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1. AFNELLA 2 I

O|2 olst o|MAI= TMMAHMe=z dtstol A 2712 EMZ H|2E 7%
71712| Z+Al(Medical Device Vigilance, 0|5t MDV)&= O|&Al 2| M1t MESHE
aff Ate| Y

L4 IlsdE 0 A X ALBA S9f oS 2Ed 5 A4, Ltopyt of
HEE 8510 2[727|7|e dsiid & L &2 277|7| LMol 7Y = US

— ololl MA 2l27|7| AlEe| 85% olatg Y st= 1070 ME =m7t&2el A =4t =
3le|x ¢l IMDRF"& Strategic Plan 2021-202 E5l| AZ|HAEsSE X|AES X250 9
27171 & &l 7|sof ot X 2 222
MF7] Z2MA AH T3S T ZH(key objects)Z2 M™E, F
priorities)= AFO[B{ & ot O[ &AL E0{, Unique device identifiers&!.

IMDRF 2|&=2 2 &3 F&stHS2).

— O,
o M

|Z7]7|oll st AR & ZHA] Z3t &
o

N
o
N
—_—
L
o
o

- IMDRF 3|¥=°2l 2E MDV MEWE2 IMDRF O|MAlH ZEEZE0E AIEsIES sl
o{, o] 0= 20164 7HiLo| A[Zz=llen, 20204 4ol Q=77 2%s &0
(Annex A), BHXH/ALSAE 23 80 (Annex E, F) 2 2/27]7]9] 2424 (Annex G)Oofl

a8 1]. o= AX Z

st M S 211 21el= AL (Annex B~D)E 242z zxZ 2EE |
_— =
—

of 2 = update=| 0| = Z 2023 2¢lof| = Hf ZE3)4),

1) IMDRF (International Medical Device Regulator Forum); EU, 9=, u]= AUt} 4B F= 35 Hzpd, Ao}, A7)
F2 =7 A4 F 1100 d9Toew FAE.

2) AEoJeREetd A, s, IA 87| FAG AL H(IMDRE) o 4=o 2 A9, 2019 [cited by 2022 Oct 18]. Available
from: https://udiportal.mfds.go.kr/brd/view/P05_027ntceSn=1

3) International Medical Device Regulator Forum. Adverse event terninology. 2023 [cited by 2023 Oct 31] available
from: https://www.imdrf.org/working-groups/adverse-event-terminology

4) IMDRF Adverse Event Terminology Working Group, IMDRF terminologies for categorized Adverse Event

Reporting (AER): terms, terminology structure and codes. 2020 [citedby 2023 Oct 31] available from:
https://www.imdrf.org/documents/terminologies—categorized-adverse—event-reporting—aer-terms—-terminology—-and-co

des



Adverse Event Reporting

™ -
DEVICE/COMPONENTS PATIENT/USER
-~ ~
Medical
R Component
problem
What was Which
problem COmMponents
at device WeETEe
lewel? Invalved?
t

Settnavrsisgasisatare

What were

the probabie
Causes

of the problems?

ECEEEE TR FERTLES IS

What was the
Cause effectof the
investigation adverse avent

on the patient, user
or any other person?

\ W,

<712 1> IMDRF Adverse Event Terms & Codes £&A A~Gel T7AY

- 0|= FDA&= 20214 3¥FH 2°[=7|7| o|atAta| ZE 00| IMDRF codelt oO|2t =3HE
National Cancer Institute Thesaurus (NCIt) codeE OHZSt0] A3t USF5. FDA=
IMDRF2} 2514 =31= o|F22 Zt FDA Z =+ shLtel sHE IMDRF Z=of of & st
1 AS. MedWatchollAl E115k= 5300A forme 2023 10¥€ X 7tX[= NCI code
Jdti2 AMESHE S, az{L, NCIt ZE 2olE FDA Form 3500A XML &A{o=
IMDRF ZEE AL2e = US. FDAE= O O|4 Oo|MAlE ZEE FIISHX| 21 U0,
M222 IE FIE QESIOA o= M=A % 7|Et ola A X= IMDRF ZE 2F
ZENAE w2 AZ. 5E oM HE= 7F |2 update= 0 MAUDE,

total product life cycleS E35f =7HES6).

I

<

- & EU Directives and the Regulations for medical devicee 22 HMZHA A4 H
1 (manufactuer incident reporting; MIR) &4lof| =M™ IMDRF AET ZE HEE AL
g 2021E7KX] BE 80{E IHM=ZAIZHS78). MIR =7]| (intital) 2100= |2l &4

5) Food and Drug Administration. MDR adverse event codes. 2021 [cited by 2022 Oct 18]. Available from:
https://www.fda.gov/medical-devices/mandatory-reporting-requirements—manufacturers—importers—and-device—user—f
acilities/mdr-adverse-event-codes

6) Food and Drug Administration. MAUDE - Manufacturer and user facility device experience. 2022 [cited by 2022
Oct 18]. Available from: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/search.cfm

7) MedTech Europe. International nomenclature implementation in European incident reporting with medical devices. 2
020 [cited by 2022 Oct 18]. Available from: https://www.medtecheurope.org/news—and-events/news/international-n
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of A E annexes B,C,.D= flolx =11, FE(final) 210 Alol= Annexes A~GE =2
= =Zstst o JHel XSD filesOl 211 chAlol w2l AFRE. J2{L}, EU LHOIME Al
2 I7IEZR Xo|7F UM HI[o| 7} web_portalE I A updatestl, FL2
2021 58 26URH, =1 AAR oA =S 20204 8& O|Fol ZHISHI L
zZ 2 Brexitdl = £7st F=0lAM IMDRF ZE TI= M2 Manufacturer's On-line
Reporting Environment (MORE) portal registration processE 2022 112€5E Al
gh1o)i1), =22 A IMDRF ZE == MIR [218 2]Z portal [ 3]o E118H2),

