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1. RNEFREEWIR 344, FERFEF (154F) 192315, BiRBLES.

2. W SmEEPTERS: 15, [ &K IMI=ZE84071%, #HMS5RG2HRGITH
38%.

3. FERHIEREE: BRTY168X, (BLERREFSEZMATIFF264K,
4 NERFEHCER, RE25XK, RIKIA448K, HER18(E, FXEMRIE.

I A REEHESHEEE Key Numbers

TN AETRISIEERITERIEMSEE (JFAIER)

B EcwaEm 346 HEE (5) SHE (10) At 236
B) sk (EMSHORE] T HEY, [HRSINEE] L6 R,
B TEem TEs 64 X, AESKPEK, RMSELRLNEEEE.

n EHERFEIRMR 25 X (Disposable Blood Lancet ) , &i< 448 X (Dental X-ray
System) , HHZE 17.9 {%; £2HAFY 168 K,

B Tre SR TR Gt 244, SR 34 410 71%,

“ MEFFISEL (W [FEERBEEESR] [REEaNEFSE—] [FHERES] ) BEEERR
[FETER. AEAEHAT, EFEHRIETE.



I AREER Winner / Watch / No-Activity

” T

2 WINNER % WATCH (®kBihE)
ZhelJiang Decans Medical Devices * Intco HRIET (114)
Co., Ltd.

AR 3 TN (XN SESEREA
W) | FRILESE—

22 NO ACTIVITY (BLAERETIkH)

e Mindray iBIGET

e MicroPort HBIEST

e United Imaging BX&EST
o Lepu REET

e SonoScape FFZEf7

o Edan IEFBINES

e Yuwell &ERET

e WeGo B5S

e Wandong FREST

e Mindray/iE¥R

| #@tsskFH Ranking



IKHLEYE Top 5

ZhelJiang Decans Medical
Devices Co., Ltd.

Roosin Medical Co., Ltd.

SteriLance Medical (Suzhou),

Inc.

Polybell (Guangzhou) Limited

Sanhe LEFIS Electronics Co.,
Ltd.
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14

FETI FDASSH BAE

SRAE

I 2H199% Provincial Distribution
EFEE A AR S Fit

IhE

HERIR Top 5 (RFHEEXE)

SteriLance Medical 25K

(Suzhou), Inc.

Disposable Blood Lancet (Soft)

Shenzhen Magnet 56 X
Technology Co., Ltd.

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

Sanhe LEFIS Electronics Co., 60X
Ltd.

Intense Pulsed Light Therapy Device

Guangxi Ulike Medical 71K
Technology Co., Ltd.

Ulike Clear Zero (YC10 BU)

Shenzhen TPH Technology 84 %
Co., Ltd.

Mother's Nature W1 Warming Wearable

Breast Pump

10 168x%

FREEY hEEWHYEE
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BABSRMEERF | REXH - HiEXEH -#UER

RS HOIRE

AEFH162 X | FRFEY 162X | (EH, EFLIL)

~m ERiSEdr it gt
Disposable Blood SteriLance Medical 510(k) 25 X
Lancet (Soft) (Suzhou), Inc.
Fluoride Varnish Nagy Oral Technology 510(k) 262 X
(Type A, Type C) Qinhuangdao Co., Ltd.
Vial Adapter Hangzhou Qiantang 510(k) 126 X
Longyue
Biotechnology Co.,
Ltd.
Roosin Collagen Roosin Medical Co., 510(k) 169 X
Powder Ltd.
Roosin Collagen Roosin Medical Co., 510(k) 174 X
Dressing Ltd.
Oxygen Concentrator Oxytek Medical 510(k) 254 X
(OX-5A, OX-5C) Technology Co., Ltd.
Injection Needle Mirco-Tech (Nanjing)  510(k) 121 X

Co., Ltd.



TESIZENEE
AEF 165K | FRF 165K | (B, ZEFEHAL)

ST 165 X

= ERigEIk ®E ERig— b

Dental X-ray System Changzhou Boen 510(k) 448 X
Zhongding Medical
Technology Co., Ltd.

DEEPVESSEL Plaque Keya Medical 510(k) 111X
Technology Co., Ltd.

Dental Cone Beam Yofo Medical 510(k) 94 X

Computed Technology Co., Ltd.

Tomography System

Disposable Yangzhou Fartley 510(k) 108 X

Endoscopic Distal Medical Instrument

Attachments Technology Co., Ltd.

Portable Dental X-ray PDX Co., Ltd. 510(k) 112K

System Model PDX

nova

4K NIR/ICG Imaging  Zhejiang Healnoc 510(k) 116 X

System

Technology Co., Ltd.



