LHUNITIANITAMULFEIFMSULAS DB MWNEUsZLAN Non-IVD
U3 gudanududea drin

Audan1sANULELS ¥o aneLu

vowdndoe | wasesilaunndianilidy | Wde

#3396U

AAYLAT WU

N gULaTN RMF-Common YYLALNITAAA

UseuRAN

qFINS

Tu-heu-U dd-mm-yyyy Lo &R ouat

QMR

NNUNIU: QMR

Y

avuwNlf 00

NOUIR: MD

Y 9

1. s19aziduaAIasilaunng (Device Description)
Usen gudanudude 1dn TndndadiasediounmdTaniiduy wuadunqueneg wu ngu

AAENTITUNTEAN NGUARINTTU NANTUANTIU NQUINY faiivhanntanlaveuaz Tagwodwed fseduaniu
e Ao 55y 3-4 uardarwdslalunsdarhmsianmsanudssoadn st Sanildluusasnindosii
oeflungusine idnil

puusu Tuid Wunisinisdanisanuidssdusdagdaet (Risk management of product)
LazAsIANIANLIABIRABANITUIUMSaSHARANY muterimuate 7 uaraseunaNisnsEUIUANS

Y] A o I3 a Y] Ao & a I
atvayunIntulunssuiunmigsna nenseuiunsatdvayundnfulunssuiunmamiegsia Wulusy
ANUTDANNUAYD 4,5, 6 A 8 NA1IABLTUNITIANINITTANITAINULE 899 1UNTEUIUNS (Risk

management of process)

AU Iuﬁﬁe‘z’ﬁLi‘JuLqui’gmamﬂm%mﬁmsﬁ ufeansdarisenus Saskenifussauves
wiaznandnet tneludiuvessieaus 4o 1. eazBunniasiiounng (Device description) aztiiaue
5@@1‘%830@7?}’131%’0’114 (Intended use) ﬁﬂmamgﬂﬁl (Manufacturer intended) ﬁﬂ%}ﬂ’mmmﬁi’q (Customer
expected) sauilan1zAnn1salmsldnurana1nvesldau (Reasonably foreseeable misuse) {losann
Aldeudarunavtanisldaundssdownnd luveundinirenifigudadsla nisdldinauedu
wuudhaes udwwesde 7. fedunn (Notice) veaunun 4

i Tuitd Wussunisdanisanadeiildsan iy Wuiertuaismsdanisaudes

nsxuaunsRldsanty uidug Iuensunuusasndnsos uasimuelivadouaiivonenans fdl
WKLY A1519N13TANIsAIEBINSEUINNTT Neidewand RMF-Common
578970 A1519N15T AN EsINERS e wardug nzlewanil RMF-XXX Tng XXX Ao Snus
Jonanoun
2. "‘a’mqﬂs:aeﬁum%auwmmu,wu (Objective and scope of the plan)



2.1 Tngusvasd (Objectives)

Wedminisdansanudsswemaniasiniedounmd suiszyludiuveste 1. oaziden
\n3esilounmnd Taonadesnudariimun 1SO 14971: 2019 uagtilelvindnsausindosiounndnuiisey i
AuUannsie (Safety) ﬁmsaau%’ummL?&Nﬁmﬁaaeﬂmmw (Acceptability of overall residual risk)
waglFuldmunguszasdmsldnuiduandslawazdldnuaants saufsnnsaanisainsldam
HANan

2.2 v8uLvn (Scope)

uiu Tudill dwsunmsdavhmsdanisanudeseswdnsusiadesdiounnd afiseyludu
veste 1. swaziduaniesiiounmd dszfuanudsaiontu danudsdieglussiuifotuy wdld
unue 1 Fosfivmuansuie (ustification) uiedaviunuluias wwu drvuslidnnsdanisay
deunesdlounnd naen Product realization mudariivun 1SO 13485: 2016 uagnaen Product life
cycle mutarimun ISO 14971: 2019 Tnglfinausifumasuveuiunnisdanisauies aseungy
MsdamsmNEsInEniae wagmsdansaudeinszuiuns

Product realization/ Life cycle of product NMYUALIAINITNIUEBY Hiurnvau ANuniu
(Verification plan) NIINIUEDU wazaydla

F139n15090NLUY (Design) aseviaudes NTODNLUULAZWUI IBUATNAIUN

AN (Risk of product) (Design and development)

$39msuaAn (Production) 3iAs1zvinandes nsangloudnsuan Han

NTEUIUNTATIINARA (Risk of process) (Design transfer to production)

29013080 (Production) Ansrzsiamides nsenelougnsuin QMR OMR/MD

nsvuIUMIatuayuauY (Other processes) (Design transfer to production)

UDNINRTDIINNTZUIUNTAT AN A W

f3n13ma0 (Market) Snsrzsirnuidedoeld | Javadmdannisudn QMR

JoyansuanuALNaIN1IHER (Production/ (Post production)

post production information)

we luidl Idszysedefiudanisauidss Ussnoudedunuannvinenueieg fifimun
wazdisneTedsuRnteumaviudey fnuvaw/feuli vesusazdinsasiisyy Geyawaiiszyeglum
aguinediu) nsdifiinsdsuutasede vesiiudanisannandss uazsumisineg eiinsusuusslsr
gndedluimmnzresmsudluenansnisdnnisanuides
3. naugin1seauiuaudes (Criteria of risk acceptability)

3.1 AdnaAu (Definition)

1. A23LA 89 (Risk) Aw N353 (Combination) 2aslen1alunisifin Harm (probability of
occurrence of harm) LLazﬂ’;mquLLiﬂuﬂ’lﬁLﬁﬂ Harm (severity of that harm)

2. 8um318 (Harm) Ao N15UIALUNINS19NIEU3 0ANUELEADEUNINVBIN AU Y3 DAY
Femesenindau videdaandon

3. UWAISUATY (Hazard) Ao umasiddnenmlunsiindunse

4. #01un"30i7 18 1WiARS U318 (Hazardous situation) Ao @aun13alfiLd olwiau wie
n$ndau niedunndemindunie (Judeuledivrslunsinsed Weannsadmununasunsie
(Hazard) louan



5. 5’@1qﬂizaﬂﬁﬂ’1ﬂ‘i’f\‘im (Intended use) A® Use for which a product, process or service is
provided according to the specifications, instructions and information intended by the
manufacturer

6. M3AIANITAINSIFIURANa1n (Reasonably foreseeable misuse) Aie Use of a product or
system in a way not intended by the manufacturer, but which can result from readily predictable
human behavior (note: misuse = use error)

3.2 unadune (Hazards) dusneg fianansavnanldlumsdinsziitenissanisaudes i

1. Energy hazards: anulw#n (Electrical) AMuLdena (Mechanical) AMussd (Radiation) A1u
m’wﬁauuazﬁ'uﬂ (Thermal and others)

WM URNII8 (Hazards) @11 Energy hazards 931 eulesludl 1EC 60601-1 & 9518013
ATEUAQL Hazards Miszydaduunassunsne (Hazards) dwmiuiedosdiounndiiings Sellefinsiingzs
arundssnunassunmenduil

2. Biological and chemical hazards: autin1m (Biological) AuLadl (Chemical) AuANLLTY
AulAn19%109 (Biocompatibility)

Wad NS (Hazards) duainadniuléniadanin (Biocompatibility) azsdexleslud 1SO
10993-1

3. Performance hazards: éf’mﬁq%’u (function) é’mmi%’mﬂ'ﬁ%’aga (data) A1UNSEIHUENST,

Wa991U (Delivery), muWitiade (Diagnostic), Aun1shdaIuRanan (Use error)
wassURsIE (Hazards) dunislideiianain (Use error) asidexlashuil IEC 62366-1
4. Information hazards: Audayan1sldeu 1w aain (Labelling) Afau (Waming) Ailen1s
19971 (Manual) @:ﬁamﬂﬁu%miaﬂé?ﬂLLazmiﬁzj'aiJﬂﬁ\‘i (Specification of service and maintenance)
nsdnTIwzdanudsmdnsae Wdunasdunse (Hazards) Srefiulunisimsizi nadl
nMslnziedsnszuIuns Wldunassunse (Hazards) :nnssuiunisuastuneunisyie lu
NTIATIZN
3.3 e naunsianseues
TofswyTaguavasdnsldanu (ntended use) mufiuanddlauagauiiil

Y
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AANSEINSIURANANR (Reasonably foreseeable misuse)

Tiisgiuazseysunse (Harm) Aanunsoiindunansasiedesiiownnd mnunassunsie
(Hazards) #usneq Aildseyludedeuntind wazaniunisaifideliiAndunsie (Hazardous situation)
dieliiularuedesdiownmdfilgsunsinsesiuazdnnisannudes asdiauvasads (Safety) uwasiinns
gonsunIABaTivaBeE (Acceptability of residual risk) wagnslianulsmainguszasdnsldaunud
fdnidlauaznuiigldnuaants uagnnsmanisainislénuianann

fin3oflonne Aivaglunisdniunig wu

1. msluuuyamanulunsssunadnvusvonaiosdeunndiiug fezdnaduanulasasde

(Questions used to identify medical device characteristics that could impact on safety)



2. MheTzanudes lnenisidinaiianisinsedt dounnsesuaznansznu (Failure modes
and effective analysis: FMEA) mﬂizqﬂ(ﬂ%

3. Ueyatayan1IHANLALUAINITHEAR (Production/ post production) 817 Teyan1sHinuay
MImTIadeU Jeyanisiudsuuuas design Yoxa post market surveillance

§uns1e (Harm) Aildarnnistianeginazsey udazdunse (Harm) Tiansanuazainaziue
(Determination and estimation) lon1alun1siAn Harm (probability of occurrence of harm) tazA273l
EULLNIUﬂﬁLﬁW Harm (severity of harm) Ingdavin Wumisig Category of probability of occurrence
WaEMI519 Category of severity aus1wazLduntutonall

3.4 N3AAAZIUAMUIEES (Risk estimation) wagn1siuuaa (Assigned value)

A1IANNUAATITI Category of probability of occurrence LLa »13719 Category of severity 713

Sanseanuidedd fvusddutusaznsimunen Tnediseasdendidl

Category of probability o o \
of occurrence AasuNY NNSANAUAAT
Frequent Wnveetpanimvizewiniunnisieu 5
Probable NnUaegsening 1NnIvnmsuLAteendInn 3 wiau 4
Occasional NinUaegsendng 1NN 3 weuusdtesnitmn 6 e 3
Remote NinUeeagsening 1NN 6 ieuldasnimn 12 ey 2
Improbable Wnvegminiunn 12 Wheunseuind 1
Category of severity AN95U"Y ANIAIRUAAN
Catastrophic fuulfudetinvosaus tu 5
Critical Suwnltulrinisvesaug tu 4
Serious Faslesumssnulaeindnenlulsmenunavesnu du 3
Minor Fasldsumssnuilnglidonindnuilulsmeuiavesaun t 2
Negligible lauAessunissnudalulsaneruia ureengla 1

3.5 NMIARUANUINNITEeN5U (Criteria of risk acceptability)

N1UM1319 Category of probability of occurrence WLag #1519 Category of severity @11158
vudunisns Probability Tuwuass wag Severity lunuaueu Taidunisne Matrix wazisl ol
probability of occurrence wag severity ansnsaviduiigalunsazdos lifasu daviildluusiazdeos
AoFAnudss mus1AnAIINT1 Ades (Risk) Ao N33y (Combination) vaslenialunisiin
Harm (probability of occurrence of harm) LLazﬂ’J’mEULLiﬂumiLﬁ@ Harm (severity of that harm)



Severity
Negligible Minor Serious Critical Catastrophic

1 2 3 a4 5
) Frequent 5 5 10 15 20 25
g
o
5 Probable 4 4 8 12 16 20
9
o
5 Occasional 3 3 6 9 12 16
2
S | Remote 2 2 4 6 8 10
Q
9
e Improbable 1 1 2 3 4 5

ulsuneanundesdifuimseuliindnnisarandsadunseuduiiuns fe 1) in3esdlounmdd
fiszsunnuidssinaduliasldinusinissensuanudssilmiiouduy uidiazfinnsanlddosliinga
(Justification) 2) tnawgin158au3u(Criteria) ‘LﬁﬁmmﬁwdwﬁunumﬁmmimmL?ismazizﬁumm
Hosvouedesiiounndiiueg

fiudanisanudes ldfuuninasinsseniunnuidss wazdaindumssanudosinans
inaginsensulpeiiseaziBead (wudansnnudssdagldinusinissensuilaseunquiis Residual

risk 1Laz Overall residual risk)

Risk criteria 1....5 Acceptable area ACC
Risk = probability )
6......9 As Low As Reasonably Practicable ALARP
of occurrence x
severity 10...25
Severity
Negligible Minor Serious Critical | Catastrophic
1 2 3 4 5
o Frequent 5 5
c
o
= Probable 4 4
(9]
5
5 Occasional 3 3
2
= Remote 2 2
Q
©
S
a Improbable 1 1 2

3.6 WIMNINITAIUANAIULELS (Risk control measures)



madeninsmImuaNAIEs Mvuald 3 wumise

1. Insnseenuuulimnandusiianulasnsdeias (Inherent safety by design): &931 D

2. Tnansteeuii fandn S s nianseuiunisnan (Protective measure or manufacturing
process): 991 M

3. lngdnvitayaninulasnsdy 019 Jewuzin Aesute Tkldnstuwagseda (information for
safety): 8971 S

Weueanudssfigusmsuevlifudanisanudssiniunig fe Wesaldmadend 1

Y
1 v dl

fou Is1zANIAssTiivasogudaainnismunNmLdsazanaedmn nsdiiasatldnadend 3
mnuidssivdeey ndsanmsmuaunIdsranaafivadniios IWufisanmsudsligldnulaunsu
uarsziinse Yadeldaminiy

3.7 ﬂ’liﬂ'izLﬁuﬂ’J’luL%mﬁmaaag (Residual risk evaluation)

