L

KRIDI 332 4U4ET gL

VOL.592
S2UHjo| QWA S Y

& ohalel AlY =e| M ONE,

2. &3 M Exziet
OF 24XH 11 HiY}

o B = N =




CONTENTS

% E WSS 8 INZ EREAUETSEY 24 4o} OFdE MR

0'| FOCUS

32 o Tal AF I MH O, MM 84 A HASIt 22 Xt ZY T #st |

00| sus

AQA FQAL 24 FA, 0|2 A MM FEFOZ H|T
OfUME, Ho} +& SLOR 17| ZLHESMA 12.1% ot

AL 2AZ G07H=0 At 2A 21 FT
=-F=, AR 0|dS Ll 2=717| &AM 3% 2ot =2
0=, Mof M| B &Y otz gefez 2401d oY HZE &5+
0= HMAH3|, 53 AFZ0HMT U7t

2ol Ee, ot0|AT MOlE[Z L 309 Eel &2 A XMZ

ox

B 9 50 A Y iR

EU, 20269 1£7| thO| == 30% 24 - &AM oo 243t

- =~ -~ O O M

O=-QF, 78 242 H FHEY BE Al 371 M g9 2=t oY

0 3 ol ASXS

Flopd-2AH|Ciof, 2T 7|8t Al2 Aok T 7t55 Y HZ

OEA{YA HIO|R, DIEER! Al SHELZ F-HE At iy g+ gt 29

w oo oo

AR HIOIR, Al AISF i 71535 S8 EE SAI-DA 1.0° 34 SA|
HE|AE O[0|0jA AFE-HERL Z2E 7|8t MAN Al ¢ M2t Y HZ 9
LibILE, AL 718E 24 QAEYE X 2WECE e &2 97 dit 3A 10
QHAIARE, HAAYTIE SHE ALAO EU A=7|7] 78 MDR 258 ¢35 10

SGH-HEA-MOHT, Al Y otX| M 3 6|5 2 LEA-Net 35 11

Jto
an

ad

9-]%!’ -I IA |:|-”AE XO|A O-I _II: 3 _/_.|*_ AA

e 1

—




GLOBAL BIO-HEALTH
INDUSTRY TREND

X o T2 NSAMLE HE d2

0 4 iek-e|&2171-8P=E
EMA-EC-HMA, ‘ACT EU’ 20304 28 oA 315t & 27| 800 2H 12
HIO|Of, HIEZ K 02 FXla MK OFEZAIOY FDA SMAA XN 35 12
£9 PIAHIE Q7(FEI0ITA CITE TR J|Ut THE 2X GIRAN S i 13
B CIAFHZ| QIAEISE, X[ KA o A A7 SXIF 7|4t o2 HXY w2 13
SITOIE| 20| KIS HIPE, HEHHY J1HSE X2 ASX SHSA ‘HEP-50768 7 14
LIRS 2ISHIQCHS QB ME HTE, ADIE A2HC AXNK| 2K LD2S M &E A4S 14
EUA MRZ, 25 WFH AAH YCLA FDA 57t & M B&F Als 4T 15
O|ZE, ISO 22716 7|4t SINE X 87t 7|F Zsl2 22Y 42 AW D =7 15
05 O|EA{H| A
UAE, o2 B3| Mt 7tAsl2 22Y O oK 9X U JSTY N5 =7 16

U|O[AOF Q| TTIYE|, ‘LHOIAOF HO 2026’ H7IE QITHAOF oz pre BaE x| 5 16

B2 Q2R =M & QHBIUAE 22|y, I HHAH HB AKX Z2IH FA| 17
229 X0 o2 TE AR, 2031971 2159 &2 1E2 A& Mg i
HIEY 25| HO& U= £A4710] Q22 FPT JM0|MI Mt o2 # U3t =9 18
FIREAE-WHO, Y2 U HARMA 2123 oS st ¥ & =9 18
Z3-AIOf, & XZ-AAH BRIV 1S 20F o7 Y Sy 19
OlZ-AQHl B A H79xt MARAZS A7| U= o2 #H U3t =9 19

0 6 S=2Y YAl 20




2026 229 HIO|QAAMA T | 2026.06.08.

*

= 2= ool Al =y HH IS,
3

HMoF 29 HA EHH=et =22 MY 3Y Ao

o ZIAl HiZ: E3 Aot FH MAY REY HE

5= 22¢(State Counci)2 2026 5% 15URZ TOfE H2|H AY Za(HREEELHEEG), HH
JHYEOISH MEH)S AYSIAOH, HA X2 90% OIMS JHH-AMSH o) Zdle 200249 MY 0|%
238 o] x|z MEH JHHOR F= Mof A MAZE MUI2! 22fZ(Generic Drug) 2] SH0IM SlLIof
sS4 ¥ WF7| 4= MAZ MEEs HEH J1Ho2 HIE p (#H U8 B

ne

2 ZH ™E ARl WA O|OtAOK(Nikkei Asia)2t 22Y FXAH2EQ!I UBS 240 MEH = M- Q=77
I OiE2 2024 11X 4,0009 Z2{(3tat 2,086 1,540 &)OM 2030F 2& 1,000 Z2{(stat
29% 2,3109 #E 50% Ol d&e Aoz MYE

