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v v

O gIANTHINTTIUTTAUUINYIA nedianenIsun1smiuguatInsgIuneiumadalagninasiy
ioU w.e. 2522 (1979)

o Tegnounitu dnstvusuiasgiunisinugaunineeg wnue Jadulumudesmuaveaus
avUszimnalaifnnnsgiuindu International

I Y o ® - o < awva A o o & Y o & |

o yrsideriiduenansieinuaduwimsunisuiivsedavindudeimun vseunaum

Tansasunuvindaysiunu
= v o & N v o o 61 ) va a | 1l =

o Lifinnsdavindususuunnsgiudeniu Adnisne Aldianumineiuandidlifisyuuy 3
asennuduaulviiugly

o Juiunsddglunsdanisailuseaulan (Globalization Trade)

o Judseiuayulidinisiivue “funenisén” (Barriers to Trade) Wintulunisfviesening
Usziauarlusgiuginie Jaduniseueiindndusinadieiu vinisiadeiumemalulad
AT WAMLNINITAANTY

o JeladinssiudaviuazyseniAlduinggiu 1ISO 9000 Series sioansnsasvu Tud w.e. 2530
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1. UFEEWUITRUINTAUAIN?

[

nuardAyraTinuINIAMA MY “MIUseiuaunmingsiy” Aetela?

2.

a
l
U
il

1.
2.
3.
4.
5.

£ 2 2 p

Lo

n13AIUANANANIN (Quality Control)
mm%msaam%’uqmmw (Acceptance Inspection)
MsUsEAUAMAIN (Quality Assurance)
m'iu%ﬁﬁ’liﬂmmwimﬁ’m (Total Quality Management)
nsUseiununInlaes (Total Quality Assurance)

2 3 4

5
4 5
4 5
5 a4

LW NN -

3 1
1 3
2 1

WAILNIAMUFURUSIINAU External providers duaSunisilnausu
wilunsusul s nnnuaunsalunsianvenssuIuns
wilnuynAudodunlun IR sEUY

Tasgndeyanlaangudfiau danismunseuiunisiieantym wasdsunalunszuiunis

3. “ISO” gaunanvale?
n.

U
A.
N

The International Standardization Organization
International Organization for Standardization
Standardization from International Organization

The International Organization for Standardization

4. NWWS@WU?%UUU%M’]N’]U@MH’]W L‘f]‘Lﬁ%‘U‘Uﬁﬂi@‘Uﬂﬁquﬂi%‘U’J‘Uﬂ’]ﬂﬂ?

f.

U
A.
N

N3zUIUN1TUaN (Core Process)
NILUIUNSATIUAYY (Supporting Process)
NILUIUNITUINIT (Management Process)
VIR

5. FelananignAeenedfiuauNTUIIRTIIUTEUUUSINTIUAMAIN?

>

L2

Jusnmsgruannaifeiundn S
iunsEuIuNsSuTesAININKARas)/ USmstuaniine
HuanasgruiiiefussuuuImsaugunm
M3IRMsTULUIMINUAMA N DL TLBNATTAIUANNITALEIUIY
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6. “midnriszuuuimsnuaunmiduenalsansaune (Maintain documented information)”
mneiesAnsosniunseddlsdagndewmuingusyasd ?
. %’mﬁwsﬂ”’umumsﬁ’]LﬁumunmizmumiLflul,aﬂaﬂisi’?umauﬂﬁﬁ’lLﬁumu
1. didunsumssidunuduenastunounisinfusrumaiisuiusios
A davhszuurimsoununneglusUvesenasasaumaiionuAnnsUTRNY uazdniuna
nMsUuRu
1. lifdelagnees
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N, HUIMITEUUE
U AMYHUIING
A winaunnszauluesAns
. gdwlddndeivesdns

8. LLGia8ﬂiz“U?‘Llﬂ1ﬂuiz‘l_lUU%‘Vﬂiﬂ’l‘IJﬂfLm’1Wﬂ?i@%‘U’]El51’?Baaﬁiuﬂﬁﬁﬂﬂuﬂ%ﬂmaumiﬁﬂL‘fmfl’l'u.7
A. 5W 1H
U. Why Why
A. What if
. 3G(3339)

