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Company Introduction




About LEO MEDICAL

Zhejiang LEO Medical Equipment Co., Ltd.,

a wholly-owned subsidiary of LEO GROUP CO.,LTD. (SZ 002131) is
specialized in daily protective mask, disposable surgical mask,
medical equipment manufacturing. The construction area is about

5,000m, and class 100,000 clean workshop remain constant

temperature and humidity. A total of 10 automatic production lines for

production of masks, with a daily production capacity of 1 million
masks.

The products have obtained ISO 9001: 2015, FDA, CE and other
international certifications for exporting, which can meet foreign

demand and export to overseas.
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Business license
for protective masks, medical masks and other Type-Il medical materials
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State Manufacturing License
for protective masks, medical masks and other Type-Il medical materials



Mask Production




Production of Masks

The company has functional departments such as QM Dept.
Production Dept. R&D Dept.,, Purchasing Dept., and
Marketing Dept. etc., with sound organizational structure and
complete staffing.




Quality Management System

B BENCHMARKS B BENCHMARKS

Quality Management System
Certification Jii B AR RNUEEP

Certificate Code: BMCQO120027M UF 54 5 BMCQO120027M

This is to certify that HE
Zhejiang Leo Medical Equipment Co., Ltd HRILR| RN WA R A

Organization Code: 91331081 MAZDYHLHTP He—3 4o EE: 9133108IMADYHLHTP

Registered Address: No.2, Ath Strect, East New District, enling City, Taizhou Civy, Zhejiang Eefpil: i M e
Provinee (Wost of the First Floor of So, T Factory Building? Fostcode:
Certification Addresss No.2, dth Street, East Now District, Wenling City, Taizh

TR MEEARI 2 T (L R Bl 17500

he j{ang Province Posteode: 317500 VMG, LW G TR TR RN 2 G fol: 317500
This Management System L el o

ortification is valid to the following Standard: T E R TT O btk

GB/T 19001-2016 idt 1SO 9001:2015 GB/T 19001-2016 idt 150 9001:2015

Seope of Certification: LA i B 5 L

Production of Baily Protective Single-use Plane—type Mask ARt — e o R ke

Date of issues 03/25/2020 Mate of expirys 03/24/2023 02 B 2020 6 03 1 25 1] AT RN 2093 % 03 H 24

Notes: Within the date of validivy, crganizat st Periodical Auwdits

PRtk

ecopt the unmuel confirsar fon of BENS

it 2nd Periodical Audite

WA
v, en and BEN

Ird Periodical Audits e

Signer

Benchmairks Certification (Shanghai) Co., Lid

- Moxsatt 1009, 00F, % 355 Fute Wept | Bl hine (Shanghad iThailat Trwde Zine, Shanghal Citv. China, TE




Production Procedures




Testing

Detection technology

We have established a mask inspection standard system to inspect appearance inspection, structure and
size, nose clips, mask bands, bacterial filtration rate, ventilation resistance, microbial indicators, and
ethylene oxide residue detection.

The R&D and Technology Dept. will test the main filter materials based on the intended use and scope of
the product, and other core materials for testing, data comparison, screening of different types of
materials, and analysis of mask manufacturing processes to ensure that masks can be used safely after
leaving the factory.




Mask Specifications




MASK-01 Specifications

Product Name

Daily Protective Mask

Model MASK-01
: '!:' Size 17.5cmx9.5cm
A Lot N BFE —
:\\‘* Tisffwmg“‘? ?;;E Filtration PFE Salt 290%; Oil 80%
Qt"‘-‘--:: ézfm» e Protective Effect >65%
i Airway Inhalation <175pa
m Resistance Expiration <145pa
e ————— _ Breathability —
= = Sterilization Type Non-sterile
Packaging Quantity 50Pcs/Box
Packaging Size 205x100x90mm
= Y Shipping Package Quantity 20Box/Carton
: Shipping Package Size 515x420x187.5mm
Weight 4.7kg
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Certificate — Ceptmdonkar —

MASK-01 Certificate

Certificate of Compliance

Mo. 3F200313.2LMUDB4

Certificate's Zhejiang LEC Medical Equipment
Holder: Co., Lid.
Me.2, 4th Street, East Industry Center, Wenling City,
Ihejlang Province, P.R, China.

