Eldobhato szajmaszk

Multi-layer protection
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Easy to use

1.Jellemzok:

1, Anyag: Nem szOvétt Polipropilén

Skin affinity
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Packaging can be customized

2, Méret: 17,5x9,3cm, 17,5x9,5cm, vasarld igénye szerint.
3, Szin: Fehér, zold, kék, rézsaszin, sarga, szirke (tovabbi szinek is elérheték).

4, Stilus: Elasztikus fiilpantos.

5, Réteg: Altalaban 3, 2 és 4 réteg(i.

6, Orrnyereg: 1 vagy 2 aluminium csikkal
7, Gazdasagos, konny(, Nem irritald, Kényelmes
8. Megvéd a baktériumoktol, portél vagy kdhogéstél
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Human face design

Multicolor optional



1). A szrémaszkok csokkentik az influenza atterjed6 virusokat és baktériumokat, és
megakadalyozzak baratait, csaladtagjait €s masokat a hidegtdl.

Filter masks help reduce the viruses and bacteria that transmit the flu and keep your friends,
family and others from contracting the cold.
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2. The product uses non-woven fabrics such as ultrasonic heating, spot welding and tape
production processes, cellulose and paper / co-carbon steel aseptic for single use.
Dustproof, breathable, hypoallergenic and sterilized. They block dust and microorganisms
without causing stress or anaphylactic reactions to last through. The smooth fabric uses
reduced fabric falloff wash-free maintenance-free, convenient, practical, safer and healthier.

3-layer of Defense

= l;s‘— PP non-woven fabric

Polypropylene melt-blown
non-woven fabric
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e PP non-woven fabric

Invisible and Adjustable
Nose Clip
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High Elasticity Ring Ears

Miszaki adatok:



Termék

BFE99 Meltblown Cloth Antibacterial

Anyaga

Non-woven fabric

Végrehajtasi eléirasok YYKZ20200201
Garancia 9.5%17.5cm
Garancia 1year

Tarolasi kovetelmények

relative humidity not exceeding 80%
non-corrosive gas and Well-ventilated
room to avoid high temperature;

Kiszerelés

50pcs

Szallitasi id6

according to the order qty),normally are
in stock.

3. Csomagok:  Packages Can Be Customized
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Certificate — Ceptndoumkar —

Certificate of Compliance

No. OP2003 1 0.HETOO 40
Technical Construction File no. TPHMN20030921 990

Certificate’'s Hunan Jinhai Medical Equipment
Holder: Co., Ltd.

No.203, A1 E Center, 8 Xiangtai Road, Liuyang
Economic Development, Hunan Province

Certification ECM
Mark:

Product: Disposabie face mask
Model(s): YX001, YX002, YX005, YX007, YX9001, YX9501

Verification to: Standard:
EN 149: 2001+A1:200%

related to CE Directive(s):
R 2016/425 (Personal Protective Equipment)

Remaork: The product(i] hos been veirllled on a volunlary bass, The produc i) salisfies the reguirements ol
he Cerfificolion Mok ol ECM, Iin relerence 1o the above hied Slondard(1]. The above Complionce Mok
coan be alfmed on the product(s] accordingly to the ECM mguialion aboul is mdeame ond its tse. The
reguiciion con be lound ol www enlecesmail, Ths Cerlificale of Complonce ton be checked for valicily
ol www efilecermall

This veriicalion doesn 'l mply asseament of the produchion ol the produchis)

Addifional informafion. clarification about the €€ Manding
We aftest that a ICF for the C€ Morking process 5 in ploce. Whemeas the
kanufocturer B Responsible o start the CE Marking Cerfificotion PFrocedure through
an appointed Nolified Body and the perform all the necesiary oclivilies. os requinod
by tha Direclive and occeplad by the Nofiflied Body, belore plocing the CE mark on
Ihe produsct(s).

Date of ssuwe 10 March 2020 Expiry date OF March 2025
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Enle Certificazione Macchine S
via Ca’ Bella. 243 - Loc. Castelio di Seravale — 40053 Valiomoggio (BO) - TALY
| +39 051 4705141 & +39051 4705154 info@entacerma.lt & www.entecemma it




TEST REPORT

Report No: CMAT2020031901C  Date: Mar.19,2020

Applicant : Hunan Jinhai Medical Equipment Co.,Lid

203#, Building A1, Changsha E center,18 XiangTai Rd., Economic & Technical
" development park, Liuyang, Hunan, China

Hunan Jinhai Medical Equipment Co. Ltd
203#, Building A1, Changsha E center, 18 XiangTal Rd., Economic & Technical
development park, Liuyang, Hunan,China
The following samples were submitted and identified bylon behalf of the client as-
Sample Name +  Medical mask
Brand: o

S — . PM-G-D-D ( asepsis) ,PM-G-D-DF( Non-sterile), PM-G-D-S

(asepsis)
PM-G-D-SF ¢ Non-sterile) . KN95ar-loop face mask / medium size

!
Model May Cover

Sample Received Date Mar. 10,2020
Testing Period +  Mar. 11,2020~ Mar. 19,2020

EN 14683:2019 Medical face masks-Requirements and test methods

LS e Medical devices Directive 93/42/EEC

Test Result Tests requested in accordance to client requiremeant

Note: 1.The ambient temperature of the test environment: 22°C

Tan dve 2.1 Ton
Report compiled: Report issued; | '

Yan Luo / File administrators Lilw Jian / Technique principal




TEST REPORT

Report No: CMAT2020031901C  Date: Mar.19,2020

Iestresult:

Classification

Medical face masks specified in this European Standand are clissified
it two types (Type Land Tvpe 1) according to bacterial fltration
cfficiency whereby Type 11 is further divided according to whether or
not the mask is splash resistant. The 'R signifies splash resistance.

