ﬂ1.1 IFXENE (Company profile)

Company profile

Zhejiang Yinda Biotechnology Co., Ltd, founded in 1999 , located in No. 1223 Hulian East Street Liushi
Changsonggang Development Zone , Dongyang City , Zhejiang Province . We are a professional manufacturer
which focus on R&D , Production , Sales and specialized in class | and Il medical devices With 11000 square
meters floor space and 24000 square meters building space.

Our main products are DISPOSABLE MEDICAL FACE MASK , SURGICAL FACK MASK , KN95 FACK
MASK ,COOLING GEL PATCH ,ADHESIVE BANDAGE , NASAL STRIP , FIRST AID KIT and so on. Currently
our mask production capacity is 1 million pieces per day.After decades of steady development,we have became
one of the leaders in the related field of medical products and have won the following honors: Zhejiang Province
Medical Association Governing Unit. Jinhua City Medical Association Vice President Unit.Dongyang City
Medical Association Quality Management Standard Enterprise.

The company adheres to the principle of people-oriented, market-oriented, scientific and technological
innovation, unity and efficiency, and has achieved certain achievements in the application of medical
devices.The company has a high-quality staff team, college degree or above accounting for more than 30%, for
the company's product quality stability and innovative development to provide a strong technical support.The
company has built a 100,000-level GMP purification workshop covering 7,500 square meters and a 10,000-level
laboratory covering 1,500 square meters. Meanwhile, the company has introduced advanced technologies and
equipment from home and abroad and equipped with various advanced testing instruments. It is a high-tech
enterprise with the right to import and export.



H1.1 SRR EYINE (Company profile)

The company's purpose is "quality first, reputation first, customer first" purpose, With strong technology
research and development strength, scientific and rigorous quality management system, after years of
development, the company's products have passed ISO9001,2008 international quality system, the United
States FDA, the European Union CE, China SFDA and other domestic and foreign certification. Make the
company's product brand and quality reputation in line with international standards, thus greatly promoted the
expansion of the domestic and foreign markets.Products are exported to southeast Asia, Europe, the United
States, North America and other more than 30 countries and regions, good reputation and word of mouth won
the majority of customers praise. And established long-term cooperation with domestic well-known enterprises
"Xiuzheng Pharmaceutical Group" ,"Renhe Pharmacy Co., Ltd', "Harbin pharmaceutical group".Adhering to the
concept of "excellence, development, innovation, integrity", with the development goal of striving to be a first-
class enterprise, we warmly welcome new and old customers to inquire and cooperate with us. We are looking
forward to providing you with high-quality all-round services, Wish to join hands with people with lofty ideals at
home and abroad, common development, revitalize the cause of national medicine!Efforts to create the yinda

biological gold brand!
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ﬂ1.3 #7285 (Production capacity)
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ﬂ1.5 [RESBI] (Technical quality department)
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597 2 bl ™ 14 11 S EIEI]
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

ERGET: HARHERY 20200234 5
Certificate NO.: Wfd-#25 MMM 20200234 5

FRAR: BMESE, WK (2 7))

Product (s): Nasal Strips etc.See Attachment (2 Pages )

BEBE: LHHE (k2 7))
Model: See Attachment (2 Pages )

FREMBAREES: RME (22 7))
Registration certificate(s): See Attachment (2 Pages )

b WILRE L BHARARAR
Manufacturer: Zhejiang Yinda Biotechnology Co., Ltd

SR WL R ST R KA T i KA R 1223
Address of manufacturer: No.1223, Hulian East Street, Changsonggang,
B ic Devel t Zone, 322104, Zhejiang Province, China

%{:nggg*ggg; AL EREEH 201401628 ; HEREUREFE
Manufacturing License(s): 3ffr2h Witk & =¥ 20140162 5 ; #bad U4
4% 20150029 &

HUEHERFBERFEFEL e, AFRHOFTERE, HoOBETER
Bk b AR 0 ST B AR U E GUE) WER.

This is to certify that the above products have been registered to be
manufactured and sold in China. The exportation of the product(s) is
not restricted. The exporter should assure that exporting medical
devices meeting requirements of the importing country(region).

