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EC-Registration Certificate MedPath

Directive 93/42/EEC on Medical Devices (MDD), Article 14
No. RA002 15/A Rev. 01

Manufacturer: ZHEJIANG LILY UNDERWEAR CO.,LTD.

358 Wenxi Street, Wucheng District, Jinhua City,
Zhejiang, China

Product See Appendix A

Category(ies):

This is to certify that, in accordance of the Medical Device Directive 93/42/EEC (amended by
2007/47/EC), MedPath GmbH agrees to perform all duties and responsibilities as the Authorized
Representative for the aforementioned manufacturer as stipulated and demanded by the afore-
mentioned Directive. 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 Directive.

/N

M
./

MedPath GmbH
Mies-van-der-Rohe-Strasse 8 *D-80807 Miinchen
Tel.089-189174474 -Fax 089-54858884

Date, 2020-04-07 MedPath GmbH

1/2
MedPath GmbH « Mies-van-der-Rohe-Strasse 8 » 80807 Munich « Germany



Appendix A: Product Category(ies)
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MedPath

Name Classifi- | UMDNS Form No. Registration No.
cation Code
Disposable I 12-447 00300970 to be issued
Medical Face
Mask

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

MedPath GmbH

Tel.089-189174474 -Fax 089-54858884

q

MedPath GmbH « Mies-van-der-Rohe-Strasse 8 « 80807 Munich « Germany
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Anlage 1
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00300970

Allgemeine Anzeigepflicht nach 88 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to 88 25 and 30 (2) Medical Devices Act, MPG

Formblatt fur Medizinprodukte, aul3er In-vitro-Diagnostika
Form for Medical Devices except In Vitro Diagnostic Medical Devices

Zustandige Behorde / Competent authority

Code
DE/CA61

Bezeichnung / Name
Regierung von Oberbayern

Staat / State Land / Federal state
Deutschland Bayern

Ort / City Postleitzahl / Postal code
Minchen 80534

StralRe, Haus-Nr. / Street, house no.
Maximilianstraf3e 39

Telefon / Phone Telefax / Fax
+49-89-21760 +49-89-21762914
E-Mail / E-mail

medizinprodukteanzeigeverfahren@reg-ob.bayern.de

Anzeige / Notification

Registrierdatum bei der zustandigen Behérde Registriernummer / Registration number
Registration date at competent authority

Typ der Anzeige / Notification type

S Erstanzeige / Initial notification

£ Anderungsanzeige / Notification of change
£ Widerrufsanzeige / Notification of withdrawal

Friihere Registriernummer bei Anderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

Anzeigender nach § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, MPG
£ Hersteller / Manufacturer
S Bevollméachtigter / Authorised Representative
£ Einfihrer / Importer
£ Verantwortlicher fir das Zusammensetzen von Systemen oder Behandlungseinheiten nach § 10 Abs. 1 und 2
MPG \ Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG
£ Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs. 1 MPG i. V. m. 8 4 Abs. 2 MPBetreibV
Institution (processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
£ Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs. 2i. V. m. § 10 Abs. 3 MPG
Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG




Anlage 1
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00300970

Anzeigender / Reporting organisation (person)

Code
DE/0000047823

Bezeichnung / Name
MedPath GmbH

Staat / State
Deutschland

Land / Federal state
Bayern

Ort / City
Minchen

Postleitzahl / Postal code
80807

StralRe, Haus-Nr. / Street, house no.
Mies-van-der-Rohe-Strasse 8

Telefon / Phone
089 189174474

Telefax / Fax

E-Mail / E-mail
info@medpath.pro

Hersteller / Manufacturer

Bezeichnung / Name
ZHEJIANG LILY UNDERWEAR CO.,LTD.

Staat / State

CN
Ort / City Postleitzahl / Postal code
Jinhua City 321025

StralRe, Haus-Nr. / Street, house no.
358 Wenxi Street, Wucheng District

Telefon / Phone
+86-579-82208612

Telefax / Fax

E-Mail / E-mail
TINA_PU@ASSET.COM.CN

Sicherheitsbeauftragter fiir Medizinprodukte nach § 30 Abs. 2 MPG 9)
Safety officer for medical devices pursuant to § 30 (2) Medical Devices Act, MPG

Bezeichnung / Name
Zheng Mei c/o MedPath GmbH

Staat / State
Deutschland

Land / Federal state
Bayern

Ort / City
Minchen

Postleitzahl / Postal code
80807

StralRe, Haus-Nr. / Street, house no.
Mies-van-der-Rohe-Strasse 8

Telefon / Phone
089 189174474

Telefax / Fax
089 5485 8884

E-Mail / E-mail
info@medpath.pro




Anlage 1
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00300970

Vertreter / Deputy (optional)

Bezeichnung / Name

Telefon / Phone

Telefax / Fax

E-Mail / E-mail

S Erstanzeige / Initial notification
£ Anderungsanzeige / Notification of change




Anlage 1
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00300970

Medizinprodukt (Erstmaliges Inverkehrbringen) / Medical device (First placing on the market)

Klasse / Class

S|

£ | - steril / sterile

£ | - mit Messfunktion / with measuring function

£ | - steril und mit Messfunktion / sterile and with measuring function

£ lla

£ 1lIb

£ 1

£ IIl - hergestellt unter Verwendung von Gewebe tierischen Ursprungs im Sinne der Verordnung
(EU) Nr. 722/2012
manufactured utilising tissues of animal origin in terms of Commission Regulation (EU) No 722/2012

£ Aktives implantierbares Medizinprodukt / Active implantable medical device

£ Aktives implantierbares Medizinprodukt - hergestellt unter Verwendung von Gewebe tierischen Ursprungs im
Sinne der Verordnung (EU) Nr. 722/2012
Active implantable medical device - manufactured utilising tissues of animal origin in terms of Commission
Regulation (EU) No 722/2012

App (Software auf mobilen Endgeraten) £alyes S nein / no

Nummer(n) der Bescheinigung(en) / Certificate number(s)

Handelsname des Produktes / Trade name of the device
Disposable Medical Face Mask

Produktbezeichnung / Name of device

Nomenklaturcode / Nomenclature code
12-447

Nomenklaturbezeichnung / Nomenclature term
Maske

Kategoriecode / Category code
10

Kategorie / Category
Produkte zum Einmalgebrauch

Kurzbeschreibung deutsch / German short description

Kurzbeschreibung englisch / English short description




Anlage 1
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00300970

Medizinprodukte (Aufbereiten) / Medical devices (Reprocessing)

£ Semikritische Medizinprodukte / Semicritical medical devices
£ Gruppe A/ Group A
£ Gruppe B/ Group B

£ Kritische Medizinprodukte / Critical medical devices
£ Gruppe A/ Group A
£ Gruppe B/ Group B
£ Gruppe C/ Group C
Nummer der Bescheinigung / Certificate number

Sterilisationsverfahren / Sterilisation procedures
£ Dampfsterilisation / Steam sterilisation

£ Gassterilisation / Gas sterilisation

£ Strahlensterilisation / Radiation sterilisation
£ andere / others

Angewandtes Verfahren / Applied procedure

Ich versichere, dass die Angaben nach bestem Wissen und Gewissen gemacht wurden.
| affirm that the information given above is correct to the best of my knowledge.