Certification ECM
Mark:

Product: Daily Protective Mask
Model(s): MASK-01
Verification to: Standard:

EN 14%9:2001+A1:2009

related to CE Directive|s):
R 2014/425 |Personal Protective Equipment)

Remark: The product (3] has been verified on o voluniary basis. The product(s
the Certification Mark of ECM, in reference fo the above listed Slandard 5.
con be offued on the product(s] occordingly to the ECM regulation abou
n con be found of ww
ecerma.it

calien desin’! imply assasiment of the production of the produel [3).

) sotishes the requirements of
obave Complance Mark
i relsase and lis use. The
ntecerma.tl, This Cerificate of Complance can be checked for validity

Additional informetion, clarification obaut the €€ Marking
We olte:! tha! a TCF for the CE€ Moring process b in ploce. Whereas fhe
Manufaclures is Responsible la star the CE Marking Cerlification Procedure hrough
en cppeinted Hotified Sody and the perform ol the necesiary activilies, as required

by the Direclive and accepted by the Motified Body, before placing the €€ mark on
the product [s).

Dote of kswe 13 March 2020 Expiry date 12 March 2025

Service Manager

Depuly Manoge

Ente Cerilicazione Mocchine Si
Via Ca' Bella, 243 - Loc. Castel Serravolle - 40053 Valiameggia [BO)|
B/ +37 051 6705141 & +37 051 &705156 = info@entecermaldt & www.ent

-MALY
eceimait

-

’ Fiscal enr 2020
Q‘f CERTIFICATION OF FDA REGISTRATION

S50 This cenifies tha:
% ZHEJIANG LEO MEDICAL EQUIPMENT CO.,LTD.

M
;i".'\ No.2,4th Street, East New District, Wenling City, West of the first floor
%35% of No.7 factory building Taizhou, Zhejiang, 317500, CHINA

?\"‘" has completed the FDA Establish Registration and Device Listing with the US Food & Drug
"g'(". Administration, through

?'\ % Shenzhen CCT Testing Technology Co., Lid.
3T6)
24}

x'(‘ Owner/Operator Number: 10063826
: r

Dievice Listing#:

200 | Listing No | Code Device Name
&5 ” MASK,

A 377208 H: 2 .
Q:é') L KHA | seavENGING
£

| Proprietary Name

Daily Protective Mask  Mask-01

) GET will confinm that such ragisiration remnins sffective Lpan request and prasentation of this certificate until the end
_.{ of the calencar year stales above, uniess 8aid registration (s lerminaled afler issuance of this certificate. COT makes na
? x‘% Giher repraseniations o warranties, nor does Inis cortifcate make any IERMTANIBONG OF WAITANLES 19 ANy PErSOn o
e enity other than the named certdicate holdes, for whose solo benofil i 15 issued, This corificate doss not denote
. endorssmant or approval of the canificas-nalcer's device or establishment by the U.5. Food and Orug Adminisration
J % CET assumes na liabllity fo any gerscn or entity in conneclian with the foregaing

) Pursusnt to 21 CFR 807 39, "Regestraban of a device establishment or assignment of @ regetration numBber does not
2,2{)% In any way dencle approval of the establishmant or iis products, Any regresentation il creates an impression of official
(1)

approval because of don or of a regi e 8 mistoating and constiutes mestranding.” The

U5 Food and Drug Admintstration does not lssue & certificate of registratian, nar doos the U.%. Foad and Brug
on, CET | rol affilialed with the U S. Food and Drug Admenistratian

:5% Administration recognize & cedificate of regl

Expirabon Date: 12/31/2020
Web: bt ifwww fdagov  Tel 1-B88.NFO-FDA (1-888-483-6332]  e-mai webmail@ioe. fda.gov

