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CERTIFICATE OF REGISTRATION

This certifies that:

THREE ZONES, LLC
1441 E 16th St

Los Angeles , CA 90021

is registered with the U.S. Food and Drug Administration for FY 2021 pursuant to Title 21, 807 et seq. of
the United States Code of Federal Regulations:

Establishment Owner/Operator Number: 10080442

Device Classification Name: NON-SURGICAL ISOLATION GOWN
Product Code: OEA

Regulation Number: 878.4040

Official Correspondent: Registrar Corp

144 Research Drive, Hampton, Virginia, 23666, USA
Telephone: +1-757-224-0177 - Fax: +1-757-224-0179

Registrar Corp will confirm that such registration remains effective upon request and presentation of this
certificate until the end of the year stated above, unless said registration is terminated after issuance of
this certificate. Registrar Corp makes no other representations or warranties, nor does this certificate
make any representations or warranties to any person or entity other than the named certificate holder, for
whose sole benefit it is issued. This certificate does not denote endorsement or approval of the certificate-
holder's device or establishment by the U.S. Food and Drug Administration. Registrar Corp assumes no
liability to any person or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39, "Registration of a device establishment or assignment of a registration
number does not in any way denote approval of the establishment or its products. Any representation that
creates an impression of official approval because of registration or possession of a registration number is
misleading and constitutes misbranding."

i The U.S. Food and Drug Administration does not issue a certificate of registration, nor does the U.S. Food
| and Drug Administration recognize a certificate of registration. Registrar Corp is not affiliated with the U.S.
Food and Drug Administration.

Registrar C‘.orpt ,
144 Research Drive, Hampton, Virginia, 23666, USA Fxecutive Director

Telephone: +1-757-224-0177 ® Fax: +1-757-224-0179 Registrar Corp
info@registrarcorp.com ® www.registrarcorp.com Dated: _February 08, 2021

©2005-2021 Registrar Gorp
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PE Isolation Gowns
ANSI/AAMI PB70, AATCC 42 & 127 certified for use up to Level 3

Features:

= Disposable

Made of polyethylene (PE)
Non- sterile

Closed back

Neck and waist ties

Thumb hooks in sleeves

= Light blue color

= Large or X-large sizes available

Packaging:
» Packaged individually
= 100 gowns per case

Produced and sold under 510k FDA mandate exemption

AAMI Levels

Minimal Low Moderate
Protection  Protection Protection

102‘

Three Zones LLC
1441 E 16th St Los Angeles, CA 90021
800-710-7353

WARNING: This product contains chemicals known to the State of California to

cause cancer and birth defects or other reproductive harm



Test Report
February 5, 2021

IPS TESTING SGSPS 0024021

Report to: Samantha Paltac
Three Zones
1441 E 16th St.
Los Angeles, CA 90021

Sample Description: One Gown Sample

Date Received: February 2, 2021

Test(s) Requested: Water Resistance: Impact Penetration (AATCC 42), Water Resistance:
Hydrostatic Pressure

PO Number: Credit Card
Analysis of One Gown Sample

SGS-IPS Testing completed the testing listed above on one gown sample provided by Three
Zones. Testing was conducted on five client specified gown locations. A sixth location "Gown -
Necktie" cannot be tested due to the dimensional restraints of its size. The results are listed in
Tables 1 and 2 on the following pages of this report. SGS-IPS Testing is an ISO 9001 certified
lab issued by ABS Quality Evaluations, with additional ISO 17025 accreditation in the field of
testing issued by ANAB which applies to Water Resistance: Impact Penetration (AATCC 42) and
Water Resistance: Hydrostatic Pressure.

If you have any questions, please contact us.

