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Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

XTIANTAO DEMING HEALTHCARE PRODUCTS CO., LTD.
No.198, Pengchang Ave. Pengchang Town, Xiantao City, Hubei
Province, P.R.China, Xiantao, Hubei, 433018, CHINA

has completed the FDA Establishment Registration (as manufacturer, contract
manufacturer) and Device Listing with the US Food & Drug Administration, through

U.S. Agent for FDA SUNGO TECHNICAL SERVICE INC.
Communications: 6050 W EASTWOOD AVE APT 201, CHICAGO,

ILLINOIS 60630, USA
Telephone: +1-855-957-7779 / E-mail: sungo.group@yahoo.com

Registration Number: 3008311433
Device Listing#: See annex

SUNGO Technical Service Inc. will confirm that such registration remains effective upon request and
presentation of this certificate until the end of the calendar year stated above, unless said registration is
terminated after issuance of this certificate. SUNGO Technical Service Inc. 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. SUNGO Technical Service Inc. 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.” 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, SUNGO Technical Service Inc. is not affiliated with the U.S. Food and Drug
Administration.
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Fiscal Year 2020
CERTIFICATION OF REGISTRATION

Annex to Cert. No.: 2006US116558

Listing No | Code | Device Name

NON-SURGICAL ISOLATION GOWN

D201044 1 OEA | \yON-SURGICAL ISOLATION GOWN)

MASK, SCAVENGING

D201046 KHA | (Face mask)

ACCESSORY, SURGICAL APPAREL
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D201047 LYU | (ACCESSORY,SURGICAL APPAREL; Face mask)
CAP, SURGICAL
o D201048 FYF | (CAPSURGICAL)
-1 -y 4 COVER, SHOE, OPERATING-ROOM
(] (SHOE COVER)
C BEDDING, DISPOSABLE, MEDICAL
llgu 2 D246482 KME | BEDDING,DISPASABLE,MEDICAL)
GOWN, EXAMINATION
D254359 | FME | (pATIENT EXAM GOWN)
END OF THE ANNEX
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Test Report SL52025244132001TX Date:April 24,2020 Page 1 of 3
XIANTAO DEMING HEALTHCARE PRODUCTS CO., LTD
198#, PENGCHANG AVE. PENGCHANG TOWN, XIANTAO CITY, HUBEI PROVINCE, 433018. P.R. CHINA

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description : (A)Surgical mask

Style No. : 2020YZW034

Sample Color : (A)white+blue

Manufacturer :  Xiantao Deming Healthcare Products Co.,Ltd.

Proposed Care Instruction : -

Test Performed . Selected test(s) as requested by applicant

Sample Receiving Date : Apr 03, 2020

Testing Period : Apr 03, 2020 - Apr 24, 2020

Test Result(s) : Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

O

Sara Guo (Account Executive)

Unless otherwise agreed in writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents a

S g: www.sgs.com/en/Terms-an -Conditions/Terms-e-Document. ast
Attention is drawn to the limitation of liability, indemnification and jurisdiction issues define: erein. 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 unauthorlzed alteration, for%ery or falsification of the content or
appearance of this document is unlawful and off may be prc d 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.
Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443,
DI email: CN.Doccheck@sgs.com

3“Buikding,No.889, Yishan Road Xuhui Distrct ShanghaiChina 200233 t (86-21)61402666  f (86-21) 64958763 Www.sgsgroup.com.cn
hiE - ki - TR EILKS89E3E#  BR%: 200233 t (86-21)61402666  f (86-21) 64956763 e sgs.china@sgs.com
|

Member of the SGS Group (SGS SA)



Test Report SL52025244132001TX Date:April 24,2020 Page 2 of 3

Test Result

Medical Face Masks-Requirements and Test Methods
(EN 14683:2019)

Clause 5.2.2 Bacterial filtration efficiency (BFE)**@

1# 2# 3# 4# 5#
(BFE), % 99.5 >99.9 99.8 99.6 99.7

Remark: Performance Requirement: Type 1>95%, Type 11>98%, Type IIR >98%
**: The test was carried out by external laboratory assessed as competent
@: This test method is not in CNAS accredited scope

Clause 5.2.3 Breathability
(EN 14683 :2019 Annex C, Flow rate 8 I/min)

Sample A
1# 2# 3# 4# 5#

leferennalépressure 52.0 54.1 50.7 51.3 52.2

AP (Pa/cm®)

Remark: Performance Requirement: Type 1<40 Pa/cm?, Type [1<40 Pa/cm?, Type 1IR<60 Pa/cm?

