®2025FEERGE

—& (WREEMES

BRERHDD) D

iR 5258

IR 2428

Systems®P DGentleMax pro

BRIRSTMIRG S

ROV« Fv YT SHARM.
1010601017655)

o F— XET B S e - &8l " =
it B8 - ENERRSERBEDR | (B i 8. F A B S )| BRI WS H
mgi 2026/4/24 | ZoaRd : 2022/05 RNJVYIIL (Palette L | % |&E4 APERRL D AR ORI . BBk
TF1vD FFTINO. : K220641 ife Sciences) BERIIRNSRET CEICKRD. BIBOREINS
2. 87552 | BARRIGEL 1REEIERE T 2N TEA S DMEHEAEMRRN
loT + 2 INJECTABLE GEL HEBIRN — T DEEM SR D RS RTRRER
OftssEL HEOY : REHEL TH>.
HWHAR 8548 [MBOMNERPRIERENIE RETHRB BRI
B 4298 PERBZ R —H
mgi 20256/6/5 IR 2018/11 PleyeVYArl (OFAXKR | 2on |R12 TR ERE U B S R B
F1vD =rAINO. : DEN170056 D= v OB%REAL BETBCTEICKD, MBNEETHBEREL
2. 87758 : Parathyroid Detection |9010401064015) ZBIPRIRDEBI EXZIE T DERHIEHEBT
loT « 2 (Model PTeye) System 0.
DAL b  REEL
WHEAR 2688 |ERARSHMIRSGE BRZREES
B 1948
mgi 20256/6/5 FIER0 ;. 2024/6/14 RNUBT DP200 DxYAT| e |B21 AEEL. MUV VBREND 1 Y DRmED |
F1vD SFINO. @ HZL INR(=] J: AP I 2T 1w SERUCHER ST FEARRDBIEET IS
2. 87552 : Roche Digital D2KRE IBEREREEN IR ODE T ROHNED
loT + 2 Pathology Dx (VENTANA DP  |{6010401 027008 ) e UTEASNDHEEM—L 251 RERSE
OftssEL; 200) REBOERMSE SR TRREE CHD,
TEEH 08
WES 2660 |Gk IDREE BER—)LA5(
B 1798 NEE e
&
O 2026/ 7/24 | #9aR0 : 2024/ 1/24 YUTOUS DN I-XBUT Y| @ |8220 B e B DBERPDD I I— B & e mo
E L) S— S 254 (BAXE ROy k% ICRAEL, ZOEEaE/NNSI—VERTI D E
2. AR 2688 |BIMRARHERE Att, 9010401064015) JII—-2EZY | T, smgkOEMEORE SR UEREDB
loT - 2 |fTEM 1848 YRTLA EOBESBRICANSCEEBNE LRI
DILFELE I—2AEZHYRT ADEEHK SR EIEIRTTRD R
BETHD, ARE. BERR (XRFOZyD
H=F4PY TRDE] (BRRBS
22900BZX00321000) EEIC, EYHYRU K~
SYRZvIDO—Kb. MBITEDES. P)IL3
U ZLADEENEENEIETH D,
