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Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

WUHAN KANGSHOU MEDICAL MATERIAL CO., LTD

982 Hannan street, Hannan WUHAN, Hubei, 430000, CHINA
has completed the FDA Establishment Registration (as manufacturer) and Device
Listing with the US Food & Drug Administration, through

US. Agent for FDA SUNGO TECHNICAL SERVICE INC.
Communications: 6050 W EASTWOOD AVE APT 201, CHICAGO,
ILLINOIS 60630, USA
Telepbone: +1-855.957-7779 / E-mail: sungo group@yahoo.com

Owner/Operator Number: 10066437
Device Listing#: See annex

SUNGO Technical Service Inc. will confirm that such registration remains effective upon request and
presentation of thiy certificate watil the end of the calendar year stated ahove, unless said registration is
terminated offer lssmance of this certificate. SUNGO Technical Service Inc. mokes mno 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 is isswed This
certificate docs mot demote endorsemernt or approval of the certificate-holder ‘s device or establishment
by the US Food and Drug Administration. SUNGO Technical Service Inc. assumes no liability to any
perzon or entity in comnection with the foregoing.

Pursuant 0 21 CFR 80739, “Registration of a device establishment or axvignment of a registration
mumber does not in oy way demote approval of the establivhment or ity products. Amy representation
that creates am impression of afficial approval becawse of registration or possession of a registration
mumber is misleading and comstitues musbranding ~ The /S Food and Drug Administration does mot
lsswe @ certificate of reglstration, nor docs the US Food and Drug Administration recognize a

(Sungo FDA
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Fiscal Year 2020

CERTIFICATION OF REGISTRATION

Annex to Cert. No.: 2007US189518

Listing No  Code  Device Name

ACCESSORY, SURGICAL APPAREL
DIONE | LYU | rACE MASK. GLOVES)

Face mask (except N9S respirator) for general poblichealthcare
D383951 QKR | porsanned per 1IE guidance

RN (enforcement)

COVER, SHOE, OPERATING-ROOM
nmvszi FXpr (SHOE COVER)

Non-sunpeal isolabon gown
D3EIOS3 | OFA | (COVERALL, ISOLATION GOWN, LAB COAT)
END OF THE ANNEX
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Test Report
MW (Noof Series) ¢ 21202000537
Muhke IC AL P AR 19-6 8

Add.: No.19-6 Mianzhou Avenue Xlantao City, Hubel HAEHM (Date) ;
Province WoEwHNH
S (Tel) : 0728-8206869/5206870 BAHNAR (Page) s HI1 N
SIEM A, SUI A MO 2 MIEEM (Date of reception) :
Consignors WUHAN KANGSHOU MEDICAL
MATERIAL COLTD 2020 F o6 M os i
sk —XEEHANEN (REM) Haxe, osrem
Name of sample declared; Disposable cap ( Non Medical)  Origin of sample:  Delivering by
Consignor
FESRRRE: 10g BaRe: My
Quantity of sample: 10pes State of sample:  Packing Sound
PEAL0G 5 MBRII AR,
Sample NO.: Item inspected and 1ty datas
Y L LU S L BT wARR L ) Lane
No, Test ibem ( Unis) Test method | Standand mguirement | Test sewclt | Single dctermination
maanan L R
1 | Aevoblcplate Coune (CTUR) GB 159792002 < 200 1 Ot
XEmmne R LU B
: Coliform (CFUYg) OB LSRN0 | ot detocred D Comsorn

FE e B 50" AN (MHERE: RNARALPO. REETNY, 1mo0012252) |
20 FREM. WA NS GO 192000 (- XHEN ETNA TR RAENNAER.

HFren

""“"""fv ;,]( e !

Notice: L, BN A RN R, (s only respossible for the sample recsived. )
2ARMRKANMAYIS LR, (i nvalid withost erigind sesl of
JAM ARG BEN, FPESEMMN . Ol cm met be copled separately without permicncn

WUk IR
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Fm A ik
FaaiR: —HxsHhLr (EEA)
oS/ Mg, 2138t
it Ef
Baal: 100% PPESH
#HE: 1008/5%

BT GB15979-2002

EREE: ERTHENRL, EETIHM
KIEHR: 01 :
£ :
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matEik
FREWR  —AEESHEE (FEH)
FhaES/Ag 17*40CM
B & Ee
oS8 :100% PPESH
¥ B:100R/%
HiTHRE : GB15979- 2002
EHeE :
e AR
Eits -
E£=H :
LW BER :
=T N Z TS
ErF=ibht : ﬁ&ﬁﬁlﬁﬁ&ﬁkiﬁ%Zg
RFERREBLNTOAERALE AF0S

Made in China




Establishment Registration & Device Listing

© FDAHome © Medical Devices @ Databases

New Search

Back To Search Results

Establishment:

WUHAN KANGSHOU MEDICAL MATERIAL CO.,LTD
982 Hannan Street,Hannan

WUHAN Hubei, CN 430000

Registration Number: 3016819765

FEI Number*: 3016819765

Status: Active

Date Of Registration Status: 2020

Owner/Operator:
WUHAN KANGSHOU MEDICAL MATERIAL CO. LTD

982 Hannan Street,Hannan
WUHAN, Hubei CN 430000
Owner/Operator Number: 10066437

Official Correspondent:
Xiaoli Ye

982 Hannan Street,Hannan
WUHAN, Hubei CN 430000
Phone: 86-27-8715-8672

US Agent:

Fiona Chan

SUNGO Technical Service Inc.
6050 W EASTWOOD AVE APT 201
Chicago, IL US 60630

Phone: 855 9577779 Ext

Email: US.FDA@Sungogroup.Com

* Firm Establishment Identifier (FEI) should be used for identification of entities within the imports message set




