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Hunan Zhenheyikang Medical Instrument Co.,Ltd Contact /
Applicant o ) ) )
No. 6 Building Jingxiang Energy, No. 55 Xiaguang Tol /
East Road, Gaoxin District, Xiangtan, Hunan )
Hunan Zhenheyikang Medical Instrument Co.,Ltd
< |Manufacturer
9 No.6 Building Jingxiang Energy, No. 55 Xiaguang East Road, Gaoxin District
=) Xiangtan, Hunan
>
j Sample Name Disposable Surgical Mask Trademark /
§ (Sterile)
=
o Sample Count 50Piece (s)
[a ™)
S | Informati
nformation .
e Si Ear—-1 T Colour
é of Submitted e armioop 1ybe 00 /
5 Sample
= . Safety
Quality Grade / Category /
Style No. or /
Order No.
Test EN 14683:2019+AC:2019(E) Medical face masks—Requirements and test methods
Standards (Type 1IR)
Test.Pa?t 1# Blue Mask
Description
Test Type Commission Test Datg Of 2020-10-22 Date of i‘ 0-10-26
Submission
Test Date 2020-10-22 To 2 6 ﬁ
3= E;;%
Test Standards See next page(s) = >
N D>
Q//
Conclusion Test results and compliance refer to next page(s). ¥4
Stamp of Inspection Unit o
Remarks Signature Field of He Zhen:Microbe test item;Signature Field
of Shan Xuelei:All test items except for Microbe test item.

Approver . Checker .? j%‘ _? Editor — .
FEE 4 ff~ = \ =A<
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TTTS-WT20258840 Page 2 of 5
Test Items Description Unit Standard Requirement Results Copclu Test Method/
sions Remarks

1# Blue Mask

Test number and location:

5 random areas for each specimens (face

. mask) ; Conditioning Paraments: (21£5)° C and (85+ 5)% relative
Test Condition L . )
humidity for a minimum of 4 hours ; Test area : 4.9cm?;
Flow rate: 8L/min
Specimen 1 Pa/cm’ <60 37
Differential ] s
Pressure Specimen 2 Pa/cm <60 37
. , EN 14683:2019+
Specimen 3 Pa/cm <60 39 Pass AC:2019 (F)
Specimen 4 Pa/cm’ <60 38
Specimen 5 Pa/cm’ <60 39
Conditioning Parament: (21£5)° C and (85%5)% relative humidity for a
Test Condition minimum of 4 hours ; Number of the test specimens: 5;
Dimensions of the test specimen: 150mmX120mm; Test area: 49cm?;
The side of the test specimen:inside; Flow rate: 28.3L/min
Bacterial Specimen 1 % =98 99. 45
Filtration ] , -
Efficiency Specimen 2 % =98 99. 40
(BFE) . ) - EN 14683:2019+
Specimen 3 % =98 99. 30 Pass AC:2019 (F)
Specimen 4 % =98 99. 55
Specimen 5 % =98 99. 25
Mean of the Two
. Positive cfu / 2002
Bacterial Control
Filtration m On Plo ts /| EN 14683:2019+
Efficiency c eit fatﬁ AC:2019 (E)
(BFE) ount ob he cfu / <1
Negative
Controls
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. . tandard 1 Test Method
Test Items |Description| Unit S ag ar Results anc qpores ethod/
Requirement sions Remarks
1# Blue Mask
Description of target area(s) tested: Penetration on inside surface;
Test Conditioning Paraments: (2145)° C and (85%5)% relative humidity for a minimum of 4 hours;
Condition Distance of the face mask target area surface from the tip of the canula:300=% 10mm;
Fluid pressure:16kPa (120mmHg)
1 2 3 4 5
Pass Pass Pass Pass Pass
6 7 8 9 10
Pass Pass Pass Pass Pass
Splash 11 12 13 14 15
Resi Pass Pass Pass Pass Pass
eslstance
P
ressure / / / 16 17 18 19 20 | pags |10 22609:2004
Pass Pass Pass Pass Pass
21 22 23 24 25
Pass Pass Pass Pass Pass
26 27 28 29 30
Pass Pass Pass Pass Pass
31 32
Pass Pass / / /

Blank Part Below
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1HREIREL "RNEMRE" TH.

Report is invalid without stamp of "special seal for the test report".
QLEFRERENMNE "GNERE" TH.

Copy report is invalid without re-stamp of "special seal for the test report".
3RELRS. k. HEAEFT.

Report is invalid without collective signatures by editor, checker and approver.
ARIRERET.

Report is invalid if altered.

SHBIREHSTIRERNEREETHN (RETHS T ) .

Report and copy report is invalid without stamp of “Paging Seal” (When the page number more than 1).

6. ZFEHRIG(IHAFRER | FRERMERSRE.
Unless otherwise stated the results shown in this report refer only the sample(s) tested.

7 THREEREERN , NTHEREZAETRABRAFERE | A TFZE,

Objection should be issued in 15 days upon receiving the report, overdue opinion is inadmissible.

8 REAHWIBEALE , BREFIRETLI.

Part copy report is invalid without the approval of the written documents of the testing organization.

FEREIRLAR39EThe English edition is for reference only

RGHREERRS A Sttt Tianfangbiao Groups Others Testing Location

RGMEMTAERDBIRAE]

Tianfangbiao Standardization Certification & Testing Co., Ltd.
ExREREREREPO (K2 )

China National Clothing Quality Inspection & Supervision Center (Tianjin)
Ez R mRE R Eaie it

China National Knitted Product Quality Supervision Testing Center

itk - RiEHR T XESHER25S
Address: No.25, Quegiao Road, Nankai District, Tianjin, China
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@k, MY, &, FNE, aa G H): http://data. enttts. com: 7080
Innovation, responsibility, sacrifice, harmony and integration Tel. :022-27380390 022-60116988

Web. : http://www. cnttts. com
E-mail: gjzx-kf@vip. 163. com



