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Apple Inc.

One Apple Park Way
Cupertino, CA 95014

www.apple.com
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Apple Distribution International
Hollyhill Industrial Estate,
Hollyhill, Cork,

Ireland

Emikowvwvia: medicalcompliance@group.apple.com
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MAHPO®OPIEZ I'A THN EABETIA:
ANTINPOXZQMOX INA THN EABETIA:
QUNIQUE GmbH

Bahnhofweg 17

5610 Wohlen

Switzerland

MNAHPO®OPIEZ I'A THN KOAOMBIA:

PRODUCTO: Funcién de notificacién de ritmo irregular (Version 2.X)
IMPORTADOR:

IMPOMED S.A.S

Calle 1 SUR NO. 77A-21

Interior 201 Medellin Colombia

REGISTRO SANITARIO NO.: INVIMA 2020DM-0021835

NMAHPO®OPIEZ IIA TH BPAZIAIA:

Ap. ANVISA: 80117580881

RESPONSAVEL TECNICO: Luiz Levy Cruz Martins - CRF-SP: 42415

IMPORTADOR:

Emergo Brazil Import Importacao e Distribuicdo de Produtos Médicos Hospitalares Ltda.

Avenida Francisco Matarazzo, 1.752, Salas 502/503, Agua Branca, S&o Paulo-SP, CEP — 05001-200


https://www.apple.com
mailto:medicalcompliance@group.apple.com

CNPJ: 04.967.408/0001-98

Email: brazilvigilance@ul.com

MAHPO®OPIEZ I'lA THN INAIA:

AplBuog adslag stoaywyng: IMP/MD/2022/000754
EIZATQrEAL:

Asia Actual India (OPC) Pvt. Ltd.

523A, Tower A, Spaze I-Tech Park, Sector 49,

Gurgaon, Haryana, India

MAHPO®OPIEZ I'A THN INAONHZIA:

AplBuodg adelag mpotdvtog: AKL 20502220301
KATAXQPQN:

PT. ASIA ACTUAL INDONESIA, DKI Jakarta

Gandaria 8 Office Tower, Unit 6J. JI. Sultan Iskandar Muda
Jakarta Selatan 12240 - Indonesia

+62 (021) 2930-3747

MNAHPO®OPIEZ I'lA THN KOPEA:
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MAHPO®OPIEZ ITA TH MAAAIZIA:
Adela ouokeung: GB7830421-55921
EZOYZIOAOTHMENOZX ANTIMPOXZQMNOX:
Nyprax Business Solutions

37 Jalan Terasek Lima, Bangsar Baru,

59100 Bangsar, Kuala Lumpur

NMAHPO®OPIEZ A TIZ OIAINNINEX:

ApB6g CMDN: CDRRHR-CMDN-2022-988483
EIZATQreAx::

Asia Actual Consultancy Inc.


mailto:brazilvigilance@ul.com

Unit 1A GV Square Bldg.
Casa Milan Commonwealth Ave.
Greater Lagro, Quezon City

Metro Manila

MAHPO®OPIEZ A THN TAIAANAH:

ApLOuOG Adelag XPriong LATPLKNG CUOKEUNG: 65-2-2-2-0016259
EIZATQIEAL:

U531 e waama (Usandlng) 317
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Tns. 02-821-5998

MNAHPO®OPIEZ A TO BIETNAM:

AplBuodg adslag stoaywyng MA: 220002521/PCBB-HCM
KATOXOX AAEIAL:

Asia Actual Vietnam Co., LTD.

45/90 Binh Tien

Ward 07, District 6

Ho Chi Minh City

MAHPO®OPIEX I'lA THN OYKPANIA:

TOB «[O>XXEPENO-YKPAIHA»

01033, YKpaiHa, M. Kuie, synuus LLoTa Pyctaseni 33-b, ogic 27
e-mail: uarep@jerelo.eu

Ten. +38 (044) 36030 1M

&

NMAHPO®OPIEZ A THN AYZITPAAIA:
Ytolxela avadoyxou:

Apple Pty Ltd

Level 3, 20 Martin Place

Sydney, NSW, 2000

Australia

https://www.apple.com/au/

THA.: 1-300-321-456

NMAHPO®OPIEZ A TH MOAAABIA:

AplBuog kataxwplong: DM000322301, DM000322302
EZOYZIOAOTHMENOZ ANTIMPOXZQMNOX:

JERELO S.R.L.

