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Medical Tsolated Mask



Medical Isolated Mask

Feature:
Safe/Air-permeable/Comfortable
Product qualification Certified by
FDA and CE

Product provided for consulates
exclusively

Size: Rubber Band 17.5cm*9.5cm
Packing: 50 pcs/box, 40 box/
carton

Carton Size: 52cm*38cm*30cm



Product Picture




Product Qualification

Certif

Fiscal Year 2018
CERTIFICATION OF REGISTRATION

This certifies that:

XIANTAO DEMING HEALTHCARE PRODUCTS CO., LTD.
No.198, Pengchang Ave. Pengchang Town, Xiantao City, Hubei
Province, P.R.China, Xiantao, Hubei, 433018, CHINA

has completed the FDA Establishment Registration (as manufacturer, contract
manufacturer) and Device Listing with the US Food & Drug Administration, through

U.S. Agent for FDA SUNGO TECHNICAL SERVICE INC.

Communications: 6050 W EASTWOOD AVE APT 201, CHICAGO,
ILLINOIS 60630, USA
Telephone: +1-855-957-7779 / E-mail: US FDA@sungogroup.com

Registration Number: 3008311433
Device Listing#: See annex

SUNGO Technical Service Inc. will confirm that such registration remains effective upon request and.
presentation of this certificate until the end of the calendar year siated abeve, unless said registration is
terniinated afier issuance of this ceriificate. SUNGO Technical Service Inc. makes no other
representations or warranties, nor does this certificate make any representations or warranties to any
person or entity other than the named certificate holder, for whose sole benefit it isisssued. This
certificate does not denete endorsement or approval of the holder’s device or establish

by the U.S. Food and Drug Administration. SUNGO Technical Service Inc. assumes no liability to any
person or entity in connection with the foregoing.

Pursuant 10 21 CFR 807.39. "R ion of a device lish or ofa

number does not in any way denote approval of the establishment or its pmaucz: Any representation
that creates an impression of official approval because of regis ofa

number is misle and ding." The U.S. Food and Drug Administration does not
issue a certificate of registration, nor does the U.S, Food and Drug Adminiswation recognize a
certificate of registration, SUNGO Technical Servics Inc. ix mot ffilioeed with he Fivenel concl Ervngy
Admunistration.

Sungo [ED

gibal service

SUNGO CHINA OFFICE Tel: 021-568597193 Email:Shage2008@126.com Website: www.sungogroup.com
Add: 13" Floor. No.1500 Century Avenue, Shanghai 200122, PR China

ed by FDA

Fiscal Year 2018
CERTIFICATION OF REGISTRATION

Annex to Cert. No.: 20060US116538

Listing No | Code | Device Name

NON-SURGICALISOLATION GOWN
(NON-SURGICAL ISOLATION GOWN)

MASK, SCAVENGING
(MASK,SCAVENGING)
ACCESSORY. SURGICAL APPAREL

D201044 OEA

D201046 KHA

D2e1e47 LYU | (ACCESSORY,SURGICAL APPAREL)
. CAP, SURGICAL
DI04 | FYE | (B ICAL)
] COVER, SHOE, OPERATING-ROOM
D246481 FXP | (SPIOE COVER)

BEDDING, DISPOSABLE, MEDICAL
(BEDDING,DISPASABLE,MEDICAL)
GOWN, EXAMINATION

(PATIENT EXAM GOWN)

END OF THE ANNEX

D246482 KME

D254359 FME

SUNGO CHINA OFFICE Tel 021-58597193 Email- Shage2008@126.com Website: www sungogroup.com
Add: 13" Floor, No.1500 Century Avenue, Shanghai 200122, P.R:China



Product Qualification

Certified by CE

Compliance Report

Applicant: Xiantao Deming Healthcare Products Co., Ltd
Address: 1984#, Pengchang Ave, Pengchang town, Xiantao city, Hubei
province.433018. P. R. China

Product; Surgical Gown, Isolation Gown, Lab Coat, Coverall, Cap, Face
Mask, Shoe Cover, Boot Cover, Bed Sheet, Pillow Case,
Hairdressing Clothes, Beard Cover, Apron, Sleeve Cover,
Spread Cover, Shopping Bag

Type: See annex for details

Product Classification: ~Class I

The i ical files i test report of the above products have
been reviewed against the self declaration requirements of conformity for CE
mll!ung according to Annex | & V11 of the 93/42/EEC Medical Device Directive
(including 2007[41}]?4&),

|

The review result of the technical files and test report support the self declaration for.

 the devices listed abow; The test report and the technical files are the annex of this

report and should be used toget}ter

This report is not a certificate of conformity.

No. 02240
Initial [ssue Date: 09 Oct 2014

’7@@«:// @/zce

e
General Manager ~ (Signature)

This report i ty of NQAand ] IQA upon request

Annex to Report (No. 02240)

Xiantao Deming Healthcare Products Co., Ltd

Product Name Type
Surgical Gown 11511271 15*137,120*140,130*150,
Isolation Gown 115*137,120*140,140*160,158*160
= 110*120,110*125,115*130,120*135,
L 120*140,1257140,130145
158*116,160*120,168*128,173*134,
Coverall 181*142,188*150,165%125,170*130,
175"135,180*140,185*145
Cap 18",21",24",62*13.5cm,62*9cm
Face Maske= 17.5*9cm
Shoe Cover 38*15cm,39*16cm,40*17cm
Boot Cover 40*40cm
Bed Sheet 240*140cm
Pillow Case 70*50cm
Hairdressing Clothes 100*140cm
Beard Cover 18",21" [
Apron 110°70cm ]
Sleeve Cover 39*20cm
| Spread Cover [ 210*180*20cm A
L_. ShoppingBag | Accordingto the customer hz_:'esl
i

This annex is only valid if attached to the report mentioned alﬁva.

‘This report is the property of NQA and should be retumed to NQA upon request.



Production Qualification
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Production Qual ification




Production Qualification
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Business Qualification
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