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[EEDX Z 4R S, AiE IZ OV T EREL O 22 Z N RUITH
ZE, BEICOWVWTIZA I R_R—= g T TIE R, EnEHET A &
DIFZ DT DEZ HNT A LRPROID T Z E N RFLIRGN
F L, FRMHNA - a7 T4 7 0 2 NTHOWTIEFMEM: & X o1 &
LTHAx R A7 ~OF AR S E Lc, ZTHEDHRSEZRM L WAE SR
THEERBRERY ZERNE, 2085 RIMEIORMRIZB VTS KEI723
DOOOMEZ (B, Filfl, = —F7) 2B~ T, BELHOISVE L,

4. FEFHEH

RREAENDITEMERE LT, 1QSO (HLEEHMLHE) LA LT udR
KILwsF A M THL T TH, ITH, MM THEZ L TERERNE
ICOWNWTHED TR &, BICT RN RAa—2 L L GREER OIS T
e A RO DI A R EBEEE LTV el &E E LT,

B CITAE LR HET 27200 F — LA TRV MIe &V 95 4 % TofE
I E BV REL— LR EITY R T (RiEE7R b OPEE UL (=EREL
GIZTEZL ODADEDLIEE) RHEEDET L) ICRhD 2PN RINE
L7z,

ZDOV AT EZPRT D OIIE, EEEEEEENERRERAEEIFICRHIATE S X O kK
W AT DA T HMENDH Y, EFRRES TR E TV BREF oM, mEREDOLE~DH
FL A Z FERRAUIC LD AN D FHICAMEDRISEHE CORLY fLANEE S TRV E & £ L,
BURES CIEBIG IR T 2 EROMRICITERRE IO K22/ VIR TH L2 b DD, 20D
HEMEIC S WEORMITEEINTBY, 7—A T N—T T xz— )b —7 2 & LI-Axt
RORMPEBETHDLENH ZETLE,

BHORBIIE, BREENY — FER TV o REELEETEH (CQSO) HRIMEN Z L E
TAFEFEBEINTETEY, SFEEOHRL 71 TIHXCQSODILEAFIZH TH Moo & | TE#E
e L RRPEERBIRE L OB R Z L ARICEREN DY, AL T a LB EOL S
BFHIEVWI Ay —VARTHEE LT,

ZLSA N
5. AN A=

RRIEAOEFHREAEE 2 COFRMSLimE ITTEFEZNENN 6242 TREWN
mrE, HEAMLEEREED I —F 4 XA MTTITWE LT,

AREIEA L T aOZ %O 7T o — MERZITIZESE  Te v U sy o TEG ORI
(EWES, %5 JTRMCE TEERE ] L Wo - —TU— REHIH L, 2 bIcET 538
BIZOWTIEREZWEEEE L, UFIZFIELET,

CEPEBEOE YU Ny FEAITIE, VRAZOHEL LI E EFE 5 TWATD, BRSO
F CEAIATeZ E N EH
s BEx RERBGICB T AEICOW TG A R CHT 52 LR RKRETHY ., D7D
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IZATEN L, HET A L THATES Z EBRLB D

I SCENBIG TESTIE LoD HATHE LI EEZXLNERH D
CEEICONWTIEHMEIN SR SN T LE, JVEWEENRLETHY | ABRKZRT 52
E N

CETIIATET L2 ENRKRFETHY, FIZIEEROE - BEFRFMERRHLOTHIML
TH LW RIENE20244E11 A 29-30 H 783 7 ¢ 2 i CRAfE)
cRBELLTORBNLDOROEIIZ, BOFL L THRD ZLEER D ENKRE

BPICIX R RYEAE LV 10~20F-% DR O R KB OV COMAYERT ODXIZ 3517 5 B #1
HHEF e TR W& DXEERT LD T Ty P 7 — BV R RUITHY ., Zh
FERNSHT D060 FE Tt 2 1D, EFREROESANRZTRENE S 7
DN ONTigamW N eI E £ LT,