Om 2025/8/18 | o4 R : 2025/04/18 XFFO—vD =_XRK (00| —Z |&/4 BT A e RN Rl 00 CReme |
F1vD 87552 : 780G +Simplera Sync |YU—XZ (BAX ROy Ik CERERS5L, Y2 VR—52AERIRTEE
2. - #Hatt, 9010401064015) %lcg‘mr&%ﬁ%aeag@génémugéx
oT * 2 o —seog TR ERE — S5 EZFYRTLATHD. AR YRIVERT
oot [BRE] 2095 ARSI o RRELIS [a593mY 7. MEEPOY L I- 2REDH
’ EEENY TICRIETDFSVAZI VY, T8
EEBEIICHNOYD DI PEHSEHRIN.
BBERPOIIII-AREEAEITDEYTICD
NWTIE BEERR (XRROZvD A—F17
VIRD K] GRRES
22900BZX00321000) DERSDEHAT 3.
ABEE. BERPDOIILI-REZAET D
LYY OBN. PILTJXLAORREEZBNE L
g@ﬁ%%%Eiﬁﬁ&ﬁﬁé@%ﬁ—%@%ﬁé@EEE%T
[Z72 - % [2025/4/14  |2021/11/16/K211483,/8 |So fwav e VA7 L (hne | B [812 e T [ONICT N y IEbe]
[BAEIE] S TORFTEEHS L "HITA XY D, KO, BEBRUESOULHOWREETSCEEB
%2019/9/9/K191421/  |2010001003387) BICRASNZIMETHD, ARld. BERER
Sofacia Sy stem ( M227FM E BICRH L. BMEBICKDRERENS1.5 mm®D
DBEEIZE UEEBOLHOD REQOHREDVE UL BEEGDSE, B0
WE] ZEHE L) 238 UDERESEDICEEZRHULTND, BHTRE
HESNZERRRBORBRENZEING,
HHEIRS 8808 [MBIMNRPRINERENIE RS
EE 5568 RERg1%S
g oo |- AT LA i s B PR O\ DENS G A
P81 _ =5 TEKRASH. | )EE Z //\ ‘b AN Bl
AR 3618 BRI 3130001009314) WIRERISHE « |8 - REM CThHD. BLEFHBRZY /OB TH
TEf 1298 REM BUNITSAF UNBHRERR L%, 8
ICEOT ISR, BHBRISEICT LTS
NEEMZETR L, BIESERE UDHREERE
9B EEERUTRIENE, BATERSN
FZERREEBRDARBRIENRBSNIZ,
B - % |2026/5/22 | 2022/03/24, 610K0%H s |AviClear U-DYXTL| 2om |23 TEDOREEDS 2L BRI S
[BAEIE] L./ AviClear Laser System (FaT7 KNSR 1Z—RU—ThHd, RERICHEEESZD
3011001041269 ) CET. BIEQERERDIRCE TREMRE
[EE 8280 |BoEraRnE FAA—RL—T | 2689 D, BINTRBSNIZERRABRDINERMN
TEE 2848 mOREENE.
(=7 - 1% | 2025/9/5 2013/12/26, K133283,7 ; EEEs : C—TOEROATF A~ o= RE 2 80
[BAEIE] GentleMax Family of Laser GentleMax Pro G EUERAIZION - PIU—TFEPLFH YR

