

GWN-GEN-HW-1IMIX

Disposable General Isolation Gowns

PRODUCT DESCRIPTION

SPECIFICATIONS

Type General, Disposable

Sizes Unisize

Weight <0.10 Kg

Composition Non-woven fabric (SMS)

GSM / Thickness  Typically 22 to 28 grams per
square meter (GSM)

Features e Water resistant
* Hydrophobic
* Breathable

www.global-ppe.com

PRODUCT PICTURES®

CERTIFICATIONS

Mandatory No Certification required

Additional? FDA Registered
CE Certified

Note 1. Pictures shown are actual product images
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.
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Disposable Medical Isolation Gowns (Level 1) : GWN-MED-PEPP-NST-L1-MIX

(Level 2) : GWN-MED-PEPP-NST-L2-MIX
GWN-MED-PEPP-NST-L2-MIX-HW

Disposable Medical Isolation Gowns

PRODUCT DESCRIPTION PRODUCT PICTURES'

SPECIFICATIONS

Type Level 1

Standard AATC 42 Impact Penetration?

Weight 65 gm

Size Unisize

Option Wrist : Knit Cuffs or elastic cuffs
Neck Closure : String tie or Sticky .
tape Level 2

Tie options are also available
CERTIFICATIONS

FDA Registered

Type Level 2

Standard AATC 42 Impact Penetration?/ Mandatory
AATCC 127 Hydrostatic Pressure3 Additional? CE Certified,

ISO 13485:2016

EN14605

Weight 75 gm

Size Unisize

Option Wrist : Knit Cuffs or elastic cuffs
Neck Closure : String tie or Sticky
tape

Tie options are also available Note 1. Pictures shown are actual product images
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made

available for specific requirements.
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Disposable Medical Isolation Gowns (Level 1) : GWN-MED-PEPP-NST-L1-MIX
(Level 2) : GWN-MED-PEPP-NST-L2-MIX
GWN-MED-PEPP-NST-L2-MIX-HW

Disposable Medical Isolation Gowns

Certifications :

tof Health & Human Sarvice

FDA

Follow FDA | En Espaiiol

SE,

U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biclegics | Animal & Vetermary | Cosmetics | T

Establishment Registration & Device Listing

0 FOAHome © Medical Devices @ Databases

1 rasult found for Owner Operator Number ;

10067046
Establishment Cument
Name 4’ Registration Numbar Redistration ¥
MEDHOVEL (SUZHOU) LIFE ;
SCIENCE INC. CHINA Mo number listed 020

= Shield, Protective, Personnsl - Face Shield: F100, F200, EF100 Foreign Exportsr, Manufacturer

» Mor Sugicalk - Disngsable splalion Cag. €100 Disoesable lsoiation Gown .
G100, (3200; Disposabie Isolation Shos Cover. 5100, 5200 EosminE Pt Bem i il

Fingsr ol - Disposable Prolective Glgves HIDD H200 Foreign Exportar. Manufacturer

ARCH

obacco Products

& o

Mew S=arch

']

Shield _E\-g,gphrn_a mic {Including Suniamp Profective Eyewesr And Past-Lydristic Fore/on B porter ManITaCurer

Evipreal) - B

Mask_Scavenging - Disposable Frotecive Face Mask fd100,_M200 Faoreign Exportar, Manutacturer

Can't find what you're looking for? Try & new search

Page Last Updated: 04432020
Mate: If you nesd help scoessing informafion in different file formats, see Instuciions for Downlosding Viewsrs and Players.

FDA

Follow FDA En Espafiol

U.S. FOOD & DRUG

ADMINISTRATION

SEARCH

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

Establishment Registration & Device Listing

@ FDAHome @ Medical Devices @ Databases

1 result faund for Establishment Registration

or Business Trade Name : hunan xunzhuo
E stamai::':nent ] Registration Number Hegicsl‘lhrzr:inotn r
HUNAR XUNZHUQ INDUSTRY. e 3018720862 2020
TEJ’E cal lsolation Gown - Disposal Isolaticn Gown, X5180, 8165, M170, L175, ¥L130, [T R ——

XXL 185, XXL190, X¥XKL 105; Disposal Medical Integrated Protective Coverall

Can't find what you're looking for? Try 3 new search

Page Last Updated: 09/252020

Mote: If you need help accessing information in different file formats, see Instructions fior Downloading Viewers and Players.
Language Assistance Available: EspaFaI | =
| English
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Webalie Policies

& clobal PPE


http://www.global-ppe.com/

Disposable Medical Isolation Gowns (Level 3) : GWN-MED-PEPP-NST-L3-MIX
(Level 4) : GWN-MED-PEPP-NST-L4-MIX

Disposable Medical Isolation Gowns

PRODUCT DESCRIPTION PRODUCT PICTURES'

SPECIFICATIONS

Type

Level 3

Standard

AATC 42 Impact Penetration?/
AATCC 127 Hydrostatic Pressure3

Weight

110 gm

Size

Unisize

Option

Ankle forincrease in wearer Level 4

comfort
Knit Cuffs with elastic waist

CERTIFICATIONS

Type

Level 4 Mandatory FDA Registered

Standard

ASTM F1670 Synthetic Blood Additional?  CE Certified,
Penetration / ASTM F1671 Viral ISO 13485:2016
Penetration Test EN14605

Weight

140 gm

Size

Unisize

Features

. :
EI?StIC _CUffs Note 1. Pictures shown are actual product images

* Stich Tightly Note 2. Additional Certificate are not mandatory, the

* Two ropes fasten clothing product with these additional certificates can be made

available for specific requirements.

* Check next page for Gowns rating and testing.
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Disposable Medical Isolation Gowns (Mixed Sizes) (Level 1, 2, 3, 4)

More About AAMI Rating (Level 1, 2, 3, 4)

Standard AAMI PB70:2012, for Liquid Barrier Performance classifies a gown's ability to act as a
barrier to penetration by liquids or liquid-borne pathogens based on four levels. The critical
protective zones for surgical and non-surgical gowns are defined differently by the standard.
While the critical zones designate different protective areas for the different gowns, the levels of
protection are the same for both surgical and non-surgical gowns

Applicability: Liquid barrier performance is not related to the strength of the material. This
standard references several other standards

Liquid barrier performance is not related to the strength of the material.

