Medtronic

NUJNO VARNOSTNO OBVESTILO

Pridobivanje podskupine nevsajenih povezovalnih Zic za defibrilacijo

OmniaSecure™ MRI SureScan™ za inZenirsko oceno

Model OmniaSecure™: 3930M

Odpoklic

17. September 2026

Referenca druzbe Medtronic: FAO0006
Enotna registrska stevilka proizvajalca v EU (SRN): US-MF-000019977

Spostovani/spostovana,

v okviru proizvodnih postopkov zagotavljanja kakovosti je druzba Medtronic identificirala podskupino
povezovalnih Zic za defibrilacijo OmniaSecure™ (model 3930M), ki so bile morda izdelane v okviru

specifi¢nega proizvodnega procesa in jih je treba vrniti proizvajalcu za dodatno inzenirsko oceno.

Podroben seznam zadevnih serijskih stevilk, povezanih z vasim racunom, najdete v Prilogi A. Noben drug
izdelek v vasi zalogi ni predmet tega postopka vracila oziroma dodatne ocene. Ce je katera od
identificiranih povezovalnih Zic Ze vsajena, poleg obi¢ajne standardne oskrbe bolnika niso potrebni nobeni

dodatni ukrepi.

Do 27. avgusta 2026 je druzba Medtronic prejela pet (5) pritozb, povezanih s povezovalnimi zicami, ki so
bile izdelane v okviru tega specifi¢nega proizvodnega procesa. V vseh prijavljenih primerih so bile med
vsaditvijo opazene tezave pri doseganju ustrezne fiksacije, zato nobena od teh povezovalnih Zic ni bila
vsajena. Potencialno tveganje predstavlja poskodba tkiva zaradi oteZzene vsaditve. Prijavljenih primerov
poskodb bolnikov ni bilo (0).

Ukrepi za stranke:
Druzba Medotronic vas poziva, da nemudoma izvedete naslednje ukrepe:

e Identifikacija in umik vseh nevsajenih povezovalnih Zic, navedenih v Prilogi A.
¢ Nevsajene povezovalne zice vrnite druzbi Medtronic.

o Po potrebivam je za pomo¢ na voljo predstavnik druzbe Medtronic, ki vam bo pomagal pri
pripravi nadomestne resitve. Ce je katera od identificiranih povezovalnih Zic 7e vsajena, poleg
obicajne standardne oskrbe bolnika niso potrebni nobeni dodatni ukrepi.

e Izpolnite in nam vrnite priloZzeni obrazec za potrditev seznanitve stranke, tudi ¢e nimate
neuporabljenega prizadetega inventarja.

e Posredujte to obvestilo tudi drugih ustreznim osebam v svoji organizaciji.
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Dodatne informacije:

Druzba Medotronic je o tem ukrepu obvestila pristojni organ v vasi drzavi (JAZMP).

Za morebitne nevsecnosti se vam opravicujemo. Zavezani smo k zagotavljanju varnosti bolnikov in cenimo
vase hitro ukrepanje v zvezi s to zadevo. Druzba Medtronic vam bo na vas rac¢un po potrebi posredovala
dodatne informacije na podlagi tekode inZenirske ocene. Ce imate kakrnakoli vprasanja glede te zadeve
ali sporocila, se obrnite na predstavnika druzbe Medtronic ]l I 2 e-mail
I @ cdtronic.com ali Medtronic doo, Ameriska 8, 1000 Ljubljana.

S spostovanjem,

I
CRM OU Manager

Priloga:
e Priloga A: Seznam zadevnih serijskih Stevilk

e Obrazec za potrditev seznanitve stranke
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Priloga A - Seznam zadevnih serijskih stevilk

Globalna trgovinska
Stevilka izdelka
(GTIN)

Serijska st. (CFN)