BRES{TENiHED

FEFH 162K | FWFY 162K |

=i

Virgo Mobility
Scooter (Virgo-
D,Virgo-F)

Power Wheelchair
(N5515A, N5516,
N5517A, N5519)

Electric Wheelchair
(DF506)

Scooter (YD-03)

Manual Wheelchair
(LW01108)

EEE5FRABRELE
FEFH 102K | EAFYII102K |

=
Intense Pulsed Light

Therapy Device

Cryo And Thermo
Therapy System

LumiGlam Laser
System (SHE-LSP601-
3)

Ulike Clear Zero
(YC10 BU)

HRiEEk

Jiangsu Intco Medical
Products Co., Ltd.

Zhejiang Innuovo
Rehabilitation Devices
Co.,Ltd

Jiangsu Yveelt Medical

Equipment Co., Ltd.

Yurob Rehabilitation
Medical Co., Ltd.

Anhui Longway
Medical Technology
Co., Ltd.

ERigiEyk

Sanhe LEFIS

Electronics Co., Ltd.

Xiamen Weiyou
Intelligent Technology
Co., Ltd.

Beijing Sano Laser
S&T Development
Co. Ltd

Guangxi Ulike Medical
Technology Co., Ltd.

(B3, EFEALL)

BE

510(k)

510(k)

510(k)

510(k)

510(k)

(EH8, EFALL)

i3

510(k)

510(k)

510(k)

510(k)

ERiE i

252 X

148 X

118 X
197 X

95 X

ERiE b

60 X

184 X

93 X

71X



BRSHEE

REFY 207 X | FRFH207 X | (5H, FLHE)

m sk BE Hig it
Bone Conduction Shenzhen Magnet 510(k) 56 X
Hearing Aid (XTS- Technology Co., Ltd.

AISW-D1, XTS-AISW-
D2, XTS-AISW-D3)

Temperature probes  Unimed Medical 510(k) 252 kX
(T2252-PG); Supplies, Inc.

Temperature probes

(TCMA-AG);

Temperature probes

(TCMA-PG);

Temperature probes

(TMQ-DAG);

Temperature probes

(THP-DAG)

Upper arm electronic Shenzhen Ziging 510(k) 251 X%
blood pressure Medical Equipment

monitor (XB-01) Co., Ltd.

Peak Flow Meter (PF- Shenzhen Bi-Rich 510(k) 268 X
10(BR-PEF231)) Medical Devices Co.,

Ltd.
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AEFEH 134X | FREY 134X | (EH, ELIL)

HYHE 134 X

= ERiEEY ®E ERig— b
Electric Breast Pump  Polybell (Guangzhou)  510(k) 129 X
(BH627, BH628, Limited
BH707, BH709,
BH813, BH816,
BH110, H701, H1129,
H1128, H620, H705,
H706)
Mother's Nature W1  Shenzhen TPH 510(k) 84 %X
Warming Wearable Technology Co., Ltd.
Breast Pump
Momcozy Nasal Shenzhen Root 510(k) 188 X
Aspirator (BN007) Innovation Technology
Co., Ltd.

BHESEREND P 249 K
FEF 249 K | ERFI249K | (EH, BRI

= m gk it e g b

TAURUS Posterior Zheliang Decans 510(k) 249 X

Occipital-Cervico- Medical Devices Co.,

Thoracic Spinal Ltd.

Systems

AQUA Laminoplasty  Zheliang Decans 510(k) 254 X

Systems Medical Devices Co.,

Ltd.
Dione PEEK Screw Zheliang Decans 510(k) 244 X

System

Medical Devices Co.,
Ltd.
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AETH 133K | ERTEH 133K | (EH, B

~m sk BE it

VITA Multi-Function  Touchbeauty Beauty & 510(k) 133 X
Head Brush (TB- Health (Shenzhen) Co.,

2343F, TB-2442F) Ltd.

o

AEFIY 264 X | FRAFH 264X |  (EH, FLIHE)

=R HRiEEk i3 ERiE i

Female Culture Zhejiang Kindly 510(k) 264 X
Device; Male Culture Medical Device Co.,

Device; Transfer Ltd.

