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Guanti medicaliin nitrile
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CARATTERISTICHE

Guanti monouso in nitrile di colore blu chiaro, non sterili, senza polvere, 100% latex-free. Ambidestri con
polsino salva strappo, sono dotati di superficie microruvida che garantisce la massima sensibilita ed una
capacita di presa ottimizzata. Validi per I'uso a contatto con gli alimenti ai sensi del Reg. UE 10/2011, Reg.
1935/2004/CE e DM 21.03.1973 s.m.i.

Nitrile: colore BLU chiaro

Polsino: dotato di elastico

Linea prodotto: LyncMed

Tipo: senza polvere / monouso / non sterile
Confezionamento: box da 100 pezzi
Imballo: 1000 pezzi

Standard: Dispositivo di protezione individuale di | categoria - livello di protezione B
« UNI EN 455-1:2015: assenza di fori
« UNI EN 455-2:2015: proprieta fisiche conformi a normativa
« UNI EN 455-3:2015: valutazione biologiche conformi a normativa
« UNIEN ISO 21420:2020
+«ENISO 374-1:2016 / Type B, EN 374-2:2014, EN 374-4:2013, EN I1SO 374-5:2016: protezione da microorganismi
* EN ISO 16523-1:2015: resistenza alla permeazione di prodotti chimici
« EN 420:2003+A1:2009: conforme ai requisiti generali e metodi di prova

Standard: Dispositivo medico di classe |, ad uso temporaneo in relazione agli orifizi del corpo, ai sensi reg. 5 allegato
VIl del regolamento UE 2017/425.

CND T01020204 (Guanti non chirurgici in nitrile)

Progressivo di registrazione dispositivo medico: N° 2025597 (taglia S), n° 2027928 (taglia M), 201391, n° 2027929 (taglia L),
n° 2027930 (taglia XL)

Per alimenti ai sensi Reg. UE 10/2011, Reg. 1935/2004/CE e DM 21.03.1973 s.m.i. (EN 1186-1:2002, EN 1186-9:2002, EN
1186-14:2002).

Condizioni di conservazione: Conservare i guanti nel loro imballaggio originale in luogo fresco e asciutto. Evitare
I'esposizione diretta alla luce del sole, all'ozono ed a fonti di calore. Effettuare sempre una prova preliminare nelle reali
condizioni di utilizzo. Non utilizzare i guanti in contatto con il prodotti chimici non testati o con prodotti irritanti e corrosivi.
Indossare i guanti con le mani asciutte e pulite.

Shelf life: 5 anni dalla produzione

Taglie disponibili: S-M- L - XL

Protegge da agenti biologici e da contatto accidentale con sostanze chimiche, ideale per esaminazione,
terapia, diagnostica, uso domestico, per la manipolazione di alimenti, catering, estetica, pulizia e igiene,
hobbistica, laboratori, settore medico-veterinario.



Guanti medicaliin nitrile
elasticizzati/senza polvere

ISTRUZIONI PERL'USO

Prima dell'impiego, ispezionare i guanti per individuare eventuali difetti o imperfezioni. Utilizzare i
guanti con mani asciutte, pulite e prive di anelli. Per agevolare la calzata del guanto effettuare una presa
ampia sul polsino con I'altra mano, evitando I'esercizio di un’eccessiva trazione che potrebbe causare la
rottura del guanto. Prima e dopo aver indossato il guanto controllare attentamente I'integrita e verifica-
re I'assenza di fori, lacerazioni o difetti visibili. Nel caso si riscontrino eventuali difettosita, sostituire il
guanto danneggiato. Non utilizzare i guanti oltre il tempo di impiego previsto dagli indici di protezione
sotto riportati per le diverse categorie di prodotti chimici. Il prodotto € monouso, non riutilizzare.

TASSI DI PERMEAZIONE

SOSTANZA CHIMICA LIVELLO SOSTANZA CHIMICA LIVELLO
N-eptano J|o Idrossido di sodio sol. 40% K|O
Perossido di Idrogeno 30% P|2 Formaldeide sol. 37% T|5

Idrossido di Ammonio sol.25% O |0

Legenda classe di permeazione:

Livello O: tempo di passaggio < 10 minuti
Livello 1: tempo di passaggio > 10 minuti
Livello 2: tempo di passaggio > 30 minuti

Livello 4: tempo di passaggio > 120 minuti
Livello 5: tempo di passaggio > 240 minuti
Livello 6: tempo di passaggio > 480 minuti

Livello 3: tempo di passaggio > 60 minuti

AVVERTENZE

« La scelta del guanto deve essere effettuata conoscendo l'attivita lavorativa ed il processo di lavorazione
eseqguito dall'operatore, tenendo conto delle condizioni di lavoro e i rischi connessi.

* Al termine dell'utilizzo, sfilare il guanto rovesciandolo, al fine di minimizzare il rischio di contaminazione
microbica, procedendo alla smaltizione in base alle linee guida della struttura di appartenenza o secon-
do le indicazioni dell’ente locale.

Box 100 pz. Taglia S Box 100 pz. TagliaM Box 100 pz. TagliaL Box 100 pz. Taglia XL

7161 701 ” 6 97 ‘ ‘I 6 70120 H 6 “

470106 1605 470113 971605 4 971605 ‘ 470137

Leggere le avvertenze e le istruzioni per I'uso.

E’ un dispositivo medico.
Autorizzazione del 15/11/2020 s

971605
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8/3/2021 Elenco dei dispositivi medici

Area tematica Dispositivi medici | Archivio banche dati

3 a&.}’::-;".-:,:-l.r}r:.?: .-'J'{.-'(:"'?: -I-"’-::";fir.r":v

& Stampa | # Scarica il dataset
Elenco dei dispositivi medici
Criteri di ricerca:
Denominazione fabbricante:
Codice fiscale fabbricante:
Partita IVA / VAT number fabbricante:
Codice nazione fabbricante:
Denominazione mandatario:
Codice fiscale mandatario:
Partita IVA / VAT number mandatario:
Codice nazione mandatario:
Tipologia dispositivo:
Identificativo di registrazione attribuito dal sistema BD/RDM:
Codice attribuito dal fabbricante: 20139
Nome commerciale e modello:
Classificazione CND: T01020204
Descrizione CND:
Classe CE (valida solo per dispositivi medici di classe, impiantabili attivi e IVD):
Elenco dispositivi individuati
Dati aggiornati al:07/03/2021
DISPOSITIVO MEDICO/ASSEMBLATO FABBRICANTE/ASSEMBLATORE
IDENTIFICATIVO DATA FINE
NOME PARTITA
TIPOLOGIA DI ISCRITTO AL CODICE ATTRIBUITO DAL CLASSE  DATA PRIMA IMMISSIONE RUOLO CODICE
COMMERCIALE CND DENOMINAZIONE IVA/VAT NAZIONE
DISPOSITIVO REGISTRAZIONE REPERTORIO FABBRICANTE/ASSEMBLATORE CE PUBBLICAZIONE IN AZIENDA FISCALE
E MODELLO NUMBER
BD/RDM COMMERCIO
|-
Classe |
T01020204
non
- GUANTI LYNCMED
sterile
Dispositivo 2025597 S 201390 (%% NON 15/11/2020 FABBRICANTE ~ TECHNOLOGY 10331280965 10331280965 IT
e senza
CHIRURGICI S.R.L.
funzioni
IN NITRILE
di
misura
|-
Classe |
T01020204
non
- GUANTI LYNCMED
sterile
Dispositivo 2027928 H 201391 M NON 15/11/2020 FABBRICANTE ~ TECHNOLOGY 10331280965 10331280965 T
e senza
CHIRURGICI S.R.L.
funzioni
IN NITRILE
di
misura
|-
Classe |
T01020204
non
- GUANTI 1 LYNCMED
sterile
Dispositivo 2027929 S 201392 M NON 15/11/2020 FABBRICANTE ~ TECHNOLOGY 10331280965 10331280965  IT
e senza
CHIRURGICI S.R.L.
funzioni
IN NITRILE
di
misura
|-
Classe |
T01020204
non
- GUANTI 1 LYNCMED
sterile
Dispositivo 2027930 S 201393 M NON 15/11/2020 FABBRICANTE ~ TECHNOLOGY 10331280965 10331280965 T
e senza
CHIRURGICI S.R.L.
funzioni
IN NITRILE
di
misura

<< < Pagina:1 > >> Num. Pagine:1 Num. Dispositivi:4

www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_RICERCA 11


http://www.salute.gov.it/portale/temi/p2_4.jsp?lingua=italiano&tema=Dispositivi%20medici%20e%20altri%20prodotti&area=dispositivi-medici
http://www.salute.gov.it/portale/documentazione/p6_2_8_1.jsp?lingua=italiano
http://www.salute.gov.it/
http://www.dati.salute.gov.it/dati/dettaglioDataset.jsp?menu=dati&idPag=1
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_PAGE_FIRST
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_PAGE_DEC
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_PAGE_INC
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_PAGE_LAST
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EC DECLARATION OF CONFORMITY

According to MDR2017/745

We

Lyncmed Medical Technology (Beijing) Co., Ltd

Room 119, Floor 1 GUOTOUSHANGKE Building No.1111, South Huihe Road, ChaoYang
District, 100022 Beijing,China

Tel: +86-10-86468058

Declare under our sole responsibility that the products:

1. Non-gterile Examination Latex gloves, Class|;

2. Nitrile Examination Gloves, Class | ]

3. Vinyl Examination Gloves, Class| |

are produced in conformity with the technical documentation of Annex Il and Il meets
the provisions of the Medical Device Regulation 2017/745 which apply to them.