9.  UalaforaN1TUSUUTINUTZUUUTMTNUAMAIN ?
YAaNShuNSUSURNUIAUANAINNTANINTY

.
U, FumeumsaunulUTEaENaNINTY
A, limSmensAueamnndu Yuanmwindeslunisiailivsngauuinauy
1. gnynde

CTR

10. 11935 150 9001 gnifeutunalassaindla 2
. High Level Structure (HLS)
%. British Standard (BS)
A. Japanese Industrial Standards (JIS)
4. American Society for Testing and Materials (ASTM)
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ArdninalU Annex SL

BIANT NIEVUIUNT
adidnladde ausIOUY

YoANRUA MsAdUNUlAgRLIB LAY UBN
SEUUUIUIS NSASITEDU
AUIMIEAUE N159132999

Usedndua msI9U Tz

ulguie ANUABAAADY
mqusvas anuliiaenndos
ATAe msuily

ANUATNSD msufuRnmsudley
JoyaaIauNA nsUuUssegedaiiias

anuidenlesvasdaivusluudazinasgiu vas 1SO
ileannunsgiussuunisianig flassa¥ie HLS Sedenaliszuunisdanisluninsgiud
Tassaanileududafnauasnndes uazanuisaysannsswiuld danuznssunsiumaieasing q A1ds
audunsuiluseuunsinnis (Management System Standard %39 MSS)ﬁgwmﬁstJLLwé
11A5§1U 1SO 9001:2015 14lassairavostormunniy Annex SL warludaqtuiiunsgiudi
Tassa¥iell 1wy szuunisdanisdewandon 1SO 14001:2015, s¥UUNITUINITAMLADIEEIM9gIAY SO
22301:2012 wag srUUNITTANIsAINNTLAILarUaBAfER uaITaumA 1SO 27001:2013 Wudu Felueuian
wmsgIuszuUn1sIanIsnatufazgnuiuledlusuuuy High Level Structure (HLS) wmilaufuvinlinis
ALEUNNTYIINS (Integrate) mmnghqqlé’dwmm%u
150 9001 T dunuimislunseszuumsuinisnununmdmiunngsia wazluvaeifeaiun
fiszuumsuinisnununmienziiuninigiu Inen151195z0uUImsnugan Y nun gz lduuImnians
U313084 150 9001 1duwang wu
- SAE AS 9100C Quality Management Systems — Aerospace-Requirements
- IATF 16949 Quality management system requirements for automotive production and
relevant service parts organizations 1st Edition, 1 October 2016
- 1SO 13485:2016 Medical devices -- Quality management systems -- Requirements for
regulatory purposes

- TL9000 The Telecom Quality Management System-Requirements
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- 1SO 19600 Compliance Management System - Guidelines
AMUFNRUSYRS 1SO 9001 AUNIAsgIUTEUUNISIANISBUY Wumun1s1e (mude 0.4 A1y
Waulediunngguaiae Tu 1ISO 9001:2015)

Other Interna- Clanse in this International Standard

tional Standard 4 s o 7 a 5 10
150 2000 All All All All All All All
150 9004 All All All All All All All
[50 10001 8.2.2,85.1|92.12

I50 10002 821, 2.1.2 10.2.1
[50 10003 9.1.2

150 10004 912,913

IS0 10005 5.3 6.1, 6.2 All All 9.1 10.2
150 10006 All All All All All All All
150 10007 8.5.2

150 10008 All All All All All All All
I50 10012 1l3

I50/TR 10013 A

150 10014 All All All All All All All
150 10015 72

IS0/TR 10017 6.1 1l3 2.1

150 10018 All All All All All All All
150 10019 84

150 19011 9.2

NOTE  “All" indicates that all the subeclauses in the specific clause of this International Standard are related to the other
International Standard.

