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Group Introduction

Guangdong ANESTHESIA group,was established in January 2002, located in the
industrial park of Jiangdong new area, covering an area of about 20000 square meters, with a
total building area of about 40000 square meters. It has built seven buildings, including medical
electronic production building, polymer material production building, purification workshop
building, R & D Center building, medical transformation center building, medical equipment
exhibition center and administrative office building The supporting facilities of the building and

plant area are complete.

The group has established R & D centers in Shenzhen, Zhongshan and Dongguan
respectively, cooperated with top domestic universities, and has a high-end scientific research
team with experts in the medical field as academic leaders, supported by doctors of science and
engineering and masters. In the field of expertise, we strive for excellence, constantly improve
our technical and service capabilities, build a high-quality and professional research team, and

have successfully won more than 80 honors and patents in the industry. It focuses on the R & D,
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production and sales of high-end equipment in operating room, endoscopic series products,
polymer materials, consumables and IVD in vitro clinical diagnostic reagents. The marketing
team is all over the country, and the products involve five major fields, including anesthesia,
minimally invasive, inspection, obstetrics and Gynecology, nursing, etc.

The group has enterprises under its jurisdiction, including: Guangdong ESON Medical
Technology Co., Ltd., Guangdong ESON Biotechnology Co., Ltd., Henan ESON Medical
Technology Co., Ltd., Guangzhou ESON Medical Technology Co., Ltd., Heyuan ESON Medical
Technology Co., Ltd., Xi'an Shenlan Biomedical Engineering Co., Ltd., Chongging Anson
Bioengineering Co., Ltd., and ESON Group medical transformation center.

The group adheres to the central idea of independent innovation and invigorating the
country through science and technology, based on China, facing the world, and growing and
developing together with medical science. In line with the core values of sincerity, conscience
and loyalty, the company adheres to the original intention of "bringing the public around the

world and creating a healthy future”.
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£i%% Packing A SRR Y A3

#JF Material

65% PP JCHifii, 35% PP J&EMifi/
65% Non-woven Fabric
35% Melt-blown Fabric

#AThRE Standard

YY /T 0969- -2013/ EN14683 TYPE I

o 5L 1 CE BFE

=95%

) Size

Adult 175mm*95mm
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Wuh BEH# http://www. cccmhpie. org. cn/
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Name List of Medical Devices and Supplies Companies with Certification/Authorization from other
Countries
FE | £ty GHEERARS EER
MR
—. | EFAE Medical Face Masks
1 REETALBHERAT 91440300723009295R BRECE
Winner Medical Co., Ltd
2 ALEEITIHERMRERAT 914290051836675600 BRECE
Hubei Qianjiang Kingphar Medical Material
Co.Ltd
3 ARZELETIEMRRARAT 91340100744891942W BRECE
Hefei Medpro Healthcare Co., Ltd
4 | BREEEABRARLT 91320621733774564Q TRECE
Haian Medioauze Co.Ltd
i
e e
> "N = 45 = - )
891 | FIRERMEETHIRFRAST 914117263174889640 ERECE
He Nan ANESTHESIA Medical Technology
Co. Ltd.

5 M2t TUV EH B 1S013485-2016 % 4 i\ iE ISO
CERTIFICATE FOR COMPANY SYSTEM OF MEDICAL

DEDIVICE
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ZERTIFIKAT & CERTIFICATE
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(( DAKKS

utsche
Alkreditierun, ll2
D-2M-11321-01-00

Certificate

Product Scrvice

No. Q6 103989 0001 Rev. 00

Holder of Certificate:

Facllity(les):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Henan ANESTHESIA Medical
Technology Co., Ltd.

