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FDAFEEFER&EH T IERER

x5 HAE]: 2026-06-20 & 2026-06-26 | #HIEFKIR: EEFDA openFDARFEIERE

TEARERRE - SOHEE

. AEFRESI IR 38, HEE (18%) 2FMBN2.11E, PRIREMREMEEE,

. BERHEREK: RIE25K, =1K448K, tHHE17.91E, FiHIN187X,

. BEHSEREANYTIIEET262 KR, RMEE2MELHFERE, FBRIKFLUS
HERE,

WEERES, TR IIREM/ARD X EIHRA25MH, SHEEIREE
#8966 %o

| AFHIEESL Key Numbers
UTFHAETFRIEHIEREIEITENZEMESE (JEAIEM)

o

hERIVAERS 38 4, JAZ (5) S5FHE (13) FithY 2.1 F

nEP THh) L 10 HEE, T#&ES12EmNeE) U5 HFRZ.

IERESERMEAY TIHRE 262 X, NENEPRK, RIRSELMEATHEER
o

HEFHRIR 25 X (Disposable Blood Lancet ), &1 448 X (Dental X-ray
System), 1HZE 17.9 &; £tF4&T1y 187 XK.

IRE. HftyRO2E, I8 a1t 25 4, H286 38 A7 66%.

AREPEEIRAL 38 4, LA (29 ) 1809 4 (+31%),



TEft) AEFERMEE 1 (LA 7 A, HELET
RS INGE ) ARATRIME 2 1 (LA% S ), HELH.

ARERET R B TS BESHEE (TR 15 f vs TH4E 4 ),

I Z&EEIR Winner / Watch / No-Activity

”~ - »

® WINNER ««) WATCH (RkBzE)

Zhejiang Innuovo e Intco RRBIETT (1)
Rehabilitation Devices Co.,Ltd

RERH 2 T (EHGE: RESITHEHE) ,
R ENEE—

#: NO ACTIVITY (#kZ&AFTIRH#)
o Mindray iBlREST

 MicroPort #EIEST

e United Imaging B EST

e Lepu REEST

e SonoScape FiIEST

o Edan Z#B{Y2%

e Yuwell &EEST

e WeGo HE

« Wandong AAREST

e Mindray/iEl#

| #AdAHTHE Ranking



Rt E Top 5

Zhejiang Innuovo 2
Rehabilitation Devices
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 Konmed 1%
Technology Co., Ltd.

I = mA4: Benchmark

38 5

FE R FDAREH Hax il
wHt

I #1947 Provincial Distribution

ET B/t AE & (4t

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

Shenzhen TPH 84 X
Technology Co., Ltd.

Mother's Nature W1 Warming Wearable
Breast Pump

13 187x=

FHE R FEELFHEE
EIHA



[RE 15

Hth/R7 3% 6
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PSS 4
JER™ 4
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| hEMIVFDAGNS (R4S %)

RAEFRMBEHF | FEXRNY = FEREA~HUEH



Hith
EEAFHY 195K | LA 133K | A62 XK
=5 BTk

Pelvic Muscle
Trainer (KM510,
KM516B)

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

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)

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

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

Laser Hair Growth

System (Laser Cap

Shenzhen Konmed
Technology Co., Ltd.

Suzhou and Science
& Technology

Development Corp.

Micro-Energy Medical

Technology Co., Ltd.

Guangzhou
Rebornendo Medical

Instrument Co., Ltd.

Guangdong
Newdermo Biotech
Co., Ltd.

Beijing Fule Science
& Technology
Development Co.,
Ltd.

Hunan Ruijiong
Biotech Co., Ltd.

Hubei Yjt Technology
Co.,Ltd

FRFY 164 X

B

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

FHYEE 195 X

FRIE-HtE

148 X

268 X

27 X

266 X

87 X

264 X

270 X

260 X



128, Laser Helmet
272, Laser Helmet
352, Laser Helmet
552, Laser Helmet
500)

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

HERA Interlocking
Intramedullary

Nailing System

Zdeer Technology
(Henan) Co., Ltd.

ZheJiang Decans
Medical Devices Co.,
Ltd.

TB5I2ENeE
wEAFHY 237K | LA190K | A47 K
i BRiEEb

Portable DR Shantou Institute of

Imaging System

Non-Sterile
Ultrasound Gel
Sterile Ultrasound
Gel

Dental X-ray
System

Dental Cone Beam

Computed
Tomography
System

DEEPVESSEL
Plaque

Ultrasonic

Instruments Co., Ltd.

Foshan Pingchuang
Medical Technology
Co., Ltd.

