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Test Report SL52025245644701TX Date:May 08,2020 Page 1 of 3
SHANDONG ZHUSHI PHARMACEUTICAL GROUP CO., LTD.
MNO.6 SHANDE ROAD, SHAN COUNTY, HEZE CITY, SHANDOMNG, CHINA

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

Sample Description © (A)Disposable surgical face mask: in blue
(Digposable surgical face mask (non-sterile)) (Claimed Type IR}

Style No. . Z5-B
Sample Color : {A)blue

Proposed Care Instruction

Test Performed . Selected tesl(s) as requested by applicant
Sample Receiving Date @ Apr 23, 2020
Testing Periad : Apr23, 2020 - May 08, 2020
Test Result(s) ¢ Unless otherwise stated the results shown in this test report refer anly to the
sample(s) tested, far further details, please refer to the fallowing page(s).
Comment:
Medical Face Masks-Reguirements and Test Methods(EN 14683:2018) [A)
Clause 5.2.2 Bacterial fitration efficiency (BFE) [
Clause 5.2.3 Breathability M
Clause 5.2 .4 Splash Resistance [
Clause 5.2.5 Microbial Cleanliness M
Remark: M=Maet EMN 14683:2019 Type IR requirement
Signed for and an behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center
Sara Guo (Account Executive)
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SGS

Test Report 5L52025245644701TX Date:May 08,2020 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# 2f 3% LA o#
{BFE]), % 899.6 83.8 949.8 85.9 99.7

Remark: Performance Requirement: Type |-95%, Type 1=98%, Type IR =98%
**: This test standard is not within the accredited scope in SG3S Shanghai testing centre, it is carned out by
external laboratory accredited by CMA (China Metrology Accreditation)

{EN1 4683 2019 Annex C, Flow rale 8 Irrnlnp

1# 2% g 4u i

Differantial pressure AP
(Pa/cm?) 34 36 35 36 36

Remark: Performance Requirement: Type l<40 Pafcme, Type ll=40 Pa‘cm?, Type |IR<60 Pa‘cm?

Clause 5.2.4 Splash Resistance
(180 22609 2004, Pressure 16.0 kPa)

Penetration on inside surface

1# 2# | 3# 4 54 it T | B
Pass Pazs Pass Fail Pass Pass Pass Pass
9 108 11& 124 138 144 158 168
Pass Pazs Pass Pass Pass Pass Pass Pass
17# 18# 198 20# 218 224 23# 248
Pass Pazs Pass Pass Pass Pass Pass | Pass
254 26# 278 284 208 304 3 | 328
Pass Pass |  Pass Pase Pass Pass Pass | Pass
Mumber of Pass: 3
Qwerall result: Acceptable
Remark:

1) Performance Requirement Type [ WA, Type 11 NFA, Type IIR: 2 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)° G, 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

Unisss otherwise agresd Is writing. is document |s issusd by The Dn-qpm suby % iz Gansmal CondSions of Service printed
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Test Report SL52025245644701TX Date:May 08,2020 Page 3 of 3

(EN 14683: 2012 Annex D)

1# 24 a4 44 5#
CFU/g 3 4 <1 4 3

Remark: Performance Requirement: Type 1530 CFUg, Type 11530 CFU/g, Type IIRS30 CFLU/g

nle Photo

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

***End of Report™*
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Test Report No.: T21654277-2
Report Date: 7 May 2020

SUBJECT Physical & Microbiological Test

TEST LOCATION TUV 50D China

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

B-34, No. 1999 Du Hui Road, Minhang District
Shanghai 201108, P.R. China

CLIENT NAME Shandong Zhushi Pharmaceutical Group Co., Ltd.
CLIENT ADDRESS MNo.& Shande Road,Shan County, Heze City, Shandong, China

TEST PERIOD 15-Apr-2020~29-Apr-2020

Prepared By

e lla. X,

{Balla Xu)
Report Drafter

Note: (1) Genaral Terms & Corditons as mantionad ovarkaaf. (2) The rasults refate only to the fems tested [3) The test report shall nol
be repraduced except in Tull without the wrilten appraval of the taboratory {4) Wilhow! the agreement of 1he laboratory , 1he client is not
Buthorized 1o use the tast results for unapproved propaganda.

