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MEDICAL
EXAMINATION GLOVE

NITRILE GLOVES - LATEX GLOVES - VINYL GLOVES

CEDLyncMed

LyncMed Group Corporation

© Room 1601, Building No.2, Zhubang 2000 Business Building, Balizhuangxili 99,
Chaoyang District, 100022 Beijing,China.

18 +86 010 8646 8058

@ contactus@lyncmed.com

@ www.lyncmed.com



You're protected.

Our gloves will be manufactured through rigorous tests based
on the corresponding regulations. We will ensure the demand
and protection in accordance with the highest quality stan-
dards.

Integrated logistics service system
at home and abroad

The whole network online
integration process, convenient,
fast and efficient
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VINYL GLOVES

Clear/Blue/Black
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Key Features:

-Outstanding chemical resistance, anti-certain pH, solvent, oil and
other corrosive substances to provide good chemical protection.
-Good physical properties, good tear resistance, anti-piercing,
anti-friction performance.

-Comfortable style, according to ergonomic design glove palm ma-
chine bending fingers to wear comfortable, conducive to blood
circulation. Does not contain protein, amino compounds and other
harmful substances, rarely produce allergies.

-Widely used in electronics factories, medical inspection, food
industry, domestic labor, chemicals, aquaculture, glass products
and scientific research and other industries.
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LyncMed has sales offices across the world including Italy, Spain, Ger-
many, Mexico, American, Portugal and Turkey with additional ware-
houses in strategically placed locations to support distributions on a

global scale.
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In House Production

Personalized Service and 24/7 Online Tracking System




Increased Efficiency
Raw Material Supply Chain Management & Control




Short Leadtime

Overseas Distribution Centers

\

MARITIME, SHIPPING, RAIL TRANSPORT, TRUCK TRANSPORT

Supply, logistics, post-storage, customs declaration, cus-
toms clearance, sea, transportation, last mile delivery,
settlement, complete online transactions, and localized
European landing teams, with offices, sales teams, and
Customer service, warehouse, inventory, give you a con-
venient and fast experience



Risk Control & Management
SGS Inspection and Quality Control




Our factory
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MODEL: Sample -Nitrile gloves

PRODUCT INFORMATION
Material 100% Nitrile

Blue, Violet
Cuff length Standard

240mm\9.4inch

Powder content <2 mg per glove

Textured Finger

Freedom from holesflnspection level 1) = = -« /[
26.0N

Application Temperature <40°C

110+10

Package Components

Exterior Package Design

Inner box size:220X120X 63 mm
100PCS

Carton size:330X230X220 mm
1000PCS

MOQ: 1*40HQ : 4000-4200 cartons

Delivery Time: 10-12 weeks upon the date of confirmed the
final artwork and prepayment

Size Ratio: S+M>60%. If L+XL >60%, price will be adjusted.
Payment Term: 50% prepayment, 50% payment against
copy of BL.

Medical examination nitrile gloves

Medical examination nitrile gloves are intended to be
worn on the hands of healthcare personnel to prevent
contamination between patients and examiners.This is a
single-use,powderfree,non-sterile device.

FEATURES

1. Excellent mechanical strength provides a high level of
hand protection.

2. Textured in finger tips for a secure grip.

3. Skin irritation&sensitization tested.

MANUFACTURING ACCREDITATIONS

ISO 13485 Medical Device Quality Management System

REGULATROY COMPLIANCE

MDR 2017/745
EN455

STORAGE INSTRUCTIONS
Q| 2| F] Y|4 47w

NV
SN

Patient Examination Glowves

Nitrile —s




Certificates -EN420 Test Report

Test Report Mo.: QDHL1806013408MD Data: JUL.09,2018 Page 10of 3

LYNCMED MEDICAL TECHNOLOGY (BEIJING) CO.LTD.
MOL1111, SOUTH HUIHE ROAD, CHACYANG DISTRICT, BELING, CHINA 100020

The following samples were submitted and identified byfon behalf of the client as:

MName of Product/liiam :  MNITRILE EXAMINATION GLOVES

SGS Ref. No. T SL218022416072TX

Size T M

Country of Origin : CHINA

Test Performead 1 Selecled test(s) as requesied by applicant against EN 420:2003+A1:2009
Sample Receiving Date  © JUN.21,2018

