| DUM safety goggles GLYZ1-1 VDJMEnicas, @ 50 2 ()

Face&Body System — - @

Norms/Standards: - Regulation (EU) 2016/425

- EN 166

- FDA
Product size 204*58*86 mm
Weight 51,50 g
Carton quantity 200 pcs
N.W 10,30 kg
G.W 16,50 kg
Measures 950*480*375 mm

Digitally signed by Dimitrovici Olga
Date: 2022.11.15 22:01:47 MSK
Reason: MoldSign Signature
Location: Moldova

DJM Medical Instrument GmbH
Halskestr.21, 47877 Willich

Tel.: 02154 8864488, Fax: 02154 8864487
eMail: info@djmiot.com
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Equipment Co.,Ltd
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Finnish Acereditation Servics
5003 (EN ISO/IEC 17066}

Cartificate FI20/965864, continued

Shenzhen DJ Medical
Equipment Co.,Ltd

Regulation (EU) 2016/425

Module B, EU type-examination

Issue 1

PRE Procs

DJNE (loga) GLYZ1-1 medicaliolation eyes cover, protecive gogales,
consisting o Clear PVC lens, PV frame, and polyoster sirap and buek,

Itis carified it the manufacturer' technical fl and the above mentioned
FPE have boan assessed and found to meat the appicable Essential Healh
and Salely Reg in e Il of Regulat 2016425 Parsoncl

Protectve Equipment
“The following have been epplid:

EN 1662001 (Personal eyeproteciion) for opical cass 1, with fikd of use:
Profaction againstlguids (droplets or spiashas) (3), Protection aganst largo
dust paricles (4), Protecton aganst gas and fine dust paricles (5), and
mechanical strenaih: Increased robustness (S).

Certification s based on technical file reference:
DJME CED01, 26 Apri 2020,

SGS Reference Number UK/CRS 241068

Pago20t2

Finnish Accreditation Sorvice
5003 (EN IBONEC 17065)

DJM Medical Instrument GmbH
Halskestr.21, 47877 Willich

Tel.: 02154 8864488, Fax: 02154 8864487

eMail: info@djmiot.com



I DJM Safety goggles GLYZ1-1

Certification

'DJM

EDICAL

Face&Body System

t of Health & Hum

U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products

Establishment Registration & Device Listing

© FDAHome @ Medical Devices @ Databases

Vaccines, Blood & Biologics

Follow FDA | En Espaiol
SEARCH

Animal & Veterinary | Cosmetics | Tobacce Products

L+

New Search

Back To Search Results

Proprietary Name:

Classification Name:

Isolation eyes cover, model GLYZ1-1, GLYZ1-2, GLYZ1-3;
Isolation Face Mask, model GLMZ1-1
ACCESSORY, SURGICAL APPAREL

Product Code: LYy

Device Class: 1

Regulation Number: 78,404

Medical Specialty: General & Plastic Surgery

Registered Establishment o e7e pj MEDICAL EQUIPMENT CO_LTD
Name:

Owner/Operator: henzhen D Medical Equipment Co. Lid

Owner/Operator Number: 10067324

Establishment
Operations:

Manufacturer

Page Last Updated: 04/20/2020

Mote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
Language Assistance Avallable: Espaiol | SE85RT | Tiéng Viét | 815 01 | Tagalog | Pyccrwit | & ! | Kreydl Ayisyen | Frangais | Polski | Porugués | ltaliano | Deutsch | B335 | ¢

| English

Accessibility

U.S. Food and Drug Administration
10803 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)

Contact FDA

No FEAR Act

FDA Basics | FOIA |

Contact FDA | Careers |

Combination Products
Advisory Committees
Science & Research
Reguiatory Information

Safety

Nondiscrimination

Website Policies

ﬁ U.S. Department of Health & Human Services

DJM Medical Instrument GmbH
Halskestr.21, 47877 Willich

Tel.: 02154 8864488, Fax: 02154 8864487
eMail: info@djmiot.com



Face&Body System

I DJM Safety goggles GLYZ1-2 ' "D JMebnicaL %_s

WelrpiSiEenbEl S - Regulation (EU) 2016/425
- EN 166: 2001

g
Product size 203,5*57,5*86 mm ‘kﬂ
Weight
Carton quantity 200 pcs \ ; a ‘ ,

12,80 kg
14,18 kg

Measures 950*480*375 mm .
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DJM Medical Instrument GmbH
Halskestr.21, 47877 Willich