ChemicaliMicrobialogy Laboratary: Phone ; +85 (21) 8047 6375 Regional Head Office:

TiV 500 Products Testing [Shangha Co.,  Fax: 453 (21) 6007 635 TOV 50D Corfification and Testing
Lid Emakt food cheamiifus-sud.cn |Chira) G, Lid,

B-3d, No.19%% Du Hul Road, Minhang Distict ‘Webpager weaw iv-siad.on ko151 Hang Tong Road Shanghal
Zhanghai 2007 PR.Chna

I?-‘uy{:":.ima 'Iw Page 1ol 11



Test Report No.: T21654277-2
Report Date: 7 May 2020

TEST REPORT
Sample Description p Disposable Surgical Face Mask
Sample Cuantity ! 50 pieces
Lot Mumber/Batch Code Lot20041002
Specification ! !
Size ! 17.5ocmx9.5cm
Brand Mame . !

Remark: The above informalion was provided by applicant.

Summary of Test Results
N Test te Test Standard ool J nt
o. m Type IR udgeme
Bacterial Filtration Efficiency Test | EN 14683:2019+AC:2019(E)
1 =08 Pass
{BFE), % Annex B
Cifferential Pressure Test EN 14683:2019+AC2019(E)
2 = B0 Pass
{Pajcm?) Annex C
Synthetic Blood Penetration Test
3 130 22609:2004 = 16.0 Pass
(kPa)
Microbial Cleanliness Test EN 14683:2019+AC-2019(E)
4 <30 Pass
(CFU/g) Annex D

Mote: Pass = Meal cuslomer requirements;
Fail = Fail customer requirements;

# = Mo comment;

M.D. = Mot detected.

Photo of Samples

ChaemicaliMicrobiology Labarabary: Phone ; 486 (21) 6007 6375
TV 50D Products Testing [Shanghsi) Ca.,  Fax.  +85(21) 6037 6345
Lid Emait lood chamditu-sud.cn
B34, No.19%% Du Hu Aoad, Minhang Distict  Wishpage: wwew hiv-sud.on
Shangrai

201108

PR, China

Regional Head Office:

TUV 30D Certification and Tesfing

{hing) Ca, Lid.

+a, 151 Hang Torg Anad Shanghai

20070 _PRChina

TV

Page 2 of 11
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Test Report Mo.: T21654277-2
Report Date: T May 2020

Results

No. Test ltam Test Result

Specimen 1#: 99.6%
Specimen Z#: 99.6%
1 Bacterial Filtration Efficiancy (BFE) Test Specimen 3 B9.6%
Specimen 43 99.6%
Specimen 5% 99.6%

2 | Differential Pressure Test 34.2 Pajcm?

3 | Synthetic Blood Panetration Tast Speciman 1#-32# Mone seen

Specimen 1#: <1 CFUIg
Spesiman 2#: 2 CFU/g
4 Microbial Cleanliness Test Specimen 3#: =1 GFUig
Specimen 4#: <1 CFU/g
Specimen 5% 2 CFUIg

Bacterial Filtration Efficlency (BFE) Test

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

2. Sample description was given by client

Sample description . Disposable Surgical Face Mask
Specification 1
Lot Mumber ¢ Lot20041002

Sample Recsiving Date :© 2020-04-15

3. Test Method
EMN 14883 2019+AC20189(E) Annex B

4. Apparatus and materials

4.1 Staphylococcus aureus ATCC 6538,

4.2 Peptone water.

4.3 Tryptic Soy Broth{TSEB).

4.4 Tryptic Soy AgarTSA).

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

5. Testspecimen

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 b at (2125)°C and (85£5)%
relative humidity,

ChemicaliMicraniology Labamatary: Phone ; +88 (21) 6007 6375 Regional Head Ofice:

Tiv 50D Products Testing [Shanghai) Ca.,  Fax. 456 (21) 5037 6345 TOW 30D Certification and Testing
Lid Emal food chamfia-sud.cn (Chiraj Ca., Lid.

B-3/4, Mo, 1865 Du Hu Road, Minhang Distict  'Webpager www uv-sud.on 4o 151 Hang Tong Road Shanghai

Shanghai 20D lmF.R.{‘h'na
201108
PR, Cnina "N Paged ol 11



Test Report No.: 721654277-2
Report Date: 7 May 2020

6. Procedure

6.1 Preparation of the bacterial challenge: Dilute the cultutre in peptone water to achieve a
concentration of approximately 5x10% CFU/mML.