1. Tum31snnsdanisamides Tfeenuuulsil Column "Pre” uag Column "Post’ Tag "Pre”
v neunsldunasnsmuguedss uas "Post’ nneds ndsnslfinnsnisnunuaNEes

2. n3d@ififinsUseifiuannandes vesusiaz Harm waganagluinael Unacceptable area: UACC
(Funa) 38 As Low As Reasonably Practicable: ALARP (@ideq) Tiiansanannsnismuaua i eg
Fail 3 wuImns LleanAuIdBves "Post” Teylu Acceptable area: ACC (@lT87) nsdliimnudaves
"Post” Faaglu UACC Euna) 30 ALARP @widos) Tsidunsiesigvimnuidssiitinuas Uselovdils
Mnn1sidia3asdiownnd (Risk/ benefit analysis)

3. nsdfTinsUsTIiunMADs Yeusay Harm wazanegluinasi Acceptable area: ACC (8
T97) 9197915NATANIAIUANAINLIADY LiloAsALABIYRS "Post” Trfeeflu Acceptable area: ACC
(HFen) violy

4. nsdlfilsfasanlfinnsnsmuaunuidss uazaavesnadsswes "Post” Anogluinasi
Acceptable area: ACC (BiT) uda fuswiiuiidesinsnndlelfunsnisauauanuides fil

- fleadedluad (New risk) ntundelsl annisfissanléinasnisauaueiudesiiaue
Tneszywalunadund "New risk occurs' nsdiitlaisl Tsfszy "No' nsdlfiil Tszy "Yes' wazsnfunisnia
nszUIMTIATIEiANABILazAIUANANAED sty

- fwansgnuseaniunssifiaelfiAndunsny (Hazardous situation) AldAiasglunou
iiivielal anmsfinnsarldinsnsmuauaudssiiaue Tasszynaluaeduil "Risk for previous
haz. sit. affected" nsalitlaifl Iiszy "No' nsdlifl Wispy "Yes' uazdniunsnunszuuMTATIiAIL
\Feauaveuun L AsIin iy

3.8 N hATIziAAY/Usslevt] (Risk/ benefit analysis)

1. n3difinanisuseifiuaudeddunedu "Post’ geliogluinau Acceptable area 319
fisanldumsnis muaunudsdag wdinu Wiudanseudesiidunsinnginnudediie
wazUslonifild (Risk/ benefit analysis) wazeasimiin ann1sldnuaiesdownmedun Tnevinas
53U1Y (Gathering) Wagnunu (Reviewing) 191a31nUNANNIYINTT (Literatures) waglviszynaly
ADALU "Risk/ benefit analysis"



2. nsdifinansusziiuanandedlunediil "Post” Anogluinmsi Acceptable area fansaninlil
Fosiuiunmsiinnzianuidssifnuazsslowifild (Risk/ benefit analysis) waglviszy "No" Tunedun]
"Risk/ benefit analysis"

4. m’;“di:Lﬁumssau%'ummtﬁlmﬁmﬁaagjiﬂai'm (Evaluation of overall residual risk
acceptability)

1. myUszidiunseeniuaudssiivdesylnesu

MNusay Harm AlFSUNMTIATIEA 531 wagdseifiu munszuiumsiiensiaudsauas
AuAuANABsTL Ransanldinduifios Individual residual risk evaluation wazdesvinnisUszidiu
nMswousuAuIdssivieeglngsiu (Evaluation of overall residual risk acceptability) Inefindanis
adss Muualildisnsneadaemansmanads (Arithmetic mean) vadudaznaduiiaes Severity
uay Probability udnheedefivilfunussiiududnnundssiivdesglngsm

2. TUazEANITNNUANYINITIBNSU (Criteria of risk acceptability)
TdnauinseeusuiRedny nuseazBunlude 3.5
3. nslasziAuEsy/Uszlon (Risk/ benefit analysis)

THuumsmsiinginnundoydselovl amunvasidonlude 3.8

nsdinardssimdesglnesin fnsaniieensu ideansigldnunuisamiudesi
\waoegAiflfadAay(Significant residual risks) wazdminduteyanuasadie szyluaedutinininig
mUﬂmmmLﬁ'm (Risk control measures)

nsdnanudssiivdseglagsm fasandlleniu Tiasanunsn1sauaNANLLALs
(Risk control measures) ifiutu vieusuiAsuduaiasiiownng viouudsutaglszasinmslin
5. MINUNIUMITANITAUEES (Risk management review)

dedavihnsdanmsanudsaaie aldmenunmsiansanuidsuazuiiunisdanisanuides
wazruualidesdinsnuniuianssun1ssanIsaude (Risk management review) faunisaueu
wansnel nanmsnumuldafvluwiiunisdanisanudes lasnismumumsineanden (eg1aey)
faid

1. msliununsinnisanandedluugon

2. l¢finanseonsuanuidesiivdooglansu

3. fimstmusisnslunmssunsdeyauazianmumuiiedudeyansaanuazudnisnde
6. dayan1suanLasnaINIsHan (Production/ Post production information)

nsisueisnslumsnusndeyanasiisnnumuiie fudeyadeyanisnanuazndsnisnae
fivsil

MuuAlALNITNUNIU Imaiﬁﬁmasuaﬁagamim%mLLawé’qmimamﬁlé’imw Duszezq audils
fmuslude 2.2 vouium (Scope) Fsimualidazadmdsnisnda doyanisudauazndnisudn o1
ﬁﬁagamﬁwémazmﬁmmaau 191U nonconforming report, Sﬁa%amﬂﬂﬁlamlﬂaq design 19U drawing,
material, Gﬁa;,ga post market surveillance WU complaint, corrective action/preventive action (CAPA)

doyamandnuazndnssdnuani wdnafunsssiuarudedildiniudiodisls wu wa
msUssdiunnuidsniudinaduiivensuniels Serudsdwifniuniels frdnansusuidueiudes



Tnsiifueensls avidudivensu 3ol nslidiiaia risk estimation Ssaafiunielsl dilawsaegied
sxy idudunmsudlonanisdansanuidss iufinluseaunmsdanisaudes uazdafuluuiuns
Jnn1sAnandes

7. dadainm (Notice)

1. ununsdaniseuidesd davindudmundndusiedesdiownms pufiszyludinveste 1.
seanideandesiiounnd seduifentu wazanmsoussandldundfuiaiosownmddu Aflseduannu
dosspuiieatu Sranuideddeglussduientu winddunun 4 Fosfinamasiune (ustification) ne
Faviunus lvsliay

2. Arudutus szninetngUsrasdnisldem (ntended use) A nanssla (Manufacturer
intended) uazeldaua1AnIa (Customer expected) 53uden13AIMNTAINISIHURANEIA (Reasonably
foreseeable misuse) VOEl1U

2.1 n3dnnnsmnudsanudariivun 1O 14971:2007 91506 Intended use Ml
fndmdslavinty uimsdamsarundssudeiiun 150 14971:2019 fiTnsauneseunqu Intended use

(%
Y

Ananaala gldnuaiania waznismianisainisidauianan

2.2 msdamsanudssmudorivun 1SO 14971:2019 awilUszandramnnniniy wsigld
Ainnwinazdansanudssiiddddnlavesilinuuaznisaanisainsldnuiimnasvesildausie
wiaglisaufensldauinunavesfldoumsedunsigldoudilanseying eddlaasiasinseyin
Bnsldaudng
Manufacturer's responibility to maintain

acceptable risk

|

Normal use by
customer expected +
reasonably foreseeable misuse

Normal use by
manufacturer
intended

Abnormal use,
not manufacturer's
responsibllity
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1. MuazBuain3asilounnd (Device Description)

wansne srvuunulanglalulnssnszgnuuudu (s-nail) luedesiiounngluifidids ndu
Faenssunszgn Idsunssndelneduan

T Useasanisidau (Intended use) ‘ﬁlﬁwﬁmﬁgﬂﬁ] (Manufacturer intended) Ao Tiduwnu
TongdwiuldlulnssnssgniuuidievimihiidaasilunisBangs udly shlinszgniivnegis sewinaiy
nszgniivinavUszanuuaziBendntu Juilensvgnideniniuudr szuuunulangldlulnsanszgnilisin
Fudunazmslizunsieenaniaiiget

$ngUszasAn1sldau (intended use) figlFaun1anis (Customer intended) fie 141 unny
TongdwmiuldlulnsanszgniuviiieviniinfidansilunisBanss ufly lnsegniivinegils sewrinedy
nszgnivinazUszanuuazifoniniu Jaflonszgniondatuudrszuuunilansldlulnsenszgnilifinn

[

Pndunazaislasunisihesnangaiineey lneldlivnsegndurvisinsdonasdiawa wagldlitune

a

Ineaulne

'
Y a

NIANANTITAINS LT URANANR (Reasonably foreseeable misuse) Ap N1SARNARIAAIANTTOI

Y]

in
Blrvosilinuilelddnlsznevvesszuy snail hlulnssnszgnduriiienunsegniiin waznen
duUsENoUTITEUY s-nail senaninsinszgnauriiienszgniinifoudnud InasinadnsAunnsdng
Mninalalieghlsuazoonuuuudleliudiads wu Tuneunisld Nail, funeunisld lag screw uay set
screw, Sunaunsld locking screw uay end cap daazinisufduiusiugldan warldoufionannld

wuSaesarudiiusseieiagUssasdnisTdnuiiduaadale wasdldauaiands mauenns
mansainsldsuianamvesilinu teusiduiuuiaedludiuveste 7. dodunn (Notice) vosunu 7
19dmvin
2. 'i'mqﬂizmﬁuazmauwmmme (Objective and scope of the plan)

2.1 TngUszasA (Objectives)



ilodnvinisdnnisanuidsswemwdndusiiaiesilownmd auiiseyludmvesde 1. Muaziden
\n3esilounmd Tiiaenndeanudedmun 1O 14971: 2019 LLazLﬁaiwmﬁmﬁmsmLﬂiaqmaLwa&Jmumvu il
ANUaanas (Safety) ﬁmiaam%"ummL?imﬁmﬁaagﬂmaim (Acceptability of overall residual risk)
waglFnuldmuinguszasdmsldnuiduandlawazdldauamants saufsnsaanisainislda
HANaIn

2.2 ¥puLs (Scope)

uiiu Tudil dwsumsdarhnisdanisaraundesemanduiiedosdownms auiiseyludau
veste 1. 9waziduaniesilownmd Alszduanudsadeaiu draudsdieglussiuifoty widld
wiue 1 Fosdivpnansue (ustification) uiedaviunulmiae wwu drmuslidnnsdanisa
\deaiaiesiiounnd naen Product realization muderivua ISO 13485: 2016 wagmasn Product life
cycle mutarimun IS0 14971: 2019 lnglfinauaifumuasuveuiunnisdansanudes aseungu
mMsdamseandeawdniag uaznsdnnisaruidnseuiuns
3. SBNUNMTTANIANEA (Risk management report)

897U aﬁ’uf? Hussnunsianisenandesvemdniasinieliownmd aaiseyludiues
U8 1. i’]EJauLE]EJG]Lﬂi’eNZJE]LLWV]EJ wazdavindumssnsdnnisaudewansdag (Table of product risk)
LAYANTNTIANNIANLIEABINTZUINS (Table of process risk) Ingms1ansdanIsaLAeHEn sl
finsidouledlud

. msmsiansanudssiuauulimadinn amderivua 1SO 10993-1

- msumsdanisarudssnunisaiansainisldnuienain sudeimue IEC 62366-1

waztlosnnidundnsaminiesiounnd auiszyludmveste 1. uaziBunniasiounnd s
lLildgnmadenleduiinnmanisdanseandesinunsiiinds sudedmun IEC 60601-1

oslsfimuisnaansdanisanudsmandas uaznnsensdanisanudsnszuiunisld
ALlUNITATEUARY Fansnsreiarandes (Risk analysis) nisusifiuanuides (Risk evaluation) n13
muqmmwmﬁm (Risk control) miﬂimﬁuﬂ’mmfimﬁmﬁaa&j (Residual risk) n15UszfiuAA 87
waeeglngsan (Overall residual risk) FA21uLA Bslual (New risk) LAnd undolal wazfnansenuso
antunsnifaeliiAndunste (Hazardous situation) Aldsifiun1siesesiludeuntriviela fnns
Aimsreviannandes/ Uselewt] (Risk/ benefit analysis) vi3alal

sAUsENOUYBIENUNMTIANITANINEES Uszneausie

1. wHunsdnnisanandes

2. SIBUNTIANNTANNIEE

3. TNMITIANEAIIEES 2 Usglnmeng

4. anufivaelunisszyaadnuazveselodlounmaiinariuauaende

5. dhugemdngumsnumnunsTansades (aSausn)

6. lenansatuayy (i)
4. AesunemIaliun1snNsEUIUNITIANISA1ULERY (Implementation of risk management

process)