Tasting Period o JUM.Z1,2018 TO JUL.O9, 2018

Test Resull(s) - Unless otharwise slated the results shown in this test report refer only to the

sample(s) tested. For further detalls, please refer 1o Ihe following page(s)
Summary of lest resulls:

T ehach il aulhmnileiy of bsitng Naspacileh ieaon B cerlilcaly, pleaws cpnlact wa ol tuleplpene; [ER-TES3GT 10, o smell. TH.Decheckdisgn, com

Chemical tests
Test itam Result

pH Value Pass

:2003+A1:20

Tesl item Rasult Level of parformance

5.1 & 6.1 Sizing B F

5.2 & 6.2 Dexterity (mm) 5 5

SGS-CSTC Standards Technical Services (Qingdao) Co., Lid.

Approved by

% e

Zhou Xinkuan, SK

Lab Manager
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Test Report No.: QDHL1806013408MD Date: JUL.02,2018 Page 2 of 3
[
- TestResult
E Valu
; EN714137008
7 pHvale 75
H Conclusion Pass
§
L Note:
2 - Reguirement of EN 420:2003+A1:2009: greater than 3.5 and less than 9.5
*  Clause 5.2 Dexterity

Speciman Smallest diameter of pin fulfilling test n_nnditinn;[mm} Level of parformance (#) _

| | L
LhjChadnion
wm

_ Remark: # = The performance laved is defined as the smallest diameter of pin thal can be picked up,

< [ Level of performance Smallest diameter of pin fulfilling test condition {mmj]
& 1 11
£ 2 95
& 3 g —
8 4 6.5
B 5 = 5
- Clause5.1.2 &6.1Sizing
é Claimed size Length of glove (mm) Glove size
E M = 242 I
S Note: _Note: Sizes of hands (reference only} -
- : Hand circumisrence
s o (20 mn from the crotch batween thumb and index finger) Hand langth (mm)
£ ] 152 160
2 7 178 _ 171
8 203 182
§ El 229 192
= 10 254 204
1 279 215
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Certificates -EN420 Test Report

Test Report No.: QDHL1806013408MD Date: JUL 09,2018 Page3of 3

Sample Description - One sample of nitrila examinalion giove in blue

Sample Photo:

shechipyn.sam

omatl CN. Do

|BE-THAIRIET F44Y

5GS5 authanticate the photo on onginal rapart oy

plagim ggr

*** End of Report ***
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Certificates -EN455-1 Test Repor

SGS

Test Report

Report No.: QDHL2009009945MD

Sample Description:  NITRILE EXAMINATION GLOVES

SGS

Report No.: QDHL2009009945MD

SGS

Report No.: QDHL2009009945MD

LYNCMED MEDICAL TECHNOLOGY
Applicant:
(BEWING) CO., LTD.

Test Type: SUBMITTED BY CLIENT

SGS-CSTC Standards Technical Services (Qingdac) Co., Ltd.
6

Test Report
NITRILE
Sample Description | EXAMINATION Color BLUE
GLOVES
Received sample
quanity/ 220PCS/
TypelSpecifications | EXAMINATION/ L
Sample Tested sample 200PCS
information quantty
Lot No. LMNE 20200916 Lot Quantity NOT PROVIDED
Manufacture Date | NOTPROVIDED | Expiration Date NOT PROVIDED
Material/Appearance NITRILE Storage Condiion | NOT PROVIDED
Manufacturer NOT PROVIDED
Applicant LYNCMED MEDICAL TECHNOLOGY (BEWING) CO., LD,
Cient ROOM 1601, BUILDING NO.2.ZHUBANG 2000 BUSINESS
information Applicant address | BUILDING, BALIZHUANG XILI 99, CHAOYANG DISTRICT, 100022
BEWING, CHINA

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
of6

Sample Receiving SEP.25,2020 TO
SEP.25.2020 Test Period Date
Date 0CT.16,2020
Test Sample No. | QDHL
information Testitems | Water tightness test
Testing EN 455-1:2020 Medical Gloves for Single Use - Part 1: Requirements
Accordance | and Testing for Freedom from Holes Clause 5.1
e This report only provides the test resuts and individual judgment, conclusion please see
est
follow pages.
conclusion
Issue date: OCT.16,2020
Remark | /
Approver: IR T ditor: £ T Compiler:
Date: OCT. 16,2020 Date: OCT.16,2020 Date: OCT.16,2020