6.2 Adjust the flow rate through the Anderson sampler to 28.3 Limin.

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 asrosol using the Anderson sampler,

6.4.2 Time the challenge suspension to be deliverad to the nebulizer for 1 min,

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

6.4.4 Al 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; 77cme).

6.6 Repeat the challenge procedure for each test specimen.

6.7 Repeat a positive control after complation of the sample sat,

6.8 Perform a negative contral un by collecting a 2 min sample of air fram 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 contrals, as specified
by the manufacture of Anderson sampler. The filiration efficiency percentages are calculated as
follows:
BFE=(C-T)/ C = 100
Tis the total plate count for the test spacimen.
€15 the mean of the total plate counts for the two positive controls,

ChemicaliMicrabiology Laboratary: Phone : 85 (21) 007 6375 Regianal Head Office:
TUV 50D Preducts Testing [Shanghai) Co.,  Fax: +85(21) 5037 6345 TOW 300 Cerilication and Testing
Lha Emalt food chemiinus-cud.cn |Ching) Ca., L1k,

B-34, No,1595% Du Hu Road, Minhang Dislrics ‘Wisbpager wewew huv-sut.om o2 151 Heng Tong Road Shanghai
Shangrai 2007 PRCHna

2108
PR, {hina TW e L5



Test Report Mo.: T21654277-2

Report Date: 7 May 2020

8. Test results*

FValue | Positive Positive | Megative = Specimen | Specimen | Specimen | Specimen | Specimen
Stage Control (A) | Control (B) | Central 1#* g 3 4 54
Number
1 3 58 0 0 0 0 o ]
2 52 150 ] 0 0 0 o 0
3 134 1908 0 0 0 0 o ]
4 230 308 i 0 o o o 0
i 1241 1314 0 7 B 5 [ 5
G B70 0B ] 2 5 5 5 4
Total {T), CFU 350 2632 <l - 11 10 11 9
||
A ),
rormge i 26 X10°= [Pa+Ps) | 2 _’_/_/_Jfl_
BFE % Jﬁ 996 0.6 ] 905 995
Requiremants | =08
P is the value of corresponding corrected particle counts as specified by the manufacturer of the
cascade impactor.
Remarks T is the total of P value for the test specimen,
C is the mean of the fotal of P value of the two positive contrals,
ChemicaliMicrabialogy Labaratary: Phone | +85 (21] 6007 6375 Regional Head Office:

TV 50D Products Testing [Shanghai) Ca.,

Lbd
B34, No. 1954 Du Hu Road, Minhang Diglnict

Shangai
1 108
PR, Crina

Fax: +53(21)6037 G345
Emait food chemfiu-sud.cn
‘Wishpager www huv-surd.om

TUW 50D Certification and Testing
{China) Ca., Lid.

Mo 151 Hang Tong Road Shanghai
200070 @F.R.{Hin:

Twv
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Test Report No.: 721654277-2
Report Date: 7 May 2020

Differential pressure Test

1.Purpose

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

2.5ample description was given by client

Sample description : Disposable Surgical Face Mask
Specification Eiild
Lot Mumber o Lot2004 1002

Sample Receiving Date : 2020-04-15

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 spacimen are complete masks or shall be cut from masks, Each specimen shall be able to
provide 5 different circular test areag 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 (8515)% relative
humidity.

6. Procedure

6.1 Without a specimen in place, the holder is closed and the differential manometer is 2erced. The
pump is started and the flow of air adjusted o 8 Limin.

6.2 The pretreated specimen is placed across the orifice (total area 4. 9cm?, test area diameter 25mm)
and clamped into place so0 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 directhy.

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

averaged.
Results:
= Test Resulls® Average ;
Specimen . (Pajem?) (Palem?) Requirements Judgement

1# 332
e | 34.5
W aza 4.2 < 60 Pass
4 ' 34.9
G 356.3

ChemicalMicrabiology Laboratary: Phone : 486 (21) 6037 B375 Regional Head Office:

TUV SUD Products Testing [Shanghai) Co.,  Fax: 55 (21 5037 6345 TOW 300 Certificstion and Testing

Lid Ermalt food chemis-sud. on (China) Ca., Lid.