Ort Datum
City Minchen Date 2020-03-31
Name
Song Wang
Unterschrift
Signature

Bearbeitungsvermerke / Processing notes
Nur von der zustandigen Behorde auszufillen / To be filled in only by the competent authority

Bearbeiter / Person responsible Telefon / Phone




Test Report No.: 721653402
Report Date: 15 April 2020

SUBJECT Physical & Microbiological Test

TEST LOCATION TOV sUD China

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

B-3/4, N0.1999 Du Hui Road, Minhang District
Shanghai 201108, P.R. China

CLIENT NAME ZHEJIANG LILY UNDERWEAR CO.,LTD
CLIENT ADDRESS 358 Wenxi Street, Wucheng District, Jinhua City, Zhejiang, China

TEST PERIOD 31-Mar-2020~10-Apr-2020

Prepared By

B&MJL )(u_

(Bella Xu)
Report Drafter

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 TOV 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 4
P.R. China TOV Page 1 0f 11



Test Report No.: 721653402
Report Date: 15 April 2020

TEST REPORT

Sample Description : Surgical mask
Sample Quantity ; 40 pieces

Lot Number/Batch Code : /
Specification : /

Size : 17.5*9.5*3
Type of Mask : Type IIR
Brand Name ; /

Remark: The above information was provided by applicant.

Summary of Test Results

No. Test Item Test Standard Judgement

1 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 ISO 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

ChemicaliMicrobiology 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 on /® Page 2 of 11
PR. China 119)% S0
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Test Report No.: 721653402
Report Date: 15 April 2020

Restults
No. Test Item Test Result
Specimen 1#: 99.9%
Specimen 2#: 99.8%
1 Bacterial Filtration Efficiency (BFE) Test Specimen 3#: 99.7%
Specimen 4#: 99.8%
Specimen 5#: 99.9%
Differential Pressure Test 33.0 Pa/cm?
3 Synthetic Blood Penetration Test Specimen 1#~13#: None seen
Specimen 1#: 1 CFU/g
Specimen 2#: 2 CFU/g
4 Microbial Cleanliness Test Specimen 3#: <1 CFU/g
Specimen 4#: 1 CFU/g
Specimen 5#: 1 CFU/g
Bacterial Filtration Efficiency (BFE) Test
1. Purpose
For evaluating the bacterial filtration efficiency (BFE) of mask.
2. Sample description was given by client
Sample description . Surgical mask
Specification > i
Lot Number )
Sample Receiving Date : 2020-03-31
3. Test Method
EN 14683:2019+AC:2019(E) Annex B
4. 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.
5. 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 "
PR. China TUV Page 3 of 11




Test Report No.: 721653402
Report Date: 15 April 2020

6. Procedure

6.1 Preparation of the bacterial challenge: Dilute the cultutre in peptone water to achieve a
concentration of approximately 5x105 CFU/mL.

6.2 Adjust the flow rate through the Anderson sampler to 28.3 L/min.

6.3 Deliver the challenge to the nebulizer using a syringe pump. Purge tubing and nebulizer of air
bubbles.

6.4 Perform a positive control run without a test specime to determine the number of viable aerosol
particles being generated. The mean particle size (MPS) of the aerosol will also be calculated
from the results of these positive control plates.

6.4.1 Initiate the aerosol challenge by turning on the air pressure and pump connected to the
nebulizer. Immediaterly begin sampling the aerosol using the Anderson sampler.

6.4.2 Time the challenge suspension to be delivered to the nebulizer for 1 min.

6.4.3 Time the air pressure and Anderson sampler to run for 2 min.

6.4.4 At the conclusion of the positive control ran, remove plates from the Anderson sampler.

6.5 Place new agar plates into Anderson sampler and clamp the test specimen into the top of the
Anderson sampler, with the inside of the specimen facing towards the bacterial challenge (test
area: 77cm?).

6.6 Repeat the challenge procedure for each test specimen.

6.7 Repeat a positive control after completion of the sample set.

6.8 Perform a negative control run by collecting a 2 min sample of air from the aerosol chamber. No
bacterial challenge should be pumped into the nebulizer during the collection of the negative
control.

6.9 Incubate agar plates at (37+2)°C for (20 to 52) h.

6.10 Count each of the six-stage plates of the Anderson sampler.

7. Calculation
Total the count from each of the six plates for the test specimens and positive controls, as specified
by the manufacture of Anderson sampler. The filtration efficiency percentages are calculated as
follows:
BFE=(C-T)/C x 100
T is the total plate count for the test specimen.
C is the mean of the total plate counts for the two positive controls.

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 200 070 ®P.R.China
201108 " Page 4 of 11
PR.China TV R
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Test Report No.: 721653402
Report Date: 15 April 2020

8. Test results*

&

P Value Positive Positive Negative | Specimen | Specimen | Specimen | Specimen Specimen
Stage Control (A) | Control (B) Control 1# 2# 3# a# 5#
Number
1 21 33 0 0 0 0 0 0
2 38 32 0 0 0 0 0 0
3 63 98 0 0 0 0 0 0
4 127 157 0 0 0 1 0 0
5 1219 1476 0 0 3 5 3 2
6 362 374 0 1 1 1 2 1
Total (T), CFU 1830 2170 <1 1 4 7 5 3
AverégFTfC)' 2.0x10%= (Pa+Pg) [ 2
BFE % 99.9 99.8 99.7 99.8 99.9
Requirements >08

impactor.
Remarks

T is the total of P value for the test specimen.
C is the mean of the total of P value of the two positive controls.

P is the value of corresponding corrected particle counts as specified by the manufacturer of the cascade

Chemical/Microbiology Laboratory:

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

B-3/4, No.1999 Du Hui Road, Minhang District
Shanghai

201108

P.R. China

Phone : +86 (21) 6037 6375

Fax :

Email: food.chem@tuv-sud.cn

+86 (21) 6037 6345

Webpage: www.tuv-sud.cn

Regional Head Office:

TUV SUD Certification and Testing
(China) Co., Ltd.

No.151 Heng Tong Road Shanghai
200070 P.R.China

Tov®

Page 5 of 11



Test Report No.: 721653402
Report Date: 15 April 2020

Differential pressure Test

1.Purpose

The purpose of the test was to measure the differential pressure of masks.

2.Sample description was given by client

Sample description . Surgical mask
Specification 2
Lot Number Y|

Sample Receiving Date : 2020-03-31

3.Test Method
EN 14683:2019+AC:2019(E) Annex C

4. Apparatus and materials
Differential pressure testing instrument

5.Test specimen

5.1 Test specimen are complete masks or shall be cut from masks. Each specimen shall be able to
provide 5 different circular test areas of 2.5 cm in diameter.

5.2 Prior to testing, condition all test specimens for a minimum of 4 h at (21 +£5)°C and (85+5)% relative
humidity.

6. Procedure

6.1 Without a specimen in place, the holder is closed and the differential manometer is zeroed. The
pump is started and the flow of air adjusted to 8 L/min.

6.2 The pretreated specimen is placed across the orifice (total area 4.9cm?, test area diameter 25mm)
and clamped into place so as to minimize air leaks.

6.3 Due to the presence of an alignment system the tested area of the specimen should be perfectly in
line and across the flow of air.

6.4 The differential pressure is read directly.

6.5 The procedure described in steps 6.1-6.4 is carried out on 5 different areas of the mask and readings

averaged.
Results:
; Test Results® Average .
imen Requiremen men
Specime (Palcm?) (Palem2) equirements Judgement
1# 31.8
2# 30.6
3# 35.2 33.0 <60 Pass
4# 30.1
5# 374
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 R R
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Test Report No.: 721653402
Report Date: 15 April 2020

Synthetic Blood Penetration Test
1.Purpose

For evaluation of resistance of masks to penetration by a fixed volume of synthetic blood at a high
velocity.