MD-2024, str. Pietrariei, nr 19A, of. 3.

mun. Chisindu, Republica Moldova

+37378538295

NMAHPO®OPIEX A TO NEPOY:
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https://www.apple.com/au/

Registro Sanitario NO :DB6240E
IMPORTADOR:

Drogeria Emergo Peru S.R.L.

Calle Las Orquideas Nro. 585, Int. 1301,
San Isidro, Lima, Peru

RUC: 205 52 75 65 34

ENAEI=ZEIX XPHXHX

H duvatotnta «MvwoTtotomoelg akavovioTou pubuou» (ATAP) slval pia latpikn epapuoyn
(AOYLOLKO UOVO) Via GOPNTES CUCKEVEG TIoU TtpoopileTal yia Xprion Ue to Apple Watch. H
duvatotnTa avaliel Sedopgva puBUOL TTAALWY YLld TNV AvayvwpeLon AKAVOVIoTWY KapSlakwy puduwyv
TIOU UTtopEl va LTTOSEIKVUOULY TNV TIAPOUCIA KOATILKNG HApHapuyng (KM) kal oTEAVEL yvwoToTIoinoN
oTov Xpriotn. H duvatdtnta mpoopiletal yla xpron xweig latpikn ouvtayr). Aev poopiletal yia
TIAPOXY YVWOTOTIOIMNONG o€ KABE eTIEL00810 AKAVOVIOTOU pLuBLIOL TTou (cwg onuaivel Tnv mapouoia kM
Kal n amouoia yvwoTtotoinong dev poopiletal wg uTtodelEn otL Sev UTIAPXEL KATIoL TTAONnon. H
SuvatotnTta mpoopileTal YIa EUKALPLAOKT ELPAVION LA YVWOTOTIOMOoNG yla Tibavr) tapoucia KM,
otav dlatiBevtal emapkn dedougva yia avaiuon. Autd ta sedougva kataypddovTtal Hovo dTav o
XPNoNG eivatl akivntog. e cuvduaoud pe Toug TTapdyovteg Klvduvou Tou Xprotn, n duvatdtnta
MTTopEl VA XPNOLOTIOMBEl CUUTIANPWHATIKA TN ANYPn amodpaong yid EAEYX0 KOATILKNIG MOPUAPUYNG.
H duvatotnta dev mpoopileTal yla avTiKatAoTaon TwWV Tapadoclakwy PHeBodwvy dldyvwong 1
Oepareiag.

H duvatotnta dev €xel Sokiuaotel kat Sgv mpoopiletal yia xprion and atopd nAlkiag KAtw Twv 22
etwv. Emiong, dev mpoopiletal yia xprion amoéd dtopa mou £xouv SlayvwoTtel 0To TAapeABdv e kM.

MPOBAEIMNOMENOZXZ 2KOIMNOZX (NMEPIOXEX ENTOX THX
EE)

H duvatotnta «MvwoToTooelg akavovioTou pubuol» ival pla latplkn epapuoyn (AoYLoUKO Hovo)
yla $oPNTEG CUOKEVEG TTOU TipoopileTal yla xprion Ue to Apple Watch. H duvatoétnta availel
Sedopgva puBLOL TTAAUWY YLa TNV AVAYVWELOT AKAVOVIOCTWY KAPSLOKWY PUBUWY TIOU HTtopEel va
UTTOSELKVUOUV TNV TIAPOUCia KOATILKNIG HAPHAPUYNS (KM) Kal 0TEAVEL yvwoToToinon otov Xpriotn. H
duvatotnTta mpoopileTal yia Xprion XweIig LaTpikny ouvtayn. Asv ipoopidstatl yia mapoxn
YVWOTOTIOIMONG o€ KABE £TELCOSL0 AKAVOVIOTOU puBOoL TIou iowg onuaivel TNV mapousia kM kat n
amoucia yvwoTtotmoinong dev mpoopiletal wg UTTOSEIEN O0TL Sev LTIApPXEL KATtola TIddnon. H
duvatotnTta mpoopileTal yIa EUKALPLOKT ELPAVION LA YVWOTOTIOMOoNG yLa Tiibavr) tapoucia kKM,
otav dlatiBevtal emapkn dedougva yia avaiuon. Autd ta sedougva kataypddovTtal Hovo oTav o
XPNoTNG eival akivntog. e cuvduaoud pe Toug TTapdyovteg Klvdivou Tou XpNotn, n duvatdtnta
pTTopEl va XpnootonBel CUUTANPWHATIKA 0T ANYPn anddpaong yia EAEYX0 KOATILKNG MOAPHAPUYNG.
H duvatotnta dev mpoopideTal yia avTiKatdoTaon TwV Tapadoclakwy HeBodwvy dldyvwong
Oeparneiag.