This standard references several other standards

Sub headings |Description |App|icabi|ity
*Used for MINIMAL risk situations
*Provides a slight barrier to small amounts of fluid

penetration basic care, standard hospital

Level 1 . . . . .
*Single test of water impacting the surface of the gown medical unit
material is conducted to assess barrier protection
performance.
*Used in LOW risk situations
*Provides a barrier to larger amounts of fluid
penetration through splatter and some fluid exposure
through soakin . .
g & . . Blood draw from a vein, Suturing,
Level 2 *Two tests are conducted to assess barrier protection . .
Intensive care unit, Pathology lab
performance:
*  Water impacting the surface of the gown
material
*  Pressurizing the material
*Used in MODERATE risk situations
*Provides a barrier to larger amounts of fluid
penetration through splatter and more fluid exposure
through soaking than Level 2 . .
) ) Arterial blood draw, Inserting
Level 3 *Two tests are conducted to test barrier protection
an |V, Emergency Room, Trauma
performance:
*  Water impacting the surface of the gown
material

*  Pressurizing the material

*Used in HIGH risk situations
*Prevents all fluid penetration for up to 1 hour
*May prevent VIRUS penetration for up to 1 hour

Level 4 *In addition to the other tests conducted under levels 1-
3, barrier level performance is tested with a simulated
blood containing a virus. If no virus is found at the end
of the test, the gown passes.

Pathogen resistance, Infectious
diseases (non-airborne), Large

amounts of fluid exposure over
long periods

Source: https://www.fda.gov/medical-devices/personal-protective-equipment-infection-control/medical-gowns
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Disposable Medical Isolation Gowns (Mixed Sizes) (Level 1, 2, 3, 4)

Tests for Level 1to 4 Medical Gowns

The ANSI/AAMI PB70 standard includes four standard tests to evaluate the barrier
effectiveness of surgical gowns, isolation gowns, and surgical drapes. Based on the results of
these standardized tests, four levels of barrier performance are defined, with Level 1 being the
lowest level of protection, and Level 4 being the highest level of protection. Table

3 summarizes the requirements of ANSI/AAMI PB70:2012 regarding the classification of
barrier performance of surgical gowns, isolation gowns, and surgical drapes.

Table 3: ANSI/AAMI PB 70:12 classification of barrier performance of surgical gowns, other
protective apparel, surgical drapes and drape accessories

Levell
1 Liquid . .
Level Test Result Expected Barrier Effectiveness
Challenge
1 AATCC 42 Irr;pact Water —45¢g I\/Iirﬁmal water resistance (some
Penetration resistance to water spray)
AATCC 42 Impact Water ~10g Low water resistance (resistant
Penetration to water spray and some
2 . resistance to water penetration
AATCC 127 H .
cc B RIS Water =20cm under constant contact with
Pressure . .
increasing pressure)
AATCC 42 Impact Moderate water resistance
. Water =10¢g .
Penetration (resistant to water spray and
3 some resistance to water
12 i .
AAIEE SR R ISR E Water =50cm penetration under constant
Pressure o .
contact with increasing pressure)
no
ASTM F1670 Synthetic Blood penetratio
. . Surrogate
Penetration Test (for surgical Blood nat2
drapes) psi(13.8
4 k:z) Blood and viral penetration
ASTM F1671 Viral Bacteriopha penetratio TR 9]
Penetration Test (for surgical ge nat 2
and isolation gowns) Phi-X174  psi(13.8
kPa)

I In order of increasing protection

2 American Association of Textile Chemists and Colorists (AATCC) 42 Water resistance: impact
penetration test determines the ability of a material to resist water penetration under spray impact
[AATCC 2000]

3 AATCC 127 Water resistance: hydrostatic pressure test determines the ability of a material to
resist water penetration under constant contact with increasing pressure [AATCC 1998]

Source: ttps://wwwn.cdc.gov/PPEInfo/Standards/Info/ANSI/AAMIPB70Class3

www.global-ppe.com & Global PPE



http://www.global-ppe.com/
http://www.cdc.gov/niosh/npptl/topics/protectiveclothing/#table3
http://www.cdc.gov/niosh/npptl/topics/protectiveclothing/#references
http://www.cdc.gov/niosh/npptl/topics/protectiveclothing/#references
https://wwwn.cdc.gov/PPEInfo/Standards/Info/ANSI/AAMIPB70Class3

Disposable Medical Isolation Gowns (Level 3) : GWN-MED-PEPP-NST-L3-MIX
(Level 4) : GWN-MED-PEPP-NST-L4-MIX

Disposable Medical Isolation Gowns

Certifications : FDA

Health & Human Services

Follow FDA | En Espafiol

02y U.S. FOOD & DRU I o

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radi Emitting Products | Vaccil Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing

© FDAHome © Medical Devices © Databases ‘ ad
1 result found for Establishment Registration
or Business Trade Name : sunsmed New Search
Establishment A Current
Name v Registration Number Registration Yr
N T |
PRODUCTS LTD CHINA 3009303381 2020
» Cap, Surgical - Cap Contract Manufacturer; Manufacturer
* Accessory, Surgical Apparel - Coverall Contract Manufacturer; Manufacturer
* Nen-Surgical Isolation Gown - Isolation Gown Contract Manufacturer; Manufacturer
» Mask, Scavenging - Mask, Face Mask Contract Manufacturer; Manufacturer
+ Cover, Mattress (Medical Purposes) - Cover Mattress Contract Manufacturer; Manufacturer

+ Show all 8 Listings For SUNSMED PROTECTIVE PRODUCTS LTD CHINA

Cantt find what you're looking for? Try a new search |

Page Last Updated: 04/13/2020

FDA

U.S. FOOD & I

ADMINISTRATION

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

Establishment Registration & Device Listing

@ FDAHome @ Medical Devices @ Databases lb ud

1 result found for Establi
or FEI Number : 300436,

ment Ragistration

Mew Search
Establishment . . Current
Nams ] Registration Number Registration Vr

Sing Prmerf:tion (Hefei) Medical CHINA 3004362278 2020
Products Co. ltd.