4.1 nguasksisdunme (Hazard) fldSunsseyll 14 fu dail
1. Energy hazards Usgnaunig H1. auluin (Electrical) H2. Arulieana (Mechanical) H3. fu
%43 (Radiation) H4. fupiufouuazaus (Thermal and others) lsifinisAifiunis
2. Biological and chemical hazards Usgnaun e H5. A1us1a1n (Biological) H6. AuLA]
(Chemical) H7. fuANUannfeN1931AIW (Biocompatibility) dn1santiiunis
3. Performance hazards Usgnaudae H8. dufladu (Function) H12. dfunisldauiianaia
(Use error) in1saiiunis HY. aun133anisdeya (Data) H10. AuN15ENIUaTS, Waea1u (Delivery)
H11. fuAtiasde (Diagnostic) lifin1saAiiunig
4 Information hazards Usgnaumg H13 duteyanisldeu dIn1saidunis
N3ENMTIATIIINGUVONAITUATIY (Hazard) 4 Fruusn Bsszyinlaifinisdndiuns iosann
uwiassunsenguitduvesadasiounnslidids nadinslinszsingureunasdunse (Hazard) fui
wide Iidiiunsinseiluduiifeidostunudnuasndndum (Characteristic) wazaylifaszsianlal
Aerdomdenlinaua fnduifunmsiiesgiuazdansanudedudiuvomsenisianisaandes
HEARSTou
uonndiudanseudedsldsfiunsiersiuasdanisanudedudiuwemisms
Fanrsanudoenszurunis Tneldundsdunsie (Hazards) :annszuiunsuazdunaun1syieuees
mhenuemeg Feduiaveulunseuiunsaiswdnsusinudermuade 7 ifinssuiunisve nsvuiuns
$0%o nsrUINIASIEUAT NTYUIUNTITHAR wagnszuaunsatfuayudug Asndunuderdmunds 4, 5, 6
Loy 8 71HNsrUINNITAIUANLENANTLALTUTIN NTEUIUNTNUNILYRIENBUTINT NT¥UIUNITHNBUTY
NITUIUNTYBNUITY NTLUIUNMIATUANANINLINGBUNITINNUY nszuIumsteyadeunduazaniiunis
T93RUIHU NTTVIUNIINTIAAANNAMNNINANETY NTzUIUNSHIARAUAMANNERAT I NTEUIUNTT
muauddliduluny efwun nsruiunsufuuslaeufinsudlusasufiRnistostu
4.2 usazunasdunse (Hazard) fisey Iedudun1siinsgy Harm wazanudssedusias Harm
LLazlﬁLauammsﬂWﬁmuqmmmL?ﬁN (Risk control measures) 3 WuINg Aedydnwal "D", "M", "S" Tu
Aeduvas "Risk control measures” waruInsn1svant asdosaniunisndolddndunisudanae
LONa1591989 Tureduilves "Verification” ﬁuawﬁwﬂ'ﬁ%’ﬂﬂ'ﬁﬂ’;mL?iaqﬁgq 2 UsZLAvAIT I AD M159N13
Jansanudesransd waransInsdan1sAdsensEUIung
43 n3Useiiiuaund veil ind ey (Residual risk) 14 Individual residual risks wag Overall
residual risk laatiun1saiuuau Ing Individual risks Wnausiduiaslunsazunivenisne wag
Overall risk Ynauaiudiavluneunesveswemnise lnglilafinnsanidunislag meld medul "Risk/
benefit analysis’ 1ilasnuanisussiduannudeddunedutl "Post” anaglunael Acceptable area 7
Individual residual risks Wag Overall residual risk
4.4 \esannannudesdilndosglagsiu (Overall residual risk) finnsaningensy 3elaildidnng
aniiunislag nelamauil "Risk/ benefit analysis” LwimﬂwammL?imﬁmﬁaagiﬁﬁaﬁﬁag (Significant
residual risks) azdnvindudeyannuvasadeluguauuzinsldauiouddildnuns lnsuandy
A& "Risk control measures” Tuanadnednydnual 'S ¥aInI5INSIANISAMUEBINER T U]



4.5 wdnlunsalfinannudsefindoaglaosau (Overall residual risk) #9159 lsivansy 2y
fiTnsannmsmsniuauaudes (Risk control measures) Wity isusuildsuaedosfiounms vie
UfuasuingUsrasdmslden nieviinnsisgianudssiiifiauagyssloniiiled (Risk/ benefit
analysis) 9nmsldnuaiesiiounnddug Tneazsausau (Gathering) uaznunau (Reviewing) UOYATN
UNANMIIYINS WiguiAsalatiun1susediunieadin (Literatures) waglviszunaluaadu "Risk/ benefit
analysis” 3sluiidl laideesndunns
5. unagu (Conclusion)

wansSariaieslounmd mufiszylute 1. MvaziBoainiesdlownmd ldunsiansanindany
Uasnny (Safety) ﬁmsa@u%’ummL?ilmﬁmﬁaagjiﬂmm (Acceptability of overall residual risk) wagld
sldnuingUszasdnnsléau (ntended use) figfudndsla (Manufacturer intended) wazn1sdanis
Anudeedifldauniamds (Customer expected) safiansainnisainisldauiianann (Reasonably
foreseeable misuse) VOE{lTI1U

1. Widaduns e (Hazards) 1#3unnssey dumste (Harm) 65un1siingiest wagaandes (Risk)
iunsiinszsiuazUssdiu ldfinsiauennsniseuauauides (Risk control measures) Wisliianny
\dosanamiondld waznaveand uid oeii indoey (Residual risks) g lutnmusi Acceptable area
YauzlFdfunInsmuaNANAssliausldsunsiansand linelian New risks uazlsifinanszyu
soanunsaifideliiAnnundes (Hazardous situation)

2. M3UsziiunisoensuAuLd 0adi ind ey Tassau (Evaluation of overall residual risk
acceptability) 195un13 ﬁmﬁmnfﬁagﬂ,umm% Acceptable area

3. n1531AsIzRAE 8/UszTewd (Risk/ benefit analysis) 819150 Individual residual risks
wag Overall residual risk lall@imiiun1sniels aedutl "Risk/ benefit analysis' 1ilasa1nnan1susziiu
anudsslunedu "Post” Anagfluinasi Acceptable area
6. NMINUNIUNTIANTISANALEBS (Risk management review)

delgsnrhnssanisanuideudnada sanisinnisaudewand (Risk management of
product) uayN"3IANIsANIALINTEUIUNNT (Risk management of process) lagienansnisdnnisaay
deslddnismuniulag QMR wagld$unisousidlas MD wda egslsfnuununisdanisaanuides
Avualideedn1smuniuAanssun1sdmni1sAuLd 89 (Risk management review) foun15d91oU
wAnSuat Sedalvinmmumunisdanisanudssady wsnuazdnnuilunangiuliluwilunisdnniseany
Aesilud Tnetssdilunamumunisdanisaudes aguldsd

1. nsldununsdanisanudsdbufud waglduiiudanisaudesemdniuel lned
nziDouauiinuilddnsameidou

2. lefinanseeniuanuidesiivdonglnesan ddsunsiansanineensu

3. finsfmuaisnislunismunndeyauazinnmumuiieduteyanmanuagndanianan
muiszylute 7. Yeyansndnuazndanisuan
7. %’agam%wﬁmmwé’emswﬁm (Production/Post production information)

PaEufureINsiansaIdss azfunsdidunisyianisesnuuy (Design) insiiasies
wardnn15ALLE BandnsTauel (Risk management of product) waz929n15uan (Production) 1013



Angiiuazdanisanudsenssuiunisludiuveanisaiandnd mel uagnsyuaunsatuayudue 1
§1.Ju (Risk management of process) mmw?’?ﬁmwamﬁm%ﬁszqmmmm flgaavi

donawuly 1 9 fiudansarndesmsezldinsmumudeyandauazdeyandsnisndn o1
sﬁagamimﬁmazmsmmaau LU nonconforming report, Sﬁaaﬂamimg&muﬂm design 1 drawing,
material, sﬁaada post market surveillance 1@u complaint, corrective action/preventive action (CAPA)
warldfansanimanisUsadiunnudsdilddnrug Smadufivensu wazenainisudsuwdathi Tng
Foyananumunazmaudsuntasazasunduldannusz fansudly

pdsnilddalidnmumunsiamsanudes (afausn) wér mudiseylute 6. nismumu
mMsdansanudssiindnnisaudssdsnsdalitnmsumnunsinnisaradeaduszezg adoyans
wAnuazvdinsnandiladanmadideam uagldfinsiiiignismumuresdieuims (Management
review) musgtsulfuRiFes maumureshsuImMIuARan TUNILATIANIIAIAE TFunng
Janulundunisnumuvesheusms
8. dadane (Notice)

Fenumuuaznuindanudeduiifiety wagldsunsszyindu new hazardous category
nsdifivssduinarndedu ldfinansenufudeyansvssduiididumsiaaluneundril enalifinng
wilasenunsdanisenudes uienawdlemsansianisanudes

nsdifivszfiuinauded a’mﬁmaﬂizmuﬁuﬁayamﬁﬂizLﬁuﬁm"ﬂLﬁumiLa%ﬂﬂfiawﬂwﬁ
wazfinrsanindu new hazardous category uavanadasiansanudlariesenunsdansaudsuay
ANTNNNTIANNSAILLEES




ASNUNIUNITIANITAMULE LA ULATD o UsznN Non-IVD
U3 gudanududea drin

wisasdlaunndianilily: | iudanisanudes 8 QLYY
Jandannme | szuuknulavgldlulnss | nae
NIEANLUUHY f579d9U
AAYLAT WU
N gULaTN RMF-CMN YYLALNITAAA
UseuRAN
o e o NS
-Lnou-U P——
dd-mm-yyyy SRR
NUNIU
QMR
5 . BvunIu: QVR
aduuilen 00 —
HoudlA: MD

1. MuazBuain3asilounnd (Device Description)

wandual sruuunulangldlulnssnsegnuuudu (snal) Wuedesiounmsludmas ndu
Faenssunszgn Idsunssndelneduan

T Useasanisidau (Intended use) ‘ﬁlﬁwﬁmﬁgﬂﬁ] (Manufacturer intended) Ao Tiduwnu
TongdwsuldlulnsnssgniuuiiievinihiidansnlunisBangs ufly shlsinseandiinegis sewinedy
nszgniivinavUszanuuaziBendntu Juilensvgnideniniuudr szuuunulangldlulnsanszgnilisina
Fudunazmslizunsieenaniaiiget

$nnUszasAn1sldau (intended use) figlFaun1anis (Customer intended) fie 1H1dunny
TonzdmiuldlulnssnszgniuadievimihidaasilunisBanss udly shlsinsegniivnedis sewinaiy
nszgnivinazUszanuuazifoniniu Juflonszgniondndundrszuuunulansldlulnsenszgnilaifinn

[

Pndunazaislasunisihesnangaiine ey Tngldlivianszgndurmstrsdienardnewn wasldlatunie

a

Ineaulne

'
Y a

NIANANTITAINS LT URANANR (Reasonably foreseeable misuse) Ap N1SARNARIAAIANTTOI

Y]

in
Blrvosilinuilelddnlsznevvesszuy snail hlulnssnszgnduriiienunsegniiin waznen
duUsENoUTITEUY s-nail senaninsinszgnauriiienszgniinifoudnud InasinadnsAunnsdng
Mninalalieghlsuazoonuuuudleliudiads wu Tuneunisld Nail, funeunisld lag screw uay set
screw, Sunaunsld locking screw uay end cap daazinisufduiusiugldan warldoufionannld

wuSaesaudiiusseieagusrasdnisTdnuiiduaadale wasdldouniants sadans
mansainsldsuianamvesilinu teusiduiuuiaedludiuveste 7. dodunn (Notice) vosunu 7
19dmvin
2. JnguszasdnIsnuNIUANsIANsAMUIAE (Objective of risk management review)

2.1 ngUszasA (Objectives)



W onumiunanisian1sANULA ssuondnSueiia osileunng auiseyludiuvesde 1.
eaziBaaiosdiownmdildduiunsiviaenndesiutefivun 1SO 14971: 2019 Titelvindn sl
Lﬂ%aﬁauwm‘mmﬁizq fianudasnse (Safety) ﬁmwau%’umwmﬁmﬁmﬁaagﬂﬂm’m (Acceptability
of overall residual risk) wagldenildnauinguszasdnisldmuignanddaunsgldnuemants saufnis
AANTRINISIENURANATR

2.2 ¥pULn (Scope)

1. sudlunisnumunanisdansanuides ielddudunsdaviidunenumsianisauides
wazufiunsdnnisanudsudn

2. fsdndunsnuniunanisdanisanudes nounisdseundnduel (nsdlinisdauey
nanfagineudliunisaudeninua 150 14971:2019 Sandlidnrinduenalsudngiunisnunium wiey
Tvawa)

3. linseumquAIInUMIUNNTTRNIIANIAssi Amualiinnsdndunismumiulunsgnis
Famsmnuidsanduszerg lumsmumuvesieu3ms (Management review) snusziduUidiiEes ns
NUMIUVBINEUTING
3. 215EN1SNUNIUNITIANITAULEES (Agenda of risk management review)

nsmumumsdanseadesiing dil

1. maldhununisdanisanandesuufos

2. Iffnanseousumnidesiimdooglaesu

3. fimstmusAsnmslunssunudeyauszianmumuiiedudeyansuanuasndsnisnge

4. Buq (i)

4. HANSNUNIUNMTIANTANEB (Result of risk management review)
dunmamumunisdanisarundssm uiiewd fssynoudu WWnansmumuasuldded

1. msldiununsianisanudsduiod waglduiudanisanudsewdnduel el
nziDouaviinuildinisamedou

2. Iffnansseusumnmidesiivdoegliaesin daldfunsiansanitensu

3. finsisunisnislumsnusndeyauasisnnumuiiefudeyanisuanuazndsnisnan
muiszylute 7. Yeyansndnuazndanisuan

a. lalfinsedug
5. 4aA235W3150U1 (Consideration)

1. agdnlitinsmumunisianisarundsailedingnSaslminudeimun 1SO 14971:2019 us
&iindnfausiAuogioutorinua IS0 14971:2019 fissusdalifionansvdngiunismumius i

2. v ndiinsdaienasudngiunismuniunisdanisaades (rfausn) azdndiunns
numulunsgmsdanisanudsaduszess lunsmuniuvesneuims (Management review) A
sufuUfoRides menumuvestheudms dwrlilinfuenamdngiunmamuniuluuiun 1