Reguirements

Geeneral !

Matcrials and construction According to the
The mical face mask 1= a medical device, generally composed of a documents provided by
filter lnyer thut is placed, bonded or moulbetween layers of fabric. The | the manufacturer and
medical face mask shall not disintegrate, split or tear during intended visual inspection, judged
use. In the selection of the filier and layer materials, attention shall be o meet the clause of the
paid o cleanlingss standard
Design

The medical face mask shall have a means by which it can be fisted
closely over the nose, mouth and chin of the wearer and which ensures
that the musk fits closely at the sides.

According to the
documents provided by
the manufacturer and
visual inspection, judged
to meet the clause of the
standard

Medical face masks may have different shapes and constructions as
well as additional features such as  face shicld (o protect the wesrer
agains splashes and droplets) with or without mnti-fog function, om
nese bridge (1o enhance it by conforming W the nose contours).

Performance requirements




TEST REPORT

Report No: CMAT2020031801C  Date: Mar.19.2020

General
All tests shall be curmied out on finished products or sumples cut from

finished products.

Bucterial filtration efficiency (BFE)

When tested in accordance with Annex B, the BFE of the medical face
mask shall conform to the minunum value given for the relevant type

in Table 1.

For thick and rigid masks such as rgid duckbill or cup masks the test

method may not be suitable as a proper seal cannot be maintained in
the cascade impactor. In these cases, another valid equivalent method
ghall be used to determine the BFE,

When a mask vonsisis of two or more areas with differemt
characteristics or different layer- composition, each panel or area shall
biested individually. The lowest performing panel or area shall
detcrmine the BFE value of the complete mask.

Breathability

When tested in accordance with Annex C, the differential pressure of
the medical fice mask shall confiorm to the value given for the relevant
type in Table 1.

If the use of a respiratory profective device as face mask is required in
an operating theatre and/or other medical setiings, it might not fulfil the
performance requirements with regard to differential
pressure as defined in this Enropean Standard. In such case, the device
should fulfil the requirement as specified m the relevant Personal
Protective Equipment {PPE) standandis)

Splush resistance

When tested in accordance with 150 22609:2004 the resistance of the

medical face mask w penetration of splashes of liquid shall conform 1o
the minimum valse given for Type IR in Table 1.




TEST REPORT

Report No: CMAT2020031801C Date: Mar.19,2020

Microbul cleanhiness | Bioburden)

When tested according to EN 150 11737-1:2018 the bioburden of the
medical mask shall be = 30 CFU/g tested (sec Table 1)

To determing the mask's bioburden according to EN 150
11737-1:2018, refer to the procedure as deseribed in Annex D.

The mumber of masks that shall be tested 15 mmmmum 5 of the same
batchilot,

Other test conditions ss described in EN IS0 11737-1:2018 may be
applied.

In the teat report, indicate the total bioburden per individual mask and
based on the mask weight, the total bioburden per gram.
Biocompatibility

According 1o the definition snd classification in EN 150 10993-1:2009,
& medical face mask is 4 surface deviee with limited contact, The
manufacturer shall comlete the evaluation of the medical face mask
according to EN [SO 10993-1: 2009 and determing the applicable
toxicology testing regime. The results of esting should be documented

sccording (o the applicable parts of the EN 150 10993 series. The test
results shall be available upon request.
Summary of performance reguirements




TEST REPORT

Report No: CMAT2020031901C Date: Mar.19,2020

Page: 5 of 6

Table 1 — Performance requirements for medical face masks

Test Typel+ Type Il Type IR
Harterial filration
#Miciency (BFEL (%)
Dufferential pressure
[Pa/em?)

Splath resstance
prewsure (iPa)

Micrubial ¢ lvanliness
(cha/g)

¢ Type | mvedival fece masks shosbd omby be used lor petients and other persom o
redmr Bee ridh of ipresd of infectoms paticelarly o epsbemic of pasdemic
sifuatisny. Type | masks are pot imiended for use by bealthcare professionals o s
aperating faom of inather medical witings with ssdar tegeersmenis

95 t L] 9

=40 < il =60

Mot Pequired 2180

=30 =310 s30

Marking. labelling and packaging

Annex I, §13, of the Medical Devices Directive (93/42EEC) or Annex

I, §23, of the Medical Device

Regulation (EU) 2017/745 specifies the mformation that should be

specificd on the packaging in which

the medical face mask is supplied.

The following information shall be supplied:

a) number of this Furopean Standard:

b} b) type of mask (as indicated in Table 1)

¢) EN 150 §5223-1:2016 and EN 1041 :2008+A1:2013 should be
considered.

According to the
documents provided by
the munufacturer and
visual inspection, judged
o mieet the clause of the
standard




TEST REPORT

Report No: CMAT2020031901C Date: Mar.18,2020
Sample image:






