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Certificate of Registration

2020

This Certified that:

Is registered with the US food and drug adm nistration, pursuant to.the fedaral Food Orag and cosmetic Act, as
amended by the Bioterrorism Act of 2002 and the FDA rood Safety Modernization Act, such registration having been

verified as currently effective on the date hereof by Apexx Co

U.S.FDA Owner/ Operator Number: NN

Device Listing Number:

Usuing Numbee Lising Satus. Prematiet Submauon Kumbes ProductCody Dova Nirme
Actve [a0) GOV, SURGICAL
Actve A GO'NX, SURGICAL
Actve FYA GOWR, SURGICAL
Actve X
Inactve a1
Actve (22
Avve (2

A
USAgent:

SUSAN BARNETT
BAM Corporation LTD,

ED

Australian Government

Department of Health
Tixrapeutc Guwds AdninisTation

Australian Register of Therapeutic Goods Certificate

ARTG ldentifier [ ]

ARTG Stait date 9/04/2020

Product Category Medical Davice Incdbided Class 1

GMON 35492

GMODN Term Gown, isolation, single use

Intended Purpose This Is a non-sterila Isolaton and sligle-use gown worn by healthcare

protessionals to pratect boih

heallhcare professionals and pationts

from transter of airbome particles. micro-organisins, body fluids and
contagicus agents.

ARTG Standard Conditions

The above Medical Davics inciudad Class 1 has been entered on the Reglster subject to the following

conditions:

- - The inclusion ¢f the kind of device in the ARTG Is subject to compliance with all conditions placed ot
imposed on the ARTG entry. Refer Part 4-5, Division 2 (Conditions) of the Therapeutic Goods Act 1989
and Part §, Division 52 (Conditions) of the Therapeutic Goods (Medical Devices) Regulations 2002 for
reiavant (nformayon.

- Breaching conditions of the inclusion related 10 tha device of the knd may iead fo suspension or
canceliation of the ART@ entry; may be a criminal oftence; and civil pendties may apply.

Producis Covered by This Entry
1. Gown, isolation, single uss

Product Specitic Conditions
No specific conditiong have baen fecorded agalnst thie erery.

Therepeutic Goods Adninistration ARTG Identfier:
PO Box 100, wooen ACT 2506 Australa ARIG Stan Dawe:
Phone: 1800 020 653

Emal: info@tga.gov.au
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® Product: Surgical gown Size: M/L/XL/XXL

® Material: SMS / Spunlace /Laminated Material ® Package: 1 pcs/Pouch, 30 pcs/case

* Fabric Weight: 35-70gsm Carton Size: 60x40x36¢cm

e ETO Sterile Weight: GW:9.5KG NW:10.2KG



» 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



® \elcro

¢ Knitted Cuffs are optional for more comfortable



TP ELA A
B A
BN

TESTING
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. Page 1 of 4

The lollowing sample(s) was‘weare submitted and identilied on behalf of the client as:

Sample Description {A)Surgical gown

Sample Color (A)blue

Sample Receiving Date May 25, 2020

Tesling Period May 25, 2020 - May 27, 2020

Tes! Aesul(s) Unlass otharwise siated the rasults shown in Lhis test report refer only 1o the

sample(s) lasted, for luriher defails, please refer o the {ollowirg page(s).

Tes! Perlormed Selected test(s) as raquested by applicant

Signed for and on behall of
SGS-CSTC Slandards Technical Services (Shanghaiy Co., Lid Testing Center

Owd

Sara Guo {Account Executive)
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? TESTING
CNAS L0599

Test Report S1L52025258475801TX Date:May 27,2020 Page 2 of 4
Test Result
Liguid Barrier Pertormance 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 gained (o) 1# o# 3% a# S#
Area A (Critical zone-front) 0.0 0.0 0.0 0.0 0.0
Area B (Critical zone-sleeve) 0.0 0.0 0.0 0.0 0.0
Area C(Front) 0.0 0.0 0.0 0.0 0.0
Area D(Back) 0.0 0.0 0.0 0.0 0.0
Seam between areas C&D 0.0 0.0 0.0 0.0 00
Remark:

® 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(qg)
® Level 3: all critical zone components shall have a blotter weight gain of no more than 1.0 grams(a)

Section 4.2.1 Water Resistance: Hydrostatic Pressure Test

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

As received

Water Column (cmH,Q) 1# 2# 3% 4% 5#
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(Front) 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 11.6 159 18.7 20.9 17.2
Remark:

® Level 2: all critical zone components shall have a hydrostatic resistance of at least 20cmH;0
® |Level 3: all critical zone components shall have a hvdrostatic resistance of at least SocmH,0

Un ess otherwlsa agraed in writing, ttls document la issued ny the Cnmplny lubl.cl lo Its General Condltions of Service printed
overieaf, evalleble on ranuulov accossible at 1t/ it 343 end. for electronic fomat documents,
subject to Terms and C for EN meat

Attention is drawn 1o the ot 1adility, y
advised that 1nfo'mallon :nnl- nod ho'oon roflects the Comunyn ﬂndmgu at mo tme o| Ity Imvvanlbou onl, md within the Imul ol
Cllent’s instructions. i any. ,( y’s 20le responaiblily is lo its Client and this does nol

transaction from onlcitlng ||| u-nlr ights and obligations under Ihe cannot be

excepl in full, without priof written aporoval of the Company. Any unatthorized akeration. forgery or falsification of the oonl.nl or
appoeranea of thia documant la unlowful and offenders may be prosacutad ta the fulaat astant of thalaw. Unlass otharwise atated the
r@3Uks shown Inthis test report refer only t0the sample(s) 1 1eed and such sampie(e)ace retained for 30 days only.