Questions used to identify medical device characteristics that could impact on safety

yadnuivslunssryaudnyusveunIslisunndniinaduauUaaadiy

au A9 o
1 What is the intended use and how is the medical device to be I%Lf]uLmuimﬁzﬁ’m%'ﬂﬁiuiwiﬂﬂiz@‘ﬂﬁumLﬁav‘i’mﬂ’]ﬁ
use? Frrs1lunsBanss udly ilvinsegniivinegis sewins
ﬁ?uﬂﬁggﬂﬁﬁﬂﬁwﬂizmuuazL%'auamﬁ’u %ﬁLﬁ@ﬂiz@ﬂ
Boudnfuud szuuunulavgldlulnsanszgnilifianny
$udunazaslésunmsihesnanngeiiages
sl wdsuiuilldeuinadinssgnin (fracture)
Tndon @enldFuau (Selected components) 84
sruuwnulavgldlulnsensezgn Wivingauiuaiy
foanslinumuviavesnszgniin (Fracture) fiseyly
Yousld (Indications)
2 Is the medical device intended to be implanted? T
Is the medical device intended to contact with the patient or T
other persons?
4 What materials or components are utilized in the medical Nammﬂﬁ’aﬂlw,w,ﬁamam (Titanium alloy) A
device or are used with, or are in contact with, the medical Tnwmdeyinse 23 e Ti-6AL-4V ELI
device?
5 Is energy delivered to or extracted from the patient? lai
6 Are substances delivered to or extracted from the patient? lai
7 Are biological materials processed by the medical device for T
subsequent re-use, transfusion or transplantation?
8 Is the medical device supplied sterile or intended to be T
sterilized by the user, or are other microbiological controls
applicable?
9 Is the medical device intended to be routinely cleaned and lai
disinfected by the user?
10 | Does the medical device modify the patient environment? lai
11 Are measurements taken? lai
12 | Is the medical device interpretative? lai
13 | Is the medical device intended for use in conjunction with 1o 5’U°qmﬂ§a\‘1ﬁa&i’l(5fﬂ
other medical devices, medicines or other medical
technologies?
14 | Are there unwanted outputs of energy or substances? lai
15 | Is the medical device susceptible to environmental influences? | 14 Inasussysiouat Lladndnsioum
16 | Does the medical device influence the environment? lai
17 | Does the medical devices require consumables or accessories? | 1
18 Is maintenance or calibration necessary? lai
19 | Does the medical device contain software? Tl
20 | Does the medical device allow access to information? lai
21 | Does the medical device store data critical to patient care? lai




aeu A9 o
22 | Does the medical device have a restricted shelf-life? 19 Tnagussyin ladlddndnsio
23 | Are there any delayed or long-term use effects? T
24 | To what mechanical forces will the medical device be LLidﬂisﬁﬂsgﬂ (fatigue) TlazviliAnAILAY (stress)
subjected?
25 | What determines the lifetime of the medical device? mm%u Qmmgﬁ
26 | Is the medical device intended for single use? T
27 | Is safe decommissioning or disposal of the medical device lai
necessary?
28 | Does installation or use of the medical device require special T
training or special skills?
29 | How will information for safety use be provided? 19 Auuginisldau nsineusy
30 | Arel new manufacturing processes established or introduced? lai
31 | Is successful application of the medical device dependent on 19 Tnediswaziden
the usability of the user interface?
1) Can the user interface design features contribute to use T
error?
2) Is the medical device used in an environment where 1o
distractions can cause use error?
3) Does the medical device have connecting parts or 1o
accessories?
4) Does the medical device have a control interface? lai
5) Does the medical device display information? 19 yuaann/ el
6) Is the medical device controlled by a menu? lai
7) Is the successful use of the medical device dependent ona | 14
user’s knowledge, skills and abilities?
8) Will the medical device be used by persons with specific 1o
needs?
9) Can the user interface be used to initiate unauthorized lai
actions?
32 | Does the medical device include an alarm system? lai
33 | In what way(s) might the medical device be misused msléwaindula vonanmedevesszuuwnulanzlaly
(deliberately or not)? Tnssnszgn Ssszylugilensléann (nstruction
manual) virlildenulaldaudeudld
34 | Is the medical device intended to be mobile or portable? lai
35 | Does the use of the medical device depend on essential lai
performance?
36 | Does the medical device have a degree of autonomy? lai
37 | Does the medical device produce an output that is used as an | li

input in determining clinical action?
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P - 10 . . .
A5 MsIansaud avdusutaIaviiaunneliginnd9 (Non-Active Medical Device)

IUNANAUN

‘Handnsiaei wiasdaunndiaadolu: ssuuunuTavelaluTwsonszanuuudu

vziisuaai: RMF-CMN

Ju-idau-il: dd-mm-yyyy

arfuuAlai: 00

Product/ HI‘?; Hazard Identification Hazard Analysis Risk estimation Risk evaluation o N3
o |=8 2
- 29 |27, 3| Risk/benefit ! o
Process Frequency Risk Area Judgement =0 [¥23% S — Risk control measures Verification
Hazard Sub hazard Harm Hazadous situation Sevwerity 2 S |& '% e 4
Pre Post Pre Post Pre Post 5@
Product H1 |Electrical: 6inu Ao ladl LifinrsauanANNREIAIY
I Function sy Electrical au2afiinua IEC 60601-1
Electrical lsifiau
daoenudl
H2 [Mechanical: siu HanAuai i ifinsmuauaNudaesiu
ivna Function sy Mechanical auzaniivua IEC
Mechanical ‘lsifiau 60601-1
W@nosutl
H3 [Radiation: su¥e& wanSaualaifl LaifinsauauaNuREIEIUY
Function snu Radiation autiafiivua IEC 60601-1
Radiation ‘lsifiaau
\&u9suil
H4 |Thermal & wanSTuallaif “LifinrsauauauLdaveIY Thermal
others: @duANN Function 6hu Thermal & others auaiua IEC 60601-1
sau & duq & others "Lifiau
1duosnud
H5 |Biological: 6u H5.1 Biological Microbial infection: Contamination fr. production
dhaw contamination: Aontlavinlyiida f3a process: tuilauannssuiunis
Muwtlavandinwm HER
C5.1.1 aszanunswaa bifins 4 3 1 12 4 ACC No No No D: aanuuy aansHaandndueive  |suidaulficicas asnaa
AILANTNWLINFANAITVINU ERlIeYF NavAutadivuandndoi
D: aanuuy nsEUnsNaa 1l
AdupaunsvinaNugzaInasIgaving
(final cleaning) NnaunsewIUNS
sgnauuarnisussy
Contamination fr. packaging
process: duitlauannnszaunis
1559
C5.1.2 assanunsussdauad 4 3 1 12 4 ACC No No No D: aanuuy As¥RUNISUsSTIdUad sufisulfiiiGae
Welifinsauau Wealvisiunisluriadadugy ANWLIAADUNITVINU
nwwIaaann1svineu Aafinua ISO 14644 series
D: aanuuy ia3avfauaralnsainis
ussasaeife) ilmngauduns
efiunstuviasndugu
C5.1.3 aaudutifiuasisgnuad 4 3 1 12 4 ACC No No No D: aanuuy Afinuadidanussyfai Drawing 2adussasaai
ussAsauiLfie wenliimneauAuidnisinda au |1@erszu s-nail (nail, lag
Aafivua ISO 11607 series sc., set sc., end cap,
locking sc.)
D: aanuuy sluuunasussasuad
Wi bitmungaufunistdnundadeal
(wrapper, blister, pouch)




LOGO

= - i o o . . .
A5 MsIansaud avdusutaIaviiaunneliginnd9 (Non-Active Medical Device)
IUNANAUN

‘Handnsiaei wiasdaunndiaadolu: ssuuunuTavelaluTwsonszanuuudu

ziiguaait. RMF-CMN

Fu-au-il: dd-mm-yyyy arfuuAlai: 00

Product/ B Hazard Identification Hazard Analysis Risk estimation Risk evaluation o N3
o |=8 2
. L2 |2, 3| Riskibenefit , o
Process Frequency Risk Area Judgement =0 [¥23% S — Risk control measures Verification
Hazard Sub hazard Harm Hazadous situation Sevwerity 2 S |& 'GS) e 4
Pre Post Pre Post Pre Post 5@
Product H5 |Biological: 2 [H5.1 Biological Microbial infection: C5.1.4 &fiusawuasussasoad 4 3 1 12 4 ACC No No No M: ivualvifinisnadaunsznunls  [sedaulfiiGizae ans
i contamination: Aontlavinlyiida f3a WWenamavdonissinga daussadaaider wladudu NARAUNTLUIUNT
1huflauanndanm windwasaisda amdafiivue
GHTF/SG3/N99-10
M: Avualifinsymudaunnale’
aging condition Lﬁaﬁuﬁuqmmw
ussasaurifiainaanaignistadenu
audaiuua ASTM F1980
M: Avualvfinsyudaunale’
transport condition tWafuffuaanin
nsdnilasussadaaifiad e
Aafiiua ASTM D4169
Contamination fr. sterilization
process: tuiilauannnssuiunis
giniia
C5.1.5 L'l eefiunisainia 4 3] 1 12 4 ACC No No No D: aanuuy AsTdunNsada T suifinunlfiiazas ans
uazwmaaunszmumwjjtﬁamu winzauduiag Auilddvsunda s vaFaunsznuAIssuda
WINTFIWATTIIUNNTA LD
D: aanuuy Allnuavidaussysiaad
e bitmungauAuignisgindausayis
H6 [Chemical: suAsi|H6.1 Chemical Chem. accumulat™;  |C6.1.1 astafiannavAlsenau 3 3 1 9 3 ALARP [ ACC No No No D: aanuuu¥ngduiladdmiy Wesgukazaila Jagfiu
contamination: sNEREFENFITIAT 2av9ingaulunssuIun1Tndn wandouad fiunessiu daula Tuas
dudlauainasesl  [gaednmidaly sw. #1089
C6.1.2 @safiannnszuiunisdu g 3 1 9 8 ALARP [ ACC No No No D: aanuuy AsEUNTNEa Tl sufiaulfiifizas s
Futiuou dupaunisyianudzainsisad NAFAUNTTUIUAT
(cleaning) aaviunuaINATLLIUNTT
dugiliuau
D: aanuuy AssnUASHARTYA
duaauviimnazainasiafiuais
luilau (cleaning) zasiuuain
Astuunsdada
C6.1.3 @stafiannnsyinunsiin 3 3 1 9 3 ALARP | ACC No No No D: aanuuy AsERUnsNaa 1l sufanlfiiaiEas ns
dduou dupaunisvitanudsaradsia NAFAUNTLUIUAT
(cleaning) 2a9uIIUINATELIUATS
vindduau
C6.1.4 gstafiannnsuiunisgn 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy nsgwdua1seinda 1w suflanlfiiaEas ns
\ifa nzRuAuIngAuilddwiundadae |[nagaunszuiunisginiia
C6.1.5 &siafiannann 3 3 1 9 3 ALARP | ACC No No No D: aanuuy asvnunsy ifidueau  |sudavdficizas ans
avAlsznavuavusTRiaaiie) hanuazaessafivardodutlay  [vesaunszuiunis
Tunseuiunisy (cleaning) navussasdauaiifiadrann
Astununsdada




LOGO

P - 10 . . .
A5 MsIansaud avdusutaIaviiaunneliginnd9 (Non-Active Medical Device)

IUNANAUN

‘Handnsiaei wiasdaunndiaadolu: ssuuunuTavelaluTwsonszanuuudu

vaifiuuaai: RMF-CMN

Fu-au-il: dd-mm-yyyy arfuuAlai: 00

Product/ HI‘?; Hazard Identification Hazard Analysis Risk estimation Risk evaluation o N3
o |=8 2
- 29 |27, 3| Risk/benefit ! o
Process Frequency Risk Area Judgement =0 [¥23% S — Risk control measures Verification
Hazard Sub hazard Harm Hazadous situation Severity 2 8 |&s = 4
Pre Post | Pre | Post | Pre | Post 2w
Product H7 |Biocompat.: #1u |Biocompat. test
ANULnNAUM items: ¥hans
dinw nA AU AU
Aafnua ISO
H7.1 Cytotoxicity
H7.2 Irritation
H7.3 Sensitization
H7.4 Pyrogenicity
H7.5 Acute toxicity
H7.6 Sub-acute
q f Not safe, test items ) . . .
toxic/ Sub-chronic not cover: Maayl | C7- 11 Effect raw material 1. D: Use qualified raw materials 1. Spec. raw materials
toxic niaunaul Laitlaanfn |C7-1-2 Effect from manu. 3 4 1 12 3 ACC No No No 2. D: Design manu. processes 2. Process val. report
. o 1 C7.1.3 Effect from sterilization 3. M: Check biocompatibility 3. Study plan and report
H7.7 Implantation | #293NE6LU TN,
H7.8 Genotoxicity
H7.9 Chronic toxic
H7.10 Carcinogenic
H8 |Function: &nu Nail system
sl fixation: n15a39
AT¥ANURITTUU nail
H8.1 Effective of uTAsIas9NsTQA €8.1.1 Avuaswa fixation 7 4 8 1 12 4 ACC No No No D: aanuuy AsERUNSHIAR § SOP nsHsinuasvias
nail fixation syst.: |hida Avuaunutfa [dasnisldliwnduainis wiasfia C-arm & vsun1sas Wiy [wda
dsednduassuuady [ldbardauugaia [astgavinuasiibe WiuTaseasunseqnitinuazsewing
nszanUaY nail #ins wGaLUY real time
C8.1.2 iuuaszuu nail v 4 3 1 12 4 ACC No No No D: aanuuy s¥uu nail § short nail Drawing 2a95¢u1 s-nail,
savnisldluinduainig (s-nail) &wsun1sineiu femoral, long |I-nail
nszgnnuasnthe nail (I-nail) &w¥un1snnale femoral
C8.1.3 Ainuumsiuns nail v 4 B 1 12 4 ACC No No No D: aanuuy 31519229 s-nail (2ua Drawing 2a95¢u1 s-nail
savnisldluhdunieiaiauas ANMNEM wasyNLdav) whduniedaia [(nail, lag screw, set
#ihe &uFunisvineu femoral wavaulng screw, end cap, locking
screw)
C8.1.4 ms'laivinAuaag 4 3 1 12 4 ACC No No No D: aanuuy avAlsenaussuy s-nail  |Drawing 2avseuy s-nail
avAlsgnaussuy s-nail (nail, lag screw, set screw, end cap, |(nail, lag screw, set
locking screw) TvitzinAu'le screw, end cap, locking
screw)
H8.2 Anatomy VS  [nsiilsizndu 2ae €8.2.1 2ua @ nail iy 4 3 1 12 4 ACC No No No D: aanuuy Wil nail wuyeeg uay Drawing of s-nail
character of nail: mainafihe uay Tasonsegneuaeile 2ua @ 7 proximal § 15.5 uw. 7
nmadnagihe way  |3U99 nail tduan distal fi 9.3, 11.5, 13.5 uu. i taper
31379 nail HIAOUIUA1ANRATT 2177 22 Uu.
D: aanuuy 1 s-nail figuuas 1a'le
dmsunsegnanzing anan wavihe
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Product/ B Hazard Identification Hazard Analysis Risk estimation Risk evaluation o N3
o |=8 2
: L2 |2, 3| Riskibenefit , o
Process Frequency Risk Area Judgement =0 [¥23% S — Risk control measures Verification
Hazard Sub hazard Harm Hazadous situation Severity 2 8 |&s = YS!
Pre Post | Pre | Post | Pre | Post 2w
Product H8 |Function: 6y H8.2 Anatomy VS  [a1svilawndu uag C8.2.2 yuidavual nail laivindy 4 3 1 12 4 ACC No No No D: aanuuy MizhAunaainanalase Drawing of s-nail
sl character of nail: aainaribe uag Tasvnsegneuaeile nsegnsiun (femoral) waveilhe o
nainagihe way  |3U99 nail Tdvan yudavuav nail 1 4 ave
31319 nail HIAAUIUAIANNIT
C8.2.3 yudualy Lag screw 1ai 4 g 1 12 4 ACC No No No D: aanuuy MiihAuaeiniaiase Drawing of s-nail
wifuyudavaas femoral head nseqneiuan (femoral) uadeihe 1aa
aavefihe yudealvilag screw 1flu 128 aven
C8.2.4 anuay nail laiwhdy 4 3 1 12 4 ACC No No No D: aanuuy 14 s-nail iaue 180  |Drawing of s-nail
fracture 16i lesser trochanter un. &y fracture 161 lesser
trochanter \&nag
€8.2.5 fusaifuamuainnsls 4 3 1 12 4 ACC No No No D: aanuuy 4 s-nail Milane (tip) i [Drawing of s-nail
nail Tutwsvnsegn accommodation (6ailu)
C8.2.6 n1sldrainsaviiarinals 4 3] 1 12 4 ACC No No No D: aanuuu Mligansavianldeidea |[Drawing uasyaia3asiian
nail w2 luTwsonszan warld nail asy Tviaindy nail Lfrdauasla nail
H8.3 Fixation at ns'lidwnsada nail  [C8.3.1 avAdsenaunisfia nail 4 4 1 16 4 ACC No No No D: aanuuy 1 lag screw fia nail Drawing of lag screw