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
6

SGS

Report No.: QDHL2009009945MD

Sample Photo

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd
6

SGS

Report No.: QDHL2009009945MD

Test Results

Test ltems Unit | Test Method Requirement | TestResult | Assessment

Sample quantity: 200
AQL:15

Water tightness test EN455-1: 2020 Found: 0 Pass

A7
Re:8

**End of Report'™*

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
6

Page 5 of
=TT BT § e T i
.’-‘K P E,.L’.:"a.-.ir TR iy e e RN
s
L — e

SGS

1. The report is considered invalidated in one or more of the following
conditions: no approval signature; no testing seal of SGS; altered;a
copy without the red testing seal of SGS.

2. Abovei and and certified
by the client, SGS quoted the information with no responsibility as
to the accuracy, adequacy and/or completeness.

3. Unless otherwise stated the results shown in this test report refer
only to the sample(s) tested.

4. The test report cannot be reproduced in any way, except in full
content, without prior approval in writing by the laboratory.

5. Should you have any queries or objection to the test report, please
contact us whthin 15 days after receiving the report.
Address: SGS Center, No.143, Zhuzhou Road, Laoshan District, Qingdao, China.

Tel: 0532-68999187 Zip: 266101 Fax: 0532-80991952
E-mail: Emily.Zhang@sgs.com

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd
6

Page 6 of
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Certificates -EN455-2 Test Repor

Test Report No.: QDHL1810022710MD Date: OCT.30,2018  Page: 10f 5

LYNCMED MEDICAL TECHNICAL(BEWING)CO., LTD
ROOM 119, NO.1111, SOUTH HUIHE ROAD, CHAOYANG DISTRICT, BEIJING
‘The following sample(s) was/were submitted and identified by the client as:

Sample Description : NITRILE GLOVE

SGS Ref. No. + SHHL1810057370MD

Sample Receiving Date  : OCT.16,2018

Testing Period +OCT.16,2018 TO OCT.30,2018

Test Performed + SELECTED TEST(S) AS REQUESTED BY APPLICANT

Test Requested + EN 455-2-2015 MEDICAL GLOVES FOR SINGLE USE —
PART 2: REQUIREMENTS AND TESTING FOR PHYSICAL
PROPERTIES,

Test Result(s) PLEASE REFER TO THE FOLLOWING PAGE(S)

Conclusion + THE SUBMITTED SAMPLE MET THE TEST REQUIREMENT.

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Approved by:
8
1+

)_.-.- AR

Zhou Xinkuan, SK
Lab Manager

Test Report No.: QDHL1810022710MD Date: OCT.30,2018  Page: 2of 5
Test Conducted:

EN 455-2-2015 Medical gloves for single use  part 2: Requirements and testing for physical

properties
Number of test sample : | 39 Pieces
The type of gloves : b)
code 2
size Surgial gloves: |
gloves: M
Defect testing | : | No defects
Clause ~ Testltems Result Note
4 Dimensions — -
42 Lengh Pass #1
43 Widh Pass #1
5 Strength - -
52 Force atbreak Pass 42
53  Force atbreak after challenge testing Pass #2
Notes : #1 Seeresult 1

#2  See result 2

Test Report No.: QDHL1810022710MD Date: OCT.30,2018  Page: 3of 5
Test Result:
1. Dimensions

Sample Quantity: 13pcs

Median value:
Length (mm): 243
Width (mm): 95

Requirements: see table 182
‘Table 1 Dimensions for surgical gloves. Table 2 Dimensions for

examination/procedure
gloves

Size | Medanlength | Median width Size Median Tength | Median widih
inmm inmm

5 =250 Extra small 80

> e £ Small 8010

s 260 Medium =240 9510

& 20 Large 11010

75 ~270 Extalage o

5 270

85 260

9 ~280

95 280

Test Report No.: QDHL1810022710MD Date: OCT.30,2018  Page: 40f 5

2. Strength

‘Sample Quantity: 26pcs

Size

Force at

break(N}
Force at break
after

78 |82 |60 83|97 |69 |86 63 8580|8573

testing(N)

Median value:
Force at break during shelf lfe (N): 6.2
Force at break after challenge testing (N): 8.2

Requirements: see table 3
Skl — Wit s oF b o

=T
| prissey
- o m a
ann adn T [ELY

e e R e ]

0 Fn samane <4 e

Test Report No.: QDHL1810022710MD Date: OCT.30,2018  Page: 50f 5

Sample Photo:

SGS authenticate the photo on original report only.