The products are produced according to the following harmonized standards:
EN 455-1:2000 Medical gloves for single use Part 1:Requirements and testing for freedom

from holes
EN 455-2:2015 Medica gloves for single use Part 2: Requirements and testing for physical
properties
EN 455-3:2015 Medical gloves for single use Part 3: Requirements and testing for biological
evauation

This declaration is valid for the above mentioned product with the CE-Mark.

'European Authorized Representative:

Lyncmed Technology SRL

Add: Corso BuenosAires 77/A, 20124, Milano (M), Italy
Contact: TinaTian

Td/Fax: +86-15011563730

mail: TinaTian@Ilyncmed.com

Place: Beijing, China
Date: 4 Dec. 2020
Name FHE
Position: C

Signature:
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Test Report

Report No.: QDHL2009009945MD

Sample Description: NITRILE EXAMINATION GLOVES

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

Test Type: SUBMITTED BY CLIENT

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 1 of 6
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SGS

Report No.: QDHL2009009945MD

Test Report
NITRILE
Sample Description EXAMINATION Color BLUE
GLOVES
Received sample
quantity/ 220PCS/
Type/Specifications EXAMINATION/ L
Sample Tested sample 200PCS
information quantity
Lot No. LMNE 20200916 Lot Quantity NOT PROVIDED
Manufacture Date NOT PROVIDED Expiration Date NOT PROVIDED
Material/Appearance NITRILE Storage Condition NOT PROVIDED
Manufacturer NOT PROVIDED
Applicant LYNCMED MEDICAL TECHNOLOGY (BEIJING) CO., LTD.
Client ROOM 1601, BUILDING NO.2,ZHUBANG 2000 BUSINESS
information BUILDING, BALIZHUANG XILI 99, CHAOYANG DISTRICT, 100022

Applicant address

BEIJING, CHINA

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 2 of 6
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Report No.: QDHL2009009945MD

Sample Receiving

SEP.25,2020 TO

SEP.25,2020 Test Period Date
Date 0OCT.16,2020
Test Sample No. QDHL2009009945MD | Test environment Meet requirement
information Test items 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
This report only provides the test results and individual judgment, conclusion please see
Test
follow pages.
conclusion
Issue date: OCT.16,2020
Remark /
P - .-: - | | i . ', /
Approver: s B Auditor: r Compiler:
Date: OCT.16,2020 Date: OCT.16,2020 Date; OCT.16,2020

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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Report No.: QDHL2009009945MD

Sample Photo

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 4 of 6
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Report No.: QDHL2009009945MD

Test Results

Test Items Unit Test Method Requirement Test Result | Assessment
Sample quantity: 200
_ y AOL: 1.5 ¢
Water tightness test / EN455-1: 2020 Ac: 7 Found: 0 Pass
Re: 8

***End of Report***

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 5 of 6
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7,

statement

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.

Above information and sample(s) was/were submitted and certified
by the client, SGS quoted the information with no responsibility as
to the accuracy, adequacy and/or completeness.

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

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

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.
Page 6 of 6
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Test Report Mo SHAHGIB26661102 AD1 ~  Date: 07 Dac 2018 Page 1 of 4

LYNCMED MEDICAL TECHNOLOGY({BEIJING) CO.. LTD

ROOK 118, FLOOR 1, GUOTOUSHANGKE BUILDING NO.1111, SOUTH HUIHE ROAD CHADYANG
DISTRICT, CHINA

THIS REPORT IS TO SUPERSEDE TEST REPORT NO.SHAHG! 826661101, DATE-Z01R/12/06.
The foliowing sampleis! washwens submitied and iventified on behall of the clients as : MITRILE GLOVE

5G8 Job No. . SHHL 1811067545CW - SH

Style Mo, ; S ML YL

Date of Sample Rocelved . 29 Nov 2018

Testing Period . 29 Nov 2018 - 08 Dec 2018

Tost Requesied : Selecied lesi(s) as requested by chant,

Test Mathod : Plaasa refar to nedt paga(s).

Test Resubls - Please refer o next page{s).

Rl Sum ey
Test Regquested Concliskon
‘Franch Arrdth du § Novembar 1854, Franch Décrat 2007-766 with amandmants, PASS
DGCCRF Methodological Sheet "File organic materials — symbatic matier” Overall
rmigraban
Franch Arrith du 9 Movember 1984, Franch Décral 2007 -7 66 withy srmendments, PASS
DGCCHF Methodoiogical Sheet “File organic materials — synthetic matier”
-PEinxide valle
Franch Armitd du B November 1984, French Décret 2007-7 66 with amendmants, PASS
DGCCRF Methodological Shect “File organic materials - synthefic mattor” “Volatile
amanie rmatiar (VOW)

Signaed for and on behalf of
SG5-CSTC Stendants Technical Services (Shanghai) Co,, Lid.

oy

SENNY Y a0
Aporoved Signatory
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SGS

Test Report No SHAHGIG26661102 AD1  Date: 07 Dex 2018 Page 2 of 4
Tesl Results
Tzgl Part Dasoription
Specimen Mo.  SGS Sample ID  Descriplion Matriod
(=iaimad by tha clent)
SN1 SHATE-266611.001  Blus rubber giove (XL Nitrile rabber -
Ramarks
(1) mg/dm¢ = milligram pér squane decimeler
{2} mg'kg = milligram per kiiograrn
{3) "C= degree Celsius
(4) < = lgss than

(5) MDL = Mathod Detection Limit
(6) ND = Not Detected (< MDL}

Sheet “Fie organic materials - synthatic mather” -Ovarall migration

TesiMethod . With reference to Commission Regulation (L) No 102011 of 14 January 2011 Annax fil and
EN 1186-1:2002 for setachion of esi mathods;
EN1186-8-2002 aqueous food simulants by sriichs Wing method,

EN 1186-14:2007 substitfe tanf
Simudant Lisad Time Temparsum  Max Permissible - Resull of 001 Conclusion
Limit Overall mgration
10% Elhanol (V/V) aguecus. ~ 2.0hn{s) AC 10mgidm’ <3 Omgidm’ PASS
solution
20% Ethanol (V/V) Aquecus  2.0he(%) 40°C 1ol <3 Drrdrm’ PASS
Soduthan
&% Ethanal (VAV} agueous - 2.0hn(Eg) 40°C 1Dy < X Ornayldrm? PAES
sobulion
S5% Ethanad i.tl"rijih -1 i e T Drngpidiy” B 2mgidm?® PASS
IS00ckang 0.Shr{g) 11 gl 1Dl <3 0mgiam’ PASS
Nofes ©

{1) Analytical wierance of agueous simutants is 2 magddm® or 12mg/fka.
(2) Analytical wierance of fatly food semulants is 3 mg/dm® or 20mg/g
{3) Test condition & simulant wers specified by chent.
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"SGS.

Test Report Mo SHAHGIS26661102 AD1  Date 07 Dec 2018 Page 30f4

Tost Melhod | Wilh referance io Emnmrmmwmm.wmwnnmﬁu

Tes 3 Limit oy
Peroxide Valle * MErsent
-Conciusion PASS
Motes

(1) % = Absant.

