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Healthcare — Medical-equipment-and-supplies

| Ic E:S
HC-MS-250a.1 QHIE 2|2 714 B|2E B4
HC-MS-250a.2 FDAS| H=Eotk| |28 HIE A ZEAIM|A| (MedWatch Safety Alerts for Human Medical Products)
’ HlO|EH[o| A0 EHE XIS =5
HIZ otd HC-MS-250a.3 FDAS| M|Z=At 8! AFE X} AH| 717| A (FDA Manufacturer and User Facility Device Experience, MAUDE)
a Cl|o|Eft|o| A0 EEl NI E D 2T AFIRE 4
e FDA 24 9|9FE H|= 8l E&22| 7|F(current Good Manufacturing Practices, cGMP) 2{2tof| CHEsH F{sHZ!

HC-MS-250a.4 S8 FDA HIRHZA| 244

=20 HC-MS-270a.1 51| OIS Aot 2T X HAfo| Zat Lhilist FTA A4 Eol
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Overview

BSI (British Standards Institution) Group Korea (0[5t ‘A&l = 2023 R4 X|&7HsZEE 1A (O[St 2o
Ciet A5 S QEEUSLICE AB02 FHCZEE SEA0|H, i 4E 02/0f =aot 2F 40| XA OfsHztA[7t
USLICE 2 ATo|AME 2HE, Af2] Bl X[ui et BHAEl 2HIQ| B Ao CHel 2=l OfsH2tAXHS oA sl
HEE NSsh= 20| =20 UM, rll =5 9| CHE 8, =502 AFEE = glELICH 2 d32HM= FH0|
HAlet Mot =E0]| et HAE Zutoll 25t = |AoH, AE2 MAIE 274 FE2t H0|E 7t etestn Fet
SICh= 74 ool A= ASLICE

S| M2 AZ Hel Lol ZetE 2 HEE prafohn, HHE LIS SX| HAE 2Fshe 20l A2H, 1Mo
oMl RE HEeH 0] CHEE MRI0| JAELICE 2 HEAHEME ZEBI0] H Qb 2HHAE FOA2 FHO|A|
2HE|0{oF LI

AZelel M2 HAIE Helof sl HEUHES Mt =EE TEA oldg g2 SEHel HEods 24
ZETIOA MSSH= 20l A2H, ot FHIO| BE OSHRAXISOA| sl HEE MSsh= ol AELICE Bl
A2 HE Mol A FHS Mot M| 3 XjoflA| HA MRS worst pAE 7|EF MRUS X|X| i, sie HE
O|HO| ALBE = U= CHE 8, SX S= 0|2 2HHEl O[SHRAXIS0IAH| MRS X|X| k&L

Scope

St eiolEl AZHel= oot 25U ch

o

&
- H0M0l| +5E 2023 H 12 1 2E2E 2023 'H 12 & 31 Y79 B0 LIE B! Y2 b= 2024 H A | I
- K72 B, T2l 27 o 2 MY Hat & Mo ZEE = HH G

- B A HM QI ZHEE 9|5 LIE IEM|A Ol A|AEIC] MEHA Ol A A

- AA1000 Assurance Standard v3 0f| 2t X|&7Hsd AE2| f0l| w2k +E 21142 AA 1000 AccountAbility
(2018) 4 CH o]l CHpt &4~ o5 2ol

i
|-|I O
H2
P
02'-

Of2H AFeH2 ZEHL(0l RS X| ARUSLICE

- 21 Appendix Of| HIAIE! RHEH 2

- 2114 Appendix Ofl A€l GRI & MI2let 7 |Et =H| BE, w8 U X|&7Hs4 O|LIMEIE 2 Index &5
- SH|O|X|, AFHE TN S 7 |EF SIAE 2O

Assurance Level and Type
Zz+E 9 sgerien ZaLn

- AA1000 Assurance Standard v3 0f M2t S7t=F (Moderate Level) 23 FEHZ AAT000 AccountAbility
Principles (2018) 2| 4 CH &&| &= {25 20Iot ASFH Typel
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Description and sources of disclosures covered
Zzole HE HEHel W ABHER0l J[etsiol, 2500| H
'

of2flel BAIX|H (Disclosures)E AESIHELICE

3¢t MEet H|0|E 2| MEZ2(Sampling)E ECi=

[SEEZ(Universal Standards)]

2-1to 2-5 (The organization and its reporting practices), 2-6 to 2-8 (Activities and workers), 2-9 to 2-21
(Governance), 2-22 to 2-28 (Strategy, policies, and practices), 2-29 to 2-30 (Stakeholder engagement),
3-1to 3-3 (Material Topics Disclosures)

[ZH|EZ(Topic Standards)]
201-1~2, 203-1~2, 205-2~3, 206-1, 207-1, 207-4, 302-1, 305-1~2, 308-2, 401-1, 401-3, 403-6, 403-
9~10, 404-1, 404-3, 405-1~2, 406-1, 414-2, 416-2, 417-2~3, 418-1

Methodology
B2 EVIES Ep010, U0 tidh 2R E HE = AXE HASHE +TS| 2f6 /N E YHES
#gsigion], tigol 852 susiaLIc
[Xt=RE M7 4= A= Ol:0]l T, 4E M9l 2EE 91T A1 +F2)
ZE 9 B0 TIL, LR 2N m2AAcl FYY Sl
- O[S 2tAR} oo chieh Hext 2 22|jete] =2
%2l 22| Q0| UL, BIAEI 2ol

0
Foll tet 29| Zetd =t

510l

- K&7ts4 M2k ol TRM|AL S EMAC| MHS 2ot AL =t0l 9l 2F Mup HHE H|0]E(Q| MM, 27
Ui n bRl

