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PASO A PASO PARA DESCARGAR LA CERTIFICACION DE LA FDA
DE NUESTRAS MASCARILLAS KN95:

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that
YIWU ORI-POWER MEDTECH CO.,LTD.

No.86 Xishe Road, Beiyuan Street, Yiwd, Zhejiang 322000

NUMERO DE
PROPIETARIO DE

REGISTRO <3 has completed the FDA EéiaBlishment Registration (a5
L X manufacturer and foreign exportef)and Device Llsdng with the US Food &
Drug Administration, through
>

: \ Registrar Corp

S
€ # v Owner/Operator Number: 10051287
3 Registration Number: 3012309743

Device Listings:
Code Device Name
MSH RESPIRATOR, SURGICAL (FACE MASK)
Ragistrar Corp will confirm that such registration remains effective upon
quest and p ion of this i il the end of the calendar year
staled above, unless sald registration i lerminated aRer issuance dﬂus
certificale. Registrar Corp makes no other repy or
nor does this cerdificate make any represantafions or warranhias fo any
person or enfity other than the named certificate holder, for whose sole
benefit it is issuad This certificate does not denofe endorsement or
approval of the M«samwmmwuusrm
and Drug Admin jon. Re no habiity fo any person
oren&fynmcommthefcmgomg

NUMERO DE
REGISTRO

BT ATAI AT AT A AT

1. Ingresar a la pagina de la FDA utilizando el siguiente link:
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfrl/rl.cfm

Direccion de Oficinas: Carrera 7 C Bis No 139 - 18 Ofic. 601
Lineas de atencion: 300 6656029, 317 2833467
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2. Enlacasilla REGISTRATION OR FEI NUMBER digitar el nimero de Registro
correspondiente a: 3012309743 y dar y click en search.

8 accessdata.fda.gov/scripts/cdrh/cfdocs/cfrl/rl.cfm B [- I |

aracol.. @ Melodia Estereo A By Traductor de Google [] 12trauma facial

Follow FDA | _En Espaiiol
SEARCH

ip2Y U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing & o
© FDAHome © Medical Devices @ Databases
This database includes: 0‘."‘%%%!%95595
» medical device manufacturers registered with FDA and * De Novo
« medical devices listed with FDA « Medical Device Reports
MNote: Regisirafion of a device establishment, assignment of a registration number, or listing of a medical {MAUDE)
device does not in any way denote approval of the establishment or its products by FDA. « CDRH Export Certificate
validation (CECV)
Learn More.
« CDRH FOIA Electronic Reading
Room
= CFR Title 21
* CLIA
Search Database B e @ Bownioad Files « Device Classification
# FDA Guidance Documents
Establishment Registration ¢ Humanitarian Device
or Trade Name or FEI Number . E‘!xeedr:s:wm;epms
OwneriOpsrator OuwneriOperator » Premarkst Approvals (PMAS)
MNumber « Post-Approval Studies
Posimarket Surveillance
Proprietary Classification L)
Dsvice Name Studies
) * Radiation-Emitting Products
gmddm Establishment v = Radiation-Emitting Electronic
ode Products Corrective Actions
Establishment v Establishment v * Recalls
State (U.S.) Country * = Standards
« Tofal Product Life Cycle
» X-Ray Assembler
Quick Search ClearForm | Search

3. Dar clic en el item #6: Show all 41 Listings For YIWU ORI-POWER MEDTECH
CO.,LTD. CHINA

of Health & Human Services

SEARCH

iply U.S. FOOD & D

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing a
© FDAHome © Medical Devices @ Databases ad

1 result found for Establishment Registration

or FEI Number : 30712309743 New Search
Establishment q - Current
Name ¢ Beg station]ienbey Registration Yr
X i

