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Medical Devices Submission and Approval Overview

Valid 238722 USA
Medical Devices and IVDs

Product Assessment

1. Summary

2. Document

3. Reason For Update

4. Mentioned
Documents

Regulatory Intelligence Report

Summary

Abstract

Approval Tracker

N. e

This Regulatory Intelligence Report (RIR) contains the list of Premarket Approval Applications (PMAs) approved by the Food and Drug Administration (FDA) from 2012.
Premarket approval is the FDA process of scientific and regulatory review to evaluate the safety and effectiveness of Class 1l medical devices. A PMA is defined in 21 CFR 814.3
(IDRAC 46972) as "any premarket approval application for a class Il medical device, including all information submitted with or incorporated by reference therein. 'PMA'

includes a new drug application for a device under section 520(1) of the act". Class lll devices are those that

il

Last Updated Date
04-Feb-2026

Document

None English

Added Date
13-Jan-2017

[ pDownload Excel o

© 2026 Clarivate. All rights reserved. 4



#EABM (Intended Uses) . A7TY. IS RIREMNS510KTU TS RBHDTI\ARX—E

Z. ATLw R2— MAD T + )L —HEEE

MAUTCRIELUET,

Application . . Link to Product
Product Name Product Class |Review Category |Intended Use(s) Legal Basis Product Code |Company 'pt Date |Approval Date
- |Number [ - = - - - = - - |Approval Document

Unimed Reusable 5p02 Sensor: U4035-08 [K251691 [l Anesthesiology ; CarjUnimed Reusable SpO Sensors are indicated for the |21 CFR 870.2700 [DQA Unimed Medical Supplies Inc. |02-6-2025 01-12-2025 422907

continuous, non-invasive monitoring of functional

oxygen saturation of arterial hemoglobin (Sp02) and

pulse rate (PR) in adult patients weighing greater

than 30 kg who are either well or poorly perfused,

when applied to the finger. The device is intended

for use under no-motion conditions in professional

healthcare environments. These devices are for

prescription use only.
Deseyne (vifilcon C) Daily Disposable Soft (K251683 1l Ophthalmic Deseyne (vifilcon C) Daily Disposable Soft {hydrophiliq21 CFR 886.5925 |LPL Bruno Vision Care LLC 30-5-2025 23-12-2025 EZZSD&
DIMPLO Implant System K251605 1l Dental DIMPLO Implant System is intended:- For use in the m{21 CFR 872.3640 |DZE DIMPLO Ltd. 27-5-2025 22-12-2025 4122898
Hepatus 7/Hepatus 6/Hepatus 5/Hepatus 1K251601 1l Radiology Hepatus 7/Hepatus 6/Hepatus 5/Hepatus 75/Hepatug21 CFR 892.1550 |IYN Shenzhen Mindray Bio-medical|27-5-2025 03-12-2025 422882
Intellidrop K251598 1l Neurology Intellidrop is indicated for use to provide external drai21 CFR 882.5550 |JXG BrainSpace Inc. 27-5-2025 10-12-2025 422880
Erapid with Etrack System K251572 1l Anesthesiology Erapid with Etrack System is to be used with patients |21 CFR 868.5630 |CAF PARI Respiratory Equipment  |22-5-2025 19-12-2025 422864
Overjet CBCT Assist K251514 1l Radiclogy Overjet CBCT Assist is a software for the analysis of 21 CFR 892.2050 |QIH Qverjet Inc. 16-5-2025 05-12-2025 122821
Endura Ureteral Stent and Stent Set K251469 1l Gastroenterology/Ur{Endura Ureteral Stent and Stent Set is indicated to rel{21 CFR 876.4620 |FAD CatheGenix (Xiamen) Co. Ltd. |13-5-2025 19-12-2025 422813
Oxygen Concentrator (J10A) K251534 1l Anesthesiology The Oxygen Concentrator provide supplemental oxygd21 CFR 868.5440 |CAW Foshan KYCARE Medical Equip{19-5-2025 29-12-2025 422809
UltraSight Guidance K251416 1l Radiology UltraSight Guidance is:- Intended to assist medical prq21 CFR 892.2100 |QJU UltraSight Ltd. 07-5-2025 17-12-2025 422806
LIA-1 Catheter (542-1) K251402 1l Anesthesiology ; Ear [LIA-1 Catheter (542-1) is intended :- For use through 421 CFR 874.4680 |KTI Leadoptik Inc. 06-5-2025 19-12-2025 4122803
LED Therapy Mask (SR11CM, SR11CM1, SR]K252994 1l General & Plastic SufThe LED Therapy Mask is indicated for use below:- Ac{21 CFR 878.4810 |OHS Guangdong Ace-Tec Co. Ltd. |18-9-2025 08-12-2025 422800
Thermo Scientific Oxoid Gepotidacin Disc (|K251337 1l Microbiology Thermo Scientific Oxoid Antimicrobial Susceptibility T421 CFR 866.1620 [JTN Thermo Fisher Scientific (Oxoid30-4-2025 05-12-2025 422771
Optimesh Multiplanar Expandable Interbod|K251302 1l Orthopedic Optimesh Multiplanar Expandable Interbody Fusion 5421 CFR 888.3085 |0QB Spineology Inc. 28-4-2025 15-12-2025 422767
Niaannctic Hltracaiund Quetam (Nana C5 NiKI51768 T B adinlnms Niaannctie lltracaind Suctam (Nana C5 Nanna C5 FYA?1 CER 202 1860 [IVM Fran Inctrumante Inn IN_AINIS 32.17.7M7% 727765
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Application ) . Link to Product
Product Name Product Class |Review Category |Intended Use(s) Legal Basis Product Code |Company Approval Date
- |Number - . - - - - . |Approval Document