Device; Access

Device

| #mEERY Spotlight

" R WINNER

ZhelJiang Decans Medical Devices Co., Ltd.
AEERA 3 I (W BESEREBEANY)

e TAURUS Posterior Occipital-Cervico-Thoracic Spinal Systems
e AQUA Laminoplasty Systems
¢ Dione PEEK Screw System

I IRRET ARSI, BAERE "SHESERIEAY" 0. KR
- miREERERE. RN PEEKFHHHZTI RS, BHEEE F ARFATK, DHER
[EINEtSESERMNEEmENR, LEERHEDHIZIRANRESEE E.




| mweR: FoAZEE (kmERm)

Rm/EEREEER K DAL TIRIAIAZRG], HQALZNESENISEEE

Huons Co., Ltd. (EE{I)
EERFEZG | FDAXTEH 06/23/2026 | Center for Drug Evaluation and Research (CDER)

EHIZERY . CGMP/Finished Pharmaceuticals/Adulterated

ZESEURIREIETREEARRE. TRRERRSEE IR TS FER
CGMPHERIA, WEAERPEMRXHEOMI, FOASRENENNEINER—BE, 7
ZERIER. CUNEREEREEEARNRENE, TEEHREIETSEE. £dER
FIAR RERESZ R ERTIRIFEEM.

AMREPENELEZREPEAMEIESERG. EAIMNEMACTRMESES], HEOZE
2%,

I FDA;XENZS Guidance & Rules
ATEFDARTEEIS SN, IS S

@ Medical Devices; Gastroenterology-Urology Devices; Classification of the

Endoscopic Traction Device

AR B R NERES B HTHER, PPRNEEX, BSfEEmImsLmh, 2R,

Medical Devices; Gastroenterology-Urology Devices; Classification of the

Endoscopic Light-Projecting Measuring Device

LEZMNS B ERR R R CGRETUERED S, PRREENR, BSfEm~mEmSLh.

@ Medical Devices; Immunology and Microbiology Devices; Classification of the
Simple In Vitro Diagnostic Device for the Detection of Secreted Proteins From Bacillus

Species (spp.) in Human Clinical Samples



HEARSENZ TR oW ERNRINSINREHTH R, BREEER, BESHEE~mLm.

Epizyme, Inc.; Withdrawal of Approval of New Drug Application for TAZVERIK
(Tazemetostat) Tablet, 200 Milligrams

A ERIEE T Epizyme RBJTAZVERIK R FIRIFESHLE, SE-mATEEEERE, FWEW.

SpecGx LLC; Withdrawal of Approval of Abbreviated New Drug Application for
Methylphenidate Hydrochloride Extended-Release Tablets, 27 Milligrams, 36 Milligrams,
and 54 Milligrams

LA ERIEESpecGx LLCEIRRIRFRERERIE R B ZoiivE, SEULHATEHEE, FINE.

Andrew Jonathan Morgan: Final Debarment Order

A ERIFAndrew MorganRIGR£E2E1ES, EIFHSSFDAIRE~miEs, I ABRL,

| Fusmsmss

AEFERIRER SR, BREFEIFD/AMEVERHRFENEHGIS (BiiEE)

Brainomix 360 Hyperdensity
FDAZSERAL (510(K))
Brainomix 3602 — XA, AJEMENKEICTIETRISEERE, HMEEEREIT AN

Hil, XXBBAIETZENTERWEIRRES, RBAEIZIHMHIZENEXR, JHEX™
RS EMRERESE.

PEMBROLIZUMAB AND BERAHYALURONIDASE ALFA-PMPH (MERCK
SHARP DOHME)

FDAEZ LA/ (BERAEY B

XEPIRPD-1HIFEIFIIBEFIERRTAIE N ESFIE, SERREREEECAR, BEenrE4ERazE/
2. XAEAPD-1ERERERATHIENREAR, AR FHFIRER RSN EERE RS
AR,




PEMBROLIZUMAB (MERCK SHARP DOHME)
FDAEZSHUE/AENEY B
ELGRPD- HHIFINAIEFRBR BT FNERNE, BAEWT BT arkiisEsttFEREE. X

[ERERPD-1bMl, FHEHURRENE. REKEGTIEREANTRINMENREHERES DO
IX=73.

I AEMERE S Key Observations
EFAREIRIRTIER, SENISENEE, MRS/ R

a EEXINE, TEEVARRMHERE, RABLHINMESZ. Hb, [Fi15h
O] K [RESIZINRE] MARELIE 7RIS EENEIR, BrHEEerIHR
BRI

Q FEER, R EMHEBZAUBESESYE. (175, R HI=88AREE
EARFEEWEERITRLAE, RIRT IXEH X BT 2a i S AT S8+
&,

e JEBEENER, FERINFEFNEREA. fllN [EERR] X nIFEERER
K, MR RXBEFEAUERR, XRRT =RikAREZ2S R ERTEREZERIREME.

| reptExcelttim® — RRE it

[

FRETHEESRBEUEXceliRR, TEESAEIAEEIRENBITH

e FDA Product Code (Fmf3#%M{B) — RELLIIERFTM. BiER~m&HLEFEMNICR
o EHEEEPI] / Advisory Committee — HiBFIKTERHEHERS

o HEZER /iR / FEXH — £LBRAFR, TRITERFKI

o 2EHRW / ESEHPH — BEIFLBLFCR
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“ CEMEERR: FEAMTE. EIFEEY. aRPENE HEFR S, SEEEEAR
R, THEAEEDIMERS.