H duvatotnta dev €xel Sokluaotel kat Sgv TtpooplleTal yia Xprion amo AToud NAKIag KATw Twy 22
etwv. Emiong, dev mpoopiletal yia xprion amd dtopa mou £xouv SlayvwoTtel 0To TapeABdv e kM.

MANBuoUOG-0TOY0G Kal TIPOBAETIOUEVOL XPIOTES

H duvatotnta «M'vwoToTooelg akavoviotou pubuol» Tipoopiletal yia XPrioTeg NALKiag 22 eTwv Kal
Aavw. Aev amalteltal CUYKEKPLUEVN KALVIKY) KaTtdoTaon yia xprion tng epapuoyng. OL Xpnoteg Tou
evbladEpovTal va HABouy TIEPLOCOTEPA OXETIKA UE TNV KapSLayyeLaK Toug uyeia umopolv va
E£TIIAEEOLV VA EVEPYOTIOLOOLY TN SuUVATOTNTA PETA TNV ETILTUXT OAOKANPWON Hag dtadikaoiag
KAaTaToTiong.

NMAHPO®OPIEXL A TH PQZXIA

H duvatotnta «M'vwoToTooelg akavovioTtou pubuol» dev Bewpeltal WG LATPLKY) CUOKELT ATIO TOV
opyaviopud ROSZDRAVNADZOR (pwoLKT) UYELOVOULKT) apxn).

H duvatotnta «M'VwoToTooelg akavovioTou pubuou» eival pia epapuoyr (AOYLoULKO HOVO) yid
dopNTEG CLUOKELES TIOL TIpoopileTal yia xprion pe 1o Apple Watch. H Suvatdétnta avaliel dedopgva
PUBHOU TIAALWY VLA TNV AVAYyVWELOTN AKAVOVIOTWY KAPSIOKWY PUBUWY TIou pTtopel va uttodsikviouv
NV Ttapousia KOATIIKNIG HAapHapuynig (KM) Kal 0TEAVEL yvwoToTIoinon otov Xpriotn. H duvatdtnta
TpoopileTal yla xprion Xwpig latplkn cuvtayn. Asv ipoopiletal yia apoxr yvwotomoinong os Kabe
ETEL0O810 AKAVOVIOTOU puBpoL Tou iowg onuaivel TNV mapouoia kKM kat n anovoia yvwotoTmoinong
Sev mpoopileTal wg LTIOSELEN OTL Sev UTIAPXEL KATIola TTAONoN. H Suvatotnta mpoopilsTal yia
SUKALPLOKT EUPAVION HLAG YWwoToTIoiNoNG yia mibavr apoucsia kKM, étav diatiBevTtal emapkn
debopéva yla avaluon. Autd ta dedopgva kataypddovTal Hovo 0Tav 0 XPNotng lvat akivntog. e
ouVOLACO E TOUG TtaPAyovTeG KlvdUVOoU Tou XPNoTn, n duvatdtnta propel va xpnotpomolndsi
OUUTIANPWHATIKA 0N ANYP1n amodaong yla EAEYX0 KOATIKYG Hapuapuyng. H Suvatotnta Ssv
TpoopileTal yla avTikataoTaon Twy tapadoolakwyv nebddwv dtdyvwong 1 Bepameiag.

H duvatotnta dev €xel Sokluaotel kat dgv TtpoopileTal yia xprion amo dtoud nAkiag KAtw tTwy 22
eTwv. Emiong, &gv mpoopiletal yia xprion amnd atopa TTou £xouv SlayvwoTel 0To TTapeABov pe kM.