Section 3: Incident information derived from healthcare 3.3 |patient information
professional/facility/patient/lay user/other | T r——————
3.1 |Nature of incident Coding with IMDRF terms (s 8 mandstory requirement.
B |Provide vigtion af inchuding (1] what went wrong with the devics (if applicable) Thoice 1 Thoica 1 | Choice 3 | Choke 4 | Cholce 5 | Chowe b |
and (2] a ion of tmcts (i i.n_clinical signs, symptoems, weell 2z the vt el
|overall heaith impact {18, Dests, proaeget.
damage. nuu-..lu.--wnmz iyl it dufec e IMDRF ‘Cliniced signs, Cade Coda Code Code Coda Coda
SYFptoms, and T Tir
cades* [Annex ) L 1|l [ |
IMDAF ‘Health impact’ Code Code Tode Code Tode Code
codes {Anner F| | I | gl 1l ] |
32 |Medical device problem information If you think the incident iz unique and a suitable IMDRF term is missing, briefly axplain:
3 [IMDRF Medicat device problem codes. (Annex A) [y [P ot patient =t the e of the mcdent
Coding with IMDAE m mendationy rmut g ] =
Choice 1 Choice 2 | Choiced | Choicad | ChoweS | Choxe 6 z i Cilia P P
frmt "~ [Body et (el
IADRF Madical device Tode Tode | Gode Tode Tode Tode L ok s bl |
e — |r I' e —l; | |

: & |List any of the patient’s prior health condition or medication that may be relevant to this incident
I yiou think tha incident is unsgue and 3 suitable IMDRF tenm & missing, brafly esplan B

e —————— 3.4 |initial reporter {can be healthcare professional of facility, patient, lay user)

a Rate of i
-
€ |What is the current location of the device? | Healthcare professional [ Patient | Layuser [~ OM,ph:le] |
{ Healthcare Facity/'carer " Distributor b Name of healthcare faclity where incdent ocourred
(" Pavientfuser * Discanded o
G hsa ot b . € [Healthcare facity repor rumiber (1 appiicabie]
[ Manutacturer  Uricnown (" Cthar ] |
d  |Contace's first name ®  |Contact's last name
4 |Operator of devica 3t th time of tha incidant [ | o
s i c floy ses (7 Outies, please describe. [ 1 fEma £ (Phone
€ |Usage of device (a5 mrandad) | l
" Initial use " Apuse of a ungle use modical davics L]
*
(" Rouse of 3 reusable medical device  { Re-zerviced frefurbishesdffully refurbished
@ Il i Prreet I |Street number
T | Ramedial actions taken by heafthcars faciity, patient ar user subsequent to the incident Li |" Ty | T"“"
- fjonyname W 00000 " '["_“‘“-E*

<" 2> 98 MEYUX AFAED Al (MIR) oflAl

omenclature-implementation-in-european-incident-reporting-with-medical-devices/

8) European Commission. Questions and answers document regarding the implementation of the new manufacturer
incident report (MIR) form: Version 1.0. 2020 [cited by 2022 Oct 18]. Available from:
https://ec.europa.eu/docsroom/documents/41322/attachments/1/translations/en/renditions/native

9) Integrated Scientific Services. Implementation of the new EU medical device regulations MDR (2017/745) and IVDR
(2017/746). 2020 [cited by 2022 Oct 18]. Available from:
https://www.bag.admin.ch/dam/bag/de/dokumente/biomed/forschung—am-menschen/mdr-eu-berichterstattung/mdr-eu-
berichterstattung-aug-20. 2 2}.download. & 2}/20200821%20MDR%20IVDR%20Reporting%20BAG%20August. 2 A}

10) GOV.UK. User reference guide: MORE registrations. 2022 [cited by 2023 Oct 18]. Available from:
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1111415/MORE_Regis
tration_Guide_-_Oct_2022. 2z}

11) Robert Barrie. UK keeps medical device regulation timeline despite Brexit concessions. 2023 [cited by 2023 Oct
31].Available from:
https://www.medicaldevice-network.com/news/uk-keeps—medical-device-regulation-timeline—despite—brexit-concessi
ons/?cf-view

12) https://www.bfarm.de/EN/Medical-devices/_node.html
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Medical devices in overview — Close X

Regulatory framework Tasks of the BfArM Reports and Corrective Actions

Basic information Clinical investigations and perfoermance -
il & Incident report
studies ’

Laws and regulations

Risk assessment

Institutions £ SAE and DD report J DiGA and DiPA

Differentiation and classification

DiGA and DiPA £ Recall report !

DMIDs

Europe and EUDAMED

Overview reporting channels

Further tasks
Field corrective actions

FAQ/Contact persons

- 2021 9g€ld &2l 2021 APEC CoE Training 2 2021 10& 15-21<of &2l 2021
AHC-SCH Medical Device Forumoil #toist =7+52| &IHAI|AH MZX[2 IMDRF AET
FE9 AL H2[(Annex A~G 2F HE= BE2 ALZ)Qb Al7|of CHEF ZALOA Ef=, T
O|Alot, &&, tHTtel IMDRF AET ZEQ| AL He|et Al7| H|WEIR 20, Ef=2 0O|0|
IMDRF AET codesE AtE &Y.

(2) ZH=stE o|MAE EFE3IE £ FU SHE

- AlEolekEoM = 2022 580 1Al “o[B27|7] BEE T otdd ™ME zelof
e LFINE” M2022-345E Sl 2|=27(7| o|atAteel E1 2 EM.-Hoto| MEMS
MIstn sfiel o|atAl etel HEMF %o s2 sl =H =3t 9|=7(7| o AAL
EZIE MAE ZstF D 2022 118 0|F IMDRF ZEL} =sl=l o|MAlH EXTE
g A=

O|atAld E1oM Aol UDI ZE= Z|AMzto| AlAM =0 National Competent
Authority Report (NCAR) ExchangeE ¢lgt 7| = ol &t

~ ge{Ll M2e I EstE o277 oAt EEmSE 7|Z=o o277 B, TAMe
2 ol2of el=Al F=(Annex B, C, D)7} FJI=[U2nf, &XEX ZEJF AAUHs 2
S AN BT Y Ba ZE MEf (Annex E), ﬁ%"é‘ﬂ FE (Annex F)Z2 LiF 1, &
a4 5% 8 B4, M IZEs FAHEEJS. oo AP F=(Annex E, F)7F =4 2
2707 Mz=-UdLM FH 2B27|2 S o|aAE 20Xt 2M-#HIF HYA S8 fIg o
Fo 1 Xtz oj#Eo| 2w

kU

- 2022E7HX|= =W 2|27|7] oA B HE= oRTV7[EM, AEM, FEeA
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EE FfEgoert 14 otz HEE 2AMstod chs s stEbr|ofl Alekx Z=H 0| X|
(https://emed.mfds.go.krE Sl S70st= EF AXIZ A|ZIRIF 2l on], Al o
MEE IZEJL Moz H It ALBE O AN o|AAE AYHSHK] 23S

- 20224 112 IM=zE 2&27(7] Oo|MAlH EFEIZE=EE AFEStol 2 2|27(7] Of
AMAFE EDE portalg S 200 AS13). O|AMAE EFIE=E HMSd 92 = A

update=| ALt HEOXTE O|&AH EEREE 2Z2H 25| HX| 22,

(3) slle 2|=7|7| O|AAl EZEZRE g ZTZO¥1 Xty

— O|= FDA= Center for Device and Radiological Health (CDRH)0llA{ Learn—-web page
for multimedia industry educationg &dl WSg. 2=Z7|7| o|&kAtz| EIn A[AHQ
Medwatch W Medical product safety educational resourcesE O|&3dl r-rXPE =M
gH4), G2k CIME slides, HE2Z M3E. 2/27|7] E3FE module 10 = 7Hetst
0 2023 10€ 25<of vizZeHs [O8 4, 5].

