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Prodc Name Disgrsole aitrile examanat on gloves

Specilicatons 5. ML 0L

Product Recerd Certicate No: ¥uxb No. 20200731

Product Technical Requirement Mo Yusb Mo 2020873

Conthcate Ma: e fo0d a0 O
Manutacruring Enterprine: GuangDong Junan Medeal Technology Coid

e Rocem 100510 01 P thong romd e Ditric uangshou

Production Adérews: 101 N 65, Lmngsan South fad, Zhcngluotan Town, Bahun DI, Guangibeu

mutor Guangrhou DN Gammend Co. Lad.

iy Casingriong Prowece

Telephone: 446-020 29680472

Storage Conciesont: shall be storee in 5 cool aad dry searehouse (the 3901 lermper sture 1 belom X degrees, 3nd ' relstve

ity i i more han 0% 31 on the shefl 300 mem sy ¥ the groud, any Btenton 10 waterEr oo, fre orewetion |

and prohbit durect sunlight

Production Batch No. / Production Date: See the corificate of 2provel

) 12/2020
Item NO.:QUCMO01 @ 11/2023
20201220
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L Thi proauct s dipesatie.
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EDA Home®Medical Devices* Databases®
Establishment Registration & Device Listing

New Search

Classification
Name:

Product Code:

Device Class:
Regulation
Number:
Medical Specialty:
Registered
Establishment
Name:
Registered
Establishment
Number:
Owner/Operator:
Owner/Operator
Number:
Establishment
Operations:

Back To Search Results

PATIENT EXAMINATION GLOVE

EMC®
1

880.62507
General Hospital

GUANGDONG JUNAN MEDICAL TECHNOLOGY €O, LTD®
3017301373

Guangdong Junan Medical Technology. Co, Ltd®
10072701

Contract Manufacturer; Foreign Exporter; Manufacturer;
Specification Developer; Foreign Private Label Distributor




CERTIFICATE OF REGISTRATION
Thiy certifies thai,

GUANGDONG JUNAN MEDICAL TECHNOLOGY CO.,L
TD Room 1005,No 301 Huanshi Zhong Road Yuexiu
District Guangzhou Guangdong, CN 510000

ks reglstered with the U.S, Food and Prug Administeation for Y 2020 pursuant to Title 21. 807 ¢1 s0q. of the
United States Code of Federal Regulations:

Establishment Owner/Operator Number: 10072701
Device Classilicution Name: PATIENT EXAMINATION GLOVE
Product Code: MC
Regulation Number: BR0.6250
Official Correspondent Registrar Corp
and U.S. Agent: 144 R h Drive, Hompton, Virginia,
23666, USA
‘T'elephone: +1-757-224-0177 » Fax:
+1-757-224-0479
Regiserar Corp will confirm that such registration remains effective upow rquest omd presemtation of this
certificase il the end of the year stated abuve, unless said regisiration is ferminated after issuance of this
evriificats, Regivirr Corp makes no other répr lonis or wasrenties, hor does (s cer) make any
representations or warraniles [ any person or enlity ather than the named certificare holder. for whose sole
benefit it is issucd. This ceriificate daes not denwie endursemons or approval of the certificute-holder's device
or establishwens by the U.S Food and Drug Administratien Reglstrar Carp assumes no liabillty to wny person
ar entity in connccifon with the foregowsy
Purswant to 2t CFR 807.39, "Regisrcation of  device estublishment or assiy of a registrati b
does nut in any way denote opprovel of the establishment or its products. Any repe fn that creates an
dmpresston of saga b of registution vr ¢ ion of a registration number Is misteading
arnd cam titutes s ng."
The U.S. Food aud Drug Admimistration dpes nof issue a certificate of reglstrotion, nor doex the U.S. Food
ad Drug Adminixtration recognize a corfificare of registration Registrar Corp is ot affiliated with sing USS.
Food and Dring Adwminisrotion, T ey

Registrar Corp |, ,
144 Research Drive, Hampton, Virginia, 23666, USA Peccitive Director
Telcphone: +1-757-224-0177 © Fax; 41-757-224-0179 nnur:J Corp

info@registrarcorp.com » www.registrarcorp.com Dased: LLAE |, pun

avid Lemsiars

Guangdong Junan Medical Technology Co., Ltd.
CE technical documents eliectva date: 20200601

EC Declaration of Conformity

varsion number: A0

Manufacturer: whose single Authorized Repre sentative:
Guangdong Junan Medical Technology Co., Ltd Caretechion GmbH
Room 1005.No 301 huanshi zhong road, Niedemheinstr. 71, 40474 Disseldorf,
Yuexiu Distict .Guangzhou Germany
DIMDI Code: DE/0000048026
Te¥Fax: 0211 3003 6618
Emaik: info@caretechion.com
We, the manufacturer, herewith declare that the products

Disposable examination gloves
MODEL: nitrile, latex, vinyl, PVC
Size :XS, S, M, L, XL, XL
MDNS—Code: 11-862

Meet the provisions of MDR 2017/745 EU which apply to them.