Industrial Agglomeration Area

Bivana County

463700 Zhumadian City, Henan Province
PEOPLE'S REPUBLIC OF CHINA

I lenan ANCSTIIESIA Medical Technology Co., Ltd.
Industrial Agglomeration Area, Biyang County, 463700 Zhumadian
City, Henan Province, PEOPLE'S REPUBLIC OF CHINA

Production and Distribution of

Endotracheal Tubes, Silicone Foley Catheters,
Laryngeal Mask Devices, Tracheostomy Tubes,
Endobronchial Tubes, Carbon Dioxide Absorbent

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(IS0 13485:2016)

DIN EN ISO 13485:2016

The Certification Rady of TUV SUID Praduct Service GmhH certifies that the company mentioned
above has established and is maintaining a quality management system (excluding subclause 7.3),
which meets the requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2019-10-18

Page 1 of 1

TUV SUD Product Service GmbH =

SH19150301

2019-10-18
2022-10-17

[ B

Stefan Preilt
Head ot Certification/Notified Body

Certification Body « Ridlerctralle 65 « 80339 Munich « Germany
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Test Report No.: 721653579 $
Report Date: 17 April 2020

SUBJECT

TEST LOCATION

CLIENT NAME
CLIENT ADDRESS

TEST PERIOD

Prepared By

5&& Ku,

(Bella Xu)

Physical & Microbiological Test

TOV SUD China

TUV SUD Products Testing (Shanghai) Co., Ltd.

B-3/4, No0.1999 Du Hui Road, Minhang District
Shanghai 201108, P.R. China

He Nan ANESTHESIA Medical Technology Co.,Ltd.

Industrial Agglomeration Area, Biyang County, Zhumadian City,He Nan Province,
463700, P.R. China.

01-Apr-2020~10-Apr-2020

Report Drafter Authorized Signatory

Note: (1) General Terms & Conditions as mentioned overleaf. (2) The results relate only to the items tested.(3) The test report shall not
be reproduced except in full without the written approval of the laboratory.(4) Without the agreement of the laboratory , the client is not
authorized to use the test results for unapproved propaganda.

Chemical/Microbiology Laboratory: Phone : +86 (21) 6037 6375 Regional Head Office:

TUV SUD Products Testing (Shanghai) Co.,  Fax: +86 (21)6037 6345 TUV SUD Certification and Testing
Ltd. Email: food.chem@tuv-sud.cn (China) Co., Ltd.

B-3/4, No.1999 Du Hui Road, Minhang District ~ Webpage: www.tuv-sud.cn No.151 Heng Tong Road Shanghai
Shanghai 200070 _P.R.China

201108

P.R. China

TUV Page 10f11



Test Report No.: 721653579
Report Date: 17 April 2020

TEST REPORT
Sample Description : Medical Face Mask
Sample Quantity : 50 pieces
Lot Number/Batch Code : 202003002
Specification 2 /
Size g 175mm*95mm
Type of Mask . Type IR
Brand Name : /

Remark: The above information was provided by applicant.

Summary of Test Results

No. Test Item Test Standard Judgement

-

Bacterial Filtration Efficiency (BFE) Test | EN 14683:2019+AC:2019(E) Annex B Pass

2 Differential Pressure Test EN 14683:2019+AC:2019(E) Annex C Pass
3 Synthetic Blood Penetration Test 1SO 22609:2004 Pass
4 Microbial Cleanliness Test EN 14683:2019+AC:2019(E) Annex D Pass

Note: Pass = Meet customer requirements;
Fail = Fail customer requirements;

# = No comment;
N.D. = Not detected.

Photo of Samples

Chemical/Microbiology Laboratory: Phone : +86 (21) 6037 6375 Regional Head Office:

TUV SUD Products Testing (Shanghai) Co.,  Fax: +86 (21)6037 6345 TUV SUD Certification and Testing

Ltd. Email: food chem@tuv-sud.cn (China) Co., Ltd.