femoral head: A1
fia nail iy femoral
head

Ay femoral head 1o

VAEGFAUIUAIRNANTS

Ay femoral head

(proximal) ffu femoral head

D: aanuuy 1l lag screw (fuf)
Gauviouna anlan1dnsiia osteo.

Drawing of lag screw

D: aanuuy 1fl lag screw §§ @ 2ua
W6ien fiauem 85, 90, 95 uu. W
W@ananuniainarihe

Drawing of lag screw

D: aanuuy Nifl lag screw &uuag
screw fisay pitch Avnzauianis
dulviizdedu

Drawing of lag screw

D: aanuuy 1ifl lag screw &uuag
screw {lu reverse buttress Ay
n15dm canacellus bone fianudn
In&einus oo

Drawing of lag screw

D: aanuuy 1ifl lag screw &uuag
screw Uanaiflu taper design 1Raan
WS AMIULALATEANLANUAY

Drawing of lag screw

D: aanuuu vl lag screw &unag
screw Uaneiflu self tapping design
Wiadulviiandedu

Drawing of lag screw
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Product/

Process

Hazard Identification

Hazard Analysis

Risk estimation

Risk evaluation

Hazard

Sub hazard

Harm

Hazadous situation

Sevwerity

Frequency

Risk Area

Judgement

Pre Post

Pre

Post Pre Post

New risk
occures

Risk for
previous haz.

sit. affected

Risk/benefit
analysis

Risk control measures

Verification

Product

H8

Function: su
nnslaou

HB8.3 Fixation at
femoral head: n1s
fia nail 'y femoral
head

ns'lidwnsafa nail
fu femoral head 12
VANFAUIUAIRRNTS

C8.3.2 anuilidiiusuav nail fu
femoral head

4 1

16

4 ACC

z
o

z
o

No

D: aanuuu il lag screw fiaauea
Lisansadusiuzuas lag screw uu
nail 16

Drawing of lag screw, nail

D: aanuuy il set screw fiinden
wWiafia nail funudanafusasuag
lag screw muANNTTLARaUTTURY

Drawing of set screw, lag
screw

D: aanuuy il set screw fiinden
Wiafia nail fiunuianadusasuas
lag screw 2 30 AIUANAISIARAULNEY
an

Drawing of set screw, lag
screw

C8.3.3 nslarawmsasiiarndals
lag screw fia nail fiu femoral
head

16

4 ACC

No

No

No

D: aanuuy Mvifigawriasiainladnda
14 lag screw viasu vitandu lag
screw

Drawing 2avata3aviiafi
1drdauasls lag screw

HB8.4 Fixation at
femoral shaft: A1s
fia nail Ay femoral
shaft

ns'lidwnsada nail
fu femoral shaft 12
narEaUIUA1ARANT

C8.4.1 avAdsenaunisfia nail
A femoral shaft

16

4 ACC

No

No

No

D: aanuuu il locking screw fia
nail (distal) fiu femoral shaft

Drawing of locking screw

D: aanuuy 1 locking screw §i @
wuaLded innuen 30, 35, 40 uu.
Tildanaunainagihe

Drawing of locking screw

D: aanuuy 1l locking screw &u
uay screw fiseay pitch Mgy
wiafiafy femoral shaft

Drawing of locking screw

D: aanuuu il locking screw &u
29 screw 1ilu buttress tan1sdiu
19 cortical bone ey aan
810

Drawing of locking screw

D: aanuuy 1l locking screw &u
229 screw Uaneilu taper design
Waaausadaayunazduingiadu

Drawing of locking screw

D: aanuuy 14 lockinig screw &
a9 screw Uanaflu self tapping
design vWadulvitdndedu

Drawing of locking screw

C8.4.2 anufiid@éiiusuay nail fu
femoral shaft

16

4 ACC

No

No

No

D: aanuuy Wifig@wuls locking
screw f 2 wuy wuwvnans iy
static 1Ao7l wuneEa sy dynamic
iindauti

