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Xiantao Taichen Protective Products Co., Ltd. CE Technical Document Doc. No.: TC/CE 02 VIN: €l
1. EC Declaration of Conformity

We, the manufacturer, herewith declare that the products

Single-use Medical Face Mask
meet the provisions of MDR 2017/745 which apply to them.

The medical device has been assigned to class | according to Rule 1, Annex VIII, Chapter Ill of EU
Medical Device Regulation (EU) 2017/745. It bears the mark

C€

following the procedure relating to the EC Declaration of Conformity set out in Annex Il of MDR
2017/745.

It is confirmed that a sample of the product has been tested and found in conformity with below

Test Standard: EN14683: 2019 Medical face masks — Requirements and test methods
Classifications: Type IIR

The above mentioned declaration of conformity is exclusively under the responsibility of

Company: Xiantao Taichen Protective Products Co., LTD
Address: No.1 Zhongling Industry Park, Pengchang Town, Xiantao City, Hubei province, China
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The following sample(s) was/were submitted and identified on behalf of the client as:
Sample Description . Disposable protective face mask
SGS Internal Ref No. : WHIN2005001155SC
Style No. : TC0604
Sample Color :  Blue
Test Performed 1 Selected test(s) as requested by applicant
Sample Receiving Date  : May 27, 2020
Testing Period : May 28, 2020 - Jun 17, 2020
Test Result(s) : Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

Sara Guo (Account Executive) Dongjing Liu / Hailian Xuan (Authorized Signatory)

Unless otherwise agreed in writing, this ﬁwuman: Is bwﬂd b'y the Complw subject to its Gﬂﬂﬂ!ﬂl Conditions of Service printed

overleal, l\'nlllhld Dﬂ raquast or lr.cllll I k -Conditions_asp: slectronic fﬂrmlk dncmmﬂll

sublect to Term: d Conditions lect fp onditio #

Attantion is uraun no ha IImnalnon of luahnhly -rmmn Ma:lon and uu« dafine ny

advised that information wntomod harean reflects the Company's ﬁndlng at the time of its intel Iun anly ;nu m:hln |Iw Imuu M

Client's instructions, if any. The cDmpmy s sole mpnn!lhlll In L its Client 2 this ducumm does nol wcnrsle parties to a

transaction from cxnrnllng all their rights and

except in full, without prior written approval of the Cnmpnwy .&ny anathorized alleration. ery or talsificatian of m- content or
amn law. Unlass otharwise stated the

appoarance of thi axumnl is unlwl‘ul anu affandars may btfro«:ulnﬂ 10 the fullest extant
resulls ehmmml L1 lh and

ed for 306 roonr
Ir ing /inspection report & certificate, please contact us at tel (BE-T55) B30T 14.

,Xm- Simdn'ain 200233 t (86-21) 61400666  f (B5-21) 64958763 WWW.SEGIOUP.COM.CTY
PE - L% RICETLREOSIRE  ABIR: 200233 1 (B6-21) 61400666 | (B5-21) e sghehina@sg
T

Member of the SGS Group (SGS SA)

Kaufer erhalten das ungeschwarzte Zertifikat

AVISSIMO GmbH | Rothgasse 30 | 96242 Sonnefeld

Tel.: (+49) 09562 38186-0 | Fax: (+49) 09562 38186-99 | E-Mail: info@avissimo.com




Zertifikate AVISSIMO
MNS_TZR_8 | Mund-NasenSChUtZ Vertrauven verpflichtet

SGS

Test Report SL52025258880901TX Date:June 17,2020 Page 2 of 3
Test Result

Medical Face Masks-Requirements and Test Methods
(EN 14683:2019+AC:2019)

Clause 5.2.2 Bacterial filtration efficiency (BFE
(EN 14683:2019 Annex B)

1# 2# 3# 4# 5#
(BFE), % 99.9 99.9 99.9 99.9 99.9

Remark: Performance Requirement: Type 1295%, Type [1298%, Type IIR 298%

Clause 5.2.3 Breathability
(EN 14683 :2019+AC:2019 Annex C, Flow rate 8 |/min)

1# 2# 3# 44 5#
52 49 51 53 51

leferentlal pressure AP
(Pa/cm®)

Remark: Performance Requirement: Type <40 Pa/cm?, Type ll<40 Pa/cm?, Type IIR<60 Pa/cm?

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

Penetration on inside surface
1# 2# 3# 4# 5# 6# 7# 8
Pass Pass Pass Pass Pass Pass Pass Pass
o# 10# 11# 12# 13# 144 154 16#
Pass Pass Pass Fail Pass Pass Pass Pass
17# 18# 194 20# 21# 22# 234# 244
Pass Pass Pass Pass Pass Pass Fail Pass
25# 264# 27# 28# 29# 30# 31# 32#
Pass Pass Pass Pass Pass Pass Pass Pass
Number of Pass: 30
Overall result: Acceptable
Remark:

1) Performance Requirement Type I: N/A, Type II: N/A, Type IIR: >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 (2115)° C, 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
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SGS

Test Report SL52025258880901TX Date:June 17,2020 Page 3 of 3
Clause 5.2.5 Microbial Cleanliness
(EN 14683:2019+AC:2019 Annex D and EN ISO 11737-1:2018)

1# 2 3# A# 5#
CFU/g 3 4 3 6 4

Remark: Performance Requirement: Type 130 CFU/g, Type 1130 CFU/g, Type [IR<30 CFU/g

Sample Photo

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

***End of Report***
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