Attention, To check the suthen! city of testing /inspection repori & cerliticate, pleasecontactusat lolvphone (86.755)8307 443,
oromail CN Ouccnawﬂhus com

i D SanghwiChies 200233 1 (86-21)61400668 1 (B6-21) 64958TRY WWW SRGTIUP.com.cn
PE-LH- ncx:mlmmu e 200233 1 (86-21)61402666 1 (86-21) 64968763 o sge.chirug@sgs.com

Member of the SGS Group (SGS SA)
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TESTING
CNAS L0599
Test Report SL52025258475801TX Date:May 27,2020 Page 3 of 4
Barrier performance of each component and final classification commended
Impact Hydrostatic .
. Resistance to
Penetration Pressure Bacteriophage Final
Test Test Phi-X174 Level classification
AATCC 42 AATCC 127 ASTM F 1671
fa) (cmHQO)
Area A (Critical zone-front) 0.0 >50.0 / Level 3
Area B (Critical zone-sleeve) 0.0 >50.0 / Level 3
Area C(Front) 0.0 12.0 / Level 1 Level 3
Area D(Back) 0.0 >50.0 / Level 3
Seam between areas C&D 0.0 11.6 / Level 1
Remark:
® 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: <4.5g;
@ Level 2: Impact Penetration Test-AATCC 42: <1.0g; Hydrostatic Pressure Test-AATCC 127: 220cmH-0:;
@ Level 3: Impact Penetration Test-AATCC 42: $1.0g; Hydrostatic Pressure Test-AATCC 127: 250cmH,0;
® Level 4: Resistance to Bacteriophage Phi-X174-ASTM F 1671: Pass.
® Only testthe barrier performance of the sample. Label request, construction and other classed in ANSI/AAMI

PB70-2012 is not checked.

Membaer of the SGS Group (SGS SA)




Test Report

SL52025258475801TX
Sample Photo
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Date:May 27,2020 Page 4 of 4

Back

***End of Report***
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Memberof the SGS Group (SGS SA)



Product: AMMI LEVEL 2/ 3 /4 Isolation gowns
Material: 20g PP + 15gPE coating

Fabric Weight: 38gsm

Size: Regular, Large, X-Large

Cuff: elastic cuff / Knitted cuff

'

Color: Blue, white, Yellow

Package: 10pcs / bag,
10bags / carton

Carton Size: 59x39x35.5cm
(100pcs/ctn)

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



Easy to wear
20gPP + 15gPE coating

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

High intensity

stitching Knitted Cuffs are
optional for more
comfortable



Easy to wear Knitted Cuffs are
optional for more
comfortable

20gPP + 15gPE coating, Isolation
Gowns feature strong sealed seams
. . ) that are designed to withstand tough
Ultrasonic stitching conditions



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
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Test Report SL52025257360501TX Date:May 27,2020 Page 3 of 3
Barrier performance of each component and final classification commended.
Impact " .
REREITaon Hydrostatic HeS|st'ance to .
Test Pressure Test | Bacteriophage Level Final
AATCC AATCC Phi-X174 classification
42(q) 127(cmH.0) ASTM F 1671

Area A (Critical zone-front) 0.0 >50.0 / Level 3

Area B (Critical zone-sleeve) 0.0 >50.0 / Level 3

Area C (Critical zone-Back) 0.0 >50.0 / Level 3 Level 3

Seam between areas A&B 0.0 >50.0 / Level 3

Seam between areas A&C 0.0 >50.0 / Level 3

Seam between areas B&C 0.0 >50.0 / Level 3

Remark:

1) The 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.

2) Level 1: Impact Penetration Test-AATCC 42: <4.5g;

3) Level 2: Impact Penetration Test-AATCC 42: <1.0g; Hydrostatic Pressure Test-AATCC 127: 220cmH,0;

4) Level 3: Impact Penetration Test-AATCC 42: <1.0g; Hydrostatic Pressure Test-AATCC 127: 250cmH,0;

5) Level 4; Resistance to Bacteriophage Phi-X174-ASTM F 1671: Pass.

6) Only test the barrier performance of the sample. Label request, construction and other classed in ANSI/AAMI

PB70-2012 is not checked.

Sample Photo

Face Back

***End of Report***

—— Unlass clherwise agreed In writing, this document ds lssued by the Company |ub]
overleaf, available on requestor accessible slhll oA hererw, ‘n llll'llln':_l'_‘llmwy__l\_

‘ subject to Terms and Conditions for Elo:lmnl: umaents ﬁ]j? J l ‘“L .L L H “L« Jo l
Attenllon is drawn lo the limlation of Nability, mﬂomnmuuun and jurisdiction issues define: atein, ny hol or ] s cument is
advised that informalion conlained hereon reflacts the Company’s findings al the lime of its inlervention only and in the limits of

Cliant’s instrucUons, if any. The Company’s wlc rnponllblm ll (o lu Client and Ihis documanl does nol nommo parties to a
transaction from exercising all their rights an. Y
’

under cannot
excep! In full, without piior written epproval 01 the Company. Any

of the contenl or
appearance of this document is unlawful and offanders may chloculad to the fullest exlem o lho Ilw Unless otherwise staled the
results shown in this test rep ort refar onty to the sampl &(s ) teated and such sampla(s) are retained for 30 days only.

Attanlion: To chech Ihe authenticity of testing finspeciion repart & cerlificate. piease contaci us al telephane: (86.755)8307 1443

¢ emnil CN.O acklags m
i h&mﬁwuﬁmm 200233 1{86-21)61402660 | (86-21) 64958763
! 1(88-21) 61402660 | (86-21) 64958783

Bl - LN - MCERWLNB0H3SE  MBIA: 200233

WHW.Sg8group.com.cn
e 5gs.china@®™ag» com

Member of the SGS Group (SGS SA)