Drawing of nail

D: aanuuy Tl locking screw 2 62
augamsuld locking screw 2 wuu

Drawing of nail
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Product/ Hazard Identification Hazard Analysis Risk estimation Risk evaluation N3
ID %98 |sg< o .
. 2 £ |* o @ | Risk/benefit , . )
Process Frequency Risk Area Judgement =0 [¥23% S — Risk control measures Verification
Hazard Sub hazard Harm Hazadous situation Sevwerity 2 S |& 'QS, e 4
Pre Post Pre Post Pre Post 5@
Product H8 |Function: 6y H8.4 Fixation at nshigwnsafa nail  |C8.4.3 nsladyawasaviiardnla 4 4 1 16 4 ACC No No No D: aanuuu yatpsaviianldrdauay [Drawing asuaia3asiian
nnslaou femoral shaft: N5 [Au femoral shaft 1o [lag screw fia nail Au femoral 1& locking screw lviasu Tvilzndu drdauasla locking
fia nail Ay femoral |waNkIEAUIUAIAANIS [head locking screw screw
shaft
Nail system
strength: Au
udisusvuasszuy nail
H8.5 Strength of flusena fusviia d €8.5.1 MusaduAEsEwIg nail 3 4 1 12 3 ACC No No No D: aanuuy Mifluunazasgianzuad Drawing of nail, lag screw
nail, lag screw, lock [us9nsgvinging v nail  [(proximal) Ay lag screw nail (proximal) waraua lag screw i
screw: AN vinlvin gaviunas AUATIMIERY
udousenasszuy sdinai
H8.5 Strength of fiwsona duseie & C8.5.1 MuBnaduAsI nail 3 4 1 12 3 ACC No No No D: aanuuy WiliWursia1zuas nail Drawing of nail, lag screw
nail, lag screw, lock [us9nsevingihg 1 nail  [(proximal) fiu lag screw (proximal) sy lag screw a1 §ins
screw: AN vinlvivin glagfunis ATEANEBUTI
udousenavsyuy [Zalofokin}
D: aanuuu 1l lag screw &unag  |Drawing of lag screw
head, body fiauudouselaivin 1ai
ade deadinlunisdu
M: mudau finite test gANULAY wana&ay finite element
ANNAT 229 nail (proximal) uag lag  [uagianzaas nail uay
screw bending uav lag screw
M: muaau biomechanic test gaN |wanadauiionalunsegn
udouse ANAT 2@y nail (proximal) wWianwav nail, lag screw
way lag screw
C8.5.2 Musnadudaseuing nail 3] 4 1 12 8 ACC No No No D: aanuuy Mvflaunanasgianzuad Drawing of nail, locking
(distal) fiu locking screw nail (distal) uazaunm locking screw  |screw
flauaiwanzau
D: aanuuy TvfiWuigianzua nail Drawing of nail, locking
(distal) #u locking screw 121 fin1s  [screw
NTTLUTI
D: aanuuy 14 locking screw &u  |Drawing of locking screw
229 head, body fianuudeuselain
ldade sradnlunisdu
M: musay finite test gANNLAY Wana&ay finite element
ANNAT 2av nail (distal) uae locking |uSnagianzaas nail wag
screw bending 2av locking
screw
M: muaay biomechanic test ganu |wanagauidonalunsean
udouse ANNAT 2@y nail (distal) uay |Wisnuas nail, locking
locking screw screw
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Product/ Hﬁ‘jz Hazard Identification Hazard Analysis Risk estimation Risk evaluation g' 3
X 0 = =
- 29 (27, 3| Risk/benefit ) o
Process Frequency Risk Area Judgement =0 [¥3% ——— Risk control measures Verification
Hazard Sub hazard Harm Hazadous situation Severity 2 S |& 'g P Y
Pre Post Pre Post Pre Post =@
Product H8 |Function: sinu H8.6 Strength of lag |fiusena fuseia fi C8.6.1 fiusunavianaa lag screw 3 4 1 12 3 ACC No No No D: aanuuy Tlag screw fiauia @ |Drawing of lag screw
sl screw: AN usonszvinghg A lag  |ahwiingaaaunn) wngugiatzaay nail (proximal) 4
wdousenay lag screw vinlvivin gag anuudousenaani @16
screw funsendingh
D: aanuuy 1fl lag screw &uuay  |Drawing of lag screw
head, body fianuudouselaiin
e Jzadntunisdu
M: mudau finite test gauudousy |waveaday finite element
wsvnm lag screw of lag screw
M: muaay biomechanic test gAY |Wanadauidona
udouseuay lag screw
H8.7 Strength of fiusona fusviie & C8.7.1 fiwsenanianea locking 3 4 1 12 g ACC No No No D: aanuuy 14 locking screw fiauia |Drawing of locking screw
locking screw: usonszvinghe 7 screw (dwmiineasuin) @ wangAugianzaas nail (distal) 4
anuudousouay locking sc. vinlvivin_ Aanuudousenaani adn
locking screw f i
M: ymugau finite test gauudousy  |wavaday finite element
ws9na wsvila locking screw of locking screw
M: ymusay biomechanic test gAY [Havadauidona
udouseuay locking screw
D: aanuuu il locking screw & |Drawing of locking screw
22y head, body fianuudouseluvin
Linade dzainlunisdu
Locking dynamic of
nail system: a1y
fiaugunnsdanuay
s¥UU nail
H8.8 Dynamic of nsfadauiuiiu f C8.8.1 A ufiidéiiusuay nail fu 3 4 1 12 3 ACC No No No D: aanuuy 1fl set screw fn&uy  |Drawing 2avsuy s-nail
nail, lag screw, ws9nsevin nsegniivn  |femoral head iu'lyl wWiafia nail fiunuianadusasuag (nail, lag screw, set
locking screw: Usganuan ladnan lag screw muAuATsIAdauituag screw, end cap, locking
AaNufiangussuy DU screw)
D: aanuuulyifi UHMWPE Ausewine |Drawing 2a9s5suu s-nail
\n&unuad set screw Wiailaodunts  |(nail, lag screw, set
aauAUUAY set screw screw, end cap, locking
screw)
M: Anua3fUlia 9u set screw an  |Augiinisldussuy
Ausavuas lag screw wiu uapale  [s-nail
aandnian
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Product/ B Hazard Identification Hazard Analysis Risk estimation Risk evaluation § B
~x o |88
. L2 |2, 3| Riskibenefit , o
Process Frequency Risk Area Judgement =0 [¥23% S — Risk control measures Verification
Hazard Sub hazard Harm Hazadous situation Sevwerity 2 S |& 'GS) e 4
Pre Post Pre Post Pre Post 59
Product H8 |Function: 6y H8.8 Dynamic of asfinfauuuiiu i C8.4.2 mnufitdéiusuav nail Ay 3] 4 1 12 3] ACC No No No D: aanuuy MgamFuls locking Drawing 2ad95¢uu s-nail
sl nail, lag screw, usanseyin nszgavivin  |femoral shaft 1Aulal screw i 2 wuy wuwNnaNEIsY (nail, lag screw, set
locking screw: Uszanuh lafan static 1R wuwsamsu dynamic |screw, end cap, locking
ANudangusyuy Efabanrany Ditndaun screw)
M: Avuadalfiia 1d locking screw  |Drawing zagssuu s-nail
FAILMUIAIUR TV A UTY (nail, lag screw, set
dynamic screw, end cap, locking
screw)
H9 |Data: suns HanSuallaif LifinsauauaNNELIE NS
dnn1sdaya Performance snun1s dnn1saya
Aan1sdaya Lufianu
\&u9suil
H10 |Delivery: sunis wanSTuallaif ‘LifinrsauauaNudaIsUNITRIEY
ENARVERES Performance 6hun1s
WU doru Lidanudag
el
H11 |Diagnostic: sy WA laid LifinisauaNANNEEIAIUNT
3fiade Performance #un1s Fan153flasda
Fan153fasde aif
arudnsuil
H12 |Use error: énu Iden. of fore. haz.:
nsldnufawaia |seuuviavdunsiav
AR MNABARUA
IEC 62366-1
dunaunsla Nail
Tulnsonseqn
H12.1 Aivua AayanisUduiiug C12.1.1 sfdaaan usussuy 3] 3 1 9 8 ALARP [ ACC No No No D: aanuuy ussadaueifien (1) ussy  |Drawing navussastowad
570015 nail Aagly (@ wFurldoulu usssauiuassyuy s-nail / nail (2) us33 lag screw, set screw, wiensguy s-nail (nail, lag
Aatau Uffuiusie Fowe3eu nail Asdasnslaile end cap (3) us53 locking screw sc., set sc., end cap,
Lnanrdauiy gnsay locking sc.)
C12.1.2 riAan3ayn laiinta 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy aalnuagAwuinmlyd Formative evaluation sy
aanuazdLuniniladdmsy nail sy Nail Alshisiuazdasns nail A [ussadaiuasayauu
/ dae3au nail Misiasn1slale gnussy Wit lade Miiuiuanene  |ussadeuad
QneaYy Wiiuladaiau
H12.2 vinmsendia  [dayansUfduius  [C12.2.1 ifldou yaiadaviia 3 3 1 9 3 ALARP | ACC No No No D: aanuuy entry cannula, pin, entry |Drawing aaszaia3adiian
WUl nail dnsugladonulai dmFunsendald Nail Luduiag reamer w3a cannulated AWL, taper |12dWdald nail
Aaau UfFuiusio 1 nsnduld yae3aviia 16 reamer 1vit2nAu nail
Tadfnarsdauiy Qneag
C12.2.2 sfdae3ay iy nail 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy Awusinnsldnussuy  |Formative evaluation 6y
aananuITAUTiLaed nail i s-nail uazdadsignisladoussuy ussasfinrivasdayauu
aila / n1sudy nail aanannussy s-nail Tvizintadiaan use scenario  |ussasiausd uay
sauaidian nail legnsag summative evaluation
H12.3 dsgnay nail  |dayanisufduug C12.3.1 g{lafonu &malsenay nail 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy Wvifldududa@sswing nail |Drawing 2asaia3aciiai
Ay targeting device |fvFueilaoulai A targeting device a1unn / uay targeting device \lunsonszuan [lakdala nail
daiau UffuwusAn  |wly nail uae targeting device soFafiiadeinisaunanysal
lafnanrdauiy sznauiu
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Product/ B Hazard Identification Hazard Analysis Risk estimation Risk evaluation o g B
o0 |=8 8
, L2 |2, 3| Riskibenefit , o
Process Frequency Risk Area Judgement =0 [¥23% S — Risk control measures Verification
Hazard Sub hazard Harm Hazadous situation Sevwerity 2 S |& 'GS) e 4
Pre Post Pre Post Pre Post 5@
Product H12 |Use error: 6inu H12.3 dsenay nail |dayanisdfsuius C12.3.2 gl2dou fm nail uag 3] 3 1 9 3] ALARP | ACC No No No D: aanuuy Anusinnisldoussuy  [Formative evaluation 6w
nslanuAawaia |y targeting device [dwsurilaonuly targeting device t2nea AUy s-nail uazdaansidnisldoussuy ussfanrinardayauu
daiau UffuwugAn  |wdu / nail uay targeting device s-nail TWizladeeu use scenario  |ussastouad
1fnarsndauiy Usgnaudulviviu
H12.4 vinn1s1d nail |dayanisdfsuius C12.4.1 ejlafonu Amiuaseas nail 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy 31519229 nail (2116 Drawing 229551y s-nail
uRusen dwsueildoula Adfunns filt Auwsenseqalai ANNEM LazuLEn) hduaaiaa |(nail, lag screw, set
Aatau Ufduiusin  [gaeav / gUs1vaas nail 1Ay wavaulng screw, end cap, locking
lanansdauiy naimauasgihe screw)
C12.4.2 sjlafou Liwiunsued 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy Awusinnsldnussuy  |Formative evaluation 6y
nsUsenay nail gnasnuLndu nail uazdaansignistdnussuy nail  (ussadarinasaayauu
targeting dev. / wfiu nail uay Ttz ladeau use scenario UsTHUY uay
targeting dev. Usznaudu summative evaluation
dunaunsle lag
screw uay set
screw
H12.5 invua dayanisUduiius C12.5.1 gfdaasan fusussuy 3 3 1 9 3 ALARP | ACC No No No D: aanuuy ussadauaidien (1) ussy  |Drawing navussasdowad
570075 lag screw 7 |dwiFusfldonlai ussyfiaainassyuy s-nail / nail (2) us5q lag screw, set screw, 1iieszuy s-nail (nail, lag
avld dalau UffuugAa  |dawe3au lag screw isasnis end cap (3) 359 locking screw sc., set sc., end cap,
Lafnarrdauiy 1flegneiag locking sc.)
C12.5.2 fidae3au Liehla 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy aanntmivdiuatdasns |Formative evaluation du
aanvilyuvd lag screw, set lag screw, set screw, end cap Mign  |ussafaurinavaayauu
screw, end cap / nsuiiuly e 1553 Wiignlade Wiiunuenae 1 |ussaduai
wiavia'ldgnsag winlefaau
H12.6 vinnsendia  [dayanisUfdusius  [C12.6.1 ifldou 2aia3aviia 3 3 1 9 3 ALARP | ACC No No No D: aanuuy soft tissue prot., lag sc. |Drawing aasyaia3adiian
Wuiild lag screw  |d@wFus{ladoula s msundall lag screw, set trocar, drill sl. for g. wire, drill, 1kl lag screw
Aaau Uffuiusin  [screw liduian / nsuiuldye threaded kirschner g. wire, guage,
Tafnarridauiuy wiavfianussy reamer for lag sc. Mtz lag sc.
C12.6.2 sfAnn3ay ufly lag sc. 3] 3 1 9 3] ALARP [ ACC No No No D: aanuuy Awusinnsldnussuy  |Formative evaluation 6y
aananNuITAauTiaeldialia / s-nail uazdaansidnisldoussuy ussyfinirinasdayauu
nsufly lag sc. aananAUsA s-nail TWiziladeen use scenario  |ussasiouad uay
Sauaidiad lagneag summative evaluation
H12.7 dsenau lag  |dayanisufduug C12.7.1 slafou Liwkunsuedt 3 3 1 9 3 ALARP | ACC No No No D: aanuuy udiniuag lag screw  |Drawing 2avsyuu s-nail
screw fiu targeting  |dwFugldoutlai sgwinenssenay lag sc. as9 uagausasiuuag T-wrench wuy (nail, lag screw, set
device Aarau UffuiusAa  |sa9iu targeting dev. / wfu lag qNURT screw, end cap, locking
1fnarsndauiy sc. wag T-wrench dsenauiu screw)
C12.7.2 ijladonu Wiafia lag 3 3 1 9 3 ALARP | ACC No No No D: aanuuy seaein&udual threaded |Formative evaluation 6inu
screw wag T-wrench ‘laiwiiu / stem for lag screw fussazin&enlu  (udasduai
lag screw uag T-wrench 229 lag screw Mi'lsissagiu
Usznaudulviviy
H12.8 vitnsld lag |dayanisufduiug C12.8.1 g{lafonu Aviuassasdiu 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy lag screw fiqaviea 1ai Drawing 21295811 s-nail
screw, set screw dunsugladonula lag sc. w1y head ‘Lignsias / &wunsadiuriuguas lag screw uu nail [(nail, lag screw, set
wRuisiga dalau Uf§uiusAn  |n1sdu T-wrench Tilessazdu 6 screw, end cap, locking
| TafarsdauIu lag sc. w211y head screw)
C12.8.2 glafonu Ainvuassadiu 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy seasindaluad Formative evaluation sinu
compress dev. ‘laignsiag / 4u compressing device Autn&eiuan andouai
compress dev. Ilassasiiiad 2a9 T-wrench Milassagiu
A3THNUTAUTIRN LAY
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asMsIansaudaduisuiadaviaunnelainige (Non-Active Medical Device)
GIUNINAUN

LOGO

‘Handasauei indasfiauwndsaadolu: sruuunuTangladluTwsonsegauudu nuiiguaait: RMF-CMN Fu-idau-il: dd-mm-yyyy arfuudtaii: 00

Product/ HI?DZ Hazard Identification Hazard Analysis Risk estimation Risk evaluation . N3
o |=8 2
) 29 |27, 8| Risk/benefit . I
Process Frequency Risk Area Judgement =0 [¥23% ——— Risk control measures Verification
Hazard Sub hazard Harm Hazadous situation Severity 2 8 |&Zs = 4
Pre Post | Pre | Post | Pre | Post 2w
Product dunaunsls
locking screw uay
end cap
H12.9 finvua AayanisUfauiug C12.9.1 sfdaaTan usussuy 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy ussadauaiidien (1) ussy  |Drawing aasussdouad
518115 locking dunsugladnulai ussafaueinasssuy s-nail / ANy nail (2) us53 lag screw, set screw, \iieszun s-nail (nail, lag
screw viagla daiau UffuwusAa  |awav locking sc. 1Ay fe. end cap (3) U553 locking screw sc., set sc., end cap,
Lafnarrndauiu shaft aasaulng locking sc.)
C12.9.2 sidua3an ‘Luinla 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy aaniildueiiuazdasis |Formative evaluation siu
aanvilafued locking screw / locking screw Migaussa Wviiihlade  |ussadarivazdayauu
Fawe3au locking screw 7 Wiviuuanene iviu'lddaiau ussfeust
savnsladlagneas
H12.10 vivnside  |dayanisufduiug C12.10.1 ¢{l2dou 2ata3aviia 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy soft tis. prot., locking sc. |Drawing aavzaia3aviiai
Wutild locking dwvsuefladoulai g msundald locking screw ‘ai trocar, drill sl. for locking drill, drill, [ldeinédala locking sc.
screw Hoau Ufduiusfin  |duiae / nsnduliyaedaciia deep guage, hexagonal sc. driver 1%
Tlol AUTITEY w2y locking sc.
C12.10.2 gj¥ate3an vl lockig 3] 3] 1 9 3] ALARP | ACC No No No D: aanuuy Auuzinisladussuy - [Formative evaluation 6y
screw aananussydaidien s-nail uasdaansisnisladoussuy ussafarinardayauu
locking screw ‘ldaiia / nnsuliu s-nail iianladaau use scenario  |ussadaud uag
locking scew aanannussyfauad summative evaluation
< N
H12.11 isgnau dayanisliiuius C12.11.1 sgnavavAisenay 3 3 1 9 3 ALARP [ ACC No No No D: aanuuu avAdsgnavuas targeting |Drawing uav targeting
locking screw fiu dunsugladnulai sHularaua targeting device device Mlsiguel vida D: aanuuy device
targeting device Aarau UfduiusAn  [lusuysel fiwdaudue / lock sc. targeting device (fluftutéien
Linadrdauiy Usenaudy tar. Device
C12.11.2 ¢{ladou dsznay 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy szuy hex 1vfien Formative evaluation sinu
locking sc. 12y hexagonal sc. tolerance Linaadnaannuazlidia nanfuad
driver ‘Laiguysel / lock sc. wiiudy driver
isgnavudy hex. sc.driver
H12.12 vinns & AayanisUauiug C12.12.1 ¢{laonu Avuassazdiu 3] 3 1 9 3] ALARP [ ACC No No No D: aanuuy Aawpiaviianldndn Drawing 2avzata3aviiani
locking screw Tu gwvsuefladoulai lock sc. winlu fe. shaft 13 Wunld locking screw #i guage & Tadeindnla locking screw
Hudsindn daiau Uf§uwusin  |gneay du hex. Sc. driver Tile seagd@nlunisdu Guduanuam
Tfnalradauiu syagdnlunisdu lock sc. wihlu locking screw 7idan
C12.12.2 gjledou dawp3aviialu 3] 3] 1 9 3] ALARP [ ACC No No No D: aanuuy Auuzinisladussuy - [Formative evaluation 6y
target dev. ‘Liquiaan1saan / 4a s-nail wasdaansianisladoussuy ussyfarinavdayauu
wwiavfialdld lock sc. gnaaa s-nail Tvizihladaau use scenario  |ussasiouad
aanann target dev.
3 [Information: éu  [H13.1 Incomplete, |vinlviiiansvdiuld 13.1.1 fuaussuuussadaaiuag 3 3 1 9 S ALARP [ Acc No No No D: aanuuy aaniildisdinazdasns Drawing aainuavssuy
dayanisldnu  |inadequate info.: NuAasevIvEae 1 |seuy s-nail nail Nignussy Winlade Witiuan s-nail (nail, lag screw,
dayaliauysal i [Laiwdauu uane Tiviuladaiau set screw, end cap,
wigowa locking screw)
inlvitAnnstadou 13.1.2 s ladwusinnistd 3 3 1 9 3 ALARP [ ACC No No No D: aanuuy Amuuzinnsldussuy  [sWaeen Anusinnisla
AANRIATEWIRIAG  [91UsTUY S-nail s-nail uazdaansignisldoussuy "y
Tdhansndauu s-nail Tvithladaau use scenario
Average 3.4 3.2 1.0 10.8 3.4 ACC
Description Accept No No No
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Audan1sANULELS ¥o aneLu