CDRH Learn

! X in [ = -

Brjniated Findai®

Lamte d Fararyrn

e shide noesentations
and slide presentation 3. PR mebesl prosdect and bobaden errpannibilition

Tips for Viewing Modules L e LA

o Pow. T and [T R Proswes

abibde wiith ol dirvioes [computens, Bablels, smart phooe ). We
vk, a1, B (millang sfast Cisme

Firefon or Googls

Maodules should be compu

recompnezad vou use Moz

o view modules T you encoumter

TOLL

u viewing error, we sugzest vou Uy anollisr hrowser P

s U Racredieq muart e
STart Nere/The Basice! (Updated Module 10/18/2021) ~ [ s i ]
MDUFA Sl Bovinens Program, Reypleirabion and Listing « Eieiresar Fridert Radian —
Hew to Study and Market Your Device - (New module 10/74723) ~ Dresiel Kaonley {8 <Rl s
S104, De Mevo, IDE. PALA, MUDHDE - Subméssioas, Standards, Classification . ___I'" .
Pastmarket Activities - (New modole 1271570221 w . Shwibind Tavicn Rami 22 CRER
Quality Spitem, Eiporting Device Recalfi, MOR, Inipection - Global Harmond! stion i L, MEFY1
In Witre Disgaostics - (Updated 05/05/7) ~ .

IVD Developmsent, CLIA, aad Virtual Tows Hall Series o THAME Thmgy et

Unigue Device Ideatification (UDT) System ~

Specialty Technical Topics - [Updated module 10°24/2)) - bl Marz. P

<O 4> 0|= FDA websitel] WSZZ 2 X2 0ofA

13) Minisrty Food and Drug Satety. Reporting system of medical device adverse event 2023 [cited by 2023 Oct 24]. Available
from: https://udiportal.mfds.go.kr/msismext/emd/min/mainView.do

14) Food and Drug Administration. Medical product safety educational resources. 2022 [cited by 2022 Oct 18]. Available from:
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program/medical-product-safety—-ed
ucational-resources

15) Food and Drug Administration. MedWatch Learn health professionals. 2023 [cited by 2023 Oct 31]. Available from:
https://www.accessdata.fda.gov/scripts/MedWatchLearn/index.cfm?action=hp.default
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« Back  Case Study 2 — Device Product Problem

Donald P. {DOB 4/24/36), a retired autoworker with a wife of 39 years and three children.
received XYZ Devices' 3210 implantable heart defibrillatorin January 10, 2006 after going into
cardiac arrest while working in his garage. He is a lifelong smoker. 2 packs a day. and has
struggled to quit. Donald is currently receiving follow-up care with Dr. Madison at the Cardiac
Center, where his implantable heart defibrilfator is checked each month.

In October 2009, 3 1% years post-implantation, during a routine monthly check of Donald's
implantable defibrillator, the nurse, Barbara Caswell, noticed a decrease in the patient's R
wave. Three months later (January 2010), during another monthly check, Ms. Caswell
performed a conversion test of the device 1o check the effectiveness of the lead, due to the
continued decrease in the R wave reading. During a visit the following year, the R wave
reading was down further to 2.8. At that time, Ms. Caswell informed the doctor of the reading
ﬁ Home who made arrangements for the lead to be replaced. Donald returned to General Hospital
where his initial surgery was done and on March 15, 2011 had the lead replaced. Ms. Caswell
submitted a report of the product problem to MedWatch, noting the model number, 3210, and
serial number, XH456789,

¥} Health Professionals

¥ Consumers

More About Adverse Two months after the lead problem was reported to MedWatch, Dr. Madison received a "Dear
Event Reporting Doctor" letter at the Cardiac Center from XYZ Pharmaceutical_ in the letter. the manufacturer
describes known problems with the leads of their implantable heart defibrillators. The silicone
¥) Additional Resources for used to insulate the leads is prone to abrasion causing instances of oversensing,
Health Professionals undersensing, loss of capture, changes in pacing, and even inability to deliver a necessary

shack. The failure rate for silicone insulator leads is 0.34%. XYZ Devices recommended
monitoring patients every 3-6 months for signs of abrasion failure. They did not recommend
prophyiactic removal of the leads.

About This Case

¥ What Is A Medical Device?

)y FDABasics: Medical Devices

3. Gender (check ong)
[l Femate

[ Mate

[ Intersex

[ Transgender

] Prefernot to
disclose

| Year(s} () Month{s)
) Week(s) ( Day(s)

4 Weight

or Date of Birih fe.g.. OF Feb 15923)

