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Listing Information:

Listing Number DO51026

Premarket Submission
Number

Proprietary Name(s) FPureRegen Gel Sinus

Product Information:

Medical |[Product
5P:=Ii;?‘-’5‘ rcnn:: Device/Product Name Class Submission Type
EN ||LYA || SPLINT, INTRANASAL SEPTAL |1 || 510(k) exempt

Establishment Information:

Regiztration Name R ctatus Ativitics
Number
Manufacture Medical
BIOREGEN Device™
BIOMEDICAL Mo. 165 East East Rd, Manufaciure and
3007327621 (CHANGZHOU) Changzhou, Jiangsu, Active Diztribute Medical
CO_ LTD 213025, CHINA Device for Another
Party (Coniract
Manufacturer)*
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