{ ")/ st " /1  —
Authorized by //W'/V‘d‘ *-75’ /el Signed 1L £ M
T T v & L
Jen\r/ﬂfer Goggans Tyler F. Hetherington /
Laboratory Manager Senior Lab Technician
Physical Testing
920-749-3040

SGS Integrated Paper Services, Inc_| 3211 E. Capitol Drive _ Appleton, WI 54911 USA t+1 920 749 3040 f+1920 749 3046
1 Www_ipstesting.com WWW.SgS.COM Member of the SGS Group (SGS)




Report to Three Zones February 5, 2021
SGS-IPS 00249-21 Page 2 of 6
Table 1. Water Resistance: Impact Penetration (AATCC 42)
PE Isolation PE Isolation PE Isolation PE Isolation
Gown-Seam Gown-Front Gown-Back Gown-Sleeve
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ANSI Navional Accreditation Board
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i//—\/—_\\\s‘ aAccrepbiTep AT-1659
”/" 'u I 1\“\\\ TESTING LABORATORY
Water Penetration (g)

1 0.0 0.0 0.0 0.0

2 0.0 00 0.0 00

3 0.0 0.0 0.0 0.0
Average 0.0 0.0 0.0 0.0
- Dev. 0.01 0.00 0.01 0.01
M_a)flmum 0.0 0.0 0.0 0.0
Minimum 0.0 0.0 0.0 0.0

n= 3 3 3 3

Test Parameters

Temperature (°C) 271 271 271 271

Test Side: Outside
Blotter Lot: 114123

The post-weight for each specimen was used to determine the AAMI PB70 Level met based on

the following criteria:

Post -Weight Gain Acceptance Criteria

Level 1 Level 2 Level 3

£4.5gm <£1.0gm <1.0gm

_SGS_ IPS TESTING
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SGS-IPS 00249-21 Page 3 of 6
Table 2. Water Resistance: Hydrostatic Pressure (AATCC 127)
PE Isolation PE Isolation PE Isolation PE Isolation
Gown-Seam Gown-Front Gown-Back Gown-Sleeve
Orientation OQutside SdB Outside SdB Outside SdB Outside SdB
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A ACCREDITED AT-1659
% “/m\\‘ 3 TESTING LABORATORY
Hydrohead (mbar)
1 178 NA 174 NA 180 NA 172 NA
2 207 NA 154 NA 168 NA 208 NA
3 153 NA 144 NA 159 NA 187 NA
179 NA 157 NA 169 NA 189 NA
Std. Dev. 270 NA 15.3 NA 105 NA 18.1 NA
Maximum 207 NA 174 NA 180 NA 208 NA
Minimum 153 NA 144 NA 159 NA 172 NA
n= 3 NA 3 NA 3 NA 3 NA
Hydrohead (cm of 183 NA 160 NA 172 NA 193 NA
H20)
Test Parameters
Temperature (°C) 224 NA 216 NA 220 NA 222 NA
Test Pressure Limit 1000 NA 1000 NA 1000 NA 1000 NA
(mbar)
Failure Type Burst NA Burst NA Burst NA Burst NA

Gradient: 60 mbar/min
Water Type: Deionized Water

Hydrostatic Pressure
Acceptance Criteria
Level 2 Level 3

| 220 cmH20 | 2 50 cmH20

ﬁ& IPS TESTING




Report to Three Zones
SGS-IPS 00249-21

February 5, 2021
Page 4 of 6

Table 1. Water Resistance: Impact Penetration (AATCC 42) (contd.)

PE Isolation
Gown-Waist Tie
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TESTING LABORATORY

Water Penetration (g)

1 0.0

2 0.0

3 0.0

Avera?e 0.0

. Dev. 0.01

Maximum 0.0

Minimum 00
n= 3

Test Parameters

Temperature (°C) 271

Test Side: Outside
Blotter Lot: 114123

AT-1659

The post-weight for each specimen was used to determine the AAMI PB70 Level met based on

the following criteria:

Post -Weight Gain Acceptance Criteria

Level 1 Level 2 Level 3

£4.5gm <£1.0gm <1.0gm

ﬁ& IPS TESTING



Report to Three Zones February 5, 2021

SGS-IPS 00249-21 Page 5 of 6
Table 2. Water Resistance: Hydrostatic Pressure (AATCC 127) (contd.)
PE Isolation
Gown-Waist Tie
Orientation Outside SdB
S,
;I”\\\—_é/l,
?{///—\—\\g :Sém;nm:l:rr;mllaﬂ;m Zm-‘r)d AT-1 659
Yo NN R isonec oes B
LU TESTING LABORATORY
Hydrohead (mbar)
1 218 NA
2 197 NA
3 169 NA
I Average 195 NA I
. Dev. 246 NA
Maximum 218 NA
Minimum 169 NA
n= 3 NA
Hydrohead (cm of 199 NA