The medical device has been assigned to class | according lo Annex Vil of the MDR

2017/745EU A m

Applied harmonized slandares :EN455-1:2015,EN455-2:2015,EN455-3:2015 EN 1SO

14971:2012,EN 1SO 13485:2016

Theglove is a disposable non-stenle device intended for medical purpase thatis won on the
's hand lo pr contamination bety patient and |

The product concemed has been manufactured under a quality management system
according to Annex IX of MDR 2017/745 EU

Following the procedure relating to the EC Declaration of Conformity set out in Annex IV of
MDR 2017/745 EVU
The above mentioned declaration of conformity is exclusively under the

ponsibility of

Guangdong Junan Medical Technology Co., Ltd.
Room 1008,No 301 huanshi zhong road ,Yuexiu District ,Guangzhou
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Report No.: SHC20121170-01E Date: 2021-01-07 Page 1 of 5 £
ny’ &
Applicant GUANGDONG JUNAN MEDICAL TECHNOLOGY CO. LTD.
Address 101, No.60 Liangtian south road, Zhongluotan town, Baiyun District, Guangzhou.

Sample Information

Sample Name Medical Examination Gloves
Sample Type/Specification Size: M

Sample Qty. 1 (200pcs)

Batch number 20201220

Above information and sample(s) was/were submitted and certified by/on behalf of the applicant. ICAS was not responsible for
the authenticity of the sample,and quoted the information with no responsibility as to the accuracy,adequacy and/or

completeness.

Sample No.

Date of Sample Received

Sample Test Period

Test content:

C20121170-01

2020-12-28

2020-12-28~2021-01-07

Test item(s)
Test Method(s)
Decision basis

Test Results

Please refer to next page(s).
Please refer to next page(s).
Please refer to next page(s).

Please refer to next page(s).

%‘ @ &% Reviewed by:

(Nanjuan Chen)

Prepared by:

(Jinjie Zhang)

e K% IR A ) AT & A ©
e NCA0506049

Hotiline:400-182-9001 Tel:0086 21-51682918 www.icas.org.cn Add:155 Pingbei Rd,Minhang District,Shanghai LSBT EIRILE1555
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Report No.: SHC20121170-01E Date: 2021-01-07 Page 2 of 5
Test Instrument:
Name of Test Equipment Equipment Number
Universal material testing machine E-023-011TD
Ultraviolet aging testing machine E-049-01PV
Test Results:
: - .. Item(s)
Test items Test Method Test conditions Test Results | Limited Value .
Conclusion
1. Vertical placement of an acrylic tube
enables it to hold more than 1000ml of
water in the natural volume of the glove.
2. Connect the gloves to the acrylic tube,
overlap the cuffs at the end of the tube by
; After the test,
up to 40mm, and secure them in an
. . . there was no
" EN 455-1: appropriate way to obtain a watertight No water
Impervious . ) leakage on the Pass
2000 seal without damaging the gloves. Add seepage
surface of the
1000mI+50ml of water to the open end of
; sample.
the acrylic tube to allow the water to enter
the glove freely.
3. Immediately visually check if the
gloves are leaking, hang them up and
visually check again after 2 to 3 minutes
240mm
. Length : =240mm Pass
Size EN 455-2: (median)
. Ruler
) 2015 93mm
Width . (95£10) mm Pass
(median)
Tensile force | EN 455-2: (23+£2) ‘C, (50+5) %RH, 24h
. . . 7.24N =6.0N Pass
value 2015 Tection speed: S500mm/min
Lamp Type: UVA-340 The surface of
Ultraviolet GB/T [llumination phase: in;adiance 0.76W/m?; | the sa.mple is
agin 16422.3-2014 BPT: 60C, 8h obviously / /
Eing ' Condensation stage: BPT: 50°C, 4h yellow and
Detection period: 24h dark
Tensile force . an
D 70°C hot air aging 168h
value after e i i ) 6.47N =6.0N Pass
ainig® 2015 Tection speed: 500mm/min

Note: As required by the client, the measured values are obtained from ultraviolet aging.
The remaining project limits are derived from EN 455-1:2000 and EN 455-2:2015.

