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ABOUT US
Shenzhen DJ Medical Equipment Co., Ltd. was established in

January 2016. The company is mainly engaged in the research

and development and production of medical devices. Scope

of business: research and manufacturing of medical and beauty

project equipment, beauty equipment rehabilitation and fithess

equipment; medical and sanitary materials and dressings,

general diagnostic equipment, traditional Chinese medical

equipment, medical laboratory and basic equipment and

appliances, wholesale of disinfection and sterilization equipment

and appliances, Retail business.

The company obtained ISO13485: 2016 certification in September

2017, obtained Shenzhen high-tech enterprises in 2018, and

ISO9001: 2015 certification in October 2019. "At the beginning of

the epidemic, it was listed by the State Council as "a key

production enterprise for joint prevention and control of

COVID-19 pneumonia epidemics’.At the same time, we are a

direct procurement supplier of Alibaba and face global

procurement directly.
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[Model / Specification] GLYZ1-1

[BE] GLYZ1-1

PRODUCT DESCRIPTION

= mm # »’

It consists of a protective cover,

Nonsterile,

single-use.
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SPECIFICATIONS

"= mm MB

Original: China
EE:hE

N Terms oftrade: TT

BR BBERTT

1pcs product size
J

BA EERY
203.5*57.5*86mm

1pcs productweight 515
BAERER

package The Chinese and English instructions

IEC are printed on the package
hE SHEA BALENfE RIES |

1 boxs quantity
”

REE

carton quantity
”

ERE

NW

mes
Oo

GW

ppeg
159%

Meast
* *

sMER
950%480*375mm

Certificate
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INSTRUCTIONS
# RB 5 #

1. Unpack the inner packaging, remove the isolation mask

product, and remove the protective film on both sides.

2. Afterthe twoends ofthe foam strip (commonly known

as elastic band) are fastened, wear it on the forehead to

adjust it comfortably.

1.IFFAEE, NLRERESHR (ERRR).
2,FFF(BIER)ETHELL, RESBEEFER TIRETF KE,

ATTENTION
x B BW

1. Do not expose the isolation eyes coverto strong sunlight.
2, Handle carefully. The part ofthe isolation eyes cover must

not touch sharp objects.

1.FREEREt)/711E5aPAE TT FHF,

2EERE, FREER BR FF ERS HH
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WARNING
BE &

Do not use ifthe packaging damaged ortime expires.
BERNEEI LE EA.

— STORAGE CONDITIONS
iE # & ®

It should be stored in a room with relative humidity not

exceeding 80%, no corrosiveas, and well-ventilated.

RIFF EAE IRE AEE 80%, EIETRESEF, BA RFHER,



773473

H'DJM (€166:2001 [FRA

[Model ]JGLMZ1-1
[BAS] GLMZ1-1

It consists of a protective cover,

foam strip and fixing
device made of

polymer materials.

Nonsterile,

single-use. p
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ISOLATION FACE MASK
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SPECIFICATIONS

= mm MB

Original: China
FFE: hE

Termsof trade: TT
BREMRTT

1pcs product size
rr

BAER
350*240*30mm

1pcs product weight 60.7
BAERER

package The Chinese and English instructions

E3EA0E  areprinted onthe package
hI BLEE RRR E

1 boxs quantity :

|
No inner boxTHF

carton quantity
2

whe

NW

BEneE 12.14kg

GW

spr
13.87kg

Meast I

shgR<
 68073837415mm

Certificate

=H
CE.CFDA
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INSTRUCTIONS
HB FB &

1. Unpackthe inner packaging, remove the isolation mask

product, and remove the protective film on both sides.

2. After the two ends ofthe foam strip (commonly known as

elastic band) are fastened, wear it on the forehead to adjust it

comfortably.

1FFARR, INL FREE Em, HHEREEIRIPIR.

288FF (BTR ET)ARSE, STH LAEFERR,

ATTEN rat

F 8 OF mW

1. Do not expose the isolation face maskto strong sunlight.
2. Handle with care. The part ofthe isolation face mask must

not touch sharp objects.

1. [REEE1558PACT RIE,
2ISER, REEEURSEMR IE,
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WARNING
BE &

Do not use ifthe packaging damaged ortime expires.
BEEBEAMAR EER.

— STORAGE CONDITIONS
iE # HF &

It should be stored in a room with relative humidity not

exceeding 80%, no corrosiveas, and well-ventilated.

