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Medical disposable protective suit

PFAERREREFRA A
Dandong Devote Garment Co., Ltd.






Business License

Uniform Social Credit Code

Registered Capital
Date of Establishment

Term of Business

(Duplicate)
912106005909082615
(Duplicate No.: 1-1)
Name Dandong Devote Garment Co., Ltd.
Type Limited liability company
Legal

Representative

Business Scope

Zhao Longzhe

Production and sales of clothing as well as medical apparatus
and instruments; import and export of goods and technologies;
general road transportation of goods. (With respect to the
items subject to approval in accordance with the law, the
operating activities shall not be carried out until the approval
has been received from the competent authority.)

Address

To scan the QR code to log onto the “State Publicity
System of Enterprise Credit Information” to learn more
information on registration, filing, licensing and
regulation.

RMB Ten Million Yuan Only
March 6, 2012

From March 6, 2012 to March 5, 2032

No. 83 Tongxing Road, Tongxing Town, Zhen’an District,
Dandong

Registration Authority: Dandong Municipal Administration for Market Regulation (Seal)

February 14, 2020

Website of State Publicity System of Enterprise Credit Information: http://www.gsxt.gov.cn

Prepared under the supervision of State Administration for Market Regulation

The market subject is required to submit and make public the annual report
through the State Publicity System of Enterprise Credit Information between

Jan. 1 and Jun. 30 every year.







Permit for Production of Medical Apparatus and Instruments
Serial No. of License: L. S. Y. J. X. S. C. X. No. 20200016

Enterprise Name: Dandong Devote Garment Co., Ltd. Production Address: Tongxing Village, Tongxing Town, Zhen’an District,
Dandong

Legal Representative: Zhao Longzhe
Production Scope: 2020 Classification Catalogue
Class Il: 6864-2- dressing, wound protection materials
2017 Classification Catalogue
Class Il: 14-14- protective equipment of medical care
personnel

Head of Enterprise: Zhao Longzhe

Certificate Issuing Authority: Liaoning Provincial Medial Products
Administration

Address: No. 83 Tongxing Road, Tongxing Town, Zhen’an District,
Dandong Liaoning Provincial Medical Products Administration (Seal)

Valid until: the end of the COVID-19 outbreak Permit Issuing Date: March 3, 2020

Under the Supervision of the National Medical Products Administration
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(2} Help (/help/index.html)

DRLM Home (mainMenu.htm) > Register a New Medical Device Facility

[ v Facility

l v Products Listing

Registration Confirmation

Facility: DANDONG DEVOTE GARMENT CO., LTD, Dandong, Liaoning,
CHINA

You have successfully entered your facility registration and device listing
information. You should print a copy of this page for your records.
Listing numbers appear below for the products manufactured,
developed, or processed at this facility.

As a manufacturer, specification developer, or single-use device
reprocessor, you are required to pay an annual fee for medical device
facility registration.

You will receive another e-mail providing you with your registration
number in approximately 30 to 90 days. Until your registration
number is assigned, reference your Owner/Operator number in any
correspondence with the Center for Devices and Radiological Health.

Your registration will be valid through Dec 31, 2020. An e-mail will be
sent to the Owner/Operator and the Official Correspondent 90 days
before the facility is required to re-register for Fiscal Year 2020 with
instructions on how and when to re-register.

Note: Registering your device facility and listing your devices does
not, in any way, constitute FDA approval of your facility or your
devices.

Should you have any questions, please send an e-mail to
reglist@cdrh.fda.gov (mailto:reglist@cdrh.fda.gov).

The Owner/Operator Number for this Registration is: 10063478

Facility Information

Registration Number:

Initial Importer:
N

Facility Name:
DANDONG DEVOTE GARMENT CO., LTD

Address:

No.83 Tongxing Road, Tongxing Town, Zhen'an District
Dandong, Liaoning, 118000, CHINA

DUNS Number:
548308210

Foreign Trade Zone:
N

Facility URL:

Other Business Trade Name(s):

Owner/Operator Information

Owner/Operator Number:

10063478

Contact Name:
Zhimei Zheng

Company:

DANDONG DEVOTE GARMENT CO., LTD

Address:

Telephone:
86 - 415 - 6136677

Fax:

E-mail:

DUNS Number:

No.83 Tongxing Road, Tongxing Town, Z
hen'an District
Dandong, LIAONING, 118000, CHINA

