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ZERTIFIKAT ¢ ‘CERTIFICATE“O iordrse= & CEPTUOUKAT o CERTIFICADO & CERTIFICAT

[=}

** * ** Benannt durch/Designated by
* Y Zentraistelle der Lander $
* =L‘ J  for Gesundneitsschutz 2
bel Arzneimitteln und
il'* * Medizinprodukten i

*q**  2LG-BS-244.10.08

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 096529 0005 Rev. 00

Product Service

Manufacturer Jiangsu Dingshun Medical

Products Co., Ltd
No.533 Yungu Road

Zhouzhuang Town

214423 Jiangyin, Jiangsu
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Jiangsu Dingshun Medical Products Co., Ltd
No0.533 Yungu Road, Zhouzhuang Town, 214423
Jiangyin, Jiangsu, PEOPLE'S REPUBLIC OF CHINA

Product Surgical Stockinette, Surgical Gown,
Category(ies): Surgical Drape, Surgical Packs

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with MDD
Annex V. This quality assurance system covers those aspects of manufacture concerned with
securing and maintaining sterile conditions of the respective devices / device categories and conforms
to the requirements of this Directive. It is subject to periodical surveillance. See also notes overleaf.

Report No.: SH18110803
Valid from: 2019-01-09
Valid until: 2024-01-08

Date, 2019-01-09 / / A

Stefan Prei

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH = Certification Body + Ridlerstrae 65 « 80339 Munich * Germany Tov®
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'ZERTIFIKAT & CERTIFICATE

(( pAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q6 096529 0004 Rev. 01

Holder of Certificate: Jiangsu Dingshun
Medical Products Co., Ltd
No0.533 Yungu Road, Zhouzhuang Town
214423 Jiangyin, Jiangsu
PEOPLE'S REPUBLIC OF CHINA

P
#ﬁ

Fac“ity(ies): Jiangsu Dingshun Medical Products Co., Ltd

No0.533 Yungu Road, Zhouzhuang Town, 21442@?(
Jiangsu, PEOPLE'S REPUBLIC OF CHIN$A

Certification Mark:

Scope of Certificate: Productloﬁ%;° tribution of
nit.C

Polyeste uff, Polyester Neck Cuff,
Baby Surgical Gown, Drape,
Surgi ckinette, Surgical Packs

’Qﬁ, » L 4
Applied Standard(s):™ “EN IS0 13485:2016
pdical devices - Quality management systems -
equirements for regulatory purposes
¥(1SO 13485:2016)
DIN EN ISO 13485:2016

The Certification JV SUD Product Service GmbH certifies that the company mentioned
above has est nd is maintaining a quality management system (excluding subclause 7.3),

which mee ements of the listed standard(s). See also notes overleaf.
Repo %‘N SH19110804
Valid fr 2019-12-21
Wé&\g&untilz 2022-12-20
L
€'®‘L\/
Date, 2019-12-12 X .
Christoph Dicks
Head of Certification/Notified Body
Page 1 of 1

TUV SUD Product Service GmbH « Certification Body * Ridlerstrafe 65 + 80339 Munich « Germany
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Certificate of Compliance

Na 52004022 GAGL 18

Tecrnicdl Camrucion fle ro. JQCTIBIOMD G

Cantificate’s Guangdong Yuing Industy Co., Ltd

Holcer: ND. 1, 1 Bulding brautisheng brcksstict Songshan
LakeDangy gy dly Guaisiong erovinee Owa

Monufacturer: Guangdong Yulong Biomedcal
Technology Co., Lid

800 31, 1 Bukding, Intnishang indsshia omgstyan
lakeDongguang cily Guongoang (rovince China

Flscal Yoar 2020
CERTIFICATE OF FDA REGISTRATION

Tl catfies hat
Guangdong Yulong Biomedical Technobgy Ca. Ltd
NO. 301.1 B uliding.Sind aish eng Ind ustrial Son gshan Lake Dongguan, Guangdong.
S23000, CHINA
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Qcc
www.qcc-cn.com

CERTFICATE NoQCCETIISOQ

WE HEREBY CERTFY THAT THE QUALIT Y MANAG EMENT SYSTEM
OPERAT ED BY
GUANGDONG YULONG BIOMEDICAL TECHNOLOGY Co,, 1TD

Uwiifle ren Sucical € 'redit ('odec) 1441 AAS B THANE

Rughtore d Addron:Rooe 0] Buoddey | Snbsuhon Na2 Road Hoadgestos, Son sl Lic
Pad Doag s Cty, (magdoey Poov s £ has
Profecios AddracRom 101 Sl |lnbashongNo, 2 Road, Hoaljuston, Sarphabs Lok Pak,
Dmggums Ciry,Guamgdoag Prov e, (s