H20)
Test Parameters

Hydrostatic Pressure
Acceptance Criteria
Temperature (°C) 2% T NA Level 2 Level 3
220 cmH20 | 2 50 cmH20

Test Pressure Limit 1000 NA
(mbar)
Failure Type Burst NA

Gradient: 60 mbar/min
Water Type: Deionized Water

Method(s) and Notes:
All valid results are included in the statistical analyses.
Revisions of SGS-IPS methods when used are current at the time of testing.
Samples tested and conditioned in TAPPI standard conditions unless requested otherwise
by customer or otherwise specified.
Samples were not preconditioned.

AATCC 42-2017 Water Resistance: Impact Penetration Test
Type Il Impact Penetration Tester was used for this testing.
Samples conditioned in TAPPI standard conditions unless requested otherwise by
customer.
The estimated k=2 uncertainty for AATCC 42 is calculated and available on request.
Spray head has a hole in the center, funnel is plastic instead of glass.
Blotter papers used: Ahistrom Grade 989.
AATCC Test Method 127-2017 Water Resistance: Hydrostatic Pressure Test

_Sﬁ& IPS TESTING



Report to Three Zones February 5, 2021
SGS-IPS 00249-21 Page 6 of 6

Option 2, Hydrostatic Head Tester.

Samples conditioned in TAPPI standard conditions unless requested otherwise by
customer.

Analyzed by: TFH
Quality review by: TY
Date(s) of testing: February 4, 2021

Room Conditions

Relative Humidity Temperature
(%) (°F)
Conditioning Environment 50.0 734
Maximum during testing 51.9 734
Minimum during testing 50.0 725

Note: See the method(s) cited above for available estimates of measurement uncertainty. Unless
otherwise noted, sampling was performed by customer.

This document is issued by the Company with the expectation that the document will be used intemally only and not be used for any marketing or any other public
use and is subject to its General Conditions of Service printed overleaf. available on request or accessible at www.sgs.com/terms_and_conditions htm and. for
electronic format documents, subject to Terms and Conditions for Electronic Documents at www.sgs.com/en/Terms-and-Conditions/terms-e-document. aspx.
Attention is drawn to the limitation of liability. indemnification and jurisdiction issues defined therein. Any holder of this document is advised that information
contained hereon reflects the Company’s findings at the time of its intervention only and within the limits of Client’s instructions, if any. The Company’s sole
responsibility is to its Client and this document does not exonerate parties to a transaction from exercising all their rights and obligations under the transaction
documents. This document cannot be reproduced except in full, without prior written approval of the Company. Any unauthorized alteration. forgery or falsification
of the content or appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the results shown
in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.

ﬁ& IPS TESTING
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SMS Isolation Gowns
ANSI/AAMI PB70, AATCC 42 & 127 certified Level 3

Features:

= Disposable

Strong & breathable 45gsm SMS Level 3
Non- sterile

Closed back

Neck and waist ties

Thumb hooks in sleeves

= Large or X-large sizes available

Packaging:
= Packaged individually
= 100 gowns per case

Produced and sold under 510k FDA mandate exemption

AAMI Levels

Minimal Low Moderate
Protection  Protection Protection

192‘

Three Zones LLC
1441 E 16th St Los Angeles, CA90021
800-710-7353




Test Report

February 17, 2021
Page 1 of 6

I PS TEST' N G SGS-IPS 00320-21

Reportto:  Ofer Kahana
Three Zones LLC
1441 E 16th St
Los Angeles, CA 90021

Sample Description: One Gown Sample

Date Received:  February 12, 2021

Test(s) Requested: ~ Water Resistance: Impact Penetration (AATCC 42), Water Resistance:
Hydrostatic Pressure (AATCC 127)

PO Number: Credit Card

Analysis of One Gown Sample

SGS-IPS Testing performed the testing listed above on one gown sample provided by Three
Zones. The results are summarized in Tables 1 and 2 on the following pages.

If you have any questions, please contact us.