Table B.1 — Relationship between other International Standards on quality
management and quality management systems and the clauses of
this International Standard
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arndss uilenafeynvesanunisaifiviliannsarerlsléthe mesunieliildsulonaduuansesedy
T LTt Rt

"n7m@mymmmwwmmmm@Wmmlﬁfaqruuz,m prundululalumsivaeuuas”

N159AN13AEBSIUTZUUNITUTHITIUANW
wnAnsesnsAnauaudsslaesuieliluuniiaes 1ISO 9001: 2015 WudiudAyves
NILUIUNTHER

= <
WuIMeANUTBBLNaRY]5?
LﬁaﬁmﬁmmmLﬁmﬁaﬁﬁzuuLLasﬁqﬂﬂ'ﬁzmumﬂummLﬂu"LU"Léfmavusimmaﬂﬁvaaﬁﬁﬁmum

Wdwalviaussousiindu uay/vionadndavasandeaiunntu wazgnianansadulaliiaglasundnsiaei
v3aUsNsNAaniall
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WARAIED:

e JiuUsamsmiugua
aeimussTdaniunisuulse
rgliinsufiRnunguunsuazngseileu

fulaternuainanslunun v Hanf s LaruINg

dinanudulauazauianelavesgnen
“USmarursalenisusmsaruaesldagaeauias TuuseniUseaun 1uansa”

“Successful companies intuitively incorporate risk-based thinking”
(81989910 Risk base thinking Tu 1SO/TC 176/5C2/N1284 www.iso.org/tc176/sc02/public)

NSZUIUNITUSHITAULEYS
ﬂi%‘U’J‘Hﬂ’ﬁ‘U%Wﬁﬂ’J’]ﬁJL?iEJ\‘iG]’]ﬁJiJ’WﬁgTu ISO 31000:2009 L%E)MIENﬁUi%UUﬂ’]iU%W’]imquﬂ’]W

ﬂszmumsﬁmimmLﬁmmmmmgm ISO 31000:2009

il [ m

-—‘I Establish the Context I-—‘
I

4
I Risk Identification l

| Risk Analysis l -—

|

I Risk Evaluation ]

p————— Risk Treatment [—
Fig. T_The risk marjagement process from IS0 31000:2?3!:._

ToMMUATEUUUTMFNUANATN 1SO 9001:2015 AIUNTLUIUNTUIUITATIAEES ISO 31000
1.4 —1 9 and 10

Monitor and Review

Communication and Consultation

| 4
—————| Establish the Context J———
I 6.1

1
| risk identification |

l

I Risk Analysis I

|

I Risk Evaluation I

Risk Assessment

Communication and Consultation
Manitor and Review

6.2

I Risk Treatment I

—_— ——
Tig. 1. The risk management process from IS0 31000:2009.
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INNTTUIUNTUIMSAMANEGS gnaaduseuun1suinmsauaanwaansauaasiiuldaenin
AIUAY
FEUUNTUTMSNUAMUAIN SO 9001:2015 ANULUINNNITUTITANIULEE

| |
Il 4.2 arwandunazanuaawis » YaULIATaUTIESEUUT (4.3, 4.4) N 4.1 tadenelu uaznsuan :
5.1 Anudueii >
o . X Anuduetih «—— 52 ulvuy
_5:3 M ADNUSURATAY WAz T 3 A
I 5.2 -> 6.2.1 IngUszasd —— 6.1.1 Anudsanazlania <- 4.1, I
| ; N15919UHY - |
4 _ . 5
[ &3 nwumumsiddeuntlas — 7 —————— ——— _‘ _____________ 6.1.2 ndan1sAudswazlands |
| . . ® _— . . |
| WQUixﬁamLameu (6.2.2) nswens (7.1-7.5) msﬂgumms (8) AM5LE5294 (9.1.1) |
o —— —— ——— T — ———— S S ———— e —— = I
———————————————————————————— - ————————
9.1.2 Anwianalagndn — msUseidiu (9.1) - 9.1.3 dusIOUL

1 a

auliaenandes - maufidnisuile (10.2)

WUQAA UANNITNAIAYVDITTUUNITUINTIIUAMAN

WUIAATTUUNNTUINITIIUAMA N

SO 9001 Uz UUNITUTMISNIUALAINAINNIATFINAING WLIARFEIATYD 1SO 9001 fig
nsdaesEUUUIMINUiiensUsAuauam daduszuuiinliidesuldinszuiunisineg 1i3unns
AuANkazasansaaeuld Ineriusruuiiszytuneunarisnisvhau weliiuladiyrainslussdngg
sthiiausuRngeuuasdunousne lunsufifnu Tnedesdnstineusiliauiuasineslunisufofo
fnsantiuiindoya uinisasaaeunisufifnuindulunuissylilussuunioli wasdinsudly
foRanarnsusiinumslunistiestudofanaiaiy Feluilagiuuinsgiu 10 9001:2015 fntsiiiy
formualuFeamaimnutilafuesdnsuazuiunesdns msvhaudlafuanudesnsuazaunianis
vosfffidlddudefielddmiumasidunstuanudsarlemansieiermundug faduiiugumisd
svthelviesdnsannsngsgnisiamnesnadaiiuldvely

SO 9001 WU MYBsHUIIMITTRUgIazFadlinmd ARy TuANfoIns AuAtanis
v03gnéN upgiiieades asdnsmnuszan bidnedunagpamnssumandnvioniauinsedguasonty
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annsathszuumsuImsauaunm 150 9001 TUHL wazlifidndrdaindeddtusdnsvualngiifinng
AV UFILALZYAAINT Srurunniitu uiddFldAamAtuananaas Al (SMEs) Taazdisensed
AunTAR AusiLar IS RsuIAssusadnsva g ifidoidels

wnAnFuANuAsslusEUUNMFUIMILAAATM 1SO 9001

1. Wuinguszasdndnvesssuumsuimsnununwlagivihiidueiesdedesiy

2. iteituuumslunistosiu

3. padnsFeMINULazAiunsamImuAsaglena

FaguszasAnnsUImsAuEsdlusEuUNIsUIINTUANATIN ISO 9001

JnquszasidRyn1suimseadsslussuunsuImsnuaaan 1SO 9001 As M3U3mIsAIY
doadusghadunszuiunsvesiuimsssiugesnuidimnudAyfuamnudssuaznsdanislemaitels
Uiiqmaﬁwﬁﬁﬁgﬂﬂw (intended outcome)

1. ThAsmnuidesulunuasnsavesesdnsogtsseiilos

2. dwandnlgnAdnendndusiuazuinisasnndesiutormundiieitos

3. MIUTIaIngUsrasAeInns

VANUIUITIUAATIN
Tun15UFuUse 1SO 9000 S¥UUNMTUITMTNUANAIN-NNNITHUFIULAzAANT TIUsenaldlul

A.f. 2000 ISO/TC 176 laldnenn13v8IN15UINITNUAMAIN TITIUTINNIANANLFUALUTEAUNTalYDS
HLTEIRYAUAAINIlan

VENNITUBINTUIMTNUAMAM Aonisumsiuegraluszuuuaslysda Adsdannusons

P v = = 9 1 oA = v a Y ° o D =t

vouldlddiudy uarlinmsuiuugseddaiies Jajuimisseivgensiluldlunsuimslidudiunis

YOIIFUUNITUITMIsNUlsIvesesdnsiielilszaunadnsalunisiibignauasyfidulddiudeiinay

Winela
wé'ﬂmwmmiu‘%mimuﬂmmw (Quality Management Principle-QMP)
MilinsuImsszuuAunMUszaURad5Y Usenaumenannis 7 Usnns aedl
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5 A1g 4 A15UHIS
UFuuse 139
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vannsil 1: Tadnudndryungné (Customer Focus)

sdnsfasiiviisgnéniiteruegsen dufudsmshmnudila arwdesnisvesgnévidly
drutigiiunaveunen uasvhliussaanudesnswaniiy mufamsnenewisildldAuauaants
U9IgNA