2.Sample description was given by client

Sample description . Surgical mask
Specification .
Lot Number & wh

Sample Receiving Date : 2020-03-31

3.Test Method

ISO 22609:2004

4.Apparatus and materials

4.1 Synthetic blood.

4.2 Tensiometer.

4.3 Synthetic blood penetration test apparatus;
4.4 Targeting plate.

4.5 Air pressure source.

4.6 Ruler.

4.7 Balance.

4.8 Controlled temperature and humidity chamber.

5.Test specimen

5.1 As requested by client, take a total of 13 test specimens.
5.2 Prior to testing, condition all test specimens for a minimum of 4h at (21+5)°C and (85+5) % relative
humidity.

6.Procedure

6.1 Prepare the synthetic blood (40~44 mN/m) for the test.

6.2 Determine the density of the synthetic blood.

6.3 Fill the reservoir with new synthetic blood.

6.4 Position the test specimen 30.5 cm (12 in.) from the exit of the canula.

6.5 Set the reservoir pressure to the approximate pressure.

6.6 Place the targeting plate approximately 1 cm away from the mask.

6.7 Set the valve timer to 0.5 s. Collect and weigh the amount of fluid delivered (before the targeting

hole).
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 200 070 ®P.R.China
201108 " Page 7 of 11
PR China TV EP
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Test Report No.: 721653402
Report Date: 15 April 2020

6.8 Set the valve timer to 1.5 s. Collect and weigh the amount of fluid delivered (before the targeting
hole).

6.9 Calculate the difference in weight of the two spurts. For a test fluid with a density of 1.003, Table 1
gives the target difference in weight plus lower and upper limits for a velocity range within 2% of the
target.

Table 1 Target weight difference

, Weight difference for 1s difference in spurt duration (g)
Fluid Pressure

(mmHg) Min. Target Max.

120 3.002 3.063 3.124

6.10 Adjust the reservoir pressure and repeat steps 6.7 to 6.9 until the weight difference is within the
target range.

6.11 Record the weight difference for the spurts exiting the nozzle.

6.12 Record the pressure in the reservoir.

6.13 Set the valve time to 0.5 s. Collect and weigh the amount of fluid passing through the targeting hole.
6.14 Set the valve time to 1.5 s. Collect and weigh the amount of fluid passing through the targeting hole.

6.15 The difference in weight between the 0.5 s and 1.5 s spurts through the targeting plate shall be
within +2 % ~ -5 % of the difference in weight from the nozzle.

6.16 If the differential weight is less than 95 % of the weight difference exiting the nozzle, check the aim
of the stream to make sure it is passing cleanly through the targeting hole.

6.17 If the differential weight is more than 102 % of the weight difference exiting the nozzle, repeat the
weight measurements exiting the nozzle (steps 6.7 to 6.11).

6.18 For standard synthetic blood, the timer duration can be estimated using the formula:

(p is the density of the test fluid.) t=0.5+(2x p-gat0.5s)/(gat1.5s-gat0.5s).

6.19 Record the timer setting to use as the starting point for subsequent testing.

6.20 Mount a test specimen on the specimen holding fixture. If the mask contains pleats, spread the
pleats out when mounting the mask onto the fixture to present a single layer of material as the target
area.

6.21 Squirt the synthetic blood onto the test specimen for the calculated time. Ensure that the synthetic

blood hits the target area of mask.

6.22 Inspect the inside surface for synthetic blood penetration within 10 s of squirting the synthetic blood
against the target area.

6.23 Report the results (none / penetration) for each test specimen at the test pressure.

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 REPRE

f

A R NCET Y4



Test Report No.: 721653402
Report Date: 15 April 2020

Results:
Specimen Test Results® Requirements Judgement
1# None Seen Pass
2# None Seen Pass
3# None Seen Pass
a# None Seen Pass
5# None Seen Pass
6# None Seen Pass
Pass Pressure at 16.0 kPa P
T# Non n ass
s (120mmHg)

8# None Seen Pass
o# None Seen Pass
10# None Seen Pass
11# None Seen Pass
12# None Seen Pass
13# None Seen Pass

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,N0.1999 Du Hui Road, Minhang District ~ Webpage: www.tuv-sud.cn No.151 Heng Tong Road Shanghai

Shanghai 200070 P.R.China

201108 P
P.R. China TOV Page 9 of 11



Test Report No.: 721653402
Report Date: 15 April 2020

1. Purpose

Microbial Cleanliness Test

The purpose of the test was to measure microbial cleanliness of mask.

2. Sample description was given by client

Sample description
Specification
Lot Number

Sample Receiving Date :

3. Test Method

Surgical mask
2 ol

/

2020-03-31

According to EN ISO 11737-1:2018 to determine the microbial cleanliness of mask material, and
refer to the procedure as described in EN 14683:2019+AC:2019(E) Annex D

4. Apparatus and materials

4.1 Orbital shaker.
4.2 0.45 um filter.

4.3 Tryptic Soy Agar (TSA).
4.4 Sabouraud Dextrose Ager (SDA) with chloramphenicol.
4.5 Formula of Extraction Liquid: 1g/L peptone, 5g/L NaCl and 2g/L Tween 20.

4.6 Extraction apparatus.

5. Test specimen

5.1 As requested by client, take a total of 5 mask samples.

00 (V%3

5.2 Mask samples for testing are provided in the original primary packaging.
5.3 Condition at (18 to 26)°C and (45 to 65)% relative humidity during testing.

6. Procedure

6.1 Five test specimens are selected from the top, bottom and 3 randomly chosen marks.

6.2 The mask is aseptically removed from the packaging and placed in a sterile 500 mL bottle
containing 300 mL of extraction liquid.

6.3 The bottle is laid down on an orbital shaker and shaken for 5 min at 250 rpm.

6.4 After extracting, 100mL of the extraction liquid is filtered through a 0.45 um filter and laid down
on a TSA plate for the total viable aerobic microbial count. Another 100 mL aliquot of the same
extraction liquid is filtered in the same way and the filter plated on SDA for fungi enumeration.

6.5 The plates are incubated for 3 days at 30°C and 7 days at (20 to 25)°C for TSA and SDA plates

respectively.

6.6 Calculate the colonies of each agar plate.

7. Calculation

For each test specimen calculate the microbial cleanliness as follows by counting the total
colonies of the TSA and SDA plates.

Chemical/Microbiology Laboratory:

TOV SUD Products Testing (Shanghai) Co.,

Ltd.

B-3/4, No.1999 Du Hui Road, Minhang District
Shanghai

201108

P.R. China

Phone : +86 (21) 6037 6375
Fax: +86(21) 6037 6345
Email: food.chem@tuv-sud.cn
Webpage: www.tuv-sud.cn

Regional Head Office:

TOV SUD Certification and Testing
(China) Co., Ltd.

No.151 Heng Tong Road Shanghai
200070 P.R.China

Tov® Page 10 of 11



Test Report No.: 721653402
Report Date: 15 April 2020

&

Results*:
Colonies of | Colonies of Microbial
Specimen the TSA the SDA Cleanliness, Requirements Judgement
Plate Plate (CFU/g)
1# 0 1 1
According to EN
2% 2 0 2 ISO 11737-1:2018
the microbial
ki e 0 <1 cleanliness of the Fges
4# 0 1 1 mask shall be <30
CFU/g tested.
5# 1 0 1
Note:

1.*denotes this test was carried out by external laboratory assessed as competent.

2.This report is for internal use only such as internal scientific research ,education, quality control, product

R&D.

Chemical/Microbiology Laboratory:

TUV SUD Products Testing (Shanghai) Co.,

Ltd.

B-3/4, No.1999 Du Hui Road, Minhang District

Shanghai
201108
P.R. China

-END OF THE TEST REPORT-

Phone : +86 (21) 6037 6375

Fax: +86(21)6037 6345

Email: food.chem@tuv-sud.cn
Webpage: www.tuv-sud.cn

Regional Head Office:

TUV SUD Certification and Testing

(China) Co., Ltd.