403306994@qq.com

Official Correspondent Information

Contact Name:
Zhimei Zheng

Company:

DANDONG DEVOTE GARMENT CO., LTD

Address:

Telephone:
86 - 415 - 6136677

Fax:

E-mail:

DUNS Number:

No.83 Tongxing Road, Tongxing Town, Z
hen'an District
Dandong, LIAONING, 118000, CHINA

403306994@qqg.com



United States Agent Information
Contact Name:
Jerry Doane

Contact Title:
Mr

Business Name:

Address: 15815 SW 11th Court Rd.
Ocala, Florida, 34473, UNITED STATES

Phone:
716 - 7750533

Fax:
DUNS Number:

E-mail: jdoane@usagent-tobias.com

Device Listings

Listing Premarket Product Device Activities Importers
Number  Submission Code(s) Name
Number/Type (s)
D376548
Exempt
OEA

Non-surgical isolation gown

Manufacturer

D376549

Exempt

LYU

ACCESSORY, SURGICAL APPAREL

Manufacturer

Date of Initial Registration: Fri Mar 20 18:36:48 EDT 2020



Dandong Devote Garment Co., Ltd.

Declaration of Conformity

Dandong Devote Garment Co., Ltd.
No. 83 Tongxing Road, Tongxing Town, Zhen’ an District, Dandong
We declare that the following product :

Medical Disposable Protective Suit

Models No: 170/175/180/185

Described above is in conformity with the following directive (s) :
Personal Protective Equipment 2016/425

Relevant standard (s):
EN 14126:2003+AC:2004, EN ISO 13982-1:2004+A1:2010
The reference of the File identified with the No:

MESTTCF-PPE

And we are aware about the contents and information included in the ModCOMO04.06
Regulation that is considered totally accepted.

Date of issue Stamp and Signature of authorized personnel

2020.03.17
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PCTCF0315-PPE

PPE TEST REPORT

For
Dandong Devote Garment Co., Ltd.
Medical disposable protective suit
Model: 170

Prepared For : Dandong Devote Garment Co., Ltd.
No. 83 Tongxing Road, Tongxing Town, Zhen’an District, Dandong

Prepared By : China Ceprei (Sichuan) Laboratory

No.45 Wenming Dong Road 1
Sichuan

yi District, Chengd

Report Number:

Date of Test:
Date of Report:

[%]

PCTCF0315-PPE

TEST REPORT DECLARATION

Applicant Dandong Devote Garment Co., Ltd.

Address : No. 83 Tongxing Road, Tongxing Town, Zhen’an District,
Dandong

Manufacturer : Dandong Devote Garment Co., Ltd.

Address : No. 83 Tongxing Road, Tongxing Town, Zhen’an District,
Dandong

EUT Description * Medical disposable protective suit

Model No. : 170

Remark : N/A

Test Procedure Used:
EN 14126:2003+AC:2004, EN ISO 13982-1:2004+A1:2010

The results of this test report are only valid for the mentioned equipment under test. The
test report with all its sub-reports, e.g. tables, photographs and drawings, is copyrighted.
Unauthorized utilization, especially without permission of the test laboratory, is not allowed
and punishable. For copying parts of the test report, a written permission by the test
laboratory is needed.

The test results of this report relate only to the tested sample identified in this report.

Date of Test 5 Mar.15, 2020

Prepared by ®

4

Checked #
N
(Gina)
Approved by 8 i )
(Johnson)
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EN 14126:2003+AC:2004

Clause

Requirement-Test

Result-Remark

Verdict

accordance with the test methods and
performance classification system specified in the
relevant clauses of prEN 14325.

4.1.3 Chemical requirements

If protection against chemicals is claimed, the
materials shall be tested and classified in
accordance with the test methods and
performance classification system specified in the
relevant clauses of prEN 14325.

4.1.4 Performance requirements against
penetration by infective agents 4.1.4.1 Resistance
to penetration by contaminated liquids under
hydrostatic pressure

'When tested in accordance with ISO/FDIS 16603
and ISO/FDIS 16604 the material shall be
classified according to the levels of performance
given in Table 1, as obtained in the bacteriophage
test (ISO/FDIS 16604).

Table 1 — Classification of to by
pressure (ISO/FDIS 16604)

liquids under hy

Class Hydrostatic pressure at which
the material passes the test

20 kPa

14 kPa

7 kPa

3,5kPa

1,75 kPa

“Iv|iw|(s|la|lo

OkPaa

2  this means that the material is only exposed to
the hydrostatic pressure of the liquid in the test cell

4.1.4.2 Resistance to penetration by infective
agents due to mechanical contact with substances
containing contaminated liquids.

