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This Certified that: 

Certificate of Registration 

2020 

1s <Egistered ,.;th the US food and drugadministratiol\ pursuant to.the federal food Oragand cosmeticACt, as 
amended by the Bioterrorism Act of 2002 and the FOArood Safety Modernization AC� such regisiration �ving been 
verifi@d as currently effKtive on the date hereof by Ap@XX Co. 

U.S.FDA Owner/ Operator Number: 

Device Listing Number. 
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SUSAN BARNETT 
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Australian Register of Therapeutic Goods Certificate 

ARTG ldentHler 

ARTG Sta.rt date 
Product C1tegory 
GMDN 
GMONTerm 

Intended Purpoae 

-

ARTG Standard Conditions 

9/Q4l2020 
Medical Oevica lnctJdQd Cius 1 
35492 
Gown, isotation, singkt use 
This Is a non-1terlte l&Olallon and slngle�use gown worn by ooalthcare 
professionals to prc:tect tx>lh 
heelltheare profeeaionale and peti&nta 
froo, traosfor ol airtx>me particlos, mlcro-<Kganisms, body fluids end 
contagWs agents. 1'-- 1:iihliiii,i'lnlill 

The above Medical Oev.ce Included Class 1 has been eniered.., the Regisla< sublect to the following 
oonditbns: 
· • The indusiOn ()f the Jund of dcWk:::e in fle ARTG is subject to compliance with all conditiOns placed 01 

imposed on thoARTG entry. Rofor Part 4·5, Division 2 (Condtions)ol the Therapeullc Goods Act 1939 
and Part 5. DMslon 52 (Conditions) oftt,e Therapeutic Goods (Medical Devices) Regu!alions 2002 lor 
ra1evan1 1n1ormauon. 
• Br,achlng cond•ions ol the inclusion mlated to tM d<MC8 of lhe lo'nd may lead 10 SU$p<>OSion or 
cance41a1bl 04 lhe AATG EW1uy: may� a cctmlnalottenoe: andctvll �s may apply. 

ProduCls Covered by This Entry 
I, Gown, IIOfatlon1 1Jrtgle uN 
Product Spec:lflc Conditions 

No s.l)eelflc conditfong have been recorded against thi!I en:,y. 

The'1j)GUtlc Goods Aanlnlslratlon 
PO Box 1 oo. Woden ACT 260tS AUstralla 
Phooo: 1800 020 653 
Emal: lnJo@lga.gov.aa 

AR1G Identifier. -
AA1G St.an Oa-ie: 8/04/2020 

FDA & TGA Certification



• Product： Surgical gown

• Material: SMS / Spunlace /Laminated Material

• Fabric Weight：35-70gsm

• ETO  Sterile

• Size：M/L/XL/XXL

• Package：1 pcs/Pouch，30 pcs/case

• Carton Size: 60x40x36cm

• Weight: GW:9.5KG   NW:10.2KG

Surgical Gown



► AAMI Level 2 surgical

gowns are intended to

be used in procedures

with a low risk of

exposure.

► AAMI Level 3 surgical

gowns are intended to be

used in procedures with

a mandatory risk of

exposure

► AAMI Level 4 surgical gowns

are intended to be used in

procedures with a high risk

of exposure.

High intensity stitching 

Ultrasonic stitching 

Heat-seal 

stitching 

Velcro 

Sleeves are glued 

with cold glue 

Knitted Cuffs are 

optional for more 

comfortable 

Surgical Gown



• Velcro

• Knitted Cuffs are optional for more comfortable

Surgical Gown
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The lollowing sample(s) was/were submitted and icJer'ltilied on behalr or the ciient as: 

Sample DesctipliOr'I 

S.imple Color 

Sample Re�iviog Date 

T8:S1ing Period 

T8:S1 Resull(s) 

TeS'I Pertormed 

(A)Surgical gown 

(A)blue 

May 25, 2020 

May 25, 2020 • May 'ZJ. 2020 

Ur'iless otherwise s1ated the results shown in this te-st report refer only lo !he 
sample(s) tested, lor further details. please refer lo the- lollowirlg p.age(s). 