***End of Report™™*

_________________________________________21___.
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Certificates -EN455-3 Test Repor

SGS

TeStRepOrt  No:SHHLISIO67691SD.01  Date: APRL02,2019  Page: 10 10

LYNGMED MEDICAL TECHNOLOGY (BEWING) CO., LTD
ROOM 119, FLOOR 1, GUOTOUSHANGKE BUILDING NO. 1111, SOUTH HUIHE FOAD
CHAOYANG DISTRICT, CHINA

THE TEST REPORT IS TO SUPERSEDE THE TEST REPORT No.: SHHL1B11067691D,
'DATE: MAR. 29, 2019, ORIGINAL REPORT SHALL BE INVALID.
THE TEST REPORT UPDATED PROTOCOL.

‘Sample Description NITRILE GLOVE

Style No M

‘Sample Recaiving Date. NOV. 27, 2018

Testing Period NOV. 27, 2018 TO APR. 02, 2019

Test Performed SELECTED TEST(S) AS REQUESTED BY APPLICANT

Test Requested SELECTED TEST(S) AS REQUESTED BY APPLICANT

Test Resulls) FOR FURTHER DETALLS, PLEASE REFER TO THE
FOLLOWING PAGE(S)

Gonclusion FOR FURTHER DETAILS, PLEASE REFER TO THE

FOLLOWING PAGE(S)

‘Signed for and on behalf of
'SGS.CSTC Standards Technical Senvces (Shangha) Co., Lid

M,L.le

Melody Zhang
Authorzed Signatory

SGS

TeStRepOrt  No:SHHLIGHOG691SD.O1  Dato: APR.02,2015  Page:20( 10

Test Conducted:
T
Tost Category TEST RESULT
Ganeral - sensiization (Maximizaton method) PASS
(SEE RESULT PAGE)
@3 | Endoons, oass
(SEE RESULT PAGE)
Ta | Powder PASS
(SEE RESULT PAGE)
3 Frotei, Total Teachab
5 @ leachable -
76 [ Labaiing o
REMARK: NA = Not Applicable N = Not conducted as per clients request

SGS

TeStRepOrt  No:SHHLISHOGT691SD.01  Date: APR. 02,2019 Page:3f 10

Test Result Pa

Attachment 1: Testfor iritation (Animal skin iritation test)

SUMMARY

the test artile, it Glove,
inftation. This the
10993-10: 2010:
Dovices - Part 10: Tests for irfation and skin sensitzation 1SO 10993-12: 2012: Biological

evaluation of Part
The test article

Obsenvations

48and 72
der this study, arice
1o rabbits. The rasponse category for the extracts of the test artile was negligibe.
WMATERIALS
Test Arile: Nl Glove
Sterlization Status: Non-sterle
Extracton Vahicle: 0.9% sodium chioride injecton (SC)
Gotton seed ol (CSO)

Test Aricle Preparation According the requirement of the sponsor,the test

artces were storlized by athylene oxide two wesks
before the treatment.
Based on the IS0 109931222012, the atio o 6o 1 mi