1S IN COMPLIANCE WITH THE STANDARD

ISO 13485: 2016
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Establishment Registration & Device Listing

@ FDA Home ©

Meadical Devices © Databases

[
| New Search

Establishment:

Guangdong Yulong Biomedical Technology Co . Ltd

NO. 3011 Buillding Jinbaisheng Indusinal Songshan Lake
Dongguan Guangdong. CN 523000

Status: Active, Awaiting Assignment Of Registration Number
Date Of Registration Status: 2020

Owner/Operator:

Guangdong Yulong Bigmedical Technology Co . Ltd
NO. 301,1 Building Jinbaisheng Industria
Dongguan, Guangdong CN 523000
Owner/Operator Number: 10064623

Official Correspondent;

Ag Chen

NO. 301.1 Building Jinbaisheng Industria
Dongguan, Guangdong CN 523000
Phone: 086-137-1429003-0

Us Agent:

Simcal

UCL-REG SERVICE INC

3907 PRINCE STREET SUITE 6F
Flushing . NY US 11354
Phone: 347 7030850 Exl

Email: Gbstandard@163 Com

Manufacturer

Back To Search Results

" Firm Establishment |dentifier {FEI) should be used for identfication of entities within the imports message set !
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Surglcal Mask

MEDICAL SURGICAL MASK

Standard Used:EN 14683: 2005
Owner Operator Number: 10063519
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Certificate of Compliance

No. 0P200306 ROOW37
Technical Construction Fle no. TPLI20030521947

Certificate’s Riccino (Xiamen) Optical Inc.

Holder: Building 4,7 Mo.4 Xiangyue Rd, Xiang'an Industrial
park, Torch Hi-Tech Industrial Development Zone,
Xiamen, China 341101

Certification ECM
Mark:

Product: Face Shield
Model(s): RFOO1
Verification to: Standard:

BS EN 166:2002, BS EN 168:2002

related to CE Directive(s):
R 2016/425 [Personal Protective Equipment)

Remark: The product(s] has been verified on a voluntary basis. The products) safisfies the requirements of
the Certification Mok of ECM, in reference to the above listed Standard(s). The above Compliance Mark
can be offixed on the product(s) accordingly fo the ECM reguiaticn about its release and its use. The
reguiation can be found at www enfecerma.it. This Cerficate of Compiiance can be checked for validity
at www_entecerma it

This verification doesn™t imply assessment of the production of the product(s).

Aadiional informafion, ciarfication about the & Marking:
We aftest that a TCF for the (€ Marking process & in ploce. Whereas the
Manufocturer & Responsible to start the CE Marking Cenification Procedure through
an appeinted Hotified Body and the perform ol the necessary activities, as required
by the Directive and accepted by the Motified Body, before placing the €€ mark on
the product(s).
Date of Eue 06 March 2020 Expiry date 05 March 2025

Chief manager Deputy Manager

Ente Cerfificazione Macchine Sd
Via Ca’ Bella, 243 - Loc. Castello di Seravalle — 40052 Vakamoggia [BO) - ITALY
W +37 051 4705141 & +37 051 6705156 [ info@entecermalit @) www.entecermalit

FDA/CESSGE
ERRNADEHR R D

FDASBEEERNS
(PAUDRIEBRICHS)  _

Certificate Of FDA Registration
2020

This is certified that:

At The Address Stated Below Has Completed U.S. FOOD And DRU!
ADMINISTRATION Medical Device Registration Through MANTON
RICCINO [XIAMEN) OPTICAL INC.

Add:No.4-6.7 Xiangyue Road. Hi-Tech Industrial Park
Xiangan District, Xiamen,CHINA 361101

Proprietary MAGNIFYING; Medical goggle
Device Name: READING PCLENS Safety goggle
GLASSES; Goggle
Convex Pc lens Face Shield

Device Document D044808 D044809 D373054
Number

Product Code: HOI HOG

Owner/Operator 10025081
Number:

Establishment 3006948765

istration fee must be paid between Oct. 1 and Dec. 31 of every year.
QM% M. Cleang

Executive Director
Date: A-AEZZLY

RTIFICATION CENTER v
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No. TPZI20030521947

Test Report

Date: 20190305

The following sample(s) was/were submitted and identified by the client as:

Applicant : Riccimo (Xiamen) Optical Inc.