B-34, No. 1564 Du Hui Road, Minhang Distict  'Wishpage: waww huv-surd.om Mo, 151 Hang Tong Road Shanghai

Shangtai 20070 PR Chin
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Test Report No.: T21654277-2
Report Date: 7 May 2020

1.Purpose

Synthetic Blood Penetration Test

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

velocity.

2.5ample description was given by client

Sample description
Specification
Lot Number

Disposable Surgical Face Mask

!
Lot20041002

Sample Receiving Date :  2020-04-15

3.Test Method
IS0 22609:2004
4.Apparatus and materials

4.1 Synthetic blood.
4,2 Tensiometer,

4.3 Synthefic 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 32 test specimens.
5.2 Prior to testing, condition all test specimens for a minimum of 4h at (2115)°C and (B545) % relative

humidity.

6.Procedure

6.1 Prepare the synthetic blood (40-44 mhim) for the test,
6.2 Determine the density of the synthetic blood.
6.3 Fill the resarvoir 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 5, Collect and weigh the amount of fluid delivered (before the targeting

ChemicaliMicrobialogy Labaratary:

TV 50D Preducts Testing [Shanghsi) Ca.,

L.

B-2M, No. 1955 Du Hus Road, Minhang District
Zhangtai

201105

PR.China

Phaone : 486 (21) 6007 6375
Fax: #56(21) 9037 6345
Emait food chemiu-sud.cn
‘Wishpager wwew uv-sad. o

Regional Head Office:

TUY SUD Certification and Testing
|China) Ca., Lid.

%o 151 Hang Tong Acad Shanghai
AN PRChina

TUJIEI Page 7 of 11
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Test Report No.; T21654277-2
Report Date: 7 May 2020

hole).

6.6 Set the valve timer to 1.5 5. Collect and weigh the amount of fluid delivered (before the targeting
haole).

6.8 Calculate the differance in weight of the two spurts, For a tast 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 Targel weight difference
ight differ 15 di i i
Fiiid Pressure W?I_E_r_ t difference for 15 dn_’f_s_:nfnce in spurt duratuc.ri:g}
{mmHg] Min. Target Max,
120 3.002 3063 3124

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

6.11 Recard the weight difference for the spurts exiting the nozzle,

6.12 Record the pressure in the reservoir.

6.13 Sel the valve time to 0.5 5, Collect and weigh the amount of fiuid passing through the targeting hole.
6.14 Set the valve time to 1.5 5. 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 85 % 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, repeal 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:

([ is the density of the test fluid J =05+ (Exp-gatD5s)/(gat1.55-gat05s),

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.

G.21 Squirt the synthetic blood onto the test specimen for the caloulated time, Ensure that the synthatic
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 targel area.

6.23 Repart the results (none / penetration) for each test specimen at the test pressura,

ChemicaliMicrabiology Labaratary: Phone ; +56 (21) 8037 6375 Regional Head Office:
Tiv 50D Preducts Testing [Shanghai) Co.,  Fax: +55(21) 5037 6345 TUV 50D Certilication and Testing
Ltd. Emalt food chemifitu-cud.cn (Chira) Co., Lid.

B-3, No.1%5% Du Hui Road, Minhang Disiics 'Wehpager www buv- s, oy ko, 151 Hang Tong Aoad Shanghai
Shanghai 0070 _PR.China

201108
AR, Ching Tw Page ol 11

74

V7 Hh {\‘.". /{»:“"

)
L

\ \#p



Test Report Mo.; T21654277-2
Report Date: 7 May 2020

Results:
Specimen Test Results* Requirements Judgement

1% Mone Seen Pass
24 Mone Seen Pass
38 Mone Seen Fass
dit Mone Seen Pass
5 Mone Seen Pass
53 Mone Seen Pass
Ti# Mone Seen Pass
Bt Mone Seen Pass
ag MNone Seen Pass
10# Mone Seen Pass
1% Mone Seen Fass
12# Mone Seen Pass
13# Mone Seen Pass
14# Mone Seen Pass
154 Mone Seen Pass
16# None Seen Pass Pressure at 16.0 kPa Pass
17%# Mone Seen (120mmHg) Pass
18# Mone Seen Pass
199 Mone Seen Pass
20% Mone Seen Pass
214 None Seen Pass
224 Mone Seen Pass
23% Mone Ssen Pass
24# Mone Seen Pass
25# MNone Seen Pass
26# Mone Seen Pass
274 Mane Seen Pass
26% Mone Seen Pass
20% Mone Ssen Pass
a0# Mone Seen Pass
¥ Mone Ssen Pass
a2 Mone Seen Pass

