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COMPANY INTRODUCTION HUBEI HAIXIN

] Establish: Year 1994

[1 Specialize in: Disposable Medical Products
and Personal Protetive Products

[1 Type: Manufacturer




SPIRIT OF HUBEI HAIXIN GROUP HUBEIZHAlxm

[0 PROVIDE OUR BEST QUALITY AND BEST
PRICE WITH BEST SERVICE
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Sale Performance in 2017

USA 64% B EROUPE 25%
ASIA 6% B OTHERS 5%
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THE ANNUAL EXPORT HUBETRAIN
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CCERTI FI CAT E S HUBEI HAIXIN
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CERTIFICATES
O ISO 13485 CERTIFICATE
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ZERTIFIKAT ¢ GERTIFICATE @

CERTIFICATE
No. Q2N 070151116 004

Holder of Certificate: Hubel Haixin Protective
Products Co., Ltd.

PECPLES REPUBL

Facility(ies): Hutel Halxin Protective Products So., Lid
tic.2€€, Jianghan Feoad, <3300 Wuhan, PEOPLE S REPURLIC
SF CHINA
fukei Haixin Prot
Nc. 168, Gule
PEOPLLS REPUBLIC OF CHINA

Certification Mark (E\

Scope of Certificate: Production and Distribution of
Non-woven Products for Me:
including Non-woven Caps,
Non-woven Face Masks,
Non-woven Gowns,
Non-woven Shoe Covers,
Plastic Products for Medical Use
including PE or CPE Shoe Covers,
Surgical Gowns

Applied 150 13485:2003
Standard(s): Medical Devices - Quality Management Systems -
Requirements for regulatary purposes
e Cetincaicn Body of 10V SUL Froduct Senace Gmbk cerifies that the compasy
menfioned above has eslebiized and i roniinng o quality systen which meets the
FEqUINEMENts of the lISted Sandars|s). Sae 2iso notes Dyerdas!

TO1SEEZE20T
20080531

iy

R ner Knmme

Raport No,

Fage 167 1

TV SO0 Product Serice GubH

80338 Mhincher

HUBEI HAIXIN




CE CERTIFICATE
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ZERTIFIKAT « CERTIFICATE # £

HUBEI HAIXIN

Sterile Surgical Gown and Drapes

tac et Seirics

EC-Certificate
Production Quality Assurance System
{Annex v of the Directiva 93/42/EEC on Modical Devices)

No. G2S07 0151118 005

EC-CERTIFICATE

Production Quality Assurance Systom
(annax V of the Directive SU4ZEEC on Medical Devices)
No. G2S 07 0151116 005

Facility(ies): Hubei Haixin Protective Products Co., Lid.
No.206, Jianghan Road, 430010 Wuhan, PEOPLE'S
REPUBLIC OF CHINA

Manufacturer: Hubel Haixin Protective
Products Co., Ltd.
Rees, S e
230012 ¥y
PEGPLES KEPUBLE OF CHINA

Hubei Haixin Profective Praducts Co., Lid.
No.168, Gule Stroet, Yuanshi, 434205 Songz! !
Wuhan, PEOPLE'S RFF‘IJBLIC OF CHINA
EC-Representative:  Shanghai International Holding
Gorp. GmbH (Europe)
Gimesrane 80
20537 Hembura
GERMANY

Product Surgical Gowns
Category(ies):

The Cerlifcation Body of TOW SOD Procuct

rvca GimbH decares thet e e

J42iEE€ o Medical Devioen 'rnqunl y mmmran
fachurs oo Al acung an
cfthe respective oroduet / procka

 pencaical suverlance.
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FDA Registration

(510K)

HUBEI HAIXIN

510K NO: K123787 ( FOR SURICAL FACE MASK)
510K NO: K171535 ( FOR SURGICAL ISOLATION GOWN)

