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STEIDZAMS PAZINOJUMS PAR DROSIBU OBJEKTA

Virsraksts: Markéjuma atjauninajums - simbola “Nav dross lietoSanai MR vidé” pievienoSana metala ortodontiskajam
iericém

letekmétas ierices:
Sis marké&juma atjauninajums attiecas uz uznémuma “American Orthodontics” pardotajam metala ortodontiskajam iericém.
Pilns ietekméto ieri¢u saraksts ir sniegts A pielikuma. Konkréti partiju vai sérijas numuri nav piemérojami.

Pazinojuma meérkis:

Si pazinojuma mérkis ir informét klientus, ka 2024. gada ieri¢u marké&jumi tika atjauninati, ieklaujot simbolu “Nav dross
lietoSanai MR vidé”. lerices bez Si simbola joprojam var atrasties izplatiSanas tikla un/vai tikt izmantotas kliniski. Lai ievérotu
sp€ka esoSo medicinas ieriCu noteikumu prasibas attieciba uz markéjumu, tika nolemts pievienot $o simbolu, kas vienlaikus
apliecina “American Orthodontics” proaktivo pieeju normativajam reguléjumam un apnems$anos nodroSinat kvalitativus
produktus. Simbola “Nav droSs lietoSanai MR vidé” pievieno$ana atspogulo ortodontisko metala ieri¢u neatnemamu un labi
zinamu ipa$ibu. So ieriéu dizains, materiali vai veiktspéja nav mainiti.

Pazinojuma iemesls:
Tika zinots par vienu nevélamu notikumu, kad radas radiofrekvences (RF) izraisita uzkar§ana, kas galu gala aizkavéja pacienta
arstéSanu.

Risku skaidrojums:

Ortodontisko ieri¢u klatbltne magnétiskas rezonanses (MR) izmekléjumu laika var radit MR artefaktus un/vaiierices
uzkarSanu. Tas var pasliktinat attéla kvalitati un/vai izraisit attélveidoSanas proceddras partraukSanu, atlikSanu vai
parcelanu, potenciali aizkavéjot pacienta diagnozes noteik§anu un/vai arstésanu. Sie riski ir raksturigi visam metala
ortodontiskajam iericém un nav unikali tikai “American Orthodontics” iericém vai materialiem.

” American Orthodontics” veiktas darbibas:
Profilaktiskas un korektivas darbibas jau ir veiktas.

Darbibas, kas javeic klientiem/lietotajiem

Nododiet $o pazinojumu visiem savas vai citu organizaciju darbiniekiem, uz kuriem tas varétu attiekties. Par jisu noliktava
esoSajiem produktiem nav jaapstiprina Sis véstules sanemsana un nav javeic nekadas darbibas.

Papildinformacija:

Attiecigas kompetentas iestades ir informétas par So korektivo darbibu droSibas joma, kur tas ir nepiecieSams. Sisirjauns
droSibas pazinojums, un turpmaki dro$ibas pazinojumi nav paredzeti.

Ja jums ir kadi jautajumi par So drosibas pazinojumu, sazinieties ar: vigilance@americanortho.com

Atvainojamies par sagadatajam neértibam un pateicamies par Sim jautajumam veltito uzmanibu.

Ar cienu
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A pielikums Skartie metala ortodontiskie izstradajumi

Drosibas pazinojuma atsauces numurs: FSN_CAR40198_2026

Datums: 2026-09-25

Visu ieri¢u saistitie dalu numuri tiek uzturéti EUDAMED.

lerices nosaukums

Pamata UDI-DI

Hard Line Band

01907460000100D7

Micro Band

01907460000102DB

Mini Skirt Crown

01907460000103DD

MR Band

01907460000104DF

MRX Band

01907460000105DH

Rollo Band

01907460000106DK

Standard Band

01907460000108DP

Lingual Sheath

01907460000101D9

Seating Lug

01907460000107DM

Weldable Elastic Lug

01907460000109DR

Weldable Eyelet

01907460000110DA

Weldable Gull Wing Cleat

01907460000111DC

Weldable Hook

01907460000112DE

Weldable Cleat

01907460000113DG

Forever Gold 24K Bracket

01907460000127DT

Iconix Bracket

01907460000128DV

LP Bracket

01907460000132DL

Master Series Bracket

01907460000134DQ

Mini Master Series Bracket

01907460000137DW

Mini Standard Edgewise Bracket

01907460000139E2

Mini Tweed Bracket

01907460000140DK

Stainless Steel Bracket

01907460000143DR

Empower Clear Bracket

01907460000125DP

Empower Bracket

01907460000124DM

Empower Tube

01907460000126DR

Iconix Tube

01907460000129DX

iFit Tube

01907460000130DG

Inconel Tube

01907460000131DJ

LP Tube

01907460000133DN

Master Series Tube

01907460000135DS

Mini Master Series Tube

01907460000138DY

Slim Tube

01907460000142DP

Stainless Steel Tube

01907460000144DT

Bite Blocks

01907460000115DL

Bondable Elastic Lug

01907460000116DN

Bondable Eyelet

01907460000117DQ

Bondable Gull Wing Cleat

01907460000118DS

Bondable Cleat

01907460000119DU

Bondable Retainer

01907460000120DD

Diastema

01907460000123DK

Metal Button

01907460000136DU

Tongue Director

01907460000145DV
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Utility Traction Hook

01907460000146DX

Hanks Telescoping Herbst

01907460000166E5

Herbst Appliance

01907460000167E7

MiniScope Telescoping Herbst

01907460000172DY

Distal Jet

01907460000164DZ

Mesial Jet

01907460000171DW

Spring Jet

01907460000179EE

Uprighter Jet

01907460000180DX

Jones Jig

01907460000169EB

Gentle Jumper

01907460000165E3

Jasper Jumper

01907460000168E9

Lip Bumper

01907460000170DU

Palatal Arch

01907460000173E2

PowerBar

01907460000174E4

PowerScope

01907460000175E6

Quad Helix

01907460000176E8

Quick Fix

01907460000177EA

Rapid Molar Intruder

01907460000178EC

Protraction Facemask

01907460000204DL

Beta Titanium Wire

01907460000209DW

Chromium Cobalt Wire

01907460000210DF

Iconix NiTi Wire

01907460000211DH

NiTi Wire

01907460000216DT

NT3

01907460000217DV

Stainless Steel Wire

01907460000224DS

Tanzo

01907460000227DY

Therma-Ti

01907460000228E2

TriTanium

01907460000229E4

Kobayashi Hooks

01907460000212DK

Spooled Ligature Wire

01907460000222DN

Wire Ligature

01907460000230DM

Arch Lock

01907460000206DQ

Arch Stop

01907460000218DX

Ball Retainer Clasps

01907460000208DU

Arch Hook

01907460000205DN

Monkey Hook

01907460000213DM

Power Hook

01907460000219DZ

Power Pin

01907460000220D)

Surgical Hook

01907460000225DU

Retainer Wire

01907460000221DL

ART Spring

01907460000207DS

NiTi Spring

01907460000215DR

Stainless Steel Spring

01907460000223DQ

Multi-Strand Wire

01907460000214DP