’ 4
Authorized by AH Z :él/cf#/ ;ﬁ{ Signed /f/,_/ //,ﬂ_
Jeridifer Goggans Trevor Yokom

Laboratory Manager Lab Technician
Physical Testing

920-749-3040

SGS Integrated Paper Services, Inc 3211 E. Capitol Drive  Appleton, W1 54911 USA t+1 920 749 3040 f+1920 749 3046

! www_ipstesting.com WWW.Sgs.COM Member of the SGS Group (SGS)



Report to Three Zones LLC
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SGS-IPS 00320-21 Page 2 of 6
Table 1. Water Resistance: Impact Penetration (AATCC 42)
SMS 45gsm SMS 45gsm SMS 45gsm SMS 45gsm
Gown-Front Gown-Back Gown-Sleeve Gown-Waist Tie
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In Scope of ISO Y Y Y X
17025
Accreditation (Y/N)
Water Penetration (g)
1 0.1 0.1 0.1 0.1
2 0.1 0.1 0.1 0.1
3 0.1 0.1 0.1 0.1
Average 01 0.1 0.1 01
S V. U.uZ U.uUl Ul U.ul
Maximum 0.1 0.1 0.1 0.1
Minimum 01 0.1 0.1 0.1
n= 3 3 3 3
Test Parameters
Temperature (°C) 27.0 26.7 27.0 270

Test Side: Outside
Blotter Lot: 114123

The post-weight for each specimen was used to determine the AAMI PB70 Level met based on

the following criteria:

Post -Weight Gain Acceptance Criteria
Level 1 Level 2 Level 3
<4.5gm <1.0gm <1.0gm

5 SGS IPS TESTING

Three Zones LLC
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SGS-IPS 00320-21 Page 3 of 6
Table 2. Water Resistance: Hydrostatic Pressure (AATCC 127)
SMS 45gsm SMS 45gsm SMS 45gsm SMS 45gsm
Gown-Front Gown-Back Gown-Sleeve Gown-Waist Tie
Orientation Qutside SdB Outside SdB Outside SdB Qutside SdB
S,
Dl A TESTING LABORATORY
In Scope of ISO Y NA Y NA Y NA Y NA
17025
Accreditation (Y/N)
Hydrohead (mbar)
1 60.5 NA 69.9 NA 68.6 NA 53.2 NA
2 60.5 NA 63.6 NA 59.8 NA 61.3 NA
3 62.3 NA 705 NA 78.8 NA 56.6 NA
61 1 NA 68 0 NA 69 1 NA 570 NA
Std. Dev. 1.04 NA 3.82 NA 9.51 NA 407 NA
Maximum 62.3 NA 705 NA 788 NA 61.3 NA
Minimum 60.5 NA 636 NA 598 NA 532 NA
n= 3 NA 3 NA 3 NA 3 NA
Hydrohead (cm of 623 NA 69.4 NA 704 NA 58.2 NA
H20)
Test Parameters
Temperature (°C) 226 NA 226 NA 226 NA 226 NA
Test Pressure Limit 1000 NA 1000 NA 1000 NA 1000 NA
(mbar)
Failure Type 3 Drops NA 3 Drops NA 3 Drops NA 3 Drops NA

Gradient: 60 mbar/min

Water Type: Deionized Water

Acceptan

Hydrostatic Pressure

ce Criteria

Level 2

Level 3

| 220 cmH20

2 50 cmH20

- sqs IPS TESTING
Three'Zones LLC



Report to Three Zones LLC

February 17, 2021
SGS-IPS 00320-21

Page 4 of 6
Table 1. Water Resistance: Impact Penetration (AATCC 42) (contd.)

SMS 45gsm
Gown-Seam

I,
SN~ 7,
il:\\\://”';

SIS TNX  ansi ationat Acoreditation Board

e Soanate AR

s ih s TESTING LABORATORY
In Scope of ISO Y
17025
Accreditation (Y/N)
Water Penetration (g)
1 0.1
2 00
3 0.0
I Average 00 I
=S o0
Maximum 0.1
Minimum 00
n= 3

Test Parameters
Temperature (°C) 271

Test Side: Outside
Blotter Lot: 114123

The post-weight for each specimen was used to determine the AAMI PB70 Level met based on
the following criteria:

Post -Weight Gain Acceptance Criteria |
Level 1 Level 2 Level 3
£4.5gm <1.0gm <1.0gm

SGS IPS TESTING
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SGS-IPS 00320-21 Page 5of 6
Table 2. Water Resistance: Hydrostatic Pressure (AATCC 127) (contd.)