A U.S. Food and Drug Administration

Protecting and Promoting Your Health

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics

Establishment Registration & Device Listing

© FDAHome © Medical Devices @ Databases

1 result found for Establishment Registration
Number : 3004158253

AfoZindex | FolowFDA | En Espaiiol

Animal & Veterinary | Cosmetics | Tobacco Products

& O

New Search

Establishment 4

Hinke Registration Number

Current
Registration Yr

Hubei Haixin Protective Products

Group Co..Ltd CHINA 3004158259

2016

» Shoe And Shoe Cover, Conductive - NONWOVEN NON-SKID SHOECOVER

Shoe Caver

Manufacturer

Non-Suraical Isolation Gown - Mon-Suragical Isolation Gewn

Manufacturer

Cover, Shoe, Operafing-Room

Manufacturer

# Cap Surgical - Bouffant Cap

Foreign Exporter; Manufacturer

Accessory, Surgical Apparel - Lab Coatlab Jacket

Manufacturer

Gown, Surgical - Surgical Gown

Manufacturer

* Gown, Surgical

Cantract Manufacturer; Foreign Exporter

= Drape, Surgical

Contract Manufacturer; Foreign Exporter

ldask, Surgical - Surgical Mask, Procedurs Mask

Foreign Exporter; Manufacturer

Bedding, Di Medical - Bedding; Cot Sheets; Di Bed Sheet; Equipment

Cover. Lifenest Bed Sheet, Medical Sheets: Nonwoven Bed Sheets

Foreign Exporter; Manufacturer

* Gown

Manufach

» Suit, Surgical

Manufacturer

Can'tfind what you're looking for? Trv anew search

Page Last Updated: 04/25/2018

m Accessibility | ContactFDA | Careers | FDABasics | FOIA |

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

MNoFEARAct | SiteMap | Transparency | Website Policies
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CERTIFICATION OF REGISTRA]E]M

Hubei Haixin Protective Products Group Co, Lud—

Jinsong Avenwe 8-8, Chengdong Industrial Io;#{:iﬁgn Ciry, Hubei,
434205, CHINA

Erac completed the FDA Estsibkishment Registmation
manubschares ) and Device Lasting mhﬂurLs Fﬂqd\}

U5 Apent fos FDA
Cammunications:
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NELSON REPORTS

NEDON

Prepared For: AR ERTORIES Submitted By:
Ms. Tess Yang Nelson Laboratories, Inc.
Hubei Haixin Protective Products Co., Ltd. 6280 South Redwood Road
Unit A, 19" F. Century Building, Number 206 Salt Lake City, UT 84123-6600
Jianghan Read, Wuhan 801-963-2600
China Page 10f2

BACTERIAL FILTRATION EFFICIENCY
AND DIFFERENTIAL PRESSURE ~ FINAL REPORT

Laboratory Number: 331281

Procedure Number: SOP/ARO/007K.1

Sample Source: Hubei Haixin Protective Products Co., Ltd

Sample Identification: Refer to Table 1

Deviations None

Statement of Uncertainty: If applicable, available upon request

Andersen Sampler Flow Rate: 28.3 L/min. (1 CFM)

BFE Conditioning: 4 hours minimum at 21 + 5°C and 85 * 5%
relative humidity

Sample Received Date 18 May 2006

Lab Phase Start Date: 23 May 2006

Lab Phase Completion Date: 30 May 2006

Report Issue Date: 31 May 20068

Results: Refer to Table 1

The Bacterial Filtration Efficiency (BFE) procedure is performed to determine the filtration
efficiency of various materials and filtration devices using a challenge organism of
Staphylococcus aureus. The Differential Pressure (Delta P or AP) test is performed to
determine the air exchange differential (breathability) of porous materials

Ve gt iy A N, (i
Technial Reviewer Stacey Gushing |B.5. N
Study Directar (| )

=\ ey 20D
Study Completion Dite

(FRTRTR A

NEDON

Hubei Haixin Protective Products Co.E L\lél FRATIRIES
Lab Number 331281

TABLE 1. Results

HUBEI HAIXIN

Bacterial Filtration Efficiency
and Differential Pressure
Page 2 of 2

SAMPLE AP PERCENT
IDENTIFICATION (mm H;Olcm?) BFE
Disposable Surgical Mask — 1 15 98.3%
Disposable Surgical Mask — 2 1.8 99.3%
Disposable Surgical Mask — 3 1.7 | 98.4%
Disposable Surgical Mask — 4 1.6 98.7%
Disposable Surgical Mask —5 T 98.7%
Disposable Surgical Mask — 6 1.7 98.9%
Disposable Surgical Mask — 7 16 99.0%
Disposable Surgical Mask — 8 1.7 98.9%
Disposable Surgical Mask — 2 1.7 98.7%
Disposable Surgical Mask — 10 1.6 98.3%
CONTROL AVERAGE: 2699 CFU
MEAN PARTICLE SIZE (MPS): 2.8 um
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HUBEI HAIXIN

HEAD OFFICE (WUHAN)
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GREEN CROSS

Haixin Green Cross Medical Products Co.,Ltd._
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FACTORY (I)INTRODUCTION @

O0O000 0

Factory I: 168 Gule Street, Yuanshi, Songzi City, Hubei

Establish: Year 1998

Production area: 20,268 m’

Employee: 800 staffs

Workshop: Apparel (Iso Gown,CPE Gown,Lab coat,Coverall)
Face mask (300,000 grade cleanroom)
Accessory (Caps,Shoecovers)