When tested in accordance with Annex A the
material shall be classified according to the levels
of performance given in Table 2.

Table 2 — Classification of top by i
with

agents due to mechanical contact

liquids

min

Class Breakthrough time, t

t>75

60 <t<75

45<t <60

30<t <45

15<t <30

“[v|w|s|la|lo

<15 min

4.1.4.3 Resistance to penetration by contaminated
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EN 14126:2003+AC:2004

Clause

Requirement-Test

Result-Remark

Verdict

if relevant, illustrations, part numbers and

marking of spare parts, etc.
disposal after use.
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Principle

A standard aerosol of sodium chloride particles is
generated inside a test chamber in which a test
subject, wearing the protective suit under test,
carries out a predetermined sequence of test
exercises. The inward leakage at each sampling
position inside the suit is measured by means of
flame photometry.

The percentage inward leakage at each sampling
position ( L ijmn ), the total inward leakage per suit
(LS )and per test subject ( L H ), the total inward
leakage per exercise ( L E ) and per sampling
position ( L P ) and the mean total inward leakage
(L) are calculated.

Apparatus

Aerosol generator, flame photometer(s), one or two,
and a test chamber, as described in EN 136.

5.2

Level treadmill, capable of operating at (5 ? 0,5)
km/h, which is installed inside the chamber. The
test arrangement used for the determination of
inward leakage is shown schematically in Figures
1and 2.

Key

atomizer

pump.

chamber

challenge sample

air Ines to and from the suil(both sampling and feeding lnes)
photometer

flow meter

Figure 1 — Test arrangement (schematic)
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i the st (boh samping an foeding ines)

‘sampling probes (schematic)

5.3

Sodium chloride aerosol test agent, with a
particlesize distribution, mean test-agent
concentration and distribution inside the chamber
as described in EN 136.

Dimensions in milimatres.

1
g

o
o
o
= o
<]
o

Figure 3 — Sampling probe

5.4

Adjustable pump and air lines, used for sampling
air from the suit under test.

The three probes for measuring the concentration
inside the suit shall be positioned close to the body
of the test subject, at the following positions as
shown in Figure 4:

This pump is adjusted to deliver a sampling flow
rate from inside the suit in the range of (2 ? 0,5)
I/min. The flow shall be kept constant within ? 0,2
I/min. Depending on the type of photometer, it may
be necessary to dilute the sample air with clean
air. There shall be no condensation in tubes
during testing. Condensation in the tubes can be
avoided by feeding dry, clean air directly into the
tubes upstream of where condensation occurs
(see Figure 2), by heating of the tubes or by any
other suitable means. One should take the dilution
into account when calculating the concentration at
the sampling point.

5.5

Sampling probes, four, constructed as shown in
Figure 3, one which shall be used to measure the
challenge concentration and three, the
concentration inside the suit.

Each probe is fitted onto a length of suitable
transparent plastic tube with an internal diameter
of 4,0 mm.

Key

on the right chest
at the back of the waist

at knee height,lateral
®  Probe 2is positioned on back.

Figure 4 — Positions of the three sampling probes on body of test subject

Especially in the case of two-piece suits and
coveralls equipped with an elastic waistband or a
belt worn over the suit, the positions of the
sampling points should be carefully chosen.
Sampling probes shall not be positioned directly
onto the skin, but shall be fixed onto the
underwear.

The sampling lines to and from the sampling
probes inside the suit shall be fixed close to the
body of the test subject and shall pass through the
material of the suit between 5 cm and 15 cm
above one of the arm-cuffs in an airtight manner.
The fixings of the sampling lines and the
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each of the test subjects (i) (at least five test
subjects) in accordance with Equation (1):

where
¢ s the challenge concentration:
Cjun s the concentration for sampling position » for exercise m for suit for test subject i

Al percentage inward leakage values shall be reported.

_
E ! File No.: PCTCF0315-PPE Page 9 of 12
725 The total inward leakage per position and per P
exercise, L EP, for exercise m and position n shall
be calculated in accordance with Equation (6):
1
Lep, mn == Z L jimn
/ /
The data reported pertain to 10 suits (or more).
726 The mean total inward leakage P
The average, L of all total inward leakage
measurements shall then be calculated in

7.2

Calculation of total inward leakage

.24

The total inward leakage, L S,j, per suit for suit j,
shall be calculated in accordance with Equation
(2):

1
Lg; =— Liiom

S mn ;; o

The data reported shall pertain to 10 results from
10 or more suits.

