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Certificate

ICR Polska/CE/V/01RE579

Name and address of Fujian Jianjie Medical Devices Co.,Ltd

No.58 Xihuang Village, Hushi Industrial Park, Xiuyu District, Putian
City Fujian Province China

Name and address of Fujian Jianjie Medical Devices Co.,Ltd

No.58 Xihuang Village, Hushi Industrial Park, Xiuyu District, Putian

certificate owner:

manufacturer:
City Fujian Province China
Product name: Disposable protective mask
Product types: Disposable face masks for civilian use N95 KN95
Product trademark: N/A

« This certificate confirms that the product meets the requirements of the following standard
« The conformity was demonstrated based on following standard(s) listed by European Commission
as harmonized with Regulation 2016/425

EN 149:2001+A1:2009

The certification has been carried out in accordance with individual rules and conditions agreed with
the applicant. Evaluation has been carried out in accordance with:

Test report(s) No.: MNK20200320359R

Test conducted by: Shenzhen MONLKA Technology Co.,Ltd
Certificate issue date: 01.04.2020

Expiration date: 31.03.2025

NOTE:

e This certificate refers to the above mentioned product and its conformity in regards of above
mentioned standard(s) was proven on test sample

« This certificate does not imply meeting all essential requirements, assessment of the
series-production or any other restricted Notified Bodies conformity assessment procedure
appropriate for the product

e This certificate holder shall use this certificate in connection to declaration of conformity and
technical data relevant for the product the certificate was issued

Certificate modifications: n/a

ICR Polska Co. Ltd.
Plac Przymierza 6 Director: Rafat Kalinowski E E

03-944 Warsaw
www.icrpolska.com

e-mail: icrpolska@icrga.com Warsaw, 01. 04. 2020 Ea _




Certificate of Confrmity
NO.: 10065603

This is certifies that:
Applicant : FUJIAN JIANJIE MEDICAL DEVICES CO.,LTD

Address No.58 Xihuang Village, Hushi Industrial Park, Xiuyu District

Putian, FUJIAN, 351100, CHINA

Manufacturer - FUJIAN JIANJIE MEDICAL DEVICES CO.,LTD
AddreSs No.58 Xihuang Village, Hushi Industrial Park, Xiuyu District
Putian, FUJIAN, 351100, CHINA

Device Listing : D381802 (Respirator, surgical)
EUT : Disposable Protective Mask, N95/KN95 Mask

Models : Disposable Protective Mask, N95/KN95 Mask

Test Standard : Food and Drug Administration Regulation

This certificate is affirms that the above stated facility is registered with the U.S. Food and Drug Administration
pursuant to the Federal Food Drug and Cosmetic Act, such registration having been verified as effective by Shenzhen
Monlka Technology Co.,Ltd as of the date hereof, and Shenzhen Monlka Technology Co..Ltd will confirm that such

registration remains effective upon request and presentation of this certificate until December 31, 2020. Registration

information can also be found on the FDA website, it can be found by enter the company name, registration number,

administrator number, product model, etc. The website is

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRI/rl.cfi

ED

Shenzhen MONLKA Technology Co.,Ltd
Building A. B ,Baoshi Science & Technolt

P.
www.monlka.cnes, Tel:0755-23345400
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Zhejiang Light Industrial Products Inspection and Research Institute
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National Textiles and Garment Quality Supervision Inspection Center(Zhejiang)
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DECLARATION

dence and honesty of mspection, and is responsible for the results of
ting party confidential and at the same time protecting the ownership of

1. Our organization gu:a
inspection, keeping the
the samples supplied.

2. The test report will be deemed invalid 1gna fthe inspector/reviewer and authorized personnel, and the red
special inspection stamp of our organizati
3. The test report will be mvalid if it is altered. Copis e invalid without the red special inspection stamp of our

organization.
4. The test results shown i this report are applicable only to the samp!