-

w

=2 Z7IEAEE2|Z(National Medical Products Administration, NMPA)" Xt20| T2H 52 7|Y9|
=t0[HA Of—;:(Llcense—out) Aot #R= 2025 Bt ao)2t 1,3579 F2{(etet 202% 2,4799 )= HA
CHH| 2.6HH ZZ5HH AR ZOX|E HQAIE

*E3| AYAE AYRIV| ARMYE S92 SEdMEESE Yol &=
* A=0] vt Mo SEEE 7|9 H2E el 7Yl OfTstAL AlE 75
1t

5= 15Xt 570E A2(FAREHMK 2026~2030)2 Mt HIO|QE sid M2F MROZ HAGIYCH, 0=
ZZE A (National Institutes of Health, NIH) & 40% AfZuot 0= AEQ|F=E(Food and Drug
Administration, FDA) ti&2 QI8 RXEXFO=Z D|F9| A AL 7t E3lElE FAE S £K0M OfH
XY A2 520 =222 oA FHSE MEokE s WA J|BeE Z2ME

|11 SoFE A7 12

= A

gw

|
=2
=

_,_

J1E HZO U O B H

L]

*Ex HQRHI0IR 7|0 dlere] JHL(CDO) MAHCMO) HEg 2F 2F M

2002 MME AEE)XZH= QAE AILEQl FHEXKMarketing Authorization Holder, MAH)™"2| ™

EQ(20194)t :?HI_IOFEEUHI st ¥s|(International Council for Harmonisation, ICH) 7t2(20174 6g)

0|2 ZXME Nk HAMZ HrHGHK| =28t XY AHH*EEE”(FBS’E Track) 5Q 42 AdiQ 4 HolH &2

AYMA™ O ES S 3—”. I M=o =25 YT A BN 271 2 A=

* OoFE TOH S{7hHL MA 5{7HHE E2l5H0, %E%H% E%E M7t AGTIHY AMA AT AAE FIPES| SE QM0
R

S AIIEAMY M2H 20264 12€ 7|2 AE7|H X2 (Breakthrough Therapy) XIH 39571 AZXAE

521 168U ARM HE-&Q 508F0] 0|0 28 =H0/|CLt 0| HEHES lyHTF XS XN 2A

EXGHK| LUCH, OH MR = Ot =2 SHE U i4cts HEN MAHOZE HItE

0= MEHEt(Biosecure Act) FLI0| M2 F= AE7HUMM(Contract Development and Manufacturing
Organization, COMO)™" 7|¢f 74X SXt R 52 HiX| 7|27t ZstEle e ¢ £0M, 52 FRE
A A2 MO A= MO MERA HetE SA0 SR2ok= MA O Stof O AlE T JHHE
CHlisH 202 2AME

7180 V= B MHA BEE, MY ©™ IH9|

[l

Ao

QT3 MHIAE TR

KRIDI ¢zzasanga


https://www.nmpa.gov.cn/xxgk/fgwj/flxzhfg/20260127172639127.html

Vol.592 | GLOBAL BIO-HEALTH INDUSTRY TREND

| FOCUS |

OII

B cenzeio aia s 2xot ®E HAUS
JIE RO BAY MEH O RpHA

. 20023 HYE HEES AdHel U BlOE Y ATMAEEH(Fast Track) 47 B2 AYYAE Bl0JH
25 AE SHE S S S AT BIERUSHAZNMPA) BY@H) SE0MT 2850 ¥

TAO| HO[SIAT, MEA 08 LY YHUA(THANZ 2450 KT OfS THs4T BN oyyS
ot

RHstote SAI0| UMAE HlOJE
OBM B JIE 7F FHIS Ho| s

AEQ FR WH WL XS 3

= _

@ dE HM10Z2= NMPA 2718 &ote ofiel A7 HOHE &= YUE S5 MY &8ot= AS 4
S&stRem, 20179 A & 2 2018W 7&K L 0% 843 T X322 {2 U4 GI0|E &2
ZEQ MM X WA 20t DIRAECZN ZERY O=H UMAIE9 = Ty Mo st ©H
=24Y0| siaE

@ MZY H16E2= @27IN X=ZM XH Hxt @X7E SQ(Conditional Approval) HAl @M AAL 2
&9(Priority Review and Approval) EXt @S2 £9I(Special Approval)” Hxt S 471 JIH*EE%H 3==
HYHA= ':c'i'—ErRPOF O, 7|& NMPA £3 2Z0M 2EHH & 4250 22 Y HFHTE ZAF o2t
AN TN EUE AT ME=H AHH0| HEH

" @ Z7UR 201 NN DIEF 427} 52 ZS X7 N HOES 2AR Z72 AE SUIE OIS, st & 7 oM
028 2ot £01
@ 52 50 IEEH 7| S 715 MM Tost o|oFF0] thol UEF MAF HXIE MEetl AL 50

® MzY HM21z= A0t 2ofF0 ZH 2, s|lAHEE ofs0 AU 799 MY SHES Rootks #83

LHSIUCH, el XNot2 JHEO 7|11|5|0‘| 2 Fof ZOfofl thet il R HAHUSBO0| MSL2 -
AHOAM HMEstEozN 23 20ldd g A0 XA Haplt Ol odE

@ XY M22xE dafetEd 5 A S5 UE Al MES 0130 dYAIE H0HE SEY22H U 647!