Clause 5.2.4 Splash Resistance
(1SO 22609 :2004, Pressure 16.0 kPa)

Penetration on inside surface

1# 2ft 3# a4 5# 6# 7# 8#
Pass Pass Pass Pass Pass Pass Pass Pass
o# 10# 11# 12# 13# 144 15# 16#
Pass Pass Pass Pass Pass Pass Pass Pass
17# 18# 19# 20# 214# 224# 23# 244
Pass Pass Pass Pass Pass Pass Pass Pass
25¢# 264 274# 284 294# 30# 31# 324#
Pass Pass Pass Pass Pass Pass Pass Pass
Number of Pass: 32
Overall result: Acceptable
Remark:

1) Performance Requirement Type |: N/A, Type Il: N/A, Type 1IR:>16.0kPa

2) Distance of the medical face mask target area surface to the tip of cannula is 300£10mm.
3) Condition and Test temperature (21+5)° C, relative humidity (85+10)%
4) An acceptable quality limit of 4.0% is met for a single sampling plan when 29 or more of the 32 tested

specimens show pass results

Unless otherwise agreed In writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents at Jlwww.sgs.com/en/Terms-an Condntzonaﬂ’arms—e Document.aspx.
Attention is drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any is 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, for%ery or falsification of the content or
appearance of this document Is unlawiul 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.

Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443,
or, email: CN.Doccheck@sgs.com

3"Buikding,No.889, Yishan Road Xuhui District Shanghai, China 200233 t (86-21)61402666  f (86-21) 64956763 WWW.Sgsgroup.com.cn
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Test Report SL52025244132001TX Date:April 24,2020 Page 3 of 3

Clause 5.2.5 Microbial Cleanliness
(EN 14683: 2019 Annex D)

1# 2# 3# 4# S5#
CFU/g 19 23 20 22 22

Remark: Performance Requirement: Type 130 CFU/g, Type 1130 CFU/g, Type 11IR<30 CFU/g

Sample Photo

The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.

***End of Report™*

Unless otherwise agreed In writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents a ‘Iwww.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.
Attention is drawn to the limitation of liability, indemnification anx;i jurisdiction issues defined therein. Any holder of this aocumen{ 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 bedprosecutsd 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.

Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443,
or email: CN.Doccheck@sgs.com
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Compliance Report

Applicant: Xiantao Deming Healthcare Products Co., Lid
Address: 198#, Pengchang Ave. Pengohang town, Xiantao city, Hubei
province.433018. P. R. China

Product: Surgical Gown, Isolation Gown, Lab Coat, Coverall, Cap, Face
Mask, Shoe Cover, Boot Cover, Bed Sheet, Pillow Case,
Hairdressing Clothes, Beard Cover, Apron, Sleeve Cover,

Spread Cover, Shopping Bag
Type: See annex for details

Product Classification: Class |

The submitted technical files including test report of the above products have
been reviewed against the self declaration requirements of conformity for CE
marking according to Annex | & VII of the 93/42/EEC Medical Device Directive
(including 200747/EC).

The review result of the technical files and test report support the self declaration for
the devices listed above, The test report and the technical files are the annex of this
report and should be used together.
‘Where the manufacturer affix’s the GE marking to the product listed they must
- ensure that all lllemhtmems of the appropriate EU directive(s) have and continue
| obeme
This report is not a certificate of conformity. -

lr ) .
No. 02240 %

Initial Issue Date: 09 Oect 2014

l!“7 ﬂﬁfy vaf

General Manager  (Signature)

Thiis repor s the propaery of NOA and should be returned 1o NOA upon request.



Annex to Report (No. 02240)

Xiantao Deming Healtheare Products Co,, Ltd

Product Name Type

Surgical Gown 115°127,115%137,120*140,130*150,

Isolation Gown 115°137,120*140,140°160,158*160

S 110*120,110*125,115%130,120°135,
1207140,125*140,130"145
158°116,160*120,168"128,173°134,

Coverall 181+142,188°150,165°125,170*130,
175°135,180°140,185°145

Cap 18" 21",24",62°13.5cm 62*9cm

Face Mask 17.5%9cm

Shoe Cover 38*15cm,39*16cm 40" 17cm

Boot Cover 40"40cm

Bed Sheet 240*140cm

Pillow Case 70*50cm

Hairdressing Clothes 100*140cm

Beard Cover 18", 21"

Apron 110°70em

Sleeve Cover 39*20cm

Spread Cover | 210*180%20cm
- [ShoppingBag | According to the customer request

Thhmlsnnlyulldihmdwdhihenpmmﬁamdl%.
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This report is the propedty of NOA and should be retumed o NOA upon request.