Test Method : With reference io French Arrété cu November 1992 Annex 1.
Tesl liem{s) Lim Unit MOL &M

Wolalile organic matter (YVOM) 050 %(ww) 010 0.12

Conciusion PASS

i e mve B el = h_-ﬁ ‘-m_u p—l
- E --wﬂ-’. u-l.
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Test Report Mo SHAHG1RZ6661102 AD1  Date: 07 Dec 2018 Page 4 of 4

‘Sampla phota:

SHA1B-266611% DO |
5 — . - —— . —_ - — L}

G5 authanticate the pholo on onginal neport ondy
anm EFHEI Hw (LN ]

.
B p ke Ty Corrromwny & Frafi i-'..-I--rIl.ll'-il-hIrr- aFmm da arew e
m'__ LT LR _ L&} EEW TS RS EMPT CTRRE NEQNECNE AT TR
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T | TEST REPORT

3F, Building Block 2, No. 3400 Gonghexin Road, Page 1/3

Jing'an District - Shanghai 200436, P.R. CHINA
L T X AT G 34005 243 2
Tél.: +86 2168 55 50 32 Report No.: $200909071_2 28 October 2020
Fax: +86 21 68 55 50 33
E-mail : cteshanghai@ctegroupe.com

APPLICANT: LYNCMED MEDICAL TECHNOLOGY (BEIJING)
CO.,LTD (C41517)

naomizhou@lyncmed. com ROOM1601, BUILDING NO. 2, ZHUBANG 2000
BUSINESS BUILDING, BALIZHUANG XILI99
CHAOYANG DISTRICT
100022 BEIJING
CHINA

Date of receipt :07 Sept. 2020
Testing period  :10 Sept. 2020
Buyer: — :11 Sept. 2020

Sample description:  Disposable nitrile gloves

Test(s) requested :— For CE Marking : Yes

Service :REGULAR Previous report o

Brand / Section o Product category 1

Season — Product type T

End use o Test stage :FIRST TEST
Factory name E— Supplier name =y

Factory code T Exported to b=

1. Conclusion:

Tests description Conformity
EN ISO 374-1
1 Air Leak Test Pass
2 Water Leak Test Pass

Pass: requirements met  Fail: requirements not met  None: no requirement for this test  N/A: not applicable

Approved by

Henry YAN
Laboratory Manager

=

This test report in version $200909071_2 supersedes the report S200909071_1 .".:__ LE '-L'l-

The report is issued by CTC Shanghai under its General Conditions printed overleaf. The results shown in this report refer only to the sampleﬁ teg_t'éld.
Except by special arrangement, the test items will not be retained by CTC Shanghai for more than 3 months. The test report shall not be reproduced, e_xc_clept
in full, without the written approval of the testing laboratory. 1
To declare the conformity to the requirement, the uncertainty of measurement, associated to the test results, has not been taken into account. —



C T C TEST REPORT

Page 2/3

Report No.: $S200909071_2 28 October 2020

APPLICANT: LYNCMED MEDICAL TECIINOLOGY (BEIJING)
C0.,LTD (C41517)

2. Sample(s) description assigned by laboratory:

Size Analyzed product Description Sample information
GLOVE
Whole glove

200909071

This test report in version $200909071_2 supersedes the report S200909071_1

The report is issued by CTC Shanghai under its General Conditions printed overleaf. The results shown in this report refer only to the s
Except by special arrangement, the test items will not be retained by CTC Shanghai
in full, without the written approval of the testing laboratory.

To declare the conformity to the requirement, the uncertainty of measurement, associated to the test results, has not been taken into account.
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Page 3/3

Report No.: $S200909071_2 28 October 2020

APPLICANT: LYNCMED MEDICAL TECIINOLOGY (BEIJING)
C0.,LTD (C41517)

3. GLOVE/
Whole glove
Method Client Unit Result Conformity
Requirement
5.2. Air Leak Test EN 374-2:2019 Pass
Glove thickness mm 0.10
Air pressure used to test kPa 3.5
Result No air bubbles No air bubbles
5.2. Water Leak Test EN 374-2:2019 Pass
Result No water leak No water leak

END OF TEST REPORT
: The test was carried out by external accredited laboratory, not within their accreditation scope.

- L e
i ‘-«. '\.
i &
The report is issued by CTC Shanghai under its General Conditions printed overleaf. The results shown in this report refer only to the sampleﬁ, te§_t|é|d.

Except by special arrangement, the test items will not be retained by CTC Shanghai for more than 3 months. The test report shall not be reprodu
in full, without the written approval of the testing laboratory. .

To declare the conformity to the requirement, the uncertainty of measurement, associated to the test results, has not been taken into account. S

This test report in version $200909071_2 supersedes the report S200909071_1

) except



SATRA Technology Services {Dongguan) Ltd
SA I RA Unit 110, Xinz hongyin Garden, Xipin
Nancheng District, Dongguan City
- e r Guangdong Province, China
TECHMOLODGY Tel: + 86 (0) 769 2288802
email: info@satrafe.com

Customer detalils: LyncMed Medical Technology (Beijing) SATRA reference: CHT0302891 /2039
Co., Ltd
Room 1601, Building No.2, Zhubang 2000 _ ) o
Business Building, ChaoYang District Your reference:  Disposable nitrile
100022 Beijing gloves

China Date of report: 24 October 2020

Samples received: 24 September 2020

Date(s) work 25 September to 24
carried out: October 2020

TECHNICAL REPORT

Subject: EN ISO 374-5: 2016 clause 5.3 - Viruses tests for Disposable nitrile gloves, Blue,
powder-free, siz e L/.

C ond itions of |

This report may be forwarded to other parties provided that it is hot changed in any way. It must not be published, for
example by including it in advertisements, without the prior, written permission of SATRA.

Results given in this report refer only to the samples submitted for analysis and tested by SATRA. Comments are for
guidance only.

A satisfactory test report in no way implies that the product tested is approved by SATRA and no warranty is
given as to the performance of the product tested. SATRA shall not be liable for any subsequent loss or damage
incurred by the client as a result of information supplied in the report.

Please note uncertainty of measurement has not been applied to the results in this report. SATRA uncertainty of
measurement values are available on request.

Report signed by: Adam Zhang
Position: Technologist
Department: China Testing

i
(Page 1 of 5) ""%‘?{ML EH\)’/\‘}
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CSATI?A TECHNICAL REPORT

I TECHMOLOGY

WORK REQUESTED

Samples described as Disposable nitrile gloves, Blue, powder-free, siz e L/ were received by SATRA on 24
September 2020 for testing in accordance with EN 1SO 374-5: 2016.

SAMPLE SUBMITTED

Samples described as Disposable nitrile
gloves, Blue, powder-free, siz e L/

TESTING REQUESTED

EN ISO 374-5: 2016 Clause 5.3 — Protection against viruses (ISO 16604: 2004 Procedure B)

CONCLUSION

The samples described as Disposable nitrile gloves, Blue, powder-free, siz e L/ were found to achieve the
following results:

EN ISO 374-5: 2016 Clause 5.3 — Pass

Detailed results are included on the following page(s)

LyncMed Medical Technology (Beijing) Co., Ltd Signed: Wn
SATRA Reference: CHTO0302891 /2039 chnologi

Date: 24 October 2020 (Page 2 of 5) China Testing



SATRA

==

Protection Against Vir u < Test Results

Testing was conducted at a third-party laboratory and reported under their reference 20R006342. The

TECHNICAL REPORT

laboratory is CNAS accredited to ISO 17025: 2017 with ISO 16604: 2004 included in their accreditation

schedule.

Table 1 — Resistance to penetration by blood-borne pathogens results

Sample description:

Disposable nitrile gloves, Blue, powder-free, siz e L/

Titre of phage
Test x Step 1 Step 2 Step 3 :
Specimen : ; L Phi-X 1 Comment
method (0 kPa, 5 min) | (1 kPa, 1min) (OkPa, 4min) (PFU /mL)

SO 16604: + conth Penetration Penetration Penetration Penetration NA
2004 - control No penetration | No penetration | No penetration < NA
Procedure Invisible Invisible Invisible
B 1 < Pass

penetrate penetrate penetrate
Using 5 Invisible Invisible Invisible B Pass
retaining penetrate penetrate penetrate
screen Invisible Invisible Invisible

3 < Pass
penetrate penetrate penetrate
*** End of Report ***

LyncMed Medical Technology (Beijing) Co., Ltd Signed:
SATRA Reference: CHTO0302891 /2039 é’c n JT'ogl ..-h:

Date:

24 October 2020

(Page 3 of 5)

China Testing
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SATRA

TECHNICAL REPORT

TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES

GENERAL

Woaork done, Services undertaken or the sale of Goods are subject to the terms and conditions detailed below
and (subject to clause 5.2) all other conditions, warranties and representations, expressed or implied by
statute relating thereto are, to the maximum extent permitted by law, hereby excluded.

SATRA Technology Services (Dongguan) Limited (3783 KM RAR %0 BR 2 7), its subsidiaries and
associated companies (hereinafter referred to as * SATRA") may perform Services for, or supply Goods t
persons or entities {public, private or governmental) issuing instructions (hereinafter termed the “ Client”)
Each also known individually as a Party, or jointly as Parties.

These terms and conditions will apply to any Contract between SATRA and the Client to the exclusion of any
other terms which the Client may seek to impose or which may be implied by trade, custom, practice or course
of dealings.

Unless otherwise agreed in writing, no party other than the Client is entitled to provide instructions or
information relating to the Goods or Services required or to the delivery of goods, results, reports or
certificates.

All references in these terms and conditions to:

151 “ Contract” is the contract between SATRA and the Client for the supply of Goods or Service
which is made subject to these terms and conditions; and

152 “ Services” are the work ¢ services to be supplied or performed under the Contract (including,
where relevant the supply of software, components and consumables); and

153 “Goods” are the equipment, consumables or other physical items sold under the Contra
(including documents, drawings or other information required in order to operate the equipment);
and

154 " PRC" means the People’s Republic of Chit.

All drawings, descriptive matter, specifications and advertising material {(including brochures and catalogues)
are issued or published with the sole purpose of giving an indication of the Goods or Services being described
and shall not form part of the Contract.

Where SATRA and the Client agree that the sale of Goods shall be governed by Incoterms 2010 {or any
subsequent revision thereto) then the sale shall be governed by the relevant Incoterms mode of transport
which is agreed by SATRA and the Client.