BITE {EEREBIE 80%, MEME SF, BRRFHERN,
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Certificate of SHENZHEN DJ MEDICAL CO.,LTD
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Certificate of SHENZHEN DJ MEDICAL CO.,LTD
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) CERTIFICATION

§§ EUROPE

Certificate ofRegistration
Conificxe NO; 10133853M 24

‘This is to Cortify that the Medical Devices IndustryManagement Sysem of

Shenzhen DJ Medical Equipment Co.,Ltd.
i

B2 Area, Sth Floor, BuildingC, First Flag Scicnce andTechnology Park. No.26 Baill 5

Road, Xialilang Village, Nanwan Road, Longgang District, Shenzhen, China
Has been audited0 the following Medical Devices Industry Mamogement Syste staked.

55

1S013485:2016

This system is valid for the

R&D, Production aad Sales of Demeter, Hitop, Hebe -Focus, Medspa,

Hebe-410, Daris, Aura, SONO, Métis, Wave, Rheia, Zora, Magneto, Minn

Artemis, Apollo, CO2 Therapy Instrument, Reveal Imaging System,
Clenrund Brilliant System, Picoway System, Silkpeel System, Tecar Crv,

8

‘Tecar Sin Dual Power, Met51, Qu r Ulthera

Date af inact Sup. OF, 2017 Dateof spiny: Sop. 36.

Somer pe

zz

REGISTRATIONS
NO:440100020159

CERTIFICATE
This is to certify that

Quality Management System

of

Shenzhen DJ Medical Equipment Co,Ltd.

Chin

Fas besn examined by Assessors of AVL REGISTRATIONS.ING. and

found to be conforming to the requirementsof
1S09001:2015

This cerificote is valid concemingall activities reintad to:

The Production and sale of medical devices and equipment

773473



773473

'DJM C€166:2001 FDA

isolation eyes cover certificate of China
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isolation eyes cover certificate of FDA

— REIREFDAERIEF ———

DIMIREIRE FDAEIBAR:
[elEd le] WY wel =I el=] gd) iTor:1d=Ro) WDA) (a [WITQVANELY,

FDA EM — Medical Devices = Databases

— Owner/Operator Number — 10067324 — Search

U.S. FOOD & DRUG

Establishment Registration & Device Listing
® FDAHome © Medical Devices © Databases

New Search Back To Search Results

| Proprietary Name: Isolation éyes cover, model GLYZ1-1, GLYZ1-2, GLYZ21-3;
Isolation Face Mask, model GLMZ 1-1

Classification Name: ACCESSORY, SURGICAL APPAREL

Product Code: yy

Device Class: 1

Heguiation Number: 878.4040

Medical Specialty: General & Plastic Sugary

Registered
Establishment Name:

SHENZHEN DJ MEDICAL EQUIPMENT CO. LTD

Owner/Operator: Shanztign 0J Medical Equipment Co Lid

Owner/Operator Number: 10067324
Pe

Establishment Registration & Device Listing &
D FOAL

¢

© Medical Devices © Database

1 result found far Owner Operator Number:

10067324 SCC New Search

Establishment .

i L Reqstration Number
|

SHENZHENDJ MEDICAL
oe I ta

CHINA [Tio number ised |

srgical Agpare - Isolation Eves Cower, Modal GLYZ4-1, GLYZ4-2, GLYZ4-3

oi = Mask Model GLMZ1-1

FD.

‘Cantfindwhat you're looking for? Try a rew search |

*BEFDAR AREF —RA RR EA EMIENS

Due to the FDA system, the registration certificate number

(oz1 oT<Rol g [Tel (cla ci(=I le] [SRNVIETEL8
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isolation eyes cover certificate of CE
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amBRE73 FEclass 1

EXERIE<SPPE: ABSIFE Mm
Te [ITA Fo101-00AVA AVESEXT}Te 1 dT) A ETE

personal protective equipment
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isolation eyes cover certificate of CE

PRE AR SE CER BIE f+

Zam BREF HEclass 1

ExEIESPPE: ABFA Mm
Product category,EU Classification Class 1

personal protective equipment

Certificate

No. ICR Polska/P63D1328

requirements of tae following risadards

iy with essential Foquiremes

or process has been cated out in accoreianceik the progran 2C-5407.07

hie been carried cut 1 sceandince with est repre mae by ash Notes Cena

ENC20NI041GTI0E

argi00

26.03.2025

The mutual obligations and oghts of the certficaticn are regulated by the corm Nia JR