00763000643430

CDD401008V, CDD401100V, CDD401499V, CDD401655V, CDD401951V, CDD402630V,
CDD402652V, CDD402658V, CDD402681V, CDD403969V, CDD403996V, CDD404002V,
CDD404005V, CDD404010V, CDD404013V, CDD404049V, CDD404050V, CDD404068V,
CDD404095V, CDD404096V, CDD404102V, CDD404103V, CDD404104V, CDD404107V,
CDD404164V, CDD404177V, CDD408398V, CDD408399V, CDD408405V, CDD408407V,
CDD408411V, CDD408414V, CDD408425V, CDD409092V, CDD409098V, CDD409099V,
CDD409132V, CDD409134V, CDD409164V, CDD409168V, CDD409220V, CDD409225V,
CDD409226V, CDD409890V, CDD409891V, CDD409892V, CDD409894V, CDD409895V,
CDD409896V, CDD409909V, CDD409910V, CDD409914V, CDD409937V, CDD409949V,
CDD409950V, CDD409951V, CDD409999V, CDD410008V, CDD410574V, CDD410583V,
CDD410597V, CDD410602V, CDD410611V, CDD410613V, CDD410614V, CDD410615V,
CDD410616V, CDD410617V, CDD410634V, CDD410635V, CDD410641V, CDD410656V,
CDD410748V, CDD410749V, CDD410750V, CDD410752V, CDD410753V, CDD410756V,
CDD410757V, CDD410758V, CDD410760V, CDD410761V, CDD410762V, CDD410763V,
CDD410766V, CDD410792V, CDD410836V, CDD410848V, CDD410875V, CDD410908V,
CDD410938V, CDD410958V, CDD410959V, CDD410982V, CDD410983V, CDD410987V,
CDD411000V, CDD411007V, CDD411013V, CDD411014V, CDD411016V, CDD411749V,
CDD411760V, CDD411780V, CDD411782V, CDD411795V, CDD411805V, CDD412823V,
CDD412825V, CDD412829V, CDD412837V, CDD412838V, CDD412839V, CDD412843V,
CDD412847V, CDD412851V, CDD412855V, CDD412860V, CDD412868V, CDD412869V,
CDD412871V, CDD412872V, CDD412873V, CDD412874V, CDD412876V, CDD412877V,
CDD412882V, CDD412883V, CDD412884V, CDD412885V, CDD412888V, CDD412892V,
CDD412893V, CDD412894V, CDD412895V, CDD412896V, CDD412897V, CDD412908V,
CDD412923V, CDD412926V, CDD412934V, CDD412940V, CDD412941V, CDD412942V,
CDD412943V, CDD412944V, CDD412945V, CDD412946V, CDD412947V, CDD412948V,
CDD412949V, CDD412957V, CDD412958V, CDD412962V, CDD412963V, CDD412965V,
CDD412966V, CDD412968V, CDD412970V, CDD412971V, CDD412973V, CDD412981V,
CDD412982V, CDD412983V, CDD412985V, CDD412987V, CDD412992V, CDD412996V,
CDD412998V, CDD413011V, CDD413039V, CDD413040V, CDD413049V, CDD413075V,
CDD413076V, CDD413077V, CDD413081V, CDD413083V, CDD413084V, CDD413087V,
CDD413088V, CDD413090V, CDD413091V, CDD413100V, CDD413101V, CDD413103V,
CDD413104V, CDD413105V, CDD413106V, CDD413141V, CDD413142V, CDD413146V,
CDD413148V, CDD413149V, CDD413151V, CDD413152V, CDD413154V, CDD413155V,
CDD413156V, CDD413157V, CDD413160V, CDD413163V, CDD413164V, CDD413186V,
CDD413187V, CDD413188V, CDD413189V, CDD413190V, CDD413199V, CDD413200V,
CDD413224V, CDD413248V, CDD413249V, CDD413253V, CDD413254V, CDD414651V,
CDD414654V, CDD414668V, CDD414695V, CDD414703V, CDD414706V
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Globalna trgovinska Serijska st. (CFN)
Stevilka izdelka
(GTIN)
00763000643447 CDD408468V, CDD408469V, CDD408513V, CDD408539V, CDD408543V, CDD408545V,
CDD408635V, CDD408636V, CDD408647V, CDD408651V, CDD408675V, CDD408680V,
CDD408681V, CDD408682V, CDD408683V, CDD408697V, CDD408712V, CDD408713V,
CDD408770V, CDD408771V, CDD408779V, CDD408783V, CDD408784V, CDD408785V,
CDD408802V, CDD408809V, CDD408811V, CDD408815V, CDD408817V, CDD408906V,
CDD408908V, CDD408911V, CDD408925V, CDD408946V, CDD408955V, CDD408956V,
CDD408959V, CDD408%60V, CDD408%961V, CDD408%971V, CDD4089%972V, CDD408975V,
CDD408976V, CDD409836V, CDD409837V, CDD409843V, CDD409849%9V, CDD409850V,
CDD409851V, CDD409852V, CDD409853V, CDD409854V, CDD409859%9V, CDD409867V,
CDD409869V, CDD411021V, CDD411028V, CDD411037V, CDD41103%9V, CDD411041V,
CDD411042V, CDD411082V, CDD411085V, CDD411090V, CDD411092V, CDD411147V,
CDD411148V, CDD411161V, CDD4113%94V, CDD411397V, CDD411398V, CDD411413V,
CDD411414V, CDD411709V, CDD411710V, CDD411715V, CDD411717V, CDD411718V,
CDD411720V, CDD411721V, CDD411729V, CDD411730V, CDD411731V, CDD411732V,
CDD411733V, CDD411734V, CDD412796V, CDD412797V, CDD412798V, CDD412799V,
CDD412800V, CDD412802V, CDD412816V, CDD413256V, CDD413257V, CDD413258V,
CDD413260V, CDD413275V, CDD413276V, CDD413277V, CDD413278V, CDD413279V,
CDD413289V, CDD413299V, CDD413300V, CDD413308V, CDD413311V, CDD413312V,
CDD413313V, CDD413314V, CDD413315V, CDD413316V, CDD413317V, CDD413318V,
CDD413330V, CDD413332V, CDD413333V, CDD413334V, CDD413335V, CDD413336V,
CDD413337V, CDD413338V, CDD413339V, CDD413340V, CDD413341V, CDD413342V,
CDD413344V, CDD413345V, CDD413346V, CDD413373V, CDD413376V, CDD413392V,
CDD413393V, CDD413394V, CDD413395V, CDD41339%96V, CDD413398V, CDD413402V,
CDD413403V, CDD413404V, CDD413406V, CDD413407V, CDD413408V, CDD413409V,
CDD413411V, CDD413412V, CDD413413V, CDD413414V, CDD413415V, CDD413417V,
CDD413418V, CDD413419V, CDD413425V, CDD413430V, CDD413431V, CDD413440V,
CDD413443V, CDD413444V, CDD413445V, CDD413446V, CDD413447V, CDD413448V,
CDD413449V, CDD413457V, CDD413458V, CDD413459V, CDD413460V, CDD413526V,
CDD413527V, CDD413537V, CDD413538V, CDD413539V, CDD413540V, CDD413542V,
CDD413543V, CDD413549V, CDD413550V, CDD414782V, CDD414787V, CDD414789V,
CDD414790V, CDD414792V, CDD414886V