FEES AND PAYMENT

Where SATRA has agreed to petform the Services or supply the Goods on the basis of credit then payment
terms are net 21 days from date of invoice, unless otherwise specified and may require part payment prior to
delivery of the Services or Goods. In the event of the Client failing to make payment as agreed SATRA will be
entitled to withhold delivery of the Goods or Services or cancel the Contract. SATRA reserves the right to
charge interest on any overdue payments at a rate of 1.5% per month accruing on a daily basis from the da
the invoice is due until the date payment is received.

Where the provision of Services or the sale of Goods is subject to a proforma invoice then SATRA shall not be
obliged to start working on the provision of the Goods or Services until after payment in full has been made as
cleared funds to SATRA.

SATRA reserves the right to charge for any and all expenses incurred as a result of performing the Services
required by the Client. Although SATRA will try to provide an estimate of such expenses these may change as
a result of circumstances out of SATRA' s control

Unless otherwise agreed in writing, the price for the Goods or Services shall be the price set in the order
acknowledgement. SATRA shall not be bound by any price quoted which is not in writing. Prices for the sale of
Goods include packing cases and materials but not carriage or installation which will be quoted separately and
as agreed with the Client.

Quotations are valid from the date of issue for a period of 90 days unless otherwise specified or agreed in
writing.

Should the Client become insolvent, bankrupt, subject to an administration order, enter into liquidation or
receivership, or make arrangements with creditors SATRA reserves the right to cancel the Contract and
terminate the supply of the Goods or Services. Where the Contract with SATRA is terminated all outstanding
monies due from the Client to SATRA shall be immediately payahle, and any materials supplied by SATRA to
the Client returned. Termination of the Contract shall be without prejudice to any of SATRA' s accrued rights

All invoices issued by SATRA are payable in full. The Client is responsible for payment of withholding and any
other taxes and all import duties. Payments made to SATRA shall not be reduced by such amounts.

The Client shall not be entitled to withhold or defer payment due to SATRA as a result of any dispute or
counter claim that it may allege against SATRA,

SATRA reserves the right to bring action against the Client in order to collect unpaid fees, including court
action. All fees associated with such actions shall be paid for by the Client including legal fees and related
costs.

Where unforeseen costs arise as a result of provision of the Goods or carrying out the Services SATRA shall
inform the Client immediately but reserves the right to charge additional costs to cover said costs and
expenses.

INTELLECTUAL PROPERTY RIGHTS

All intellectual property rights belonging to a Party prior to entry into the Contract shall remain with that Party.
Nothing in this Contract shall allow transfer of any intellectual property rights from one Party to the other.

In the event of certification services, the use of certification marks by the Client may be subject to national and
international laws and regulations. The responsibility for the use of these certification marks lies solely with the
Client.

All intellectual property rights in reports, drawings, graphs, charts, photographs or any other material {in
whatever medium) produced by SATRA pursuant to this Contract shall belong to SATRA. The Client shall
have the right to use said material in accardance with the terms of this Contract.

The Client agrees and acknowledges that SATRA retains any and all proptiety rights in concepts, ideas and
inventions that may arise during the preparation or provision of any report {including any deliverables provided
by SATRA to the Client) and the provision of the Services to the Client.

All intellectual property rights in any software supplied to the Client shall belong to SATRA or SATRA's
licensors.

With respect to the sale of SATRA Timeline, SATRASUMM and SATRA Visionstitch, provided that the Client
is a member of SATRA and has paid its annual Smartcare fee then the Client will be entitled to use the
software for its own internal use and will be entitled to receive minor software upgrades and fixes. SATRA
may however terminate the supply of software upgrades and fixes for older versions of software which it no
longer considers viable to support. The Client's rights to use the software and receive software upgrades anc
fixes will terminate if the Client has not paid its annual Smartcare fee. Major upgrades are not included within
the entitlement to upgrades but may be offered by SATRA from time to time for an additional fee.

SATRA shall observe all statutory provisions with regard to data protection. To the extent that SATRA
processes or gets access to personal data in connection with the Services or otherwise in connection with this
Contract, it shall take all reasonable technical and organisational measures to ensure the security of such data
{and guard against unauthorised or unlawful processing, accidental loss, destruction or damage to such data).
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SUSPENSION OR TERMINATION OF SERVICES

Cancellation by the Client of orders for Goods or Services will only be acceptable by prior agreement with
SATRA and a charge will usually be made.

SATRA shall not be liable for any delay or failure in providing the Goods or Services due to circumstances
beyond its reasonable control (including any failure by the Client to comply with its obligations). If any such
circumstances arise which prevent SATRA from delivering the Goods or completing the Services. then SATRA
will be entitled to cancel or reschedule the delivery of Goods or Services at its discretion. In the event of
cancellation SATRA will be entitled to retain all fees paid by the Client for Goods or Services already supplied
but will refund to the Client any fees paid by the Client for Goods or Services which have not yet been
supplied. The Client will not be liable for any non-refundable expenses already incurred by SATRA in relation
to Goods or Services not yet supplied unless the cancellation is due to the Clients failure to comply with its
obligations under the Contract.

LIABILITY AND INDEMNIFICATION

Reports are issued on the basis of information, documents and or samples submitted to SATRA by the Client,
or on behalf of the Client and are provided solely for the benefit of the Client who is responsible for acting as it
sees fit on the basis of such repoits and findings. Subject to clause 5.2, neither SATRA nor any of its
employees, agents or subcontractors shall be liable to the Client or any third party for any actions taken or not
taken on the hasis of such findings and reports, nor for any incorrect results arising as a result of unclear,
erroneous, incomplete, misleading or false information provided to SATRA.

Nothing in these terms and conditions shall limit or exclude SATRA’ s liability for

5.2.1 death or personal injury caused by its negligence or the negligence of its employees or agents;
5.2.2 fraud or fraudulent misrepresentation; or
5.2.3 any other liahility which cannot be limited or excluded by applicable law.

Subject to clause 5.2 SATRA shall not be liable to the Client whether in contract, tort (including negligence),
breach of statutory duty or otherwise arising under or in connection with the Contract for loss of profits, sales,
contracts, anticipated savings, loss or damage to goodwill or any indirect or consequential loss.

Subject to clause 5.2 SATRA's total aguregate liability to the Client, whether in contract, tort {including
negligence), breach of statutory duty or otherwise arising under or in connection with the Contract shall be
limited to the total amount of fees for the Services of the price of the Goods (excluding any value added tax or
other sales tax or expenses) payable by the Client to SATRA under the Contract or RMB500,000 whichever is
the lower figure.

MISCELLANEOUS

If any one or more provisions of these terms and conditions are found to be illegal or unenforceable in any
respect, the validity, legality and enforceability of the remaining provisions shall nat in any way be affected or
impaired thereby.

During the course of providing the Goods or Services and for a period of one year thereafter the Client shall
not directly or indirectly entice, encourage or make any offer to SATRA’s employess to leave their employment
with SATRA.

The use of SATRA's corporate hame or registered marks for advertising purposes is not permitted without
SATRA’ s jrior written authorisation.

All reports and documentation which are supplied to the Client under the Contract remain the property of
SATRA until paid in full. Under no circumstances will a Client' s purchase order override SATRA' retention of
title in accordance with this clause.

The Client acknowledges that in entering into this Contract it has not relied on any representation, warranty,
collateral contract or other assurance {except those set out or referred to in these terms and conditions) made
by or on behalf of SATRA or any other party before entering into the Contract. The Client waives all rights and
remedies that, but for this clause, might otherwise be available to it in respect of any such representation,
walranty, collateral contract or other assurance.

To the extent permitted by applicable laws and regulations, all provisions of the Contract that limit or exclude
the liability of SATRA are intended also to be for the benefit of SATRA's holding company {called SATRA, anc
being a company limited by guarantee and incorporated in England and Wales with company number
00153475), and shall accordingly be enforceable by such holding company as well as or instead of by SATRA,
and on the basis that any limit on the liability of SATRA shall apply to it and to such holding company in the
aggregate.

CONFIDENTIALITY

Unless specifically excluded in the terms of an individual contract between SATRA and the Client, the
following shall apply to all deliverables including, reports, advice, drawings, photographs, specifications, data
or other forms of media.

Deliverables referred to in clause 7.1 shall not be disclosed to third parties or used in litigation without the
consent of SATRA.

Where SATRA has given consent to disclosure of any service deliverables referred to in clause 7.1, the Client
shall draw the attention of the third party to these terms and conditions and the basis on which SATRA
undertakes testing, reporting and advising. The Client shall indemnify SATRA for any failure to do so.

The service deliverables referred to in clause 7.1 are submitted to the Client as confidential documents.
Confidentiality shall continue to apply after completion of the business, but shall cease to apply to information
or knowledge which has come into the public domain through no breach of this Contract by the Client.

The Client shall not disassemble, remove parts or carry out any form of analysis on goods or materials sold by
SATRA for the purposes of reverse engineering or obtaining information on the construction, content or
composition of the item without the consent of SATRA.