No.151 Heng Tong Road Shanghai

200070 P.R.China

Tov®
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Zhejiang Light Industrial Products Inspection and Research Institute
National Textiles and Garment Quality Supervision Inspection Center(Zhejiang)

Test report

Number: W202005874E pagel/3
358 Wenxi Street, Wucheng District,
Name of Customer ZHEJIANG LILY UNDERWEAR CO.,LTD Address . ; N .
Jinhua City, Zhejiang, China
358 Wenxi Street, Wucheng District,
Manufacturer ZHEJIANG LILY UNDERWEAR CO.,LTD Address . . . .
Jinhua City, Zhejiang, China

Name of sample: KN95 MASK
Characteristics of sample: White

Trademark of sample: ——

Sample Specification/model: ———
. . Level: KN95
information
Category of safety specification: ———
Art. No.: ——

Above—mentioned information by Customer-supplied

Thagont way o Courier Sample quantity 30 pieces
sample

secelving Pate-of 2020/04/13 Test Category Entrusted inspection
Sample

Date of Testing 2020-04-13- 2020-04-14

Rating Requirements GB 2626-2006

Test Summary:

See the attached page for the results.

The sample is not pretreated and the result is for reference

£\

Remarks

4

= W,
R

Approved by: \% Tq‘{]’ %

V4



Test report

Number:W202005874E page2/3
STANDARD
ITEM RESULT RATING
(KN95)
1. FILTER EFFICIENCY(SALT MEDIUM)
(GB 2626-2006)(%)
= =95.0 99.7 PASS
2. RESPIRATORY RESISTANCE
(GB 2626-2006)(Pa)
-INSPIRATORY RESISTANCE <350 107 PASS
-EXPIRATORY RESISTANCE <250 89 PASS

it E



Number:W202005874E

Test report

Picture(s) of sample

—End of report—

page3/3
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DECLARATION

1. Our organization guarantees impartiality, independence and honesty of inspection, and is responsible for the results of
inspection, keeping the samples supplied by the entrusting party confidential and at the same time protecting the ownership of
the samples supplied.

2. The test report will be deemed invalid without signatures of the inspector/reviewer and authorized personnel, and the red
special inspection stamp of our organization.

3. The test report will be invalid if it is altered. Copies of the report are invalid without the red special inspection stamp of our
organization.

4. The test results shown in this report is only valid for the tested sample.

5. All the pages of the report are integral parts of the report. Our organization will not be responsible for any
misunderstanding or other results caused by using separate page(s) of the report.

6. If there is any dissent of the report, the entrusting party shall notify our organization timely. For the mandatory inspection
given by governmental administration departments, and dissent about the sample being tested or test results on the report
should be dealt with in accordance with national regulations.

WTLAR %8 Db it R B I 5 e B B Fr R 6 o 40
The Affiliated Inspection Centers

Wi A8 %2 Tl i i A IR B Fi e XA HLiE: 0571-85122669
Zhejiang Light Industrial Products InspectionandResearchlInstitute Telephone: 0571-85122669
K 7 2 e 7 i od B e B AR S O YLD

National Textiles and Garment Quality Supervision Inspection Center(Zhejiang) E-Mail: 1137907994@qg.com

Mtk WA BN THVLF X R EbEg 300 5 6 S4%
Address: Building No.6, 300 XiaSha Road, Hangzhou, Zhejiang

I 5% 5% L= it o M B B e (R BX A 1% 0571-89009556
National Center for Quality Supervision Inspection of Furniture(Zhejiang) Telephone: 0571-89009556
WL AR SN 24 R o B i T R g A 0

Zhejiang Center of Quality Test for Indoor Safety and Furniture Products E-Mail: 2047699564@qgqg.com

Hidik: WRLABUN TRV REEES ] 1 5 R R RlE 4 S8
Address: Building 4 LiangZhu University Science and Technology Park, No.1,
JingYi Rd, Yuhang District, Hangzhou, Zhejiang

WL A B LR e b i AR s ol Bk A HLiG: 0571-89001107
Zhejiang Center of Quality Test for Light Industry and Hardware Products Telephone: 0571-89001107
WL A E H i e s

Zhejiang Center of Quality Test for Sports Products E-Mail: wujtest@126.com

Huhik: WA BTN T PO R H i 222 5 3 5%
W LA BN T RITX RIEEHES — 8 1 5 RERKFRHHE 3 S8
Address: No. 222 Tianmushan Rd., Hangzhou, Zhejiang
Building 3 LiangZhu University Science and Technology Park, No.1,
JingYi Rd., Hangzhou, Zhejiang

V) B it Jo e M B ARG Ly (IR BX AR HE: 0571-85027738
National Center for Quality Supervision Inspection of Lock(Zhejiang) Telephone: 0571-85027738
WL A SR ™ ot A S G

Zhejiang Center of Quality Test for Lock Products E-Mail: Locktest@126.com

Huhk: WA TS K 24
Address: No. 24 Tangmiao Rd., Hangzhou, Zhejiang

WAk 5557 B A5 EE 1 hittpi//www. zjttj.cn:807 BURHE: 0571-85023552
Online Business-Reception/Report Inquires: http:// www.zjttj.cn:807 Complaint Tel: 0571-85023552
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REPORT NO. [ Z57 26 ¥)1202001741 5
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NAME OF SAMPLE

= T TS 1 4 TR 7
CUSTOMER

S IS 2Kk H

s = FATR%

TEST CATEGORY

WL B Tk & R BRI T
CHFILA4 G5 GL0 BT %)

Zhejiang Light Industrial Products Inspection and Research Institute

Hx g R REe™ R B R ERE O LD

National Textiles and Garment Quality Supervision Inspection Center(Zhejiang)




WL e b ot A e T e B
| 2K 277 A 2 7 it Joft M B A 6 Ly T

[E 422 75 ¥)202001741 5 100 3T
TFC AL TR e N ik
= e
A ARITE AT -
Name of Customer HWHLATR P ACH IR 2 A Address
o & s bt B
Manufacturer Address
FEf 4R Name of sample: A
FEMEE Characteristics: WfA
Hitr Trademark: —-
REREE /5 EY Specification/model: —-
A e —
Sample 55 2% Level:
information TAAH ARG Category of safety specification: ———
FEfEK S /585 Art. No.: ——
PLEANEME S (Above-mentioned information by Customer—supplied)
KA T K .. .
The sent way of Pk Rk . 18
Sample quantity
sample
ks H B s
S 2
Receiving Date of 2020-03-07 FSR) TR
Test Category
Sample
\/l >
.%Jﬁ§ﬁ¥ﬂ§ GB/T 32610-2016
RatingRequirements
K 4518 /Test Summary:
S 25 SR LB DL .
Seal
Ei R A=R:] 2020-03-07

% JE 1. FESARIRRARERT P AR BN, FEHARPREE R D 2452
Remarks | 2+ FEAARE AL EE

£\

4

VT,

% ji: f?;, &
Approved by %

V4
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= . = — FrRUEZE R . e -
;2= Kol 35 oy v #fir % ;j) SME | RTUEG | SRR
WS FH Pa <175 88. 2
1 P BH GB/T 32610-2016 ey —
WS Pa <145 68. 3
GB/T 32610-2016 [
2 R ES / )y =90 96. 2 SRy =
A
= GB/T 32610-2016 [ —
3 (ERREN / 2 4l % =65 69. 1 & —
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=
— AHRUEAT I A B MO SEPE, SRIE R A 5T, X ZEHE 5 B SR AR I A A b DR R OR3P BT B
T RIRE TR RN 5 A T AN 7 AL £L R B A I T TE R
=N REIRSTG R BBV ER N 6 AL £ R A I = R
DU AR PR IHCHE ANt SRARE IR A il £ 57
i ARG KT ARG AT R H 5y, 8 Al 3 L T BOR A B T A K G R R R, AL
FIAS G L RVE R 5T AT
ISy BAETAE XN ARREE T NN AR . BUNATEUE BT P IAR IR AR, B TR S04 R A
WO, RAZIBUR AT BUE BRER ] SO E S B O SR VR 11T .

