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EHEFAFIR 25 X (Disposable Blood Lancet ), £&1< 532 X (Electric breast
pump (MY), #BZ 21.3 {Z; £©¥4&FY 198 X,

[TRE. Htt/RD3E, TIAE a1t 30 4, H2E6 41 489 73%.

 AEARERERAL 41 4, REA 29 ) 012 H (+41%).
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GuangDong Yong Yi
Rehabilitation Equipment
Technology Co., Ltd.

RERH# 2 T (EHTE: RESITEIEHED) ,
RHERE—

#: NO ACTIVITY (fskzFE LK)

 Intco RRIEST
 MicroPort EIEST

« United Imaging B ES7
e Lepu REEST

e SonoScape FIEST

« Edan BNz

o Yuwell BEKESF

« WeGo Ei&=

e Wandong AAEST

| #BHTH Ranking
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¢« WATCH (#kB@E)

o Mindray BREST (114)
e Mindray/iBH: (11%)



Rt E Top 5

GuangDong Yong Yi 2
Rehabilitation Equipment
Technology Co., Ltd.

Shenzhen Root Innovation 2 ¥

Technology Co., Ltd.

Beijing Fule Science & 2
Technology Development
Co., Ltd.

Zdeer Technology (Henan) 2 {4
Co., Ltd.

Shenzhen Changkun 14
Technology Co., Ltd.
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I #1297 Provincial Distribution

BT eiE AT AR B 5

HERR Top 5 (FiF-#EXH)

SteriLance Medical 25 X
(Suzhou), Inc.

Disposable Blood Lancet (Soft)

Micro-Energy Medical 27 X
Technology Co., Ltd.

Hemolase Fiber (Hemo-R-0.40-
2.5/Hemo-R-0.60-2.5/Hemo-R-0.40-
1.8/Hemo-R-0.60-1.8)

Shenzhen Magnet 56 X
Technology Co., Ltd.

Bone Conduction Hearing Aid (XTS-
AISW-D1, XTS-AISW-D2, XTS-AISW-D3)

Sanhe LEFIS Electronics 60 X
Co., Ltd.

Intense Pulsed Light Therapy Device

Ziree Co., Ltd. 71 X

Laser Hair Growth Devices (HR-H1, HR-
H2, HR-H3, HR-H4, HR-H5, HR-H6, HR-

H7, HR-H8, HR-H9, HR-H10, HR-I11, HR-

12, HR-13, HR-14, HR-15)
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AETHY200K | LEA133K | A67 X | FHFHY 164 X
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Laser Hair Growth Ziree Co., Ltd. 510(k)
Devices (HR-H1,

HR-H2, HR-H3, HR-

H4, HR-H5, HR-H6,

HR-H7, HR-H8, HR-

H9, HR-H10, HR-I1,

HR-12, HR-13, HR-

14, HR-15)

TENS 7000 Shenzhen Dongdixin ~ 510(k)

Rechargeable 4 Technology Co., Ltd.

Channel (TENS

7000H)

DVT Garment Vistar Medical 510(k)
Supplies Co., Ltd.

Insufflator (wAlcor Weyo Surgical 510(k)

C50A, wAlcor Technology , Ltd.

C50B, wAlcor

C50C, wAlcor

C35A, wAlcor

C35B, wAlcor

C350C)

A5 Anesthesia Shenzhen Mindray 510(k)

System (A5); A7 Bio-Medical

Anesthesia System Electronics Co., Ltd.

(A7)

Pelvic Muscle Shenzhen Konmed 510(k)

Trainer (KM510, Technology Co., Ltd.

KM516B)

Hemolase Fiber Micro-Energy Medical 510(k)

(Hemo-R-0.40-
2.5/Hemo-R-0.60-
2.5/Hemo-R-0.40-
1.8/Hemo-R-0.60-
1.8)

Technology Co., Ltd.

TH8EE 200 X

FRIE-HtE

71 X

137 X

268 X

314 X

268 X

148 X

27 X



AND Medical
Femoral Nail
System (PFNAO1);
AND Medical
Femoral Nail
System (PFNAO2)

Curing Light (M-
Cure 6)

LED Light Therapy
Mask (K9C-TK,
K9C-K, K9P-YK,
K9P-K, FM-03BK,
FM-09K)

Fule Metallic
Lockable
Intramedullary

Nail Systems

Laser Hair Growth
Device (F21151,
F21152, F21153,
F21154, F21155,
F21156, F21157,
F21158, F21159)

Laser Hair Growth
System (Laser Cap
128, Laser Helmet
272, Laser Helmet
352, Laser Helmet
552, Laser Helmet
500)

HERA Interlocking
Intramedullary
Nailing System

KT Airway
Clearance Device Il
(KT-3); KT Airway
Clearance Device Il
(KT-5)

Suzhou and Science 510(k)
& Technology

Development Corp.