B-3/4, No.1999 Du Hui Road, Minhang District ~ Webpage: www.tuv-sud.cn No.151 Heng Tong Road Shanghai

Shanghai 200070 _P.R.China

201108

PR China TV Page 2of11
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Test Report No.: 721653579 $
Report Date: 17 April 2020

Results

Test Iltem Test Result

Specimen 1#: 99.8%
Specimen 2#: 99.8%
Bacterial Filtration Efficiency (BFE) Test Specimen 3#: 99.7%
Specimen 4#: 99.8%
Specimen 5#: 99.9%

Differential Pressure Test 32.4 Pa/cm?

Synthetic Blood Penetration Test Specimen 1#~13#: None seen

Specimen 1#: 2 CFU/g
Specimen 2#: 4 CFU/g
Microbial Cleanliness Test Specimen 3#: 3 CFU/g
Specimen 4#: 2 CFU/g
Specimen 5#: 3 CFU/g

Bacterial Filtration Efficiency (BFE) Test

Purpose
For evaluating the bacterial filtration efficiency (BFE) of mask.

Sample description was given by client

Sample description . Medical Face Mask
Specification Sl

Lot Number : 202003002
Sample Receiving Date : 2020-04-01

Test Method
EN 14683:2019+AC:2019(E) Annex B

Apparatus and materials

4.1 Staphylococcus aureus ATCC 6538.

4.2 Peptone water.

4.3 Tryptic Soy Broth(TSB).

4.4 Tryptic Soy Agar(TSA).

4.5 Bacterial filtration efficiency test apparatus.
4.6 Six-stage viable particle Anderson sampler.
4.7 Flow meters.

Test specimen

5.1 As requested by client, take a total of 5 test specimens.
5.2 Prior to testing, condition all test specimens for a minimum of 4 h at (21+5)°C and (85+5)%
relative humidity.

Chemical/Microbiology Laboratory: Phone : +86 (21) 6037 6375 Regional Head Office:
TUV SUD Products Testing (Shanghai) Co., Fax: +86 (21)6037 6345 TUV SUD Certification and Testing

Ltd.

Email: food.chem@tuv-sud.cn (China) Co., Ltd.

B-3/4, No.1999 Du Hui Road, Minhang District ~ Webpage: www.tuv-sud.cn No.151 Heng Tong Road Shanghai
Shanghai 200070 _P.R.China

201108

P.R.China oV Rageisoidd
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W S{EEMRES 014117263174889640

BAEREN 2020—-04-13

BXRRES 41 1596096N
BRREERS 4157500042
HHHA  #

BAA EAREEEALARTBEY "PEBACWHEQERERATRES"
(  http://creditcustomsgoven ) & #F " H B W + B &K "

( http://online.customs.gov.cn ) BIEBRARWEWER
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medical material production enterprises certified or registered by

foreign standards

S/ SEHER RN
Al 7 FR e | W0 E WEREM R | BRCH
HH ~
(F¥EX) &8 kR . (FiEFH)Have | ( & % H F 5§ O
GESS) X ) Importing
company name | #% company obtained foreign | Qualification Document
( Product | country
(in Chinese | code certification and | (please indicate serial
name (region)
and English) registration number)
(with certificate
1 RYEERH O BRA D
W& &AW MDR
AGREEMENT &
MR ERE - DECLARATION OF CE
FREERA RH- B CONFORMITY BY THE
A §
EHOE | HEKH
7] COMPANY
ANS E & Britain,
He Nan | 91411726317 2 RYEEH D BRKEE
Medical Germany, CE .
ANESTHESIA | 4889640 A
Face France and
Medical ANS MASKS EU
Masks other EU
Technology registration certificate
countries
Co.,Ltd. 3 g & E RO R

EN14683 #& JU #ft &% ANS
MEDICAL FACE MASKS
EN14683 TEST REPORT




D RYGAEEM D RKRERF ARSI, BT 80K E T PR BL(MDR #3500 B
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EU Declaration of Conformity (MDR Agreement Please see the attachment)

EU Declaration of Conformity

According to Annex IV of Regulation (EU) 2017/745 on Medical Devices

Manufacturer: He Nan ANESTHESIA Medical Technology Co.,Ltd. |
Industrial Agglomeration Area, Biyang County, 1
Zhumadian City,He Nan Province » 463700, P.R.