NIVTORI BOWER MEDTIEEH CHINA 3012309743 2020

CO.LTD
s Instrument, Manual, Surgical, General Use - Instrument Cases/First Aid Case/Plastic Case Foreign Exporter; Manufacturer
= Crimper, Pin - Safety Pin Foreign Exporter; Manufacturer
» Tray, Surgical Instrument - TRAY, SURGICAL Foreign Exporter; Manufac turer
» Pack, Hot Cr Cold, Disposable - Cold Pad Foreign Exporter; Manufacturer
» Cotton, Roll - Cotton Swabs Foreign Exporter; Manufac turer

Show all 41 Listings For YIWL ORI-POWER MEDTECH CO LTD. CHINA

-
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4. Encontrara listado de los diferentes Dispositivos Médicos amparados, favor

dar clic en el ultimo item: Respirator, Surgical — Face Mask

ip2Y U.S. FOOD & DRUG

ADMINISTRATION

Follow FDA | En Espaiiol

SEARCH

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics

Establishment Registration & Device Listing

© FDAHome © Medical Devices @ Databases

1 result found for Establishment Registration

Animal & Veterinary | Cosmetics

&

or FEI Number : 3012305743 New Search
Establishment = Current
Name . Registration Number Registration Yr
YIWU ORI-POWER MEDTECH
g

Co LD CHINA 3012300743 2020

« |nstrument, Manual, Surgical, General Use - Instrument Cases/First Aid Case/Plastic Case Foreign Exporter, Manufacturer

» Crimper, Pin - Safety Pin Foreign Exporter, Manufaciurer

» Tray, Surgical Instrument - TRAY, SURGICAL

Foreign Exporter;

Manufacturer

.

Pack, Hot Cr Cold, Disposable - Cold Pad

Forsign Exporter;

Manufacturer

Manufacturer

» Cotton, Roll - Cotion Swabs Foreign Exporter;

= Tape And Bandage, Adhesive - BANDAGE Foreign Exporter, Manufacturer
» Pad, Eye - Adhesive Eve Fad Foreign Exporter; Manufactursr
* Bedding. Disposable, Medical - First Aid Blanket And Emergency Survival Blanket Foreign Exporter; Manufac turer

.

Gauze |/ Sponge Nonresorbable For External Use - GAUZE Dressing

Foreign Exporter;

Manufacturer

» Pad, Alcohol. Device Disinfectant - Alcohol Prep Pad

Forsign Exporter;

Manufacturer

« Dressing, \Wound, Hydrophilic - DRESSING

Foreign Exporter;
UNUEEL MIENUREE e

Manufacturer
| FUIEgN CXpULE,

* Mouthpiece, Breathing - First Response Medical Supplies Manufacturer

» FEirst Aid Kit With Drug_- YIWU ORI-POWER MEDTECH Foreign Exporter; Manufacturer
» Depressor, Tongue, Non-Surgical - YIWU ORI-POWER MEDTECH Foreign Exporter; Manufacturer
* QOrthosis, Limb Brace - YIWU ORI-POWER MEDTECH Foreign Exporter; Manufacturer
# Splint, Hand,_And Components - YI'YWU ORI-POWER MEDTECH Foreign Exporter; Manufacturer
» Splint, Traction - YI'WU ORI-POWER MEDTECH Foreign Exporter; Manufacturer

Manufacturer

» Dispenser, Liquid Medication - YIWU CRI-POWER MEDTECH Foreign Exporter;

» Forceps - YIWU CRI-POWER MEDTECH Foreign Exporter; Manufacturer
» Scissors, Medical,_Dispesable - YIWU ORI-POWER MEDTECH Forsign Exporter; Manufacturer
» Strefcher, Patient Resfraint - YIWU ORI-POWER MEDTECH Foreign Exporter; Manufacturer
» First Aid Kit Without Drug - YIWU ORI-POWER MEDTECH Foreign Exporter; Manufacturer
» Applicator,_Absorbent Tipped, Non-Sterile - YI'WU CRI-POWER MEDTECH Foreign Exporter; Manufacturer
« Support, Patient Position - YIWU ORI-POWER MEDTECH Foreign Exporter; Manufacturer
* Qrthosis, Cervical - YIWU ORI-POWER MEDTECH Foreign Exporter; Manufacturer
= Driver, Surgical, Pin - YI'WU ORI-POWER MEDTECH Foreign Exporter; Manufacturer

.