00763000759919 CDD408607V, CDD408717V, CDD408718V, CDD408720V, CDD408725V, CDD408732V,
CDD408734V, CDD408735V, CDD408737V, CDD408826V, CDD408830V, CDD408831V,
CDD408841V, CDD408842V, CDD408850V, CDD408851V, CDD408852V, CDD408853V,
CDD408855V, CDD408856V, CDD408857V, CDD408877V, CDD408878V, CDD408880V,
CDD408893V, CDD409042V, CDD40%9045V, CDD409046V, CDD409049V, CDD409051V,
CDD409053V, CDD409056V, CDD409065V, CDD409066V, CDD409070V, CDD410674V,
CDD410675V, CDD410676V, CDD410679V, CDD410686V, CDD410687V, CDD411093V,
CDD411094V, CDD411096V, CDD411097V, CDD411098V, CDD411099V, CDD411100V,
CDD411101V, CDD411102V, CDD411103V, CDD411105V, CDD411107V, CDD411110V,
CDD411111V, CDD411112V, CDD411113V, CDD411114V, CDD411117V, CDD411118V,
CDD411120V, CDD411121V, CDD411124V, CDD411125V, CDD411127V, CDD411184V,
CDD411185V, CDD411273V, CDD411304V, CDD411306V, CDD411322V, CDD411323V,
CDD411331V, CDD411597V, CDD411598V, CDD411601V, CDD411610V, CDD411615V,
CDD411625V, CDD411627V, CDD411635V, CDD411643V, CDD411658V, CDD411659V,
CDD411662V, CDD411690V