- HO|E] 27 3-8 Y LIS SXRIEAL 2| SHe| 284 20lg 2/8t RHO| NS 2ALYE

- AAT000 AccountAbility Principles (2018)2] 24, 524, tiSd U St S 4 off o] cist 210 51 22|

T2 MA It

Limitations and approach used to mitigate limitations
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Competency and Independence

BSI (British Standards Institution)E S, 2, HEA ofjX| S eEIl AEEt0[eA S BAHA|AL 20|
HEEES 7HK 1 U2, 1901 E MR ™ MAMSE 2F 120 A St 015, ASAMHIAE HSoH 2 S2E M2
7| 2ULct A3012 EnAX 0} ofieh H|ELA P W0 QK| fol, SEXOR ABS +AsIR 1, ofist
O[SHAEE glELICH 2 AT S 3t ATER o, o= S AGAAH 20k S A 7| ee| § X&7tsd
2ofollMe] 22 Zet BSI Groupl| ASHEZEUHEO LSt O[s7t EfSH AAI000 Assurance Standard A&
A

AR o2 FEEIASLIC

Opinion Statement
2 dZ2 AA1000 Assurance Standard v3 0f 2t =R OMH, AELI2 FX12| AA1000 Assurance Standardof|
kAl M} GRI Standards &4 K| M0 CHEE SHAIS 2[Bt0, 20t 2HE £-E6P7| 2l 3 IS

Ciet MaeAl A

A=lsty, sfiEt AZlS BIE O 2 AT S 3G SLICT

ZE2 2t At ABCI2 S2Y FHUN BHe| EOM| 2 E HE 9l H0[E{7} EXESH| 7|SE[QiCtD
WCRSE OISE AFS BHASHK| Z2otFELICE B2 BN W TotEl AH|, Ate| & o & 32 X&7tsd Mot
X HE7t 2510 Zatdl LS SH| ZXtof| ofsh 2t2|=| 10 IOt ST

Conclusions

HI1ME GRI Standards 2t 211 (Reporting in accordance with the GRI Standards)=| ATt EHEHE|H
AA1000 AccountAbility Principles (2018)2] 4 T &1 £0f| L 21E019| o| A Chgat Z&LICh

1

2 Inclusivity
W2 O[SHRAKIE AlEstL, YR, F/EXIAL B OFR|AE, 12, N2 /&AL
|

e = , AR, =, ) 2 HE/X|GARIE F=2t
O[SHEAIXIZ MYSIFRSLICE X|&7sA M2t K119 O[sHEAXIE oAS £=&t7| Usto, =25t O[sHEAXt
£ Z2MA(Engagement Process)E 2Fot JASLICE 7|0l O[shtAXt A5 (LS Sl ==& F

O|#ES BUlo| 2 Makt 2Ho| Bt QoM gt T2 M|AeL 2R HutE B ME Sl 2718t Q&LIC

)

Z2M Materiality
FHE &7t 2HE Q0 21 0|%E TESH| 9I6t0, BHe| Rt H|XLA EM 9 2F S48
2ot DRl BilY I ZENAS MAMSIASLICE ZH| 34| BE 24, S5 Ay #IX|0R 2 0|T|o] 2[MXIE

PVN=]
’é‘AIﬂ%QD{ XH—E.'—’S*. %“'%FE 81 Atel/ Y E Tt B9l B 0|FE 2FIASLICE A2
o

O, B 0|72t 2=l GRI F=H| E= (Topic standards

CH2M Responsiveness

FU2 BUY HWIIE S TE=E XL7tsH W2t XHple] SOf 0]:01| Tt 2a| ZEMAS RSt USLICH
FU2 PAE =2 Osf2tAKRIS] 7|CH Afke RatM o= B | 2I610] #0t 1R9| #ha| 20| mef, 2t
SO Ofret 2HAE HHE Jup 8l 7 2ot S FR9H TS JuE EUME Sl 3716t JASLICH
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2k Impact

S2 2ot St 0772] X&7Hsd et XR0A, =% 81 ot O[S 2AX oA O|X|= Helet =5 AME6iy,
ol ot TR2HAES 2ot ABLICE Qo Jeo| 24 ZNE HIYCR &7y et 25S
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el rlo

Recommendations and Opportunity for improvement

O Ho|| FerS OIXIX| b= Hel LHoll M CHZ2f o HE MIAILICE

HIIi.— FsZFEM U7t S8l ESGC 2F HIA = 3! =01 tiiet oX|E S15]| SIASLICE g
|, XIEf L2 (Governance) AH2| ESG 2|2], ESC FEEA 2F 8 X&7tsd #e| HAE D=ststn,
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LIEk
- FQ HIZUA £ S THIARES 13t XS7tsd SE7| T2l SHE AR, 2, ARl § SHE X%
7tsd gt X, A2 O HatE S5k 20| X&E7HsESHAE L eldh= ol =80] E =+~ AELIEL
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GRI-reporting

FH2 MHX2E GRI Standards 2| &4 G{FE MASIAGLICE HELI2 FXC| E11M7t GRI Standards 0|
Itk =4 (Reporting in accordance with the GRI Standards)=|AS2 2QIstOM, RHI0| XSt Xzt FHE0|
7|2ksto ZEHEE(Universal Standards)2t FX|EZ(Topic Standards) S GRI Standards &4 @PAILE 55
St QUCH= FEC| @2 E WHSHK| ZoliGLIC Hee| MAEF(Sector Standards)2 ME&|X| UALELICH
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