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Applicant Information (EP{EB)

Applicant Name{EHE8 {ir)  SHAMNGHAI MDSIMN MEDICAL TECHNOLOGY C0O.. LIMITED
(EEEEETHERRLH)
Applicant Address( &8 {7 bt ) : Room 602, Block B, N0.999, muuhal Road, Pudong New Area, Shanghai
C Bl R i B 099 5 B B 602 )

Sample Information (#ER{ER)
Sample Description{ B & #iE) : Medical mask({EHROR)

Style No. (5 - YY95

Brand(# £5) . EHS

Sample Quantity( ¥ & i) : 50 pieces(50 1)
Colour( &) : Blue({#if)

Size specification 5 1¢##) : 17.3°9.5cm

- Sample Receiving/Testing date( & =B85 H ) - 2020-12-20

- Report date ( # i HHH) 2021-01-16

- The original sample is sticked on the last paper. (iEHFES B RWSE AR &S A R)
Te st Performed (BEFE)

Judgement according tof i £ 48

YT 08969-2013 Single-use medical face mask .
—kiEFHEAOR

- Selected test(s) as requested by applicants. ( ESCEFHEE P ER Tl FEMAE)
Pronounce (5 8J)

The resulis shown in this report refer only to sample(s) tested unless otherwise stated All the items are performed

in the standard conditions, except the noted cases (¥R R, #MolER A EE Tl AAAMNEE R SERE

HUIE P FEEST, HiEWHEER. )

Except for the requirement of the client, the test results and the conformity judgement of this report do not take the

L&nﬂﬂﬂainw of the test results into account.( ER3E 73 P 2K, Aot i 8l 55 1 5 S e A 5 i ES L pg A e
. )

Signed for and on behalf of
CNTAC Testing Service Co.,Ltd.(Foshan)

Approved by
(ko)
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CONCLUSION(&5 i)
Test ltem( M5 H) Judge ment(#)E)
Nose Clip(#3) Pass(&H#)
Mask Belt{ 0 §t4F) Pass(&5H)
Airflow Resistance( & “{[H /1) Pass( & #)
Residual Ethylene Oxide( 5 ¥ 7.4 % 51 ) Pass( & #)
Microbiological (sterility test) (il *E ¥ (LEE) ) Pass{#& §)
Bacterial Filtration Efficiency(BFE){ &l & i1 & ¥ 3£ (BFE)) Pass(5#)
Construction and Size(#5 ) 5 R 1) Pass(5#)

P35 5 o L ol i L A AR B E R i L —. =. 8 1, 384IF., Nanfang Technology Innowvation Center, Xigiao,Manhai g
Tel: (86 757862506 X/6806656 Fax 86850633 Hittp-therww.fcl.org cn
HHEMRBENRN, ETHNREZER 1SEMARNLERE. ANTFEA.



%Cﬂﬁs i 0[S B SBERBREARREERAT

ULzt 08 “..~ CNTAC Testing Service Co.,Ltd.(Foshan)

B3 £ 7% 1] 9 bt Security website): www.fcl-sz.org.cn
ﬁ ﬁ ﬂ %{Taﬂl"g Rﬂpnrt} iy £% §9( Security code): 5127710633

4§ & i B (Report No); ZFLJ2665515A Page 3 of 5(% 3 7, It 5 )
--- Test Result (M&&R) ---
Test Result( 3Gl #) Requirements( i¥ £ % ) Judgement( #1 5 )
1. Nose Clip(# %) Y¥/T 0969-2013 Section 5.3(£# 5.3)
sample 1#~ sample 38 1~F6m 3) The mask shall be fitted with a Pass( &)
Accordance (ff5) nose clip. The nose clip is made of

plastic material.{ O &t _F RRC &
¥, REmATBERHEE. )

Length of nose clip{cm){ # 3= 25 (cm)) The length of nose clip z 8.0
sample 1#(FFam 1) 107 (#¥ A< B (cm) 2 8.0)
sample 2#{Fd 2) 105
sample 3#(Fdm 3) 105

2. Mask Belt{ D) YY /T 0969-2013 Section 5 4( £# 5 4)

sample 1#~sample 3#(F & 1~ 3) The mask belt should be worn and Pass(S )
Accordance (&) removed conveniently.{ O 53 Bk

7 fiEa )
sample 1#~sample 386 1-FE&3) =>10N The tensile strength of the

connection point between the mask
belt and the mask body(N) 2 10

(0 it B 0 g o e O
BNy 2 10)

3. Airflow Resistance(#™B}) YY/T 0965-2013 Section 5.6( #3 5.6)
Ajr flow:8LI/min, Test area diameter 25mm( “UEGE 8L/min, 38X E 5 % 25mm)
Uinit{ #.£i7): <Palcm®
sample 1#{FEd 1) 431 549 Pass({ &)
sample 2#(F & 2) 39.1
sample 3#(FEfh 3) 40.8

4. Residual Ethylene Oxide(SF i Z A EHE) GBT 14233 1-2008 Section 9.4 Gas chromatograph yiLimit
extraction){ ## 9.4 THEFE (HRFIEL))
Unit{ 4} <pglg>
Ethylene oxide relative content =10 Pass({& )
(MR AT A & ) Not Detectable (& i)

Remark( #i¥): 1) Not Detectable, Less than the Limit of detection. ("&£l FHEEHBED
2) Detection limit is 0.7pglg. (ErHHER A 0.7pg/g.)
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Test Result( #if55 §) Requirements( £ & &) Judgement| ¥ 5 )
5. Microbiological (sterility test) (A %RE (EHER) ) GBT 14233 2-2005
MNegative control should be sterile growth, positive control should be good growth
(e EEERE . AiENBEERRY)
Result(# {45 &) Sterile growth (K410 Masks marked "sterilized™ or Pass( &)
“sterile” or illustrated on the
package should be sterile
(B EEF KL 7
WE RO RE )

6. Bacterial Filtration Efficiency(BFE)({#ii1#3 ¥ (BFE)) YY 04639-2011 Appendix B ¥ # B]
Test bacteria: Staphylococcus aureus ATCCG538. Anr flow: 28_3L/min, Mean particle size: 3.0 pm
(M. EWMEWERN ATCC 6538, S k. 28.3U/min, TS AR 3.0pm)
Unit{ £ ): <%
sample 1#(FEfh 1) 999 =85 Pass({ &)
sample 2#(F s 2) 99.9
sample 3#(F & 3) 99.9

7. Construction and Size{#i¥j 5 R~}) YY/T 0969-2013 Section 5.2( ## 5.2

Result{# {55 &) Accordance (&) After wearing the mask, it should Pass({ &)
be able to cover the wearer's
mouth, nose and chin. Should
conform to the design size, the
maximum deviation should not
exceed + 5%{ O S ITE . T
REEMA. BET. B
mIRF. WA AR #5% )

Remark (#&i¥): The test report ZFLJ2665515 is cancelled and replaced by ZFLI22665515A.
(U4 1C 8 ZFLI2665515, [ & {Em. )
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Remark (#&i¥): The test report ZFLJ2665515 is cancelled and replaced by ZFLI22665515A.
(U4 1C 8 ZFLI2665515, [ & {Em. )

P35 6 O Lo e L A AR B R B L —. =. MR 1, 384, Nanfang Technology Innovation Center, Xigiao,Nanhai Cihg
Tel: (88 757)86850633/86806656 Fax BBB50633 Http:theww.fclorg_cn

HHEMRBENRN, ETHNREZER 1SEMARNLERE. ANTFEA.