In Confidence

5. Ethnicity fcheck one) (7) 6. Race {check all that appiy) (7

) HispaniciLatino [ asian (] American Indian or Alaskan Mative
) Not Hispanic/Lalinn [ Black or African American (] \White
[ Mative Hawaiian or Other Pacific Islander
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298l FML. Available)
1 9| AFEfmf Okx|
o= olg{mAIX[('olO|
g daieie I
'FEH F=d|JF =7 4 2
Mol SH(SH)0| A160106 (Defective Alarm)
FAEASHLCH, '
Jtsst 25 He{It
ot L e}
S/ ME A
A13 (Communication or Transmission
== ot g Problem)
DM 7|3 o =
&4 2 2.5% A1303 ZF8 A EAl Alg)
=0t (Intermittent Communication Failure)
718 ME Ao
N | = o
Giolel B& o & A1302 (Failure to Transmit Record)
A
LCD Tt A0401 (Bjtta;k)
= . ClAZR 0] 22F E= ZIEX EAI
77+bdko| Ol N =
s el 5 =ehd | A090203 (Erratic or Intermittent Display)
=t oAl ClAZa|0| @2/0lE|HE
0 - i PNl o o —E T - = —
LAJ,/E.EJ Al 2.4% At M A090204 (Image Display Error/Artifact)
= o
= - ClAaZeol/Fd4& s
T A =] = ! oo
StH FEA| oF F A090206 (No Display/image)
Bt SIHL/ASSIR 2e FI/HE
A 2% A150105 (Key or Button Unresponsive/not
Working)
2= BEMAES = REXES A4
. ’ C= mE
QC Fail AD908 (Incorrect, Inadequate or Imprecise
Result or Readings)
=X 7}
Mz 1.9% ST = 5 (Incorrect Measurement)
AI—H i
=1 MaAMol = o
=13 X gl = s HAT =2
=) daz 2A A090806 (Non Reproducible Results)
_ =o A& 21}
=EXMH7F == iz = =
e == AD90809 (High Test Results)
_ Lto A|E Zof
=XM7F L= = =a =
e 8= A090810 (Low Test Results)
7|71 o
s 2.0% N/A A0401 (Break)
"%H'%AI 0.5% N/A A090811 g5 =7ts
HlSof o o (Unable to Obtain Readings)
— o HA =
Hd o
S5 8% N/A

0
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E 3. 20| EE7| A o|AAI Al HIEe}t YIENM (C)ad ZE
S|Z 77|
=AMz H| S Of AFALE| 20
EZAC
o /o|l27e 39.4% C1502 golEl X 22 AEF A
=TYlETTE e (Dust or Dirt Problem Identified)
o H{Sd ok
oA U 37.4% C070601 (Deforr;aﬁonﬂ!oblem)
MI7|/HATE a2 =l
C0201 (Electrical/Electronic  Component
LCD/HlEEBS molue < Problem Identified)
ezt T 90% [ AN A 2A
(Mechanical Shock Problem)
selEl = EE X
C1601 (Assembly Problem Identified)
HY E{ 2| == 35} o ol 4X] HMZF AlAE EX|
(Z™=7hH 7.7% C020701 (Energy Storage System Problem)
17| 2X7F HAEX 2SS
& AF 9
e < 5.5% C19 (No Device Problem Found)
HY & 2| o Mzl Al
(BEMAHAES) 0.9% C020702 (Loss of Power)
FMCEHEMT|HH LS XI2: EH F=Z=o st 3, FDA O|AtAl 2 2102} s
H At el o|dAtH B MAHE s, S En ES s [28 20].

{ 1201656 - External Leakage from Venous Bubble Catcher

Region / Project: EMEA - Antalya / CMP Complaint

Created: 10/13/2022 03:57 PM

Sive Save & Exit Cancel New Check Spel

Related Complaints

Imvestigation Attachments
| Pre-risk Analysis of 1201656.x0sx

|
© 1IN T

—------------‘---------------ﬁ

e Ve

-
l-ﬂasenled Failure Level 1 ¥ Observed Failure Level 2 »

J eakane Ext jeakage - blood/plasma \\
" ¥ Location of Failure 1
| Infusion adminestration ling :
| » Failure Mode Lavel 1 » Failure Mode Level 2 |
| cause not substantiated Sampie not returned/received In condition making 1
| evatuation impossiblesrecelved unused in original ]
| package/returned sample not related to complaint l
I Med Device Problem A Level 1 Med Device Problem A Level 2 :
| [A0S] Mechanical Probiem [A0504] Leak / Splash 1
| Med Device Problem A Level 3 |
I [ADS0401] Fiuld Leak :
| Investig Finding C Level 1 Investig Finding € Level 2 1
| [c201 No Findings Available N/A |
| 1
| Investig Finding C Level 3 1
| M i
: Investig Conclusion D Level 1 Irvestig Conclusion D Level 2 :
| [D15] Cause Mot Established NIA 1
I‘ ¥ IMDRF G Code Level 1 ¥ IMDRF G Code Level 2 'l

[G04] Mechanical [G04069] Hoze
AY R 7
\Qater‘w! Information (2) . Open ,"
MEDICAL CARE
<38 20> ABNUE7|E NS 2 oAt 210 Al 2|Z27(7] oA EEZE HE oAl
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o SFIOLuE™MEUA (Masimo Korea:04/25)2 AIE: Al EHZ O|AMAlE EMZEE M2
F

5tof ghelet
E 4. FOLug M3 2 o|MAR Al EFEIE ME oA
Atz o|27|7] DEEIN: DEEIN flol = A}
= 7 e ze
QEainRe| A2 ol A020z B17 C1605 Z& D18 oo
MM S2{E20{20{ oty & E & AT H+% &| X| S| OIXZAES
dl AOT SHOTE FHA ore 7|7 = HEs %S
Sedline ™ 40| X[Ltx|A| A090809 B17 C20 X Chst D16
=7 ZHE - o2 HAe =2 ME | HRERX 10| Ge ofElAES
EMX| g Z 1} &2 717| =T e e els
B17 = D16
- = A070908 = C20 HMEtst
=X EYEX 23 Z2FX| Alm HHE 2| X| A740| = O ZEZS
g2 717| = e e S
No sensor connect AQ070908 E:liﬂ C20 XMEst I(:))Ejgjdgg
HMIX| = c Zix| Az S ol g2 2E=S
’ o2 7|7 el els
=T} = A090813 B17 Ch= D16
Jefg TEe snxs | wEex | Q2 NEE olziziEg
= ez} ore 77| e M= e S
e XZIuls=7|YA (Johnson & Johnson Medical Korea:05/03) Al2: 232 20420
2 HEINA, dsSAL=822 AISEXIZAFMIE=)|EEM 20 S =S YU 0| &HAF
dl SEO0l CHol Ol&tAtell EE2E Ag0 et =28 [O8 21, 22] [E&8X=z 4. #X].
Itz break (1260) A040101: S0 A== Ql 20 MoE BEHE, 7 22 50 .
S35lE (1385) A040610: TH1THI|7| == J|7] AEHBE0| SolEl == ol MEfE HH
i = 22| (1562) A0413: Problem associated with an undesired disassociation or breakin...
7|7| B Fd 2 52| 22| (1104) AC501: Problem associated with the separation of the d...
F ok 21jf (2587) ADS0702
AH|o|= Fd 2If (2579) A0S0704
E E2|l= 48 (3273) ADS08
717 EEE= 7|17 FEBEo| | (1071, 1086) A1006
HHE == 7HEE e AZ (1371) A1205 =)
™ Z 2 = missconnection (1399) A1206

