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Product Parameters

Fétandard size/Earloop

Individual Package

Clean & Hygienic

D)
N
ull]
il

Product Name: PRD Protective Masks

Main Material: Nonwoven Fabric, Meltblown Fabric,

Needle-punched Cotton

Execution Standard: GB2626-2006 / EU 149:2001 +A1:2009

Expiration Date: 3 Years

See the packaging indication for production batch number

and expiration date.

Manufacturer: DONGGUAN LEIHUO MEDICAL DEVICE CO. LTD
M: 2F, Building B & 3F, Building D, No.30 Zhonghe Industrial
Park, Liusha, Puning city, Jieyan city, Guangdong, Province

Place of Production: Dongguan Guangdong
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' PROTECTIVE MASK

GB2626-2006 (Civil Grade)

Model: LH-KN95(KHA)
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SPECIFICATIONS

MASK

(Independent Packages)

Size:10.7x16cm
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1.The overall appearance of the mask is not damaged or seriously nolfuted
2. The headband is not damaged and has good elasticity.

i iThe nose clip is not damaged or broken.

GB2626-2006
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40 pcs/Box
Size:16x13x23cm

. P
23cm SN 40P‘

MEANS:L*W*H
69*37*27CM
G.W:5.3KG
N.W:3.2KG

1 CASE: 10 boxes
1 BOX: 40pcs

1 CASE: 400pcs




Product Parameters

New & Good Materials, No Secondary Pollution

Multi-effect Protection & Filtration

4 Layers of Protection
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Nonwoven Fabric
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Meltblown Fabric

eedle-punched Cotton

Nonwoven Fabric




Product Parameters

Product Name: PRD Protective Masks

Model: LH-KN95(KHA)

Main Material: Nonwoven Fabric, Meltblown Fabric, Needle-punched Cotton
Protection Level: N95

Execution Standard: GB2626-2006 / EU 149: 2001 +A1: 2009
Expiration Date: 3 Years

See the packaging indication for production batch number and expiration date.
Manufacturer: DONGGUAN LEIHUO MEDICAL DEVICE CO.,LTD

Address: Dongshan Yongshenglu No.47 Room 101, Qishi Dongguan,
Guangdong, 523500, China

Place of Production: Dongguan Guangdong

Precautions

1. If the package is damaged, it is forbidden to use the mask. It is limited to
respiratory protection against non-oily particles only.

2. It is recommended to store in a dry, ventilated, non-corrosive gas
environment below a humidity of 80%, Keep away from ignition sources
and flammable materials.

3. This product is not applicable to special industries such as anoxic
environment, underwater operation, fire control and industrial dust protection
or to respiratory protection of infants.

6. If a mask is damaged or you feel the respiratory resistance is obviously
increased, replace it in time.

7. In case of any discomfort or adverse reactions during use, discontinue
useimmediately.

8. Do not reuse.

e —
Nonapplicable Scenes @ e &
- Nonapplicable Scenes
- Do not use in an environment above 50°C.
* Do not use in an environment with an oxygen
content of less than 20%.

+ Do not use in a toxic gas environment. - =
- Not recommended for children, pregnant 6 "~ 973084 740084

women or the elderly. MADE IN C.C.T



4. Use both your hands to adjust the shape of the nose clip. Place
your fingers in the middle of the nose clip and press it inwards

1. Open the mask to make the nose clip

at the top, and pull the ear straps with , : Bl ; rds
both your hands. yvhrle moving your fmgetmps along both sides of the nose clip until

it is pressed to fit the bridge of your nose.
"""""""""""""""""""""""" (Making the nose clip get a seal with only one hand may affect the
2 .Hold the mask against your chin to tightness of the mask).

completely cover your nose and mouth.
5. Cover the mask with your hand and exhale vigorously. If you feel

--------------- _- . the air escaping from the nose clip, it is required to tighten the nose
3. Pull the ear straps behind your ears and clip; if the air escapes from the edge of the mask, readjust the
adjust them to make you feel comfortable. headband to ensure tightness.

Inspection Method

Before use, check whether the package of the mask is damaged and the
components are intact. In case of any stain or damage, discontinue use
immediately. Before entering the work area, it is required to check the air
tightness of the mask. If you feel a leak, please wear it again according to
the instructions for how to wear a mask. You can enter the work area only
after feeling no leak.(If you feel the respiratory resistance is obviously
increased or the mask falls short of the standard for use, it is recommended

to replace the mask immediately.)