ERHKEME: 20005097128
This certification valid until: 2020/09/12

i/
Remark: /

FRHT:

ATTACHMENT

EHEF: FeaHEW N 20200234 §
Certificate NO.: ¥7&-A#7lrwkH 20200234 §

2 ] b T2 3 E o U
E Product (a) Nodel

TOX18mm, 72X1%mm, 72X22mm,
TAX24mm, TEX19mm, 76X25mm,
T6X50mm, 56X1%m, 40X 10m,
78X25mm, D=25mm, D=30mm,
GAX46mm G4, 50X 5mm 85
TEXA0mm T 57

#fid b # 20150061 5

5Xlem, 6Xdem, 10X7cm,
10X10cm, 12X8cm, 12X10cm,
13XBem,  14X10cm, 20X1 0cn

Hiidz i # 20150043 5

55mmX 18mm, 44 mmX14mm

i e EE 20152660771

S0X40mm, 110%40mm, 100%45m ,

110X 45mm, 120X4 5mm, 100X50mm,

110X50mm, 120%50mm, 100%60m

110X60mm, 120%60mm, 10057 0mm

120X70mm, 150X 70mm, 120%80m ,
200X50mm

fi b # 20150051 5

90X40mm, 110X40mn, 100X45mn ,
110X45mm, 120%45mm, 100X50m,
110X50mm, 120X 50mm, 100X60m ,
110X60mm, 120X60mm, 10057 0mn ,

120X70mm, 150X 70mm, 120X80mn ,
200X %0mm

Hi 4 # 20150050 5

FitA:

ATTACHMENT

EHRG: H a3 20200234 F
Certificate NO.: #f&-&# HAkiH 20200234 §

8
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PR ER
Product (s)

RS
Model

Registration

i (s)
cer

—HEEREROR
Disposable Medical
Face Mask

17 5mmX95mm

HibRiEdE 20202141065

ERAFOR
Surgical Face Mask

175mmX95mm

HriliEdE 20202141064

Y HE (O
Disposable Wound
Dressing

100mmX 100mm , S0mmX 100mm,
60mmX70mm , TOmmXG0mum
100mmX150mm , 76mmX50mm

AiiEE 20162641110

Ld:]
Blank

Rdo]
Blank

L
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A Registration Certificate A Registration

Year 2020 sl 4 Fiscal Year 2020

Annex to Cert. No.: Cert No..209826MTG

This is certified that:
At The Address Stated Below Has Completed U.S. FOOD And DRUG
ADMINISTRATION Medical Device Registration Through MANTONG.

No. 1223, Hulian East Road, Changsonggang,Dongyang Economic
Development Zone ,Dong Yang Zhejiang, CHINA 322100

Registration Number 3008191248
‘Owner/Operator Number 10031128
Device Listing Number See annex

The FDA annual establishment registration fee must be paid between Oct 1
and Dec. 31 of every year.

You can search the FDA ragistration information on this website or scan OR
COe: WIS //www. CCesSUata. s gov/Scripls/CaMVcidocs AR cm

Cert No.:209828MTG

BEE ¢ F3§% 833 s‘§gi

Executive Director
Date:

MTG STANDARDS TESTING & CERTIFICATION CENTER www fdacn org 5 MTG STAND, TING & CERTIFICATION CENTER www fdacn org
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Buriorsevion Soparsdiness cod saponce ot of svat. Pt 48 00 s dite ietod abvve, oo ol wo bl sipovstatetiss s storantive s dics Wi treblfiels mtls smy pmissate
e 11 ot s e ey o . s med et i, o ks el e et TR T o vt s Ky b ey oo sl i e
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EC REP CERTIFICATE

CMC MEDICAL DEVICES & DRUGS SL
NO. CMC/CE/2020/12052020.13

CONFIRMED THAT CMC MEDICAL DEVICES & DRUGS S.L. Is the European Authorized
Zhejiang Yinda Biotechnology Co.,Ltd.
No.1223, Hulian East Street, Changsonggang, Dongyang Economic Development Zone,
322104, Zhejiang Province, China

The certificate remains valid until the expiration agreement of EC REP, manufacturing
conditions, the quality system or relevant legislation are changed. The validity is conditioned
by positive results of periodic surveillance audits.
The product liability rests with the manufacturer in accordance with applicable directive and
standard, after fulfilling of the relevant EU legislation requirements, the manufacturer shall
affix relevant CE marking to all above mentioned models of the medical device.