(Surtace area ofthe test sample to volume of extraction

* *
TestReport  No:SHHLIBOSTEIISD.OT  Dates APR.02,2019  Page: 4of 10 TestReport  No:SHHLIBIOSTEIISDOT  Dates APRL02,2019  Page: 5of 10 TestReport  No:SHHLIBIOSTEIISDOT  Dates APR02,2019  Page: 601 10
veticte, 90 ofth tet aries were covered ilh suspende cages dentied by a card ndcating he
15miof extraction vehice under aseptic conitons for Identficaton No ofthe est arice andfs ratment Frmary
preparing he SC and CSO test extract at 37 °C for 720 aate Reacton Itation
Envronmeniat The oom temperature and huidiy was monfored ore
respectively. The extracts were used after extraction. S ' ly- Se
The oo temperatur range was from 20°C 10 26°C. The Erythema and eschar formation
similarly prepared to serve as the reagent control. room humidity range was from 50% to 70%. No enythema °
Condition of extracts: Al the extract of the test and controls were clear. Personnel Associates involved were appropriately qualified and Very slight erythema (barely perceptible) K
Welkdefned erythema 2
wained
In addition, according ISO 10993-10 requirement, 10% Sodium Dodecy! Sulfate as a positive control ‘Selection: Only healthy, previously unused rabbits were selected. Woderats erfhema N
enyema .
anotner 1226, n
Gadema Tormation
laboratory records. Experimental Procedur No osd °
On the day before he tet, th rabbits were cosely clippe th fur on the backs of the animals, and
METHODS. Very siight odema (sarly percepible) 1
both sides of the spinal forapplication and observaton o l tst sies, approximately 10 cm x15 cm .
25 mmx25 mm secton of bsorbent gauze paich was saluraled wih feshly prepared the exract
Test System - P Moderate oedema (aised approximately 1 ) 3
4
‘Species: Rabbit ‘applied to the region as illustrated below:
v Now Zostand Whie B Gy e 23, 8 and 72hours cbservallons ware Used for calaon. For oach anmal e score boih
‘Source: 'SHANGHAI SONGLIAN LAB ANIMAL-FIELD > separ
sox Valo SIS a |
Sty weight range: 2125k scores by 6 (2 test sies x 3 imo poinis). Allte primary infation scores of indidual animas woro
Age: Young acut e e
Number of animas: six . qutts 7 8 | By el were abtained. A similar calulation was made with the negative control. The primary iiation index
was obtained by sublactng the score of the negatve conlrol from the test rice score and the
Animal Management tesponse categories were given as blow:
Hostandy Gonton conform to-Laborstory animal The applcation sies were covered wih a gauze patch and then the applicaton sts were wiapped — ———
Feauitements of avionment and housing faciies- Wit a semi-occlusive bandage for 24 h. At the end of the contac ime, th cressings were removed! e b
Food Dt was provide from Shanghai Pu Lu Teng Boigical 051019 signt
Tt oo 138 were described and scored at 1, 24, 48 and 72 hours. A —
Housing: Heathy anmais were accimaized o the labortory swe Severe

‘conditons for 7 days before the reatment. and then
they were individually housed in siainless stee!

* * *
TestReport  No:SHHLIGHOSTOOISDO1  Date APR.02,2019  Page: 7 10 TeStRPOM  No:SHHLISHOSTGOISDO!  Date: AR 02,2019  Page: 80110 TeStREport  No:SHHLIGHOSTOOISDO1  DateiAPR02,2019  Page:9cf 10
REsuLTS PHOTOGRAPH OF THE TEST ARTICLE
Ashesof s .
: o
the scare evaluation
reagent contrl allwere 0. [ I
The Primary lritation Index (PI1) of the test aricle was all 0.0. I Number of test sample. i 5 Pieces
Fisnes o oves iresgoves,arer
o defects
covson e =
Under s sy,
rabbis. The response categoy forthe exracts o the tes aricle vas neglgible. e Lmtoms Bosn Nate
Nogs 1 Tostscoording 1 EN S0 21171:2006, e average mass ofpowcer
e lov was 0.06mg
Romarc

applcant
the relovant rosults or conclusions of this roport aro only made fo these data and /or
nformation, SGS and
formation and the condlusion. Testing

‘measurement uncertainty of the results not take into account.
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Certificates -EN374 Test Report