Guangzhou 510(k)
Rebornendo Medical

Instrument Co., Ltd.

Guangdong 510(k)
Newdermo Biotech
Co., Ltd.

Beijing Fule Science 510(k)
& Technology

Development Co.,

Ltd.

Zdeer Technology 510(k)
(Henan) Co., Ltd.

Hubei Yjt Technology  510(k)
Co.,Ltd

ZheJiang Decans 510(k)
Medical Devices Co.,

Ltd.

Hunan Ruijiong 510(k)

Biotech Co., Ltd.

268 X

266 X

87 X

264 X

90 X

260 X

267 X

270 X






EMSHORE FigEE 213 X
KEFH 213K | LEA162X | AS1X | FAFY 180 K
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Hydrophilic coated Hangzhou Jimushi 510(k) 138 X
intermittent Meditech Co., Ltd.

nalaton catheter

for single use-

ready to use (NCR)

Single-use Balloon Hangzhou AGS 510(k) 267 X

Dilatation Catheter
(AG-5251-083018
AG-5251-085518
AG-5251-088018
AG-5251-083019
AG-5251-085519
AG-5251-088019
AG-5251-083021
AG-5251-085521
AG-5251-088021
AG-5251-083024
AG-5251-085524
AG-5251-088024
AG-5251-103018
AG-5251-105518
AG-5251-108018
AG-5251-103019
AG-5251-105519
AG-5251-108019
AG-5251-103021
AG-5251-105521
AG-5251-108021
AG-5251-103024
AG-5251-105524
AG-5251-108024
AG-5251-123018
AG-5251-125518
AG-5251-128018
AG-5251-123019
AG-5251-125519
AG-5251-128019

MedTech Co., Ltd.



Portable Oxygen
Concentrator

Giftlife Single
Lumen Oocyte
Retrieval Needle,
Giftlife Double
Lumen Oocyte
Retrieval Needle

Disposable Blood
Lancet (Soft)

Fluoride Varnish

(Type A,Type C)

Honsun (Nantong) 510(k)
Co., Ltd.

Gimbo Medical 510(k)
Technology Shenzhen
Co., Ltd.

SteriLance Medical 510(k)

(Suzhou), Inc.

Nagy Oral Technology 510(k)
Qinhuangdao Co.,
Ltd.

321 X

263 X

25 X

262 X
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TH8EE 208 X

Pump (BH627,
BH628, BH707,
BH709, BH813,
BH816, BH110,
H701, H1129,
H1128, H620,
H705, H706)

Limited

AEFY208 K | LA 106 X | Al02 X | FRTH116 K

i ==yl 4 B2 EE-#tiE

Electric breast Shenzhen Changkun  510(k) 532 X
pump (MY-375,MY- Technology Co., Ltd.

376,MY-378,MY-

379,MY-380,V3)

Wearable breast Shenzhen Qinyi 510(k) 87 X
pump (QY-101, QY- Electronic Technology

102, QY-108) Co., Ltd.

Momcozy Wearable Shenzhen Root 510(k) 171 X%
Breast Pump Innovation

(BP311, BP311-A, Technology Co., Ltd.

BP311-B, BP311-C,

BP311-D)

Momcozy Wearable Shenzhen Root 510(k) 120 X
Breast Pump Innovation

(BP420, BP420-A, Technology Co., Ltd.

BP420-B, BP420-C,

BP420-D )

Electric Breast Polybell (Guangzhou) 510(k) 129 X



mES Y

AEAFEHY119K | £A162X | V43X | FARFEY 173 X

i ==yl 4 B2 EE-#tiE
Smart Electric Shanghai Waylong 510(k) 96 X
Wheelchair (R1- Intelligent

Std-BK, R1-Pro-BK, Technology Co.,Ltd
R1-Ultra-GK, R1-

Ultra-WK)
Caregiver-assisted GuangDong Yong Yi 510(k) 82 X
wheelchair Rehabilitation

(MS02);Caregiver- Equipment
assisted Technology Co., Ltd.
wheelchair (MA02)

Manual Wheelchair GuangDong Yong Yi 510(k) 82 X
(MS01);Manual Rehabilitation
Wheelchair (MAO1) Equipment

Technology Co., Ltd.