7.22

The total inward leakage, L H,i , per human subject
for subject i shall be calculated in accordance with

Equation (3)

jmn
j m n

The data reported shall pertain to 5 results from 5
or more subjects.

723

The total inward leakage, L E,m , per exercise for
exercise m shall be calculated in accordance with
Equation (4):

1
Lem=— ¥ L

The data reported shall pertain to 3 results from 3
exercises.

724

The total inward leakage, L P,n , per position for
test position n shall be calculated in accordance
with Equation (5):

L i

m
J f m

The data reported pertain to 3 results from 3
sampling positions.
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accordance with
Equation (7) and reported:

EPREI

File No.: PCTCF0315-PPE Page 11 of 12

= 1 1 1 1
L==Y1lg;= ;ZLHJ = ;"ZI-E - ;ZI*P,:I
7} i m " Table 1 — Sampling sequence for probes inside the suit during the period when the test subject is
present in the chamber and during the sequence of activity

Test report a Measuring sequence Timing Feeding of clean air Siarcion
= = : min robe at iti gh probe at
The test report shall contain the following P Number Activity s P
information: 1 measuring the background — knee chest standing
: . + inside suit (before generation still
Ias)o ::fggznzcz (t)% ;r;ls International Standard (i.e., gy 1= waist back Kknee
e b - chest waist back
b) ld_entlty of the_ manufacturer of the suit; F walting for stabiization and — — —
c) size of the suits tested and the body measuring the test agent
measurements of the test subjects, in accordance concentration inside chamber
with the provisions of EN 340; 3 measuring the test agent 3 knee chest standing
d) ¥ detscription of the underwear worn by test concentration inside suit 3 wikEadk - stil
subjects;
) r_— 3 chest waist back
e) description of any pre-treatment and/or )
preconditioning of the suits tested, e.g. mechanical 3 hnse chan Weidng
pre-stressing of suits for determining the durability 3 waist back knee
of barrier efficiency; 3 chest waist back
f) _descrlptlon of any addl_t|onal protec_tlve - stabilization between walking 1 knee chest standing
equipment or any accessories worn during the test and squatting i o g still
and if and how the accessories were taped to the W e
suit; 1 chest waist back
g) temperature and relative humidity inside the 5 measuring the test agent 3 knee chest squatting
test chamber prior to the testing of each suit and at Conatntrason Inside Sult 3 wealet badk i
the end of all test exercises for each suit;
A e , 3 chest waist back
h)  concentration of test agent inside the suit at -
all three sampling positions for each suit prior to 6  |measuring the test agent = = = stardling
concentration inside chamber still

testing; concentration of test agent inside the test
chamber after stabilizing the test agent
concentration and at the end of all test exercises;
i) all inward leakage results, presented in the
form of data tables:

-- tables giving the percentage inward leakage
values L ijmn and averages per test subject and
test suit (i.e., at least 10 tables modelled on Table
2),

-- table giving total inward leakage values for all
test subjects and test suits (modelled on Table 3),
-- table giving total inward leakage values per test
subject (modelled on Table 4);

j)  any comments considered appropriate by the
person who has carried out the tests.
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Table 2 — Model for reporting

values, exp:

worn by test subject i

d in percent, of suit ;

Exercise Sampling position/Feeding-in position Average per
Knee/Chest Waist back/Knee Chest/Waist back %
standing still Lysg Lz Lysg Lgqy
walking L,m Lin L,m Leyy
squatting l.,,—_" Ly Liay Lesy
average per sampling position Lpyy Loy, Lpg, Lgy

Table 3 — Model for reporting total i

ge values, exp

position and per exercise (averaged over all suits)

d in percent, per sampling

Exercise Sampling position/Feeding-in position Average per
Knee/Chest Waist back/Knee Chest/Waist back %
standing still Lep1y Lepiz Lepia Ly
walking Lgpay Lepz Lepas lez
squatting Leps Lepz Lepas Ley
average per sampling position Lpy Lp, Lpy L
Table 4 — Model for reporting total i d leakag lues, exp d in p: t, per test subject
Total inward leakage per human test
Total inward leaka rsuit, g,
Test subject ge per sult, Lg; subject, Ly,