DECLARATION

1. Our organization guarantees impartiality, independence and honesty of inspection, and is responsible for the results of
inspection, keeping the samples supplied by the entrusting party confidential and at the same time protecting the ownership of
the samples supplied.

2. The test report will be deemed invalid without signatures of the inspector/reviewer and authorized personnel, and the red
special inspection stamp of our organization.

3. The test report will be invalid if it is altered. Copies of the report are invalid without the red special inspection stamp of our
organization.

4. The test results shown in this report is only valid for the tested sample.

5. All the pages of the report are integral parts of the report. Our organization will not be responsible for any
misunderstanding or other results caused by using separate page(s) of the report.

6. If there is any dissent of the report, the entrusting party shall notify our organization timely. For the mandatory inspection
given by governmental administration departments, and dissent about the sample being tested or test results on the report
should be dealt with in accordance with national regulations.

WL %2 LMl it R Bk Bar it 50 e K% P e A 2 o o0
The Affiliated Inspection Centers

WL B2 bt BT A e it 7l Bt A L ig: 0571-85122669
Zhejiang Light Industrial Products InspectionandResearchlInstitute Telephone: 0571-85122669

[ 5K 97 20k e 7 it ot & M B AR R TPty (VDD

National Textiles and Garment Quality Supervision Inspection Center(Zhejiang) E-Mail: 1137907994@qgqg.com

bk WL EBUN L IX % 300 5 6 S4%
Address: Building No.6, 300 XiaSha Road, Hangzhou, Zhejiang

I 5% 5% L= it o M B A B e D Bt AR FLf: 0571-89009556
National Center for Quality Supervision Inspection of Furniture(Zhejiang) Telephone: 0571-89009556
WITLAR 3N 224 o ™ i B e R g O

Zhejiang Center of Quality Test for Indoor Safety and Furniture Products E-Mail: 2047699564@qgqg.com

Huhk: WTA BN TR RIEETES B 15 RIS R RH 4 S8
Address: Building 4 LiangZhu University Science and Technology Park, No.1,
JingYi Rd, Yuhang District, Hangzhou, Zhejiang

WL T ™ b o A 6 o0 X &R H1E: 0571-89001107
Zhejiang Center of Quality Test for Light Industry and Hardware Products Telephone: 0571-89001107
WL A E T RS O

Zhejiang Center of Quality Test for Sports Products E-Mail: wujtest@126.com

Mok WA AU T P8I X R B 1L 222 5 3 Sk
WHTAABMN T RPLX RIEATES % 1 5 RE KR 3 5%
Address: No. 222 Tianmushan Rd., Hangzhou, Zhejiang
Building 3 LiangzZhu University Science and Technology Park, No.1,
JingYi Rd., Hangzhou, Zhejiang

Bl 2R At 5L P o o B B R0y G B Z HE: 0571-85027738
National Center for Quality Supervision Inspection of Lock(Zhejiang) Telephone: 0571-85027738
WL A SR ™ ot A O

Zhejiang Center of Quality Test for Lock Products E-Mail: Locktest@126.com

Hihk: WRLABUNTTE R 24 5
Address: No. 24 Tangmiao Rd., Hangzhou, Zhejiang

WXk 2% 52 B 7 A A - hittp://www. zjttj.cn:807 BFHLIE: 0571-85023552
Online Business-Reception/Report Inquires: http:// www.zjttj.cn:807 Complaint Tel: 0571-85023552
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TEST REPORT

HHRERN HA—AEfE

[ 2 25 7 %5 W202004460 5

= )
REPORT NO.

[T I I

JUEE R — KPR 37 H &

NAME OF SAMPLE
£ I WV T3 P A A 7
CUSTOMER
S IS 2Kk H

TEST CATEGORY

WL B Tk & R BRI T
CHFILA4 G5 GL0 BT %)

Zhejiang Light Industrial Products Inspection and Research Institute

Hx g R REe™ R B R ERE O LD

National Textiles and Garment Quality Supervision Inspection Center(Zhejiang)
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WL e b ot A e T e B
| 2K 277 A 2 7 it Joft M B A 6 Ly T

[ 45 2% 7 %5 W202004460 = 100 3T
TR =~ = i H- =
Name of Customer HWHLATR P ACH IR 2 A Address
HAAT iy i
PR T 3 P9 A PR 2 ] B —
Manufacturer Address

FEMAFR Name of sample: JLEEZR—IXVERjH 108
FEMASM: Characteristics: Hff
Wifs Trademark: ——-—
REREE /5 EY Specification/model: —-
45 2% Level: ——

ol

Sample
information TAAH ARG Category of safety specification: ———
FEfEK S /585 Art. No.: ——
PLEANEME S (Above-mentioned information by Customer—supplied)
KA T K .. .
The sent way of Pk Rkt : 1 &
Sample quantity
sample
ks H B s
S 2
Receiving Date of 2020-04-07 FSR) TR
Test Category
Sample
\/l >
HE s GB 2626-2006
RatingRequirements
K 4518 /Test Summary:
S0 5 B E LB UL
Seal
AL H 2020-04-09

% E L. FERARIRARFREIERIZN], 2 AR HEEE R KNIO I 5E
Remarks | 2+ FEAARETALIE, HiE{ts%.

£\

4

VTR,

% ji: f?;, &
Approved by %
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=N REIRSTG R BBV ER N 6 AL £ R A I = R
DU AR PR IHCHE ANt SRARE IR A il £ 57
i ARG KT ARG AT R H 5y, 8 Al 3 L T BOR A B T A K G R R R, AL
FIAS G L RVE R 5T AT
ISy BAETAE XN ARREE T NN AR . BUNATEUE BT P IAR IR AR, B TR S04 R A
WO, RAZIBUR AT BUE BRER ] SO E S B O SR VR 11T .

DECLARATION

1. Our organization guarantees impartiality, independence and honesty of inspection, and is responsible for the results of
inspection, keeping the samples supplied by the entrusting party confidential and at the same time protecting the ownership of
the samples supplied.

2. The test report will be deemed invalid without signatures of the inspector/reviewer and authorized personnel, and the red
special inspection stamp of our organization.

3. The test report will be invalid if it is altered. Copies of the report are invalid without the red special inspection stamp of our
organization.

4. The test results shown in this report is only valid for the tested sample.

5. All the pages of the report are integral parts of the report. Our organization will not be responsible for any
misunderstanding or other results caused by using separate page(s) of the report.

6. If there is any dissent of the report, the entrusting party shall notify our organization timely. For the mandatory inspection
given by governmental administration departments, and dissent about the sample being tested or test results on the report
should be dealt with in accordance with national regulations.