RAIZOL P
gu—4

S EU—TDESHTHD. BH. PLETY
RS FU—TIIRIBICNZ, REMDORBRYE
BRUERBOBRICEREBIDCENTED, K
BiEld. RAIIDA - PILU—TDERBNIC
RIEMBHMEILREDBEZBNTDCEEE
& UIC BB RS R TR R B IE—SIE B EGR
PHETHD.




2

nD

[E=77 - 1% |2025/9/24 | — T —50 0TV YR Ea |E4 ABEE. N LRERBRn (BeRma=) |
D e A — FH (IUV— N AKXy +E — RIGATBBERBAMOBIC, IBEEOMEERS
AN 1808 |ERARSHDIRG S @&%t. 2010401046465) EATHRIED I BEHICIEAT D2 ALREIROERILSESS
TEf 1468 REERBE CHd. ARiE. FHVEEHOA
RERFA, PEITS—YTIIRUZDIUa—
NEWREND, AR, BRENBREBZDA
YT5Y FADHBEONERD/NA 2D 1 JLAD
BREISITZCEMELT, YISV RRE
2KICRE RY3— REBRBSETNS,
A S A G O R AN |7 L L L e
] X 27 BREEREICHNT, 1B
2 fy . (#5548 |ENERAHREG NNL—VIEER |snmpsesnsBmnic ERand/ b — ik
mEssEs |TER 3048 BRMAAT — (KRMERBIMANT —T I THD, 2R0/NIL—
T VRBICHERE LT/ XD USFRILDEREN
T,
618 - 18 |2026/4/11 | 2015/06/04/K161041/ERB |LILX CRYO?2 (BReRr | —Z |23 —IkE CRH Uk J0— D BEEe (RE
12 + 1905 ECRYO2 A3, 7010001010255) YRIFSEZARGES) XTI (IEZAD
ﬁﬁu FOMDREDER) (CHMSE, TRmEson
[BHE 2350 |Gtk == MESEEnm1 | CEREICH K8l DERBRICAUDN
i Toam | m ARERFML 2w b=y o, A, SR
HBBICHIT B ERBEBORREERENICEN
’9’57‘&J@E%%%&ﬁ%iﬁﬁ&ﬁ%éﬁ%@—%@%ﬁ
RPFETHD
T - 18 |2025/4/15  |2018/09 SUDXIUR0IU (O-F1 | Fa |E4 BRNAT —7 VLB ED ARG RIS OIE
7 - I 20 /NUBEA, I {EFR S BIBIEBRIIEMM T D, A&l
25 BN - [TREAS 3560 |EINPRR AR 7010003021969) RSP | EARRIREAR THDINRI IFL YT I—)LE
M8 |FmE 848 DNA ROFTNY—SY FEFUNU—YRF A
NEBHRSN, /\1 FOTILY—5Y FEFRE
I ER AR CRR LIS ZHEs 3
CETIEMET ORI THD.
Tt - 1@ |[2025/8/26 — SELUTION SLR PTA| & [851 IRMEREA.0 mmBAL 7.0 mmBl 0% AREEIR
18 0P | I FEBE/ -V NTF—FI (M L INEBEBIRICHITSD. 200 mmd FOFHERG
%%-au #wAE 3008 |EWERAHRMIE edAlliance LLC) PIL—VIRsEl | BieR R T SRR ER AT EBNE T
EsaE |TERl 1108 ERIBAT— (3L — VikERMERRMBAT—T I TH
T 3. ABONIL—YREICE, EHELTITD
0271 P THD YO AZBN SBREINDE
FD—F 1 YIDESNTN B,
Tets - 19 | 2025/9/8 2024/04, (PNA B /| P LA —B—aU 01—V | —& |87 TR DREINE N Zblc 3 BN ~ el NEk |
7 - WG GORE® Tl AAAZRFYRISI YR 2 (EABIRD SEEIMRCALSBESD)