=% 2% NE7b Areddd

Y BSOS FHGIAUCD, 200244 0| PAEH ZXfor Al MZI0| OJHIHE HloJEl
ASSHFEIL) " HEOlM HOIL MY U= 9N 25 AHZ Hess JINHo| g
e HEOIL Mk, w2 SO| AlTHO] HisiLy A

o

i)
©
>

10

>

k=]

fu
]

i ASEE %0 HHEZE T5 HEEHHL XAXK| U= SH
® AEY H32ZE= AU AZIE AR AHIF JUE 52 UHCE HEX Y UAE S+ OIEWIEM
22 5185l B8 QEIHX(Segmented Contract Manufacturing)” HEZS HEHIE ZAIS
2024 102 NMPATL SHAECZ Alfst 28 AEMZE AlY 2Y(2026F & I= 0H)0] 0] HEE:II%

Soff #HETE YA BTN T I3Y F040| HEHOR YT

e SILES QoFE EE ST MZE TS 02 HAZ URO, Zf 3FO SEE o2 EPHEULCDMO) ZAo LN 2I1=
WERTN

® AE2| H45EE 220 oofE Tof BAB0| BT w2l HY £ U] L UL HXS o8
E3j 2\Ci2i(Traffic Redirection)™ PIEt Al ABYZ-2H0I) S0 Ciof Pt HE0 T2t 24 109!
SloKEtat 21918 R)OIA Acf 2008t SIoKSHat 49 382291 R)°| WIS HNetEE FHGKACH,
202214 2240 OJOIE WY S T FFY 0lF BUB MY X0 LY YWY AUOS HA

rooee ZEE0| OIZAS MI3AF HO|X|= HZoIH 2F 7t O|ROAI=S of= 718 RE U4

KRIDI szzzvenga | 2



2026 S=H HIO|QPAMY & | 2026.06.08.

Sddf- S| HESHA LA M-S AERH HE}

« 0|22 XE5I3|(Drug Information Association, DIA)” 224 0| M2 20258 NMPAQ| Al oJokZ
50 e &7 MESHK(Traditional Chinese Medicine, TCM) H2| 7|& 1207122 A Z[x M| XHSE
7150t C, 0] & 61712 S=0UAM MA ZE==E AH SPVIE 22 E=5C= 70| He MY AEE €09
=22Y MO 2E &0 AFLE 2ot ASE HUE
* ooz, o|z|7| U FEH O[O SAT HY B i MUE 22 HiYe 2T} He

= o Sl Ao 43122 HE 57| UiH| 59% 580l 2H 0= 2024E
HA S A0l 48201 sHots X2 =9 MM YA X S {7t FRHOE Ji&etEd USS
LHEFE

- 2025\ 128 7IF NMPAGIA 0[0] ABIAIAOE 2305 AAOIR OIOHE 449F ABFIME OIOFZ 170Z0)
SOIE MEI2, MER H21ES A0S OOfE AU 24 U SIFHWE IR AL 79 Y SHA AL

- —

710 e KXotz JHEO| ZILE( 2 =Z0f Uiet 228 MAAML FA RIS MPHC=Z Helol=

2o} st LS n2aa
. 224 diIHle 2 QM SA| M Mst Jja
SALAIQH IAEER 47§ H2 R[5 fOEFE*_‘ fL |7_<6;'_'1L 4 S M= HE OH
HOF BA| A2 54
STIHE A0 OOE A0} A} 29 SHHE HOf 7 AY SHAE MM DIEZ 9 4 20 Y €4 89 4
bl EIOE QNN &9 J)Zt 2092 TES L .
IAA| - Aok 1y |2 1 I3 QIAA|SAEN| Y AR 4Q 3]
BAASRIY S (o oisjo; 22 ma A7 201 33 NN AE 42 &
~ B _ 224 229 W & = QIEFTHEIAAL 7|21}
GNLMY P SINE WANE 28 T 54 9EA B Tls Ton SPo R, T BT MRSt JIE
(e e == ;—'— S o
oojol ootz mapm B3 N FHTESCZ o2 At Al A 2002 HRbtth BA Health) AS 2YUD Health) S
SO TR ST oo pg o ZHES 7Y F4 HIE 57t
con 34 GO ME 6ESHE AMB A0 A% 3R NS S 37 /200l e Al KAMYE 53
SR ENN X B35 SIAL LWOM [
& Hat Negd 224 S

[XtZ] CMS Law, NMPA

of=0] FA-LAX AR

o AIZO|OFZOIKZ| (025 Mg9|grg%71|043(?ﬂ|27§)ﬁ1l M=™W 20249 st=9 E= AUEF FYHX=
49 57342 Z2{(ts} 6,814 8,6902 )0 Hol2M, 2015EEH 2024E7KX] 1087 &4 SN A=
hE S M3E

o 5 SHEHAHI0|283|(Korea Pharmaceutical and Bio—pharma Manufacturers Association, KPBMA)O|
M= ™ MA 7[=0|™ AL S 7|”0| XtX|ot= HIS2 20209 & 4%LH0IA 2025 30% Oz
SHEACH, MXH Q] AHAE &2 Bt HAEEM Z=2 HNets S5 AY ME ZYS O 7tk

Tef =W 71”2 ALl Yo HIolH 28 H=t MdE AWAEEN A2 ME Jts 55 4 AVIE &=

=0 ="