KN 9 5 GB2626-2006 This dust mask is used to prevent
(Civil Grade) non-oily suspended particles.

FFP2 | N95 Filtration Efficiency =>95%.

Do not use if package is damaged!
Please refer to the manual before q ‘S
use and use a mask correctly! r
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CELAB®

Via Maira snc
04100 Latina
ltaly

celab @celab com

Certificate Number UCN 1 B02759487332
Job 1 29230

Date of Issue 1 2020-03-21
Certificate valid up to 1 2024-03-20
Brand Name . Leihuo

Type : Protective masks
Model N . LH-KN95

Manufacturer : Dongguan Leihuo Medical Device Co., Ltd.
Address : Dongshan Yongshenglu N0.47 Room 101, Qishi, Dongguan,
Guangdong China

Standard Used : EN 14683:2005

Conclusion :

After inspection of the technical documentation issued by the customer, and in his request, we express our
apinion that the product meets the technical requirement of the following directives and standards:

93/42/EE C Medical devices (MDD)

This opinion is only valid for the directive, the equipment and configuration described, in conjunction with the
test data detailed above and with compliance with all applicable legal requirement for the product .
The following manufacturer documents was inspected:

Presence of Declaration of conformity template vV OK |
Presence of test report using standards as indicated in the declaration of conformity v OK
Test report reference : HTT202003147LR

Presence of c € symbol in the product label. v OK
Presence of instruction manual v OK
Use of valid Harmonized standard in the declaration of conformity v OK
Presence of product description in the technical construction file v OK

Copyright of this Certificate is owned by CELAB® ltaly and may not be reproduced other than in full and with the
prior approval of the General Manager. Use of this certificate is subjected to Celab regulation available on Celab
web site.

Check the authenticity of this certificate and related information before use in the web site
www.celab.com introducing the UCN number in the ‘Check document authenticity’ area. You will see
copy of this certificate and regulation on certificate use. This document is released only for scope
allowed by laws- Do not use this document without full under standing of regulation.

Massimiliano Bentoldi

; ) L L
General Manager — CELAB Y ) Do s DN
www.celab com

www.celabieom

Doc 121 Voluntary Certificate rev 3.32



¥ CERTIFICATION OF FDA REGISTRATION
88 This certifies that:
.3.: DONGGUAN LEIHUO MEDICAL DEVICE CO., LTD.

Dongshan Yongshenglu No.47 Room 101, Qishi
Dongguan, Guangdong, 523500, CHINA

has completed the FDA Establishment Registration and Device Listing with the US Food & Drug
Administration, through

Shenzhen CCT Testing Technology Co., Ltd.

Owner/Operator Number: 10063202 m

Device Listing#:
Listing No | Code Device Name Proprietary Name
D375637 KHA MASK, SCAVENGING | KN95 Mask, Disposable Mask

CCT will confirm that such registration remains effeclive upon request and presentation of this certificate until the end
of the calendar year stated above, unless said registration is terminated after issuance of this certificate. CCT makes no
olher representations or warranlies, nor does this cerlificale make any representations or warranties to any person or
enlity other than the named certificate holder, for whose sole benefit it is issued. This cerlificate does not denote
endorsement or approval of the certificate-holder's device or establishment by the U.S. Food and Drug Administration.
CCT assumes no liability to any person or enlity in connection with the foregoing.

Pursuant to 21 CFR 807.39, "Registration of a device establishment or assignment of a registration number does not
In any way denote approval of the establishment or its products. Any representation that creates an impression of official
approval because of registration or p sion of a registration ber is misleading and conslilules misbranding.” The
U.S. Food and Drug Administration does not issue a certificate of registration, nor does the U.S. Food and Drug
Administration recognize a certificate of registration, CCT is nol affiliated with the U.S. Food and Drug Administration.

Shenzhen CCT Testing Technology Co. Lid Chief engineer
W www. lda-test.com  E: fdagpida-lestcom Issued: 03/18/2020
T.4008788-298 T 8675536916737 Expiration Date:12/31/202

Web: hitp:/iwww.fda.gov  Tel: 1-888INFO-FDA (1-888-463-6332)  e-mail: webmail@oc.fda.gov
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