Complies with the applicable essential requirements of the council directive 93/42/EEC on
medical devices as amended.

The products in Annex | was registered in Spanish MOH with number RPS/775/2020

Issued on: 12/05/2020

EC REP CERTIFICATE

Disposable medical face mask
Surgical face mask
Medical isolation mask

C€




FELEDENHERAT
287 | Shandong Caowian County China Health | 9137172172489213XW

Materials Co, Ltd

LERMETERERAT
288 | Shandong Wuzhou Medical Equipment 913717275522399688

EHERERRERAT
281 | Shaoxing Gangfeng Hospital Products 91330602704477202W

Co., Ltd.

@ ;hEJiaﬁ'ﬂfEiute‘i?ofcgy Co, Ltd.

- | EBETEE (i) sRLF s :
296 | = 91330822MA2DGON228 e CE
Canggu Medical Tech Co. Ltd. B

SERETERANERAE i
297 91330501MA28CGPFIY EACE

Huzhou DEPS Medical Device Co,, Ltd. _
TS RmERAR 5 :

01330881585028876G e CE
Jiangshan Meigi Fashion Co. Ltd _
TREIEETERERLT el ;

01330281MA281LET8K EACE
Ningbo Beige Medical Equipment Co, Ltd, _

i nTE
bl il 913302827281089110 EREaCE
ingbo Jingeao Electronics Inc.

EC Declaration of Conformity

Manufacturer: whose single Authorized EU-Representative:

Zhejiang Yinda Biotechnology Co., Ltd. CMC Medical Devices & Drugs S.L.
No. 1223, Hulian East Street, C/Horacio Lengo N° 18
Changsonggang, Dongyang Economic CP 29008, Malaga-Spain
Development Zone, 322104 Dongyang City, Tel: +34951214054
Zhejiang Province, People’s Republic of China Fax: +34952330100

email - info@cmemedicaldevices.com

We, the manufacturer, herewith declares that the products
Disposable medical face mask
Models: YD-A
UMDNS Code: 12447
Meet the provisions of Directive 93/42/EEC which apply to them.
The medical device has been assigned to Class | according to Annex IX of the Directive
93/42/EEC, it bears the Mark:

C€

Following the procedure relating to the EC declaration of Conformity set out in Annex VII of
Directive 93/42/EEC

This Declaration of Conformity covers all medical devices as specified in the product list
belonging to this declaration.

Disposable medical face mask term of validity is 2 years .

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

Zhejiang Yinda Biotechnology Co.,Ltd.

No. 1223, Hulian East Street, Changsonggang, Don nomic Development
Zone, 322104 Dongyang City,Zhejiang Province,

D%ﬁw.v;,ng
Place? ite
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B TUV SUDWIUV SUD
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\iEe= & CEPTUOUKAT & CERTIFICADO # CERTIFICAT

Al

i sUD TUVBSUD TUV &UD TUV SBB TOV SUB TUV SUD MUV SUD TV SUD T#ikSUD TUMSUD TUVEL
ZERTIFIKAT & CERTIFICATE ¢

(( pAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321.01.00

Certificate

No. Q6 104060 0001 Rev. 00

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Zhejiang Yinda Biotechnology Co., Ltd.
No.1223, Hulian East Street

Changsonggang, Dongyang Economic Development Zone
322104 Dongyang City, Zhejiang Province

PEOPLE'S REPUBLIC OF CHINA

Zhejiang Yinda Biotechnology Co., Ltd.

No.1223, Hulian East Street, Changsonggang, Dongyang
Economic Development Zone, 322104 Dongyang City, Zhejiang
Province, PEOPLE'S REPUBLIC OF CHINA

tuvesud comips.cert

Production and Distribution of

Wound Plasters, Wound Dressings,

Nasal Strips, Cold Dressings (Cooling Gel Patch, Ice
Pack, Pain Relief Patch),

Hot Dressings, First Aid Kits

ENISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system (excluding subclause 7.3),
which meets the requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2020-02-19

Page 1 of 1

SH19154001

2020-02-19
2023-02-18

C@,{_\/

Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH - Certification Body * Ridlerstralie 85 » 80339 Munich « Germany



S8GS-SH-HL-NSA-T-73

SGS.

Letter of Acknowledgement

To: Zhejiang Yinda Bictechnalogy Co.,Ltd.
Attn: WangWangiu
Issue date: 26/05/2020

We hereby acknowlegde the following submissicn of testing request on personnel protective
equipment (PPE) are received and this case is being in processing upon the request of applicant.

Details of submission:
Sample Name : FFP2 Particulate respirator
Style/Model No.: 20200410
Test request: EN149: 2001+A1:2009
SGS report No.: SHHL2005518661MD

PORTANT: The ting re| HAS N ET FINALIZED and is issued in
the interim as the reguest of client who is liable for complyin: n

SGS-CSTC Standards Technical Services Co., Ltd

SG6.CHIC Sy TecniowCerices CaL el Oaﬁgmmﬁw ‘Xuhui Distict Shanghal, China 200233 £(86)400 960 9661 W S030up.com aon

Mamserof 18 G5 Groun

SRRt (M) ARAT A TUVRheinland®

FEEEEEAA TR R R
TOV Rheinland/CCIC(Qingdao)Co.,Ltd. Precisely Right.
Member of TUV Rheinland Group in Greater China

i 7R THA S Order NoJH 1 Date
Znhejiang Yinda Biotechnology Co., L. 178140576/26.05.2020
B 4R 5 ICustomer number:

2042161

TTi Page 2 of 2

Payer account no.
HHEES B T o AEE]
Payer name Zhejiang Yinda Biotechnology Co..

BB E LA Bl O — AR o T SR 19 i DUE IR I ORI T B 43 TP 5 U R, AT
HRIEHTSE R S A |

We are currently processing your request with care to satisfy your needs. For further correspondence,
please always indicate the order number. We appreciate your continued cooperation and support.

NGl | With kind regards,

HupA-El (54 HRLE
TUV Rheinland/CCIC(Qingdao)Co.,m....

(HEHALCA Valid winmeignamre)/}“[n,_ o L5V It
(AT, #¥i%H/see attachment, if any)

EAGEY, BHEFRTEER, FNEPSFEERA LK, B

Please note your new customer number after system reorganization. It islocated in
the header area of this document.

R R (V8) ARET WE TR TSG2SR, A 760100 P4 3 1AL Greater Ghina Customar Senvice Hotina:
TOV Rherland COICIOingdaciCo L. GF, Ko, 2 B No. 175 Zruzncu A (ingdan, 266101, PR Chine 188 400 8831300 /485 80019353668 (A% Mainiand Crina)
485221022 (hmw:m(ﬁﬂm
Kb TR T Greater China Service Ml
sorvice-gohuv.com

RAWE AR HS) BRED
RS EAREAE SRS A TUVRheinland®
TOV Rhomiand COIC{Qmnpdac)Co. Lt Procisely Right.

MUY Order No./H ¥ Date
1781 2020

3 1§ ¥HCustomer number:
2042151

FEPR-m (R fImRD
TOV JCo.

Ll Fu +B6 0579-86812778

ViE% Page 1012
mE®iA# Order Confirmation

WREYEA | Dear Sir or Madam,

B AR SR, R E AR T
Thank you very much for your order, which we registered as follows:

BITRLHRE Your Rel. 1 2042151-20200526

SBRLHF BN Your Date : 26.05.2020

HETFE Quotation number  : 178015862

PN HIGE Our order number  © 178140576 Piaase indicate for reforince.
AT

1 CNY 35,000.00
S CNY 2,100.00
1CNY 37.100.00

P L AR A )
Client: Zhefiang Yinda Biotechnology Co., L

H# Service: Test according to EN149:2001+ A1:2008

TR 1) (LEUBMENI40: 2001 4A1 2000k R I LIS, BTG S
. FHUCELERA . FRERRR TN TR,

J MRS ERE R IS0/1EC 170252007 AT RERTT .