ChemizalMicrabialogy Labaratary: Fhene : 485 (21) 007 6375 Regianal Head Office:

TV SUD Product Testing (Shanghai Co.  Fan. m’?cmﬁ:fm Ig;:l;g:ﬂluummrmg

B-34, Ho.19%% Du Hue Road, Minhang Disiict  Wishpager wewew huv-surd.on ko151 Heng Torg Road Shanghal

Shangrwi 200070 _P R Crina

Hiia ™™ Pageaf 11
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Test Report Mo.: T21654277-2
Report Date: T May 2020

Microbial Cleanliness Test
1. Purpose

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

2. Sample description was given by client

Sample description ¢ Disposable Surgical Face Mask
Specification !
Lot Mumber o Lot20041002

Sample Receiving Date :  2020-04-15

3. Test Method

According fo EN 150 11737-1:2015 to determine the microbial cleanliness of mask material, and
refer to the procedure &s described in EN 14683:2019+AC:2019(E) Annex D

4. Apparatus and materials

4.1 Crbital shaker.

4.2 0.45 um filter.

4.3 Tryptic Soy Agar (TSA).

4.4 Sabouraud Dextrose Ager (SDA) with chioramphenicol,

4.5 Formula of Extraction Liguid: 1g/L peptone, 5g/L NaCl and 2g/l Tween 20.
4.6 Exftraction apparatus.

5. Test specimen

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

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
exfraction 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 S04 plates,

ChemicalMicrobialogy Labomtary: Phone ; +55 (21) 5007 6375 Regional Head Office:

TV 80D Products Testing [Shanghsi) Co.,  Fax: 485 (21] 5037 6345 TOW 30D Certification and Testing
Lid Emal: food chemdins-sud.cn |China) Co., Lid,

B-34, No.1954 Du Hu Road, Minhang Distict Wehpager www tuv-sur.on ha. 151 Heng Tong Rnad Shanghai
Ehanghai 200070 _PR.China

01108 ®
PR, Ctina TV Page 100l 11



Test Report No.; 7T21654277-2
Report Date: T May 2020

Results®;
Colonies of | Colonies of Microbial
Specimen the TSA the SDA Cleanliness, Requirements Judgerment
Plate Plate {CFU/g)
1 0 0 <1
o o bl ] EM 14683:2019+AC;2019(E)
Annex O
a3 0 1] =1 Pass
EN IS0 11737-1:2018
4 o o =1 < 30 CFUig
5% 0 2 2
Mote:

1. *denotes this test was camed oul by external laboratory assessed as competant,
2.This report s for internal use only such as internal scientific research ,education, quality controd, product

RE&D.

ChemicalMicrablalagy Labaratary:

Tiv 50D Products Testing [Shanghsi) Ca.,

L.

B-34, Wo. 1555 Du Hu Road, Minhang Disinet
Shanghai

201108

PR, Crina

-END OF THE TEST REPORT-

Fhone ; +58 (21) 5007 6375
Fax: 458 (21)800T 6345
Emait food chemiitu-sud.on

‘Wisbpager www huv-sud.on

Regional Head Office:
TUW 300 Certificstion and Testing
{Chira) Ca., Lid.

ko 151 Hang Tong Read Shanghai
200070 _PRCHina
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Test Report SL52025245444301TX Date:June 02,2020 Page 1 of 3
SHANDOMG ZHUSHI PHARMACEUTICAL GROUP CO., LTD.
MO.6 SHANDE ROAD, SHAN COUNTY, HEZE CITY, SHANDOMNG, CHINA

”
L

&

b

e,

\""? Wy

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

Sample Descripfion s {A) Disposable Surgical Face Mask (Claimed Level 1)
Style Mo. : 25-A
Sample Color C (Ablue

Proposed Care Instruction :

Test Performed : Selected tests) as requested by applicant

Sample Recelving Date  © Apr 21, 2020

Tesling Period o Apr21, 2020 - Jun 02, 2020

Test Result|s) ¢ Unless otherwise stated the results shown in this iest report refer ondy to the

samples) tested, for further detalls, please refer to the lollowing page{s).