1 Lgy Ly L

2 Lgg Lgy Lya

i Lspir: Lsa Ly

average T L

- End of Review Report -

E]

Annex: Technical Information

(1) Product Photos
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Registration Form of Medical Apparatus and Instruments Produced

Enterprise Dandong Devote Garment Co., Ltd.
Name
License No. | L.S.Y.J. X.S. C. X. No. 20200016
License Until the end of the COVID-19 outbreak
Validity
2002 Classification Catalogue Class 1l: 6864-2- Dressing and Wound
Production Protection Materials
Scope 2017 Classification Catalogue Class I: 14-14- Protective Equipment for
Medical Staff
List of Production Products
No. Product Name Registration | Date of Entry Remarks
No.
) zlilse::s:zlble (T March 3, 2020
20202140026

protective suit

LI

Ak
BLEE | gk AT x4
FTERS | o 26 B ¥ 20200016 5

VFATIE

o | BB SN ok
EPiEE 2002 47 H 3 11 % 6864-2-W0kE, 40 00F k)

2017 SRHHR 11 #:10-14- 40 A R B0 6
A 5
Fs e HEMES B8aAM | &%
1 B tEp R | T 20202140026 2020-03-03
d

License Issuing Authority (Common Seal): Liaoning Provincial Medical Products

Administration

Liaoning Provincial Medical Products Administration (Seal)

March 3, 2020
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Points For Attention

. This Report Is Invalid If Without “The Text Report Special Seal” Or The Official Seal

Of The Institute.

. The Reproduction Is Invalid If Without Being Confirmed By “The Text Report Special

Seal” Or The Official Seal Of The Institute.

. This Report s Invalid If Without Signature Of The Major Tester And The Examiner And

The Approver.

RSB URA HhE : T3 28T e e DI B 2805 bl K 166 5
The Institute Add: Lingang Road 166, Lingang Economic Park , Gaogang, Taizhou.Jiangsu
FEg0 S SR B G . 0523-86989901
The Institute Complain Tel:0523-86989901
FgRTI LR IE 55 i - 0523-86989959
The Institute Businese Tel:0523-86989959
KIS LML EL . 0523-86989939

The Institute Fax:0523-86989939
RGP LS - 225300

The Institute Post:225300
FREATIA LA AL : www jstfzx.com

The Institute Web:www.jstfzx.com
RIS LFI MR A : 1735889887 @qq.com
The Institute E-mail: 1735889887 @qq.com
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Test Report
L. J. (Y. X.) (2020) No. 180

Entity under Test: Dandong Devote Garment Co., Ltd.

Sample Name: Medical disposable protective suit

Model and Specifications: One-piece / 170

Test Category: Emergency test

Special Seal for Test of Liaoning Medical Device Test Institute (Cross-Page Seal)

Liaoning Medical Device Test Institute

Special Seal for Test of Liaoning Medical Device Test Institute (Seal)

Liaoning Medical Device Test Institute

Test Report
Report No.: L. J. (Y. X.) Z. (2020) No. 180

Page 1 of 3

Medical disposable protective Model and One-piece / 170
Sample Name i =
suit Specifications
. Dandong Da Ai Clothing Co., Trademark -
Entrusting Entity
Ltd.
No. 83 Tongxing Road, Test Category Emergency test

Customer Address

Tongxing Town, Zhen’an
District, Dandong City

. Dandong Da Ai Clothing Co., Production Date February 13
Entity under Test
Ltd. 2020
. . Dandong Da Ai Clothing Co., Sampling Date ---
Production Entity
Ltd.
. . Dandong Da Ai Clothing Co., | Sample Arrival Date | February 17,
Sampling Entity
Ltd. 2020
Sampling Location | --- Sampling Order No. | ---
Test Location Laboratory of the Institute Sampling Base -
Test Date Feb. 18, 2020 ~ Feb. 23, 2020 Number of Samples | 50 pieces
Test Item Impermeability, etc. Sample Lot No. 120200201
. GB 19082-2009 technical requirements for medical disposable protective
Test Basis

suit

Test Conclusion

The tested item meets the requirements of the GB19082-2009 Standard
Special Seal for Test of Liaoning Medical Device Test Institute

(Special Seal for Test)

Remarks

1) The “----" in the report indicates that this item is not applicable or this

item is blank.