<3y 21> YA £204E7|8 WA

gh= 2H| (2183) A1208: 7| 7| Q== 7|7 o =o| AZ 0L BHe 0] @, ok, FhA
Z17|1¢ @ FOAIX] ZEA| (2591) A090207

71712 ZEFA] AlA= 2H (1012) A1601

e P

s

717| =& (1013) A160105

MEMNTSBY, UBl8 AXHANMIISEIISHT o4 BT Al o277

0



ChE X

P
aE

7| o] MAE| E12]
(IMDRF code) A2

F2| AE?IJ'I QtHd B3
IMDRF _Arﬁ

Casel:

What s a code for medical device problem? (see Annex A)

U
29-Mar-2023 | %

FRE imtrument rptacement o

!
i
woue [ ov | w [we| w I|||“||E
| 1544 4140 Error messae “Replace the insrument”
b REAAEN AT A LR E T L
P = Eiie v i g o St apwesne Dy
Customer Complaints Process & o i ereee
& o | W o TN | e
— e U B dwiien N L
| [T
IMDRF codes s 2 S
g [ o v ETTIET o Coitiy e
Operations Manager ke | P |  wenas
rol #HER :u‘.nll G FLEET] ] et
g x4 7 ==
Masimo Korea
April 25, 2023
<O@ 22> [H[EsSbE o|MAY EERE TS 918 WSKXAIE ot AHES| Q] AR

P\ W\ .4“' 3

o
@0 Ol

Hete QIRI17| oM Ro AL YR ATH(BH)? Tete

13 esponss

212717 0l gy 2 DA GZO| F A7)

ar

= 288 Hynad
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2 Olpt
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o] 8 oo
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- Sl oA 20 RHEAL
-1
. - 219
= b - 3019
\ ' ]
&
& -

_33_



- 34 -

A
e K MV.OM S s 1l
 Tolki0 — T K il J =
DUM_HH__IL. |W_A _x_.n_ _._._Ow.__I.A_u Py .__I_LI. _-.__u_ lr._L_AI o__.__lﬂ_._.l MI__OH% _
ST S g WD o 3] oS Tl e i S 1[N
_._._u_lﬂ LIH__-._ N _._._._.__./1._ M | J o <l eno o lro._m_.u .__L _
HEw=< ol |=moolar |2 10 u._ur.__.:_._ S =K KU <08- =
ol ﬂx.o.A _.___._OOI_IH_IIL_IO O._H__._._._O_ ol ﬂ% D._”_A_H_ I.IP._I_I__IB “_”_oq NS ol |_ ﬂE_I H_I._H_A ) =
il o oy o - J.ﬁ:_: e |1M L A _._._._O = |L| I@I — —_ N
0., = r_<9; RrURIRO | 0 _ | mElgKE | o= ==
Eu_r_l_p_;_amnlymo_% A i g D moghim G T SO
T——IHE U LR |T = ot %ol Ul Sm|el oO® —+
AL kL unzs 3K s OB E0 U B o ED o oS
_L_u._._._.oln__.xo__u.___._m__.._u_u._EmW m =2 ATH__l Nl .m__.o._._n.XrEIA_.ﬁ._quA _BldT BlEs|of— i __o,ﬁal
R T O e R siMlG:| MTnp M@ RI o
_Ma__poew.jﬁ__monmlwéwm mﬁE,amME i <y O_Emal_.uarwonu_/r@w_pl p.m_n_lmo%_ =7 Al iE_E_n”n__E%
qomo_ gy X= SOy |9 m_ I KT 0 =0 Ty = i S L
L = 1 e = O - X o
p.&.._AoHIHA._ s S 2.C:.Io_ ._.r_._a_l_ m__Lu 7WoLL| |_”__|o_=_&._._m__| o“_O 27_|Ao‘ o On.Ao_#_un.vul_._.._w_x_.oL
~ x..ﬂuMu_.._x_.Eu._ S0 N R B0 lUS AN |F N TS TER I oo
) okl St S —anNz0 I o0 ou o Ul o R o B0 5ol _
N o|ﬂqﬂw*.o_npl__n_/n_w.A _z__ou_lw_._a__ __ﬂmA_x_'u_Lu E= .m__.HXT_.__ D,_._.._o_._hm.__._n_ﬁu ME_xT.Ew%m__om n|._n_._._ iy ﬂwu_ln_ E_Eol_x.___e
i ! Zogu<i 0B M SHT "™ s ZT oT T k| o| - H Ul Bool
Tle <y _ B0l S nEEE | B K sTOT gr Sk S=1Ho ___u_. Kool == TH ZUH
R isiegiand G Hi S oK <o <2 SR R SELHE BT
.oAH - z__our_uUrlNr%ﬂmo_x mm™ m__.ﬂ_/s%i dkxnﬂua._M_t:ur.w_nuOu._: mﬁe_ﬂ .N._m_._m E.___,m_ @mula_eﬂur_nn_e
SR M % o UIKEZ o_elu_ﬂfrq:?o_rwm“q_& <] o000z i <2zl
|3 TaElie s E LM e sl I T g e oo Loty oD L Rogso
a2 | =7 1R RO K- [ o T N N <M< Fio o
EN WWI OLuan_|_. R A_lq_u._|n_on R _“_“_ﬂ.__._|.ﬁ_|... 0 ojy mEuEWh_/uE o %._M S U RO EOM AT
or ZU| o RuIE T 2 KR KB i .__LLM__E+L_A.A_7A0*A+__Q oI T 10 g =% RIS AT
Tl |1A_.T_.A_|mlu_l_|___A = o_._ _|_|_ .m__o ___£ mv___._._|71|MI_JOIo_n_|O BN nirs ___nw =5 o) o I“ﬂlm_/_woﬂmz._lm__omm__mmm”__ _|._._A_H__|___A._ I_WI
= SN o . = TS S E ST _HYo A% S | — O
< N T ity (4 55 Moy S =1 0] o T s 205 SR RS G KIS
. WY e ™ ol N 20 bl MmOl gp Kooy 5 > K kiR 0=
N e 3 Liappio ™ g UKD | 2| @S T | 53X 5oz P_Memgaurﬂﬂﬁ N
, 4 o R T o Mﬂ%u_lo_ﬁl, olre ||Aw=_ m\,IE:._._._o_ﬂ__o“_.r oI~ _.__”_:_:.__A_._._| Me.:..__uﬁ__._._“__ﬂ_ 7
| £ IR0 TT v O (2= 53| op oz Mot NG| Y e Al 0 oy
- 5 B gudi O e o™ S B o T FHN T ) Al KO W o0l T T T
= m o rz__o_g__olém_ﬁ T [FON= Y B0l g T S pElgn_ IRIR RITIR
| ~_, o Jllomnng 3 K TN ] =T ol ., S0 o | oF EATO.__._.M IEAOMEDOOH.O_:_
- 1 mm Z E gk wgn0| . o A oR e M et S 1 oo,
p AR R I on W T U, %mq%ﬁam&z_i om0k} ro BT S 00 L
K - 0] — — T I IFD T R o1oH|m__. <V = —<MH -8
: bz 0 Ler_.i____._._ xm_ﬁm Kb~ 3% Hhl=5 o = o] 3 omL__:oI._Arn._I O ol —
: [ — 1] ) < <0 .E.._.1A o+ ro =0 O__._.__”_ ol = JIH_.__um__OHIO H MY KoM
‘ U 77o._ww|.r|_ K<k oSS b g5 o hIx |x._7._Iu._ N 5__M|Ax+oA.__. _A4o|ri5.._u|
- : _ o3 s TR s ol Mol e sM|LRIo T ot or K Tz O 3
i g <K D _;U_Un:_im_ 2100 Tz w3 ok %u_onMaA.Arxloe__ _m_lg_.r_MoW___g
: - N o T i —_ — [E . ==
Il e o LUl A Ramu<F= 1| m_l_.__,/._l_._.._ 4ol A _A_.M|=.__=_5=_ o|_ﬂm,|r__o mmATm._m7Hu =H ul._u|..nw|m._.=_Wo._ MJAE7E__.NM_|_M
1w y Zrul T mamEn [ i g ul kT X TS do SEZTS Mg an™ otz
| v X 30</zrer ™ oon TR e 75 <L sl E I PR T oo T RS S
i K o | BRI o BoHo~z ol AT LRSI
2l A AR [ R S T BRI oRXTo ST 0l oo
. o BRI =S oo =0 _I_L|o__“_0 H_om.._uo“_oM o wmn &I MH L
ORHTT N K~ o PR TN ST
™ g HERIEX
<
Yo}
©