cumment

A

Face Masl-:a[ASTM F2100. 2&19]

Clause 6.1 Bacterial fittration efficisncy

Clause 6.1 Differential pressure

Clause 6.1 Sub-micron particulate filiration efficiency

Clause 6.1 Resistance fo penefration by synthetic blood

ZZEZE

Clause 6.2 Flammability

Remark: M=bMaet ASTM F2100-2019 Level Il reguirement

Signed tor and on Dehalf of
2GS-CETC Standards Technical Services (Shanghai) Co., Ltd Testing Canter

i (g

Sara Guo [Account Executive)

AL A
A e R e e

Mambe of the 2GS Group (368 BA)




Test Report S5L52025245444301TX Date:June 02,2020 Page 2 of 3
Tasi Resuli

Standard Specification for Performance of Materials Used in Medical Face Mask
[ASTH F2100-2019)

(ASTM F2101)

1# 2a & At S
(BFE), %% 99.7 99.7 89.9 99.5 99.5

Remark: Performance Requiramant: Level 1285%, Level 2293%, Level 3238%
* Tests dencted with an ° in this fest raport have been subcontracted fo another IS0 17025 Accredited Laboratory.

Section 6.1 Differential Pressure
(EN 14663 2019 Annex C, Flow rate & F'min)

1% | 2# | 3# Frm

Ditfarantial pressure » P

Fremark: Perfarmance Level: Leval 1 Barrer: <5.0mm HaO'em®, Level 2 Barrier: <B.0 mm HyOvem®, Lavel 3
Barrier; <8.0 mm HaOvem®

[ASTM Fzzas}

1# 24 3 A 5
{PFE), % 99,86 99,78 99.78 99.81 99,900

Remark: Performance Requirarmant: Level 1285%, Level 2298%, Level 3258%
* Tests denoted with an ° in this test report have been subcontracted fo another IS0 17025 Accredited Laboratory.

Section 6.1 Besistance to Penetration by Synthetic Blood
(ASTM F1862/F1862M-2017)

Pregsure 1 20mmHg

| Penetration on inside surface
1% | 2 3 44 Lo (13 TH Bi
Pags | Pass Pass Faszs Pass Pags Pass Pazs
¥ o 14 124 138 144 154 16#
Pass | Pass Pass Pass Pass Pass Pass Pass
176 | 1B# 194 208 214 Z2H 238 24
Pass | Pass Pass Faszs Pass Pass Pass Pass
258 | o6# 2T 288 294 a0 tik a2
Pass | Pass Pass Fass Pass Pass Pass Pass
Mumber of Pass: 32
Overall result: Acceptable

m;ﬂnmwup@nwm #NIMIIIM“ e I, 1P BCH] AT Tt T ) B Lty
::;-'.llll'|-l: rh r.\_.. - .Ih. fH algAp al maling ‘el lie wgaie) k clinih ale @le Bl Flapibane (B8 FREEAT 1440

hwmm 200233 | N -2 EETE AT LT
|_'FI L IF[EII‘.I.IHH’I&“ A o | (BE-| SRR | (BE-37) GEEETEY o sgs g om

Membar of ihe 3565 Group [S6:8 BA)
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BEETXEN | URERBUEBARA
EEERTERN Shandong zhushi pharmaceutical group co., LTD
HEMEHE i o e
& i HEIFRKRME
SEEF ($X) | MAFRKSEnY
SEBH (%X Qoimr%@_pﬁmgrwmqrsmc@ :
BESE | ise530i6e77 | 0256111
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i oe N R
PEOPLE’S REPUBLIC OF CHINA
PRy 85 B ik H 1B B 41 BH
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EBHRE: EAA BN 20200019 &
Certificate NO.: &35 825 itk H 20200019 5

SR WHHE
Product(s): See Attachment

AR T WHF
Model: See Attachment

R R AR S L

Registration certificate(s): See Attachment

ArEdd: LERKRBGLEAARAF

Manufacturer: Shandong Zhushi Pharmaceutical Group Co. Ltd

gl R BEFXKRERE

Address of manufacturer: South Fanlou Road,Development Zone,Shan County

AFFTRERTEIES: E02 BHKAE 7 20140053 5
Manufacturing License(s): &£ 25 ik 4 / iF 20140053 5

R ERTROBEEEFEESHE.
This is to certify that the above products have been registered
to be manufactured and sold in China.