Tel.: 02154 8864488, Fax: 02154 8864487
eMail: info@djmiot.com



I DJM Safety goggles GLYZ1-2

Certification

FDJMieoeaL,

* %
ECS’,
*
ECS GmbH - European Certification Service

EU type-examination certificate

C3056.1DJME

Applicant / manufacturer Shenzhen DJ Medical Equipment Co., Ltd.
82 Area, 5th Floor, Building C
FirstFlag Science and Technology Park
No. 26 Baili Road

Xialilang Village
Nanwan Road
Longgang District
SHENZHEN
P.R.CHINA
Identification of the manufacturer DIME
Product type Eye-protectors,
safety goggles for occupational use
Model name GLYZ1-2
Standard(s) / Essential requirements according to
technical rules Annex Il of the PPE-Regulation (EU) 2016/425
EN 166 : 2001
Test report(s) 1196-ECS-20 / MR 11962-ECS-20
Materials and Lenses: Polycarbanate
specifications Goggle: PVC, fabric headband

Optical class 1

Protection against high speed particles,
low energy impact (F)

Protection against droplets of liquids (3)

Marking DJME 1F - 166 3 F CE

Herewih, ECS cerilfes that the namad madal complles withtho sssemlal reifementsfor healh and safay aa ey aro
provided by tha Europsan Regulation (EU) 20184425 for Personal Proteciive Equipment. This certficate Is based both J efther
ot st ol 3¢ oy ra summarzed n thenarmed test epots anioron the tecrceldocumentaton e delvored
the applicar agress tothe Rules of the ECS GrbH and to addiionsl
el et A s e el it
The eye-protsction tevics is 1o be marked as assigned. Either { boih the frame andior the ocular, spectacie, goggle or sield
st bo signed, ss appropite I ferant mrkings have besn assessad, he st marking must be appiied, respecively.
“The- validity of this EU type-examination cerlficate wil expire o the ate as mentioned below, andior ifthe manufacturer
e e Safet-TolEvant BrOpaMES of s BroaUEt Wi CamparaGn to re ested one ancr e requraments n e
standards or technical rules will be revised and/or tightened.
Name, adaress and identiication number 1883 of the notified Body ECS are to be indicated in the information brochure of this
produzt,

This EU type-examination certificate is valid until 2025-06.
ECS GmbH

Ntified Body 1883
08107120

( E;r Bernhand Schmitz
ECSH ion

ECS GmbH European Certification Service

Lasersch utz und Qvllache MeEB‘ECYmIK
strafle 50
73430 Aa\en Germany

*
ECS*

ECS GmbH - European Certification Service

Certificate of Compliance

Herewith, ECS certifies that the products

GLYZ1-2
Eye-protectors / safety goggles for occupational use

supplied by the company

Shenzhen DJ Medical Equipment Co., Ltd.
B2 Area, 5th Floor, Building C

FirstFlag Science and Technology Park
No. 26 Baili Road

Xialilang Village

Nanwan Road

Longgang District

SHENZHEN

P.R.CHINA

comply with the essential requirements for health and safety. The product meets the
requirements for optical and physical properties, luminous transmittance, diffusion of light (haze)
and impact resistance as they are described in the relevant ANS| standard, respectively

Standard / technical rules ANSI / ISEA Z87.1 - 2020

Test report(s) 1196-ECS-20 / MR 11962-ECS-20
Optical and mechanical Clear lenses, Polycarbonate, PVC
specifications general optical and mechanical requirements

protection against droplet and splash hazard
Marking DJME Z87 D3

This certificate of compliance expires in 2025-06.

The validity of this certificate of compliance (CoC) may be compromised if the

changes the safety related properties of the product or if the Standard referred to is modified or
updated.

This certificate only relates to the named test sample. Without permission of the ECS GmbH the
related test report shall not be duplicated entirely or in extracts. The test report does not entitle
1o carry any test mark.

As a recognised and authorised testing laboratory / facility, we hereby authorise the use of our
name, address and the identification number 1883 of the notified body ECS in marketing and
information material produced by the manufacturer.