00199150001187 CDD409805V, CDD409810V, CDD409830V, CDD410703V, CDD410725V, CDD411167V,
CDD411171V, CDD411176V, CDD411188V, CDD411199V, CDD411213V, CDD411226V,
CDD411228V, CDD411258V, CDD411283V, CDD411295V, CDD411340V, CDD411343V,
CDD411380V, CDD411599V, CDD411602V, CDD411603V, CDD411604V, CDD411607V,
CDD411613V
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Globalna trgovinska
Stevilka izdelka
(GTIN)

Serijska st. (CFN)

00763000643454

CDD604403V, CDD604404V, CDD604414V, CDD604418V, CDD604489V, CDD604494V,
CDD604496V, CDD604497V, CDD604498V, CDD604499V, CDD604502V, CDD604505V,
CDD604507V, CDD604538V, CDD604540V, CDD606023V, CDD606029V, CDD606033V,
CDD606043V, CDD606077V, CDD606078V, CDD606081V, CDD606083V, CDD606084V,
CDD606086V, CDD606088V, CDD606089V, CDD6060920V, CDD606091V, CDD606095V,
CDD606112V, CDD606118V, CDD606119V, CDD606120V, CDD606121V, CDD606122V,
CDD606123V, CDD606125V, CDD606126V, CDD606127V, CDD606128V, CDD606130V,
CDD606131V, CDD606132V, CDD606133V, CDD606135V, CDD606137V, CDD606138V,
CDD606139V, CDD606140V, CDD606142V, CDD606143V, CDD606144V, CDD606145V,
CDD606146V, CDD606147V, CDD606149V, CDD606151V, CDD606159V, CDD606161V,
CDD606163V, CDD606165V, CDD606166V, CDD606169V, CDD606170V, CDD606171V,
CDD606172V, CDD606173V, CDD606175V, CDD606177V, CDD606178V, CDD606183V,
CDD606188V, CDD606194V, CDD606203V, CDD606204V, CDD606205V, CDD606210V,
CDD606211V, CDD606212V, CDD606213V, CDD606214V, CDD606216V, CDD606217V,
CDD606218V, CDD606219V, CDD606221V, CDD606222V, CDD606223V, CDD606224V,
CDD606225V, CDD606226V, CDD606227V, CDD606228V, CDD606229V, CDD606230V,
CDD606231V, CDD606232V, CDD606234V, CDD606235V, CDD606237V, CDD606238V,
CDD607193V, CDD607205V, CDD607207V, CDD607212V, CDD607213V, CDD607235V,
CDD607238V, CDD607239V, CDD607240V, CDD607245V, CDD607246V, CDD607250V,
CDD607254V, CDD607255V, CDD607256V, CDD607257V, CDD607258V, CDD607259V,
CDD607264V, CDD607265V, CDD607266V, CDD607267V, CDD607268V, CDD607269V,
CDD607270V, CDD607271V, CDD607272V, CDD607273V, CDD607274V, CDD607275V,
CDD607276V, CDD607278V, CDD607287V, CDD607293V, CDD607295V, CDD607296V,
CDD607855V, CDD607872V, CDD607873V, CDD607878V, CDD607879V, CDD607883V,
CDD607886V, CDD607888V, CDD607903V, CDD607904V, CDD607905V, CDD607929V,
CDD607959V, CDD607971V, CDD607972V, CDD607975V, CDD607978V, CDD607979V,
CDD607980V, CDD607990V, CDD607996V, CDD607999V, CDD608001V, CDD608006V,
CDD608010V, CDD608012V, CDD608013V, CDD608014V, CDD608015V, CDD608017V,
CDD608018V, CDD608020V, CDD608043V, CDD609182V, CDD609183V, CDD609184V,
CDD609185V, CDD609186V, CDD609187V, CDD609188V, CDD609211V, CDD609214V,
CDD609219V, CDD609220V, CDD609223V, CDD609225V, CDD609226V, CDD609241V,
CDD609242V, CDD609243V, CDD609245V, CDD609246V, CDD609247V, CDD609248V,
CDD609249V, CDD609250V, CDD609251V, CDD609252V, CDD609253V, CDD609279V,
CDD609280V, CDD609290V, CDD609292V, CDD609293V, CDD609423V, CDD609425V,
CDD609444V

00763000643461

CDD607300V, CDD607301V, CDD607302V, CDD609286V

00199150001170

CDD607327V, CDD607353V
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