vannsil 2: anuughit (Leadership)

dundugimuannuduenaimvesingUszasduas iamsesesdnsiindendugasne
wazsadlidetiadeionyuneluftaduayulivnauansaiidminuardnaunsusa nguszasdves
BIANTAEY

nann1sh 3: n1siidusInvesyAans (Engagement of people)
winaunszaviaduiledfguetesinsuaznislieusiudesgrafuiuaziiy
AENTavesninaunnAY dauneliiinUseleyiunesAns
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lpsunsuimsdamsegiadunszuiuns
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msufulssegsaliosmisiasunsimunliduingUsvasianisvedasdins

NANNIN 6: NIARFUUNNUFIUYRMENFIU (Evidence-based decision making)
N13AnaulaIMIIUTEEVEN I AsALTUNTULINLEILYEY

WaNNIs 7: NsUIMsIanIsAuduusiiaUssleaisauiu (Relationship management)
pafnsuaziduwausaasionendoiu uagnsinnuduiusludedifoganausslond oz
Prednasuauansalunsadnuiventaesine
NFFUTTUUNTUTMTNUAMAIN ISO 9001 HiTeudaadnlandnns kagwuifnssuuns
UImsnuaunmegstaaudsnouisegilidlounisou viethludszendlildednagnies ogrsusniides
N31UAD 150 9001 TalldhduneunntuneunietsnsufoRnunnianssusndewduenans
galiidnlalvluglenuuazadniidAndn “lenans”)

UszlewditldFuannmsdavinszuy ISO 9001
Ustlewiditléunneluasdns
1. fimsudmadanagnsuaznsuimianudsianuiuniayaafesnisuazaunianises
HilauladudeveseIAng

v [ td o Yal

Nﬂ?ﬁ‘\]ﬂﬂ’ﬁﬂﬂﬂ’)’mm@ﬂﬂ’ﬁLLﬁ3ﬂ’J’mﬂ?ﬂﬂ’)ﬂ%@ﬂﬂjﬂﬁ’)ﬂiﬁd’]ﬁ@&

a
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q

)

D

szuutayativenisindulalaegauiugnu
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1%

WRUSEANSANLAEUSLANSNALUNITYINURTY

N kR LN
PR =9

\Hudunilsvesnssjsgnisiannegnadadu

8. flassaiannsguiiysanns (ntegrate) snpsgrusnerlddieaniy
Uszlewiditldsunteusnasdns

1. gnéAnmnusiulaludufuazuinig

2. msdansiduiiveniuluszduana

3. ussaANUdBINskazALAInvTwedilduladiudy
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fvunimguszasd uazununsinnssefumsnumaingusrasduaziimneveesdngiile
MIEUNIUTUUSS

dovieudszanaumazAlIeaunTuIInsaneluigau
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AnmuUszansnansaniiuaunglaanusuinvey LarsigausieRuIng
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sdunsideyailensts Vssdiummdssiuingusvasd uavaussousiiieatos
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afunnandilaFemleniouitn ngszdoudetadulumevhauliundlddsdudam
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Adun s laT AU Ty dvinweANATNNTOATLIKLIY
Tnnusiudlelunisyifanssuiiteunes Wy 58 TPM wsesnasudunus [udu

@ unum nihaAndneu

1. fienandlaludlouis Fguszasdvesuisn anudesindufanssy uazuftRnuiuleune
FotaduRefumevihavesiidmuazdefruavesnasgiuseimuali
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UftRnungssdeu dureu/ASmsufiinuiinueaiedesesnunden
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8.3.5 Uadeiireanluniseaniuuuasiaun
ssdnsfesiilaindadeheeniilinnnisesnuuunaiinnasnadesiutorimundadeint
frnnameifissdmiunszuiuiifendedunandoundndineiuazuing ssyniesrsdsterimuslunis
AnnauazAsIviamuANNBINEaN UasinaeiMIeNTy SryAMdnYAzYeINanTaeiLazUINTs T