Polka2020 $109

m

applies 15 procluct hing the same attire fps tors]. tended se. hat hive
ben evalsated vd mee the requirements of the ofa ema are han

Weta. 27.03. 2020

1G PolskaCo ik,

pry aan

es

ANSI 287.1

TEST REPORT

Madical isolation eyes cover

Modal: GLYZ1-1, GLYZ1-2, GLYZ13

Brand Nama: N/A

Report No.: SCC2003041G228E1

Date of Issue: Mar, 10, 2020

Frepared far

Shenzhen OJ Medical Equi h

82 Area, B11 Floor, Building G, FirstFlag Sclonce and Technology Park, No.26

Baill Road, Xisiilang Village, Nanwan Road, Longgang District, Shenzhen,

China

aod By

CHINA CEPRE! (SICHUAN) LABORATORY

No.5 Wenming Dong Road, Longguanyl Chengdu 610100 P. R. China
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isolation face mask certificate of FDA
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DIME HZ FDAEI#IS IN:
isolation face mask certificate of FDA inquiry way

FDA EM — Medical Devices = Databases

— Owner/Operator Number — 10067324 — Search

U.S. FOOD & DRUG

Establishment Registration & Device Listing
® FDAHome © Medical Devices © Databases

New Search BackTo Search Results |Results.

| Proprietary Name: Isolation éyes cover, model GLYZ1-1, GLYZ1-2, GLYZ21-3;
Isolation Face Mask, model GLMZ 1-1

Classification Name: ACCESSORY, SURGICAL APPAREL

Product Code: yy

Device Class: 1

Heguiation Number: 478.4040

Medical Specialty: General & Plastic Sugary

Registered
Establishment Name:

SHENZHEN DJ MEDICAL EQUIPMENT CO. LTD

Owner/Operator: Shanztign 0J Medical Equipment Co Lid

Owner/Operator Number: 10067374
Pe

Establishment Registration & Device Listing &
D FOAL

¢

© Medical Devices © Database

1 result found far Owner Operator Number:

10067324 SCC New Search

Establishment .

I L Reqstration Number
|

[Tio number ised |

lon Eves Cows, Modal GLYZ1-1, GLYZ1-2, GLYZ1 3,

‘Cantfindwhat you're looking for? Try a rew search

*BEFDAR AREF —RA RR EA EMIENS

Due to the FDA system, the registration certificate number

(oz1 oT<Rol g [Tel (cla ci(=I le] [SRNVIETEL8
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isolation face mask certificate

— EAREEEE ERIE —

Zam BREF HEclass 1

ExEIESPPE: ABFA Mm
Product category,EU Classification Class 1

personal protective equipment

uct meets the requirements of the felloning standards

ves presumption of conformity wilh essential sequirements

of Regulation 20164425
7308

The e req FC F-07.07

Evan has been Corried out in atsomdance wih fesi (ports made by fad Mose Eificabon

ServiceCa. Lt
No.oftest reports:

Certificateissue date:
Expiration date:
The

mutual sbigations and righ
Pol ;

ENCZ003041GZ31E1

25032020

23032028

ification. are segulstee 3y the contest Mo. ICR

CE

TEST REPORT

Medical Isalation face mask

Model; BLMZ1-1

Brand Name: NIA

Report No.: ENC2003041GZIET

Date of lesue; Mar, 13, 2020

Erna 6

Shonzhen DJ Medical Equipment Co.,Ltd.

B2 Area, 5th Floor, Building C, Firstflag Science and Technology Park, No,26

Baill Road, Xiallang Village, Nanwan Road, Longgang District, Shenzhen,

China

Esst Notice Certification Service Co., Ltd.

AF, Haohul Commercial Building, Zhuji Street, Dongpu Town, Tianhe Distriet,

Guangzhou City, China



773473

mE DJM C€166:2001 FDA

isolation face mask certificate
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~mER (ERE73 HEclass 1

EERIE S PPE: ABIPFER

Product category,EU Classification Class 1

personal protective equipment
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Coatdo
" tA RECA,

Al &

The Medical Material Support
Group of the State Cound of China.

isolation eyes cover & isolation face mask

The state key production enterprises of

[Saglele/(e/iXee [SleillelgNe gle Ry (0 (e]e]S)
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