' EXCLUDER® Conformable |74 (BAIPESER%t. OMERERICIERTDIREIRBRT Y ~T5D
MmEEE AAA Endoprosthesis 3010401093143 ) ;éa—?§$ ﬁ?;%lg %%gﬁ‘é@ﬂ?j%ﬁﬁg#@
IS 5600 BIEETRRE ENITErE TS E R Y DD 60° LUAH 590
Swm aoip | R NIMBATIE | A DEITA) 8T SERMERERRER
f BE-NETRRPE CHD.
BIbes « |2026/9/1 2016/8, GORE® VIATORR®| 37 VIATORR T1PSX| & |B7 PR LB DB T U, 1R BB lRaIC PIfk e
EHBESTE TIPS Endoprosthesis with FYRISD N DIVERO-LID FFEgROBICY v > R EERT D E T, PIIRE
I controlled 2)8%vy3Yy (BAIPEEAE ZERSE20EE (BEBIRFNPIRARBE
Expansion #. 3010401093143) I (ICERY 32T Y RIS FRUFUN
BHE 2500 |GRIOHEE PRI v | 7 T THD.
EE 798 >k
RO |2026/477 = Jo+1vr U5 (HOYA | —Z |&4 BENRBOERE (REBE=D) LR o8
Bl I Technosurgical#%w® e A RUBXE (FE8) BEOHRUREER
AR 2608 |ENERRIERAAES &1t 3011101030436) EREIS—TY |BEmE LR, (BRRMHU YBAILYDAED
Bl 2058 EREBEMY  |S—SUNondBHMOHDIENASHENT
HD. KPiElE, VTSV MEUERIRE UL
BELEEAENICENT BT EEBNE LK
REE—NLTRDDE CHD.
BB« B |2026/4/4 B9 PIC—Y—T)U BBy y | = |&r2 APaald, BITEMIE i, Gt 0
ShmEel | FO—F2, L IhWIEEBNE UTRAICIEAT 35 KRHER
gﬁ %ggg E BRI AR 2010401048841) ”g*?aﬁifé%vl LY ZDE B BSS IR TR DS ChD.
Tj
HEE -é = E|2026/8/14 | — Eé;/ gu breme (Hn | 2o |B72 @*ﬁ@ggmg%ﬁ@g% ‘;éj ;L;ysw%
SN | KA TTOA, —— V)] ncT A 5NN
iWHE 2678 |EWERRITERAE 2140001028215) WP RFEBIEN |\~ RDY50 FLYZERN TRE RS
SHR 718 IRRBIRAIVY [ HREREICHT ENMIEEZENE USRS
AN YRABERIMARSEAEIYSD LY IOES
TS B ER RGRER A Cdp D,
DBE |2026/6/12  |2023/11/28 PTAR—Z Py FXT1 | —Z |B7 TBAAEOEN— X —NECRICEA L. )
1 A A — A v NV EBEL. L |CEEMSHL CI™ESZ, VO XLEH
AR 1198 [ERRSTMRSSE 5010401092738) BADINTHE) | Eg3CcaBmE LR, iAHERBESS -
A 768 B+ N=2A=7] [R=2A—NU—RTHD. BETERFCES
U—F I BIESICOMRENCMRIREN TREE 3D, &
B, ARELMEEN—Y VT ICERTEE
@”57‘d)@[@%%ﬁ%iﬁﬁ&ﬁ%éﬁ%@—%@%ﬁ
RPFETHD
DBt |2026/8/ 7 2023/1/13 NavitorBir—SIVERR| —Z& |&7 Bl RO BERANIINERR Y A7 L CH
L ) R — Y2FL (PRY BAT 1A D, BCARIARROBICENICERT BEE
fAE 4408 |BSMRARARME Iv/\UBRAL. BANT—TILOY |MOBEBEABIRAERES L. D OIBRNFiiZ