HBREORT
KB WAKE ZHE  S8E AARE BTHE

6. JIL— T3
RRAEAOKEMHEE ML, B 1M x
TOZHETIT N =TI INTT 4 A vyarz LT
Wil Ef L,
(IN—TITHETHP LM ETT & L)

= &

JI—THROET

7. ZENLOFRE
TInEERR
FHIMITHL T BICIBIMESNRERD N« & ORI Z &R RN
TRER L Te oo Z L0, RRIEL AR M C ORI PERLICRET 2 fhoms
B (28] O T & L CWie 2 &, EERPOH SN I FRE LB RLOE
FPEIZOWTH Ttk L,
BEIIRBEFEER OB OMWMEIC T Y — U RLRHBEF{RTIERI T
3
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&)1

BI7E, PMDAZMERES 23 T A2 Th HDMAJIKIRAT 0 V=7 kO
EiMmEL LTIRBEShTRY, Yoy =7 NORNELEZ TRV
&, TV EICERA 2T ICBIMN I E 0O TH LN ToSHENT
EBBNLIZNEDZ ETY, Ko, HEEAAN—LHEERLDOZLTT,

EARE EANIEE
BIfE, MDPROIZ CTHIZEIEEh 2 SN TVWET, AL 7 TOFVOEE LT
ERLZRIZELERT-L, ZOHBENEE L TEERRICBIT 27 7
0—FIZDONT, BFL L TOHES BB ASCKKROEFRKERIZONTDH
Sk, SHOERZEFEHICOVWTH b E L,

FEME Y v — T 551225 (SUMMER) IC CIERZ 22D S L EE
RO ZHE SN TVET,

8. MHl=

IKGREREDND THRE L WD ZHF 2 W72 &5
EIE Lz,

HIREFE, RMBEILARNP D HEL DA L O
EIRLENTWALZ L& UE L, &, 7 —7%
HEOFEFRIZOWTE TG0 2 12 ZHEW=T7
WD TER, BBICF2ZR T T ZEsRfE L Tn
TclEEE Lz,

Fo, TEMaN ERIOFE A b b AL T g
Fh~D THIEZ RTIENNT A L R EWEEEE LT,

KEICHTRIAEBRE NSO THRE L EREAEND b
TR NN EREENTL,

EREDHF

9. Kf&IZ

HHTaDT RN A=A IHOTORBTHY, 7 R ZA5LWTR 7T AIHEKS
Dy, FleH b T OZEE, REA FTTETD ERREZ OBMEIZLE > TO A D
etk aon, EEME LTUIALZLHY | #Ein, MafZ2ERTYH 202 E L2, 4
IEERLROBEN G RZ T 2EZ I L, 22 RRICE I SRITFT T Do, Kbl
Z BN, Fox BRI REKENIMA DT HONT, EHEOBR CTHEMmNTEIRY S, 4
W72 B AGER CE DO TRV E KT TVET,

EREEDO LIRS E TES 2R QW& F L REEAEICLD TEHH L EFE9,
Fo, Bt E LD T E S oeHFALR, Fmazik LT TS o ofimd OFRRIC
JEHTHR L B ET,
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THEENRELCBLHDOFT LY TREBVELEEE LN, 2072 ORBREE LT IIHE
INTEY, REELBWET,

RIS HROVITED 30 ZHE COEOR (EFE) D AMZZRN O, #itD AMEH D
BELTEREIOT RV Aa—RAIERELOI LD EMELTEY £1°,

L% b MM ZE U CaEED, BENCEZ 20T, EREREEROERICORT
TV, ZOXIRPITHKRD L5, AOETmafffi L ThE e BunEd,

LRI ZBNINTZ 2N TR AN D TR bR o ERRIC OV T, AH%O TR
BEITEL TR 7,

BHBRDERTE
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4 . ITEL - R &4 - h
VI 2222222222000 00 02222 022 A A A A A A A2 2 2 A A A A A A2 2 2 R A A A A A A A2 22 2 R A A A A A R 2 A A A 2 AR AR A2 2 e
\) Ny SN Vs
GHWPAHE RS
~§27n GHWPAERBEB L UTCE SO~
EREEKEES ZEE PIH Ma)