= Mon-Burgical lsolstion Gown (Contract Manufacturer

= Gown ménation (Contract Manufacturer

= Bedding, Disposakle, Medica Contract Manufacturer

= Cap, Surgical (Contract Manufacturer

= Cower B 1, Protective Contract Manufacturer

.

tings For Sino Protection (Hefei) Medics! Products Co. Lid CHINA

Can't find what you're looking for? Try 3 new seanch

Page Last Updated: 05/25/2020
Mote: If you need help accessing information in difierent file formats, see Instructions for Downleading Viewers and Players.
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Disposable Medical Isolation Gowns (Level 3) : GWN-MED-PEPP-NST-L3-MIX
(Level 4) : GWN-MED-PEPP-NST-L4-MIX

Disposable Medical Isolation Gowns

Certifications: CE TEST REPORT

Sponsor:
Slinda Ma

Sino Protection Medical Products Co., Lt
Area B New Station Industrial Park
LABORATORIES Hefei, Anhui, 230051

G ' CHINA
PEro(d:uctiCo"eQ:;i:yfA'sfui:cs System Viral Penetration ASTM Method F 1671 Flnal Repon

Directive 93/42/EEC on Medical Devices (MDD), Annex V eesese
{Devices in class | In sterile conditions, sterliised systems or procedure packs) Tost o e
No. G2S 170262151011 Pu O“’d"d:' s|m_205 0107001
Study Number. 997514-S01
Study Received Date: 19 Oct 2017
Testing Facility: Nelson Laboratories, LLC, a Business Unit of Sterigenics International

Sino P ion (Hefei) Medical Products 6280 S. Redwood Rd.
Co., Ltd. Salt Lake City, UT 84123 USA.

Area B, Xinzhan Industral Park EeuE Test Procedure(s): Standard Test Protocol (STP) Number: STPO0B2 Rev 15
XingHuo Road tion(s):  None

230011 Hefe

PEOPLE'S REPUBLIC OF CHINA Summary: This test method was performed to evaluate the barrier performance of protective materials
which are intended to protect against blood bome pathogen hazards. Test articles were conditioned for a
minimum of 24 hours at 21 £ 5°C and 30-80% relative humidity (RH), and then tested for viral penetration

¢ CEPTUOUKAT ¢ CERTIFICADO @ CERTIFICAT

EC i i Holding using a ®X174 bacteriophage suspension. At the conclusion of the test, the observed side of the test
Corp. GmbH (Europe) article was rinsed with a sterile medium and assayed for the presence of ®X174 bacteriophage. The viral
Efosiralie 80 penetration method u:mplles wnn ASTM ern ump!mg was at the discretion of the sponsor. Al test
20537 Hambun method acceptance crit met Testing was performed in compliance with US FDA good
£ m;";‘ 3 manufacturing practice (GMP) ragmmns 21 CFR Parts 210, 211 and 820,
Number of Test Artcies Tested: 3
: % Number of Test Articles Passed: 3
Product Surgical Gown, Surgical Drape, Test Article Side Tested: Either Side
Category(ies): Surgical Pack, Coverall, Test Article Preparation:  Cut from the Material at Random
Non-woven Swabs Test Atticle Sealed: ~ Paraffin
Exposure Procedure: B (Retaining Screen: Woven Polyester Mesh, with >50% Open Area)
PR . u pativilty Ratio: 1.1
he Certfication Body of TV SUD Product Service GmbH declares that the aforementionsd Environmental Piste Resus: ptable
manufaciurer has implemented a quality assurance system for manufacture in accordance with Accef
MDD Annex V. This qualy assurance sysi those asgects of e conce
with securing and maintaining sterile conditions of the respective devices 1r:v‘ue CBL:QDYIEs and Results:
conforms {6 the requirements of this Directive, It is subject to periodical surveillance. See 350
fotes overieat T.. Atie  PreChallenge  PostChallenge . i i
* Concertration  Concertaton “o) 1 Test Resut
w o (PFUML) (PFUIML) Ptk
Report No.: SH17364EXTO1
:: 13 16x10° 13x10° « None Seen Pass
.
) Vil fram: 20170426 Negative Control ~ 1.6x10° 13x10" <t : None Seen  Acceptable
. Valid until 04-24 Positive Control 16x10" 1.3x10° TNTC Yes Acceptable
= * Avalue of <1 plaque forming unit (PFUYL s recrtd for assey lses showing o laques
= PTNTC = PFUs were too numerous to col
= '
. a
* Date, 2017 i ANAB
= B —
= TOV SUD Product Service GmbH s Notified Body with identification no. 0123 iRy = Olo MOV ROIF
T W‘ Jennifer Jorgenson, B, Study Compietion Date
= Page 10f2
= LD T
i ® heihins) PRTO0E2.0001 R 8
N T0VS0D Product S K strale 65 - 80339 Monchen - Germsny o L i, et

Sponsor:
Slinda Mn
Sino Protection Medical Products Co.,
Area B New Station Industrial Pm
LABORATORIES Hefel, Anhui, 230051
CHINA

ASTM Method F 1670 Synthetic Blood Penetration Final Report

Test Article:  SPI-15-008
Purchase Order. 20160712
Study Number.  504721-501
Study Received Date: 15 Jul 2016
Test Procedure(s):  Standard Test Protocol (STP) Number: STP00S1 Rev 06

Summary: This test method was performed to evaluate the resistance of protective materials to
penetration by synthetic biood under conditions of continuous liquid contact.  Protective materials'
passifail determinations are based on visual detection of synthetic blood penetration. Test articles were
conditioned for a minimum of 24 hours at 21 £ s"c and 30-80% relative humidity (RH) and then tested for
liquid penetration using synthetic biood. The synthetic blood penetration method compiies with
ASTM F1670: sampiing was at the discretion of the sponsor. All test method acceptance criteria were
met.Testing was performed in compliance with US FDA good manufacturing practice (GMP) regulations
21 CFR Parts 210, 211 and 820

Number of Test Artices Tested
Number of Test Articles Passed
Test Articie Side Tested:  Either Side
Test Article Preparation.  Cut from m- Material at Random
Test Article Sealed:  Paraffin W:
Exposure Procedure: A (No m{ammg screen)

goo

Results:
Result
1-3 None Seen Pass
Negative Control Nane Seen
Positive Control Yes Acceptable
22 bl 2 :
swiy Dlm&‘# e Jennifer Jorgenson, B.S. Study Completion Date
| 00 AR R
904721-501
i i e U7 84123-0090 S - etcons.con e 2
rojime, o070 1 Page 10f 1

B ——]
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Disposable General Protective Coverall Suit (Mixed Sizes): COV-GEN-1MIX
Disposable Medical Protective Coverall Suit (Mixed Sizes): COV-MED-1MIX

Disposable Coverall Suit

PRODUCT DESCRIPTION PRODUCT PICTURES'