IIELIARRIS] 2{0[MA OFR(License-out) Aol XA X8 By S 28X USS SAM 23
moot U

« 35 QEUHLMMCDMO) 2t ZMO| BHalE Tt MRS 28 IEKE WSS of2s Y T
S04 B2 SENBAMCOMO) JIRiTel B BAY HYS MEMos HigEozM 2 Jlgel 5
LELY X2 MAHE SA) 2ok w42 Hge

KRIDI ¢zauneny


https://cms.law/en/chn/legal-updates/china-releases-comprehensively-revised-implementing-provisions-of-drug-administration-law
https://www.nmpa.gov.cn/xxgk/fgwj/flxzhfg/20260127172639127.html

Vol.592 | GLOBAL BIO-HEALTH INDUSTRY TREND

| EFOCUS |
CHIES BkS Mol
HE ASN stHo| XX HIURQl
o MEZ M21ZO| AR SHE Y H22Z9| UMAIY HlOlE BSE THA X2 2701 MRS NMPA 54
AN ISt UN SHA AsH 0j7{L|F0| OfA| i JC|X| 42 AMEHO|OH, 20269 &) o 43S Tglst
rojof QUMAIE HIO|E ES Al ZX|(=QN), 2 Moo= AMAIE O0|E 2& P2 HRKZECH, 7t HA

=X MY

AIH=0{0F |24 HO|E 25 M9 4540| GEE A2 4 P (&E U 27

AEFS QUYL @SS OHT OTI OAT 3 LA X FII0) 2F TS SHHORM HH By
HTGIGOL, NMPAS Mg JI8XIE 2 Y MAPt M2 %2 Z9 22 Homfel UuHel Mt
YT A} Ol0) AYBH BEAUNO| IEY HOR TIIE

ESt 2B QEMEY PP AZAIL BH 2742 DIRGIAOU ANIE Jts ES W9 ARY TRl MY 2Y
YA AZEMOIE(Multisite) X S5 MA 71F S M 2% XIZ0| OjH[3 ME2, 32 HopMe| AX
A% HZ U MM TE HE0IS £I1EOI Q0 7IZ10] 2L HO2 HYH

* B YUF AEE HE AH 4 ARY SO M IYS Stol STOIM TI™SHA fid, X2iHez Z2lE 0= it

HEOIX

)
-

T

my 2_

t

MANSH= HIx FMz)

=8 A 2Y F &= B3

—_O =

Z XM |&ESl(International Society for Pharmaceutical Engineering, ISPE)0| M2H =22 20174
FNUZFHESHS(ICH) 7 0|F ICH 7I0|=21l 7|& £-S X& st gen], Axdel AdHe
HIOJEf QI AIHAEEZ HHst ALIOIH 25 MH =2 0[2i§t ICH 7|12 &8 528 B XFAOIA
SASH Aoz, SRIIMCE NAEAZ|(World Health Organization, WHO) 2 &9/ (European
Medicines Agency, EMA) § =79 S= A A== 7o AFAMel Jeg 0jE Az 2ME

01>1

0= MEHOIH(Biosecure Act)0| 2025 12¢€ FY2026 =2i4H#HOHNational Defense Authorization
Act for Fiscal Year 2026, NDAA)O| EStZ|0 ©S =0 o2, 22Y Blimore] S Hi0|2EI(Biotech) &
SOet O-5 HIO|R ZS Alst AM0|Q] 7I%0| =29 ML &= M2t fE0A sid He2 BA610 AUZ

Ol

AN
E5|, 0|2 =249l ‘24 HI0|7|2(Biotechnology Company of Concern, BCC) =20 Z&t=E ==
SIED He*””(CDMO) 7199 Oj= A H20| Mgtel= BHH, AXH 9 2 AEME HAlsts 5= L Mt
RO4S HuC=M oy 7IFS0| OI= AY SHS OtAO+RE = H2tole MM ©™eto| 7|8t0| 2
Al= HUE
| EHotH ¥ oS et
EXH| Sy &bt S Hek
ALAE HO|H 25 THO|H 25 A RX|,-THF HAR, Z0] 3 oA xo UF ZTLEY Y oA ME O,
ot¢l & OjH ¥ HAN HRE 712018 A9 Hi0|H H5 &g A HE
AN S8 44 AOHaHEE =8d o8 M4, FHE X 27 ¥ SEdE Y OF AN =0, E= AIF TY Ereiel
21 23 itz NMPA 4 #8 9 HEH
B AEmE HE 27 22, M8 F3MY 2EOEX A 7IF NMPA 24 XE 28 ZUHY, I AE7HEEL
2% X 2 0=y 7|99 = MELY M MEA
0|-% Ho|2 MEROM FT-Z= WM 7|X K&, 229 YOO 05 A 2A3 22 2], = AF dy 03
4s st = ¥ 71t =2 = SaY Mo 0| £
23| 28 Xst OjY ICH 7| 238 N &, WHOEMA & ZH7IH ICH 7io|=2tQl 7|8t aHiel A4 HA Al 52 XHE
= A NBE HIF O ME 2d AN HE 923