AMENDMENT

No amendment to a Contract shall be effective unless it is in writing, expressly stated to amend the Contract
and signed by an authorised signatory of both Parties.

DISPUTE RESOLUTION

If there should be a dispute between the parties to this Agreement they undertake to act with goodwill and to
use all reasonable endeavours to resolve that dispute.

Failure to resolve any dispute by discussions between the parties shall, in the first instance, be referred to a
mediator for resolution. The parties shall attempt to agree upon the appointment of a mediator, upon receipt,
by either of them, of a written notice to concur in such appointment. Should the parties fail to agree within 21
days, the terms of clause 9.3 shall apply.

Should the mediation fail, in whale or in part, either party may, upon giving written notice, refer the dispute to
the Shenz hen Court of International Arbitration fc arbitration in accordance with its rules of arbitration then in
force. The place of arbitration shall be Shenz her The number of arbitrators shall be one. Unless agreed
otherwise, the language used for the arbitration shall be English and Chinese and each Party shall have the
right to have its own interpreters and legal advisors present throughout the arbitration. The arbitral award
shall be final and binding upon the Parties and the Parties agree to be bound thereby and to act accordingly.
Application may be made to any court having jurisdiction for judicial acceptance of the award and an order of
enforcement and execution.

Unless specified otherwise in a Contract. the laws of the PRC shall govern the interpretation of a Contract.

LyncMed Medical Technology (Beijing) Co., Ltd
SATRA Reference: CHT0302891 /2039
Date: 24 QOctober 2020

(Page 4 of 5)

Signed:  Adam Zhang
Technologist

China Testing
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TECHNICAL REPORT

TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES

PROVISION OF SERVICES

SATRA shall provide Services using reasonable care and skill and in accordance with the Client's specific
instructions and as confirmed by SATRA as part of the Contract review process.

Estimates for completion of the Services are made in good faith and date from receipt of a written order,
payment of a proforma invoice if required, full information and samples to enable SATRA to proceed. While
SATRA will make every effort to fulfil them, such estimates are subject to unforeseen events and if not
achieved, cannot give rise to any claim. Time will not be of the essence in relation to the performance of the
Services.

Results given in test reports or cettificates refer only to samples submitted for analysis to SATRA. A
satisfactory test report in no way implies that the product tested is approved by SATRA and no warranty is
given as to the performance of the product tested.

SATRA may delegate all or part of the Services to a subcontractor and the Client authorises SATRA to
disclose all information required to undertake the Services.

Where the Client requests SATRA to withess testing of other services being undertaken by a third party the
Client agrees that SATRA's sole responsibility is to be present at the time of the work and to forward the
results or confirm that the service has been undertaken. The Client agrees that unless otherwise agreed
SATRA is not responsible for the condition or calibration of any equipment unless provided by SATRA.

Unless otherwise agreed in advance, test samples will be retained for 6 weeks from the date of the final report
after which time they will be disposed of and SATRA shall cease to have any responsibility for such samples.

Where the nature of the samples or the Services undertaken results in specialist disposal then SATRA
reserves the right to pass the cost of such disposal onto the Client.

Storage for longer periods may be possible only if agreed in advance and may incur a storage charge payable
by the Client.

Where practical and agreed in advance, samples may be returned at the Client’ s expense. However, samples
are in most instances partially or fully destroyed as part of the work undertaken and SATRA canhot guarantee
that samples will be returned in an * as new” conditio

Where SATRA receives documents reflecting engagements between the Client and third parties or documents
belonging to third parties, such documents shall be considered as being for information only and shall not
release the Client from any or all obligations to SATRA.

SATRA reserves the right to make changes to the Services, provided that such changes do not materially
affect the nature or quality of the provision of these Services or where they are necessary in order to ensure
that any applicable laws or safety requirements are complied with.

The Client acknowledges that SATRA by providing the Services, neither takes the place of the Client or any
third party or releases them from any of their obligations.

CLIENT RESPONSIBILITIES RELATING TO THE PROVISION OF SERVICES

The Client shall provide sufficient samples, information, instructions and documents as required to enable
SATRA to cany out the Services in accordance with the methods, standards or other specifications as agreed.

Where applicable the Client shall allow access by members of SATRA staff to such premises where the
Services are to be performed and provide any specialist equipment and personnel.

The Client shall inform SATRA in advance of any known haz ards, dangers or other safety matters relating t
samples submitted to SATRA or on site visits made by SATRA.

Where the Client fails to comply with any of its responsibiliies SATRA reserves the right to suspend any
Services until such time as the Client has complied and may require the Client to reimburse SATRA the
amount of any additional costs arising from the suspension.

DELIVERY AND NON-DELIVERY OF GOODS

Delivery dates for the supply of the Goods are approximate only and not guaranteed. Time of delivery is not of
the essence of the Contract and SATRA shall not be liable for any delay in delivery of Goods.

Should expedited delivery be requested and agreed, SATRA shall be entitled to make additional charges to
cover overtime or any other additional costs.

Delivery of the Goods shall take place at such location as SATRA and the Client agree. If the Client agrees to
collect the Goods from SATRA' ¢ premises, then delivery will take place at those premises in which case the
consignment of Goods as recorded by SATRA upon dispatch shall be evidence of the Goods received by the
Client unless the Client can provide conclusive evidence to the contrary.

SATRA shall not he liahle for the non-delivery of Goods {even if caused by SATRA) unless the Client provides
written notice of non-delivery in accordance with clause 13.2. Liability for non-delivery of Goods shall in any
event be limited to replacing the Goods within a reasonable time frame or the issue of a credit note to the
value of the Goods not delivered.

Should delivery of the Goods be suspended or delayed by the Client for any reason SATRA reserves the right
to charge for storage and for all expenses incurred, including loss of or wastage of resources that cannot
otherwise be used. If the delay extends beyond 30 days SATRA shall be entitled to immediate payment for
any Goods that are ready for delivery, and any other additional costs.

If for any reason the Client fails to take delivery of any of the Goods when they are ready for delivery, or
SATRA is unable to deliver the Goods on time because the Client has not provided appropriate instructions,
documents, licenses or authorisations then risk in the Goods shall pass to the Client. the Goods and/or
Services shall be deemed to have been delivered; and SATRA may store the Goods until delivery, whereupon
the Client shall be liable for all related costs and expenses {(including, without limitation, storage and
insurance).

RISKITITLE OF GOODS

Subject to clause 12.6 the risk in the Goods will transfer to the Client on delivery of the Goods unless SATRA
and the Client have agreed that the sale of the Goods will be governed by Incoterms 2010 {or any subsequent
revision thereto) in which case risk will transfer to the Client in accordance with the Incoterms mode of
transport which is agreed by SATRA and the Client.

The Company shall hot accept responsibility for loss or damage in transit unless:

13.2.1 In the case of sales where delivery of Goods is made in the PRC, SATRA is hotified by the Client
within 10 days of the invoice date of hon-arrival of Goods and within 3 days of the invoice date of
receipt of Goods damaged in transit; or

13.2.2 in all other cases the Client notifies SATRA on the non-arrival or damage in transit within a

reasonable period of time as determined by SATRA.

Title to the Goods shall not pass to the Client until the earlier of when: -

13.3.1 SATRA receives payment in full {in cash or cleared funds) for the Goods and any other Goods
that SATRA has supplied to the Client in which case title to the Goods shall pass at the time of
payment of all such sums; and

13.3.2 the Client resells the Goods in accordance with clause 13.5 in which case title shall pass to the

Client immediately before the time at which the resale by the Client oceurs.
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Until ownership of Goods has passed to the Client, the Client shall:

13.4.1 hold the Goods as SATRA's bailee

13.4.2 store the Goods (at no cost to SATRA) separately from all other goods belonging to the Client or
any third party in such a way that they remain readily identifiable as SATRA' s property {including
where the Goods have been sold to a 3rd party);

13.4.3 not destroy, deface or obscure any identifying mark or packaging on ot relating to the Goods: and

13.4.4 maintain the Goods in satisfactory condition and keep them insured on SATRA's behalf for theil

full price against all risks to the reasonable satisfaction of SATRA. The Client shall obtain an
endorsement of SATRA's interest in the goods on its insurance policy. On request the Client <hall
allow SATRA to inspect such Goods and shall produce the policy of insurance.

The Client may resell the Goods before ownership has passed to it solely on condition that sale shall be
effected in the ordinary course of the Client's business at full market value.

If before title to the Goods passes to the Client, the Client becomes subject to any of the events referred to in
clause 2.8 then without limiting any other right or remedy SATRA may have:

13.6.1 the Client’s right to resell the Goods or use them in the ordinary course of its business ceases
immediately; and

13.8.2 SATRA may at any time require the Client to deliver up all Goods in its possession that have not
been resold or irrevocably incorporated into another product; and

13.8.3 if the Client fails to do so promptly SATRA may exercise its rights under clause 13.7.

