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PROFILE

Wenzhou Weisiqi Technology Co.,Ltd It is a combo of high-tech enterprise with more than 30
years of domestically medical device design, research and development, manufacturing, branding
and sales.

Based on15000 square meters, the factory has a 100000 class purification workshop on 2500
square meters, two imported Spun laced non-woven production lines, dozens of supporting deep
processing equipment, with 5000 tons of annual production capability and deep processing for
producing various high-end functional Spun laced non-woven fabrics, mainly producing various
sanitary cleaning products, personal care sanitary products, baby care products, daily use sanitary
products, medical dressings, etc. The company adheres to the business philosophy of "making life
more simple", serves customers with high-quality products and returns to the society. In the past
20 years, through unremitting efforts, 70% of its products are exported by itself and sold to the,
Japan, South Korea and other countries and regions.

SHARPOWER is our exclusive partner for GCC & Europe Countries, and we aim to provide
products with high quality to the customers in order to serve the society.
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| CERTIFICATION

c € DECLARATION OF CONFORMITY

ACCORDING TO THE
REGULATION (EU) 2017/745
Who we are File. No.: C200416252C
what we do Manufacturer : Wenzhou Weisigi Technology Co.,Ltd,

East of the first floor of the industrial plant in block 27, phase 2,
China xie du industrial park, Fengmen street, Lucheng district,

ertification list Wenzhou city, Zhejiang province, China 325000

Product : Disposable Face Mask

Model : WSQ-001

Classification : Class | medical device

According to Annex VIl of Regulation (EU) 2017/745
Date of Manufacture : Apr 2020
C E European Authorised : 3AInno UG(haftungsbeschrankt)
Representitive Eisfelder Str. 12, D-96450 Coburg, Germany

SlS = Tel: +49 8803 8919981
C e rt I fl C a t I O n ET'naII: Zainnoug@gmail.com
Harmonised Standard  : EN 14683:2019

which Comply With Medical face masks. Requirements and test methods
Type |

The manufacturer declares under his sole responsibility that the above product under normal
conditions of use and determined by the manufacturers Conditions is secure and all necessary
legal conditions and Reguirements fulfilled. The product is a medical device that is unique Use
is intended and only corresponds to the manufacturer's instructions.

The manufacturer declares that he has taken all necessary measures to ensure that the
Conformity of the prod placed on the market with the technical documentation and ensure
the basic requirements for this type of product.

Wenzhou Weisiqi Technology Co. Ltd.

ISSUED DATE: 26 APR 2020
EXPIRED DATE: 25 APR 2021
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@e o create solutions

REGISTRATION NOTIFICATION

Who we are
of Competent Authority
According to
what we do Medical Device 93/42/EEC(MDD) and MDR Regulation (EU) 2017/745

Reference number: ERA-DE-20200430013

ertification list Issued Date: 30 April, 2020

This certificate will be automatically void if the Notification is rejected by the EU Authorities or upon
termination of the EAR.

This is certified that, According to Medical Device 93/42/EEC (MDD) and MDR Regulation (EU)
2017/745, and the party below accepts the appointment to be the Authorised European
Representative for product which listed in attached agreement between below manufacturer and the
party below:

Registration of
province, China 325000

C E Manufacturer: Wenzhou Weisiqi Technology Co.,Ltd.
Address: East of the first floor of the industrial plant in block 27, phase 2, China xie du
industrial park, Feng street, Lucheng district, Wenzhou city, Zhejiang
Notification
Authorised European Representative: 3A Inno UG(haftungsbeschriinkt)
Address: Eisfelder Str. 12, 96450, Coburg, Germany

The Manufacturer declares that Medical Device complies with European Regulations, Rules and
Standards including but not limited to

Medical Device 93/42/EEC(MDD) and MDR Regulation (EU) 2017/745

The European Databank on Medical Devices (EUDAMED) is established as of May. 1, 2011, the
German Institute of Medical Documentation and Information (DIMDI) is notified of the
manufacturer's Medical Devices and has allocated registration numbers shown in:

Disposable Face Mask, UMDN Code: 12-458
Registration number: DE/CA64/00161732

Where the manufacturer affix the CE marking to the product listed they must ensure that all the
requirements of the appropriate EU directive(s) and standards have and continue to be met.