SGS

e g g ]
TEST REPORT TEST REPORT TEST REPORT
[Report No. : CH:TX:1042003821 DATE : 25/01/2019] [Report No. : CH:TX:1042003821 DATE : 25/01/2019 [Report No. : CH:TX:1042003821 DATE : 25/01/2019]
*1042003821* ‘SHHL1811067691SD *1042003821% SHHL1811067691SD. *1042003821* SHHL18110676915D.
LYNCMED MEDICAL TECHNICAL(BEWING)CO.LTD
ROOW 116, FLOGR 1, GUOTOUSHANGKE BUILDING NO 111, SOUTH HUIE R RESULTS RESULTS
HINA
ALC F619301 TECHNICAL LT, EN3742: 2014 and s -
CONTACT PERSON :
THE FoLL suBMITT FoF Clause Test Name Tost Results Performance level g
SAMPLE DESCRIPTION VES
NITRILE GLOVE 41| Airleak Test Specimen # Leakage
TYLE NO. M (Ai Prossure Used : 0.5
PHOTO APPENDIX. 1Pa) B No Leakage
Sizo M No Leakage pass
Size M No Leakage !
Size M No Leakage
SizoM NoLeakage
42| Waterleaktost Specimen # Leakage
Sze W No Leakago <
Size No Leakage Pass _—
SAMPLE RECD ON 220112019 TESTING PERIOD : 2201/2016 - 25/01/2019 —
Summary of T _ N
Tost Mathod / Standard ClausolTest Namo [ Status / Performance Lovel
aint chemical termination of resistance EN 37442013 i " fon of residtance to
2 pentration
EN3742:2014 TR T = P— dearadation by chemicals
Giause 4.2 ~ Waer leak test Pass NBTatnpr | Performance
ot . Loop Analytical Mea i lovel Chemical I suits
BN 0523-1:2015 hemical i s Chemical | gomicatection | techmiue | thickness | "2M9S™ | accordanceto | Observation CASNO | EXPOSUIeDUIBON | porcontage change inpuncture residtance Observation
edium used (mm) EN SO 374-1: Glove sample
FeT—— Resifirc o Degradaton by Charnials } S— (minutes) | 53159 374 s
Methanol 2 87
- Continaous - Hethano 6025 minutes H o Severe swalling
Per pro SGS India Private Ltd. Methanol Openioop/ | measurement i Level-0 s Mean 13
67-56-1 Nitrog With b sweling 015
. Pan. GC-FID
K. PACHAIYAPPAN ENISO o Eredof Floportn™
ASST. MANAGER Part 1: Terminolooy and nco roq
Email your Test Report Related Enquiries at Feedback.SLT@sgs.com able 1: Permeation performance levels
Permeation performance level |  Measured breakthrough fime
(minutes)
>10
30
>60
>120
>240
>480
Based on
*+ End of page™**
108N - rezson0 s Page 1 of3 Caronn oz soeo o0 s Page 2013 o wssr 08N osens0 s Page 3013 Caas st
o consions im s e, oy o —— ans controre i and e,
oy T
o
{eproased except ll wihut o sprovel f e Compery. eproducns excet . wihau o ol f o Compay. epeoaueed excot Il o i sl e Compary.
T T S08 G T

Tertar o 808 G ST

ot s S8 G T

ertif

icates -EN1186 Test Report

Test Report No.SHAHG1820661102 AD1  Date: 07 Dec2018  Page 1of4. Test Report No.SHAHG1826661102 AD1  Date: 07 Dec2018  Page2of4.
LYNCHED MEDICAL TECHNOLOGY(BELING) CO. LTD TestRosuts
01 119, FLOOR 1,
oo 19, oo TestPart Dascrtion
SpecimenNo.  SGS Sample D Descripton Maoral
(Gaimed by e cion)
™ 715 TO SUPERSEDE TEST REPOR:
IS REPORT 5 TO NI SHAMBZSGELO0T  Blua rbbergovs () .
565 Jooo, SHHLIB1 0875450 - SH Remars
(1) s = miram por sare doometar
StyeNo. smux @)= milgrom per klogram
Dateof Sanple Recelved - 29 Nov 2018 )= degee Celsius
Tesing Period 29 Nov 201806 Dec 2018 ot
TostRoquested Selctad test) s ecunstd oy . 61ND = NotDeectd (<Hi0L)
TestWathad Please ofr o net pags).
TestRosute Please efr o nxt pagte). 008 [DGCCRE Metadologeal
Sheat Fie organc e ynbatomater-Overa migston
Resut Sumenary
E— P Tost Wit Wi efreno o Comssion Reguaton (EU)No 102011 o 14 January 2011 Ao Il and
EN 1166.1:200 for stecion st mathods;
oo PASS EN1186.9-2002 aqueous ood simulants by ariclefling metho
¢ overall EN 186142002 subtivte st
mgaion
ES Simuant sea Tme  Tempsre MaxPemissble Resstof0i  Concusion
Unit  Cwal migaton
Porode vao 10% Eranc (V) suecus 20) e tomgamt <amgant Pass
oo ES slubon
Vottla 20% Eanct (W) Aeous 20061 arc oy <somgont pass
organc mater (VOM) Sobain
% Erano W aeos 20w 40T Tomgam <aomget Pass
Signed orandon bl of 20) are oyt 82mgn Pass
SASCSTC Standars TochicalServics (hanghl) Co. Ld o o e o o s
- Notas
med i (1) Anayica oeranceof aqueous simunt s 2 g’ or 12K,
{ 2) Anayca tlrance offaty oo imulants s 3 i or 20mghg
) Test conion & smuant wor spciiod by clot.
Ty v
Aoproved Sgnaory DGCCRE Methadological
ol