SPECIFICATIONS/FEATURES

Type Disposable
Sizes M — XXL
Weight 0.30-0.45 Kg

Composition Non-woven fabric

Features * Water-proof
* Moisture permeable
* Bacteriostatic
* Material equivalent to Tyvek

CERTIFICATIONS

Mandatory FDA Registered

Additional? CE Certified,
EN 14126 : 2003

Note 1. Pictures shown are for illustration purpose only.
Actual product may vary due to product enhancement
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.

www.global-ppe.com ® Global PPE



http://www.global-ppe.com/

Disposable General Protective Coverall Suit (Mixed Sizes): COV-GEN-1MIX
Disposable Medical Protective Coverall Suit (Mixed Sizes): COV-MED-1MIX

Disposable Coverall Suit

Certifications : FDA

Health & Human Services

Follow FDA | En Espafiol

(7Y U.S. FOOD & DRUG I

ADMINISTRATION

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

Establishment Registration & Device Listing & o

© FDAHome © Medical Devices ® Databases

1 result found for Establishment Registration

or Business Trade Name : Zhejiang huafu New Search
Establishment A - Current
Name v ReghtationHunbey Registration Yr
ZHEJIANG HUAFU MEDICAL
3014720527 2020
EQUIPMENT CO_,LTD. CHINA
» Depressor, Tongue, Non-Surgical - Tongue Depressor Manufacturer
+ Non-Surgical Isolation Gown - Coverall Manufacturer
+ Set, Administration, Intravascular - Infusion Set Manufacturer
» Dispenser, Liquid Medication - Oral Syringe Manufacturer
» Mask, Scavenging - Disposable Face Mask; Medical Mask Manufacturer

‘ Can't find what you're looking for? Try a new search

FDA

Follow FOA | En Espaficl

=YY uU.S. FOOD & DRUG I

ADMINISTRATION

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

Establishment Registration & Device Listing

© FDAHome © Medical Devices @ Databases L
1 result found for Establishment Registration
or Business Trade Name : Sichusn New Search
Xranghemiao
Establishment - x Current
Name . Registration Number Registration Yr
AL CHINA Mo number listed 2020
* Mon-Surgical Isolation Gown - Disposable Medical Isolation Gown | Manufacturer
* Accessory,_Surgical Appargl - Disposable Medical Reverse Dressing | Manufactures

Can't find what you're looking for? Try a new search

Page Last Updated: D4/20/2020

Mote: If you need help accessing information in different file formats. see Instruclions for Downloading Viewers and Players.

Language Assistance Available: Espaiol | R8chI7 | Tieng Viét | 2201 | Tagalog | Pyccemi | &x b | Kreydl Ayisyen | Frangais | Polski | Portugués | Haliano | Deutsch | B#EE | o~
| English

Accessibility | Contact FDA Careers FOA Basics Mo FEAR Act |  MNondiscrimination Website Policies:

U.S. Food and Drug Administration Combination Products
10903 New Hampshire Avenue Advisory Commitiees
Silver Spring, MD 20993

ﬁ U5, Department of Health & Human Services

mnn amn mmsa Science & Research
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Disposable General Protective Coverall Suit (Mixed Sizes): COV-GEN-1MIX
Disposable Medical Protective Coverall Suit (Mixed Sizes): COV-MED-1MIX

Disposable Coverall Suit

Certifications : EN 14126 : 2003

VN4

Testing Cantar: Report No: QA2020031302

Imstitute of Teatile Technology Testing Center

EN 14126:2003

Protective clothing — Performance requirements and tests methods for protective
clothing against infective agents

Report Number__.____________.© QAZ020031302

Tested by (name + signature)..: Qimggang \ ""I*f

Approved by [+ signature).......:  Zengtao 2__@

Date of iISSWE .o 2020-03-13

Total number of pages...........2 21

Name of Testing Laboratory

preparing the Report__________*  nstitute of Textile Technalogy Testing Center

Address .ol N 486 Fenghua Road, Jiangbei District, Mingbo, China
Applicantsname.._._______.__: 3ichuan Xiangheniao Clothing Co.,Ltd
Address. .o e e D Mo. 558, Menggiao Road, Section 3 Wenquan Avenue,

Cross-3trait Industrial Park, Wenjiang District, Chengdu,
Sichuan Province

Manufacturer's name ... Sichuan Xiangheniac Clothing Co.,Ltd

Address_.__ . HNo.558, Menggiac Road, Section 3 Wenquan Avenue, Cross-
Strait Industrial Park, Wenjiang District, Chengdu, Sichuan
Province

Test specification:

Standard ..o EN14128:2002

Test procedure ... CE

Mon-standard test method MiA

Test item description ................:. Protective clothing

Trade Mark....oeeeeeea s WA

Model Type reference . ______© X5-4XL

The test results presented in this report relate only to the object tested. This report shall not be
reproduced, except in full, without the written approval of the Laboratory. The authenticity of this
Test Report and its contents can be verified by contacting the Laboratory, responsible for this Test
Report.
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Disposable Shoe Covers (Pairs) : COV-SHO-1
Disposable Protective Over-boot (Pairs) COV-SHO-2

Shoe Coverings

PRODUCT DESCRIPTION PRODUCT PICTURES'

Shoe Cover

SPECIFICATIONS/FEATURES

Type Disposable

Booties

Weight 25Gm

Option * QOver boot type
* Shoe cover type

Composition Non-woven fabric

Features * Waterproof
* Antibacterial
* Anti-slip

CERTIFICATIONS

Mandatory FDA Registered

Additional? CE Certified

Note 1. Pictures shown are for illustration purpose only.
Actual product may vary due to product enhancement
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.
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Disposable Protective Cap : COV-HEAD-1
Medical Protective Hood : COV-HEAD-2

Head Covers

PRODUCT DESCRIPTION

SPECIFICATIONS/FEATURES

Type Medical Hood/ Head Cap
Surgical / Regular

Sizes Medium

Weight Cap : 25 gm
Hoodies : 50 gm

Composition 42 GSM material,

Features * Anti- bacterial
* Hydrophobic
* Bouffant type cap

www.global-ppe.com

PRODUCT PICTURES'

Head Caps

Hoodies

CERTIFICATIONS

Mandatory FDA Registered
Additional? CE Certified

Note 1. Pictures shown are for illustration purpose only.
Actual product may vary due to product enhancement
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.
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Disposable Shoe Covers (Pairs) : COV-SHO-1
Disposable Protective Over-boot (Pairs) COV-SHO-2
Disposable Protective Cap : COV-HEAD-1