AONTLEY KaEN1TIWILUENATOUARULAZATUNIY
psAnsfasdniiuienansteyavestaiildanmseeniuunayiinn

8.3.6 N15UABUKUAINITOBNLUUKAZHAILA
paAnsdpeinnstvs numu LLasmmmmsm?iaul,wawaq{]ﬁaﬁwL%WLLazﬂaé’aﬁwaaﬂlummgﬂﬁ
DOALUULALHAIUINAN D UALAZUS NS Wionszuunmsisndesmumeuaiisndudielfitulaill
AARANIENUADAIILEDAAADIRDVBANNUA
aqﬁnsé’aﬁmLﬁ'uLaﬂmisﬁagamiLﬂﬁauwaqmsaaﬂLLUULLazﬁmm NANITNUNIU Qﬁﬁwmaﬁm%’u
mMaasuudas nsadumsiiietostunansemuluniau

UszasAtaivun
1 dmsnaEy lngimuatusey g3uilaveu n15Useaual uagn1sUSuUTuNy
2. IVUNLIUNTRDNLUUKAE NAILINER T
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FURBUNITUSUA
ARUARILEUNIT wazAIsnw TNz UINNITeRNRUULALNSHAWI AT WY Wianauausdadsil

1.

UsgansrauazUsednsnmseanusieinisuazanuainvivesgnawasiauladue fsll

2. TNUNUNITRDALUY

NN9NLUULAE WAL INAN A UNUSDNTTUIUNTABIATRUALKNULIUY AANTIN B tuLAag
AANTTY HTURAYEU AVUMILNITORNKUY EVIUERY kasyausla luwNuNITaaniuy
NNT9NLUULAT WAL INAN S UNUTONTZUIUNIT BIANTAITNNTUNEUTTOUY ﬁauﬂszﬂauﬁugm
19303AN3 uaroarUsznauTmuafiatuaylussaivaussnuzvenAn Susiasnszuumsi
mwi’ﬂmgﬂﬁﬂLLazﬁauiﬁ]ﬁ'uﬂ AIDENLTU BIANTANTNATUNNATTIN, ANuUaonsuay
4UNIN, ANEANLNIOLUNSYIAGeY, ANNasalunisly, mnudunsiugld, AuEedols,
AUy, Msaaeulmdseun, dwandew, mMsvanenansiag warnstumudes
SMuANsEUINNMSTUS Ussifiuanuidesndndas nssuiums wassiumsussimanuidedd
oraidhldvegliidesannuandnsinaznszuiunsvesesdng msvssidiuamudssesduiuns
Weuszdiunnudululd wasnansenuveseuunnsewdenuAanaInluNEn S uIvIe
AsEUIMS RavesnsUszdiumsarldimunuasidiunsiosty dWeussumeudssiilégus
1 fhegavenaiosdiodmiunsussiiuaudeavein1seenkuukasiamL) v53u8n1s
NN

5 AITIATIZAANRANAIAUDINITORNLUULAZHANTENU (Design FMEA)

o M9IATERRUlluiIAINaLAaT (Fault tree analysis)

5 mswensalanudedold (Reliability prediction)

o H{muduius (Relationship diagram)

o WANANISINTEAU (Ranking techniques) wag

o wAANI91888 (Simulation techniques)

AMNUAYINIATIUNITAAAUNANITANRUIUATLLEY LAZYINNITAAMIUANNYILIANNAUA IRV

YUNNNITRARILNE

USULNUNITHAIUN AL DN UUMNNI NS UR UL U5 8 MR SIRUWNUANAUA LY

dpviduninmingivedunnduneuveinisesnuuulaznIsiau uaztuiinnsaiunisnauiilos

0 AITNUYIU AINIUFDU N1T5UTEY WAz NSWANULUAINITOBNLUULAE N TNAILITIAY

dyUansedngy
O #inMsNwEy lngfmuadunau §3uiaveu NMIUTEaIUIU kaEN1TUTUUTIMNUNNTORNIUULAE
WAIUNARNN UNLAZUSNT
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