SGS

SGS

Test Report No. SHAGIBZG661102 AD1  Dale: 7 Dec2018  Paga 3014 Test Report No.SHAHGIB26051102 ADY  Dote:07Dec 2018 Page-4of 4
‘Sample oo
st Mathad
L
Peroie Vae * sosent
(0= Avsent
oot
TestMethod Wi reerence o French Arétd Novenber 1952 Annex .
Test e Lmi unt St 56511001
Vot organic mater (VOM) 050 sk —
Concusion

S3 authantcato the photo on orina eport oy
= B of Repert

_________________________________________23___.




Alireditierungsstelle
O-7hd-11331-01-00

Certificate

No. Q6 099730 0004 Rev. 02

Holder of Certificate: Lyncmed Medical

Technology (Beijing) Co., Ltd.

Room 1601, Building No. 2

Zhubang 2000 Business Building, Balizhuang Xili 99
Chaoyang District

100022 Beijing

PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Distribution, Production and Sales of Dental high speed
air turbine handpleces, Dental low speed air turbine hand-
pleces, Ultrasonic Scaler, LED Curing Lights, Root Apex
locators, Endo motors, Pulp tester, Portable Dental Unit,
Dental Implant Systems, Dental Alginate Mixers, Sterile
Surgical Gowns, Sterile Surgical Packs, Sterile Surgical
Drapes, Sterile Dressing Pouches, Caps, Face mask, Shoe
cover, Bed cover, Protective coverall, Urine bag, Foley
Catheter, Oxygen Mask, Nebulizer Mask, Laryngeal Mask,
Anaesthetic Mask, Wheelchair, Walker, Crutch.
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The Certification Body of TOV S0D Product Service GmbH certifies that the company mentioned above
has established and is maintaining a quality management system (excluding subclause 7.3), which

* meets the requirements of the listed standard(s). All applicable requirements of the testing and
N certification regulation of TOV S0D Group have to be complied with, For details and certificate validity
— soe. www tuvsud com/ Ta=cer: 7 4 !
=L
(X
= Report No.: BJ20020501
(= Valid from: 2020-12-20
- Valid until: 2023-12-19
=
L
z CO
& .L\/
Date, 2020-12-11 Christoph Dicks
E Head of Ceriification/Motified Body
b
™
{ b=
o
Ll L
r Page 102 ™V

TOV S0D Product Service GmbH - Certification Body - Ridlerstralle 85 - B0338 Munich - Germany




Lyncmed Company Certificate

Mikreditienangastelic
D71 12710700

Certificate
No. Q6 099730 0004 Rev. 02

Procuct Sanvica

Applied Standard(s):  EN ISO 13485:2016
PP\! { ] Medical devices - Quality management systems -
Requirements for regulatory purposes
(IS0 13485:2016)
DIN EN 150 13485:2016

¢ CEPTUOUKAT @ CERTIFICADO @ CERTIFICAT

Facility(ies): Lyncmed Medical Technalogy (Beijing) Co., Lid.
Room 1601, Building No. 2, Zhubang 2000 Business Bullding,
Balizhuang Xili 89, Chaoyang District, 100022 Beijing, PEOPLE'S
REPUBLIC OF CHINA,
See scope of cerificate
-"':].'_;
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e
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(= =
L
~ Page 2 0f2 TOV®

TOV SOD Product Service GmbH + Certification Body + Ridlerstralie 85 » B0338 Munich » Germany



Lyncmed Company Certificate

rﬁ)
TUVRheinland

TOV Rheinland Elaais misy

LGA Products GmbH

TillystralBe 2, 90431 Nirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

( DAKKS

Deutsche

AKhreginerungsstaie
B-2-14168-01-02

Date: 2020-06-22

SX 60148110 0001
50180180 006

Lynemed Medical Technology

{Beijing} Co., Ltd.