FACTO RY I I HUBEI HAIXIN




FACTORY (II) INTRODUCTION @

OO0O0000 O

Factory II: Yongxin Avenue No.2, Songzi City, Hubei Province

Establish: Year 2014

Production area: 20443 m’

Employee: 350 staffs

Workshop: Sterile Surgical Gowns (100,000 grade cleanroom)
Sterile Surgical Drapes (100,000 grade cleanroom)




APPAREL WORKSHOP HUBETRAIN
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CPE GOWN WORKSHOP




SURIGICAL MASK WORKSHOP ez




SURGICAL GOWN & DRAPES HUBE@.HA.X.N




AAMI PB70 LEVELS

ANSI/AAMI PB70
Barrier Performance

Level 2

Test Method

Water Resistance:
Impact Penetration AATCC 42

Water Resistance:
Hydrostatic Pressure
AATCC 127

Water Resistance:
Impact Penetration AATCC 42

Water Resistance:
Hydrostatic Pressure
AATCC 127

Viral Penetration
ASTM F1671

AATCC 42

AATCC 127

AATCC 42

AATCC 127

ASTM 1671

Test Definition

Measures the resistance of fabrics to the
liquid penetration of water by impact

Measures the resistance of fabrics to the
liquid penetration of water by impact under

constant and increasing hydrostatic pressure.

Measures the resistance of fabrics to the
liquid penetration of water by impact

Measures the resistance of fabrics to the
liquid penetration of water by impact under

constant and increasing hydrostatic pressure.

Measures the resistance of fabrics to
blood borne pathogens using viral
penetration at 2psi and ambient pressure.

Requirement

Water Impact </=1.0g

Hydrostatic Pressure
>/=20cm

Water Impact </=1.0g

Hydrostatic Pressure
>/=50cm

Total Impervious




QUALITY STANDARDS Hmz. AN




PROCESS FLOW HUBEI HAIXIN

— | Production —
Product Name Cutting material — Spec. Size According to artwork
Product Spec. Colour Sewing — Quality inspector Leak,Size,Sanitation
Elastic Spec. Colour Sewing the edge — Quality inspector Size,Sewing distance,Sanitation
Carton Inner bag Folding & Inspecting —] Hair, Dirt, Size
| | | etc
Shipping mark Sanitation Inspection department | —— Hair, Di rt, Spec
| etc
Packing — Quantity. Sealing temperature. Stocking way
Inspecting randomly —] Quality. Quantity. Colour. Spec. Sanitation
Deliver the goods — Order quantity. Sanitation etc




P ROC E SS F LOW HUBEI HAIXIN







AI RS H OW E R ROO M HUBEI HAIXIN
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HUBEI HAIXIN




PAC KI N G ROO M HUBEI HAIXIN




WARE H O U S E HUBEI HAIXIN




HEADWEAR PROTECTION HUBEL HADIN
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N O N WOVE N FAC E M AS K HUBEI HAIXIN

S The right mask
<lOr every task!
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BODYWEAR PROTECTION """




FOOTWEAR PROTECTION HUBEI HAIXIN
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SURGICAL GOWN HUBEI HAIXIN




SURGICAL DRAPE

www.hh-haixin, com

Laparotemy Drape Extremity Drape
e GEB-01Y ode No. GCB-020

Size

30T Sem Roninforcement
Feature Tadder-shuped fenestration T =3

HUBEI HAIXIN

hh-haixin.com

Tur Drape
GeB.027 DiEps:
200% 1 300m|

GCB-028%
75% | 00cm

Size

Raninforcement S0 Rem
Feature s

Arthroscopy Drape Tur brape
Code No. B-025 Code No. GEB-026
size Size 2594 165em

Rminforcement
Peature PR

Py sy Foature finger cor, pouch with mesh and drain part

Feature Epr—p—

Brachial Drape Split U Drape.
it

GCB-03¢
%750 3 150% 200¢m

5 !
Feature 7, 99 0em aval fenestravion, 47+ tape

TTER1SFOIen, 47 % tape

Craniotomy Drape Cacsarcan Drape
Na. Code No. GCB-032
Size 240%312cm
swtTacm I ASaS5em

Feature 18925 y Feature o e e g i, i v

Cacsaroan Dra

Cade No.

Size

Foutlre  f pruss i tumpt wire and 4 BE




MISSION&P ROSBECT HUBEI HAIXIN

MISSION

----- Caring the clients’'needs as our own
needs, making our name known to the
world

PROSPECT

----- With the excellent quality and
competitive price, we're confident that our

—products will lead us a brighter future.




THE END @

HUBEI HAIXIN

Looking forware t© cooperating
\wﬁﬁh youl