Unimed Reusable SpO2 Sensor: U4035-08 |K251691 n Anesthesiology ; Car{Unimed Reusable SpO Sensors are indicated for the |21 CFR 870.2700 |DQA Unimed Medical Supplies Inc. [02-6-2025 101-12-2025 422907

continuaus, non-invasive monitoring of functional

loxygen saturation of arterial hemoglobin (Sp02) and

pulse rate (PR) in adult patients weighing greater

than 30 kg who are either well or poorly perfused,

when applied to the finger. The device is intended

for use under no-motion conditions in professional

healthcare environments. These devices are for

prescription use only.
Deseyne (vifilcon C) Daily Disposable Soft (k251683 1 Ophthalmic Deseyne (vifilcon C) Daily Disposable Soft (hydrophili{21 CFR 886.5925 |LPL Bruno Vision Care LLC 30-5-2025 23-12-2025 422904
DIMPLO Implant System K251605 I} Dental DIMPLO Implant System is intended:- For use in the m21 CFR 872.3640 |DZE DIMPLO Ltd. 27-5-2025 22-12-2025 422898
Hepatus 7/Hepatus 6/Hepatus 5/Hepatus {K251601 I Radiology Hepatus 7/Hepatus 6/Hepatus 5/Hepatus 75/Hepatug21 CFR 892.1550 [IYN [shenzhen Mindray Bio-medical[27-5-2025 l03-12-2025 120882
Intellidrop K251598 1} Neurology Intellidrop is indicated for use to provide external draj21 CFR 882.5550 |IXG BrainSpace Inc. 27-5-2025 10-12-2025 422880
Erapid with Etrack System K251572 1 Anesthesiology Erapid with Etrack System is to be used with patients [21 CFR 868.5630 |CAF PARI Respiratory Equipment _ |22-5-2025 19-12-2025 122864
Overjet CBCT Assist K251514 n Radiology Overjet CBCT Assist is a software for the analysis of 421 CFR 892.2050 |QIH Overjet Inc. 16-5-2025 105-12-2025 422821
Endura Ureteral Stent and Stent Set k251469 I} Gastroenterology/Ur{Endura Ureteral Stent and Stent Set is indicated to rel{21 CFR 876.4620 |FAD CatheGenix (Xiamen) Co. Ltd. |13-5-2025 19-12-2025 422813
Oxygen Concentrator (J10A) K251534 I Anesthesiology [ The Oxygen Concentrator provide supplemental oxygq21 CFR 868.5440 |CAW Foshan KYCARE Medical Equip]19-5-2025 29-12-2025 122809
UltraSight Guidance K251416 1} diol UltraSight Guidance Intended to assist medical pr{21 CFR 892.2100 |QJU UltraSight Ltd. 07-5-2025 17-12-2025 422806
LIA-1 Catheter (542-1) K251402 n Anesthesiology ; Ear [LIA-1 Catheter (542-1) is intended :- For use through 421 CFR 874.4680 |KTI Leadoptik Inc. 06-5-2025 19-12-2025 422803
LED Therapy Mask (SR11CM, SR11CM1, SR|K252994 n General & Plastic Su|The LED Therapy Mask is indicated for use below:- Ac[21 CFR 878.4810 |OHS Guangdong Ace-Tec Co. Ltd. |18-3-2025 108-12-2025 422800
Thermo Scientific Oxoid Gepotidacin Disc (|K251337 I} Microbiology | Thermo Scientific Oxoid Antimicrobial Susceptibility T§21 CFR 866.1620 |JTN [Thermo Fisher Scientific (Oxoid30-4-2025 [05-12-2025 422771
Optimesh Multiplanar Expandable Interbod|K251302 I Orthopedic Optimesh Multiplanar Expandable Interbody Fusion ${21 CFR 888.3085 [0QB [Spineology Inc. 28-4-2025 15-12-2025 ¥122767
Nisannctic Hliracaund Suctam (Nana 08 Nlk381342 n Dardinlnm Niarnnctic Hitracand Suctam (Nann C& Nann 8 FYE31 £CR 267 1580 [IVR Fdan Inctrimante e A4 ME 2217908 Pan=rr