= &

180011112242 (20 ) Mumus (04 &

o =}

TEST REPORT
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e

¥l &4 45 1202004231 ¥

W R
REPORT NO
r’? IIIIJI % ‘H]‘
NAME OF SAMPLE
CE
CUSTOMER
% 4l

CATEGORY
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Zhejiang Light Ind ial Products Insp and R h 1

[ 2 & U 7 T B M AR B e CHAYID

National Textiles and Garment Quality Supervision Inspection Center{Zhejinng)




LY95 Specifications

Product Name
Model
Size
BFE
PFE

Protective Effect

Filtration

Airway Inhalation
Resistance Expiration
Breathability
Sterilization Type
Packaging Quantity
Packaging Size
Shipping Package Quantity
Shipping Package Size
Weight

Disposable Face Mask
LY95
17.5cmx9.5cm
>95%

<49pa/mn?
Non-sterile | Aseptic
50Pcs/Box
205x100x90mm
20Box/Carton
515x420x187.5mm
4.7kg



DECLARATION OF CONFORMITY
c € ACCORDING TOTHE
REGULATION (EV) 2017/745

LY95 Certificate

File. No.: C2004021550C

Produzent Zhejiang LEO Medical Equipment Co., Ltd
No.2, 4th Street, East Industrial Center, Wen Ling City,
Zhejiang Province,P.R.C,317511

Produkt Disposable Face Mask
Model Lyss
Class Class | medical device
according to Annex VIl of Regulation (EU) 2017/745
Manufacturer Date Mar 2020
European 3A Inno UG(haftungsbeschrinkt)
—— Authorised Eisfelder Str. 12, 96450, Coburg, Germany
Representitive Contact: Xiurong Cai

Email: 3ainnoug@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
Requirements fulfilled. The product is o medical device that is unigue
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 products placed on the market with the technical documentation and
ensure the basic requirements for this type of product.

Zhejiang LEO.
Equl‘ﬁﬁﬂ“ﬂrﬁ‘?ﬁd

ISSUED DATE: 02 APR 2020
EXPIRED DATE: 01 APR 2021




KN9S5/FFP2 Specifications

Product Name KN95/FFP2
Model 0302 0303
Size 14.5cmx8.5cm 15.5cmx10.5cm
BFE — —
Filtration
PFE >95% >95%

Protective Effect — —

Airway | [Inhalation <350pa <350pa
Resistance = gxpijration <250pa <250pa
Packaging Quantity 20Pcs/Box 20Pcs/Box
Packaging Size 180x140x70mm | 180x140x70mm
Shipping Package

B B
Quantity 50Box/Carton 50Box/Carton

Shipping Package Size 370x715x360mm 370x715x360mm



MASKO01s Specifications

Product Name

Children Daily Protective Mask

Model MASKO1s
Size 14.5cmx9.5cm
BFE —
Filtration
PFE —
Protective Effect >65%
Airway Inhalation —
Resistance Expiration _
Packaging Quantity 50Pcs/Box
Packaging Size 205x100x90mm
Shipping Package 20Box/Carton

Quantity

Shipping Package Size

515x420%x187.5mm




LY87-1 Specifications

Product Name Goggle
Model LY87-1
Standard Size 15*7.5*7mm
Executive Standard GB 14866-2006
Diopter (_-0.077(+0.05))D
Prism <0.125A
Visible Light Transmittance >0.89
Impact Resistance No Damage or Deformation
Heat Resistance No Abnormality
Wear Resistance No Oxidation of Metal Parts
Organic Mirror Surface Wear Resistance Wear Rate H < 8%
‘| T — | High-speed Particle Impact Resistance No Damage or Deformation
o “’“\ — g "E Protective Properties of Molten Metal and Hot Solids' No Adhesion or Breakage of Molten Metal
Chemical Mist Protection Performance Test Paper without Color Spots
Dust Protection Performance Reflectance Ratio > 80%
Irritation Gas Protection Performance Test Paper without Color Spots
Packaging Quantity 10pcs/box
Packaging Size 76*34.5**44 5mm
Shipping Package Quantity 20box/Carton

Weight 18kg



LY87-1 Certificate

Form QAT_10-M04, version 00, effective since March 25th, 2020

Oud g

Certificate of Compliance

No. 3F200409.ZLMTU 64

M-

Od
o

Certificate's Zhejiang LEO Medical Equipment
Holder: Co., L.