™

B g > European
i i, EA Association
szsssiiiiitiiinge: AR of Authorised
\ Representatives
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FDA

Certification

e,
N
Fiscal Year 2020
FDA REGISTRATION CERTIFICATE

Certificate Holder:

WENZHOU WEISIQI TECHNOLOGY CO., LTD
East of the First Floor of the Industrial Plant in Block 27, Phase 2, China Shodu
Industrial Park, Fengmen Street, Lucheng District
Wenzhou, Zhejiang, 325000, CHINA
has completed the FDA Establishment Registration (as manufacturer , foreign
exporter, contract manufacturer ) and Device Listing with the US Food & Drug
Administration.

Registration Number: N

Owner/Operator Number: 10071062
Device Listing:

Device# Product Codes Device Name

ACCESSORY, SURGICAL APPAREL
D394511 Lyu (Facemask, Disposable Mask,
Disposable face masks for civilian use)

Registration Expiration Date: ~ 2020-12-31

J&F TECHNOLOGY SERVICES LLC has verified and declares that the above stated
facility is registered with the US Food & Drug Administration, Center for Drug
Evaluation and Research, Office of Drug Registration and Listing pursuit to the Code
of Federal Regulation 21 CFR 207, on the data state above, and makes no other
representations and warranties, nor does this certificate makes other
representations and warranties to other person or entity other than the name
certificate holder, for whose sole benefit it is issued. J&F TECHNOLOGY SERVICES LLC
assumes no liability to any person or entity in connection with the foregoing. J&F
TECHNOLOGY SERVICES LLC is a private registration agent and is not affiliated with
the US Food and Drug Administration.

J&F TECHNOLOGY SERVICES LLC.
2424 Morris Ave 818 Union
NEW JERSEY 07083

United States




CERTIFICATION

412012020 Confirmation Page

& @nelplindex.html)

DRLM Home (mainMenu.htm) > Register a New Medical Device Facility

[ v Facility ] l v Products Listing ]

WhO we are Registration Confirmation

Facility: WENZHOU WEISIQI TECHNOLOGY CO., LTD, Wenzhou, Zhejiang, CHINA

what we do

You have successfully entered your facility registration and device listing information. You should print a copy of this page for your records.

Listing numbers appear below for the products or at this facility.
. f‘ M | . Asa per, or singl device rep! , you are required to pay an annual fee for medical
e rt I I C a t I O n I St device facility registration.
You will receive another e-mail providing you with your regi ion number in il 30 to 90 days. Until your registration
number is assigned, reference your Owner/Operator number in any correspondence with the Center for Devices and Radiological
Health.

Your registration will be valid through Dec 31, 2020. An e-mail will be sent to the Owner/Operator and the Official Correspondent 90
days before the facility is required to re-register for Fiscal Year 2020 with instructions on how and when to re-register.

Note: Registering your device facility and listing your devices does not, in any way, constitute FDA approval of your facility or your

devices.

Should you have any questions, please send an e-mail to i fda.gov il ist@cdrh.fda.gov).

The Owner/Operator Number for this Registration is: 10071062 41202020 Confirmation Page

Facility Information
Y Device Listings
Registration Number:
Initial Importer: N Listing Premarket Product Device Name(s) Activities Importers
Facility Name: WENZHOU WEISIQI TECHNOLOGY CO., LTD Number Submission Code(s)
L4 (4 Address: East of the First Floor of the Industrial Plant in Block 27, Phase 2 Number/Type
o n I r m a I o n Industrial Park, Fengmen Street, Lucheng District
Wenzhou, Zhejiang, 325000, CHINA D394511 Exempt Lyu ACCESSORY, SURGICAL Manufacturer
APPAREL Foreign Exporter