Remark: 1) we cnly offer the test service according to

standardEN149: 2001+A1:2009, and issue report accordingly, CE

cortification service are not included. Ko promise for custoss

clearance use

2)the test is sub-contracted to a laboratory which cosplies with

The requiresent of ISO/IEC 170252017

/B ProductiModel. Mask
LE © 2042151

RNuE. Ny (NS HaA EEEMARNR A i i)

o BF. b 2 Bty S 173 Pt . Chmptnc, 30121, L Chir ‘n-:um-u‘—m
l"ﬂ'ﬂ‘wlﬂm

mnﬂu—

B L




5.4 2o
UNIVERSAL

CERTIFICATION

NB 2163
EU TYPE EXAMINATION CERTIFICATE

CERTIFICATION

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-736/01
Respiratory protecti g.ijg Ailtering half masks to protect against particles
Zhejiang Yinda Biotechnology Co., Ltd.

No.1223, Hulian East Street, Changsonggang, Dongyang Economic Development Zone, 322104,
Zhejiang Provinee, China

Continues to fulfil the requirements of
EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the evaluation of test reports and internal quality control audit reports according to EN
149+A1;2009 and Personal Protective Equipment Regulation (EU) 2016/425 Annex VII (Module
C2). This certificate implies that the actured products show below are in conformance with

Respiratory proteciive dev

jiang Yinda Biotechnology Co., L
Mo.1223, Hulian East Street, Changsonggang, Dongyang Economic Development Zone, 322104,
Zhejiang Provinee, China

are lested and evaluated according to

EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the type examination conducted with the evaluation of fest reports, technical file
according to Personal Protective Equipmen lation (EU) 2016/425 Annex 5, it is approved
that the product me uirements of the regulation. y

Name: FIRSTDOC Madel: YD-N2 tion

Filtering half mask
Classifieation: FFP2 NR

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category 111 product models given above, with;
e Issuing an appropriate EU Declaration of Conformily according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.
®  Ongoing successful performance in fulfilment of the requirements set out in Personal
Protective Equipment Regulation (EU) 2016/425 and harmenised standards, ensured
by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation no later than | year from the beginning of serial production
This certificate is initially issued on 0 and will be valid for 5 years, if there is no
change in the relevant harmonised affecting the essential health and safety

| SerialNr. |
FIRSTDOC/YD-N2 | FFPZNR | 2163-PPE-736

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category 111 praduct models given above, with;

e Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.

e Taking all measures necessary so that the manufacturing process and its monitoring
ensure the homogeneity of production and conformity of the manufactured PPE with the
type described in the EU type examination certificate.

This certificate is issued on 11/06/2020 a valid for one year, until 10/06/2021 if the
manufacturer makes no major chan, ‘product designs and manufacturing proce:
affecting the product perform on the essential health and safety requirement,

C€E

UNIVERS

UNIVERSAL CERTIFIC
Director

—_ Sugt KACMAZ
UNIVERSAL CERTIFICATION
Director

udulls Omraniye - ISTANBUL - TURKEY  T-+90 216 &5

UNIVERSALCERT.COM

Necip Fanl Bulvan Keyap Sitesi E2

* UNIVERSALCERT.COM




ﬂ4.21 FFP2 Product display a3 And bag design /=gt

3 L Softand comfortable
E f' - Breathable and dustproof
JF :Ic

Ear hook
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AISLAMIENTO DE
BACTERIASTARTS CON CADA
RESPIRACION

Please note:

1. This is adisposable product and should not be was-
hed for re-use.

2. Please do not use if the mask is damaged or soiled
and where the chance of contaminated air.

3. This product is for adults only.

4. Recommended usage time between 4-8 hours.

Outer layer:Non-woven fabric Filter layer: Hot air
cotton2 Filter layer: Melt-blown fabric Inner layer:
Non-woven fabric
Manufacrured in China
Product Name :Kn95 protective mask:
Material: Non-woven fabric,kn95 filter material;
Filter efficiency:=95%;
Quantity:20pieces/box;

heJiang YinDa Bi Co.Ltd
Address:1223hulian east street,changsonggand,dong
yang,zhejiang,china

Made in china

FIRSTDOC®

PARTICULATE RESPIRATOR
(FILTERING HALF MASK)

> FFP2

e g YD-N2
EN149:2001+A1:2009

- CE€ 2163

X "

FechaDe Caducdad:  Rango De Humedad Relativa
dosanosaparirdela  Temperatura:  Marima :<60%
fecha de produccion  3C-40C

Adjustable nosepiece 20
Easy breathing PCS

1: Make sure the mask is packed well before use.
2: Take out the mask with the nose clip outwards
and u pwards,and hang the ear loops on both

isdes of ears

3: Adjust the mask to eover nose and nouth to the
comfort position,press the nose
clipwith indexfinger and middle finger till it is
elose to the bridge of the nose.

® ®
€ mn L]

6l9356611520250

FIRSTDOC®

PARTICULATE RESPIRATOR
(FILTERING HALF MASK)

AR

AR YD-N2
EN149:2001+A1:2009
C€ 2163

FechaDe Caducidad:  RangoDe Humedad Relatva
dosanosapartirdela  Temperatura:  Maxima -<Ei5
fecha de produccion  TC-+40T

Adjustable nosepiece
Easy breathing
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TEST REPORT

Particulate respirator  (Filtering half

Document and
Decide
Accordance particles-Reguirements. testing. marking))

STFWT202012434

The samples were tested, the items tested meet the requi
standard for FFP2 level.

Product Name Particulate respirator  (Filtering half mask )

+ i . < The sample is not marked for reuse and does not require testing for blocking performance.
Trust  Unit Zhe]ia.ng Yinda Biotechnology Co., Ltd. The test conclusion of this report is only for the items inspected and does not mean that the

uninspected items or functions meet the requirements.
The results apply to the sample as received.

e == o B . Bhwe

Test Category Entrusted Inspection

INEHNSENIERRSEEEEnl

SU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS

@ JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
"




STFWT202012434 page 2 of 10
7.5 Material

Materials used shall be suitable to withstand handling and wear over the period for
which the particle filtering half mask is designed to be used.

Any material from the filter media released by the air flow through the filter shall not
constitute a hazard or nuisance for the wearer.

After undergoing the conditioning described in 8.3.1 none of the particle filtering half’
masks shall have suffered mechanical failure of the facepiece or straps.

‘When conditioned in accordance with 8.3.1 and 8.3.2 the particle filtering half mask
shall not collapse.

Notel: Refer to Annex A for test data.
7.6 Cleaning and disinfecting

If the particle filtering half mask is designed to be re-usable, the materials used shall
withstand the cleaning and disinfecting agents and procedures to be specified by the
manufacturer,

Note2: Non-reusable respirator.

7.7 Practical performance

The particle filtering half mask shall undergo practical performance tests under realistic
conditions.

Note3: Refer to Annex A for test data.

7.8 Finish of parts

Parts of the device likely to come into contact with the wearer shall have no sharp
edges or burrs.

STFWT202012434 page 3 of 10
7.9.1 Total inward leakage

For particle filtering half masks fitted in accordance with the manufacturer’s
information, at least 46 out of the 50 individual exercise results (i.e. 10 subjects x 5
exercises) for total inward leakage shall be not greater than:

and. in addition, at least 8 out of the 10 individual wearer arithmetic means for the total
inward leakage shall be not greater than

22% for FFP1, 8% for FFP2, 2% for FFP3

Noted: Refer to Annex A for test data.

7.9.2 P ion of filter ial

The penetration of the filter of the particle filtering half mask shall meet the
requirements of Table 1.