5. All the pages of the report are integral parts of the rep
misunderstanding or other results caused by using separate page(s)

will not be responsible for any
6. If there is any dissent of the report, the entrusting party shall notify our or; ly. For.the mandatory inspection
given by govemmenlal administration departments, and dissent about the sample st results on the report
shouh*ieah with in accordance with national regulations.
\
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by customers.

The Affiliated Inspection Centers

i ST BB B Ak RIS 0571-
Zhejiang Ligut Indy strial P nspectionandResearchInstitute Telephone: 057 669
05 SR i, B R 5 CHFTE)

an ision Inspection Center(Zhejiang) E-Mail: 1137907994(@qq.com
Address: Building No.6, 300

1 5 3R A B e bl G
National Center for Quality Supervision Inspecti
WL %N % 4 B S R iR 3 eh O
Zhejiang Center of Quality Test for Indoor Safety and E-Mall 2047699564(@qq.com

Huhlk: WL ABUMN T ARBUX RS — 8% 1 SR k Hkl ‘73
Address: Building 4 LiangZhu University Science and Technol

JingYi Rd, Yuhang District, Hangzhou, Zhejiang
WA 5 1 2 ™ b RS0 o s
Zhejiang Center of Quality Test for Light Industry and Hardware Products
WL P P R )

Zhejiang Center of Quality Test for Sports Products
Sodik: WA BUM T PG X K H 1l 222 45 3 Sk
WA B T RBUX RE BT — 8% 1 5 R R 3 S
Address: No. 222 Tianmushan Rd., Hangzhou, Zhejiang
Building 3 LiangZhu University Science and Technology Park, No.1,
JingYi Rd., Hangzhou, Zhejiang

, Zhejiang

kA 1S 0571-89009556
Telephone: 0571-89009556

P 2 L™ i A R B0 ehls IR R HiE: 0571-85027738

National Center for Qualit Supemsnon Inspection of Lock(Zhejiang) Telephone: 0571-85027738
ﬁﬁﬂ%iﬁﬁ?%ﬁﬁﬁ&g by

Zhejiang Center of Quality Test for Lock Products E-Mail: Locktest@126.com

Hudik: WRILAE UM i 24 5
Address: No. 24 Tangmiao Rd., Hangzhou, Zhejiang

9 EN 2 FAR S A hup://www.zjttj.cn:807 FUFHIE: 0571-85023552
Online Business-Reception/Report Inquires: http// www.zjttj.cn:807 Complaint Tel: 0571-85023552
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product name] Protective Mask (NON-MEDIC Al
[product specification] 140mm*SOmm* 140
lexecution standard] GB2626-2006 KN95
product structure and composition]
nsists of mask body, plastic nose strip and mack
3skbody consists of four layers of inner and outer
1-bonded non-woven fabric, intermediate [ayer
sprayed non-woven fabric and electrostatic cottor
[production date] see the packaging code
[validity] 24 months
[Manufacturer] Fujian Jianjie Medical Device
[Production Address] Hushi Industrial Park Hu
Xiuyu District,Putian, Fujian,China.
[Storage conditions]
Avoid direct sunlight, avoid high temperature and humic 1. ronment
[notes]
Disposable products, do not use twice only for civil use
scope of application]
Suitable for protection against all non-oily kinds of particulate matter
[method of use]

L. Face the face mask without the nose clp, hold the two ear bands by
two hands, keep the nose clip above the mask.

2Pyt on the mask, put your jaw inside the mask, pull the ear bands
benind ears,

3. Adjust the mask to a comfortable position and make it it your cheex

4 Press the nose clip with your index and middle fingers from both
hands, tll the nose clp fit your nose.

5. Do the conduct air tightness test.
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Jianjie Medical Dev es Co.l!
. EREitEEl 5 )
production Address Hushi Industr al Park,
Hushi Town,Xi District,Putian janChina
ot :

b=l
Batch No: §FHS 202005¢
PmduclionDaleEfEii 2020%5B4E