tAl &l

9

K EmAUS
o Ol py e ™

Pato| JHAH 0|

L C}.

IMDRF ZEE X3 &

I

S
=

T =U0EIT

Al

CRUITREDY

M=

a3 ]
pds

Mool N
Ct. 0{7| A
=

F

o
—
El=

L C}.
1~3x Aol FHo| HAAHoz 49

oH
!
=

=]
v
ar

al

At

o

N—_— - |
Az o< o

Ak

siotd =2EY

e]3
=

ZACS Mo
A-{D:lo|
= o

I

[S)
—

A
- AT

o2z e i
A

S HKES

1REA|

2XFA|

| Aol Cf
=Ryt

HUIRIT s TN~

M =
A=

| A =

2N

5
O|etAl| FE=of

3

oFIF

=

xT=

=

]
e

2ol =of 20|

)
=

o L7 =03k
_ 33 O3, 1
Rd_od_uxm
DAY S<Ro<
oK H__L_,O _|._A i
T FHTO
— ATk Z <] .
R AR
oL s Y
Ww_wlrw.m.._w.u_u_.__we_w_mﬁ
oM = - AARY
o U5y 2
gazemw:_meﬂw:+¢ﬂ
anLEEqHﬂ
ol o ki
gy 28 gp e M
Ol TSR B
R X S 4Tk T
nlo TR IO

DA NG

=
o4
a=

1

o —_

I T
o Wi S w0
T DU
o T Paxd
|_|47E_ Sl OO0y
Mol CRUT Rodgu Y
RO T T T BTHA
O N

eI
W=, o = 2ol
N O_E_”_M__oo:_ul.__/_._.__o E_%vﬂoJ:A
woE=< | gz mHMR
M SRR e ] o T
o KEIIES™N Ko™ 0l g = ol
g1 10 oll_ .o MOOURR 5Ty N Ko
m%qmu|m5MAM£EQ¢+
AU ) A_ﬁia_i__o__po:ur__u =

— —|
awmﬁﬁENEﬂEMW
W <ONr T H o U Uiy =
T Kl g BOH B e <

m__ ﬂo.l_i__om_: I 4 otlr = oL 0f1
n___.n.,u_Ln:ﬂ_ |_|L|_._.I|n.u|7|._.1 ol
. w33 oD Be3
K53 gm0 Ok~ g N0l
o4 =—<-—HIloT<H

MFor ks ™ o

—_

o 210 1 ol RO
S U] = B U<EC A1

A_._.__n__ I _n_._mmol_A.lMIDl_”_._AﬂoL:._om“._o
— ™Mo Kl

™ RHOF K] | O3 o0 I

N e
Hy o LE 2T ureﬂu.._

o TN —

. 0d -
ek B
o —=U| e HSTIor - K Ol
H.A r —_— —
_I_lro_.i._._uﬂ L|17|=._=.__/

IR = r—=o—
== 0F —— __OA ™N O_l
S o o<y~ oy U= 2

0= " 503 Ol nd — 0T 0

0—""T 7 B3 Ri—
O —— 1 = .A_| 0 =<
N —20
< 210 M ORI NS
- A RO K
__Aol — RO ._IL_/OI.I
Mo_Qo A.__..__“_ < TR0
Z ORINH" =010 oy

HIQQE%E1WEH
%W%%ﬂ@@ﬁﬁﬂM%
_m_ INES] 2:._2___oo__oo.A KloI N H

._|
—

12

™
—

<
—

AT ZHR| THA| 22

A
- 35 —

O

al
=<
mEUE, Al Tt

q

A
S

| / 02-10
/ 02-16
| / 03-07

b

t

39|

M XE 2bA|

O o7 oH & ATT/F, Aot 7



FMCE M EMT| A A (Fresenius Medical Care)2t2]