2) In the determination, P means that the test results meet the

requirements F means that the test results do not meet the requirements,

and N means that the requirements are not applicable to the product.
3) This report is an emergency registration test. Before the medical device
registration certificate and production license have been obtained, this

report shall not be used for product sales and promotion.

Special Seal for Test of Liaoning Medical Device Test Institute (Cross-Page Seal)

Approved by: Jian Yu

(Signature)

Checked by: Du Chunmiao  (Signature)

(Signature)

Title: Deputy Director
Tested by: Feng Yan

Date: February 23, 2020




Report No.: L. J. (Y. X.) Z. (2020) No. 180 Page 2 of 3

Photos and Description

Report No.: L. J. (Y. X.) Z. (2020) No. 180 Page 3 of 3
Standard . Determination
Requirements Test Result
Clause P F N
Impermeability .
The hydrostatic pressure of key parts L.
441 ydioeeton Hap with the v
of protective suit shall not be lower ——
than 1.67kPa (17cmH20.) q
Resistance to  synthetic blood
penetration .
The protective suit’s resistance to i s
443 5 . = i with the v
synthetic blood penetration shall not ;
. requirements
be lower than the requirements of
Level 2 as set out in Table 3.
Breaking strength
The ll)rzakin gstren th of the ke *RHE MR
45 5 £l Y 110N v

parts of the protective suit shall not

be lower than 45N HrEs el 73N

Filtration efficiency

The filtering efficiency of non-oil

4.7 articles 'ng the ke y arts of thz WL v
- { I

P g ; Y B 2 value is 99.8%

protective suit and the seam crossing

shall not be lower than 70%

Special Seal for Test of Liaoning Medical Device Test Institute (Cross-Page Seal)

Special Seal for Test of Liaoning Medical Device Test Institute (Cross-Page Seal)



Statement
1. The report without the special seal for test or the common seal of testing entity
affixed hereto shall be invalid.
2. The report may be reproduced in its entirety only. Partial copy shall not be made
without the approval of the testing entity, and the copy of report without the special
seal for test or the common seal of testing entity further affixed hereto shall be
invalid.
3. The report without the signatures of the inspection / testing, review and approval
personnel shall be invalid.
4. The alteration of the report will make it invalid.
5. In case of any objection to the report, please submit the same in written to the
testing entity within 15 days from the date of receipt of the report. The overdue
objection will not be accepted.
6. The report results are only applicable to the samples received.
7. The entrusting entity shall be responsible for the authenticity of the samples
entrusted for submission and the information thereof.
8. For samples taken by entities other than the testing entity (such as the samples
provided by the customer), the testing entity shall not be responsible for the
authenticity of the samples.

Special Seal for Test of Liaoning Medical Device Test Institute (Cross-Page Seal)

Address: No. 600-1 Maizitun, Hunnan District, Shenyang
Tel: (024) 83780222 / (024) 83780223

Fax: (024) 83780221

Zip Code: 110171

Website: http://www.Imti.cn
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Test Report
L. J. (Y. X.) (2020) No. 180 (SW)

Entity under Test: Dandong Devote Garment Co., Ltd.

Sample Name: Medical disposable protective suit

Model and Specifications: One-piece / 170

Test Category: Emergency test

Special Seal for Test of Liaoning Medical Device Test Institute (Cross-Page Seal)

Liaoning Medical Device Test Institute

Special Seal for Test of Liaoning Medical Device Test Institute (Seal)

Liaoning Medical Device Test Institute

Test Report
Report No.: L. J. (Y. X.) Z. (2020) No. 180 (SW)

Page 1 of 3

Sample Name

Medical disposable protective

Model and

One-piece / 170

suit Specifications
) ) Dandong Da Ai Clothing Co., Trademark -
Entrusting Entity
Ltd.
No. 83 Tongxing Road, Test Category Emergency test

Customer Address

Tongxing  Town, Zhen’an
District, Dandong City

Entity under Test

Dandong Da Ai Clothing Co.,
Ltd.

Production Date

February 13;
2020

Production Entity

Dandong Da Ai Clothing Co.,
Ltd.

Sampling Date

Sampling Entity

Dandong Da Ai Clothing Co.,
Ltd.

Sample Arrival Date

February 17;
2020

Sampling Location

Sampling Order No.