Medical Protective Hood : COV-HEAD-2

Shoe Covering & Head Covers

Certifications :

f Health & Human Services

FollowFDA | En Ecpaniol

U.S. FOOD & DRUG

ADMINISTRATION

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biclogics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing

@ FDAHome @ @ Databases

Medical Devices 'b o
1 result found for Establishment Registration
or Business Trade Name : SHACKING CITY
XINLAN TEXTILE

Mew Search

Establishmant N Current
ey H Registration Number Registration ¥r
SHAORING O T AINLAN CHINA Mo numiber listed 2020

TEXTILE CO. LTD

= Bag. Reservorr - Sody Sag e Redabeber
#» Apron, Protectve - Dispossble Apron siRelabeker
#» Csp, Surgical - Surgicsl Hood eiRelabeker
#» MNon-Surgical Isolstion Gown - Disposabde |solation Suit Dispossble Isolation Gown TRelabeker
#  Accessory_Surgical Appars - Face Shisld : RepackagesRelabelker
#» Personsl Protection Kit - Disposable Gloves - RepackagerRelabeler
- Fac_:e Mask (Except NO5 Respirator) For Genersl Public’Heskthcars Personnel Per lie . RepackagerRslabeler
Guidancs - Mask
#» Cower, Shoe Opersting-Room - Shoes Cover : RepackagesRelabeler
- Ophthalmic {Including Sunlamg Protective Eyewsar And Post-Mydriatic - RepackagenRelabeler

Page Last Updsted: 05/252020
Maote: If you need help sccessing

Can't find what youw're looking for? Try 3 new search

information in different file formats, see Instructions for Downloading Wiewers and Flayers.

Language Assistancs Available: Espsfiol | #8532 | Tidng Vigt | $H=01 | Tagalog | Pyccani | .3 | Kreyd| Ayisyen | Frangsis | Polski | Portugus | ltalians | Deutsch | 5288 | 2

| English

Contact FDA

Accessibiiity

Mo FEAR Act

Hondiscrimination

‘Webalis Policies

CE

Form QAT_10-M08, version 00, effective since March 25, 2020

€ € Documentation Review

Mo. 5D200413.5CXTCI7

Holder:

Review goal:
Product:
Model(s]:

Classification:

Review output:

Darte of issue 07 April 2020
prover
ECM SgrviceDirec

Shaoxing City Xinlan Textile Co., Lid.
West of Inhongxing Avenue., Eost of Tanggeng
Road, southeast of No. | Plant, Shaoxing City,
Ihejiang Province

Verification of the presence of Technical
Documentation compatible with the Medical
Devices Directive 93/42/EEC Annex VIl

Disposabile Isolafion Suit (Mot Sterile]

[this certificate certifies only the product without
its own specific models)
Class | (Mot Sterile)
[accordingly  to
declaration)

the Manufacturer's

This document has been issued on a voluniary
basis and upon request of the manufacturer. If is
our opinion that the Technical Documentation
shared with us by the manufacturer is compatible
with the European Standard for Medical Devices.

The manufacturer is responsible for the CE Marking
process, and not exempied fo cany out all
necessary complionce activilies. This document
has been issued on the basis of the reguiation on
ECM Volurtary Mark for the cerfification of
products. 1 ECM rev3 ovoiloble  of:
www_entecema it

Expiry ate 0s Apfi 2025

Tecnnical Expert
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Medical Protection Goggles: GOG-MED-1

Goggles

PRODUCT DESCRIPTION PRODUCT PICTURES'

SPECIFICATIONS/FEATURES

Type Protective

Sizes NENEL

Weight 90 gm

Composition PVC Frame + PC Lens

Features Anti-fog,
Anti- scratch
Isolation Protection
High-definition

Ultra-transparent CE RT| F|CAT|ONS

Mandatory FDA Registered

Additional? EN 166 : 2001
ANSI/ISEA Z87.1

Note 1. Pictures shown are for illustration purpose only.
Actual product may vary due to product enhancement
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.
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Face Shields

PRODUCT DESCRIPTION

SPECIFICATIONS/FEATURES

Type Protective

Sizes Standard

Weight 50 gm

Thickness 0.5 mm

Specifications With brow guard/ visor

Composition Medical polymer

Features Anti-fog
Anti- scratch
Isolation protection
High definition
Ultra transparent

www.global-ppe.com

Medical Protective Face Shield : FSH-MED-1

PRODUCT PICTURES'

CERTIFICATIONS

Mandatory FDA Registered

Additional? EN 166 : 2001
ANSI/ISEA Z87.1

Note 1. Pictures shown are for illustration purpose only.
Actual product may vary due to product enhancement
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.

& clobal PPE


http://www.global-ppe.com/

Medical Protection Goggles: GOG-MED-1
Medical Protective Face Shield : FSH-MED-1

Goggles & Face Shields

Certifications : FDA

t of Health & Human Services

Follow FDA | En Espafiol

0¥y U.S. FOOD & DR I

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiati i Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing 3o

© FDAHome © Medical Devices @ Databases

1 result found for Establishment Registration

or Business Trade Name : oniyiove New Search
Establishment " S Current
Name ¥ Registration|Numbey Registration Yr
WENZHOU ONLYLOVE
EYEWEAR CO_LTD CHINA 3010399203 2020
* Sunglasses (Non-Prescription Including Photosensitive) - Non-Optical Sunglasses Foreign Exporter; Manufacturer
* Shield, Eye, Ophthalmic (Including Sunlamp Protective Eyewear And Post-Mydriatic Manufacturer
Eyewear) - Safety Goggles

Can't find what you're looking for? Try a new search

Page Last Updated: 05/04/2020

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espaiiol | B0 | Tiéng Viét | 3= 01 | Tagalog | Pyccmii | iz =0 | Kreyol Ayisyen | Frangais | Polski | Portugués | Italiano | Deutsch | 738 | .-
| English

Accessibility | ContactFDA | Careers | FDABasics | FOIA | NoFEARAct | Nondiscrimination | Website Policies

Test Report : Goggle Test Report : Face Shield

intertek intertek

Total Qualiy. Assure.
Tast Report Numoer.  SHAHD1205758
Test Rsport Numger:  SHAHO1Z0STZ2
Aot WENZHOU OMLYLOVE EVEWEAR CO.LTD Dale:  22Apr,2020
Applant, WENZHOU ONLYLOVE EYEWEAR CO.LTD Daie. 23Apr7020 2804 3BUILDING WANKANGCAFU,

