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MODO DE USO:

Cémo ponerse los guantes:

1. Seleccione los guantes del tamano adecuado y verifique el periodo de
validez.

2. Quitese las joyas y cualquier articulo alrededor de las manos y lavese o
desinfecte antes de usar guantes.

3. Con su mano no dominante, levante el guante pellizcando el interior y el
exterior del pufo.

Tenga cuidado de tocar la menor parte posible de la parte exterior de los
guantes. Deje que el guante cuelgue con los dedos apuntando hacia abajo.
Desliza con cuidado tu mano dominante en el guante. No ajuste la posicion del
guante en su mano hasta que el otro guante esté puesto.

4. Asegurese de que no haya rasgaduras ni rasgaduras en los guantes. Si ve

alguno, quitese los guantes y comience de nuevo.
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Importaciones Dentales Roentgen SA de CV
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Cémo quitarse los guantes:

1. Apriete el puio de los guantes con los dedos enguantados y despegue
hacia abajo desde la mufieca, girando el guante al revés.

2. Sostenga el guante de adentro hacia afuera con la mano enguantada y, con
la mano sin guante, deslice el dedo / separe la mufieca del guante restante,
teniendo cuidado de no tocar la parte exterior del guante.

3. Nuevamente, pele hacia abajo, alejdndose de la mufeca, volviendo el
guante al revés.

4. Continue tirando del guante hacia abajo y sobre el guante de adentro hacia
afuera que sostiene en su mano enguantada.

5. Esto asegurard que ambos guantes estén al revés, un guante envuelto

dentro del otro, sin contaminantes en las manos desnudas.

US Corporate Offices

Roentgen Dental Supplies LLC

7950 NW 53rd Street, Suite 337, Miami FL 33166
Phone (305) 749-9799 Fax (866) 480-9591
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Reporte de Calidad Roentgen.

Guantes de Nitrilo Roentgen

NuUmero de Revision

HSA/QR9.28¢c/10

Propiedades fisicas

Superficie La apariencia de los guantes de~n|trllo_debe ser limpia y bien formada, ST Calificado
y la superficie no debe estar dafiada ni manchada.
Después de usar los guantes de nitrilo, debe cubrir las manos del usuario. Conforme Calificado
Tamano basico Longitud del guante de nitrilo: 235 mm Conforme Calificado
Ancho del guante de nitrilo: 112 mm Conforme Calificado
Grosor del guante de nitrilo: 0,117 mm Conforme Calificado
Los guantes de nitrilo deben estar hechos de 95 % de latex de nitrilo, Conf Calificad
3,4 % de 6xido de zinc, 1,6 % de acido estearico. Clnlielinnls clllilislels
Composicion y peso
gramo Los guantes de nitrilo deben ser impermeables y sin agujeros. Conforme Calificado
El peso de los guantes de nitrilo estd de acuerdo con GB 10213-2006 Conforme Calificado
Los guantes de nitrilo deben usarse con facilidad. Conforme Calificado
La resistencia a la rotura de cada guante no debe ser inferior a 7,0 N o
X o Conforme Calificado
antes y después del envejecimiento
Guantes de nitrilo
Resistencia a la rotura El alargamiento de cada guante no debe ser inferior al 500 % antes o
S Conforme Calificado
del envejecimiento
El alarga_mi.ent_o de cada guante no debe ser inferior al 400% después ST Calitfieasie
del envejecimiento
Propiedades bioldgicas
Total bacterial colonies <200 cfu/g. <200 ufc/g Calificado
Las bacterias coliformes no se pueden detectar. No detectado Calificado
Indicadores No se debe detectar Pseudomonas aeruginosa. No detectado Calificado
TEreleliel D iEes Bacterias pidgenas
(no esterilizante) a piog No se debe detectar Staphylococcus aureus. No detectado Calificado
patdgenas
No se detectaran cocos hemoliticos. No detectado Calificado
Colonias fungicas totales<100ufc/g. <100 ufc/g Calificado
Conclusion Calificado (Sello)
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Certificaciones: Roentgen.
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CERTIFICATE OF FDA ‘ ®nm
REGISTRATION SERVICE.

HEREBY CERTIFY THAT-
FDA US AGENT«

‘Jiangsu Health-Peace Medical Technology Co. Ltd- {IJQSCA« ¥

HAS SUCCESSFULLY COMPLETED. e
THE FDA REGISTRATION.

FOR. O&W Wack
OWNER/OPERATORNUMBER:

10081131 MEDICAL DEVICE LISTING
NUMBER (MDLU/LST):«

MDULST cgr;d‘uct 510K Class GMP/UDI  Device Name., PRINCIPAL

D439916 LZB Exempt 1 Yes Disposable Nitrile Gloves . ENGINEER«
Disposable Finger Shiekd .