EHAREHNE: 2022F4F9H
This certification valid until: April 9, 2022

£¥)

’?4oouhq
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EHGE: & ﬂ*w@u 9% W
Certificate 20200019 & Attachment

RIS
n 423
rj—' 5 4N & WA B FREEEIE
2 : 72400049° ¥
by | T KPR E A | 12.00mx7.0cm. 14.5cmx9.5¢m.
HEEESARA) | 17.5cmx9.5cm
1 : . BT
o [AUEURREE R a9 st 14560 Sk 20172640652
# 3| mask
3 17.5cm=9.5cm
(non-surgical)
.| =k
i S Y ﬂ’_‘f; BER | 175emes 50
2 E : %«ﬁ@;{?&
+w | disposable medical 20192140064
2 . 17.5cmx9.5cm
surgical mask
» | ER—&XEEP|,
3 #& R 160. 165, 170. 175, 180. 185 2
3 ik R
: : 20202140108
| IS GpORRIG) o e TR, 165,
protective clothing
X | B ZST-A
4 EWiFE
; 20202070112
%% forehead 7ST-A
temperature gun

MLTZ=8.




REGISTRATION NO. 04720Q10122R0M

CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that the quality management system of

Shandong Zhushi Pharmaceutical Group Co. Ltd.
Registered Address: No. 6 Shande Road, Shan County, Heze City, Shandong Province, China.
274300
Manufacturing Address: No.6 Shande Road, Economic & technological development zone and
shandong shan county economic and technological development zone food and drug industrial
park, Heze City, Shandong Province, China 274300

Has been assessed and conformed to the following standard(s)
GB/T 19001-2016 idt ISO 9001:2015

The certificate is valid for the following scope:

Design, Development, Production and Service of Cold Compress Gel, Liguid Dressing, Spray
Dressing, Wound Care Ointment, Medical Ultrasonic Coupling Agent, Medical Catheter Clip, Medical
Antipyretic Paste, Medical Cold Compress, Far-infrared Physiotherapy Stickers, Hot Packs,
Gynecological Heating Patch, Magnetic Hyperthermia, Acupoint Application Treatment Stickers, Aseptic
Application, Disposable Medical Hydrogel Eye Patch, Scar Patches, Disposable Gastric Tubes,
Disposable Medical Masks (non-surgical), Disposable Uterine Cavity Suction Tube Set, Disposable Sterile
Urinary Catheter, Disposable Nasal Gastrointestinal Tube, Disposable Precision Filter Infusion Set,
Disposable Protective Suit, Disposable Medical Surgical Face Mask, Infrared Thermometer, Isolation
Gown.

Date of issue: April 07,2020
Date of expiry: April 06,2023

i
)
General Manager: jﬁ%

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

A E AT
EREA

EEGR
MANAGEMENT SYSTEM
CNAS C047-M

Note: This certificate will not be continuously valid until the organization has been approved in the annual surveillance audit. The certificare information are available on the
website of the d i ini; ion of the People’s Republic of China (https/mwww.cnca.gov.cn) or the wehsite of CMD (hitp:/Awww.cmde.com.en). Address:
wag Lian buik No.jin88, An g Mea Wai st 1 ng district, Beijing, 100011, P.R China Telephone: 010-62351993

: Lrongchen




REGISTRATION NO. 04720Q10000145

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of

Shandong Zhushi Pharmaceutical Group Co. Ltd.
Registered Address: No. 6 Shande Road, Shan County, Heze City, Shandong Provinee, China.
274300
Manufacturing Address: No.6 Shande Road, Economic & technological development zone and
shandong shan county economic and technological development zone food and drug industrial
park, Heze City, Shandong Provinee, China 274300

Has been assessed and conformed to the following standard(s)
YY/T 0287-2017 idt ISO 13485:2016

The certificate is valid for the following scope:

Design, Development, Production and Service of Disposable Medical Masks
(non-surgical), Disposable Protective Suit, Disposable Medical Surgical Face Mask,
Infrared Thermometer,Is olation Gown.