ECS GmbH
06/07/20

ECS Gth ~ European Certification Service

Aot
r. Bernhard Schmitz
ECS-Certification

Lasers:hutz und Opﬂsnne Messtechnik
Huttfeldstralle 50
73430 Aalen, Germany




I Safety goggles YSAG6 ' DJMeoca. @ ) &=

Face&Body System - i é

Norms/Standards: - Regulation (EU) 2016/425
- EN 166: 2001

Product size 95*36*46 mm
61,40 g
Carton quantity 200 pcs

PC viewing glass
PVC frame
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Certification
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ECS GmbH - European Certification Service

EU type-examination certificate

C3002.1LEYE

Applicant / manufacturer Shenzhen Leye Technology Co., Ltd
Room 1209, Building A

Phase |l of Sunshine Science & amp
Technology Center

Nanxin Road, Nanshan Street
Nanshan District

SHENZHEN CITY
GUANGDONG PROVINCE
P.R.CHINA
Identification of the manufacturer LEXE
Product type Eye-protectors,
safety goggles for occupational use
Medel name leye_1/leye_2
Standard(s) / Essential requirements according to
technical rules Annex |l of the PPE-Regulation (EU) 2016/425
EN 166 : 2001
Test report(s) 1171-ECS-20 / MR 11711-ECS-20
Materials and Lenses: Polycarbonate
specifications Goggle: PVC, fabric headband

Optical class 1
Increased robustness (S)
Protection against droplets of liquids (3)

Marking LEYE1S-166 35S CE

Herewith, ECS certifies that the named model complies with the essential raquirements for health and safety as they are
provided by the European Regulation (EU) 20116/425 for Personal Protective Equipment. This certficate Is based bath / either
on th test resulis as they are summarized in the named test raports, andar on the technical documentation as it is dalivered
by the manufacturer. The applicant / manufacturer agrees to the General Business Rules of the ECS GmbH and to additional
agreements as they are named in the application for conformiy assessment

The eye-protection device is to be marked as assigned. Either / both the frame andfor the ocuilar, spectacle, goggle or shield
must be signed, as appropriate. If different markings have been assessed, the lowest marking must be applied, respectively
‘The validity of this EU type-examination certificate will expire on the date as mentioned below, and/er if the manufacturer
modifies the safety-relevant properties of this product with comparison to the tested one andior If the requirements In the
standards ar technical rules will be revised andfor tightened

Name, address and identfication number 1883 of the notfied body ECS are 1o be indicated in the information brochure of this
product,

This EU type-examination certificate is valid until 2025-03.

ECS GmbH
Notified Body 1883
20/05/20

ECS GmbH — European Cartification Service

une
Laserschutz und Optische Messtechnik
Huttfeldstralte 50
73430 Aalen, Germany

r. Bernhard Schmitz
ECS-Certification

* ok
*
ECS’,

Test Report

No. 1171-ECS-20

Gustomer

Shenzhen Leye Technology Co., Ltd
Room 1208, Building A

Phase |l of Sunshine Science & amp
Technology Center

Nanxin Road, Nanshan Street
Nanshan District

SHENZHEN CITY

GUANGDONG PROVINCE
P.R.CHINA

ECS GmbH - European Certification Service
und onli i

1 und Optische

Contact petsan;  Manuel Hartmann
Phona: +45 {D)7351 9757099
+49 {D]7351 5562434

E-mail manuel harimanndbecs-ey=sate de
Wab: de

Test lab acoredited by DAKKS  D-PL-19590-02
Motified by the Central ZLSNB-0304

Autharity of the Federal States
for Safsty Tachnologias (2LS;

Manufacturer

Test report contains

Number of pages in this test report

Product

Arrival of the samples

Period of testing

Test spacifications (Standards}

Remarks

The results described i

Main part and 1 measurement report
13

Salety spectacles for nccupational use
May 08, 2020

May 11 —19, 2020

EN 166 : 2001,
ANSI/ISEAZ87 1 - 2015

this test report refer to the mentioned test samples, exclusively. Acopy of the

test report, complete o in exiracts, is not allowed without any written permission of the ECS GmbH

Aalen.
Aalen, 20 May 2020

Manuel Hartmann, B.Eng.
ECS test engineer

rosse:
HitfeldstraBe 50 Dr. Bamhard Schritz
73430 Aglen

Um HRB 720731 DE25BA78674
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Face&Body System o - @