Sodium chloride test 95 Paraffin oil test 95 I/min
FFP1 =20% <20%

FFP2 =6% =6%

FFP3 =1% =1%

‘This report may not be published except in full unless permission for the publication of
an approved extract has been obtained in writing.

Note5: Refer to Annex A for test data.

7.10 Compatibility with skin

Materials that may come into contact with the wearer’s skin shall not be known to be
likely to cause irritation or any other adverse effect to health.

Note6: Refer to Annex A for test data.

7.11 Flammability

When tested, the particle filtering half mask shall not burn or not to continue to burn for
more than 5 s after removal from the flame.

Note7: Refer to Annex A for test data.

7.12 Carbon dioxide content of the inhalation air

The carbon dioxide content of the inhalation air (dead space) shall not exceed an
Note8: Refer to Annex A for test data.

Pass’
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7.13 Head harness
The head harness shall be designed so that the particle filtering half mask can be
donned and removed easily.

The head harness shall be adjustable or self-adjusting and shall be sufficiently robust to
hold the particle filtering half mask firmly in position and be capable of maintaining
Noted: Refer to Annex A for test data.

page 4 of 10

7.14 Field of vision

The field of vision is acceptable if determined so in practical performance tests.

Notel0: Refer to Annex A for test data.

7.15 Exhalation valve

A particle filtering half mask may have one or more exhalation valve(s), which shall

function correctly in all orientations.

If an exhalation valve is provided it shall be protected against or be resistant to dirt and
hanical damage and may be d or may include any other device that may be

necessary for the particle filtering half mask to comply with 7.9.

Exhalation valve(s), if fitted, shall continue to operate correctly after a continuous

exhalation flow of 300 I/min over a period of 30 s.

‘When the exhalation valve housing is attached to the faceblank, it shall withstand

axially a tensile force of 10 N applied for 10 5.

Notell: Valve-less respirator.
7.16 Breathing resistance

Maxi permitted
Classification Inhalation

30 U/min 95 I/min
FFP1 0.6 21
FFP2 0.7 2.4

FFP3 1.0 3.0

Notel2: Refer to Annex A for test data.

JANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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7.17 Clogging

7.17.2 Breathing resistance

Valved particle filtering half masks:

After clogging the inhalati i shall not d:

FFP1: 4 mbar, FFP2: 5 mbar, FFP3: 7 mbar at 95L/min continuous flow

The exhalation resistance shall not exceed 3 mbar at 160 L/min continuous flow
Valveless particle filtering half masks

After clogging the inhalation and exhalation resistances shall not exceed:

FFP1: 3 mbar, FFP2: 4 mbar, FFP3: 5 mbar at 95L/min continuous flow

1173 P of filter

Sodium chloride test 95 | Paraffin oil test 95 l/min

FFP1 =20% =20%
FFP2 =6% =6%
FFP3 =1% =1%

Noteld: Non-reusable respirator.
7.18 Demountable parts N/AM

All demountable parts (if fitted) shall be readily connected and secured, where possible
by hand
Notel4: No demountable parts.
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Result
Sodium chloride test{95L/min)
‘No mechanical failure 2.05
No mechanical failure 2.09
No mechanical failure ] 2.14
‘No mechanical failure 221
‘No mechanical failure 230
No mechanical failure 237
No mechanical failure 2.53
‘No mechanical failure 261
Individual exercise result 2.48
47 out of the 50 individual exereise results < 11% Paraffin oil tesi(95L/min)
47 out of the 50 individual exercise results <11%
47 out of the 50 individual exercise results < 11%
47 out of the 50 individual exercise results <11%
47 out of the 50 individual exercise results < 11%
47 out of the 50 individual exercise results <11%
47 out of the 50 individual exercise results < 11%
47 out of the 50 individual exercise results <11%
47 out of the 50 individual exercise results < 1%
47 out of the 50 individual exercise results <11%
| wearer arithmetic means
9 individual wearer arithmetic means< 8%
9 individual wearer arithmetic means< 8%
9 individual wearer arithmetic means< 8%
9 individual wearer arithmetic means< 8%
9 individual wearer arithmetic means= 8%
9 individual wearer arithmetic means< 8%
9 individual wearer arithmetic means< 8%
9 individual wearer arithmetic means< 8%
9 individual wearer arithmetic means= 8%