(JIRA/ F¥ ) U AT 4 Ny ZT B A(R)
[ ] [ ]

1. IZL®HIZ

2023411H27H (H) ~30H (k) IZGHWP (Global Harmonization Working Party) @ %
7[RI KR 272 5 ONZTC (Technical Committee) x2S, #K[E TH 5 HEO By CRM S
WE Lz, HRIXFEFE2HICGHWPIZME LT, B4R, EEROREKE D4 % E
LTEMT 282G ELTEOT, TICZOMELZRER L ET,

nB, FRBERTOREEE, B LOVEKRLEICOWTIE, LFOURLTAFAHETT,

http://www.ahwp.info/index.php/node/931

TR OCE

http://www.ghwp.info/index.php/node/263

{.:f & v 20236
27th GHWP Annual Meeting and 27" GHWP TC Meeting

27-30 November 2023

shanghai International Convention Center, China

2. GHWP X%

GHWP L IX, 77 a7 7 U J7 « BRI - FEE KD 6 D34 77 [E/ Hids (5 27[EFa #4171
THERR S, EIEHERS IVDOHFNC BT 5 7 a— LRIk L Fifno 7 7 a —F 2B %, H#
TS DM T, T RO ENTZEMZRENLT D 72D OB EER O A HORE B IT . B
R L PEERNPICERRBRER L LTIV MHATWD & ZAR, Bl S ROANPSZINT 5
IMDRF & K& B7pn L 2 ATT, IMDRFIZX T 47 V7 oz A E L TR S
AHWP (Asian Harmonization Working Party) 23gi8 T3 23, BfEIISH% 7 0 — Uik
KLTWET, WG (Working Group) DOERCOTEEIAR, Bl SN 7o SFOFEMSEIL, LT
D=7 YA NTHERTHIENTEET,

GHWPE — AL R—

http://www.ahwp.info/index.php/
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3. FH27EIGHWPEKMR 7 b ONCTCa# A 1%
3.1. 2
21 20234E11 A 27H (H) ~30H OR)
1~20 B : ERBSHEAE, v 3o T o - BT 4 7 (EHR BRI oM L PkEk)
3HA .  TC&# (V—¥—2i. WGIRBIHE)
4B ¢ A Uik CRuid, BIEER - Vo v AN —E . BEERY . KRR

3.2. Y5t
by (PIED . E#EEBRRES

4. B
41 1~2HH
A O2H X, §EHOGHWPH EXu Jinghe[ X O H W& D,
GHWP O BB A ARFR I 1T foe & . FOBTH) = B as Bl O pg 2 & Pkt &
?*VK%¥NVT4‘EWT4/7®t7V5/ﬂﬁbﬂibko
4.1.1 GHWPHERIS AR —
[GHWPHRISHIAR © #f D~<— 2 MR T % LEL T, mARy b ‘
Db, ATZKOE K, ERESRSE TO3DT Y & —Hil, an
TGO IR FHT A S T BB 2 560 2026412 M)V 7o BG4
L EFREEEIZ OV TR T E L,
412 ¥R T 4 s ENAT 4T
XX/ \TT 4 - EAT 7R IHEE2BHBE TITONE LTZ, HOT—~ThDHUH
u\%f'a BN RS R ClE, SaMD, FUF AL A ATBRE. aR -y MEs, 3DV v
—HgER. R ERERR 7R B2 oW T, EEEROFEHIFEIT, Y ROBHFR L & bl 5#
&%%a@z% U A M X5 HFIEA & BRI 28I W ToFREEM TV E LTz,
22 HOT —~ITIX TR E RS O BRI ) S B o, hE, AR, #E,
SUHR = BT UT T ET OBUERY R K DA HUE T OIS O, R
FIZ K D 3 v T O FFTH ERBERR O BB F BT OB, HHIRRE OQ&ANMTHILE LTz,
HAROHEFET ClE, BE = IR ERREE 23SAKIGAKEIZ DU T S 4L E Lz,

