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Annual Registration Successful

Facility: Zhangjiagang Xiehe Medical Apparatus & Instruments Co., Ltd., ZHANGJIAGANG, Jiangsu, CHINA

You have successfully updated your registration and listing information for 2021.

Your registration will be valid through December 31, 2021.

Be sure to print this page for your records.

The next registration renewal period is October 1 - December 31, 2021.

Registering your facility and listing devices does not, in any way, constitute FDA approval of your facility or devices.
You may contact the FDA with any questions at reglist@cdrh.fda.gov.

The Owner/Operator Number for this Registration is: 9105619.

Facility Information

Registration Number: 3006750986

Initial Importer: N

Facility Name: Zhangjiagang Xiehe Medical Apparatus & Instruments Co., Ltd.
Address: No.7th Middle Xinzha Road, Zhashang Industrial Zone,Yangshe Town,

ZHANGIJIAGANG, Jiangsu, 215600, CHINA
DUNS Number:
Foreign Trade Zone: N
Facility URL:
Other Business Trade Name(s):
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Owner/Operator Information

Owner/Operator Number:
Contact Name:

Company:

Address:

Telephone:

Fax:

E-mail:

DUNS Number:

Official Correspondent Information

Contact Name:
Company:
Address:

Telephone:
Fax:

E-mail:

DUNS Number:

United States Agent Information

Contact First Name
Contact Last Name
Contact Title:
Business Name:
Address:

Phone:

Fax:

DUNS Number:
E-mail:

Device Listings

Confirmation Page

9105619
WEIMING CHU

ZHANGJIAGANG XIEHE MEDICAL APPARATUS & INSTRUMENTS CO., LTD.

No.7th Middle Xinzha Road, Zhashang Industrial Zone , Yangshe Town
ZHANGJIAGANG, JIANGSU, 215600, CHINA

86 - 512 - 58175799

86 - 512 - 58792699

inquirymed@hotmail.com

WEIMING CHU

ZHANGJIAGANG XIEHE MEDICAL APPARATUS & INSTRUMENTS CO., LTD.

No.7th Middle Xinzha Road, Zhashang Industrial Zone , Yangshe Town
ZHANGJIAGANG, JIANGSU, 215600, CHINA

86 - 512 - 58175799

86 - 512 - 58792699

inquirymed@hotmail.com

Leeyeo

Kee

Ms

Regrek LLC

19 Holly Cove Ln.,

Dover, Delaware, 19901, UNITED STATES
302 - 6089028

regrek.cs@hotmail.com
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Listing

Number

D410978

D410979

D084134

D150025

D104788

Premarket
Submission
Number/Type
Exempt

Exempt

Exempt

Exempt

Exempt

Confirmation Page

Product
Code(s)

LRW

GAX

MRI

NZD

FPO

Device Name(s)

SCISSORS, GENERAL,
SURGICAL

TOURNIQUET,
NONPNEUMATIC

ORTHOSIS,
TRUNCAL/ORTHOSIS, LIMB

Stretcher, patient restraint

STRETCHER, WHEELED

Activities

Manufacturer

Manufacturer

Manufacturer
Contract
Manufacturer

Manufacturer

Manufacturer

Contract
Manufacturer
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Importers

MEDSOURCE
INTERNATIONAL
LLC
Zhangjiagang
Xiehe Medical
Apparatus &
Instruments Co.,
Ltd.

MEDSOURCE
INTERNATIONAL
LLC
Zhangjiagang
Xiehe Medical
Apparatus &
Instruments Co.,
Ltd.

MEDSOURCE
INTERNATIONAL
LLC
Zhangjiagang
Xiehe Medical
Apparatus &
Instruments Co.,
Ltd.
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D150024 Exempt IQK ORTHOSIS, CERVICAL
D196353 Exempt HSP SPLINT, TRACTION
E661259 Exempt FPP STRETCHER, HAND-CARRIED

Date of Initial Registration: 2007-08-09 15:08:36.0

Manufacturer

Manufacturer

Manufacturer

Contract
Manufacturer

https://www.access.fda.gov/drim/drim.htm?_flowExecutionKey=_c8D9B1218-314D-CD12-D6CD-BC52EB4FA3ES_kF4D5C8E9-E2F 1-FB59-18CB-3A9912D69B62&_eventld=submit

MEDSOURCE
INTERNATIONAL
LLC
Zhangjiagang
Xiehe Medical
Apparatus &
Instruments Co.,
Ltd.

ASIA
CONNECTION
CO., LTD.

MEDSOURCE
INTERNATIONAL
LLC
Zhangjiagang
Xiehe Medical
Apparatus &
Instruments Co.,
Ltd.
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