-
ax

-4 B A -

1
E

5.48
5.41
5.52
5.53
5.61
5.59
5.82
5.74
5.69
No irritation or any other adverse effect to health
Nao irritation or any other adverse effiect 1o health
Mo irritation or any other adverse effect o health
No irritation or any other adverse effect to health
No irritation or any other adverse cffect to health
No irritation or any other adverse effect to health
No irritation or any other adverse effect to health
o irritation or any other adverse effect to health
No irritation or any other adverse effect to health
No irritation or any other adverse effect to health
Didn’t burn
Diidn‘t bum
Didn’t burn
Didn™t burn

kL

-
=
£

24
X
344
s
Io#
o4
10#
114
124
13#%
14#
154
16#
174
184
374
84
30
A0
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As received

Head hamess can be donned and removed easily, adjustable and have
sufficiently robust to hold the particle filtering half mask firmly.

Head hamess can be donned and removed easily, adjustable and have
sufficiently robust to hold the particle filtering half mask firmly.
Head harness can be donned and removed easily, adjustable and have
sulliciently robust to hold the particle filtering half mask firmly.
Head harness can be donned and removed easily, adjustable and have
sufficiently robust to hold the particle filtering half mask firmly.

Head harness can be donned and removed easily, adjustable and have
sufficiently robust to hold the particle filtering half mask firmly,
Temperature conditioned

m|g (N | |F|m|S |0 |= |+ |m|D O3>

Head hamness can be donned and removed easily, adjustable and have
sufficiently robust to hold the particle filtering half mask firmly.

sufficiently robust 1o hold the particle filtering half mask firmly.

Head harness can be donned and removed easily, adjustable and have
suficiently robust 1o hold the particle filtering half mask firmly.

Head harness can be donned and removed easily, adjustable and have
sufficiently robust to hold the particle filtering half mask firmly.
Head harness can be donned and removed easily, adjustable and have
sufficiently robust to hold the particle ffltering half mask firmly.
‘Passed the practical performance tests
Passed the practical per tests

A
B
C
D
E
A
B
C
D
E
A
B
C
D
E
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Result

Inhalation
30Umin | 95 Umin
Temperature conditioned

0.4 1.6
0.4 1.6
0.4 1.6
0.4 1
0.4 1.6
0.4 1.6
0.4 1.6
0.4 1.7
04 1.6
0.4 1.6
0.4 1.7
0.4 1.6
0.4 1.6
0.4 1.6

E 0.4 1.6

Slnis|»|m|g(a|e|(>|m|o|(a|=]|>

A: facing dircetly ahead

B: facing vertically upwards
C: facing vertically downwards
1): Iying on the left side

I: lyving on the right side

Remarks : M.S.: Mechanical strength; T.C.: Temp ¢ condi g: N/A: Not applicable

Original Sample
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Points For Attention

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

Official Seal Of The Institute.

. The Reproduction Is Invalid If Without Being Confirmed By The Test Report

Special Seal.

. This Report Is Invalid If Without Signature Of The Major Tester And The

Examiner And The Approver.

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

Huhik: THRAZEM TR R BTl HE A 166 5
Add: Lingang Road 166, Lingang Economic Park , Gaogang, Taizhou.Jiangsu
HiE ( Tel ): 0523-86989959
052386989939
HE4R ( Post ); 225300
FihE ( Web ): www jstfzx.com
R4 ( E-mail ): 1735889887 @qq.com
WG (Complain Tel): (1523-86989901
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Welcome new and old customers to VISIt our business negotiations,
win-win cooperation!

Thanks!



	1 、大 国 风 范 ， 国际标准。 
	产品品质-包装-彩盒-外箱均可谈
	产线规划150条
	占地12000平方米，厂房30000平米，现代化产业基地50 

	　  Factory Views 园区办公环境图
	目录
	银达生物简介
	资质与证书
	02
	医用口罩

	03
	       KN95防护口罩