XPHXH THX AYNATOTHTAXZ «F'NQXTOlMNOIHZEIX
AKANONIZTOY PYOMOY »

Alapdpdwon Kat Katatomion

e H éuvatdnTta «M'VWOTOTIONOELG AKAVOVIOTOU puBuol» sival cupBatr pe to Apple Watch Series 3
N heTayeveoTepd PovTeAa. Ma va deite tn dtaBeoipdTnTa avdloya Ue TNV TIEPLOXY] KAl TN
ouUBATOTNTA CUCKELWVY LA TIG MNVWOTOTIONOELG aKAavOVIOTOU puBuoL, eTilokedBeite Tn SlelBuvon
https://support.apple.com/HT208931.

e Evnuepwote 10 Apple Watch kat to iPhone otnv 1o pdodatn €kSoon AEITOUPYLKOU CUOTIUATOG.


https://support.apple.com/HT208931

¢ Avoi&te TNV edpapuoyn «Yyeia» oto iPhone kal emihegte «Mepmynon».
e Metafeite otnv «Kapdld» Kal eTIAEETE «'VWOTOTIOOELG AKAVOVIOTOU puBOoU».
e AkolouBnoTte TIg 0dnyieg otnv 086vNn KAl oAoKANPWoTe TN Stadlkacia KATaToTIoNG.
e [a ££060 aATIO TNV KATATOTILON AVA TTAoA OTLYUT, ayyi&te «AkUpwon».
AnMYn yvwoTtoTmoinong

e ‘OTav gival evepyoTonuevn n duvatdtnta, Ba AABETE LA YVWOTOTIOINON AV EVTOTILOTEL KAPSLAKOS
PUBUOG TIOL {(0WC UTTOSELKVUEL TNV TTAPOLUCLA KOATILKYG HAPHAPUYNS Kal sTTLRsRalwBEel o€ TTOAAES
Kataypadeg.

e Av bev €xel SlayvwoTtel amod atpd 6tL tdoxete amd KM, culnNTNOTE LE TOV LATPO 0AG OXETIKA UE TN
yvwoToTtoinon.

‘ONa ta 6£60pEVa IOV CUAAEYOVTAL KAl avaAlovTat amo tn duvatdtnta «MVWoToTooslg
akavovioTou pubuol» amodnkevovtal oTnv edpapuoyn «Yyeia» oto iPhone oag. Mmopeite emiong va
ETIAEEETE TNV KOLVY] XPNI0N AUTWY TWV TTANPOPOPLWV HECW TNG £EAYWYNC TWV LATPIKWY SES0UEVWV
oag 0TV epapuoyn «Yyeia».

Av 0 Xwpog amoBbrikeuong tou Apple Watch sival mAripng, dev sival Suvatn n cuAdoyr VEwvV
Sedopevwy. MTopeite va eAeuBepwoeTe XwWPOo Slaypddovtag avemiBuunTeg epappoyeg, TpayoLdla 1
podcast. INa va deite Tov xwpo anobrikeuong, uetapeite otnv epappoyn Apple Watch oto iPhone
ayyi&te «PoAdL pou» > «evikA» > «XWPOoG aTobnKkeuong».

AXDAAEIA KAI ANOAOZH

H amodoon tng SuvatotTnTag «MVWOTOTIONOELS AKAVOVIOTOU puBuoL» (ATAP) eAEYXONKE EKTEVWG O
HLa KAWVIKY LEAETN 573 CUPUETEXOVTWY NALKIAG 22 eTwV Kl Avw, ol oTtoiol eite eixav dtayvwoTtel ue
KM eite dgv eixav 10Toplkd KM. Ta SnUoypadLKA XAPAKTINPLOTIKA TNG HEAETNG cuvoyilovTal oTov
Tiivaka TIou akoAouBel:

ANMoypadLkA OTOLXELQ CUPMETEXOVTWY KALVIKNG MEAETNG ATAP 2.0

N=573
HAlkLakn opdda
<55 123 (21,5%)
>=55 ¢wg <65 140 (24,4%)
>=65 310 (54,1%)



Avipag 286 (49,9%)