The Client grants SATRA, its agents and employees an irrevocable licence at any time to enter any premises
where the Goods are or may be stored in order to inspect them, or, where the Client’s right to possession has
terminated, to recover them.

On termination of a Contract, howsoever caused, SATRA's {but not the Client's) rights contained in thi:
clause13 shall remain in effect.

PATENTS

SATRA gives no indemnity against any claim of infringement of any Patent, Registered Design, Trade Mark or
Copyright by the use of or sale of any article or material supplied to the Client. If its use is impossible without
infringement of a Patent, Registered Design, Trade Mark or Copyright published at the date of a Contract,
SATRA will refund to the Client the purchase price of the said article or material provided that it is returned to
SATRA free of charge. The Client warrants that any design or instruction furnished or given by the Client shall
not be such as will cause SATRA to infringe any Patent, Registered Design, Trade Mark or Copyright in the
execution of the Client’s order

WARRANTY OF GOODS

SATRA warrants that on delivery and for a period of 12 months from the date of delivery or within the shelf life
of the Goods {whichever is the shorter period) the Goods shall be free from defects in design, material and
workmanship.

DEFECTIVE GOODS

Subject to clauses 16.6 and 16.7 if:

16.1.1 the Client gives notice in writing to SATRA in accordance with clause 16.3 and during the period
referred to in clause 15.1 that the Goods do not comply with the warranty in that clause; and

16.1.2 SATRA is given a reasonable opportunity of examining such Goods; and

16.1.3 the Client {if asked to do so by SATRA) returns such Goods to SATRA' ¢ place of business,

then SATRA will, at its option, repair or replace the defective Goods or refund the price of the defective Goods
in full. SATRA reserves the right to repair the Goods at the Client’ s premises

The Client must inspect all Goods upon delivery. Failure to do so may result in further charges being applied
in the event of areturn.

If Goods are found to be faulty, defective or damaged the Client must inform SATRA in writihg as soon as
reasonably possible and in any event within 10 working days of the fault, damage or defect being discovered.

Without prejudice to clause 16.1 if no notice of rejection has been received by SATRA within 3 months of
delivery, the Client shall be deemed to have accepted the Goods.

SATRA will pay the reasonable costs of carriage, packaging and insurance for any defective Goods which are
returned by the Client provided that SATRA is liable under clause 16.1 to repair or replace the defective
Goods. If SATRA determines that the Goods are not defective or if SATRA is not liable to repair or replace
the Goods due to the circumstances under clauses 16.6 or 16.7 then the Client will be responsible for the
payment of such costs.

SATRA shall hot be under any liability to repair or at its option replace or pay for the repair or replacement of
any Goods which are found to be defective if:

16.6.1 the defect is caused or substantially caused by wear and tear, overloading, misuse, neglect,
modification or attempted modification carried out by any organisation other than by SATRA or
their approved agents, or use with ancillary equipment not approved in writing by SATRA, or
default in proper maintenance or cleaning; or

the Client authorises or carries out any repair or replacement of any Goods without first affording
SATRA a reasonable opportunity to replace or repair them; or

the Client has breached any of the terms of the Contract under which the Goods were supplied;
ar

the Goods have been manufactured to a design or specification or in compliance with other
information provided by the Client and the defect has arisen as a result of that design,
specification or information;

Where Goods or parts of Goods are not manufactured by SATRA then SATRA shall be liable for defects only
to the extent that SATRA obtains redress from the manufacturer or supplier thereof provided that:

16.7.1 SATRA shall not be obliged to take any step to attempt to obtain such redress except at the
reguest and expense of the Client and upon provision by the Client of a full indemnity as to costs
for which SATRA may thereby become liable;

16.7.2 nothing in this condition 16.7 shall have effect as to impose upon SATRA any additional liability or

obligations ather than those referred to in condition 16.1.

Except as provided in clause 18.1 SATRA shall have no liability to the Client arising from any failure of the
Goods ta comply with the warranty in clause 15.1.

Terms and conditions — May 2017

LyncMed Medical Technology (Beijing) Co., Ltd
SATRA Reference: CHT0302891 /2039
Date: 24 QOctober 2020

(Page 5 of 5)

Signed:  Adam Zhang
Technologist

China Testing
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02 September 2020

APPLICANT: LYNCMED MEDICAL TECHNOLOGY. (BETJING)

Jiali ZHOU / naomizhou@lynemed. com

Buyer: ——
Sample description:  Disposable nitrile gloves

Test(s) requested :——

CO.,LTD (C41517)

ROOM1601, BUILDING NO. 2, ZHUBANG 2000
BUSINESS BUILDING, BALIZHUANG XILI99
CHAOYANG DISTRICT

100022 BEIJING

CHINA

:28 Aug. 2020
:01 Sept. 2020
02 Sept. 2020

Date of receipt
Testing period

For CE Marking : Yes

Service :REGULAR Previous report —
Brand / Section == Product category = 7=
Season — Product type e 7
End use r Test stage :FIRST TEST

Factory name v
Factory code 17

1. Conclusion:

Supplier name T
Exported to iy

Tests description Conformity
EN ISO 21420
1 pH - Textile (KCI solution) Pass
2 Polycyclic Aromatic Hydrocarbons (8) Pass
3 Dexterity Level 5
Pass: requirements met  Fail: requirements not met  None: no requirement for this test  N/A: not applicable
Approved by
By &= A
*{ )
Henry YAN Yvonne MAO
Laboratory Manager Senior Analytical Chemical Engineer
Ty
Al o

The report is issued by CTC Shanghai
Except by special arrangement, the test items will not be retained by CTC Shanghai
in full, without the written approval of the testing laboratory.

To declare the conformity to the requirement, the uncertainty of measurement, associated to the test results, has not been taken into account. —

under its General Conditions printed overleaf. The results shown in this report refer only to the sample

tested.
for more'than 3months. The test report shall not be reproduced; except

|
"4
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Report No.: S200808753 1 02 September 2020
APPLICANT: LYNCMED MEDICAL TECIINOLOGY (BEIJING)

€o.,LTD (C41517)
2. Sample(s) description assigned by laboratory:

Size Analyzed product Description Sample information
GLOVE
Whole glove
blue nitrilel palm

200808753

The report is issued by CTC Shanghai

under its General Conditions printed overleaf. The results shown in this report refer only to the s
Except by special arrangement, the test items will not be retained by CTC Shanghai

for. more than 3 months. The test report shall not be reptoduced; except
in full, without the written approval of the testing laboratory.

To declare the conformity to the requirement, the uncertainty of measurement, associated to the test results, has not been taken into account.
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Report No.: S200808753_1 02 September 2020

APPLICANT: LYNCMED MEDICAL TECIINOLOGY (BEIJING)
CO.,LTD (C41517)

3. GLOVE/
Whole glove
Method Client Unit Result Conformity
Requirement
5.2. Dexterity EN ISO 21420:
2020
Smallest diameter of pin fulfilling test mm 5.0
condition
Smallest diameter of pin fulfilling test mm 5.0
condition (2)
Smallest diameter of pin fulfilling test mm 5.0
condition (3)
Smallest diameter of pin fulfilling test mm 5.0
condition (4)
Performance level 5
blue nitrilel palm
Method Client Unit Result Conformity
Requirement

(+). 4.2. pH - Textile (KCI IS0 3071:2020 Pass

solution)
pH value 3.5<-<95 7.7

A 4.2.  Polycyclic Aromatic ISO/TS 16190: Pass

Hydrocarbons (8) 2013
Benzo(a)anthracene <1 mg/kg <0.1
Chrysene <1 mg/kg <0.1
Benzo(b)fluoranthene <1 mg/kg <0.1
Benzo(k)fluoranthene <1 mg/kg <0.1
Benzo(a)pyrene <1 mg/kg <0.1
Dibenzo(a.h)anthracene <1 mg/kg <0.1
Benzo(e)pyrene <1 mg/kg <0.1
Benzo(j)fluoranthene <1 mg/kg <0.1

END OF TEST REPORT
(+)CNAS accreditation

A: The test was carried out by external accredited laboratory under their accreditation scope.