TN IRAS I B AN 55 ( L2 38 ) AR 2% ]

ICAS TESTING TECHNOLOGY SERVICE (SHANGHAI) CO,, LTD

NCA0506043

Hotiline:400-182-9001 Tel:0086 21-51682918 www.icas.org.cn Add:155 Pingbei Rd,Minhang District,Shanghai LiSHRI{FRIAILE1555
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Report No.:

TEST REPORT

SHC20121170-01E Date: 2021-01-07

Sample Photo
v

i

Before water impermeability test During water impermeability test

During width test During length test

Before tensile test During tensile test

A /\"_‘AL‘I' ik AN & i
e et e s ARG A

Hotiline:400-182-9001 Tel:0086 21-51682918 www.icas.org.cn Add:155 Pingbei Rd,Minhang District,Shanghai Lim{F XL 1555
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TEST REPORT

Report No.: SHC20121170-01E Date: 2021-01-07 Page 4 of 5

After tensile test Before ultraviolet test

After ultraviolet test

Sample packing box 1 Sample packing box 2

BErg SRR B AR 95 (ki ) A7 PR 2 7l NCAQ0506045

ICAS TESTING TECHNOLOGY SERVICE (SHANGHAI) CO., LTD
Hotiline:400-182-9001 Tel:0086 21-51682918 www.icas.org.cn Add:155 Pingbei Rd,Minhang District,Shanghai LiSHRIFRIRILH 1555




TEST REPORT

Report No.: SHC20121170-01E Date: 2021-01-07 Pagé.. /gof/j

Sample packing box 3 Sample packing box 4

Sample packing box 5 Sample packing box 6
This photo is limited to ICAS used this report
##%End of the report™**

PR R B AN 55 (13 ) AR 2 ) NCA0506046

ICAS TESTING TECHNOLOGY SERVICE (SHANGHAT) CO., L1D
Hotiline:400-182-9001 Tel:0086 21-51682918 www.icas.org.cn Add:155 Pingbei Rd,Minhang District,Shanghai EiEHRTRRILE1555
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Terms & conditions

L SER R IR RS, (LiE) AMATR (BUREIRR “ARNa") DR IR R AR KA TR . EREAATMRE N, ZiER

M B, DR E AT REARA T RIS 20Z% S AAATCNAT ARG TG, T AR R sl G %R it sl el A2 7] el s %A% 5
HAZIERR A T iz . SOl e LA Ot KRR ORI . BRI G 2 TR, RARIERZZ RN, BASEH
A T7 AR 1 AT IS . PR IASRENE .
A report will be issued in confidence to the Clients and it will be strictly treated as such by ICAS Testing Technology Service (Shanghai) Co., Ltd. (hereinafter
referred to as “ICAS” ). It should not be reproduced in part and it should not be used for advertising or other unauthorized purposes without the written consent
of ICAS. The Clients to whom the Report is issued, however, show or send it, or a certified copy thereof prepared by ICAS, to his customer, supplier or other
persons directly concerned. ICAS will, without the consent of the Clients, neither enter into any discussion or correspondence with nor disclose to any other party
concerning the contents of the report unless required by the relevant governmental authorities, laws or court orders.

2. AT %R PSR A A =] T8 R Rk s 78 "l f i e b %% 5 T SR T 25 F 1 S0 A 0 200 ff s st 3«
If the client is prepared to use the report issued by ICAS in the judicial or arbitral, the client must specify this use before submitting the sample to ICAS for testing.
3. BRAEA A E AT AR R T Al P9 B A e85 92, Z AR S T O RE S, NS B R R AT R I .
Unless ICAS does carry out a sampling test and clarify this fact in the relevant report, the report applies only to the samples that have been tested and do not
apply to a large amount of the relevant goods.

bR ) AR LR BT ST AR L BR i, ARA WG S BATIERE M0 D SR G X/ A R R S
If the Clients do not specify the methods / standards to be applied, ICAS will choose the appropriate methods/standards and inform the client in the
agreement/contract.

5. A RS I TR AR 23 w8 (AT T4t o v A 10 B RHG st i g, AR S4B AT 34T

ICAS will not be liable or accept responsibility for any loss or damage arising from the use of in the reports issued by ICAS or communication information.
6. BATZAREWAGELINIZH, AN TR BAFHU Z 0, BRI AT 24 3 .

If the report is inappropriately used, ICAS will reserve the right to withdraw the report and take any appropriate action.
T %8 A B HRAEA N BT 2R, FERRRIE AR A A TVEHUT Bl K45 -

Samples submitted for testing are accepted on the understanding that the report issued cannot form the basis of, or be the instrument for, legal action against
ICAS.