China ‘
Trade name / Trade mark: ANS Medical Face Masks i
SRN: Not available yet
| European Representative: MedPath GmbH R
‘ Mies-van-der-Rohe-Strasse 8, 80807 Munich, ‘
Gérmany
SRN: Not available yet
" Product Name: " Medical Face Masks il
Trade name: ANS Medical Face Masks

Product code / Catalogue number  NA
| Basic UDI and the referred device: Not available yet
Classification according to MDR Class |, rule 1

Ax. VIII
Related Common Specification: EN 14683:2019
Conformity assessment NA
procedure:
| CE certificate No.: NA
\ Name of the Notified Body: NA
| ID of the Notified Body: NA

We, the manufacturer, herewith declare under our sole responsibility that the above-
mentioned products meet the provisions of the Regulation (EU) 2017/745 on Medical
Devices (MDR). All supporting documentations are retained under the premises of the
manufacturer.

BT Jungie

rWang Junjie, {(Management Representative | Place, Date

Bi Yang, 2020-03-14

2) BKH CENE GRPAEEN D ERKEE L FEIE)
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EC-Registration Certificate MedPath

Regulation (EU) 2017/745 on Medical Devices (MDR), Article 29
No. RA000 93 Rev. 01

Manufacturer: He Nan ANEST. QLAWI%’@

Industrial Agglol Are Biyaqﬁﬂﬁ nty,
Zhumadian City,
P.R. China

Technology Co.,Ltd.

Product See Appendix A

Category(ies):

This is to certify that, in accordance of Article 29 of the Regulation (EU) 2017/745 on Medical
Devices (MDR), MedPath GmbH agrees to perform all duties and responsibilities as the
Authorized Representative for the aforementioned manufacturer as stipulated and demanded
by the aforementioned Regulation. The German Competent Authority is notified of the
manufacturer's medical device(s) and has allocated registration numbers shown in Appendix A.
The manufacturer has provided MedPath GmbH with the appropriate Declaration(s) of
Conformity confirming that the medical device(s) fulfills/fulfill the applicable requirements of the
aforementioned Regulation.
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Appendix A: Product Category(ies)
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MedPath

Mies-van-der-Rohe-Strasse 8-D-80807 Minchen

Tel.085-189174474 -Fax 089-54858884

Name Classification UMDNS Form No. Registration No.
Code
ANS Medical | 12-447 00299143 DE/CA61/1M50/114
Face Masks
MedPath GmbH

C

MedPath GmbH « Mies-van-der-Rohe-Strasse 8 + 80807 Munich « Germany
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© QUALIFICATION| &#5iE
CERTIFICATE

MEDICAL FACE MASKS
—REERERANE

SPECIFICATIONS | #24% EAR LOOP TYPE E#£xX

MEDICAL DEVICE PRODUCTION LICENS
Efr a4 I AlLES S AT MM 4 17201600795

MEDICAL DEVICE REGISTRATION CERTIFICATE NO.
i \REFMEETREMEMNE: BT #20202140301

65% NONWOVEN FABRIC 4575
35% MELTBLOWN NONWOVEN FABRIC &Rt #s

SIZE | R~F 175mm x 95mm
STANDARD | #4778
QUANTITY | %2

LOT NUMBER | itk s
PRODUCTION DATE | &7 H
INSPECTION DATE | #:%& B #
EXPIRY | HZU#

MANUFACTURER | $li& 7

HE NAN ANESTHESIA MEDICAL TECHNOLOGY CO., LTD
MRRAEETREARAR

INDUSTRIAL AGGLOMERATION AREA, BIYANG COUNTY, ZHUMA
HENAN PROVINCE, 463700, PEOPLE’S REPUBLIC OF CHINA
MEEEDERHEETLRER

MATERIALS | #1%

MADE IN CHINA
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