Sl H15 oA & -
X232 TEer o| 27|7| O|AtAIE WSLUE, Alel Tore2 9|8t Xt
L1232l Siatslo| 0300 :o||| |aAlel MRS, Al Tiotg elst Al
HM3AF ZhA| 5| 2 SHAES|o| / 04-04 IMDRF 11¥ A3 &g Atz 3[9|
X 4xt obx| S| 2| stats|el / 04-18 IMDRF W& oAFoba| ZIsd AtE 5|9
X250 FHHEY M13ed & | Ful ™ FEA (Masimo Korea)2te| 2| 27(7|
= shats| o] / 04-25 [o|AMAl| WSUWE, Al mlete 98t X2 3| o
X 5xt 1bx| S| 2| statalol / 05-02 IMDRF WS oAFnbx| ZI&H Atst 3|9
_ _ ZE2atFs7[9 A (Johnson & Johnson Medical
‘:'Etg% X _9_/%' o =3 -
Rresjel | ToSE MIBSE & )otel o=u17] sl MEUE, Al mete
BlAkE[9| / 05-03 | oo T
2Ist X=23[2]
M ext ZhH| 5| 9f StAtsle| / 05-16 IMDRF 11| T2 =g ArE 3[9|
M 7R 2hA 5| 2 staks|o| / 05-30 IMDRF & AGuid ZsH At=t 5[2|
smswaoy TOEE @@ 05/ [IMDRF WE ofwud F¥ &3 ¥ IMDRF 80id
06-07 oAFelo] HAAHM =2 59
M 8xt A 5|2 staks|e| / 06-13 IMDRF & AAGuixd Zd At=t 3[2f
Al Iz o| okt XM x
SUHE2ns ﬁE]' }fz%“ U o 20l det s2ERD 2 ods

HMOxt HH =] 2f stetzlof / 07-04 IMDRF 1§ o4

02
0>
o
tol
1o

M 10XH2HA| 2] 2f statbzlof / 07-18 IMDRF =& ¢4

M1 2xt2bx| 2| of shabs| o] / 08-22 IMDRF S 91

=
2

M11xtmiH slo| | stabslel / 08-01 | IMDRF S o Tnix| 23 AFs} 5o
=
-

X[ 13Xt 5] 2| shabs| o] / 09-05 IMDRF W€ d7zntM Zlsd Azt 3o
i IMDRF W& =4t 2bM =2 67 XA 270 &
L —
MAXF AlHD S stats|el / 09-19 A TS MoLt Fl
14 XtTEA ] 2| stats|el / 10-06 IMDRF & o Tl Atz 5|9
TIoHA T Atz 32|

M1 65X 2R 2| 2f stetslel /1 10-17 IMDRF 115 4
of

<38 24> M =sbEl o|dAtE EEIRE Zol2 flE USKAR oh DhAE o] & X239 At

_36_



Z=|

| 7H

=1

A

]
—

X}
Y,

| ZlsMlofL)

1~13XHA[ A

o

of A}
o

_37_

EHMOT -
ﬂ.mLuﬂ_x 1l H_ | o o o o o o o o
Kr K Ol — R | S S S S S S S S
x _._._u_ E_L. < _|__| Lo ~— — — — — — — — —
o o_u_ul ol . ufl
Imoﬂ _.IH ._._.=.__H_|_|_“_
e o w = o Ko
RO ml By = o - m
ol 7l o __ &= ol RO o
— K& g o1 Wy —
0w R 0 ) i
Tk 0= K -
ol |3 _.u_, °© = & ok gk o m -
T gD o mﬂnmm_ -
™ o K 0
L = o0 ® " s | ®
ﬂ_.Alou_.__.Eol_:.“ U_Al\w_uqmﬂ |
O q -l
gs D g 0l HY® o |3
BN 2 o ST (RS m
M LT E o B [fH{N|o| 5| W " "=
FoEX Kool =
<0 o
E_Emn_ium N w| il | o W n u
it 1 - 0d -~ . i[f] 3l % Hl =
sTHoFSm = - e of
KO oy 0 5 " 5| ™ "= W
o] oo _u_mmol_:___ olfmmﬂ — u ___1_
w2 s Wl o @ . R
T @ H Wy S M__mlm.o — & H
= - K = m _ —
WRE o N3 [ E g | = m | E =
il TR E B BTN o K g = >
o g Ul KM o2 H Ly R | T T
o0 — o X o ol oK n o =70 |20 ENLE 4 =N
08 ke KM g 80 R0 g oBT O _|N |za=T R
K- 00 KK ) E.ﬁ__%ﬂ. op SlRfy =EINENET ™ =
00 — - ™\ Y m] ) N = ! Y < 5 < = N T
Pa o HBR oy @ [RRu, RuMBEinEHRI My i E
B s R Mg = |[MigHg ME@gIsTESd " o<
.._Alq_mn__qurWMo K N % = ol _AIoM_.oliA_._Jﬂlﬂoﬂ.ﬂmﬁuemmo_a |
+ W % S W0 o o o = B | = [of Mmook Y MOHER ER S (D
o 4 <0 B ofr X0 of = "= o | KR ul sl il K=
A R R B S AT YTE ' w0 o g oH e
O | [ i < O KA | < ofr| M |of KK Xjor KK K| & K|H ol