Room 1601, Building No.2

Zhubang 2000 Business Building, Balizhuangxili
Chaoyang District

100022 Beijing

P.R. China

Products

Sterile Latex Surgical Gloves, Non-sterile Examination
Later Gloves, Dental High Speed Alr Turbine Hand-
pieces, Dental Leow Zpeed Air Turbine Hand-pieces,
Patient Examination Gloves, Ultrasonic Scaler,

Endo Motors, Apex Locators, Pulp Testers, Masks,
Laryngeal Mask Airways, Overalls, Isoclation Gowns,
Sterile Surgical Gowns, Sterile Surgical Kits, Sterile

Surgical Caps, Sterile Fac= Masks, Sterile Shoe fCovers,

Alcchol Swabs, Diapers and aAdult Diapers, Disposable
Under Pads, Medical Tapes, Urine Bags for Single Tse,
Foley Catheter filicone, Dental Alginate Mixers,
Vinyl Examination Gloves and Sterile Gauze 3ponges

Certification Body

o]




Lyncmed Company Certificate

(7

TUVRheinland

Certificate

) The Certification Body of
TUV RBheinland LGA Products GmbH

hereby certifies that the organization

Lyncmed Medical Technology
(Beijing} Co., Ltd.
Room 1601, Building No.2
Zhubang 2000 Business Building, Balizhuangxili 99
Chaoyang District
100022 Beijing
P.R. China

has established and applies a qualty management system for medical devices
far the following scope:

Manufacture and Distribution of Medical Devices

{See attachment for Products included)

Proof has been furnished that the requirements spesified In

EN ISO 13485:2016

are fulfilled. The qualty management system 1s subject to yearly surveillance.

Effective Date. 2020-08-22
Certificate Registration No, SX 60148110 0001
An audit was performed Report No: 50180180 006

This Certificate 1s vald until 2021-12-03

Certification Body

| ((Dakks

Akkredinerungsstelle
D-ZM-14169-01-02

Date 2020-06-22

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

Tel +49221 B08-1371 Fax +49 121 805.30935 e-mal cerl-valdiy@de tuv corn hitp M luv comisafety




Government Approved Qualified
Manufacturer Name List

BEYMIAENESCEMNETR E =S
Name List of Medical Devices and Supplies Companies with Certification/Authorization
from other Countries
http://www.cccmhpie.org.cn/

dloaRaE= i 3 - | G UL EERE | ESEARATER -
No. Company Uniform Social Credit Code Status of Certification / .?.uthnﬂzahon in
i Other Countires
|—+ EMOS Nedical Face Nasks I
)
HHETHAG&BHFRRE
r U | Winner Medical Co_ Ltd. 91440300723009295R CE /
SR R Y
|2 Hubei Qianjiang Kingphar Medical Material Co_Ltd|" -2 00> 120673600 CE /
SpRABEETFTLAGHRAT
! 3 et Medpro Healtheare Co_ Ltd. 01340100744801942W CE /
BEEEEABAEERE LT
I * | Haian Medizauze Co Ltd 91320621733774364Q CE /
AlETFHEIrAagRed
- ) Hubei Kangning Protective Products Co. Ltd. §14250047936276261 CE /
AR T UL O
2 6 Hiantao Xingrong Protective Products Co., Ltd. 91429004753447771A CE /
BREEMTASEHEELSST
I 7| Attmed Medical Products Co_Ltd. 91420383739 14001XH CE /
g |EEEEATE )RR 91421200080935876P CE
B ngstarMed:lcal Gﬁa.tnmg} Co. Ltd.
THEEFEERANASE LT
9 |liangsu Province Jianerkang Meddical Dressing  (91320413714946201R CE
5 Co.Ltd
CHFEEHASERNYELT ]
A 1" | Anhui Tiankang Medical Technology Co.Ltd | L 0071990801 CE /
w | JaEn s e 91320508724448775B CE
o Surhou Henguiang Import &Export Co. Ltd.
AW ERRETRAERAT , {
A 2 Henan Kanjoray Medical Technology Co, Ltd. | | 0o0MA4SCYCIZX —|CE
FEEEMHE (Aw) 5B &4
A B yncMed Medical Technology (Beijing) Co. Ltd. | | CIUSMAGIZISNR ICE
g |REEEETEER RS R 9137100005624731X3 CE
g Wethai Medical Intemahonal Co__ Ltd.




CGDLyncMed

LyncMed Group Corporation

© Room 1601, Building No.2, Zhubang 2000 Business Building, Balizhuangxili 99,
Chaoyang District, 100022 Beijing,China.

(2 +86 010 8646 8058

@ contactus@lyncmed.com

@ www.lyncmed.com
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