Power Wheelchair Zhejiang Innuovo 510(k) 202 X
(W5915B, W5915C, Rehabilitation

W5915D) Devices Co.,Ltd

Electric Wheelchair Zhongshan Sulenz 510(k) 133 X
(S500-6) Intelligent

Technology Co., Ltd.
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EREFY 149 X |
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Wrist Blood
Pressure Monitor
(XW-05)

Bone Conduction
Hearing Aid

(G41157, G41158,
G41159, G41160,
G42151, G42152,
G42153, G42154,
G42155, G42156,
G42157, G42158,
G42159, G42160,
G43151, G43152,
G43153, G43154,
G43155, G43156,
G45151, G45152,
G45153, G45154,
G45155, G45156,
G45157, G45158,
G45159, G45160,
G46151, G46152,
G46153, G46154,
G46155, G46156,
G46157, G46158)

Bone Conduction
Hearing Aid (XTS-
AISW-D1, XTS-
AISW-D2, XTS-
AISW-D3)

FHEE 149 X

EE 207X | ¥v58 X | HFWFY 190 X
==yl 4 B’ gt
Shenzhen Ziqging 510(k) 266 X
Medical Equipment
Co., Ltd.
Zdeer Technology 510(k) 124 X
(Henan) Co., Ltd.
Shenzhen Magnet 510(k) 56 X

Technology Co., Ltd.
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AEAFY 326K | LA 190K | Al36 X | FARFY214 X

i

Portable DR
Imaging System

Non-Sterile

Ultrasound Gel

Sterile Ultrasound Co., Ltd.

Gel

Dental X-ray Changzhou Boen 510(k)

System Zhongding Medical

Technology Co., Ltd.

ERESRARRISE
AEAFH 167 X | LA 102X | A65K | FARFY 129 X
= ==yl 4 B2

Assisted Hua Yue Medical 510(k)

Reproduction
Laser System
(Model ILS-400M)

LED Neck Beauty
Mask (ZLD-
66A,ZLD-90E,ZLD-
130,ZLD-180H)

Intense Pulsed
Light Therapy
Device

FRERIk Bz

Shantou Institute of 510(k)
Ultrasonic

Instruments Co., Ltd.

Foshan Pingchuang 510(k)
Medical Technology

Technology Co., Ltd.

Shenzhen Kaiyan 510(k)
Medical Equipment

Co., Ltd.

Sanhe LEFIS 510(k)

Electronics Co., Ltd.

FHEE 326 X

FRiE- e

269 X

261 X

448 X

FHEE 167 X

FRiE- e

260 X

182 X

60 X
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NEFH262 K | £FA249K | A13 X | FRFY256 X
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Fule Interbody Beijing Fule Science 510(k) 262 X
Fusion Cage & Technology
System Development Co.,
Ltd.

| #@:EEw Spotiight

O
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GuangDong Yong Yi Rehabilitation Equipment Technology

Co., Ltd.
B 2 I (/U RES1To05EE) :

o Caregiver-assisted wheelchair (MS02);Caregiver-assisted wheelchair (MA02)

e Manual Wheelchair (MS01);Manual Wheelchair (MAO1)

[TRKEREIRERAAZE2TUR, BRESHPETR Y, HRRFIMS01/MA0L
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I FDA:MEIA Guidance & Rules



ZNEFDARRRI D SN, HUEREHEF EMXH

Determination That TOVALT ODT (Zolpidem Tartrate) Orally
Disintegrating Tablets, 5 Milligrams and 10 Milligrams, Were Not Withdrawn From
Sale for Reasons of Safety or Effectiveness

AE: FDAMIAMEIUEEGREN R AR EHNERIERERT, NAFIATRERRNTEZESS, 7
TR BB,

Cellular, Tissue, and Gene Therapies Advisory Committee; Notice of
Meeting; Establishment of a Public Docket; Request for Comments-Biologics
License Application (BLA) 125827, From Replimune, Inc. for Vusolimogene
Oderparepvec

N M. ALESERTEZSIERSFEHENReplimuneEYH @RS, DI ARRIFS, FH/~5H5
CEiipeizN

\[ile=) Medical Device User Fee Amendments; Public Meeting; Request for
Comments
/,

5. FDARETSEMERERRBERBALIAIWERER, SHEWAIS5, RMRREERABERE

o
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Endo Operations Limited, et al.; Withdrawal of Approval of 34 New Drug
Applications

A% FDAHSHENdoF QB34 ARIGHE, EERSBHEXAMET, WHEHEEMEAF M.

Expedited Investigational New Drug Pilot Program; Request for

Information; Correction

NE: FDARILEFHZAIGRIA (IND) HRWBERES, HErIRERS, RMRRIMEEEER,

Determination That VASOPRESSIN IN SODIUM CHLORIDE (vasopressin)
0.9%, Injection, 50 units/50 milliliters (1 unit/milliliters) Was Not Withdrawn From
Sale for Reasons of Safety or Effectiveness

AE: FDARIAMIEZRRUWETHRARRALZREHARERRBT, MATARBRETHESE, FTFHH
@ik,
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FDAZS I IR#E (510(k))
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FDAEZit (S N AEY &
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I =EMMEE S Key Observations
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« FDA Product Code (Fmo3iE) — RELLWELTMR. BEmEHEHEHIZR
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HHEE, REBIESEE: 2026-06-20 ~ 2026-06-26, © 2026 Troy Technical.
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MITHE, AEWEEREARREHEITRBEZRZILGIRE. XTHRREGESHERRSREE,
MERRIEA AR S5 1 T IRARF TSR (o
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IS,
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