[XF=] CMS Law, NMPA, ISPE, Ropes & Gray, Pharmaceutical Executive, Fierce Pharma

[EX] CMS.law, 2026.05.19.;2240|7=9], 2026.01.20.;2A22, 2026.02.23.;MEDI:GATE NEWS, 2026.02.23.;31Z=Z4H|, 2026.02.24.;
DIA Global Forum, 2026.;AZ2/QFE0MA, 2025.12.23.:2A8 2, 2026.03.12.:NMPA, 2026.01.16.;NMPA, 2025.03.19.;ISPE, 2024.03.;
Ropes & Grav. 2026.01.30.;Pharmaceutical Executive. 2026.02.11.;Fierce Pharma. 2025.12.09.
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Roche chairman calls U.S. pharmaceutical tariff policy ‘blackmail’

- AQA HUA 24(Roche) 2&0| AQA QIE2(Interlaken)diA S AA AKX EZH(Swiss
Economic Forum, SEF) 2026’0A O|=9] &N MME ‘USsH HEPO|ZtD ZE =7 H|EIHOHN,

a
023 £20| BERoZOIL 240 JH 2 NHEN 92 A0[RI Y

L OI20] BN B3 9T ot olst
[m]

- 228 Y MU L0 SHHSZ D=9 &M FHMS gE'ez 8% A2 OlA A=,
Ol=e] o7t g Y4l 222 MFAES] Ol &= 2X[0f| Ojxj= 0| =53

[msn, 2026.06.04.;A0L, 2026.06.04.]

‘ m oY, M2 &5 FUCE 127| IFLISML 12.1% 5=
Ireland's GDP falls 12.1% in Q1 driven by sharp decline in pharmaceutical exports

- OrY2HE ZSUEA H(Central Statistics Office, CSO)0| 68 4L 2HSH XZ20| OEH 20264
127| Z2UEMM(Gross Domestic Product, GDP)O| M&Z7| UH| 12.1%, ™ME S7| U] 17.1%
AWOM, Ol MAAIS0| O1=F AN Bl ™ £E52 Y7l ZEE=ZY(Frontloading) 22
gaE AHd £50| HS0te= o ME oY
* M 2 M SUAMSO| ML HEE o S AZA HHMELE hSot= M2
P S MY B20| M27| iy 35% ZAsStY GDP si&s FECM O=2XN 7|1y IS4
22 HHes 27.1% |5 ¢EH, W SAVY 3H BFE2 04% HF0 £3EE W o+
(Modified Domestic Demand, MDD) = 0.6% Z7|5l OlUUE X2 AX= 7AXSH S22 QK&
* O=A 7|9 XARfAH-SE7| HE SUE MQst OfYHEe] 4 W A 28 S8ot= XE
- OYHE GDP X7t O &M FMR=Z Ql5t0 YAELR Z 20z APFE £ UM, MY =
HISO| =2 7159 X A M2dL S5 otdd 27t IA e=A2l =9 iz £24E

[Irish Times, 2026.06.04.;lrish Examiner, 2026.06.04.]

& 012, ZHEE ZA ZAZ 600 AR 2 H3t 25

U.S. proposes new tariffs on 60 trading partners following forced labor investigations

- 012 2AiEL(United States Trade Representative, USTR)7t £ H301ZX(Section 301)0f|
Z2H5H ZH-=(Forced Labor) £¢ It ZXIZ2 O0|5HK| %2 6070 W20 10% E= 12.5%9
7t M RLE HQRHOH, oA 3 02 78 6Y2 U2 § =87t o-E
23y 2o YO Oel 0T PUUBLUSTRY} B2 XX FE 4 Y HBS 20l I3

- AHLUCH AHARE AEU § ZHLES £ 2X| ZXIE A S0[7{Lt 0[S 245t Z7H0= 10%,
AET N AYE ASE & LHHX| XA IA=0l= 12.5%7F HEE

- 0|70 &M 2ot 2A
o FHE01 25t

tEetE ACE AY

Ol oA RS ZHREOZ S D 22 2
1T

O 781 UM, ofF-=/7|E ZEget =M WY = AHHO|

ox M

[Yahoo Finance, 2026.06.03.;Supply Chain Dive, 2026.06.03.]
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India and the UK discuss 3% medical device tariff reduction to implement FTA
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U.S. and India eye tariff relief as trade deal deadline of July 24 approaches
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https://www.healthcareittoday.com/2026/04/07/the-ehr-is-broken-why-greenway-started-over-with-novare/
https://www.healthcareittoday.com/2026/05/20/how-physicians-are-using-ai-to-improve-care-and-coding-with-navina/
https://www.businesswire.com/news/home/20260519124986/en/InterSystems-IntelliCare-Becomes-the-First-AI-Native-EHR-to-Achieve-EU-Medical-Device-Regulation-Certification
https://www.newswire.co.kr/newsRead.php?no=1034898
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[Healthcare IT News. 2026.05.15.;Medical Buver. 2026.05.18.1
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31 01z AAKE
* HREA T2 50| ABAY A7I5Y AAENS TIECR NHSIE Y U ICT HE 22 1Y

- 2026 M2 O SBEd 7Y C’_Ee(ln’teD o Al PC EEES 7|HICE St ANIE ZHIY 2=
IIAH|0|M(Workstation) WMP-2xU Al2|Z=2 ® M CHH| Al A2 300% SHAMAIZ|D 22.5TOPS
(Tera Operations Per Seconds)”2| Al ¢iAt 53 &yt