Movaika 287 (50,1%)
EOQvikoTnTA

lotavog/m 1 Aativog/a 38 (6,6%)
Mn loTtavég/n 1y Aativog/a 535 (93,4%)
DU

Agukog/n 502 (87,6%)
Mablpog/n 1 Adpoapeplkavog/n 57 (9,9%)
ANNO 14 (2,4%)

Ol gyyeypappuévol cuppetexovieg dopoloav eva Apple Watch kat €va eniBeua
nAektpokapdloypadnuatos (HKIM) avadopdg mapdAAnAd yia ewg 13 NnUEPES. A TOUG CUUMETEXOVTES
IOV ouvelodEpouv dedoéva otnv avaiuon TPwTeVOVTOS TeALkoU onueiou, To 32,4% (n=140/432)
eudavioe KM 0Ttwg Ttpoodlopiotnke oto emiBeua HKI avapopds Kal CUPTIEPIAIPONKE oTOV
TPOOSLOPLOUO TNG evaloONoiag TS ocuokeung. Ao auToUg TOUG CUPUETEXOVTEG, 124 dToua sAaBav
YVWOTOTIOMOoN akavovioTou puBuou (AFAP) e avtiotolxn kM oto emtibepa HKI katl n evatobnoia
nNtav 88,6%. Ao Toug 292 CUUMETEXOVTEG TIOU 8ev gudAvioav KM oto gumAactpo HKT kal
ouveRaAav dedopugva oTnv availuon Tng akpifelag g ocuokeung, ta 290 dtoua dev €lapav
yvwoTtotoinon. H akpiBela avixveuong kM ritav 99,3%. Ot Aotttol oupuetexovteg (n=141/573) eite
ouveloepepav dedopgva pévo o avalloelg SsuTepelovTog TEALKOU onueiov eite Sgv oAoKANpwoav
M MEAETN. AUTA TA aTToTEAECHATA UTTIOOTNPICOLY TNV ATIOTEAECUATIKOTNTA TNG OCUOKEUNG 0NV
avixveuvon g kM.

MPODYAA=EIX

H duvatétnta «M'VWoTOTIONOELG AKAVOVLOTOU pUBKLOU» SEV UTIOPEL va aviXveloel KapSLaKT
TPooBOoAN. Av atcBavbeite tdvo, Tticon 1 oPpi§Llo 0To 0TIIO0G OTIOLASTIOTE GTLYMN 1] TILOTEVETE
OtL TaBaivete kapSLakn TPOooBOAN}, KAAESTE TIG YTINPECIEG EKTAKTING AVAYKNG.

H duvatéotnta «M'VWoTOTIONOELS AKAVOVLOTOU PLUOOU» €V EAEYXEL CUVEXWG YL TTapouaia KM
Kat 8ev mpEmeL va BacifeoTte o€ AUTHV YL GUVEYXT TTAPAKOAOVUONOT. AUTO onpaivel O0TL N
duvatotnta d&v UTOPEL va aviXvedoel OAEG TIG TIEPLTITWOELG KM, Kal EVEEXETAL TA ATOMA TIOU
TAoxouv amo KM va un AaBouv yvwaototoinon.

Evéexetal va unv sivat Suvatn n oculloyn dedopevwy oto Apple Watch 6tav auto Bpioketal kovtd og
LOXUPA NAEKTPOUAYVNTIKA TIedia (TT.X. NAEKTPOLAYVNTIKA AVTLIKAETITIKA CUCTHUATA, AVIXVEUTES
METANWV).



YTIApY0ouVv KATIOLOL TTapAyovTEeG TIou emnpedlouv Tn SuvaTtoTnTa UETPNONG TWV TTAALWY 0ag Kal
avixveuong akavoviotou pubuol Tou UTtopel va uTtodelkvlel TV Ttapouoia kM. Autol ol TtapdyovTteg
TEPIAAUBAVOUV TN CWHATLKY KivNnom, KIVNOELG TOU XEPLOU 1) TwV SaxTUAwV, TEPIBAAAOVTLIKOUG
TapayovTes OTwG N Bepuokpacia mepBAAAOVTOG, okoUpa TATovdl oToV KAPTIO Kal ToV OYKO pong
aipatog oto depua oag (o oToiog UTopel va HelwBdel og XaunAeg BeploKpaoTieg).