AMEEETEERRAmEEEER (FDA) ATEUEEmEN. "FEHIESE X ARNEENEETE
SR, HRBIUMRSERERRABELESEE, (MMH7BIREE, TIRGE. EFESIREEN.
HERFNBHEZEASHERZE, MFREWSIIRARER. SRPRBETEWEMETH/AEIHEE. &
EHIEBE: 2026-06-11 ~ 2026-06-17, © 2026 Troy Technical.

O FREUEGEMNANTRAEEAGER. HIEH, S5 RIS ADERRERAEHExcel
X,
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ROBHTR (FDASRERIISIRER) . ERARSKEEMSER], BFAPELL TR,

1. SUEEIFES AlSHEN &R

AREFESEYTETERBRATIHIRY, SEEEaRBRNEEEE (FDA) B, B
#B/\B (Federal Register) % openFDA #iEfEE, FAMNERSELIETIEGDAER, NRESEH
HERATERE (KIESHER) HTEIRGE, BESHKIEEIEEER.

2. ERESAIORAS

REFANWEAIBEIEREHITATERLURER, (EVEF IR EERE T SRR BE R
£, BIRIRERFESLHER (B AIDR") . FHIIMREATREERA9100%EME. TR, X
MEHSEREINERE. PRFESZLNRERER, BIRRIAFDARMRIZ S RIS 4/,

3. ZEEERS

REPIFDAEN. BEE. DFNSHPORIPEMREE, NETIEEMEIFERIE, A%
SHBKEEEMAINRAZEE. (T TENAREBRLFDANEERXEER JAMIENRELREX
79,

4. JESILEIY

FRENAERSEZTITIER, FRETFARRIERA

o IEEAEEIN: FREBNAXTFDARR. SHEHUESSITIER/ZNRMEER;
o IR AMIRESHHENESEHTHIE/ TR B AGEI
o EFEN: FRETESETEIARSIBENIRRRER.

RfcE A i SER M- ERMHUEZEEREREK, KITHMARE.

5. FRERSHEHSRZRE (MARR)

IR E R B EE S S BB SFRITIS R, ARIPARSEINE, ERLATERRN:
BIEREE (TATREFA)

MEREIRECEMIN AT HEAAER. SAIEAANSITFHFSERNREREIESR
B, BENEERES. BHEEINRS.

KULERHEE (ESH8R)
FIESAHRE (HTML, PDFaEiExcel) ¥AEORERE. BFRSEHTE=; FUEHZEKS




l BERTIE; FIEERL, HRREATFRBEETRRS, BERERAE.

6. SR{ERRE

HERZREASIFIIRAEERN, RITHMARSEMMEIRBRIRITSEE, MESEERERER
= (3) M"BRIRTRZERSEH. EEOERT, KT HEERE. M. FREERE

RERERE.
7. RERIEXEIERSRIRE

A EHRSERNAR: AR EXFEEWAIRBIETFDARFFEIEFIEM RS EZFRIT
fo, AREFMERY). BRNERES. DWER. ESHSFERNMKEATHbILEE, FMF
IFE2IE.

SHEERHIENER: MRESUERRAEEFDANTEUERE, eSS FEEREIEE (40
HEN, EMEES) O, SEESHE LEEERETRRE, FAEAE—KIE.

RaERSKIEFE: REPIRER. SRS E. WEREQERTAET ATFEIRIAIG
BIoiR, (NEEE, FMEEIEXREWEEIRRAIESSHIRTET.

ENSHESER: PREOEE. $f. WSEIaRBIRHIESERGE, TR MBTHRER
HERTAFETEARIMENREENEREZERZN (BRERRT (BiExEiE) (PA
ERRIFE) (HOEHEER) &) . MREFEAIPEREESSIEEEL.

8. EMEESFNER

KAEMZAAEEFER. RAFREARRSENFY, NELTEIESNEMER, W30HAR
BERRIR, RRXBAABEMENS (JCAA) KERSPEMINTERRIASSGH TME, hREIRIE
RHNSTEBLIRA.

9. FEAEH

A REBBERT EHAFRAF),. ERLEREEMRIE AR BI B FHMHERITRE.
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