Table of Performance Level for Glove

Test Item

Performance Level
[ 1 2 3 4 5

The report is issued by CTC Shanghai

T e
j/‘f; T

under its General Conditions printed overleaf. The results shown in this report refer only to the sa'm;'ile,g, tggtﬁed.
Except by special arrangement, the test items will not be retained by CTC Shanghai for more than 3'months. The test report shall not be reproduc

in full, without the written approval of the testing laboratory. , !
To declare the conformity to the requirement, the uncertainty of measurement, associated to the test results, has not been taken into account. —

, except
E/

-
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Report No.: $S200808753_ 1 02 September 2020

APPLICANT: LYNCMED MEDICAL TECHNOLOGY (BEIJING)
CO.,LTD (C41517)

11.0 ) 8.0

6.5 5.0

Finger dexterity (EN ISO 21420) o
Smallest diameter of pin fulfilling test conditions (mm)

## Performance level 0 means the glove falls below the minimum performance level for the given individual hazard

T Y

P S S
<+

fested.

under its General Conditions printed overleaf. The results shown in this report refer only to the samﬁ-le
for more than 3 months. The test report shall not be reptoduced: except
w00 TRE S

el g

The report is issued by CTC Shanghai
Except by special arrangement, the test items will not be retained by CTC Shanghai

in full, without the written approval of the testing laboratory.
To declare the conformity to the requirement, the uncertainty of measurement, associated to the test results, has not been taken into account.
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EHHL 1E1TMTERTED

LYNCMED MEDICAL TECHNICAL(BELING)COLTD
ROOM 115, FLOOR 1. GUOTOUSHANGKE BUILDING NG 111, BOUTH BUME R

GHINA

AT PRSI0 SGS-CETC E-Tm TECHNICAL SERVICES [BHANCHAI) CO., LTO.
COMTACT PEREOMN :

THE FOLLOWING SAMPLE(S) WAS/WERE SUBMITTED AND IDENTIFIED BY'ON BEHALF OF THE CUSTOMER AS :
SAMFLE DESCRIFTION GLOVES
MITRILE GLOVE
STYLENO., M
PHOTO APPENDIX.

D : 23012019 - 201010

Test Method | Standard
Protective gloves against chemicals and micro-orgenisma Detsrmination of resistance
: paniration '
EN 374-2:3014 - T Cimmad - Arieskisst 0 | Pass '
Clapss 4, hhlmutmu Faig e
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EN 1652312015 % 3 fielagett ) _ Leval D
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RESULTS
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Clause Test Mame Tesi Resulis Performance leval
41 Alr leak Test d Spesi W Leaks
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kPa) | Size M Mo Leakage

| Eize M Mo Leakzge Py

| Zze M Mo Leakage
Eize M Mo Leakage

. Eire M Mo Leghmge
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Test Report No.! QDHL 18100227 10M0 Date: OCT. 30,2018  Page: 1015

LYNCMED MEDICAL TECHNICALIBELING)CD., LTD :
ADCM 119, NO.1111, SOUTH HUIHE ROAD, CHAOYANG DISTRICT, BELING
The following sampieds) was/wens submitted and idemtiied by the client as:

Sample Descripson : NITRILE GLOVE
SGS Aaf, Na. ¢ SHHL 181 00573 7T0MD
Eagm-ph F'.n:nivh"rl; Date :OCT.18.2018
Testing F'miu:l : OCT. 162018 TO QCT 302018
Test Pedfomed 1 EEIE.EETEI:I TEET{E] AS REQUESTED BY APPLICANT
Test Requested ; ENM £55-2-2015 MEDICAL GLOVES FEH'SHJGLE_UEE -
PART 2 REQUIREMENTS AKD TESTING FOR PHYSICAL
PROPERTIES
Test Resultis) : PLEASE REFER TO THE FOLLOWING PAGES)
Conclusion : THE SUBMITTED SAMPLE MET THE TEST REQUIREMENT.
 SBS-CSTC Standards Technical Senvices (Qingdas) Co., Lid.
Approved by
Ihau Xinkiuan, Sk
Lab Manages
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Test Report Mo QDHL 18100227 100D Date; OGT. 30,2018  Page: 2ol 5

Test Conducted:

EN 455-2-2015 Medical gloves for single use — part 2: Aequirements and lesting lor physical

properties
Number of test sample | 98 Pieces
The type of gloves | - | swamination/procedure gioves by
Mﬂdurlm 1)
Surgical gloves:
Biz :
" _ .| Examination/procedure gloves: M
Defacts observed befora tesiing | . | Mo defects

Clause  Test llems Resull Note
4 Dimansions Ey e
42 Length : Pass #
43 Widih Pass #1
5  Swength e -
52 " Force at break Pass wa
5.3 Force al break afler challenge testing Pass we
Notes . #1 Seeresuli

F? Seo rasu 2

- -"".'.' e s

- (1)
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Test Report No.: GDHL1810022710MD Date: OCT 30,2018 Page:3otS
Test Result:
1. Dimensions
Sampla Quantity: 13pcs
Size 3
" Lengih{mm) | 242 | 243 | 234 | 244 | 245 | 240 | 239 [ 243 | 243 | 243 | 250 | 248 [ 238
Widthimm) |96 | 95 | 06 | 95 | 96 | 95 | 96 | 06 [ 98 | 95 |65 | 96 | 96
Madian valua:
Length (mm): 243
Width {mm}: 95
Requirements: sea tabie 142
Table 1 Dimensions for surgical gloves Table 2 Dimensions for
examination/procedure
gloves
Size | Medianlangln | Median Widh | gy e Wiedian lengih | Median width |
= - - A In mm ir mm
2 =250 67+4 Extra small = Bl
55 =260 T2+4 Emal ﬁ" T
8 =280 e Medium =240 95510
F =270 gath '“'"""'—l Arge S
75 =270 95+5. P =g
B =270 10246
BS 2RO 108+ 8
O =ZR0 114286
9.5 = R0 121 =6
L] — E : e g e .
SRR T "Elf*
[ —— A sy o el i Yy U B naip

ey g P
L] LT

li” L

LR PR L GREF 2

B L Sattrn Pt sfun (e, g e T

+ o B
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Tes! Report Mo, QDHL I8 100227 10MD Date: OCT 30,2018  Page:4of 5

4, Strangth
Sample Quantity. 28pcs

= Sar ] W

Force at i i . ]
braakih) | 50 86| 68182 66|62 52|61 |66 |64

tn
=
o
oo

Farce al mmi
aftar | 79
challenge ;
eating (N

83 | 97 |69 | 85| 63 | 85 | BO |86 [ 7.3
| i | |

-

=
(]

| S
=
e

Nienclian valus:
Force al break during shell life (N): 6.2
Forca at braak after challenge testng (N): 8.2

Requirements. see lable 3
Table 3 — Median values of force at braak

Force al break
HHnMnn_
Burgical gloves Examinationiprocedurs gloves
u) b) )
Thioughoui shell fife tesied | = 280 =60 218
actording to 5.2 and within 12 3
monihs  of manufaciume lested
sccorthing to 5.3

i Reguissmenly for af uegice gievea.
&) Mequibemests fo Al  #ssminalion Fowws. eucep pioves . made  fom themoplisie  maberials (eg
polyinyichionds, poiyethylens |,
£ Rmguiremenis B gioves made Fom Bamoplelc maienn 8.5, polpdinyichionas, piiydifiesl
—

Baeii i i miiei 8 (g e B o rom
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Test Report No.; QDHL1B 1002271 0MD Dale:; OCT 30,2018  Page:Sof 5

Sample Pholo:
Aeceived sample

505 autharticate tha photo an ongingl mport only
s "Eﬂﬂ H m"“..
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Test Report Mo.: SHHLIB!1067651S0-01 - Dale: APA. 02,2019  Page: 1.of 10

LYNCHMED MEDICAL TECHNOLOGY (BELING) GO, LTD
ROOM 119, FLOOR 1, GLIOTOUSHANGKE BUILDING MO 1171, SOUTH HUIHE ROAD
CHAOY ANG DISTRICT, CHINA

THE TEST REPORT IS TO SUPEASEDE THE TEST REPORT Mo.: SHHL181106769150,
DATE: MAR. 29, 2019, OFIGINAL REPORT SHALL BE INVALID.
THE TEST REPOAT UPDATED PROTOCOL.

Samnple Descriplion . NITRILE GLOVE

Style No. M

Sample Recsiving Dats NOV. 27, 2018

Testing Period . NOV. 27. 2018 TOLAPR. 02, 2018

Test Parformad - SELECTED TEST{S) AS REQUESTED BY APPLICANT

Test Requested - SELECTED TEST(S) AS REQUESTED BY APPLICANT

Test Fesuliis) . FOR FUATHER DETAILS, PLEASE REFER TO THE
FOLLOWING PAGE(S)

Conchision : FOR FURTHER DETAILE, PLEASE REFER TO THE
FOLLOWING PAGES)

Signed for and on behail of _
£G5-CSTC Standards Techniesl Services (Shanghaly Co . Lid

Melody Zhang
Authorized Signalory
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Test Report No.: SHHL181106780150-01 Diate: APR 02 2018 Page 20l 10

Test Conducted:
Clause 3 TEST RESU
a1 General — sans izaton (Maximization method) PASS
[EEE REBLILT PAGE)
4.3 Erndotoxing PASS
[SEE RESULT PAGE)
4.4 Prowdar PASS
[SEE RESLLY PAGE)
4.5 Protein, Towal leachabl
in [] A
46 Labefing NGO

REMARI: A = Mot Applicable MG = Mot condicied az par client's recassst




Test Report No.; SHHL181108769130-01 Dale: APR. 02,2019 Page: 3 of 10

Tes! Resull Page:

Attaghment 1; Tesi for imitation (Animal skin imitation iest)

The animal sk imitation test of the test arlicie, Mlrike Glove, was conductad 10 azoess the potential
of the matarial 1o produce imiation The sludy was conducted Based on the requirements of he -
Ivematanal Onganizition tor Standardization 180 10993-10: 20100 Buological Evaluation ol Medical
Devices - Parl 10¢ Tests lor iniation and skin sens(ization. 150 10893-12: 2012 Biclogical
evaluation of medical devices Par 12: Sample preparation and reference matenals.