Changzhou Boen
Zhongding Medical
Technology Co., Ltd.

Yofo Medical
Technology Co., Ltd.

Keya Medical
Technology Co., Ltd.

510(k)

510(k)

FARFY 214 X

Bz

510(k)

510(k)

510(k)

510(k)

510(k)

90 X

267 X

FIYEE 237 X

FRiE-HUE

269 X

261 X

448 X

94 X

111 X



XAERARRLE

AEAFEH 156 X | LE 102K | A54 XK
i FRERIk

Assisted Hua Yue Medical

Reproduction
Laser System
(Model ILS-400M)

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

Intense Pulsed
Light Therapy

Device

Cryo And Thermo
Therapy System

LumiGlam Laser
System (SHE-
LSP601-3)

Technology Co., Ltd.

Shenzhen Kaiyan
Medical Equipment
Co., Ltd.

Sanhe LEFIS

Electronics Co., Ltd.

Xiamen Weiyou
Intelligent

Technology Co., Ltd.

Beijing Sano Laser
S&T Development
Co.,Ltd

FARFY 129 X

B

510(k)

510(k)

510(k)

510(k)

510(k)

FHYEE 156 X

HRiE-#tE

260 X

182 X

60 X

184 X

93 X



#M5HOPE
AETY 199 X |
P

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)

Vial Adapter

tE162 % | A37 X | FRTY180 X

EiERk Bz
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.

Hangzhou Qiantang 510(k)
Longyue

Biotechnology Co.,

Ltd.

FHYEE 199 X

HRiE-#tE

321 X

263 X

25 X

262 X

126 X



mE ST

AEAFH 184K | LA162 XK | A22K | FARFEY 173 X

= ==yl 4 B2 EE-#tiE

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

W5915D) Devices Co.,Ltd

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

Technology Co., Ltd.

Virgo Mobility Jiangsu Intco Medical 510(k) 252 X
Scooter (Virgo- Products Co., Ltd.

D,Virgo-F)

Power Wheelchair Zhejiang Innuovo 510(k) 148 X

(N5515A, N5516, Rehabilitation
N5517A, N5519) Devices Co.,Ltd



BNS50NEE

wEAFHY 174K | £EEA207 K | v33 XK
i ERiEEY

Wrist Blood Shenzhen Ziging

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)

Temperature
probes (T2252-
PG); Temperature
probes (TCMA-AG);
Temperature
probes (TCMA-PG);

Temperature

Medical Equipment
Co., Ltd.

Zdeer Technology
(Henan) Co., Ltd.

Shenzhen Magnet
Technology Co., Ltd.

Unimed Medical

Supplies, Inc.

FRFLY 190 X
Bz

510(k)

510(k)

510(k)

510(k)

FEHEE 174 X

FRIE-HtE

266 X

124 X

56 X

252 X



probes (TMQ-
DAG); Temperature
probes (THP-DAG)

SEPE
AEAFY126 X | LA 106 X | A20K | FAFEY 116 X
) ==l 4 B
Momcozy Wearable Shenzhen Root 510(k)
Breast Pump Innovation

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

BP311-D)

Momcozy Wearable Shenzhen Root 510(k)
Breast Pump Innovation

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

BP420-D )

Electric Breast Polybell (Guangzhou) 510(k)
Pump (BH627, Limited

BH628, BH707,

BH709, BH813,

BH816, BH110,

H701, H1129,

H1128, H620,

H705, H706)

Mother's Nature Shenzhen TPH 510(k)

W1 Warming
Wearable Breast

Pump

Technology Co., Ltd.

FHEE 126 X

HRiF- e

171 X

120 X

129 X

84 X



BEESERIENY

NEFH262 K | £FA249K | A13 X | FRFY256 X

= ==yl 4 B2 EE-#tiE
Fule Interbody Beijing Fule Science 510(k) 262 X
Fusion Cage & Technology
System Development Co.,
Ltd.

| #@:EEw Spotiight

O
&3

Zhejiang Innuovo Rehabilitation Devices Co.,Ltd
AERAE 2 T (FHME: RESITEhHHR)

e Power Wheelchair (W5915B, W5915C, W5915D)
e Power Wheelchair (N5515A, N5516, N5517A, N5519)

TSR IERE SIMAF L2 TR TR, PREHSOIERTHZ O RE 517504 (.
BCRE, AF—RMHEHTEZWS5915HMNSS515MARS. Hit7HESHBIHRE, 2R
HIE@IREFEmiERE, MNEESEeEADHrSAEEE.,

| FuER: FoAREE (SR

Rom/FE AR EER T FDARTIBAHARG], HQA/ZNESEIISEZEE



Excelvision - Fareva (i89pk)