WL %2 LMl it R Bk Bar it 50 e K% P e A 2 o o0
The Affiliated Inspection Centers

WL B2 bt BT A e it 7l Bt A L ig: 0571-85122669
Zhejiang Light Industrial ProductslinspectionandResearchinstitute Telephone: 0571-85122669

[ 5K 97 2k e 7 ot ot B M B AR SR TPty (VDD

National Textiles and Garment Quality Supervision Inspection Center(Zhejiang) E-Mail: 1137907994@qgqg.com

bk WL EBUN L IX % 300 5 6 S4%
Address: Building No.6, 300 XiaSha Road, Hangzhou, Zhejiang

I 5% 5% L= it o M B A B e D Bt AR FLf: 0571-89009556
National Center for Quality Supervision Inspection of Furniture(Zhejiang) Telephone: 0571-89009556
WITLAR 3N 224 o ™ i B e R g O

Zhejiang Center of Quality Test for Indoor Safety and Furniture Products E-Mail: 2047699564@qgqg.com

Huhk: WTA BN TR RIEETES B 15 RIS R RH 4 S8
Address: Building 4 LiangZhu University Science and Technology Park, No.1,
JingYi Rd, Yuhang District, Hangzhou, Zhejiang

WL T ™ b o A 6 o0 X &R H1E: 0571-89001107
Zhejiang Center of Quality Test for Light Industry and Hardware Products Telephone: 0571-89001107
WL A E T RS O

Zhejiang Center of Quality Test for Sports Products E-Mail: wujtest@126.com

Mok WA AU T P8I X R B 1L 222 5 3 Sk
WHTAABMN T RPLX RIEATES % 1 5 RE KR 3 5%
Address: No. 222 Tianmushan Rd., Hangzhou, Zhejiang
Building 3 LiangzZhu University Science and Technology Park, No.1,
JingYi Rd., Hangzhou, Zhejiang

Bl 2R At 5L P o o B B R0y G B Z HE: 0571-85027738
National Center for Quality Supervision Inspection of Lock(Zhejiang) Telephone: 0571-85027738
WL A SR ™ ot A O

Zhejiang Center of Quality Test for Lock Products E-Mail: Locktest@126.com

Hihk: WRLABUNTTE R 24 5
Address: No. 24 Tangmiao Rd., Hangzhou, Zhejiang

WXk 2% 52 B 7 A A - hittp://www. zjttj.cn:807 BFHLIE: 0571-85023552
Online Business-Reception/Report Inquires: http:// www.zjttj.cn:807 Complaint Tel: 0571-85023552
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NAME OF SAMPLE

%= AT B HT T3 P A3 TR 2
CUSTOMER

S IS 2K F

ﬁ @4 A 7JJ FAK

TEST CATEGORY

WL B Tk & R BRI T
CHFILA4 G5 GL0 BT %)

Zhejiang Light Industrial Products Inspection and Research Institute

Hx g R REe™ R B R ERE O LD

National Textiles and Garment Quality Supervision Inspection Center(Zhejiang)
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[E] 41725 7 5 W202004461 5 100 3T
TFC AL TR e X ik
E YT TR S INT —
Name of Customer HWHLATR P ACH IR 2 A Address
aypat:=X VA e e s (|
B HTT T 38 P9 A A PR 2 ] —
Manufacturer Address
FERL TR Name of sample: FAZR—RMERHE
FEMERE Characteristics: A
Wifs Trademark: ——-—
REREE /5 EY Specification/model: —-
S e —
Sample 55 2% Level:
information TAAH ARG Category of safety specification: ———
FEfmaS /525 Art. No.: —-
PLEANEME S (Above-mentioned information by Customer—supplied)
KT .. .
The sent way of Pk Rkt : 1 &
SainTe Sample quantity
ks H B s
S 2
Receiving Date of 2020-04-07 FSR) TR
Sampl Test Category
ample
HE el GB 2626-2006
RatingRequirements
K 4518 /Test Summary:
S 25 SR LB DL .
Seal
Ei R A=R:] 2020-04-08

% E L. FERARIRARFREIERIZN], 2 AR HEEE R KNIO I 5E
Remarks | 2+ FEAARETALIE, HiE{ts%.
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i ARG KT ARG AT R H 5y, 8 Al 3 L T BOR A B T A K G R R R, AL
FIAS G L RVE R 5T AT
ISy BAETAE XN ARREE T NN AR . BUNATEUE BT P IAR IR AR, B TR S04 R A
WO, RAZIBUR AT BUE BRER ] SO E S B O SR VR 11T .

DECLARATION

1. Our organization guarantees impartiality, independence and honesty of inspection, and is responsible for the results of
inspection, keeping the samples supplied by the entrusting party confidential and at the same time protecting the ownership of
the samples supplied.

2. The test report will be deemed invalid without signatures of the inspector/reviewer and authorized personnel, and the red
special inspection stamp of our organization.

3. The test report will be invalid if it is altered. Copies of the report are invalid without the red special inspection stamp of our
organization.

4. The test results shown in this report is only valid for the tested sample.

5. All the pages of the report are integral parts of the report. Our organization will not be responsible for any
misunderstanding or other results caused by using separate page(s) of the report.

6. If there is any dissent of the report, the entrusting party shall notify our organization timely. For the mandatory inspection
given by governmental administration departments, and dissent about the sample being tested or test results on the report
should be dealt with in accordance with national regulations.

WL %2 LMl it R Bk Bar it 50 e K% P e A 2 o o0
The Affiliated Inspection Centers

WL B2 bt BT A e it 7l Bt A L ig: 0571-85122669
Zhejiang Light Industrial ProductslinspectionandResearchinstitute Telephone: 0571-85122669

[ 5K 97 2k e 7 ot ot B M B AR SR TPty (VDD

National Textiles and Garment Quality Supervision Inspection Center(Zhejiang) E-Mail: 1137907994@qgqg.com

bk WL EBUN L IX % 300 5 6 S4%
Address: Building No.6, 300 XiaSha Road, Hangzhou, Zhejiang

I 5% 5% L= it o M B A B e D Bt AR FLf: 0571-89009556
National Center for Quality Supervision Inspection of Furniture(Zhejiang) Telephone: 0571-89009556
WITLAR 3N 224 o ™ i B e R g O

Zhejiang Center of Quality Test for Indoor Safety and Furniture Products E-Mail: 2047699564@qgqg.com

Huhk: WTA BN TR RIEETES B 15 RIS R RH 4 S8
Address: Building 4 LiangZhu University Science and Technology Park, No.1,
JingYi Rd, Yuhang District, Hangzhou, Zhejiang

WL T ™ b o A 6 o0 X &R H1E: 0571-89001107
Zhejiang Center of Quality Test for Light Industry and Hardware Products Telephone: 0571-89001107
WL A E T RS O

Zhejiang Center of Quality Test for Sports Products E-Mail: wujtest@126.com

Mok WA AU T P8I X R B 1L 222 5 3 Sk
WHTAABMN T RPLX RIEATES % 1 5 RE KR 3 5%
Address: No. 222 Tianmushan Rd., Hangzhou, Zhejiang
Building 3 LiangzZhu University Science and Technology Park, No.1,
JingYi Rd., Hangzhou, Zhejiang

Bl 2R At 5L P o o B B R0y G B Z HE: 0571-85027738
National Center for Quality Supervision Inspection of Lock(Zhejiang) Telephone: 0571-85027738
WL A SR ™ ot A O

Zhejiang Center of Quality Test for Lock Products E-Mail: Locktest@126.com

Hihk: WRLABUNTTE R 24 5
Address: No. 24 Tangmiao Rd., Hangzhou, Zhejiang

WXk 2% 52 B 7 A A - hittp://www. zjttj.cn:807 BFHLIE: 0571-85023552
Online Business-Reception/Report Inquires: http:// www.zjttj.cn:807 Complaint Tel: 0571-85023552
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REPORT NO.