Date of Initial Registration: Mon Apr 20 04:13:16 EDT 2020
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(Test Rcsults) (Test Results)
what we do No. BOYSFVDR897807L1 55150, 3£2 T (page 1 0f2) No. BOY8FVDR897807L1 B2, 2T (page20f2)
ification: 5 TR B iy "
Y Rkttt B AL s e aEhaS | swwy RENE | pwew | wmsie | s
. Siinile DD S TN 2 3 2 (Test Items) (Limit) Type 11 (Test Results) | (Evaluation) (Test Methods)
e St I n g Re p O rt (Sample Description) (Sample Specification) 8 Model: WSQ-001 #nd Number)
No.l 99.9
5 15 = PR *PI () | 5 0
: i " R (BFE), % Sy
(Applicant) Technology Co..Ltd. (Trade Mark) Bictestal filtration =08 No.3 99.8 Coaforti EN 14683: 2019
X R897807L1 efficiency(BFE) Nod | 99.7 |
FFER N A Rt 5 HE7" M Manufacturing Disposable Fnc‘c Mask |--- ceeseees oo [ A SO |
e 2020-04-15 (Manufacturing Date or Date: 2020.04.14 [EJy%, Pajem® <40 309 FE 1 EN 14683: 2010
(Received Date) Lot No.) A4S Manufacturing ifferential pressure : Conform i
Lot No.: LS20200414 i =
P WEMRSIE, cfwg < SRy . <
m‘m Fm 2020-04-15~2020-04-27 #‘l’:':':;;ﬂ; Microbial cleanliness w0 19 Confor ||| P 14583s 2013
(TestDate) {(Sammple Grade) FEdb VS A (Sample Number and Photo):
i H i 80pcs 2R S Al
(Sample Quantity) P (Test Type) (Commissioning Test) s
PR % Normal I HaTsR E
(Sample Status) 3 (Test Environment) (To meet the requirements) (
G il 5 e
Testing Report iy |V r
Wik e £
(Test Methods) L F VL See the next page 1
UNGER 208 [} 74 Electric Heating Constant Temperature Incubator.
(Main Instruments) o 98 804X Bacterial filtration efficiency detector % etc. TITIT
TRCPRAE Limit Standard:~ EN T4683:” 2010 = : il 1o ak G e
J‘f = AL Producuon WM PR A R A E Wenzhou Weisigi (LR 4% B b ) ."/1 it
3 chhnoloz, Pony authenticate the photo on original report only
ik ‘“m:i« Ympecuun i 9H TR FFRHEAT 2 ) Wenzhou Weisigi Technology AR
(Note) Co., L End of Report
LB 3 S B L b
The information of above sample was provided by the applicant.
A .
(Edited by) [t fb o
HEA
(Checked by) B'P =l
HeAEA ﬁ‘ )?g
(Approved by)
HERHM 2020-04-27
(Issued Date)
© Hotline 400-819-5688 it /zit el i (© Hotline 400-819-5688 s baninz
www.ponytest.com 2Tkt LIK %R 99 45 7 482 )3t Wik: 021-37895599 www.ponytest.com AT, EMIATILIK CHIASE 99 ¥ 7 M2 1t Wik 021-37895599
A LIRCHAEE9 G S 6. 648, 781 L. TH3J MU AL L 45% 99 4 § 6L TMILL THIR

HRICIAET 8% 680 ¥ 35 6224 12, 618 FAFMT R 1K 0L 785 680 4 38 824 1B, 6 18




Overseas Office

SHARPOWER GULF FZE

HUNGARY COMPANY NAME: SHARPOWER INTERNATIONAL KFT
ADDRESS:1027 BUDAPEST BEM JOZSEF UTCA 9.FSZT

ADOSZAM: 27078891-2-41

VAT NUMBER: HU27078891

IBAN NUMBER: HUO8

CONTACT: FEHERVARI DENES

PHONE NUMBER:36 2044 93039

THE UAE COMPANY NAME: SHARPOWER GULF FZE
ADDRESS: OFFICE NO LB 09002,JEBEL ALLFREE ZONE, DUBAI UAE
CONTACT: SANJU VARGHESE

PHONE NUMBER: 00971 529064039
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