Fel o|27|7] o|MAl EFEZEL 227|7| o|MAld B us 34 2

T=

- M Z=tE 27|17 o|dAlR EEIEWNS S
- I Mojuh 2E 135](2]27]7] o|aA Z2UEE

- A




L3

2 A| AE-X}

A 7

(4ot

- 38 -

(2) &

.1
0
i<t 4
=0 PURIAN
I+ & -
AR | =y
T
ly ©
|
- [UREN
i 5|0
AR | <
~
" r~
H ey
N
Hr Q o < -
ARV RN =
N
~
~
<+ <F
oy oy JF .
_ _ T |__A|o Tl |
- MEIEIEIEE ! A IR
MLEWI.MUJHI.AWWHOI_W7._ou_oﬂ .._A.o.__A.oFI.AO M_|| ye — xlI
MIE o % 0 F m;:Z;T:Z_wAT U4k R _d )
K| = = o = E Aoz 3 ALY i + ¥
_Ill__lA._ n _.__o n ﬁ_u _.__o 3 _n_nAﬂ m“_u_l - _l|_ __2_| _|__mH_ _u_xw_w MU\ _m_/% A_l ._m__. 7._ — ﬁlw__.o _.__o/ J_nM |__/|._ m_.__._|
Mo(ﬂéﬂ_,_nﬂumr_ﬂ_.mou_mmmmml.ﬁ_u.r_gﬂ?i_._ﬂﬁ%zO_EMOMOJm:wu._.AT_/ME% M_.u
ad..raa.r4ox e WK oo KRN ImEHATL_z
do w1 RTOKEOM R0 g | KT S IEg pr_%u\x_i_m_m(xH
oE oy v U :I_.Erﬂ__ot%mmz 7%%%%%%%%%; S E 2|0 LIS
m s 2w %w_oMoﬂnlu_ol__t%_p%ﬂﬂ%%ﬂ.ﬁﬂﬁﬂa%&ﬂmR
2 o7 ERLY T I|EET D ovm_“amnéwgﬁmﬂwzw:_
164 aRALE WPSV 1=K KH < M_.__oS m._.._ LRy < H
ol 3l B R 3 _M: .M 30 3l
i 5w a
- :
0
— < 0 - o
70 NE == 2 mo Mn i = Rl -
oF IH H =0 ) S0 R 0 O > z
77 Ko 3 goorm R h . L < T |
AT K ol | = <fu orl = or o w0 |2
0= Bl wp | M " = T K G i
(_L\ ol K K T _L_H_ o _x_._l
— 10 > T il _.._Im.“_o
- <d = K T D LHo ol
=) e %0 |m
Mﬂ - 0 O
Rr Gl
—- - B —_
< Rl 0 H
il R X0
{1 mnl
~ Al
o4

AIAL)

3N



HE Z20HY Z20HY L s 7|2 s A B | 5 s A2 Z g 2l
(Al =1] 1.2 =5t o AFA|
= =stE EEIE TYS 9F
O|27|7| O|AAIH s SHA o =M skl st
1 27171 ofdialEl) mR SFY ol v 1 2AIZ o 50%
EFEIE 289N s S5t ASteE{Ch
o|27|7| O|MAE | MEZAL A o/ &
D ms 3.7|El =olAE §
[AlHmF2] 1.3 =5t o AbAL
=5 x5t EFZDE g 98
O|R7|7] O|MAIH | I8 YA oh SMeEstm
EFzzacel 2.8d4 ugs S5t e
2| 87|7] o|MAl] | MEZAL Y oA £
HD ms 3.7|El =2lAlE &
[Thatx M3}
A= —
O =3l & IH sts3e wxE
Hs SRR WX} WHE olA| S =d
20234
o|E2T|7|
1 2UEEME eSS 2023.03.22 LIRS oistal=
M23-1AF 242 a3
7| &= Mofut
o ste| M & 3 5t5
2 o|2CcHZHIH A
2 20234H % ES S| 2023.11.10 + 4;H |tz oistal=t
St Of
T7‘” EEH2|
i C AN
2) |X 2N ==
=2 =E S MUYy 8 EFAM £ (%)

O =M =ztel 2[27|7| O|&4AHO W=EAtZR 137HXIAIS] SF 4 M= 2FMHE3/0 100
o EFEI=of et KA JHeE ARE107H)
Z(ZHX)7H 2 O JHerEl 1371 SPatol it WK ALZ(PDF,|O 100
PPTx)

2|
So| Ay 282 5

s TN =3I BT 2 2| &5l St o|R7|7| O|AtAlE| 2t2|Zst
=L S[2T|7] o|MA B MEJ (A, M=YEA, AMY=) networking
NECAW &S 28t =M =5t=l o|27|7| o|AtAl EnE 2[sh 7|dt ofH

- | B27[7] EM H =72 F =TT o|gA 21 4

[=]
== =
s Al N2 &3

&

7t HEYAL S 2HEAL

_39_



F

0o

{, el=22[2, A =

A x

EEIE HE AR

b
=

b o[ 27[7] O &tAtE] Ak

(eel,

C

to{ of&tAta =%

ks

= 1
Ir ©

| ALO| Eof| WX}

o
=)

M ol=z7|7| gl

|o
i of 2ol 7|0

A
~

= 2277 HHEEE,

st

AH| X} |6

F gl

Ms

ol

<HH X&7 >

o|& 7|7

1.

]
i\l

i

o|Z7|7| O|AtAl| I8 ZEHIxo
3. 7het=l offline WEAIR (=2 3702} AlI107H) (PDF, PPTx

2.

EH)

x|
S

2l M=

2t

H 1

.I

0

X

2) 2B7[7| ol¢A EER
3) 2027|7| of&tAte 211

TI
o0

nr
l
oo
=
E}
u-

0
=
Mo
ol
Sl
il

<h

M4
130

A

Hin

Kl
I

K

10) 2

%0
KIr
10
il

04

12) 74

ok
Qf

o4 Z A&

che
tel o|27(|7| o|AkAL 21 (Y

zl

13) HIV-HBV-HCV-HTLVZ

=

4. 2R =

| At=2

ol

ilo}
o

ol
b
zl

I+

2
100
vl
<H

nr
pal
oo

0f0
ol
ofl

=l Of &fAte

=

5. =M=

%0
30

lHo

N

Ofr

6. ZHE=l online 1!

HA &

|27]7] Ol&At ZEZRE

|2717] Ol Al 211

9

Bl
o0

el

13RFAI_ HIV-HBV-HCV-HTLV

_40_



H K ]

=
A

=

2
S
(=3
=
t

@ ol

= it :
oll Mo o
= < s
S - J
gl K- 5
iod o] Y 1
% wE R
= wl,ﬁ iod Mo
z i i
5 TE u

2 n |
x < o 3
= ,c._ o oll
.H__A.u_ ol = T
51 Jly R i
Hid = o
e =4 ol o)
o - )
Em ol = 0
il E 1l 0{0
= 2 .
TS M B G
ol X ol er ﬁlﬁ
_.HPE < & 6o =1l
of H E =
o1 Ko 5% i
i ol 2 *
< = o A g
K P X R
Jd .__:.? ._.W W h
e = ® g
™
o T m o
W g1 I ]
o Br I=) < =
o ol "
— ) '

N

™

_41_




_42_

ra e =
o< <
i . fAe m :
._ur AO O—_._._ i ._ﬁ,h — =~
oH ,OI i : - 2
ey e o) &
- =T Mw : =
<
; Mmoo = 22
; G = o o
¢ D 5 :
22| ; i
et CUN
4
. — B U
R R e
&ﬂiEmﬂ%ﬂr N o e T OHR oF or HiE
! : <TOoHR or or HR
o =
_ o MD 3
2 5 A
_ __IR ¥ do T
K mﬂA ﬂ.]ﬂ ﬂ
£ bt
A £
.. N
Bl -
0
I
T




