Surgical Gown AAMI Level 4

R}

Fabric: SMS + PE 50gsm Style: SGW004
4 — v

i ol &

Disposable isolation gown is made of composite non-woven materials,
protects workers and patients from contamination with blood, body fluids, secretions.

Isolation gown is protective items used by medical personnel to avoid contamination by blood,

body fluids and other infections substances, or to protect patients from infection
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ALL MEASUREMENT BASED ON CM NOT INCH

Sugical Gowns Grading SGW001/002/003 M
A Body l:xfli':hti;:m HSP~ BESaK, BE 117.0
s | omamene | smowerrs s
Sleeve Length-from sleeve| .. ,, 2 oo 5
C seam without rib m‘k_ﬁ%gmﬁﬁu 57. 0
shoulder width-one side-
D neck edge to shoulder BEE-MNF B8 20.0
seam
E sleeve rib high HOEer s 7.0
F Neck width edgze to edgze iz, hE5Ah 23.5
G Armhole deepth-seam WEFR-EE 32.5
Waistband straps total e
H3 iy B B 70.0
Waistband straps total |
H1/2/4 sy H1/2/4 BB 40.0
L Bottom width totally EEIZE 145.0
I cuff width-seam #HhOh 14.5
7 Waistband position from EaaE ATEEFE| 64.5

bottom

b [ XX, Remark :Hl:front panel outside
H2/H3:back panel eachside, H4:right back panel inside
123.0 | 126.0 BuE —" F‘_!
155.0 | 160.0 |
50.0 | 60.0
22.0 | 23.0
.0 .0
4.5 .0
33.5 | 34.0
70.0 | 70.0
40.0 | 40.0
155.0 | 160.0
15.5 | 16.0
68.5 | 70.0 R ———
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2020/1/19 Review Registration Screen
&8  @/help/indexhtml)

DRLM Home (mainMenu.htm) > Change Registration Information for a Facility

( v Facility | | v Products Listing

Registration Review

Facility: CHANGZHOU HOLYMED PRODUCTS CO., LTD, CHANGZHOU, Jiangsu, CHINA

* Review the information that you provided for your facility.

+ Make changes to your facility or listing information by clicking the Edit button at the top of the corresponding section.

* Make changes to Owner/Operator or Official Correspondent information by clicking on FURLS HOME at the top right
corner of your screen.

Facility Information FDAT.] IAUEACHS @ Edit
Registration Number: 3006891803 -
Initial Importer: N
Facility Name: CHANGZHOU HOLYMED PRODUCTS CO., LTD
Address: 525 CHANGWU ROAD SOUTH, WUJIN DISTRICT
CHANGZHOU, Jiangsu, 213167, CHINA
DUNS Number:
Foreign Trade Zone: N
Facility URL:

Other Business Trade Name(s):

Owner/Operator Information
Owner/Operator Number: 10024103
Contact Name: XIAOMING WU
Company: CHANGZHOU HOLYMED PRODUCTS CO,, LTD
Address: 525 CHANGWU ROAD SOUTH , WUJIN DISTRICT

CHANGZHOU, JIANGSU, 213167, CHINA

https://www. access. fda. gov/drim/drim htm?_flowExecutionKey=_c1FTDRA3Y9-20D2-C320~1B1A-5E 1 BBOZADGDS_kR32FCDI0-BATD-5288-BCB1-FFSFESOAIS0F 1/6
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Review Registration Screen

FME

FYA

BWP

PUI

FYA

GOWN, EXAMINATION

GOWN, SURGICAL

SHOE AND SHOE COVER,
CONDUCTIVE

Drape, surgical, exempt

GOWN, SURGICAL

Contract
Manufacturer

Contract
Manufacturer

Contract
Manufacturer

Contract
Manufacturer

Contract
Manufacturer

PRECEPT
MEDICAL
PRODUCTS, INC.
GMAX Industries,
Inc.

Welmed Inc

OWENS &
MINOR
DISTRIBUTION,
Inc. H-OFFICE
O&M HALYARD,
INC.

O&M Halyard,
Inc.

O&M HALYARD,
INC.