Xu Jinghe &R

SAKIGAKE (Forerunner designation)

[Standard Review
1

27t GHWP T G crsmn s ZI eerns SN

FY2

Annual Meetlng :5,&:{:;.,1.-[5?;:»\]

Innwmwmm ¢ SAKIGAKE )
RaNre of The Merareut o Saproste method

soch-maiing
3 Severity of the target deease

3 Exvemely hgh o &qud«,m»muwﬂm

4 WIInGNELS 80 4y itenm tor earty developmont and tubmission for approval in Japan ahead of the reat of the word

Exd SRERREER
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n

on i
T Medlcal Deviceg (image)

il'l‘?l alions die o Number o
atlents. patient backgmund

Approval

Clinical Trials

Pre-Market

PMDA HT#BEB&E

3OHDOT —~ Tk, Mz EtET 280> —n) & LT, #lfHt o FARy 27 2, RWE
(Real World Evidence), BIHlERE U Z A4 7 > ARSI SH, 7SRVt CIERBHE S0
Fofr 2 RAET D HIHY — v O FHIC IS T 2 Rl 72 REORBRICOWTEREZ P LE LT,

4O DOT —~ OIEFBEIRO Y 2 7 EH ) TiE, VA7 EHICBT 2 IEERE, &
HER, HREEN, AFFERBALIY LT, EEEOZELCFEHE], PCCP (Pre-
determined Change Control Plan), A HEFRICEIT HEMRO 7 1 2-CHEEEHIZ OV
THEFMT O E Lz, ERESROTREER & AEFREIZEIZOVWTIE, PMDA AT
R ABHI L, AARICE T 2 FRME OB L B A ML, By ¥ a U REO R
AECH, THE., v =7 ORI A, REOIEREYE & HOnE RS Otk
BEICOWTHRZZHRLE L,

20 B, ORI ERESR RSN T s L k0%t v g VITA DN, B
TR XA 35 1T 5 AR E S OB, GHWPORE /) BHZS RIS . R i B 2 s o B
IR DBFBI S E LTz, #i< AR FRICIZPMDA #f EEEHMEZE T30 U A K
DB L, BHIE RIS T Dk 2 B IBRFE O BHIZ OWTERAZ D L E L,

Capacity Building=
it's not just a one time thing

PMDA # EEXEEME (&)

F7o. 2H B OFRITFFHIERES O 7 —~ 2 bt , UDDEMH O, ERES T
AU T DODTRIC OV T DR & SR RRENT O E LTz,
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4.2 TC=i#% (BHH)

SHEETCEZ#EMNMTONE L, Frioty v a VITCEWGD Y — X —BXUTCT K
NA P =D L DIEAHEHE,. FHROE Y > a JIAS— F TEWGH S OIFBEIH A &
SHDOTENRENE L, £/2, By a rOR%ZICIE, TCT KL F—DRENKREE
WEEITWE LT,

421 WG7 v 77— R ORDAT v 7
® WG1 (Pre-Market Submission and CSDT)

#5404 O ZE B THERL S AL, 1040 3B 4 R, 3040 23 PEZE SR, 20234F (3@ H T O
EW A2 AR, WG2, WGBL DOARIEHR S L, AEXED FT 7 ME
. N7 3 A W%%;@ L7c, WG2, WG3& D B {EZ Tk, WG13EE DPrinciples
of Regulatory Requirements for Electronic Instructions for Use (eIFU) k7] C/37 =
AHRNZ 7 FEI0AIZEMR ST, 72, WG2EEH D Categorization of Changes to a
Registered Medical Device & Guidance for Minor Change Reporting® & A& 11 1
L. N7 axHRT7 FOIAFEMICH S Lz, 2024 LARRIT, SCHUETHHF (202442
7] : Guidance on Regulatory Practices for Combination Product, 2024~25%F24FT :
Definition on the Terms “Medical Device” and “In Vitro Diagnostic (IVD) Medical
Device”, White Paper on Medical Device-Software Qualification and Classification
White Paper, 2025%-tii] : Handbook for Approval of Patient-matched Medical
Devices Using 3D Printers, Guidance for Preparation of a Common Submission
Dossier Template Dossier for General Medical Device) D% % T 1E,