MH ¢opdte 10 Apple Watch katd tn S1dpKela LATPIKWY ETTEURACEWY (TT.X. HAYVNTIKY) Topoypadia,
SlaBeppia, ABoTtppia, KAUTNPLACUOG KAl EEWTEPLKN aTividwon).

MHN aAAddete TN GAPUAKEVTIKN Aywyr oag Xwpig TPwTa va CUMPBOUAEUTEITE TOV LATPO oag.
Aev mipoopileTal yia xprion amnod dtopa NALKiag KATW Twv 22 TWV.
Aev TipoopileTal yLa XPrion Ao ATOUA TIoU £X0UV SlayvwoTel 0To TTAPeABOV e KM.

Ol YVWOTOTIOINOELG TIOU OTEAVEL N TTapolod Suvatotnta ival Tlava suprjuata Kat 6€v amoteAolv
OAOKANPWHEVN Sldyvwon Kapdlakwy Ttabrioewy. ‘OAEG Ol YVWOTOTIONOELS TIPETIEL VA EAEYXB0ULV aTId
sTayyeApatia vysiag yia okomolg ANYPNG KAWVIKWY attopAoewy.

H Apple 6gv gyyudatal 0TL Sev €xeTe appubuia 1 AAAEG LATPLKEG TTABNOELS, AKOUN KL av dev AdPRete
YVWOTOTIOMON aKavovioTou puBuoul. Av TtapouotlacTtolV aAAayEg oTnv vyeia oag, EVNUEPWOTE TOV
latTpPo 0ag.

MNa BEATioTa amoteAeopata, va ¢opTilete TakTiKA To Apple Watch kal BeBaiwBeite 0Tl epappolel
KOAA 0TV TTavw TTAeupd Tou KapTtol oag. O alodnTrpag KAPSLOKWY TIAALWY TIPETIEL va BplokeTal
KoVTda oto 6€pUa 0ag.

AuTn eival pa eldomoinon mPog Tov XPNotn Katy/1} Tov achevr) 0TL KABE coBapod TIEPLOTATLKO IOV
£xelL oupBel og oxeon He TN cuokeun IRNF Ba mipemel va avagepOei otov kataokevaotn (Apple)
KAl TNV appédia apxn Tou KPAToug HEAOUG OTIOU KATOLKEL 0 XP1ioTNng Kat/r} 0 acBevng.

AXDAAEIA: H Apple 0dg ouviotd va mpooBeoete evav KwSLko (PIN 1 aAAlwG TTPOCoWTILKOG apLBUOg
Tavtotoinong), Face ID 1y Touch ID (6axTuAlké amotiTwua) oto iPhone oag kat evav kwdiko (PIN 1y
AAALWG TIPOOWTILKOG aplBudg tavtomoinong) oto Apple Watch cag wote va utdpxet €va mpocOeTo
eminedo aocpdaielag. Eivalt onuaviiko va mpootateloete 10 iPhone kabwg Ba puldocovTtal o€ Auto
TIPOCWTILKEG TIANPOodopieg vyeiag. Ot xprioteg Ba AauBdavouv emiong TPOCOETEG YVWOTOTIONOELG
svnuepwoewv i0OS kat watchOS ota iPhone kal Apple Watch toug, kal ol evnuepwoelg Ba apeEyovTal
aclppaAta yla uttootnpén TG Taxelag vloBETNONG TWV TILo TPOTHATWY eTISI0POWOEWV aodaleiag.
Avatpe€te otov 06nyo aoddielag iOS kat watchOS, otou TteplypddovTal oL TTPAKTIKEG aodAAELAG
™G Apple kat sivat 81a8eo1uog yia 0Aoug Toug xpnoteq. MNa tov 0dnyo aodpdAelag iOS kal watchOS,
emiokedOeite T dlevBuvon https://support.apple.com/guide/security/welcome/web.

LYMBOAA E=OMNAIZMOY

™ | KAaTaoKeLaoTAS

[ YupBouleuteite TIg 0dnyieg xpniong


https://support.apple.com/guide/security/welcome/web

EE0UCL060TNEVOS AVTITIPOOWTIOC 0TV EE

laTPLKY) CUOKELN

099-30417, Avabswpnon J, DeBpoudplog 2023
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