#504,38UILDING WANKANGCAFL, JINGHUA ROAD LONGWAN WENZHOU CHINA
JINGHUIA ROAD LONGWAN WENZHOU CHINA.
atm

‘sampie Descrpton
‘Sampke Description. (O (1) 57 O SLOMTtED S3MpiE §3010 0%
‘One (1) sy of subméted sampe sad fobe: tiem rame Face Sried
s .+ ‘satety Goggees. ReLNo. ey
Ret. o . oLc10n Suppder WENZHOU ONLYLOVE. EVEWEAR CO.LTD
Suppller © WENZHOU ONLYLOVE EYEWEAR CO.LTD Gocts Expartet o usa
Goods Exporied o Euape county orongn cans
Gouniryororgn . cuna
Tests conaucas,
Tests Contucisd A requeste oy e spplcar, o detalls s
s requested by e applcart,for deials rfer
Congislen:
Congsusion Tesied sargles Sangay Rewt
Tesied sangies: Standarg Resut Swmiessanpe “ANSI 25712015 Ocengatona and Ecuaion P
Submiied sampies EN 562001 - eraonar ey-prosecton — Spearcatons Fass

: Exung.
~ Clzuss ¢ - Maning - Cidse 5.3 - anng
- Glause 10 - Inormaton supplies

Tobe continued
Tobe continued

Aumonzza

Aumorzea By: Intertk Tesiing Services Lid, Shanghal, Wenzhou Branch

Intertex Testing Services L1, Shanghal, Wenzhou Brancn

7
FaErCRen et e
General Manager Geneal lanager
Fage 1017
marik Tacing Tavaoes Lo Shanghal  Room 305,45, i Avenus. o Tactng sovot g shangre o SIS 4 . Weran Ave T s ssssanss
Pty e R T T e, frisdoh oyt e L
TRRR ARLFB S HRAAMMS £ ERRRRRRABARRATEMALA s i e it e

TN TEGAT SREEAAN BT GAGN  www nictok scmon

b e T
SRS R e e fERTAETIaEs
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Protective Face shield : FSH-MED-MASK-1

Protective Face Shield with Mask

PRODUCT DESCRIPTION PRODUCT PICTURES'

SPECIFICATIONS

Type Anti-fog, Anti-dust, with 3-layer
disposable mask

Weight 75 gm

Material Non - woven

Features *  Unisize
*  Earloops with nose-pin

CERTIFICATIONS

Mandatory FDA Registered

Note 1. Pictures shown are for illustration purpose only.
Actual product may vary due to product enhancement
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.
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(& Global PPE

Our Product Categories

& TESTING AND DIAGNOSTICS
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COVID TEST KITS: TEST-PCR-KOREAN-1000T
TEST-PCR-KOREAN-3000T

TEST-PCR-KOREAN-7000T
TEST-PCR-KOREAN-20000T

COVID-19 Test Kit (RT-PCR)

PRODUCT DESCRIPTION

SPECIFICATIONS

Type Real-time Reverse-transcription
PCR test for detection of SARS-
CoV-2 coronavirus (COVID-19)
gene RdRp

Features e  Accurate —99.9% specificity
and sensitivity
Fast - results in 4-6 hours
Scalable - can be deployed
to screen hundreds or
thousands of subjects
easily

Packaging Sizes available:
e 1000 Tests per box
* 3000 Tests per box
e 7000 Tests per box
e 20000 Tests per box

www.global-ppe.com

PRODUCT PICTURES'

CERTIFICATIONS

Mandatory FDA EUA
Additional? CE Certified

Note 1. Pictures shown are actual product images
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.
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COVID TEST KITS: TEST-PCR-KOREAN-1000T
TEST-PCR-KOREAN-3000T
TEST-PCR-KOREAN-7000T
TEST-PCR-KOREAN-20000T

COVID-19 Test Kit (RT-PCR)

Certifications : FDA

t of Health & Human Services

Follow FDA | EnExpafiol
SEARCH

U.S. FOOD & DRUG

ADMINISTRATION

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

Establishment Registration & Device Listing .

© FDAHome @ Medical Devices @ Databases «d
1 result found for Establishment Registration
or Business Trade Name : labgenomics

Establishment - ; Current
Name ] Registration Number Registration ¥r

Mew Search

LABGENOMICS, KOREA, 5
£O. LD REFUBLIC OF 3016596614 2020

# Reagents, 2013-Movel Coronavirus Mueleic Acid - LabGun COVID-18 RT-PCR Kit Manufacturar

Can'tfind what you're looking for? Try 3 new s=arch

Page Last Updated: 05252020
Mate: I you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espaniol | SHFT | Ting Vigt | 520 | Tagalog | Pyccant | & | Kreydl Ayisyen | Frangais | Polski| Portugués | ltaliana | Deutsch | 5288 | 2
| English

W Acceaslbliy Contact FDA Careers FD: Baslce FOlA Mo FEAR Act Hondiscrimination ‘Wabalie Policles
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COVID TEST KITS: TEST-RA-KOREAN-100T
TEST-RA-KOREAN-3000T

COVID-19 Test Kit (Antibody)

PRODUCT DESCRIPTION PRODUCT PICTURES1

SPECIFICATIONS

Type AFIAS COVID-19Ab &
ichroma COVID-19 Ab

Features *  Target— Antiviral IgM/IgG
*  Fast - results in 10 minutes
only
Sample type — Whole blood
/ Serum / Plasma

CERTIFICATIONS

Mandatory FDA EUA
Additional? CE Certified

Note 1. Pictures shown are actual product images
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.
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COVID TEST KITS: TEST-RA-KOREAN-100T
TEST-RA-KOREAN-3000T

COVID-19 Test Kit (Antibody

Certifications : FDA

Follow FOA |  En Espafiol

U
U.S. FOOD & DRUG EARCH

ADMINISTRATION

Home | Food J| Drugs | Medical Devices | Radiation-Emitfing Products | Vaccines, Blood & Biclogics | Animal & Veterinary | Cosmetics | Tobaceo Products

Establishment Registration & Device Listing

© FDAHome @ Medical Devices @ Datsbases IL kS

1 result found for Establishment Registration
or Business Trade Name : boditzch Mew Search

Establishment . . Current

Nama (] Registration Number Registration Yr
BODITECH MED KOREA, REPUBLIC 3000401250 2020
1N OF
» Single [Specified) Analyte Controls (Assayed And Unasssyed) - Beditzch Med Inc.; Ichroma Mamusfacturer

Automated Occult Blood Analyzer - Boditech Med Inc.; lchroma

System, Test, C-Reactive Protein - Boditech Med Inc.