Selectea test(s) as requested lly applicant 

Sgned 1or and on b8hall of 
SGS-CSTC Standards Teel"lnical Service-s (Shanghai) Co., Ud Te-sting Cer'iter 

Sara Guo (Account Exeeuti�) 
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SGS 
T est Repo rt 

Test Result 

SL52025258475801TX Date:May 27,2020 
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Liquid Barrier Performance and Classification of Protective apparel and Drapes Intended for Use in 
Health Care Facilities 
(ANSI/AAMI PB70-2012) 

Section 4.2.1 Water Resistance: Impact Penetration Test 
(AATCC 42-2017) 

As received 
Weiaht of blotter aained la) 1# 2# 
Area A <Critical zone-front\ 0.0 0.0 
Area B (Critical zone-sleeve) 0.0 0.0 
Area C(Frontl 0.0 0.0 
Area D(Backl 0.0 0.0 
Seam between areas C&D 0.0 0.0 
Remark: 

3# 4# 

0.0 0.0 
0.0 0.0 
0.0 0.0 
0.0 0.0 
0.0 0.0 

• Level 1: all critical zone components shall have a blotter weight gain of no more than 4.5grams(g)
• Level 2: all critical zone components shall have a blotter weight gain of no more than 1.0 grams(g)
• Level 3: all critical zone comoonents shall have a blotter weioht aain of no more than 1.0 aramsfal

Section 4.2.1 Water Resistance: Hydrostatic Pressure Test 

5# 

0.0 
0.0 
0.0 
0.0 
0.0 

(AATCC 127-2018; Hydrostatic Head; Rate of increase of water pressure:60mbar/min; temp. of distilled water: 
21 'C, fabric face side of water) 

As received 
Water Column (cmH,Ol 1# 2# 3# 4# 511 

Area A (Critical zone-front) >50.0 >50.0 >50.0 >50.0 >50.0
Area B (Critical zone-sleeve) >50.0 >50.0 >50.0 >50.0 >50.0
Area C(Frontl 13.4 12.0 15.1 13.6 17.6 
Area D(Back) >50.0 >50.0 >50.0 >50.0 >50.0
Seam between areas C&D 11.6 15.9 18.7 20.9 17.2 
Remark: 
•

• 

Level 2: all critical zone components shall have a hydrostatic resistance of at least 20cmH20
Level 3: all critical zone comoonents shall have a hvdrostatic resistance of at least SOCmH,O

Unlet• oUTetwlae •g,eecl 1111 wrtllng, tbl• oocumen.t la iHuecl t>y llle Company aut:fKt to lta General Con-altlOM of Setvtc:e p<lnted 
ovent1f,evallet,Jeonreque1tor1cce11ible1t H './ . . ml rm II fl. s xend.l01electronlcform1tdoeumtnt1, 
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Cll•nt'• lnstrudlon•. If any. TM Cotn;•nY-• sol• r•spon•itillty Is to lb Cfl•nt aM thl• dOCufl'lent doH no\ •xGn*rat• p.,tl•• let- • 
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ex�epl In full, without prtOf writt,n approval of the Company. Any una1.1hortzed •�•ration, fOl'gery Of fatsffieatlon of the c:onte�I or 
a.ppeerenee of U1la doe:ument le unleffif eM offend•,.. may be pro.seGut.d to the fulleet e.dent 1>l the law. Uni••• o1her#I•• et.eted 1he 
rHuh s.hown In th1• , .. , rtpon relfer only to� ur.,p .. (1) 1 .. 1td an4 tucll um.pte(t)11e retained for 30 dlyt only, 
Attotlon. To Cl!eck tilt 1uthent clly ilf tuung11upeu1on repor1 & c:tt1ihc1tt, pltaH eontKt u•tt ttltphone. (H•7S5)13D7 �o. 
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f (86-21)64968763 
f (86-21)619158763 
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Member of lhe SGS Group (SGS SA) 

AAMI LEVEL3 Test Report
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Test Report SL52025258475801TX Date:May 27,2020 

Barrier performance of each component and final classification commended 

Impact Hydrostatic 
Resistance to 

Penetration Pressure Bacteriophage 
Test Test Level 

AATCC 42 AATCC 127 
Phi-X174 

lo) (cmH2O) AS TM F 1671 

Area A (Critical zone-front) 0.0 >50.0 I Level3 
Area B /Critical zone-sleeve) 0.0 >50.0 I Level3 
Area C/Frontl 0.0 12.0 I Level 1 
Area D/Backl 0.0 >50.0 I Level3 
Seam between areas C&D 0.0 11.6 I Level 1 
Remark: 
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CNAS L0599 