Al O 5B LIS D92, £3H 5248 O B Al HI2 2| HAY + AS

- WMP-2xU 6.8kge| =& AfA|(Chassis)0l £H T2 A9 A|AE MYUS TIX| 410 HiH2| 2ES

(o)

THE 4 QU 71500 FAY(Hot-Swap) HIEIZIS HSol0] 12417t 01y @1z 280] It53

- ESH ESG(Environmental, Social and Governance) Z&0IM A3R(Reduce-Reuse-Recycle)

X&7Hsy ®M2F APVC Z2|(PVC-Free) &M AMER 7Hs I ZXIHE MR5I0] 27|17 20k
Hetg A 7IEs dEofil /S

- AAl 85 AOIE3d AXEtsdE SM0l S5oke 9=8 FRE &F40 st 27t =0HKl=
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[Taiwan News. 2026.05.21.;BriefGlance. 2026.05.21.1
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https://www.healthcareitnews.com/news/asia/singapore-develops-diabetes-amputation-risk-ai-and-more-briefs
https://medicalbuyer.co.in/singapore-develops-ai-that-predicts-diabetes-amputation-risk/
https://www.taiwannews.com.tw/news/6367257
https://briefglance.com/articles/wincomms-ai-triple-crown-redefining-medical-tech-and-sustainability
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Hef-olg7|7]-a1dE
EMA-EC-HMA, ‘ACT EU’ 20300 =& 24 s A 27| HuM LE

AL EOFE N (European Medicines Agency, EMA) AR ’él%”?l%il(European Commission, EC)
ASJFEHAS|O|(Heads of Medicines Agencies, HMA)7} ‘EU YUAAE It A 2l(Accelerating
Clinical Trials in the EU, ACT EU)” 20304 2H 94 sigt & 27| HIME YHEFOH, MY HS
= 200¢ W =X} 2R H|E0] 40.5%=F 20308 SHEX| 66%0 A O)X|X| Z2gt
EUZ} 2030E7kX] Ch=7F QAAIE 50071 712002 W At 2 HIE 66% Hds SHZ FXoke UMAIH 743 A&
712 A7t "o CHH] 19749 Ci=7t LMAIR0] F71 SIHCD, 2026 127|012 20842 4+
QUMAIE AHO| UMAIE HEBAAE(Clinical Trials Information System, CTIS)O XHaSioLt 0l=
25| A &2 0|F AOIE 2dst HAS 28 Yxs M| JUS
XA sl 2012 &0 0|7 2Y HAQ 2EHo A, &E 78 HUaEH IH AT M=
(Interna’uonal Council for Harmonisation, ICH)e 2% OE!O*A|°4LPEI7|¢(Good Clinical Practice,
GCP) 7HXQt E6(Revision, R3)” O|F4 7|&E 2|A3 29I X2 =
QUMAIRS ARZN 23 ALOIE MY AR MM HSE 2fst =X BEECE, 2(A3 JHt EF 22t OXE 7| €8S
Patc] I g s VY PSR
EMAE &% 27|18 HIME Soff 5B 24 dgES N& ZUHIY oF0|H, EU HIO|IR7|E
(Biotech Act)” I G150 CH=7F AMAIY &0 HXt 7t4312 X Y
EUQ| HIO|R 7|z ZHdE Z3stE Plof MOt Hoto=, AMA o7t Hit 2tast & M ojoks M2 M7t MY
O E1M= EU & A ststoe S+otd & 29 98 B=0] 20308 sH 249 =0
H o, AEXM(Sponson)? MAEXQI AOIE &M & 2|AT 2| MEf0| A
[EMA. 2026.05.20.;Clinical Trial Vanauard. 2026.05.21.]
([0 Hi0[0], LIES THY Ot FXla UMM ‘OLEZAIOF FDA SMAAL XM 2
- £ ZZ2Y HYAL HIO|0{(Bayer)Zt HIAXMTN 5&A  LHZZ(Non-Cardioembolic B
. . o — A
EI:‘— OI_lA'I 34 "iX} Oo
Ischemic Stroke)" o e E—.(Trani*ent Ischemic Attack, TIA) |= BAYER
HES MY S flet 48 FXIa(Factor Xla) " HA| ‘Ot==IA|2HAsundexian) Of E
CHaH O1= AIZQloF=(FDA) M AIAKPriority Review) XIHS &5g
A& 2010] Ohd 59 U BHZNULE SO HHUBO| 5 LMl HZE R
HESI FARSH SA0] YAHOZE LIE %5\7 P ARRIKIE HHZ, HES Ydol st 341 s
X EN HN0) BOS HY ST Nz B3 SN2 WEDIN BHS ANl W22 BN
Rooet X2 7 7tsg0] U= 2L %Oﬂ FDAZ} 20jolz @M= XIFO=Z, AL 712t8 1270H0M 67122 HEE
OHAGIAIOLS QIAb 34 OCEANIC-STROKE Al& ZIIE 7[WIO2 1i Q&4 oMM HIIXHEE B5
ZZ3OMH, 0|2 =56 A AEM(New Drug Application, NDA)Z HEoI¥HS
S 20234 HIARMTM SN HES oY 7t XIZMHZ FDA IAEE(Fast Track) ~ XIES
2S5t H QOn O=F0M |ZE o 798t 5,000H0| LHEFSS 4o h_’_ 0] & 9 23%7F A
LHESOE LHEF MEAQ of 5 = 1H0| 53 W NS d3ol= 0155 2=z 7t F 39
N2iEh Mg KR EE 01EZ R 42 84 JK5H0| U OIFE0| FDAVH HOSHe MY T KO, FDAC| HIvE A
2 AAF EXt X[E SEf0] FOIH
Ol FDA 24&A XIFEE &9 =S zlAslolHAN @S AMicl= ME22 FXla AHA AZ0| 7|1&
M Xz SHAE F=ol= AML HES MY O Xz SHCE FHotl USE E0E