CARDINAL
HEALTH 200, LLC

CARDINAL
HEALTH 200, LLC
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CAP, SURGICAL

COVER, SHOE, OPERATING-
ROOM

Non-surgical isolation gown

Contract
Manufacturer

Contract
Manufacturer

Contract
Manufacturer

O&M HALYARD,
INC.

O&M Halyard,
Inc.

Broadline
Medical Inc
OWENS &
MINOR
DISTRIBUTION,
Inc. H-OFFICE
O&M HALYARD,
INC.

OWENS &
MINOR
DISTRIBUTION,
Inc. H-OFFICE

Dyad Medical
Sourcing, LLC
O&M Halyard,
Inc.

O&M HALYARD,
INC.

OWENS &
MINOR
DISTRIBUTION,
Inc. H-OFFICE
O&M HALYARD,
INC.




Jepartment of Health & Human Services

FolowFDA | En Espaiiol

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 B O
© FDA Home @ Medical Devices & Databases

Mew Search Back To Search Results

Classification Name: GOWN, SURGICAL

Product Code: EYA

Device Class: 2

Regulation Number: 878.4040

Medical Specialty: General & Flastic Surgery

Registered Establishment Name: CHANGZHOU HOLYMED PRODUCTS CO. LTD
Registered Establishment Number: 3006891803
Premarket Submission Mumber: K170762

Owner/Operator: CHANGZHOU HOLYMED PRODUCTS CO.. LTD
Owner/Operator Number: 10024103
Establishment Operations: Contract Manufacturer

FPage Last Updated: 05182020

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

Language Assistance Available: Espafiol | B:8rhr | Tiéng Viét | =20 | Tagalog | Pyccknil | 4z =0 | Kreydl Ayisyen | Francais | Polski | Portugués | ltaliano | Deutsch | H32E |
—=| English



AAMI PB70 Barrier

Test Method Test definition AATCC Requirement
performance
AATCC 42 BB 2 ,
Measures the resistance of fabrics to the Water impact <4.5g

impact penetration liquid penetration of water by impact.

AATCC 42
AATCC 42 Measures the resistance of fabrics to the

. liquid penetration of water by impact.
Impact penetration Spary Impact < 1.0
AATCC 127 g e

AATCC 127 . Hydrostatic Pressure > 20cm
Measures the resistance of fabrics to the

liquid penetration of water by impact under
constant and increasing hydrostatic pressure.

Hydrostatic Pressure

AATCC 42
AATCC 42 Measures the resistance of fabrics to the
- liquid penetration of water by impact.
Impact penetration Spary Impact < 1.0
Level 3 iy AATCC 127 sy <

AATCC 127 ) . Hydrostatic Pressure > 50cm
Measures the resistance of fabrics to the
Hydrostatic Pressure

liquid penetration of water by impact under
constant and increasing hydrostatic pressure.

ASTM F1671

ASTM F1671 Measures the resistance of fabrics to
Viral pentration |bloodborne pathogens using viral penetration
at 2 psi and ambient pressure

Totally Impervious

Level 4
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Table B.1—Barrier performance classification of surgical gowns

Area A (Critical Area B (Critical

zone—front) zone—sleeve) Area C (Front) Area D (Back) Final classification

Level 1,2, 3, 0r4 Level 1 Level 1,2 3, 0r4 Nonprotective, Level 1
Level 1,2, 3, 0r4

Level 1 Level1,2 3, or4 Level 1,2 3, 0r4 Nonprotective, Level 1
Level 1,2, 3,0r4

Level 2,3, 0r4 Level 2 Level 1,2 3, 0r4 Nonprotective, Level 2
Level 1,2 3, 0r4

Level 2 Level2, 3, 0or4 Level 1,2 3, 0r4 Nonprotective, Level 2
Level 1,2, 3,0r4

Level 3or4 Level 3 Level 1,2 3, 0or4 Nonprotective, Level 3
Level 1,2, 3, 0r4

Level 3 Level3 or 4 Level 1,2 3, 0r4 Nonprotective, Level 3
Level 1,2, 3,0r4

Level 4 Level 4 Level 1,2, 3 0or4 Nonprotective, Level 4

Level 1,2, 3,0r4

Figure B.1—Example of a gown intended for surgical applications
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