Page 3 of 4 

Final 
classlficatlon 

Level3 

• The barrier performance of all critical zone components. including seams and points of attachments. shall be
determined;

• The critical zone comprises at least area A and B. The classification of the surgical gown is based on the
lower-performing component of the two;

• The back of the surgical gown (area D) may be nonprotective;
• Seams between protective and nonprotective areas have no barrier requirements;
• Seams between two protective areas are required to have at least the barrier performance of the lower-

performing area;
• Level 1: Impact Penetration Test-AATCC 42: S4.5g;
• Level 2: Impact Penetration Test-AATCC 42: s1 .0g; Hydrostatic Pressure Test-AATCC 127: �20cmH2O:
• Level 3: Impact Penetration Test-AATCC 42: s1 .0g; Hydrostatic Pressure Test-AATCC 127: �50cmH2O;
• Level 4: Resistance to Bacteriophage Phi-X174-ASTM F 1671: Pass .
• Only test the barrier performance of the sample. Label request, construction and other classed in ANSI/AAM I

PB70-2012 is not checked.

Member ol the SGS Group (SGS SA) 

AAMI LEVEL3 Test Report
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Sample Photo 

Back 

*'*End of Report*** 

Member of the SGS Group (SGS SA) 

AAMI LEVEL3 Test Report



• Product: AMMI LEVEL 2/ 3 I 4 Isolation gowns

• Material: 20g PP+ 15gPE coating

• Fabric Weight: 38gsm

• Size: Regular, Large, X-Large

• Cuff: elastic cuff/ Knitted cuff

7 

• Color: Blue, white, Yellow

• Package: 1 Opes / bag,
1 Obags / carton

• Carton Size: 59x39x35.Scm
(1 OOpcs/ctn)

• Applications: Hospital,
Laboratory, all kinds of areas
need fluid resistance
protection.

Isolation Gown



Easy to wear 

High intensity 

stitching 

20gPP + 1 SgPE coating 
Measures the resistance of 

fabrics to the liquid penetration of 
water by impact 

Knitted Cuffs are 
optional for more 

comfortable 

Isolation Gown



Easy to wear 

Ultrasonic stitching 

Knitted Cuffs are 
optional for more 

comfortable 

20gPP + 15gPE coating, Isolation 
Gowns feature strong sealed seams 
that are designed to withstand tough 

conditions 

AAMI Level 3 Isolation Gown



Easy to wear 

Tape stitching 

Knitted Cuffs are 
optional for more 

comfortable 

20gPP + 15gPE coating, Isolation 

Gowns measure the resistance of 

fabrics to blood borne pathogens 
using viral penetration at 

2 psi and ambient pressure 

AAMI Level 4 Isolation Gown
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Barrier performance of each component and final classification commended. 

Impact Hydrostatic Resistance to Penetration 
Test Pressure Test Bacteriophage Level 

Final 

AATCC 
AATCC Phi-X174 classification 

42/n\ 
127(cmH2O) ASTM F 1671 

Area A (Critical zone-front) 0.0 >50.0 I Level3 
Area B (Critical zone-sleeve) 0.0 >50.0 I Level3 
Area C (C ritical zone-Back) 0.0 >50.0 I Level3 

Level3 
Seam between areas A&B 0.0 >50.0 I Level3 
Seam between areas A&C 0.0 >50.0 I Level3 
Seam between areas B&C 0.0 >50.0 I Level3 
Remark: 
1) 

2) 
3) 
4) 
5) 
6) 

T he barrier performance of all critical zone components, including seams and points of attachments, shall be 
determined. The classification of isolation gown shall be a number denoting the performance of the critical 
zone component having the lower barrier performance. 
Level 1: Impact Penetration Test-AATCC 42: S4.5g; 
Level 2: Impact Penetration Test-AATCC 42: S1.0g; Hydrostatic Pressure Test-AATCC 127: ;?:20cmH2O; 
Level 3: Impact Penetration Test-AATCC 42: S1.0g; Hydrostatic Pressure Test-AATCC 127: ;?:50cmH2O; 
Level 4: Resistance to Bacteriophage Phi-X174-ASTM F 1671: Pass. 
Only test the barrier performance of the sample. Label request, construction and other classed in ANSI/AAMI

PB?0-2012 is not checked. 
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Sample Photo 

Face Back 

... End of Report• .. 
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Member of the SGS Group (SGS SA) 

AAMI Level 3 Test Report