[Baver. 2026.05.19.;Yahoo Finance. 2026.05.19.1
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https://www.ema.europa.eu/en/news/eu-tracks-progress-towards-2030-clinical-trial-targets
https://www.clinicaltrialvanguard.com/article/article-deep-dive/europes-2030-clinical-trial-targets-are-already-falling-behind-and-the-clock-is-ticking/
https://www.bayer.com/en/us/news-stories/asundexian-in-patients-after-a-non-cardioembolic-ischemic-stroke
https://finance.yahoo.com/sectors/healthcare/articles/bayer-granted-priority-review-u-063000177.html
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F_I

El0] 2O|4XE &8st= ZZDi(Photocatalysis)” 7|2 1HF
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NEROn, 7 Hik= =H| &&X| HOIX MEAA(Nature Synthesis)Ofl AHlIXE
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e A 01588E F 7H EE*BE Efolra SRIE2, ol g9 oy £ 22
7 7
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ChSH SR A0) HH0| QUQiOU, MRS WS YTS(Alcoho)-0f(Amine) S CIYS 715718
Si85101 B THsSt BALO| MlS R SO

o 230 SIS SN WSS AXGIE §Y BN T HNHOR, o2 2RO ARS ANHY AN HYH HS 0

- 0] GITE WYX BRSO JIE0) HIGH| oY DU 2XE §8X0Z NGt MERL

[ScienceDaily. 2026.05.20.;SSBCrack. 2026.05.20.]
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https://www.sciencedaily.com/releases/2026/05/260519224332.htm?utm_source=chatgpt.com
https://news.ssbcrack.com/new-method-for-producing-high-strain-molecules-could-revolutionize-drug-development/
https://www.harringtondiscovery.org/news-media/2026/05/19/harrington-discovery-institute-researchers-identify-new-drug-targets-for-hard-to-treat-cancers
https://www.newswise.com/articles/harrington-discovery-institute-researchers-identify-new-drug-targets-for-hard-to-treat-cancers
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Biology)0l MM, Ol= MRGPRX4 FAEHZE= Ao M8 715d0| USE MA 2= AtHY
7 u]

S|
(HEE ez HE S50| U HEMO AUM SHE0 2otz Ty JIEELR, JIE XIrE0| 25E0l0 0155 9=
A
T

27t 2 9o
* Ot 242t NZMEO| X2 WUHE= HEM UK Gt Zet £8H(G Protein-Coupled Receptor, GPCR)
e 28RO JIN B2 oNEle] 28HE HIEY NHZ XSS BU2, 28HQ XN BANK N

FERK

- HEP-507682 1X2|z AZ2|d(High-Throughput Screening, HTS) N
(Structure-Activity Relationship, SAR)” ZXMglz wWZHODH, 2 XL FARS0|Z(Cryo-Electron
Microscopy, Cryo—EM) & BMO=2 MRGPRX40| Zgldt= AH| 7|HE B

I
Jm
el
b
Q'E
o
>
i)

e SF-AUDE T SIBIZS AIS3E MAHOR MAPH HAGI 27| $EEUS WIsts 7)Y
o siEI2 0] SSIE X st MBS B0l DIXls YHS BAG0] A4aS ANl oofatst AT WyE
- L5 MRGPRX4 QIZtsh # HEOM HEP-507682 FEA Y 7IH235 ds2 Lol ANMIACH
F-Es0l e MUY AST ARE AUAL ABIE AATEUM LSt 2t} 2ol
- Ol A= JIE X2YO| EESYH SEYHY JI2SS 200IM MRGPRX4E BXHOZ i ARK
FAEML M22 Xz Moz Bdes HOF= A=Z, GPCR 7|8t Mof W0 Hxld T
teigd G9e= =HyE MYy

[Nature Chemical Bioloav. 2026.04.09.;Technoloav Networks. 2026.05.19.1
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[American Heart Association. 2026.05.19.;News-Medical. 2026.05.19.1
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https://www.nature.com/articles/s41589-026-02195-0
https://www.technologynetworks.com/drug-discovery/news/smallmolecule-drug-developed-for-hardtotreat-cholestatic-itch-412732
https://newsroom.heart.org/news/new-smart-technology-in-a-wearable-wristband-may-detect-cardiac-arrest
https://www.news-medical.net/news/20260519/New-wristband-algorithm-detects-sudden-cardiac-arrest-with-high-accuracy.aspx
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EMA WX, B8 %7 AIAY HCLA FDA 37t 3 X &K g 43

0= H3Qu 2277 7|8 EMA MX|Z(Trax Surgical)o| FDA 510(k)
712 S8t =28 WIH(Suture Anchor)” AJAEI HCIHAREDIFIX™)E
2§85t A HI SE2(Mid-foot)” M A& HBMOZ YU=FUOH, FEoE=