RTINS

KN95 1
NAME OF SAMPLE
EA I WV T3 P A R A 7
CUSTOMER
L

TEST CATEGORY

WL B Tk &R BRI Tk
CHFILA4 G5 SL0 R S )

Zhejiang Light Industrial Products Inspection and Research Institute

Hxgi R Rde™ R B ER O LD

National Textiles and Garment Quality Supervision Inspection Center(Zhejiang)
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[E] 41725 7 5 W202005874 5 F 1o L3
TFC AL TR e N ik
= HEYT TN S INF —
Name of Customer HHLITRAAH IR A Address
LR PR AT e bk
PR ML 3 P9 A PR A ] —
Manufacturer Address
msAKE Name of sample:
FER AR N f le: KN95 [1#2
FEMERE Characteristics: A
Hitr Trademark: —-
REREE /5 EY Specification/model: —-
Sample & 2% Level: KN95
information LR ARZEH] Category of safety specification: ——
FEfEK S /585 Art. No.: ——
PLEANEME S (Above-mentioned information by Customer—supplied)
KA T K .. .
The sent way of Pk Rkt : 30 A
Sanpie Sample quantity
ks H B s
S 2
Receiving Date of 2020-04-13 KSR TR
Sample Test Category
ALY GB 2626-2006
RatingRequirements
K 4518 /Test Summary:
S 25 SR LB DL .
Seal
Ei R A=R:] 2020-04-14

# 1k

Remarks

PR ARE AL, HiEES%.

£\

4

VT,

2R
Approved by

s

V4
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s Fe T H KI5 v =R v2 (KN;) SEIAE AT g%
1| EReR (AT | GB 2626-2006 6.3 % >05.0 99.7 Ha -—
WS BH Pa <350 107
GB 2626-2006 6.5 "
2 | FREREE g = ey —
5 [ 75 ' Pa <250 89
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— AHRUEAT I A B MO SEPE, SRIE R A 5T, X ZEHE 5 B SR AR I A A b DR R OR3P BT B
T RIRE TR RN 5 A T AN 7 AL £L R B A I T TE R
=N REIRSTG R BBV ER N 6 AL £ R A I = R
DU AR PR IHCHE ANt SRARE IR A il £ 57
i ARG KT ARG AT R H 5y, 8 Al 3 L T BOR A B T A K G R R R, AL
FIAS G L RVE R 5T AT
ISy BAETAE XN ARREE T NN AR . BUNATEUE BT P IAR IR AR, B TR S04 R A
WO, RAZIBUR AT BUE BRER ] SO E S B O SR VR 11T .

DECLARATION

1. Our organization guarantees impartiality, independence and honesty of inspection, and is responsible for the results of
inspection, keeping the samples supplied by the entrusting party confidential and at the same time protecting the ownership of
the samples supplied.

2. The test report will be deemed invalid without signatures of the inspector/reviewer and authorized personnel, and the red
special inspection stamp of our organization.

3. The test report will be invalid if it is altered. Copies of the report are invalid without the red special inspection stamp of our
organization.

4. The test results shown in this report is only valid for the tested sample.

5. All the pages of the report are integral parts of the report. Our organization will not be responsible for any
misunderstanding or other results caused by using separate page(s) of the report.

6. If there is any dissent of the report, the entrusting party shall notify our organization timely. For the mandatory inspection
given by governmental administration departments, and dissent about the sample being tested or test results on the report
should be dealt with in accordance with national regulations.

WL % TV & iR A I HT FE e S P e ARt 3 o L
The Affiliated Inspection Centers

WL B2 bt BT A e it 7l Bt A L ig: 0571-85122669
Zhejiang Light Industrial ProductslinspectionandResearchinstitute Telephone: 0571-85122669

[ 5K 97 2k e 7 it ot B M B AR SR TPty (VDD

National Textiles and Garment Quality Supervision Inspection Center(Zhejiang) E-Mail: 1137907994@qgqg.com

bk WL EBUN L IX % 300 5 6 S4%
Address: Building No.6, 300 XiaSha Road, Hangzhou, Zhejiang

I 5% 5% L= it o M B A B e D Bt AR FLf: 0571-89009556
National Center for Quality Supervision Inspection of Furniture(Zhejiang) Telephone: 0571-89009556
WITLAR 3N 224 o ™ i B e R g O

Zhejiang Center of Quality Test for Indoor Safety and Furniture Products E-Mail: 2047699564@qgqg.com

Huhk: WTA BN TR RIEETES B 15 RIS R RH 4 S8
Address: Building 4 LiangZhu University Science and Technology Park, No.1,
JingYi Rd, Yuhang District, Hangzhou, Zhejiang

WL T ™ b o A 6 o0 X &R H1E: 0571-89001107
Zhejiang Center of Quality Test for Light Industry and Hardware Products Telephone: 0571-89001107
WL A E TR O

Zhejiang Center of Quality Test for Sports Products E-Mail: wujtest@126.com

Mok WA AU T P8I X R B 1L 222 5 3 Sk
WHTAABMN T RPLX RIEATES % 1 5 RE KR 3 5%
Address: No. 222 Tianmushan Rd., Hangzhou, Zhejiang
Building 3 LiangzZhu University Science and Technology Park, No.1,
JingYi Rd., Hangzhou, Zhejiang

Bl 2R At 5L P o o B B R0y G B Z HE: 0571-85027738
National Center for Quality Supervision Inspection of Lock(Zhejiang) Telephone: 0571-85027738
WL A SR ™ ot A O

Zhejiang Center of Quality Test for Lock Products E-Mail: Locktest@126.com

Hihk: WRLABUNTTE R 24 5
Address: No. 24 Tangmiao Rd., Hangzhou, Zhejiang

WXk 2% 52 B 7 A A - hittp://www. zjttj.cn:807 BFHLIE: 0571-85023552
Online Business-Reception/Report Inquires: http:// www.zjttj.cn:807 Complaint Tel: 0571-85023552
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TEST REPORT

STEWT20205393
e R 4T |
Prodl:;ct Name #W\‘f’fﬁﬁﬁ Iﬁﬁﬁ I %
ZAE AL
Trust Unit—L /ﬂ?ﬂim% W?{ﬁﬁﬁﬁﬁj
A= LA
Manufacture;L Hﬁ‘ﬂm% szﬁ IKIQ/Z_\\E'_‘J
S 36 A U 28 )
S BRI

Test Category

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS

@ﬂﬁ"ﬁﬁﬂﬁiﬂmﬂﬁnlﬁé%mﬁmlul
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Test Report
STFWT20205393 il
3
Bk AL B ERKER,
e TP o A P 1 3 Speciﬁcation—Type BiAS: 175mm X 95mm
Product Name ] 7 o
Trademark
F¥E B I 1k
BERAL | MR A e 0579-82208599
Trust Unit Tel
gy | Y
Manufacturer WL IRAXH R A Sample Grade
FEA B EFEH
Sample 0 R (1 R Sample Receiving 2020-03-18
Quantity Date
RRRIRR | o ian, #E/1E S LS 20200302, 5 H
Test Category RitERRR Serial Number 2020.03.14
PERAR A
Samples FrE R oK
Conditions
Ao A0S W Az K
Document and | YY/T 0969-2013  {— R PEAE T 115E)
Decide
Accordance
///fnﬁ\\\
KB 2 AN
'I‘ t ) ol ) H - k__ ~ Yy
o FERARTS, BT H £ 4 YY/T0969-2013 h:‘#ﬂ-;%ﬁd&@:%f&% 5y
Conclusion \
KR 20200345
SignatyimDate’
% IE AAR KIS A5 W OO BRI H A, AR AR AL 1R 15 H sl Ih R & EoK .
Remarks ARG KAF ATt
L 7.0 ooy
it fE: Tj,’&ﬁ H % /ﬁ E I ;"jkilfﬁ- <
Approver Examiner wirn Majortester