Radisimmuncassay, Thyroid-Stimulating Hormene - AFIAS TSH With AFIAS-S Analyzer
Fluorometss, For Chnical Uss - AFIAS TSH Wiah AFIAS-5 Analyzer

Show all £ Listings For BODITEGH MED ING. KOREA, REPUBLIC OF

Can't find what youw're looking far? Try 5 new search

Page Last Updated: 05/25/2020

Mote: If you ne=d help sccessing information in different file formats, see Instructions for Downloading \iswers and Flayers.
Language Assistance Available: Espafiol | S5 1 | Tigng Vigt | +301 | Tagalog | Pycoanit | %ed | Kreydl Ayisyen | Frangais | Polski | Portugués | italianc | Deutsch | B8 | 8
| English

Accessibility Contact FDA ‘Careers Mo FEAR Act Mondiscrimination ‘Wabslte Policlea
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Swab Kits (1) : SWB-KIT-1
Swab Kits (2) : SWB-KIT-2

Swab Kits

PRODUCT DESCRIPTION

SPECIFICATIONS

Type Disposable

Weight Vendor1:~ 18 gm
Vendor 2: ~ 30 gm

Specifications Vendor 1 : 1 Viral Transportation
Media (VTM) tube and 1 Nasal
swab and Oral swab each.
Vendor 2 : 1 VTM and 1 swab

Features * Compatible with various
other nucleic acid extraction
kits.

* Convenient self-collection,

storage and transport

www.global-ppe.com

PRODUCT PICTURES'

Vendor 1

Vendor 2

CERTIFICATIONS

Mandatory FDA Registered

Additional? Certificate of Free Sales
(They are under FDA -
EUA)

Note 1. Pictures shown are actual product images
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.

& clobal PPE
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Swab Kits (1) : SWB-KIT-1
Swab Kits (2) : SWB-KIT-2

Swab Kits

Certifications : FDA

ent of Health & Human Services

FollowFDA | En Ecpafiol
SEARCH

5. FOOD & DRUG

MINISTRATION

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

Establishment Registration & Device Listing Ao

© FDAHome @ Medical Devices @ Databases

1 result found for Establishment Registration

or Business Trade Mame : accugens Hew Search
Establishment - 5 Current
Name ] Registration Number Registration ¥r
A(?-C.UGENE. KOREA, REPUBLIC 3013228421 2020
INC OF
» Container, Specimen Mailer And Storage, Non-Sterils - AccuSaliva Collection Kit Do T ——
AccuSteol Collection Kit Ox ST
# Chinical Sample Concentrator - AccuBuccal Collection Kit Dix Manufacturar

Can't find what you're looking for? Try 3 new search

Page Last Updated: 05/2572020

PMeote: If you need help sceessing information in differant file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | S5 | Tiéng Viét | TH201 | Tagalog | Pyecani | & s | Kreydl Ayisyen | Frangais | Folski | Portugués | ltaliano | Deutsch | B8 | 8
| English

Accessibility Contact FOA Carsers FDA Baslca FOLA Mo FEAR Act Hondiserimination ‘Wabslie Policies

Additional Certificate

Dacument Mumber * OXAD NGFE 5032 ALIY

Oaong Hoalth Tectmology Adainistration Gomplex,

w 3 3
a1, Crunochoorgaukeds, Korea, 29150
Tol: 482-40-T10-0775, Fax: R2-40-TIO-ATS0

Mo, of Corticalo : 2020040885 Date © 2000/04/14
Bwortinglcertifyina) untry Aoosbl o of Korea

190111001 recueat ing) contry
T MUNISUAy UF PO a8 SATWIY, GOE U165 UL U1 1911817 1118 18 BGUTDr 1280 10
s acture wdioa) dwwices under the Medical Device Act and th fol lowirg ftem{s) fs(are)
Doraitted 1o ba frealy sold In dumeatic and cveresss sarkats.

Mrutacturer (Rogistored Mo, © 080)

ACCUGENE. ING

1F, 268, Contral-ro, Yeonau-gu, Incheon

Frosir-Goama C
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Our Product Categories

é """ SANITIZATION & OTHERS
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HAND SANITIZER (500ml): STZ-500-1

Hand Sanitizer

PRODUCT DESCRIPTION

SPECIFICATIONS

Type Sanitizer with 65% Ethyl
Alcohol, PET bottle with pump

Packaging Case of 12 Bottles (500 ml)
Case of 24 Bottles (237 ml)

Variations 1 Gallon Jugs with 78% Ethyl
Alcohol (Made in USA)

www.global-ppe.com

HAND SANITIZER (237ml): STZ-237-1

PRODUCT PICTURES'

&

CERTIFICATIONS

Mandatory FDA Registered

Note 1. Pictures shown are actual product images
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.
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DISINFECTANT WIPES (box) : DISINF-WIPES-TB-50
DISINFECTANT WIPES (Can) : DISINF-WIPES-CAN-110

Disinfectant Wipes

PRODUCT DESCRIPTION PRODUCT PICTURES'

SPECIFICATIONS

Type Alcohol pad (non-woven) with
70-75 % Ethyl Alcohol

Weight 167 gm (box)
667 gm(canister)

Size 12*15cm (Box wipe)
13*17cm( Canister wipe)

Packaging 50 Wipes in Canister
110 Wipes in Box

Features *  Paper aluminium bag sachet CE RT|F|CAT|ONS

*  Wipes Material 45g/m?

Mandatory FDA Registered
Additional? CE Certified

Note 1. Pictures shown are actual product images
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.
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DISINFECTANT WIPES (box) : DISINF-WIPES-TB-50
DISINFECTANT WIPES (Can) : DISINF-WIPES-CAN-110

Disinfectant Wipes

Certifications : FDA

et of Health & Human Services

Follow FDA | En Ecpafiol

S. FOOD & _

MINISTRATION

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

Establishment Registration & Device Listing

© FDAHome @ Medical Devices @ Databases IL o

1 result found for Establishment Registration
or Business Trade Name : Shenzhen New Search
Powerslean

Establishment N . Current

Name ] Registration Number Registration Yr

SHENZHEM HONG

POWERCLEAN BIO-TECH KONG. 3008792024 2020

CO., LTD. CHIMA

# Disinfectan:, Medical Devices - Aleche! Pad; Alzohol Towd " r",'" gn Exparter,

Ciurar

Can't find what you're looking for? Try s new search

Page Last Updated: 05282020
Mote: If you need help sceessing information in differant file formats, see Instructions for Downloading Viewers and Players.