Product size 350%240*%30 mm

Carton 200 pcs
quantity
680*383*415 mm
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Centficale FI20/G56081

Shenzhen DJ Medical
Equipment Co.,Ltd

82 Area. 5% Flor, Bulding C. FriFlag Scisnce and Tachvolagy Pk
No 26 Bl Road. Xallang Viage.

Harwan flond. Longgang Damct

s

5 o Tt e ek chvics b e FPE (bt s
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Regulation (EU) 2016/425

WModule B, EU type-examination

This certificate is valld from 10 July 2020 until 10 July 2021
" 1. Certfied since 10 July 2020

Gl

SGS FIMKO QY. Notified Body 0598
Tancrctn § £, et e

A6 1 1008488028070 s g com

L]

SGS

FINAS

Finnian Accragriati
5003 (EN ISOEC 17085)

Cartficate FI20966081, continued

Shenzhen DJ Medical
Equipment Co.,Ltd

Regulation (EU) 2016/425
Module B, EU type-axamination

lssve 1
e P

DM flogo) GLMZ1-1 face shisd, consisting of Clear PET lens, with PU
foarm padding. and polyesterrubber headband

i cerifie that the manufacturer's lechiicat fie and the above memoned
PPE have been assessad and found to meet the appicable Essential Health
and Safty Requirements in Annex | of Regulation (EL) 2016425 Personal
Prof ommission (EV) 2020408
(Covid-19 thveat)

The following have been appied
Technical specication based on

EN 165:2001 (Parsonal eye-protection) fexchuing ciause 7.14.1) for
optical ciass 1, with feid of use: Protection againat lkuds spéashes (3)

EN IS0 12312-1:2013+A1:2015 (Eye and f8ca protection - Sunglasses and
eiated evewsar) ciause 7.3 Impact resisiance of fter

Canfication s based on technical fie reference:
DJME CEDD2. dated 22 Jure 2020

SGS Reference Number UK/ICRS 241278

. o 58 Pk Oy -

(e

SGS

FINAS

9003 (EN ISOAEC 17008)
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I DJM protective shield GLMZ1-1 " MDJ mEDICAL m

Face&Body System

Certification SGS

SGS

TEST REPORT
Hardline Laboratory Report No. | YAS0212/2020
Puge : Lo (BF 2 TEST REPORT
Date ¢ JUN. 01,2020 Hardline Laboratory Report No. © YAS0212/2020
Shenzhen DJ Medical Equipment Co., Ltd. Page 2. (of 2

B2 Area. Sth Floor, Building C, First Flag Science and Technology Park,

No. 26, Buill Road. Xialilang Village. Nanwan Road, Lon ggang District, Test Method & Result

Shenzhen, China EN ISO 12312-1:2013+A1:2015 Eye and face protection — Sunglasses and related
eyewear — Part 1:Sunglasses for general use

The following merchandise was submitted and identified by the applicant as:

Product Description: ~ Medical isolation face mask Clause Result

Stle/item No.: GLMZI-1 7.3 Impact resistance of the filter, strength level |

H Chian
SGS Reference No:  SDHL20040034460T

Finding
None of the following defects occurred:

We have tested the submitted sample(s) as requested and the following results were obtained:
S Hacand ENISO 12312.1:201 3+ Al 2015 Eye and fiace proection — Sunglasses and ait cracks through its entire thickness and across a complete digmeter into two or more
related eyewear — Part I:Sunglasses for general use separate pieces, or
Clanse 7.3 Impact resistance of the filter, strength level | b)a person with a visual acuity of at least 1,0 (6/6 or 20/20) can see, when viewing without
magnification but wearing the appropriate correction, if any, for near vision, either a piece
Test Method & Result: - See following sheet(s) — of material that has become detached from the filter surface or a corresponding surface
Date of Receipt: MAY 27,2020 b _— ) ]
e c)the test ball passes through the filter. This requirement also applies to the filter portions
% o DAY= CEa Bemark: 1. Samples were provided by spplicant and samples were randomly selected o be assessed.
2. The content of this report is invalid if it is not presented as the entire report.
3. The statement of conformity is based on the test results, but does not include the measurement
uncertainty.
—Picture(s) -
Testing site:

61, Kai Fa Rosd, Nunaih Export Processing Zone, §1 10, Ksolvciung, Taiwan
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