FEE 738

5010401092738 )

IND D RF

BT DT ENTEF, ARICKDBENLLE

BICEOTRECHDIEHMISNIEBEICHERAY

D, REBEIE, EFEA35 mMmEDENZENET

g@%%%ﬁ%iﬁﬂ&ﬁ%éﬁ%@—%ﬂ?%ﬁéﬁEEE%‘C
2.




[DFfeE |2025/8/19  |2023/6/7 Micra BAT—SIA-—VI| —& |57 07— Twéﬁﬁmt%:&agmugww
T e N — JY2F A (BAXARROZYD | |3@E—FUOBABTINEN — A =T H
AN 1868 |ENERARHERAIR HRA, 9010401064015) BAHRU—FU |, BEIERIFICES I DBEICOHRERIC
B 1368 AN —=2A = |MRIGEN U E R DI TH D, AHEad, Fash
7 IHERDIBAHFREBNT DITHOERHISR
ERRRBE— LT RRPE CHD.
DmBE |2025/9/3 = N1 EZ—/\—ECMODBEZY | 2w |57 DR OA LIS ClI T DBNRD IS
sgsAm | | HC (ZT7D)RA L | BLEEOFEREIIERECK LT, INHER
WA 2948 |EWERARIERAE 8120001068678) NN YERER |59 2B0TRAT A/ Y ISRRRHILGH
SR 1458 BLIHAY AT (BY2FATHD. ARl MERRY T, AL
L ZOMRLE. HROE. H=1-URUNESR
DNEBRSN. SADKENEE /N1 22—/ —
IVY—IL) EEEICHEATS. AR, Bt
OERAEREBEE148E LT, PRIIGHIEE
Sb\m\yg%rgEcmoax%Ac LTCRRaN
DIBE |2026/9/3 = NTAC—N—D0UT—U (=T | % |&7 OMB R DRI A RN R DDA
£l ) R — OMRRL L |OHEEECHD. AR, BRIRDRE, S
AN 2948 |ENERARAERARE 8120001068678) MABIRRERE |8, £1, BERUBENNEESIRT D
TER 1458 IWRYTRIENRE |50, HHREEHS [/\ 2 t—/\—ECMODIE
vy FHC) EEEICERT S, ARG, PRI
{ERTEETH DIVEEBIZECMOY 25 ADEIE)
EBELUTHAESING,
DaEE | 2026/9/9 2023/5/11 / WATCHMAN _ |WATCHMAN FLX ZDE| —Z |&561 MR B IEFIE ) 2D 0 \JFA I = iE) |
S5EIS FLX Left Atrial Aopendage  |BIEY 2T/ ORZFY 1T SHCT L, AVEICERY JMEERED R
Closure Technology VT4 D1 v DI w NUBRAA. aéf&mrérmm\m%mmta% REBzE
9011101019705 ) MPICEATERA A—IVTEIUT 1 &
2023/9/6 / WATCHMAN b’C)b\ﬂ”Wlb\Ij— (ICE) &8mNIdcEzEiR
FLX Pro Left Atrial BiNE Uz RS s s R B e — ST e
Appendage Closure REBFETH D
(LAAC) Device with Delivery
System
WEG 2630 |BINGARRA BB
7B 1028
ngga 2025/6/12 |- T— |~=F17X)FFR Medhu | XK@ |1 MauaLagng_umrfﬁiinyaiﬁgmu‘ g
SEE b Ltd. EEHEBT LEERDREHRNSES
MEAR 4708 [BAOBIFOZEBHREMALCHE TEIRENRERRT O f@ﬁﬁ@ﬁESQME%Q(DCOMsz)U
OB 3528  |REsVIDEIERAIR IS4 SINEOILRE BRI ESZANRES< ST
NTNIERZEEH TEEL, SENICMBEDE
EEpEiEH U, FFR (Fractional Flow Reserve :
TR FRELL) BEESH U TOMESIET DT
EEBNE U TRASNDEIEESHIITTI0TS
LD B RS E B RS R TR RBE Ch D,
Z\:\Egﬁ 2025/6/23 | — 'J’E/7\75 02 ggou O(S%Eﬁ%%)IU How |01 @féég\%sﬁsﬁ%gﬁggﬂﬁ@a@i@g?%g%ﬁsu
sEm L | ENT. 51 10381 L #L. SB0OLEE - FEROBHREIRZRI BT
WHIR 2948 |EAERPRREREE BTNV | =T, AYSH VBB TERSDEENDEE. 1A
TEA 1798 BNEEEZY (wIEECENMOEEICTT DEBNAME RS
YOYRTLRT |UNCUF—Y 3 VOEBERIES BC BN
0934 EI 2@ VBB aR TS YTy
27 NBTOTS ADEEHSEELSEIRFRRNE
TH.
J005 |2026/8/21 | — JOFYD (D1 PDYBRR | 2w |02 BRIBRPDO DR es T/ \ T IUmAC I |
L8EE | N #t. 2011001137704 ) I T—y3YELTA YR =L UTERT 253450
AN 2688 |EMERASIERAUR SORBERD |GREFILERES UL SO gﬁgﬂjagj
SR 1348 0934 ATHD. KePElL. DISE11816BNTES
WEBF 1116 £28 1TJ0T 5 AESREDISE
ERFE R ZBERRICHEDIIRNCDNTI O
$25 8 UIC B LSRR BRE Ch D,
Gl T VSN D¥F CET, iREEsTE
A 2648 [BROBREFOZEBERELICE |1010401042515) MEIR OB B =33 VEMAEICHIT DREMERELIET D
THEl 1338 |aesihstERRkiE OJ35A I +§7\jdj DB RS B S BRI
REPFTHD
S005 |2026/9/26 | — SUSIUNTAN—T— DNP—| % |1 ABED. I oNADBT D RRSTD |
LB | _ HF (AM | %Ra3t _ _ SRUNEDEREREN L, MEBNPED
fRER 6258 |ERADEFOZEBRZMAVEYE (1130001056317 ) MBEDE:TAI0 |100pe/mLIM ETH BN 00pe/mLEBTHD
IEE 4318 |sesnibsiERniE 2N DEHETEY DT & CNDBNPRE RIJINHBE R

BREZXRT SHMDZIEEZENE T DINALE
STRAT0TS ADEEMESEISHRITRBBETH

o