No.2, 4th Street, East Industry Center, Wenling City,
Zhejiang Province, P.R, China.

-5

Certification ECM
Mark:

mca

— Cert

Product: Goggles
ﬂHliﬂ Model(s): LY87:1
Verification to: Standard:

=

EN 166:2001

A

related to CE Directive(s):
R 201 6/425 (Personal Protective Equipment)

Rematk: This documenl has Beendissued on aboluntary basissand upon regues! of lhe manufacturer. It i
our opinion that the ehnicol decumentation received from the manul e Is sofisfactory for the
requirements of the ECM'Cerili¢ation Mark. The conformity mark above can be/affixed on the praducts
occordingly to the ECM ragulation about its release and ifs use

Additional information andelerilicalion aboul the Marking:

The manufdciurésjs responsible for the CE-Marking grocess, and il necegary, must
refer 1o a Nalifind Bady, This document has beeruisiued on the basis of the regulation
on ECM VolurtaryMark o The certification.af products. RGO1_ECM rgé.3 available
ol www.entecenmcril.

Issuance date: 07 April 2020
Expiry date: 06 April 2025

Re viewer Approver
Technical exper! ECM Service Direclor
Amanda Payne Luca Badonni

Certfificate — Ceptmdoukar —

Ente Certificazione Macchine Sri
Via Co' Bella, 243 - Loc. Costello di Serravalle - 40053 Valsomoggia (BO) - ITALY
® +3905) 6705141 & +39 051 705156 [l info@enfecermail @ www.entecermo.it
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CERTIFICATION OF FDA REGISTRATION ¥

R

This certifies that:
ZHEJIANG LEO MEDICAL EQUIPMENT CO.,LTD.

No.2,4th Street, East New District, Wenling City, West of the first floor
of No.7 factory building Taizhou, Zhejiang, 317500, CHINA

::'."-g his completed the FDA Establishment Registration and Device Listing with the US Food & Drug
R

\Iﬂ Adrministration, through

Shenzhen CCT Testing Technology Co., Lid, } S
:
Owner/Operator Number: 10063826 o

Device Listing#: .
Listing Na } Code [ Device Name Proprietary Name \
3% " e Daily Protective Mask
D377208 KHA MASK, SCAVENGING Mask-01
Shield, eye, ophthalmic
0385770 HOY (including sunlamp protective | les LYBT7-1

eyewear and post-mydnatic
eyewear)

COT will £oaMiras Bt Such agibly BTi6A tuifuits wllactivg upon faques! #ad SrasaslaBbon of hit cerifcale ustil e eng
of e cadrdar yaar alaled ABowe. usiess Sall regisiration is IeMInaled aNes issuance of Ihs candicals. CCT makes Ao
GINGT TREIESENTANONS B WATANNGS, A0 B34S IS CRTUNCENE MELE 3 PR EANENING B WRTSTIES 13 Y DEISIN
antity alhar Ban the named certitcate holder, for whose sols Benedt & is issued  Ths cerlificate €oes nof dencle
endorsament or spgraval of the cartficale-heider's Sevice or etablistmant by the U.S. Food and Drug Adminitiration
CCT sasumas no liabity 1o any pers

Pursvant 1o 27 CFR 80739 "Regitaton of a dence etlabinhmett o ssegnee of o sogiilsalion sunber dore nol
= ey way denote spproval of the estabiishment or 48 products. Any thal creates s impr of official
SpprodEl Dechuse of regialretion of POssERRION of B FEgIINMIEn Aumber i miskading #0d ConBIIler Maboardag * The
U S Foud sed Drug Administration doms rol istue & tendicals of ragist=alion, nor doss the U S Fosd and Drug
aminsira o

enlity in tannactios with the faregaing

-

oy
=

Issuod, 032002020 %
Enpiration Date:12/31/2020
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THANK YOU