8. (EHEZA B R A SO JOZRE S RS T 1% % P EUE 3 =07 (M S28e S b T, AR A RO A JGZINAM A AL, o HA e AN
GUEM DT AR ] R W EZ R SAE T 55 = 07 19200 2 T T A SRR, AR &) R ul A ZE BB A RE b A wmi, i A0 %R
MHER M ST T T T
If the Clients require the analysis of samples by the Client’ s or any third party’ s laboratory, ICAS will only convey the result of the analysis without

responsibility for its accuracy. If ICAS is only able to witness an analysis by the Client’ s or any third party’ s laboratory ICAS will only confirm that the correct
sample has been analyzed without responsibility for the accuracy of any analysis or results.

9. ARA v ESEA I U SS AR RT A IR,  GE DB, HASRMITA R B (BN, & dAR AT A .

Any legal property right (include intellectual property) in respect of any report, certificate or other materials derived from ICAS during the provision of the
testing service are owned by ICAS.

LR N FCENZ ) R, ASA WAL L SRR B I A R, (AP RIER, BT AR CAT ST & BRI A SRR
FELZEHE I T T X T A0 T I S IO AR T Rk B IR . 2R, AN FREAN S SR DT,
When ICAS receives the request from the Client, ICAS transmit the results of the test service in electronic media, but the Client should note that the Electronic

Media Delivery does not guarantee that the information contained therein will not be lost, delayed or intercepted by third party. ICAS is not liable for any
disclosure, error or omission in the content of such messages as a result of electronic transmission.

- AT ATV T 2 AR A RORE B B B RHE I AR AN AR AR TR o AR A A SN0 ] 2 G sOATT 1R T

ICAS assumes no responsibility for variations in quality or other characteristics of items submitted under conditions over which ICAS has no control. This Report
does not constitute a recommendation for, or endorsement of, the item or material tested.

12, R IRECARG AR F ANEFTRG s RMBEA oL R T 7 o RS T 5 A 4E e .

The report is invalid if altered, or not signed by the authorized signatory, or without “Special Seal for Inspection and Testing” or without “Special Seal for the
report” , or without cross-page seal.

13 R R A S, AVEHEIROE R, RIEEIAT . e BB RAR Y RIS 2 FUR L0 A A TR, AT 320,

Any objection to the report should execute according to laws and regulations if exist, other entrusted report should be submitted to ICAS within 15 days from the
date of receiving the report, and overdue will not be handled.

L. B B s B 2 PP A . ARA RIS ATIESERE SR IS 1k, ASARIRGESE 2 BEOLE BT E, JEZIEA (3D SEREETHT.

The sample(s) and sample information should be provided and confirmed by the Client. ICAS is not responsible for verifying the authenticity of the sample and
does not assume responsibility for the accuracy, appropriateness and/or completeness of the information provided by the Client.

15, ABLE CMA BTN E b G AR AL A TSN 45 AN BAT R 2 A TE B 1R AL BERIIT S 2805 TS ] 2 o b sty 2 A SOt

The date and results shown in the report without CMA logo are not used as proof for society, only used for reference in study, teaching and internal quality
control . The Chinese version of the report written in Chinese and English shall prevail.

10.

<

1

—

FUE 1L AR AT R R RA eNASTEIHIA, ¢ § 7 IRBERAERA W cMA BFUAE VAT HAGES .
Note : “*in the report indicates that it is not included in the scope of CNAS, “§” indicates that it is not included in the CMA scope of ICAS.
2oy BRI THRE ML 550 =

«

#” indicated that data comes from designated contracted lab:

CMA H A TE%5 CMA Certificate No: CNAS FE/H5 CNAS Registration No:
ICASEERG/RIGNIAL  ICAS Testing Center ICASHEAE/RIMEHRL  ICAS Certification Center
Tel:0086 21-51682918 E-mail:info@icas.org.cn Tel:0086 21-51114700 E-mail:info@icas.org.cn
Add: LS HRT R LS55 /%i512985 Add: T HRICRAILTEH 236854 AE31F/25F/18F/8F
155 Pingbai Rd / 1298 Pingan Rd, Minhang District, Shanghai 31/25/18/8F Huading Tower , 2368W.Zhongshan Rd,Xuhui District,Shanghai

ICASEE FH I - BM / N /7 &I 7 8N/ B/ BY / d / & / \K OB/ E /O RIE / FH /MM i o/ Iw [ R
ICAS National Branch Offices Wenzhou/Gt hou/Shenzhen/Fuzhou/Xi /Kunming/Nanning/Ch ha/Ch ing/Chengdu/Nanjing/Hefei/Qingdao/Zhengzhou/Jinan/Jiangxi/Tianjin