® WG2 (Pre-market : IVD)

190474 D F B TRERK & Hu. 2840 S ML /. 194 S EESE S (9 b2 1T HT iz
ICHARDOEERPDSBMAGE Lic A L /8—), 2028 DIEEN T A 7 L IF CEYLETM
(Principles of Regulatory Requirements for Electronic Instructions for Use (eIFU)
(WG1EHEDOWGL, WG2, WG3D i#ifFE23) : /& F#¢ & H1. Guidance for Additional
Considerations to support Conformity Assessment of In vitro Companion Diagnostic
Medical Devices : K78 Ffi & H. Change Management to Registered Medical Device
(WG2LEDOWGL, WG2, WGBD I BI{ESE) : /7 = Asbsrf) . E BB RS o 3L R 75 )
(C &l (WHOH M LR SCEAICE BR) . 2024451%, 2K E10A A T4 V23, T

HICkfi=#Z2 TE L, HEEEICK2SMEERFRO TR, B X OSCERET3M (2024
H4ET © Change Management to Registered Medical Device, Principles of In Vitro
Diagnostic (IVD) Medical Devices Classification, Labelling for In Vitro Diagnostics
Medical Devices) % ¥ 7E.,

® WG3 (Pre-market : Software as a Medical Device)

12Mik4146 DR B T S 4L, 124 B BUHIE /R, 294 2N EERR T, 20234F D14 T
ZED64% N LTz, 20234F1E, WG1, WG2& D& FSH#EOM, IMDRF AT WG~D %
m. WGsE OERIE#ER EBRIDA T A iz Kt L1z, 20283FDIEET A 7 Ll
SCEBH¥E21F (Guidance on pre-market requirement for artificial intelligence/machine
learning based computer-aided detection (CADe) and computer-aided diagnosis
(CADx) software as a medical device : WG[EIf}H'| Clinical evidence and clinical
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evaluation requirements for Software as a Medical Device (WGH& W@ 1EZE) : H ik
). SCEKGET3M (Guidance Document on Qualification of Medical device Software :
TCTH# % . Change Management to Registered Medical Device (WG23 38 ODWG1,
WG2, WG3DWHEITESE) : /37 2 AxtsH ., Principles of Regulatory Requirements for
Electronic Instructions for Use (eIFU) (WG1FEEDWG1, WG2, WG3D i@ 1E¥) :
AR TR = H) . White Paper 21 (Software as a Medical Device (SaMD) Pre-Market
Submission Requirement — Comparison of requirement from key jurisdictions : WGIH]
f+ #. Cyber Security for MD Pre-Market Submission Requirement - Comparison of
pre-market requirements from key jurisdictions : WG[aIf} /1), 20244E%, WG1, WG2
EDEFZHOM, IMDREF Al WG~DO &I, WGbL DERIEHE R EDF T A =i
Zoatm U, SCEB R (2024~25%- %817 : Clinical evidence and clinical evaluation
requirements for Software as a Medical Device) . 3L F i 57114 (2024~254F & 7T :
Guidance document on Risk Categorization of Software as a Medical Device) ., White
Paper 114 (2024~25%F %% 17 : AI/ML based SaMD change submission requirement -
Comparison of requirements from key jurisdictions) % ¥ /&,
® WG4 (Post-Market)