510(k) Premarket Nof

valid || 422807 | [ USA
Medical Devices and WDs

Anesthesiology | | Cardiovascular

Product Assessment

1. Summary
2. Snapshot
. Document
4. Reason For Update

5. Mentioned
Documents

Reference Document | | 510(k)

Summary

Abstract

On December 01, 2025, FDA cleared 510(k) premarket nof

cation K251691: UNIMED REUSABLE SP0O2 SENSOR: U4035-08, 01-Dec-2025

Device Name: UNIMED REUSABLE SPO2 SENSOR: U4035-08

510(k) Number: K251691

Company: Unimed Medical Supplies, Inc

Intended Use(s): They are indicated for the continuous, non-invasive monitoring of functional oxygen saturation of arterial hemoglobin (Sp02) and pulse rate (PR) i

ation K251691 for UNIMED REUSABLE SPO2 SENSOR: U4035-08.

‘ ﬁ/é U.S. FOOD & DRUG
ADMINISTRATION

dk - December 1. 2025
Unimed Medical Supplies, Ir
Huanyu Zeng
Regulatory Affairs Specialist
Bld#8, Nangang 3rd Industrial Park, Tangtou,
Shiyan, Baoan District
Shenzhen, 518108
China

Re: K251691
Trade/Device Name: Unimed Reusable SpO2 Sensor: U4035-08
Regulation Number: 21 CFR 870.2700
Regulation Name: Oximeter
Regulatory Class: Class IT
Product Code: DQA
Dated: October 30, 2025
Received: October 30, 2025

are either well or poorly perfused, when applied to the finger. The device is intended for use under no-motion conditions in professional healthcare environments.

Regulation Number: 21 CFR 870.2700

Regulation Name: Cardiovascular Monitoring Devices, Oximeter

Product Code: DQA

Review Panel: Anesthesiology

Decision: Substantially Equivalent (SESE)

Type: Traditional

Class: I

Dear Huanyu Zeng:

We have reviewed your section 510(k) premarket notification of intent to market the device referenced above
and have determined the device is substantially equivalent (for the indications for use stated in the enclosure)
to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the enactment
date of the Medical Device Amendments, or to devices that have been reclassified in accordance with the
provisions of the Federal Food, Drug, and Cosmetic Act (the Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general controls
provisions of the Act. Although this letter refers to your product as a device, please be aware that some
cleared products may instead be combination products. The 510(k) Premarket Notification Database
available at https://www.accessdara.fda. gov/seripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination

nroduct suhmissions The seneral contrale nrovisions of the Aet inclnde reanirements for annnal resistration
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