Mask_Oxygen - YIWU ORI-POWER MEDTECH

Foreign Exporter;

Manufacturer

.

Solution,_Isotonic - YIWU ORI-POWER MEDTECH

Foreign Exporter;

Manufacturer

O‘R;espirator Surgical - Face Mask

Forsign Exporter;

Msanufacturer

Tobacco Products

Can't find what you're looking for? Try_a new search
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5. Una vez da click en el item podré encontrar el reporte de que nuestras
Mascarilla KN95 se encuentran avaladas por FDA, el cual podra comparar con
el certificado FDA que se adjunta a nuestro portafolio.

Home

Establishment Registration & Device Listing

S. FOOD &

MINISTRATION

Food | Drugs

Medical Devices

© FDAHome © Medical Devices @ Databases

6. Dando click en Product Code:

Radiation-Emitting Products | Vaccines, Blood & Biologics

Follow FDA | _En Espafiol

Animal & Veterinary | Cosmetics | Tobacco Products

&

New Search

Back To Search Resulis

Proprietary Name:

Classification Name:

Product Code:

Device Class:

Regulation Number:

Medical Specialty:

Registered Establishment Name:
Registered Establishment Number:
Owner/Operator:
Owner/Operator Number:
Establishment Operations:

face mask

RESPIRATOR, SURGICAL

MSH

2

878 4040

General & Plastic Surgery

YIWU ORI-POWER MEDTECH CO. LTD.
3012309743

Yiwu Ori-Power Medtech Co. Ltd.
10051297

Foreign Exporter, Manufacturer

nuestras mascarillas KN95

. Home I Food I Drugs I Medical Devices I Radiation-Emitting Products I Vaccines, Blood & Biologics I Animal & Veterinary I Cosmetics I Tobacco Products -

Product Classification

© Medical Devices @ Databases

© FDAHome

Regulation Medical Specialty
Review Panel

Product Code

Premarket Review

Submission Type

Regulation Number

Device Class

Total Product Life Cycle (TPLC)
GMP Exempt?

Summary Malfunction
Reporting

controls) devices subject fo certain

New Search Back to Search Results
Device Respirator, Surgical
Regulation Description Surgical apparel.
Definition A surgical N5 respirator or N95 filtering facepiece respirator is not exempt

if itis intended to prevent specific diseases or infections, or it is labeled or
ofherwise represented as filtering surgical smoke or plumes, filtering specific
amounts of viruses or bacteria, reducing the amount of and/or killing
viruses, bacteria, or fungi, or affecting allergenicity, or it contains coating
technologies unrelated to filiration {e.g., to reduce and or kill
microorganisms). Surgical N95 respirators and N95 filtering facepiece
respirators are exempt from the premarket notification procedures subject to
21 CFR 873.9 and the conditions for exemption identified in 21 CFR
878.4040(b)(1).

General & Plastic Surgery
General Hospital
MSH

Surgical and Infection Conirol Devices (OHT4)
Infection Confrol and Plastic Surgery Devices (DHT4B)

510(K) Exempt

878 4040

&

TPLC Product Code Report
No

Eligible

Note: Class Il devices the Food and Drug Administration (FDA) has also published a list of class |l (special

limitations, that are exempt from premarket notification requirements under

the Food and Drug Administration Modernization Act of 1397 (FDAMA) and the 21st Century Cures Act of 2016
(Cures Act). FDA believes that these exempfions will relieve manufacturers from the need to submit premarket
notification submissions for these devices and will enable FDA to redirect the resources that would be spent on
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