; . Immunodiagnostic- =
VDNANNEUN NER
based IVD Test Kit

#3396U

AAYLAT WU

N gULaTN RMF-Common YYLALNITAAA

UseuRAN

qFINS

Tu-heu-U dd-mm-yyyy Lo &R ouat

QMR

NNUNIU: QMR

Y

avuwNlf 00

FousiA: MD
1. s19aziduaAIasilaunng (Device Description)
usEm gudanudude 910 dudndast Immunodiagnostic-based In Vitro Diagnostic Test
Kit paemala LAMP method, RT-PCR method 7lglun1snsiannansas 109ae @ns1u 15ANs081n13
2899L5A VBILATDINBLNNIUTLLAN IVD NHTTAUAUELY AD S¥AU 2-3 Lazdmusalalun1sdnyinnig

o e{' A A ¢ ] A o ea ! a X
NNIAIULFAYIVDILATDIUDLNNY VD LLmagwamﬂm%m@QELUﬂQNLVWIU?\ILMa"Iu

d'dy @) o (% a 14 a (% 6 .
AU Tund 1 Iun1991A199AN15ANMLEBIATUNAR AU (Risk management of product)

LAZN1IIANITANUFLINABANTLUIUNTATINANS I Mutefivuate 7 LarATEUARUAINTEUIUNS
advayuidulunszurunismiegsia lnenssuaunsadvayundndulunszuiunismisgsia Wuluany
ANUTDANNUAYD 4,5, 6 A 8 NA1IABLTUNITIANINITTANITAINULE 899 1UNTEUIUNS (Risk

management of process)

AU IuﬁﬁﬁaLﬁULLmuiamamﬂm%mﬁm% ufansdaisenus Jasuendusenures
wiaznandnet neludiuvessieaus 4o 1. MeaziBoaniediownnsd (Device description) aztiiaue
5qu‘diza<1¢7mﬂ%<ﬂu (Intended use) ﬁﬂmamgﬂﬂ (Manufacturer intended) ﬁﬂ%}ﬂ’mmmﬁi’q (Customer
expected) sauilan1zAnn1salmsldnurana1nvesldau (Reasonably foreseeable misuse) {loeann
Aldeudarunavtanisldaundssdownnd luveundinirenifigudadsla nisdldinauedu
wuudhaes udwwesde 7. fedunn (Notice) voaunun 4

i Tuitd Wussunisdanisanadeiildsan iy Wuiertuaismsdanisaudes

nsxuIunsRldsanty uidug Iuensunuusasndnsos uasimueliivadouaiivonenans fdl
WKLY A1519N5TANsAIABINSTUINNTT Neidewand RMF-Common
578970 M558 AN AsINERS el wardug nzilewanil RMF-XXX Tng XXX Ao s
Jonanoun

2. 5’mqﬂs:aeﬁuawauwm°uaau,wu (Objective and scope of the plan)



2.1 Tngusvasd (Objectives)

Wedminisdansanudsswemaniasiniedounmd suiszyludiuveste 1. oaziden
\n3esilounmnd Taonadesnudariimun 1SO 14971: 2019 uagtilelvindnsausindosiounndnuiisey i
AuUannsie (Safety) ﬁmsaau%’ummLﬁ'mﬁmﬁaaeﬂmmw (Acceptability of overall residual risk)
waglFuldmunguszasdmsldnuiduandslawazdldnuaants saufsnnsaanisainsldam
HANan

2.2 v8uLvn (Scope)

uiiu Tudill dwsumsdavhnisdanisanudesesmdnsusiedosdiownms ifiseyludu
veste 1. swaziduaniesiiounmd dszfuanudsaiontu danudsdieglussiuifotuy wdld
unue 1 Fosfivmuansuie (ustification) uiedaviunuluias wwu drvuslidnnsdanisay
\deundesilownng naen Product realization mudariivun 1SO 13485: 2016 uagnaen Product life
cycle mutarimun ISO 14971: 2019 Tnglfinausifumasuveuiunnisdanisauies aseungy
MsdamsmNEsInEniae wagmsdansaudeinszuiuns

Product realization/ Life cycle of product NMYUALIAINITNIUEBY Hiurnvau ANuniu
(Verification plan) NIINIUEDU wazaydla

F139n15090NLUY (Design) aseviaudes NTODNLUULAZWUI IBUATNAIUN

AN (Risk of product) (Design and development)

$39msuaAn (Production) 3iAs1zvinandes nsangloudnsuan Han

NTEUIUNTATIINARA (Risk of process) (Design transfer to production)

29013080 (Production) Ansrzsiamides nsenelougnsuin QMR OMR/MD

nsvuIUMIatuayuauY (Other processes) (Design transfer to production)

UDNINRTDIINNTZUIUNTAT AN A W

f3n13ma0 (Market) Snsrzsirnuidedoeld | Javadmdannisudn QMR

JoyansuanuALNaIN1IHER (Production/ (Post production)

post production information)

wa ludidl Idszysedefiudnnisaudss Ussneudedunuainmiieaudngg fifvua
wazdisneTefsuinreumavudey fnuvw/feulii vesusasdrnsasiissy (Goyameardszyoglumsg
aguinediu) nsdifiinsdsuutasede vesiiudanisannandss uazsumisineg eiinsusuusslsr
gndedluienzresmsudluenansnisdnnisanuides
3. naugin1seauiuaudes (Criteria of risk acceptability)

3.1 AdnaAu (Definition)

1. A23LA 89 (Risk) Aw N353 (Combination) 2aslen1alunisifin Harm (probability of
occurrence of harm) LLazﬂ’;mquLLiﬂuﬂ’lﬁLﬁﬂ Harm (severity of that harm)

2. 8um318 (Harm) Ao N15UIARUNINT NGNS 0AULE BN EABEVNINVDIN AL Y30
Fevnesoningau videduandon

3. WAISUATY (Hazard) Ao umasiddnenmlunsiinsunse

4. #01un"30i7 18 1WiARS U318 (Hazardous situation) Ao @aun13alfiLd olwiau wie
ningau viedwndeuAnsunsy (Tudoulviivaglunsiiased eannsoimuaunasdunsie
(Hazard) louan



5. 5’@1qﬂizaﬂﬁﬂ’1ﬂ‘i’f\‘im (Intended use) A® Use for which a product, process or service is
provided according to the specifications, instructions and information intended by the
manufacturer

6. M3AIANITAINSIFIURANa1n (Reasonably foreseeable misuse) Aie Use of a product or
system in a way not intended by the manufacturer, but which can result from readily predictable
human behavior (note: misuse = use error)

3.2 unadune (Hazards) dusneg fianansavnanldlumsdinsziitenissanisaudes i

1. Energy hazards: a1ulw1 (Electrical) auidana (Mechanical) a1u5sd (Radiation) fnu
m’wﬁauuazﬁ'uﬂ (Thermal and others)

WM URNII8 (Hazards) @11 Energy hazards 931 eulesludl 1EC 60601-1 & 9518013
ATEUAQL Hazards Miszydaduunassunsne (Hazards) dwmiuiedosdiounndiiings Sellefinsiingzs
arundssnunassunmenduil

2. Biological and chemical hazards: autin1m (Biological) AuLadl (Chemical) AuANLLTY
AulAn19%109 (Biocompatibility)

Wad NS (Hazards) duainadniuléniadanin (Biocompatibility) azsdexleslud 1SO
10993-1

3. Performance hazards: suiladu (function) éfmmﬁ%’mmi%’aaga (data) ATUNITEINIUATS,

Wa991U (Delivery), muitiade (Diagnostic), Aun1shdauRanan (Use error)
wassURsIE (Hazards) dunislideiianain (Use error) asidexlashuil IEC 62366-1
4. Information hazards: Audayan1sldeu 1w aain (Labelling) Afau (Waming) Ailen1s
19971 (Manual) @:ﬁamﬂﬁu%miaﬂé?ﬂLLazmiﬁzj'aiJﬂﬁ\‘i (Specification of service and maintenance)
nsdnTIwzdanudsmdnsae Wdunasdunse (Hazards) Srefiulunisimsizi nadl
nMslnzRedsnszuiuns Wldunassunsne (Hazards) :nnssuiunsuastuneunisyney lu
NTIATIZN
3.3 e naunsianseues

(%
Y a Y

sy inguszasanisidau (Intended use) auiguanaslawagnuiyl

Y

[

UAINRI bAZNIT

e

AANSEINSIURANANR (Reasonably foreseeable misuse)

Tiigiuarseysunse (Harm) Aanmsaiafusdndasiaiesfiownmd anuvassunsne
(Hazards) #usneq Aildseyludedeuntind wazaniunisaifideliiAndunsie (Hazardous situation)
dieliiulatnasediownmdiilasunsinssiuazdanisanudes asdinanuvasnsde (Safety) waziinng
gonsunIABaTivaBeE (Acceptability of residual risk) wagnslianulsmainguszasdnsldaunud
fdnidlauaznuiigldnuaants uagnmsmanmsainislénuiianann

fin3oflonne Aivaglunisdniunig wu

1. mslduuugadniulunisssyandnunsrouaiosdiownmedtun fasduadunruaonss

(Questions used to identify medical device characteristics that could impact on safety)



2. MheTzanudes lnenisidinaiianisinsedt dounnsesuaznansznu (Failure modes
and effective analysis: FMEA) mﬂizqﬂ(ﬂ%

3. Ueyatayan1IHANLALUAINITHEAR (Production/ post production) 817 Teyan1sHinuay
MImT1adeU Joyanisiudsuuuas design oya post market surveillance

§uns1e (Harm) fildarnnisiinsginazsey uiazdunse (Harm) Tiiansanuazainaziue
(Determination and estimation) lon1alun1siAn Harm (probability of occurrence of harm) tazA273l
EULLNIUﬂﬁLﬁW Harm (severity of harm) Ingdavin Wumisig Category of probability of occurrence
WaEMI519 Category of severity aus1wazLdunltutonall

3.4 N3AAAZIUAMUIEES (Risk estimation) wagn1siuuaa (Assigned value)

A1IANNUAATITI Category of probability of occurrence LLa »13719 Category of severity 713

Sanseanuidedd fvusddutusaznsimunen Tnediseasdendidl

Category of probability o o \
of occurrence AasuNY NNSANAUAAT
Frequent Wnveetpanimvizewiniunnisieu 5
Probable NnUaegsening 1NnIvnmsuLAteendInn 3 wiau 4
Occasional NinUaegsendng 1NN 3 weuusdtesnitmn 6 e 3
Remote NinUeeagsening 1NN 6 ieuldasnimn 12 ey 2
Improbable Wnvegminiunn 12 Wheunseuind 1
Category of severity AN95U"Y ANIAIRUAAN
Catastrophic fuulfudetinvosaus tu 5
Critical Suwnltulrinisvesaug tu 4
Serious Faslesumssnulaeindnenlulsmenunavesnu du 3
Minor Fasldsumssnuilnglidonindnuilulsmeuiavesaun t 2
Negligible lauAessunissnudalulsaneruia ureengla 1

3.5 NMIARUANUINNITEeN5U (Criteria of risk acceptability)

N1UM1319 Category of probability of occurrence WLag #1519 Category of severity @11158
vudunisns Probability Tuwuass wag Severity lunuaueu Taidunisne Matrix wazisl ol
probability of occurrence wag severity ansnsaviduiigalunsazdos lifasu daviildlunsazdeos
AoFAnudss mus1AnAIINT1 Ades (Risk) Ao N33y (Combination) vaslenialunisiin
Harm (probability of occurrence of harm) LLazﬂ’J’mEULLiﬂumiLﬁ@ Harm (severity of that harm)



Severity
Negligible Minor Serious Critical Catastrophic

1 2 3 a4 5
) Frequent 5 5 10 15 20 25
g
o
5 Probable 4 4 8 12 16 20
9
o
5 Occasional 3 3 6 9 12 16
2
S | Remote 2 2 4 6 8 10
Q
9
e Improbable 1 1 2 3 4 5

ulsuneanundesdifuimseuliindnnisarandsadunseuduiiuns fe 1) in3esdlounmdd
fiszsunnuidssinaduliasldinusinissensuanudssilmiiouduy uidiazfinnsanlddosliinga
(Justification) 2) tneusinisgeusu(Criteria) IﬁﬁﬁmmiwdNﬁunumﬁmmsmmL?femuazizﬁumm
Hosvouedesiiounndiiueg

fiudanisanaudes lddruainasinsseniunnuidss wazdaindumseanudesivans
narinsensulpeiiseaziBead (wudansnnudssdagldinusinissensuilaseunquiis Residual

risk 1Laz Overall residual risk)

Risk criteria 1....5 Acceptable area ACC
Risk = probability )
6......9 As Low As Reasonably Practicable ALARP
of occurrence x
severity 10...25
Severity
Negligible Minor Serious Critical | Catastrophic
1 2 3 4 5
o Frequent 5 5
c
o
= Probable 4 4
(9]
5
5 Occasional 3 3
2
= Remote 2 2
Q
©
S
a Improbable 1 1 2

3.6 WIMNINITAIUANAIULELS (Risk control measures)



madeninsmImuaNAIEs Mvuald 3 wumise

1. Insnseenuuulimnandusiianulasnsdeias (Inherent safety by design): &931 D

2. Tnansteeuii fandn S s nianseuiunisnan (Protective measure or manufacturing
process): 991 M

3. lngdnvitayaninulasnsdy 019 Jewuzin Aesute Tkldnstuwagseda (information for
safety): 8971 S

Weueanudssfigusmsuevlifudanisanudssiniunig fe Wesaldmadend 1

Y
1 v dl

fou Is1zANIAssTiivasogudaainnismunNmLdsazanaedmn nsdiiasatldnadend 3
mnuidssivdeey ndsanmsmuaunIdsranaafivadniios IWufisanmsudsligldnulaunsu
uarsziinse Yadeldaminiy

3.7 ﬂ’liﬂ'izLﬁuﬂ’J’luL%mﬁmaaag (Residual risk evaluation)

1. Tum31snnsdanisamides Tfeenuuulsil Column "Pre” uag Column "Post’ Tag "Pre”
v neunsldunasnsmuguedss uas "Post’ nneds ndsnslfinnsnisnunuaNEes