WR, LEEREOMIZ224 0L B THEA I, 104038614 R, 124 03 EER, 2023
IRl O =G 2R L, IE8 T 47 A%, FH Y — X2 Th HPMRC (Post-Market
Resource Centre) @ & #] 8 31 : 52 7. L H K ET1#F (Post Market Resource Centre
(PMRC) : A Fhe & o), AN ZELF (FFEFRMFEOEAMERSE « KB Fhe &
), 2024413, PMRCOEH HH, LFEKET4M (20244-%FT © Guideline for Adverse
Event Reporting of Percutaneous Coronary Intervention (PCI) devices for the Medical
Device Manufacturer or its Authorized Representative, Adverse Event Reporting
Guidance for the Medical Device Manufacturer or its Authorized Representatives,
Medical Device Adverse Event (AE) Report Form, Definition and Classification of
Field Corrective Actions including Field Safety Corrective Actions). sHAMFZC11E (BE
17 DL R LSRR O A AMRE#RES) 2 T E,

® WG5 (Clinical Evidence for Performance and Safety)

HREN194 D B TRERR S 4L, 9A DB R, 1044 D3 PEZES, 20234 DTEEN T A 7 A,
FLH G (BRRFRE OB & A X 2B T AR O EF 2D T & 34
ke h) . SCERH 214 (Clinical Evaluation for IVD related to infections disease :
1k, Clinical evidence and clinical evaluation requirements for Software as a Medical
Device (WG3& WBI1FE3) « Wik ). SRAMFZEL0E (AR % B R FEARAF 78, TVDE R B
A ORRIRA M- FZE R LS - BEERA R, B & MERERHIm I >V TOIMDRE &
GHWP T DX ¥ v 74047 - fikfedr), 202448 1%, SCEBH R OM, WG3 L& o 815 2%
(202545817 : Clinical evidence and clinical evaluation requirements for Software as a
Medical Device) DatE Z#D 5,

® WG7 (Quality Management System : Operation & Implementation)

15754 DB TR S 4L, 114 38 H R, 6440 S EERA., 2023413, 2[E D *f

S, 2EOA T4V EFEAHET L bIC, BEA VAT DEBASAE. 3
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OEBMT L —=27 3O ERT 7 MERICHT 2B O A % B Lz, &8
TATLELT, XHEMAEOEHMEDHE, 1ERTA X AL Ea— QMEF7ED
HHERF) . SCEBAFE6F (A Guide to Understanding Best Practices in Audit Life Cycle
Management : 7KGE T = #. A Guide to Understanding Presently Available Audit
Duration Determination Systems : &Ki8 F#c &+, Guidance to Supplier Audits for
Medical Device Manufacturers : &A@ F#Hc & . Guidance on Risk-Based Approach
to QMS Aspects : ISO 13485 : 2016 : 7K@ F#Hc < H. Comparison study of ISO
13485 vs QMS requirements in GHWP member : TCiEffi#+. Guidance Document
for Manufacturers with regards to Product Localization for Manufacturing and
Importation : TCFFliH), 202441%, TCREHMH D2 D /37 2 A & & bz, CERH2
4 (Guidance for Remote Inspection to Medical Device Manufacturer. Guidance for
Quality Agreement of Medical Devices Contract Manufacturing) % ¥ i&,
® WGS (Standards)

2023 1%, AB%OTEEXZTD6RIOSE % FE, 1§84 7 L%, CEMHI 41+
(Guidance on the Validation of Processes for Production : = £ > K %} J& #', Role of
Standards in Demonstration of Safety and Performance : il iR K7 7 F XEIZ L D
EZH . Guidelines on development of GHWP Documents — Part 1 : Procedure for
development: A TR = ., Guidelines on development of GHWP Documents - Part 2:
Structure and drafting : & 1EAR K7 7 REIfH) . GHWPHNER [E 2338507 5 R kil
7r A TR SN OIRERRE U 2 O, ISO/TC210/WG T CUEBIRIRE. 2
S, 202441, 1E3EH OSCEBIFESMF Ok, GHWPINEE AR 5 BRG] ~
1 A THIH SN HIEEAERRE U X N OIEEDOHEE, ISO/TC210/WGTE#Ek i 2 T 1E,

® WG9 (UDI & Nomenclature)

8364 D A L N—THERK S 4L, 8HMELHIY R, 284 DS PESES, 20234 1%, 2D
KEE#EE DA T A vz i, 7 A 7 Lk, XFEF (GHWP UDI Rule :
KR FREEX ), 202441%, UDI - Data Elements, Creation and Placement of UDI%
FHUWEEERB L LCRBIFERT L2 Z &2 TE,

