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Fiscal Year 2020
CERTIFICATION OF REGISTRATION
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This certificate that:
Jiangsu Weikang Jiejing Medical Apparatus Co., Ltd.
Address: No. 18, Wenzhou Road, Economic Development Zone,Shuyang,
Jiangsu,China Tel: 0527-80817125 80817128
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has completed the FDA Establishment Registration(as manufacturer, foreign exporter, contract
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manufacturer) and Device Listing with the US Food & Drug Administration, through
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U.S. Agent for FDA Osmunda Technology Co.,Ltd
Communications: 949 White River Dr Allen, TX 75013
Allen, TX US 75013
Phone: 858 3571157
Email: Sunny.Huang@Osmundacn.com
Registration Number: 3010594263
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Device Listing#: See Annex
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Applicable Standards:
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Osmunda Technology Co.,Ltd will confirm that such registration remains effective upon
request and presentation of this certificate until the end of the calendar year stated above,
unless said registration is terminated after issuance of this certificate.Osmunda Technology
Co.,Ltd 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 is issued. This certificate does not denote endorsement or
approval of the certificate holder s device or establishment by the U.S. Food and Drug
Administration. Osmunda Technology Co.,Ltd assumes no liability to any person or entity in
connection with the foregoing.

)

'y

,.
%
A

%

5

?’-

)

A

R

X
X

X7,
8%

,.
0
A

7
()
%

)

,.,.
O
A

Pursuant to 21 CFR 807.39, “Registration of a device establishment or assignment of a
registration number does not in any way denote approval of the establishment or its
products. Any representation that creates an impression of official approval because of
registration or possession of a registration number is misleading and constitutes
misbranding.” The U.S. Food and Drug Administration does not issue a certificate of
registration, nor does the U.S. Food and Drug Administration recognize a certificate of
registration, Osmunda Technology Co.,Ltd is not affiliated with the U.S. Food and Drug
Administration.
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Executive Director

Issued: Jan.1 2020
r FEI Number: 3010594263
Expiration Date: Dec.31 2025
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Fiscal Year 2020
CERTIFICATION OF REGISTRATION

Annex
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Establishment Registration Number Current
Name Registration Yr

JIANGSU WEIKANG JIEJING MEDICAL

APPARATUS CO., LTD. 3010594263 20

O
4
2

"
00

X

i,

XX

)
o+,

)

AP
O

3

7
0
X

Listing Product Device Name
Number Code(s)
D267090 KYZ SYRINGE, IRRIGATING (NON DENTAL)
D267089 BYY TUBE, ASPIRATING, FLEXIBLE, CONNECTING
D258838 BSY CATHETERS, SUCTION, TRACHEOBRONCHIAL
D252266 BSJ MASK, GAS, ANESTHETIC

D251755 KNX COLLECTOR, URINE, (AND ACCESSORIES) FOR
INDWELLING CATHETER

D234071 BTR TUBE, TRACHEAL (W/WO CONNECTOR)
D234070 CAF NEBULIZER (DIRECT PATIENT INTERFACE)
D229723 BYF MASK, OXYGEN, LOW CONCENTRATION, VENTURI
D229714 KGB MASK, OXYGEN, NON-REBREATHING
D228875 BYX TUBING, PRESSURE AND ACCESSORIES
D228874 BYH DRAIN, TEE (WATER TRAP)

D218278 KNT TUBES, GASTROINTESTINAL (AND ACCESSORIES)
D211394 BYG MASK, OXYGEN

D211389 JOL CATHETER AND TIP, SUCTION

D211388 EYZ SYSTEM, URINE DRAINAGE, CLOSED, FOR
NONINDWELLING CATHETER, STERILE
D204906 GAZ TUBING, NONINVASIVE

D204535 GBX CATHETER, IRRIGATION

D204533 CAT CANNULA, NASAL, OXYGEN

D293339 BSR STYLET, TRACHEAL TUBE

D375947 LYU ACCESSORY, SURGICAL APPAREL
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PLACE, DATE : SHUYANG, JIANGSU PROVINCE, CHINA
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2020-01-01
SIGANTURE: [ gueh 2omm

NAME: CAMEL ZHOU
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POSITION: QUALITY MANAGEMENT/REPRESENTATIVE
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