Date of issue: April 07,2020

Date of expiry: April 06,2023

General Manager: ’47 ﬂﬂ{/

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

Note: This will not be y valid until the organization has been approved in the annual surveillance audit. The certificate information are available on the
website of the certification and accreditation adminisiration of the People’s Republic of China (http://www.cnen.gov.en) or the website of CMD (hup:/www.emde.com.cn). Address:
5% floor of Zhong Lian building, No.jiali8, An Ding Men Wai street, Dongeheng district, Beijing, 100011, P.R. China  Telephone; 010-62351993




File No: CE-TCF-004

EC Declaration of Conformity
Regarding Medical Device Directive(93/42/EEC)
including Directive 2007/47/EC

Applicant
Name: Shandong Zhushi Pharmaceutical Group Co., Ltd
Address: No.6 Shande Road,Shan County, Heze City, Shandong, China

EC Representative
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: Disposable Surgical Face Mask (non-sterile)
Type: Length: 7em ~ 24cm, Width:4cm ~ 20cm, or customized

Classification
Class | (MDD, Annex IX), Rule 1(All non=invasive devices are in class |)

SRN: - :

wor - ', R RREPNE] 3
Conformity Assessment Route

Annex VIl

We confirm our product can meet the requirement of Medical Device Directive(93/42/EEC)
and the following harmonized standards:

EN ISO 13485: 2016

EN ISO 14971: 2012

EN ISO 15223-1: 2016

EN 1041: 2013

EN ISO 10993-1: 2009/AC: 2010

EN ISO 10993-5: 2009

EN ISO 10993-10: 2013

EN 14683:2019

Date: 2020/04/20

)




(Sungo

FDA Registration Confirmation

This is to confirm that, as the US Agent, we have completed the registration activation
confirmation for the FDA Establishment Registration and Device Listing with the US Food &
Drug Administration for the Fiscal Year 2020 of

Shandong Zhushi Pharmaceutical Group Co., Ltd
South Fanlou Road, Shan County Development Zone, Heze, Shandong,
China 274300

The facility registration and device listing information:

Registration Number: 3013406837
Device Listing No. | Product Code Product Nameis|

D273335 LYG Acupcint Theragy Patch | Detox Foot Patch | Foat Pad

D273336 (%] Haat Fads; Cooling Gal Paich

Da24818 MO#A Silicone Gel For Scar, Silcone Scar Palch

334888 G Fibargiass Casting Tape

D334869 NOC Medical Polymer Spint

DaEas0 IME Pain Rebel Cream, Pain Relief Paich

DMA30% HHE Menstrual Cup

365908 HED Waginal Scrubber

DaT43m2 KHA Face Mask

DaT4383 QEA Isplation Gown; Protective Suil

D3T4304 PXH Theometer

D383124 FXO Face Mask

D383128 QKR Face Mask

0383128 LYu Proteciive Suit

SUNGC Techrical Serviee Ioc. will conflrm that such registration remaing effective wpon reguess and
presemtation of this attesiation wntll the end of the calendar year sialed above, wnless said registration is
terminated after ixyance of this aitestation. SUMND Technlcal Service Inc. makes mo other reprexeniationy or
warranties, por does this avesiarion make @my represemations oF warranties o any person or entily other than
the named aitesiation holder, for whose sole Benefii i is isswed This attestation does mot derote endorsenent
or approval of the atestation-holder's device or extablizhment by the U85 Food and Drug Admviniviration
SLNCAD) Techmical Service fre. asxmmes mo Hoabilliy o oy personor entiiy ln connection with the i

Fot et Fefialf ol

Purswant to 21 CFR 807,39, “Regivtration of a device establishment or aexigrmenr of o regiitration
does mot fr any way denote approval of the establishment or it products, Aoy representation that creaies
wqumqumrmgumh-mrfm

T e R G,
Autharaod Bigmabare
Oinly usnd for the LIS Agant Skgnature




and constinues mishranding,” The UK Food and Drug Adminisivofion dees not isswe o aftesiotion of
nor does the UK Food ond Drug Adminisiration recognize @ affestotion of regisiration,
SUNGO Tecknical Service Inc. is mod affiliated with the ULS. Food and Drug Adminisiration.

Referance Mumber: 2008U5068558 e ey TR W
T Ape0, DURED Terisis

SUNGO Technical Service Inc. I— TSR

G0OSD W EASTWODD AVE APT 20N foalbariz v Bignnture

CHICAGD, ILLINDIS 60830, USA Cinky Ul Jor IS ADBM Signatire

sungo group@yahad, com - —