Address : Building 6.7 No.4 Xiangyue Rd, Xiang'an Industril park, Torch Hi-Tech
Industrial Development Zone, Xiamen, China 361101

Manufacturer : Riccino (Xiamen) Optical Inc.

Address 2 Building 6.7 No.4 Xiangyue Rd, Xiang'an Industril park, Torch Hi-Tech

Industrial Development Zone, Xiamen, China 361101

Sample Description : Face Shield
Maodel No. - RFDO1
Sample Receiving Date | : Feb. 27.2020

Testing Period

: Feb. 27.2020 to Mar. 05.2020

Testing Performed

: SELECTED TEST(S) AS REQUESTED BY APPLICANT

Test Requested :BS EN 166:2002
BS EN 168:2002

Test Result{s) :FOR FUTHER DETAILS, PLEASE REFER TO THE FOLLOWING
PAGE(S)

Conclusion : THE SUBMITTED SAMPLE MET THE TEST REQUIREMENT

For and on behalf of
Shanghai Global Testing Services Co., Ltd.
Authorized Signature

ifKevin

FRETCC LS

General

Page lof 3

Test Report
No. TPZII0030521947 Date: 2012/03/05
Test Conducted:
Personal eye-protection — Specifications
Test result:

Test Property | Test Method | Test Principle | Requirements The Result
5. Designation of filters MIA
6. Design and maufacturing requirements -
General Clause 8.1 Eye-protectors shall be free from projections, Pass
construciion sharp edges or other defects which are likely to

cause discomfort or injury during use.
Materials Clause 6.2 | Mo parts of the eye-protector which are in Pass
contact with the wearer shall be made of
materials which are known to cause any skin
iritation.
Headbands Clause 8.3 | Headbands, when used as the principal means | Pass
of retentien, shall be at least 10 mm wide over
any portion which may come into contact with
the wearer's head. Headbands shall be
adjustable or self-adjusting.
7. Basic, particular and optional requirements -
Basic Clause 7.1.1 | Figld of vision Pass
requirements The size of the field of vision is defined in
conjunction with the appropriate head-form
described in clause 17 of EN 168:2001.
Eye-protectors shall exhibit a minimum field of
vision defined by the two ellipses in Figure 1
when placed and centered at a distance of 25
mm from the surface of the eyes of the
appropriate head-form. The horizontal axis
shall be parallel to and 0.7 mm below the
height of the line connecting the centres of the
two eyes.
Clause 7.1.2 | Optical requiremenis MIA
Clause 7.1.3 | Quality of material and surface Pazs

Except for a marginal area 5§ mm wide, oculars
zhall be free from any significant defects likely
to impair vision in use, such as bubbles,
scraiches, inclusions, dull spots, pitting, mould
marks, scouring, grains, pocking, scaling and
undulaticn.

Page 20f3

GIS

Test Report
No. TPETI0030521047 Date: 2018/03/05
Clause 7.1.4 | Robustness NiA
Clause 7.1.5 | Resistance to ageing MiA
Clause 7.1.6 | Resistamce to corrosion MiA
Clause 7.1.7 | Resistance to ignition Pass
Eye-protectors shall be tested in accordance
with the method specified in clause 7 of EN
168:2001 and shall be considered fo be
satisfactory if no part of the eye-protector
ignites or continues to glow after removal of
the steel rod.
Particular Clause 7.2 Protection against optical radiaton NiA
requirements
Oiptional Clause 7.3 | Optional requirements are specified for -
requirements additional characteristics of eye-protectors
which may be found to be beneficial to the user
for operational reasons.
Resistance to Clause 7.3.2 | If oculars are described as resistant to fogging | Pass
fogging of they shall remain free from fogging for a
oculars minimum of 8 s when tested in accordance
with clause 16 of EN 168:2001
Oculars with Clause 7.3.3 | Oculars which are claimed fto have enhanced NiA
enhanced reflectance in the infrared shall have a mean
reflectance in the spectral reflectance greater than G0 % within
infrared the wavelength range 780 nm to 2 000 nm
when measured in accordance with clause 8 of
EN 167:2001.
Praotection Clause 7.3.4 | Eye-protectors intended to provide protection MiA
against high against high-speed particles at extremes of
speed particles temperature shall withstand the impact of a 6
at extremes of mm nominal diameter steel ball of 0,88 g
temperaturs minimum mass. striking the oculars and the
lateral protection at one of the speeds given in
Table 7. The impacts are carried out after the
eye-protectors have been conditioned at
extremes. of temperature ((55 £ 2) *C and (-5
2) *C}) using the method specified in clause 9
of EN 168:2001.

End of Report™
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