4.3 AA 2 (4B H)

AHBITAA 2L LT, 6004 2 TSI Cirhivk Uic, INEEE O D %)
XN THMK L, GHWPE L OTCORIHE, BEMfkl LN =Y V2806 0ME, FE
[EfRE IS, R S, BT SRR T 75>1Tbﬂi L7,

4.3.1 GHWPIRILH
GHWP4: %@hﬁ%&hmgmmﬁﬂﬁibibtol%%%k@L##k%%%ﬁ
(I T 7o BRI A AR & B EHFEICHDGHWPHERE DO A T4 RBRFEI S NE LT,

TCi#% & ®Abdullatif S. AlWatbanEi N olE, TCOMSEHE, WGIFBIO#RE, B I

TePHFESCE . B KL ONEBEGRAERIC T 72 EDREZ N & F v 0T o - BT 1 7 FE

DH|EMTOIE LT,

4.3.2 BEELRHARH
B AL 25 & L ¢, IMDRF®Chloe SpatharifX & Nada Alkhayat/X 23 IMDRF WG
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/& IMDRFHIS 5H8120021-202512 86 1 D i IT DR 2 #HE LE Lz, 72, EHER
*&Egk FOAFIEGE & LT, WHO®Agnes KijoflK ’"WHO D &t O e & BUL 2 #77 L
AMDF (The African Medical Devices Forum) &K ®Paulyne Wairimufk 2 AMDF® a1‘
B & it DER 2R L E LT,

F, V=Y a8 L LT, APACMed (Cindy Peloufk), DITTA (Sunny Wool%)
GS1 (Geraldine Lissalde-Bonnetf:) . GMDN Agency (Deniz BrucefX), GMTA (Diana
Kaneckalt). TACRC (Sandra Ligia GonzalezX) NEF#H E T OHE 21T\ E L=,

4.3.3 FE[E R

FEE®EIL, FU BKIN, A P27, BR, o777, FEHA, vL—¥
7. OHE, EE, X4, XN T AOUNEPMTVE Lz, BSRY R OMBEE, Bl
A B ZADER, AGBOTZD OESREIH, FRRAY 2 RIARIEE 72 £ 45 Hilkick
T2 HGIBE OB A HE S E Lz, BARIZTSaMDIZ DWW THE 21TV, Hll 0 Z5E,
DASH for SaMD2 & 50 HAZ, H AR TOSaMDBAZ IR, 2B pEH&GFE 2 PMDA {275
HHE N AZITVE LT,

ual Meeting ® Introduced in 2017.
TC Meeti ng ® Mainly used for diagnostic MD
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13 Hke 1,149 38 %t 579
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21 F il 818 46 BT 512
22 HE 806 47 PER 512
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DIELHOELHEBEDOENEZEN LT, 1208, +72bblonKED K/ THREL LD
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| No [ JiiHHEE  [HHIAEH | No |  jhiHEE | HIR[EIH]
1 KE 15753 il FY R 408
2 A& 1,242 2 TILE 401
3 RE 312 3 = A (VN 397
4 =[F 167 4 Haz 245
5 A F 105 5 *v /v 227
6 [ 93 6 B2 REFR 172
7 (-1E3 50 I/ GE 135
8 1L 47 8 AR T A 132
9 ARAZITI 46 9 A SE 120
10 24 41 10 Z74Yy7R 110
il 85 37 11 =R 108
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160 == =7 26 16 Zr i 88
17 h 2 22 il == AT 83
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Do BlxIE, READRITIVIMOTME I LIV 2 HBELTWDLZ EEEKL, FENRTL
EDRnNZ EEERT D,

BEHT <O, WTFNOFEIZBNTHLIT —~ L E_EABRREL, FEXBEIML TS
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FR LNV, EOFTIT2023E N R bARALZH O TWND, HEAT —~@id, HII2FIZ
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