Testing Results
STFWT20205393 ¥ 3 mME 2 0
Page 2 of 3
Fee RS f BARER KB R4 o
Serial Test Items Unit Requirement Results
Judgment
] - | DR, RRSE | DRSNS, AR, | "
I, FEAEEH. 5. | REAKRAEMR. 1585, =
CIE R E, MERAEM | ORFBBITE, fEREm
WEMR. OETH. BENB. OETH.
- B S RT o : 175mm+9mm : 175mm o
#®: 95mm=+5mm %®: 95mm
1. O&EFRRERE, B (1. DB EERAHRKE, BHK
5 B | e mr AR e AT 2B A e i o
2. BEKENANT 2. BEKH: i
8.0cm. 9.5cm. 9.5cm. 9.5¢cm.
1. IS S R 8 . 1. OEMEIT .
. - |2 mROBWSORAE | SEERBATIN |
B A ANk R AN AN | 2F REEEERAVINT 10N =
F- 10N. 3 REENEERSAVNT 10N
5 AMILIERE /% —_— =95 99.6 &
(BFE)
1 2 0 T AT SRR 4% 26
6 b1z e i Pa/em’® | BHESBHHRAKT 5 25 & %
49 Pa/cm’ 6": 26
FIRELHE LA,
7 HELHBREE ug/g <10 R,
o B8 R R A CFU/g <100 80
», Kin — B At
o SHOMERE | — AERH FAH
8 Y & %
£ SRR —— AR H A A
¥
B MMMEEERRE B B F A
"l s— BRI A
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Points For Attention

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 Is Invalid If Without Signature Of The Major Tester And The Examiner And

The Approver.

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

/

This Report Is Invalid If In Any Form By Any Means Altered.

R I LR Ml - T35 28 N il s i DX R R R bl I RUE 1 664
The Institute Add: Lingang Road 166, Lingang Economic Park , Gaogang, Taizhou.Jiangsu

RIS B LA W B v T = 052386989901
The Institute Complain Tel:0523-86989901
RSN IL 55 HLTE . 0523-86989959

The Institute Businese Tel:0523-806989959
FrIGASIMALMME . . 0523-86989939
The Institute Fax:0523-86989939

FEIRAS A LA BES . 225300

The Institute Post:225300

FEoa kLR Rk . www.jstfzx.com

The Institute Web:www jstfzx.com

RIS LA BERS . 1735889887 @gg.com

The Institute E-mail: 1735889887 @qq.com
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CERTIFICATE OF FDA
Facility Registration and Device Listing of Medical Device

o6
Owner/Operator Number: 10067835
Registration/FEI Number: Active, Waiting for Registration Number Assignment

Address: No 358 Wenxi Street, Wucheng District, Jinhua, Zhejian_g, 321025, CHINA
has completed the Facility Registration and Device Listing with the US FDA, through

HUMISS INC.
Listing Premarket | Product | Device
Activities Models
Number Submission ;| Code(s) | Name(s)
- Disposal protective face mask (Adult: 17.5X9.5CM,
espirator,
D387038 | Exempt MSH p \ Manufacturer | Student mask: 14.5X9.5CM, 12.5X8CM), KN95
surgica
= mask, N95 mask, 3D mask

HUMISS INC. will confirm that such registration remains effective upon request and presentation of this certificate until the end of calendar year
stated above, unless said registration is terminated after issuance of this certificate. HUMISS INC. makes no other representations or warranties,
nor does this certificate make any representation 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 product(s) or establishment by the U.S Food
and Drug Administration. HUMISS INC. assumes no liability {0 any person or entity in connection with foregoing.

The U.S Food and Drug Administration does not issue a certificate of registrations, nor does the U.S Food and Drug Adminisiration recognize &

certificate of registration, HUMISS INC. is not affiliated with the U.S Food and Drug Administration.

SERVICES,

=
&_g
ﬁ Certificate Ne: HU-M-200407024
msne ™ OX_OZNS AD 7>
N _ 4845 Pearl East Cir Ste 118, Boulder, CO, 80301, U
: 07 SE07 SELOF A7 A0 AN/
£ 3

ARAL T
o "o,»

3




Form QAT_10-M04, version 00, effective since March 6th, 2020

Certificate of Compliance

No. 4G200407F.ZLUOS82

2 A — sl

Cerfificate’s [HEJIANG LILY UNDERWEAR CO.,LTD

Holder: No358 Wenxi Street, Wucheng District, Jinhua City,
Zhejiang, China

t—

Certification ECM
Mark:

®\

Type
Approved

INcCa

——
-
) Y,
U Product: Disposal Protective Face Mask
| Model(s): Adult: 17.5X9.5cm,
'mﬂm Children Mask: 14.5X9.5CM , 12.5X8CM
Verification to: Standard:

o

EN 149:2001+A1:2009

related to CE Directive(s):
R 2016/425 (Personal Protective Equipment)

| |
KY 2

Remark: This document has been issued on a voluntary basis and upon request of the manufacturer. If is
our opinion that the technical documentation received from the manufacturer is satisfactory for the
requirements of the ECM Certification Mark. The conformity mark above can be affixed on the products
accordingly to the ECM regulation about its release and its use.

Additional information and clarification about the Marking:
The manufacturer is responsible for the CE Marking process, and if necessary, must
refer fo a Noftified Body. This document has been issued on the basis of the regulation
on ECM Voluntary Mark for the certification of products. RGO1_ECM rev.3 available
at: www.entecerma.it

Issuance date: 07 April 2020
Expiry date: 06 April 2025

Reviewer Approver
Technical expert ECM Service Director
Amondyne

Ente Certificazione Macchine Srl
Via Ca’ Bella, 243 — Loc. Castello di Serravalle — 40053 Valsamoggia (BO) - ITALY
@ +39 051 6705141 +39 051 6705156 4 info@entecerma.it ® www.entecerma.it

Certificate — CepTndomkar —




Form QAT_10-M04, version 00, effective since March 6th, 2020

Certificate of Compliance

No. 4G200407F.ZLUOS84

2 A — sl

Cerfificate’s [HEJIANG LILY UNDERWEAR CO.,LTD

Holder: No358 Wenxi Street, Wucheng District, Jinhua City,
Zhejiang, China

t—

Certification ECM
Mark:

®\

Type
Approved

INcCa

——

-

O Y,

U Product: Personal Protective Face Mask
| Model(s): KN95 Mask, N95 Mask, 3D MASK

Verification to: Standard:
EN 149:2001+A1:2009

related to CE Directive(s):
R 2016/425 (Personal Protective Equipment)

=
=]

o

| |
KY 2

Remark: This document has been issued on a voluntary basis and upon request of the manufacturer. It is
our opinion that the technical documentation received from the manufacturer is satisfactory for the
requirements of the ECM Certification Mark. The conformity mark above can be affixed on the products
accordingly to the ECM regulation about its release and ifs use.

Additional information and clarification about the Marking:

The manufacturer is responsible for the CE Marking process, and if necessary, must
refer to a Notified Body. This document has been issued on the basis of the regulation
on ECM Voluntary Mark for the certification of products. RGO1_ECM rev.3 available
at: www.entecerma.it

Issuance date: 07 April 2020
Expiry date: 06 April 2025

Reviewer Approver
Technical expert ECM Service Director
Amanda Payne

Ente Certificazione Macchine Srl
Via Ca’ Bella, 243 — Loc. Castello di Serravalle — 40053 Valsamoggia (BO) - ITALY
@ +39 051 6705141 +39 051 6705156 4 info@entecerma.it ® www.entecerma.it

Certificate — CepTndomkar —