IEHEREBERA | FDAXYH 06/30/2026 | Center for Drug Evaluation and Research (CDER)

EMZEEA . CGMP/Finished Pharmaceuticals/Adulterated

RESEAEIRTEEFIETRTERE, FINFRSESIERATE. EFTZRIER
B, URAEREEHFARFEMIETESRE, KEAERUEONENPFERL, FDA
XEINEF BB ENEHRRSS, LEXELETmESNLTAEIE. Fik, 18
XEWVVERBEREREEEARNBENE. £ IiBzfNEREURBIET %, WX
MIRRBIEFNERFICRER., Eif. T8, WA RNERSEER,

RSB E LTI ML ESERS. LHASECCMPEXARMSRES, HEEGHSE,

FDAEMZIA Guidance & Rules
AEFDARTRIIS M. RS RS

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

A& FDARISE T EndoF AT 34T RIBAHUE, MBXEWHMIGETELTHE, FHE~MRE
B&o

Expedited Investigational New Drug Pilot Program; Request for
Information; Correction

A& FDARIEFAIRRIXIE R BIERERHELE, AIRERMARRMAMAREIME, BlNX
o

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

A% FDAREMEMEREIFRHAIFRREHERMERERT, AAERIZRBEHTER, FFHRIHE
N2



W Medical Devices; Anesthesiology Devices; Classification of the Monitor for

Opioid Induced Impairment of Oxygenation

ENL: FDAMM R RAYPESEGRMAENNHITAE, BT HEERZEN EHER,

W Medical Devices; General and Plastic Surgery Devices; Classification of the

Skin Patch for Treatment of Hyperhidrosis

AR FDAXATT ST ERIRBRIE R 1T 026, BT HnEREM EHER,

W Medical Devices; Orthopedic Devices; Classification of the Medial Knee

Implanted Shock Absorber
ERL . FDARBR X TTRMEANURZESRHITHE, BT HEEREM EHER,

TR T RSE

FAFERIREEI N, EARFEEFHA/EMELESFEFENEIKHE (BEIEE)

Dynamis Robotic Surgical System
FDAZEHIAHE (510(k))

FDA#it T Surgalign 28]89Dynamistlzs AFARZES, ATFEFFAR, EERSFARBHL
XIUREAEBIFRZEZTEME, PESUEMESEARERSIGRNA, UESEFAIZEM
IR EVIS R

PEMBROLIZUMAB AND BERAHYALURONIDASE ALFA-PMPH (MERCK
SHARP DOHME)

FDAEZit (S N AEY &

FDA#UE T 27D RPD- LIS IR BBV T EFFIE, B 5EARRIIARSAHE
Ft. XMPEPD-1FEERIEBERRT, FIRCFERRATRERUEFHIHIXRES R,



PEMBROLIZUMAB (MERCK SHARP DOHME)
FDAEZ #t (&N EY &

FDAHUERRD R PD- LIDHIFI IR IER R B ST, BT AT RAMBANE R FERNRE.
XAERPD-1FERIIEEEA R, BMHFEIRERPD-1+" K& AR E SEMPINAE .

I EMEES Key Observations

ETARMIENFINE, HEMNSENRSE, FHREEAREREN

€ Einz, FEFECURMSHIAIEK31%, BREETASSMN. [N, i
RBHIEN, MEEERBETAEMREY, BRHREESHS,

a HRER, &FH it K" E5I2IME" KRB EAREZ L. SR, “&BiF
S5ERMENY) FEEL2mAETHHERRRERK, RIRENEFERENEEES,

€ TzENR, FAFDAREAMEREA, BESKSRKIISKIBEIT18MS, TB187
ROTIIKT, BIBT T RE= QA AR SRR SRS,

BHIExceliBR — RAB“Mi"

FIREITH LS TREMMEXcelBUER, TEESAEIRIBHIEESBITR

« FDA Product Code (Fm#3M8) — RELLWEERTR. BERFRENEHHIZR
. EHZEPT] / Advisory Committee — HBhHIMTEHERE

- EERIER / #ER / HEXYR — RGBT, TETERSRIT

- 2ERW  BE5ERE4A — EEZSALBAFCR

~ BERTHEERR: FEHTE. EUVEEBSE. AOKAENEF NEFET"91, BEHEZAR



R, ITREABE DTN EES.