2. n3d@ififinsUseifiuannandes vesusiaz Harm waganagluinael Unacceptable area: UACC
(Funa) 38 As Low As Reasonably Practicable: ALARP (@ideq) Tiiansanannsnismuaua i eg
Fail 3 wuImns LleanAuIdBves "Post” Teylu Acceptable area: ACC (@lT87) nsdliimnudaves
"Post” Faaglu UACC Euna) 30 ALARP @widos) Tsidunsiesigvimnuidssiitinuas Uselovdils
Mnn1sidia3asdiownnd (Risk/ benefit analysis)

3. nsdfTinsUsTIiunMADs Yeusay Harm wazanegluinasi Acceptable area: ACC (8
T97) 9197915NATANIAIUANAINLIADY LiloAsALABIYRS "Post” Trfeeflu Acceptable area: ACC
(HFen) violy

4. nsdlfilsfasanlfinnsnsmuaunuidss uazaavesnadsswes "Post” Anogluinasi
Acceptable area: ACC (BiT) uda fuswiiuiidesinsnndlelfunsnisauauanuides fil

- fleadedluad (New risk) ntundelsl annisfissanléinasnisauaueiudesiiaue
Tneszywalunadund "New risk occurs' nsdiitlaisl Tsfszy "No' nsdlfiil Tszy "Yes' wazsnfunisnia
nszUIMTIATIEiANABILazAIUANANAED sty

- fwansgnuseaniunssifiaelfiAndunsny (Hazardous situation) AldAiasglunou
iiivielal anmsfinnsarldinsnsmuauaudssiiaue Tasszynaluaeduil "Risk for previous
haz. sit. affected" nsalitlaifl Iiszy "No' nsdlifl Wispy "Yes' uazdniunsnunszuuMTATIiAIL
\Feauaveuun L AsIin iy

3.8 N hATIziAAY/Usslevt] (Risk/ benefit analysis)

1. n3difinanisuseifiuaudeddunedu "Post’ geliogluinau Acceptable area 319
fisanldumsnis muaunudsdag wdinu Wiudanseudesiidunsinnginnudediie
wazUslonifild (Risk/ benefit analysis) wazeasimiin ann1sldnuaiesdownmedun Tnevinas
53U1Y (Gathering) Wagnunu (Reviewing) 191a31nUNANNIYINTT (Literatures) waglviszynaly
ADALU "Risk/ benefit analysis"



2. nsdifinansusziiuanandedlunediil "Post” Anogluinmsi Acceptable area fansaninlil
Fosiuiunmsiinnzianuidssifnuazsslowifild (Risk/ benefit analysis) waglviszy "No" Tunedun]
"Risk/ benefit analysis"

4. m’;“di:Lﬁumssau%'ummtﬁlmﬁmﬁaagjiﬂai'm (Evaluation of overall residual risk
acceptability)

1. myUszidiunseeniuaudssiivdesylnesu

MNusay Harm AlFSUNMTIATIEA 531 wagdseifiu munszuiumsiiensiaudsauas
AuAuANABsTL Ransanldinduifios Individual residual risk evaluation wazdesvinnisUszidiu
nMswousuAuIdssivieeglngsiu (Evaluation of overall residual risk acceptability) Inefindanis
adss Muualildisnsneadaemansmanads (Arithmetic mean) vadudaznaduiiaes Severity
uay Probability udnheedefivilfunussiiududnnundssiivdesglngsm

2. TUazEANITNNUANYINITIBNSU (Criteria of risk acceptability)
TdnauinseeusuiRedny nuseazBunlude 3.5
3. nslasziAuEsy/Uszlon (Risk/ benefit analysis)

THuumsmsiinginnundoydselovl amunvasidonlude 3.8

nsdinardssimdesglnesin fnsaniieensu ideansigldnunuisamiudesi
\waoegAiflfadAay(Significant residual risks) wazdminduteyanuasadie szyluaedutinininig
mUﬂmmmLﬁ'm (Risk control measures)

nsdnanudssiivdseglagsm fasandlleniu Tiasanunsn1sauaNANLLALs
(Risk control measures) ifiutu vieusuiAsuduaiasiiownng viouudsutaglszasinmslin
5. MINUNIUMITANITAUEES (Risk management review)

dedavihnsdanmsanudsaaie aldmenunmsiansanuidsuazuiiunisdanisanuides
wazruualidesdinsnuniuianssun1ssanIsaude (Risk management review) faunisaueu
wansnel nanmsnumuldafvluwiiunisdanisanudes lasnismumumsineanden (eg1aey)
faid

1. msliununsinnisanandedluugon

2. l¢finanseonsuanuidesiivdooglansu

3. fimstmusisnslunmssunsdeyauazianmumuiiedudeyansaanuazudnisnde
6. dayan1suanLasnaINIsHan (Production/ Post production information)

nsisueisnslumsnusndeyanasiisnnumuiie fudeyadeyanisnanuazndsnisnae
fivsil

MuuAlALNITNUNIU Imaiﬁﬁmasuaﬁagamim%mLLawé’qmimamﬁlé’imw Duszezq audils
fmuslude 2.2 vouium (Scope) Fsimualidazadmdsnisnda doyanisudauazndnisudn o1
ﬁﬁagamﬁwémazmﬁmmaau 191U nonconforming report, Sﬁa%amﬂﬂﬁlamlﬂaq design 19U drawing,
material, Gﬁa;,ga post market surveillance WU complaint, corrective action/preventive action (CAPA)

doyamandnuazndnssdnuani wdnafunsssiuarudedildiniudiodisls wu wa
msUssdiunnuidsniudinaduiivensuniels Serudsdwifniuniels frdnansusuidueiudes



Tnsiifueensls avidudivensu 3ol nslidiiaia risk estimation Ssaafiunielsl dilawsaegied
sxy idudunmsudlonanisdansanuidss iufinluseaunmsdanisaudes uazdafuluuiuns
Jnn1sAnandes

7. dadainm (Notice)

1. ununsdaniseuidesd davindudmundndusiedesdiownms pufiszyludinveste 1.
seanideandesiiounnd seduifentu wazanmsoussandldundfuiaiosownmddu Aflseduannu
dosspuiieatu Sranuideddeglussduientu winddunun 4 Fosfinamasiune (ustification) ne
Faviunus lvsliay

2. Arudutus szninetngUsrasdnisldem (ntended use) A nanssla (Manufacturer
intended) uazeldaua1AnIa (Customer expected) 53uden13AIMNTAINISIHURANEIA (Reasonably
foreseeable misuse) VOEl1U

2.1 n3dnnnsmnudsanudariivun 1O 14971:2007 91506 Intended use Ml
fndmdslavinty uimsdamsarundssudeiiun 150 14971:2019 fiTnsauneseunqu Intended use

(%
Y

Ananaala gldnuaiania waznismianisainisidauianan

2.2 msdamsanudssmudorivun 1SO 14971:2019 awilUszandramnnniniy wsigld
Ainnwinazdansanudssiiddddnlavesilinuuaznisaanisainsldnuiimnasvesildausie
wiaglisaufensldauinunavesfldoumsedunsigldoudilanseying eddlaasiasinseyin
Bnsldaudng
Manufacturer's responibility to maintain

acceptable risk

|
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3, SBNUNMTIANIANEA (Risk management report)
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process)
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Aldeuaanisimadldidunanisidadode uaglddndudedldsunsdusudnafeieisnisiiu
UIAIFIUAINS

NIANANTITAINSITURANATR (Reasonably foreseeable misuse) fe miﬁslimamiéfmmmiai
Al uvedldau IVD LAMP method luwuu Worst case scenario i 1uuuu Home use Tulguuy
Professional use Tngfliuilomawdouasdnndsdmiunmadeuiin UiRmudunaunismaaauyi
fin eruuazulananisvaaouin gldnusuuarliiladenienarsitundssiiounnd dsasiins
Ufduiusiugldau uarldnuiananald

wuSaesnudiiussenieagusrasinisldnuiignandcle uasdldauaants saudans
mansainsldsuianamvesilinu teusiduiuuiaedludiuveste 7. dodunn (Notice) vosunu 7
1edmi
2. JnguszasdnIsnuNIUANsIANsAMUIAE (Objective of risk management review)
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AANTRINISIENURANATR

2.2 ¥pULn (Scope)

1. sudlunisnumunanisdansanuides ielddudunsdaviidunenumsianisauides
wazufiunsdnnisanudsudn

2. fsdndunsnuniunanisdanisanudes nounisdseundnduel (nsdlinisdauey
nanfagineudliunisaudeninua 150 14971:2019 Sandlidnrinduenalsudngiunisnunium wiey
Tvawa)

3. linseumquAIInUMIUNNTTRNIIANIAssi Amualiinnsdndunismumiulunsgnis
Famsmnuidsanduszerg lumsmumuvesieu3ms (Management review) snusziduUidiiEes ns
NUMIUVBINEUTING
3. 215EN1SNUNIUNITIANITAULEES (Agenda of risk management review)

nsmumumsdanseadesiing dil

1. maldhununisdanisanandesuufos

2. Iffnanseousumnidesiimdooglaesu

3. fimstmusAsnmslunssunudeyauszianmumuiiedudeyansuanuasndsnisnge

4. Buq (i)

4. HANSNUNIUNMTIANTANEB (Result of risk management review)
dunmamumunisdanisarundssm uiiewd fssynoudu WWnansmumuasuldded

1. msldiununsianisanudsduiod waglduiudanisanudsewdnduel el
nziDouaviinuildinisamedou

2. Iffnansseusumnmidesiivdoegliaesin daldfunsiansanitensu

3. finsisunisnislumsnusndeyauasisnnumuiiefudeyanisuanuazndsnisnan
muiszylute 7. Yeyansndnuazndanisuan

a. lalfinsedug
5. 4aA235W3150U1 (Consideration)

1. agdnlitinsmumunisianisarundsailedingnSaslminudeimun 1SO 14971:2019 us
&iindnfausiAuogioutorinua IS0 14971:2019 fissusdalifionansvdngiunismumius i

2. v ndiinsdaienasudngiunismuniunisdanisaades (rfausn) azdndiunns
numulunsgmsdanisanudsaduszess lunsmuniuvesneuims (Management review) A
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Questions used to identify medical device characteristics that could impact on safety
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1 What is the intended use and how is the medical device to be | Tlunisnsiadanses lsanuaiinvedisa fvaiia LAMP

use? method l95un1sesniuualinmannnses Iaen1svi
UFATe%1U Immunoassay fuansdavidssialawianis
ngioanmsnsa Inenansasadansesiild fldand
msleusuugih Wldsunstududnadehenaiilaan
Fnsidumasgana
sl wiswansdavds U iRmutuneunisvageu
gunaziUanan snageunudeyaluenalsiniu vih
ﬂ’J’]ﬁJL‘ﬁﬂﬁ]L‘ﬁa‘VﬁLaﬂﬁ’ﬁﬁﬁﬁULﬂ%@ﬂﬁ@LL‘W‘V]Eﬁ

2 Is the medical device intended to be implanted? lai
Is the medical device intended to contact with the patient or lai
other persons?

4 | What materials or components are utilized in the medical TmgRunanidu Biological product Falgsunswien
device or are used with, or are in contact with, the medical me Critical supplier LLangamﬁWmUixﬂanmﬁu
device? IngAudu lendnfsiiu test kit dufalud

5 Is energy delivered to or extracted from the patient? lai

6 Are substances delivered to or extracted from the patient? lai

7 Are biological materials processed by the medical device for lai
subsequent re-use, transfusion or transplantation?

8 Is the medical device supplied sterile or intended to be lai
sterilized by the user, or are other microbiological controls
applicable?

9 Is the medical device intended to be routinely cleaned and lai
disinfected by the user?

10 | Does the medical device modify the patient environment? lai

11 Are measurements taken? Tl

12 | Is the medical device interpretative? T

13 | Is the medical device intended for use in conjunction with lal wansuaiidu test kit dusalusa
other medical devices, medicines or other medical
technologies?

14 | Are there unwanted outputs of energy or substances? lai

15 | Is the medical device susceptible to environmental influences? | 1% lnasnansiasiio

16 | Does the medical device influence the environment? lai

17 | Does the medical devices require consumables or accessories? | 1

18 Is maintenance or calibration necessary? lai

19 | Does the medical device contain software? lai

20 | Does the medical device allow access to information? lai

21 | Does the medical device store data critical to patient care? lai

22

Does the medical device have a restricted shelf-life?

T Tnese@niueieg




aeu A9 o
23 | Are there any delayed or long-term use effects? 1]
24 | To what mechanical forces will the medical device be Tai
subjected?
25 | What determines the lifetime of the medical device? mm%u Qmmgﬁ
26 | Is the medical device intended for single use? T
27 | Is safe decommissioning or disposal of the medical device T
necessary?
28 | Does installation or use of the medical device require special lai
training or special skills?
29 | How will information for safety use be provided? 19 Auugidinislageu
30 | Arel new manufacturing processes established or introduced? lai
31 | Is successful application of the medical device dependent on 19 Tneiiswaziden
the usability of the user interface?
1) Can the user interface design features contribute to use T
error?
2) Is the medical device used in an environment where 1o
distractions can cause use error?
3) Does the medical device have connecting parts or lai
accessories?
4) Does the medical device have a control interface? lai
5) Does the medical device display information? 19 yuaann/ el
6) Is the medical device controlled by a menu? lai
7) Is the successful use of the medical device dependent on a lai
user’s knowledge, skills and abilities?
8) Will the medical device be used by persons with specific Tl
needs?
9) Can the user interface be used to initiate unauthorized lai
actions?
32 | Does the medical device include an alarm system? lai
33 | In what way(s) might the medical device be misused WA SAANAT Uﬁﬁamm%umaumiwmaau DULAY
(deliberately or not)? wlanamsnaaeumudeyalutenaisiniu vanudila
dlemienansiifuiniesilounnd vilildaulsildaude
Uald
34 | Is the medical device intended to be mobile or portable? lai
35 | Does the use of the medical device depend on essential lai
performance?
36 | Does the medical device have a degree of autonomy? lai
37 | Does the medical device produce an output that is used as an | i

input in determining clinical action?
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