SMS 45gsm

Gown-Seam
Orientation Outside SdB
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ANST Vational Accedisatios Bord
T e A e et
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L R SoEC o
AT TESTING LABORATORY

In Scope of ISO N NA
17025
Accreditation (Y/N)
Hydrohead (mbar)
2 63.3 NA

Hydrostatic Pressure
Acceptance Criteria
Level 2 l Level 3

1220 cmHzOI 2 50 cmH20

Hydrohead (cm of 340 NA
H20)

Test Parameters
Temperature (°C) 26 NA
Test Pressure Limit 1000 NA
(mbar)
Failure Type 3 Drops NA

Gradient: 60 mbar/min
Water Type: Deionized Water

Method(s) and Notes:

All valid results are included in the statistical analyses.

Revisions of SGS-IPS methods when used are current at the time of testing.

Samples tested and conditioned in TAPPI standard conditions unless requested otherwise
by customer or otherwise specified.

Samples were not preconditioned.

AATCC 42-2017 Water Resistance: Impact Penetration Test
Type Il Impact Penetration Tester was used for this testing.
Samples conditioned in TAPPI standard conditions unless requested otherwise by

customer.

The estimated k=2 uncertainty for AATCC 42 is calculated and available on request.

SGS IPS TESTING
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Spray head has a hole in the center, funnel is plastic instead of glass.

Blotter papers used: Ahlstrom Grade 989.
AATCC Test Method 127-2017 Water Resistance: Hydrostatic Pressure Test

Option 2, Hydrostatic Head Tester.

Samples conditioned in TAPPI standard conditions unless requested otherwise by

customer.

Nothing unusual observed during testing. For sample SMS 45gsm Gown-Seam,

replicates 1 and 3 failed at the seam, replicate 2 did not fail at the seam.

Analyzed by: TY, SW
Quality review by: EB
Date(s) of testing: February 15-16, 2021

Room Conditions

Relative Humidity Temperature
(%) (°F)
Conditioning Environment 1.2 734
Maximum during testing 517 750
Minimum during testing 1.2 734

Note: See the method(s) cited above for available estimates of measurement uncertainty.
Unless otherwise noted, sampling was performed by customer.

This document is issued by the Company with the expectation that the document will be used internally only and not be used for any marketing or any
other public use and is subject to its General Conditions of Service printed overleaf. available on request or accessible at

Wwww.sgs.convterms_and_conditions htm and. for electronic format documents. subject to Terms and Conditions for Electronic Documents at
www.sgs.com/en/Terms-and-Conditions/terms-e-document aspx. Aftention is drawn to the limitation of liability, indemnification and jurisdiction issues

defined therein. Any holder of this document is advised that i ion contained hereon reflects the Company’s findings at the time of its intervention
only and within the limits of Client’s instructions. if any. The Company’s sole responsibility is to its Client and this d does not parties
to a transaction from exercising all their rights and obligations under the tra ion documents. This document cannot be reproduced except in full,
without prior written approval of the Company. Any thorized alteration. forgery or falsification of the content or appearance of this document is

unlawful and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the results shown in this test report refer only to the
sample(s) tested and such sample(s) are retained for 30 days only.

SGS IPS TESTING



Three
Zones

February 1, 2021
Ref: Berry Compliance

Three Zones, LLC hereby certifies that all of our Isolation Gowns (components and end
product) produced in our USA manufacturing facilities are fully compliant with 10 U.S.C. §
2533(a), which requires that items be grown, reprocessed, reused. produced domestically in the
United States, and is commonly referred to as “the Berry Amendment,” and, particularly, the
clause at DFAR 252.225- 7012, “Preference for Certain Domestic Commodities (JAN 2007).”

Furthermore, that all manufacturing, packaging, inspection and shipping operations were
completed or performed in the United States.

We certify. fully read and understand the Berry Amendment and the applicability to this
purchase order and contract, and we certify full compliance.

Three Zones LLC
1441 E 16th St Los Angeles, CA 90021
800-710-7353