Language Assistancs Available: Espafiol | S5 27 | Tidng Viét | 120 | Tagalog | Pyccanit | % =) | Kraydl Ayisyen | Francais | Folski| Portugués | Italianc | Deutsch | B8 | 8
| English

W Accensibility Contact FDA Careers FDA Basice FOLA Mo FEAR Act Hondiscrimination Webslte Pollcies

CE

File No: CE-TCF-001A

( € EC Declaration of Conformity ( €

Regarding Medical Device Directive(93/42/EEC)
including Directive 2007/47/EC

Manufacturer

Name: Shenzhen Po

Address: No. 63 The 3rd Baotian Road,Beotin Industry Area Xixieng Baoan
District Shenzhen,China

lean Bio-Tech (o 1td

EURep
Name: SUNGO Europe B,
Address: Olympisch Stadion 24, 1076DE Amsterdam

Product
Name: Alconol prep pad/Alcohol towel et tissue
Type:5050N3060 5050N6080 5060P 1215, 5000P1220 B580N1620

Classffcation: |
Rule: According to Rule 1
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Infrared Thermometers : THM-MOD-1

Thermometer — DET 306

PRODUCT DESCRIPTION PRODUCT PICTURES'

SPECIFICATIONS

Type Infrared Non Contact Forehead
Thermometer

Weight 135 gm

Features 10 memory
Fever Alarm
Auto shut off
Low battery indicator
Backlight - Optional

Measure Time 1 second measurement
Accuracy Forehead:34 C,~ 43 C CERT|F|CATIONS
Object Mode: 0C ~ 100C

Mandatory FDA Registered
0.1Cor0.1F

Additional? CE Certified

. *
Display 24 %22 mm EN ISO 13485 : 2016

Resolution
LCD Size

Note 1. Pictures shown are actual product images
Note 2. Additional Certificate are not mandatory, the
product with these additional certificates can be made
available for specific requirements.
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Thermometer

Infrared Thermometers : THM-MOD-1

DET 306

Certifications

h & Human Se

U.S. FOOD & DRUG

ADMINISTRATION

Follow FOA |
SEARCH

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products

Establishment Registration & Device Listing

© FDAHome @ Medical Devices @ Databases

1 result found for Establishment Registration
or Business Trade Mame : joytech healthzars
Establishment

Mame . Registration Mumber
.i?_‘YIESH HEAITHCARE CHINA D

Pumg, Breast, Mon-Powered

Thermomeser. Electronic, Clhnical

Thermometer, Clinical Mercury
Show all 17 Listings For JOYTECH HEALTHCARE CO LTD. CHINA

LI I I T ]

Waccines, Blood & Biclogics

Animal & Veterinary | Cosmetics | Tobacco Products

& o

Mew Search
Current
Registration Yr

2020

Coantract Manufacturer; b,

Manufacturar

Manufacturar

Can't find what you're looking for? Try 3 new search

Page Last Updated: 05/25/2020

Mote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Flayers.

Language Assistance Available: Espafiol | S#F 1T | Ting Viét | 22301 | Tagalog | Pyccai | &3 | Kraysl Ayisyen | Frangais | Polski | Portugués | taliana | Deutsch | 58

| English

Acceasibiify

Contact FDA

Mo FEAR Act

CE
V)3

EC Certificate T@VAheiniand
Directive 93/42/EEC Annex V E
Production Quality Assurance

Medical Devices

Registration No.: DD 60147728/0001

Report Ne,: 1509596 V011
Mahufacturer: JOYYECH Heolthcare Co.. Lid
No. 365, Wuzhou Road
| Yuhang Economic Development Zone
Hangzhou City
311100 Zhejiang
P.R. China
Products¢

poxd
~anor

Expiry Date: 24

The Notified Body

 declarss that the requ
products. Tha sbove

Annex V of the dirsctive S3/42/EEC have

certificata ain FC typs-examination certioaia according to Annex 1, & tequired.

Notified Body /.
Effective Dato

Ot 2020

TOV Rheinland LGA Products GmbH - Tlllystral&e 2 - 90431 Nirnberg
TUV Rheinland LGA Products GmbH is & Notified Body according to Directive 93/42/EEC
cenceming medical deviess with the idantification number 01

www.global-ppe.com

Hondiscrimination

IS0

Wabalts Policles

A

TOVRheinland

Certificate

The Certification Body of |
TOV Rheinland LGA Products GmbH |

hereby certifies that the organization |

JOYTECH HEALT?&ARE Co., Ltd. ‘

5, WU U R
YUHANG ECONOMIC DEVELOPMENT ZONE
HANGZHOU CITY
311100 Zhejiang
China

has established and applies a quality management system for medical devices
for the following scope:
Design and D and

dical Devices
isee aua:hmem for products included)

of

Proof has been fumished that the requirements specified in
EN ISO 13485:2016

are fulled. The quality management system s subject to yearly surveillance

Effective Date: 2019-10-25

Centificate Registration No. $X 60142380 0001
An audit was performed. Report No.: 15095961 008

This Certificate is valid unti. 2022-07-10

Centification Body

{0 DAKKS

Riveduerngssce
D2M-14163.0102

Date 20191025

TUV Rhumland LGA Products GmbH - Tlllystnﬁe Z 90431 Numberg
o oo

221 061371 P +49 21 DO6-3505 &-mad cer oty
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About Global-PPE

Global-PPE MEDICAL SUPPLIES & EQUIPMENT
3
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Contact Us

enquiry@global-ppe.com | www.global-ppe.com

11490, Commerce Park Drive, Suite #520
Reston, Virginia 20191

Google Location Link

+1-703-488-6912

DISCLAIMER

The information presented in this catalogue is intended to provide information about products available for
purchase. All reasonable efforts have been made to ensure the accuracy of the information. However, Global-PPE
cannot be held responsible for any errors or unexpected un-fulfilment of shipments. Products’ availability and
features/specifications may be subject to change due to rising demand. Global-PPE does not warrant the accuracy
and reserves the right to make changes to the catalogue. Global-PPE accepts no responsibility or liability for any
losses or damages of any kind arising out of the use of this catalogue.
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