" e
W JRC.US com
Your Partner in Achieving FDA Compliance

CERTFICATE NOJRCJIH-
202103.4
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Certificate of Registration

Jiangsu Health-Peace Medical Technology Co., Ltd.
ABN: 0132041 2ZMAZ4YLWSIT
Registered address.Building 2, No.9, Ziin Road, Zhangpu Town, Kunshang

Production / Business address No 9, Zifin Road, Znangpu Town, Kunshan City, Jiangsu Provinoe

Quality Management System

which complies with the requirements of':

GB/T 19001-2016/ISO 9001:2015

The registrabion covers The sales and production]Except qualfication Icenis) of Dapoiadle Nitrile CHeck

Original Certification: 2021-04-12 Regitration No KC104GT003Q
InsueRevised Date:  2021-04-12 Expiry Date:  2024-04-11
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Certificaciones: Roentgen.

Nitrile Gloves Roentgen

ADMINISTRATION

4 B u.s. FOOD & DRUG

August 17,2021

Jiangsu Health-Peace Medical Technology Co. Ltd
% Johnson Lui

Consultant

CNMED Consultant

31 Archer St

Upper MT Gravatt, QLD 4122

Australia

Re: K211708
Trade/Device Name: Disposable Medical Nitrile Gloves
Regulation Number: 21 CFR 880.6250
Regulation Name: Non-Powdered Patient Examination Glove
Regulatory Class: Class I, reserved
Product Code: LZA
Dated: July 30, 2021
Received: August 3, 2021

Dear Johnson Lui:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices. good manufacturing practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class Il (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.
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AKNON AUBBER DEVELOPMENT LABDRATOAY, INC Teﬁhng D‘EVEpr‘I‘lEﬁL Prﬂ-tllem SOWIITE

August 25, 2021

*TEST REPORT=

PN 160628

PHARMACEUTICAL SERVICES

Prepared For:

Jiangsu Health-Peace Medical Technology Co., Ltd.
Dongan Youdian Street, Huangli Town, Wujin, Changzhou, Jiangsu
Changzhou, China

Prepared By: W\M Approved By: %
J [ffarly Hepér

Ana C Barbur, M.5.
Manager, Pha al Services Vice President, Analytical & Chemical Services

Rev 101218

.') An AZLA 150 17025 Acaredied Tesling Labaratory — Carlilicsla Numbars 25501 & 255.02

130 9001:2015 Regisersd 1SO 9001:2015
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www.ardl.com | 2887 Gilchrist Rd, | Akron, Ohic 44305 | answersi@ardl.com | Tall Free (800} B30-ARDL
Fax (330) 794-8610 | Worldwide (330) 794-5500
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Nitrile Gloves Roentgen

RIO

CERTIFICATE OF NOTIFICATION

This is to cerofy that, according to the Fegulston (BT 2017745, Riomaviz 5 L. performed all
nobfication dutes and responsibilities as the European Aunthonzed Representative:

MANUFACTURER: Jiangwn Health-Peace Madical Technology Co_Ltd

ADDEESS: Doega Yondian Siresd Huangli Town Winjin, Changrhon Jianpsu

The mamfacmrer has provided Fhiomaviz 5.L. with all the appropriste declarstion sccording
to the Ewropesn Council Regnladon (EUY 2017/745 including the EC Declaration of

Conformity confirming that its medical device, as stipulated here below, is fulfilling
the ezsential requitements of the Evropean Council Pegnlaton (EUT) 2007/745.

Dievices: Disposable Medical PVC gloves{non-sterile)
Classification: 1

Where the manufscmrer affix the CE mark to the device listed they mmst ensure that all the
essential requirements of European Council Begulation (E1T) 2017/745 are mat

The notficanon of abovementioned device has been completed by the Eurcpean Aunthorized

Fepresentafive In Spain. The Spaim Competent Authonty is notifed of the manufacre’s device
and hae allocated regisranion. The regisragon nomber is RPS/540/3071

Issme date: 19ALTAR2O2]
Cart. No.: RI0210316-2

g

Calle de Almansa 55, 1D. Madrid 23039 Spain
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Certificaciones: Roentgen.
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RIO

CERTIFICATE OF NOTIFICATION
This is o cartify that, according to the Regulstion (EL7) 2017/745, Riomaviz 5.1 performed afl
notificaton duties and responsibilities a3 the European Authorized Fepresentanvea:
MANUFACTURER: Jiamgwn Health-Peace Medical Techmology Co_Litd
ADDRESS: Donga Yondion Strest Huanshi Town Wjin, Changzhen Jissgsn
The mamfacturer has provided Fiomaviz 5.L. with all the appropriate declaration sccording

o the Europezn Council Fegnlaton (EU) 20177745 inchoding the EC Declaration of
Conformity confirming that its medical device, as stipulated here below, is fulfilling

the essential requirements of the Enropean Council Regunlanon (ELT) 2017745,
Davices: Disposable Medical Nirile gloves{non-sterile)

Classificanon: T

Where the manufacmrer affix the CE mark to the device listed they must ensure that all the
essennal regqunirements of European Council Feguladon (ETT) 2017745 are mer.

The potification of abovementioned device has besn completed by the European Authorized

Fepresenmtve m Spain. The Span Competent Authority is notifed of the manufacmre’s device
and has allocated regisiration. The regisiration momber is BPS/548/2021

Issoe date: 19/ATAR202]
Cert. No_: R20210210-2

LE

Calle de Almansa 55, 1D, Madrid 28039 Spain
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