71712 At ABE ATIHO| 805 ZRHMO| L4310t HEl TRAX SURGICAL
010] of7Hel Q=7|7|2t HEMOZ SSYS YSotks LA2Z FDA MY Y oP7IE e Ext
YE0t S AXZAES o FoP| ol B0 Heotk= A O[AMY o=7)7]
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USRI YRR AOIO] QRIGHS U B HOIZ, T Al AE ACINE TSN BY Al HMES BASIE Sy 2x
YOlmAS Qe MOIM(Distal Implant)?t 2QE  MUM|(Proximal  Implant)™ 7t ﬂ%*E S5}
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[PR Newswire, 2026.05.19.;0Orthopedics This Week. 2026.05.20.]

O|ZIE, ISO 22716 7|dt SI%=E 22X 5171 7|12 L3z 2 =2YH £= AWy o =
O|HE 4AME ZH#O| 3HE 3% o7t Qg IHMEES|F(nternational Organization for
Standardization, 1SO) BSEE QAMEZ|7|Z(GMP) BZE ISO 2271601 A HWHel= HHS

SUYCH, MEASHAHE 2ol 48 16LRE 139 70| 7[2H0] 20E

SEES AER AMZE AZEHE ARE AFoH © IFEUM AHG FHS 2oV flEt =24 BELR, ® A =2 EE
A HMAL VECRE #8E

0|t 7HES ARl 57} ZtASHH(Industrial Licensing Facilitation Law) 0l M2} MZE AIG{7H 3
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[Dailv News Eavot. 2026.05.18.;Global Cosmetics News. 2026.05.19.1
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https://www.prnewswire.com/news-releases/trax-surgicals-new-suture-anchor-system-implanted-in-first-patient-302775996.html
https://ryortho.com/2026/05/trax-surgicals-new-suture-anchor-system-implanted-in-first-patient/
https://www.dailynewsegypt.com/2026/05/18/egypt-tightens-cosmetics-licensing-with-iso-22716-standards/
https://www.globalcosmeticsnews.com/266146-2egypt-introduces-iso-22716-standards-for-cosmetics-manufacturing/
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[WHX Insiahts. 2026.05.12.;Travel And Tour World. 2026.05.18.1
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ddd AZs deole EHES A5
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[The Manila Times. 2026.05.20.:New Straits Times. 2026.05.25.1
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https://www.worldhealthexpo.com/insights/healthcare-management/uae-healthcare-licensing-reforms
https://www.travelandtourworld.com/news/article/uae-streamlines-licensing-rules-to-attract-international-medical-experts-and-boost-health-tourism/
https://www.manilatimes.net/2026/05/20/tmt-newswire/pr-newswire/malaysia-healthcare-travel-council-mhtc-strengthens-regional-engagement-and-malaysia-healthcare-brand-visibility-through-malaysia-fair-jakarta-2026/2347926
https://www.nst.com.my/news/nation/2026/05/1447801/malaysia-healthcare-deepens-trust-among-jakarta-patients-through
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[Thaiacer. 2026.05.20.;Travel And Tour World. 2026.05.26.1
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[PR Newswire. 2026.05.19.;Yahoo Finance. 2026.05.19.1
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https://thethaiger.com/guides/best-of/health/thailands-medical-tourism-recovery-and-rising-demand-for-cosmetic-surgery
https://www.travelandtourworld.com/news/article/p8tpkxhwcz9c/
https://www.alliedmarketresearch.com/dental-tourism-market-A74545
https://www.prnewswire.co.uk/news-releases/dental-tourism-market-to-hit-21-5-billion-by-2031--growing-at-13-9-cagr-allied-market-research-302776069.html
https://finance.yahoo.com/sectors/healthcare/articles/dental-tourism-market-hit-21-104100281.html
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https://en.nhandan.vn/viet-nam-japan-step-up-hi-tech-healthcare-cooperation-post162317.html
https://en.vietnamplus.vn/vietnam-japan-step-up-hi-tech-healthcare-cooperation-post343056.vnp
https://dig.watch/updates/who-collaboration-with-kazakhstan
https://qazinform.com/news/kazakhstan-and-who-discuss-expanding-cooperation-in-primary-healthcare-and-health-system-resilience-396eca/amp
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[Medical Buver. 2026.05.20.;Diaital Health News. 2026.05.21.1
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https://news.az/news/china-and-russia-deepen-cooperation-in-healthcare-across-medicine-research-and-education
https://news.cgtn.com/news/2026-05-18/China-and-Russia-Teaming-up-for-better-health-1Nf4RmEurUQ/index.html
https://medicalbuyer.co.in/india-sweden-to-strengthen-partnership-in-healthcare/
https://www.digitalhealthnews.com/india-sweden-focus-on-amr-digital-health-telemedicine-at-bilateral-meeting
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https://www.diaglobal.org/
https://www.diaglobal.org/
https://hlth.com/events/europe/
https://hlth.com/events/europe/
https://www.worldhealthexpo.com/events/healthcare/miami/
https://www.worldhealthexpo.com/events/healthcare/miami/
https://convention.bio.org/
https://convention.bio.org/
https://inthealthcareweek.com/
https://inthealthcareweek.com/
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