Test Location

Laboratory of the Institute

Sampling Base

Test Date Feb. 17, 2020 ~ Mar. 2, 2020 Number of Samples | 50 pieces
Test Item Impermeability, etc. Sample Lot No. 120200201

. GB 19082-2009 technical requirements for medical disposable protective
Test Basis

suit

Test Conclusion

(Special Seal for Test)

The tested item meets the requirements of the GB19082-2009 Standard
Special Seal for Test of Liaoning Medical Device Test Institute

Remarks

1) The “---"in the report indicates that this item is not applicable or this
item is blank.

2) In the determination, P means that the test results meet the
requirements F means that the test results do not meet the requirements,
and N means that the requirements are not applicable to the product.

3) This report is an emergency registration test. Before the medical device
registration certificate and production license have been obtained, this

report shall not be used for product sales and promotion.

Special Seal for Test of Liaoning Medical Device Test Institute (cross-page seal)

Approved by:
(signature)
Checked by:
(signature)

Chen Su Title: Deputy Director Date: March 2, 2020
Tested by: [Original
Yu Yang Unclear] (signature)




Report No.: L. J. (Y. X.) Z. (2020) No. 180 (SW) Page 2 of 3

Photos and Description

Report No.: L. J. (Y. X.) Z. (2020) No. 180 (SW) Page 3 of 3
Standard . Determination
Requirements Test Result
Clause P F|N
The protective suit with its package .
marked with the works or graphi L
4122 S OF BFAPNIC| i the v

description of “sterilization” or

o . requirements
“sterile” shall be sterilized. q

Special Seal for Test of Liaoning Medical Device Test Institute (Cross-Page Seal)

Special Seal for Test of Liaoning Medical Device Test Institute (Cross-Page Seal)



the inside of the left-handed glove with your right hand and remove the medical glove

(inside-out). Both hands leave the sleeves. As shown in Figure @;

3.5. Grasp the inner surface of the medical protective suit with both hands, and taking it off from

the inside to the outside and from top to bottom while rolling it up until the suite is fully removed.
Roll up the medical protective suit and the outer gloves wrapped therein into the medical waste

bag. As shown in Figure @

Graphic description of taking off the medical disposable protective suit

&

i |

o

I i
@ ® @ ®
[Sample Drawing of Label and Packaging [Name of g / uring

Mark]
Its use is
Sterilized by strictly
irradiation prohibited in For single
with case of the use
cobalt-60 damaged
packaging.

[Maintenance Method] For single use

[Special Storage Conditions and Methods] It
shall in a ventilated, dry and
non-corrosive gas environment. Keep it away
from fire and flammable materials. The
product shall be protected from moisture and
put in closed package during transportation.
[Sterilization Method] Sterilized by irradiation
with cobalt-60

[Package and Others] This product is packed in

be stored

PE bags with one piece packaged in a bag and
20 pieces in a carton.

Enterprise] Dandong Devote Garment Co., Ltd.
[Registrant Address] No. 83 Tongxing Road,
Tongxing Town, Zhen’an District, Dandong City
[Production  Address] Village,
Tongxing Town, Zhen’an District, Dandong City
[Tel] 0415-6136677

[After-sales Service Entity] Dandong Devote
Garment Co., Ltd.

[Production License No.] L. S. Y. J. X. S. C. X. No.
20200016

[Registration Certificate No. of Medical
Apparatus and Instruments] L X. Z. Z.
2020202040026

[Product Technical Requirement No.] L. X. Z. Z.
20202140026

[Preparation Date of Instruction Manual]
March 3, 2020

[Production Date] See product label for details
[Term of Use] One month after the date of

Tongxing

sterilization



Certificate of Conformity

Product Name: Disposable protective suit
Production Lot No.:
Production Date:

Inspection Seal: Pass



DISPOSABLE MEDICAL
PROTECTIVE SUIT
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W@ WX OE

X ~fsize: 60*40*30cm
RIINRS: 3014 /46

Qty/Ctn:30pieces/ctn
FAEFREO.IN /M
GW./piece: 0.3kg/piece
BHEEHE9.8AT
GW./Ctn: 9.8kg/Ctn

| BOUNDLESS LOVE
| STAY STRONG




J{~J size: 65*42*25cm
BEFAG: 2014 /58
Qty/Ctn: 20pieces/ctn
BAEEE: 0.2 /Mt
GW./piece: 0.3kg/piece
BHEEEANIT: 65A)T/5
GW./Ctn: 6.5kg/Ctn