The test article was extracted in 0.9% sodwim chiodide injeclion (SC) and cotton seed ol (CSQ),
Each extract and corresponding reagem contral was contactsd on animal skin directly. Dbservations
Sor erythema and edema were conduciod at 24 48 and T2 hours affer contact,

Undear the conditlons of this study. Ihere was no avidence of significant imtation from the tes! anicle
lo rabbits. The rasponse categary for tha axiracts of the (ast artiche was negligibls.

MATERIALS

The ezl article provided by the spansor was idantilied and handled as ‘obows:

Test Article: Nitrile Glove

Starlization Stalus: Non-stenle

Stornge Condilions: Room tempamturs

Extraction Vehile: 0 9% sndiwm chioride injction (SC)
Cofton seod ol |C30)

Test Articla Pregaration: Ageording The requiremant of the spansos, he last
arlicies were sterlized by eihylers adide two wpeks
belore the treatment.

Rased on the IS0 10893-12:2012, the ratio of Ber:1 mi
iSurface area of the tes! sample 10 volume of extraction

il
|
;

}
i
:

|




Test Report

Respgent Contral!

Condition of extracts:

Na,: SHHL181 106769150-01 Date: APR 02, 2019, Page: 4 of 10

vehicle), 90cm® of the test articles wers coverad with
15mi of axtraction wehicls undér aseptic conditions lor

preparing the BC and G50 test exiract at 37 °C foe 709
mEpectively. The extracts ware usad aHar extraction.
Tha extraction vahicles (wiThout test articla) wars

similarly prapared (o sarve as the reagont contnal.
All the exiract of tha test and cunirals weare clear.

In addftion. accorming 150 1088310 requiremant, 10% Sodum Dodecyl Suilata as a pesitive control
was usad previously for another study (2018 12.24-2018.12.28) Compieta dala is ageabls in

latrrahory reconds
METHODS

Test System:
Speclas:

Strain

Souroe;

Sen;

Body weight ramge.
Age:

Humibar of anmals:

Hushandry:

Rabbd .

New Zealnnd White

SHANGHAI SONGLIAN LAB ANIMAL-FIELD
Rlale

edhg~25 kg

';I"l:lunu aduit

Six

Gondivons conlormed 1o *Laboralofy animsk-
Requinermants of snlranment and housing lacilties”
Dt was provided from Shanghai Pu Lu Teng Bintopical
Technology Co.. Lid.

Heaillfty animals were acclimatized 1o The aboralony
condibions for 7 days befané the reatmant. and than
they were individually housad in stainless stes!

it s ot 5 i

o om kg By B b LA

k] e g pheg g b
e e

= o e ey e ey
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Test Aeport Mg SHHL181106769150-01  Date: APR, 02, 8019 Paga: 5ol10°

suspanded cages identfied by 4 cand inicating the
ieentfication Mo ¢f the test article and brst reaiment
e,

Envronmertal The room temperaiuse and humidity was monitorad daily

The fonm lemperalise range wes from 20°C & 26°C. The
reom humigly range was from 50% o 705

Paraonne Asancisies invalved were appropriately qualiied and
trained.

Snlaction ' Cnly haalthy, proviously unused rabtits were seladed.

E | | E 3 I .. §

On the gay before the lesh the rabbiis were closely clipped the fur on the backs of tha animals,. and
bath zides of tha 2pinal for apaficasion and chaarvation of afl teat stes, approximatsly 10 em 15 em
A 25 mm=2h mm saction of abeeben! Qaire patch wae sanratad with fneshly prepared e axirsct
and then was appied to the leat sites. The extiact of st artick snd the reagent control wene directly
applied in the région as illustrated below:

' Cranial

The S oo TS0 exaract of west artiche $C ar CSO Comtrol

L

8C or U850 contral L‘ + Thig % o US0 extract ol tes articlo

Cansdal
Ther apphcation sites wers Gonired with @ gawre patch and then the apphoation siss wers woappes
with & semi-opciusive bandage for B4 h. At the end of ihe contact trme, the drassings wers ramoved
ﬁ.nm;-rulliqhu'g mnuﬂ'rnmﬂt:lhb skin resctions, The :Hhtmlmuhunﬁhmm pedama
ware described and scored al 1, 24, 48 and 72 hours.
The tissue raaclion for mﬂhm and oadema were graded according 1o the classificalion system gven
balow for sach site and at each time chserved. and the results were recardad,

e “l-—l‘.h-i-h-l-l_i-h- B e Ldeilaes o Liveos (SR
U:l.:mmﬂiﬂq 35 ..- Ih hﬂ-‘-ﬂﬂ: [T I
i g s oty S eylerp o re s, Bk ot Ea e
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Test Report No., SHHL181106769150-01 Date: APR, 02, 2019 Page: Gof 10

Primary
Riact:nn lrrilalion
Score
Erythema and eschar formaton s
Ho erylheima 0
Very slght endhema (barely percaptiblz) 1
Well-defired arylhema 2
Modarate erythema 3
Savere erythema (beet-rodnoes) to atchar larmation praventing grading of erythama 4
Cledema formation
Mo sedaima 0
Wery slight pedema (barely parceptible) 1
Wall-definad necema (adpes of araa well-define oy definite razing) 2
Moderate aedema (raised approximataly 1 mm) 3
Saviere oedema [raksed more than Trmm and exlanding béyond exposure area) 4

Dinly tha 24 4B and TPhoors chesrvabtions wera wssd ioe caleulation. For aackh animal, the score bath
arythema and oadema at each time point were added together Separataly lor each test arficle and the
megative conirgl, The primarny initaden some lor an aremil was caloulated by dividing the sum o all (he
scores by '8 |2 test ﬂas i 3 time pointz). All the pimary irfalion scoreg of individug! animals were
added and dwidad by the number of animale. and then the pemary iritation scores for-each tes! aricle

- Warg ul.‘d.u}nn'.' A simikar saloultion m miathe with the negatve confriol. The pilmery i ilabon Index
was obtained by sublracting the score of the negathve confral from the-test arlicle score and the
FESPANsE CAlBQOnes Wele given as below:

Mean scone Fospons s calaporny
T L 5 NeoloE T
05t 1.9 Sligihi
Liods Moderate
e Severa

s Lo oo 1 il GO0 R R R © ¢ i
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M ie ol m 308 riea 15205 54



.

‘Test Report Mo SHHL1B11087681S0.01  Dale APR 02,2018  Page: 7of 10.

RAESULTS
AR animaks appeanod clirecuslly marmal throughout e Study, AN gitas of 1Ko tas! extrach and 1he
reagent conirol appeared narmal following removal the patches: ta scare of ihe test exiract and the

‘repgent conrol 8 wera 0,

Tha Primary Imitation Ingex (P} of the test anticle was ai 0.0,

CONCLUSION :
Under the uqﬁhr‘imnrn shuddy. them was no evidence of significant smiation trom the et arficle i
rabbds. The reeponse calepory lor tha ealracts of the tesl artiche was naghgble.

| i T - T T
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Test Report Mo SHHL1B11 06768 15601 Date: APR. 02, 2019 Page: 8 of 10

PHOTOGRAPH OF THE TEST ARTICLE
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Test Report o ; SHHL 181 10676815001 Date: APR. 02, 2019 Page:8of 10
The todlowing tes! was performed by 05 o internal laboratory

BS EN 455-3-2015 Medical gloves for singhe use—Part 3: Requirements and testing for blological
wvaluation

| Mumber of test sample | ;| 5 Pieoes
Finizhes of gloves | : | Powderad-iree gloves. ofher than surgeon's glaves
Dﬂfﬂfﬂ gbserved beforefasting | - | No defscts
:_'F_a;s_tjﬂrl_l.t._ : 1:|Pass = =
Clabss  Test fams Bacult Hete
4.4 Powderdres gloves Piss &1
Motes | M Test according 1o EN SO 21 171:2006, the Average mass of powder
: per giove was 0.06mg.
Aemark:

1. Sincethe data and ¢ or information above division lne of front page Is provaded by the applicant,
the raievant resulls or conciusions ol this repert are anly made lor these data and / or
iformation, SGE is not responsible for the authenticity, integrity and results of tha data and
mbormatmn und or the validity of the conchision, Tmhrﬂluﬁdhﬂﬂhrmbﬂlhnsmnﬂnas
reciiven.
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Test Report

Sample Photo:

Mo : SHHL181108T691SD.01

Cale; APA. 02, 2019 Page: 10 of 10

SGS autherticals the photo on original repor only

“**End ot Report=*
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MASCHERINE
PROTEZIONE

di TAGLIAFERRI MARCO
P.zza Menni, 8 - 48017 Conselice (RA)
P.IVA: IT02580490395

TEL: 328-8958729

admin@mascherine-protezione.com
mascherine-protezione.com
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