FREETEERRARKEEIER (FDA) AHFHIEBohER. "FEAFIBEX"XANRAKIBENEZIT
B4R, HRBEMASERERIAFBLIESEE, MEHZERSE, FHERKEE. EEIIRE
B, HERMNPBERIEHSHERZE, FRAREULGHAER, 20VF3BETFEL /M
WHEE, IREHIETE: 2026-06-20 ~ 2026-06-26, © 2026 Troy Technical.
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| © EmsmseEEE oo

BT (FOARERWERAER). ERAARIRE MMM AR, BFARIRULT RN

1. FERRSAIGEBIERR

TIREFAHIBIRIIRFETEEBR AT LEY), SEXERRAREEEER (FDA) BAMIL, BX
Ak (Federal Register) K openFDA #iEE. AMEBEREFIEPIRGEITABIR, FIREFE
BERXAIERE (KESEE) #THIELNIE. BESHREZEEBIE K.

2. EHESAIRRE

REBRINZABNERGEHITATEZKLUBEIR, BEYSF IR Y EKE B AERR
=, BEIRENELHSEIR (BI"AILR") . BT FFRIEFMREEEMNI00% M. TR, Y
SIS EREIER Y. TREEZENKERER, BRAUFDAREIEX R4,

3. ZRBRRR

REPHFDAZEM. EEE. PEMNEFNTGRBSHER, NETEREMENIEESHRIE, THM
FHEXEREAONERRE, EENNSLEREUFDAREEMXEERI ILAGHNREXNE HEX
ol

4. FFEIEIR

FIRERNNERSEZTHHER, FHERITFTRRABAN:

o WETCAREIN FRBAXTFDARR. SMIMEESHNEWER ZMIRNER;

o BHEBIN: TEMEEEMMIESSFITHBATIRZ VR

o EFEN TRATESETTIVARIBENIRKRE;

o BmIETHRMEE: FIRGXAFDABRHLGHIRE. Fr. ELEFEEZLEEESH
¥, ANEAREAMBETEMETH. REMHMLELHER. BRI LBRETH.

EEHA IR S E B ERNEAERSEERL, ZRITHARRRR,

5. REASHHESKBRE (AR

AR E KB EIE X AR 2 B ANR P ARAKIT B NRIPARERSNE, SR ERNN:
BAERERE (MAITEEERA)

TR EIERCEMBI D NITHESANER. EAERANZT L TEHRSERRENHIES L
g, EXSRRESR. RAABILHKS.



BILEREE (RES58%)
BIEEARS (HTML. PDFEkExcel) BRAHDALRE. FFREME=T; BRUEHEKS
HERFIE; RIEERIE. AREERFLBERED, HERETRET,.

6. RERRH

TERERAVTNRAEEN, KITAMSRSFENEARBHRITEE, FTEIEERBLRER
= (3) TARZMAMITHEREH. FEMBRT, RTAHREMENE. HE. SHRNERME
BERERT

7. BRS5Hs4E1ERER

FIRS L OINRESERRE =S ERRAl (KESHER) RS, BEZFE=ARSHEMBER. &
B&H. ERFRAEEATE, HRSPIL/TERR, SBARSHGR. REEHHZEET
ERIEAR, RITARBEERALRRSOIF, INFLIERS, KFRATELD 30K EFHRE
MITHE, AEWEEREARREHEITRBEZRZILGIRE. XTHRREGESHERRSREE,
MERRIEA AR S5 1 T IRARF TSR (o

8. REEIEX BRI R R

I SHRESEFERR . ARETFEEWAIRGIEFFDARFEHIEFHNEF LB 5 B ZFRT
fo, AIREFEIRY). BRNERRAB. BRI FMEENFESNEKBEATFHULEE, TR
IS,

SHEERKRENER: SREBUERRNEEFDARTHIERE, RJet5FEEREIEE (W
HEW. EMSIES) E0R. SCESHE LFEERIEE, TNEAHE—fKE.

RafERSHERE:. REPOZTEITR. MRS R, MRERFABTNET AFHIENAIL
BIOtm, (MESE, FARNEXEWLEERRNELHERTITEN,

BAEEREN: SREOEH. . MEBaMEBRIESHRM, ITRANBITHER
HERTANEPEARKNEREENAEXEZREN (BFEERRT (BERLX) (A
SEFRIFE) (HOERE) F). SREFIRNPEEEESHERE L.

9. ERZRSF MR

FEMRBFEZRER. BXAFRAFRSZENFIN, NETEIERTHERR; N308AR
BERRR, IRRBABEMHMNE (CAA) KEBEHMEMNTERRURSGHTHE, PRERNE
BHMNRAEBLIR.



10. XRTE

FNNRBRER B AR, EAZTEREERMELD 14RELBFHHERITHE,
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