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MUHHCTEPCTBO 3APABOOXPAHEHHSA
Poccuiickoii ®Penepauun

®EJIEPAJIBHAS CJIYKBA 110 HAI30PY T Cy6bexTam obpalieHus ]
B CPEPE 3IPABOOXPAHEHHSA MEIULIMHCKUX U3JEITHH
(POC3IPABHAI30P)
PYKOBOJMUTEJIb PyKOBOlIHTeJIHM
CnapsHckas . 4, crp. 1, Mocksa, 109074
Tenedon: (495) 698 45 38; (495) 698 15 74 TGppI;TOpHaHI)HbIX
g . v.rgszdravnadzor.ru ‘-/ OpraHoB roC3ipaBHaa30pa
12.082078 % 07 1e~205/8%
Ha No or MeauuMHCKUM OpraHu3alysM
O 6e3onacHOCTH —]
ME/IHIIMHCKUX H3/ICTHH Opranam yrnpaBJieHHs

3/[paBOOXPaHEHUEM CYOBEKTOB
Poccuiickoit @enepauuu

DenepanbHas ciayxkba mo Hag3opy B chepe 3ApaBoOXpaHEHHs B paMKax
UCIIOJIHEHHUS] TOCYJAapCTBEHHON (DYHKIHMH MO MOHUTOPUHIY O€30MacHOCTH MEIMLMHCKHMX
W3/IeNIMi, Haxoasumxcs B oOpauieHun Ha TeppuTopuH Poccuiickoin @enepanuu, J0BOAMT
JI0 CBeIeHUus CcyObeKkToB oOpalieHuss MeaMUMHCKOro u3aenus nucbmo OO0 "D660TT
JI>6opaTopu3", yHNOIHOMOYEHHOTO [MpPEACTABUTENS I[POM3BOIMTENS MEIUIMHCKOro
M3JIeNHsA, O HOBBIX JAHHBIX IO O€30MacHOCTH MPH MPUMEHEHUH MEIMIIMHCKOro M3/elHs
«CreHT BHyTpucocynucThii Absolute Pro LL Ha cucTeme mocTaBKH», IPOWU3BOJICTBA
"3660tT Backtonap", CIIA, peructpaunonnoe yaoctosepenue ot 03.12.2010 Ne ®C3
2010/08502, cpok eicTBUS HE OrpaHUYEH.

B cnyyae HeoO6X0AMMOCTH MOYy4YeHUs! JOMOJHUTENbHON UH(pOpMaLKM obpallarkes
B OO0 "206060TT JI360paTopu3” Mo KOHTAKTHBIM JJAHHBIM, YKa3aHHBIM B PUJIOKEHUH.

[Tpunoxenue: Ha 12 n. B 1 3k3.

faeecd ~

A.B. CamoiinoBa
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(MEDDEV 2.12/1 pen. 7)
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Mcxonnble nauuble [0 npmuna K036

Kounaﬂuﬁ «3660TT» UHULMMPYET AeHCTBUE N0 6EIONACHOETH B OTHOLIEHMH BCex cewl‘i CUCT
MOPACKpb ujerocs crenta (PSESS) Absolute Pro LL. [l
Komnawus « 1T noaTsepauna 060CHOBAHHOCTL cooﬁmeuuﬁ 0 MexaHu4eckoin BROKNPoBKe, 3BO3MOKHOCT
PACKPLITHA CTEHTA U YACTUYHOM PacKPbITUK CTEHTA B pesynsTare nenpenuanepeﬂudro NPUMEHEHMS
YCHNUS ANR PACKPLITUA CTEHTA. HTOBBI YMEHBLUMTL KONMYECTBO Cny4aes npobnem ¢ M cmni " " '
C STM UCXOMI0B, «3660TT» yBeAOMNART BCEX Nonb3osatenei o foTeHUMANbHBIX NPUMUHAX Iﬁ mx.

Onucanue n 06ocHoBaHWe AeNCTBUA (KOPPeKTUPYIoWero/npeaynpexaaouero)

Cuctema PSESS Absolute Pro LL BKiouaeT camopackpbIBaIoWMACS CTeHT, NPeABapUTENBHO YCTAHOBNEHHLIA
CHCTEME [I0CTaBKN CTEHTa No NPoBOAHUKY. CicTema PSESS Absolute Pro LL WCNonkayeTca npi CTeHTuposan
nepudepUitbix apTepui B Ka4ecTee JONOMHEHNA K HPECKONHOW Tpancmuuunanhuoi aHruol
0BnerYeHns CUMNTOMOB 3NOKAYECTBEHHBIX CTPUKTYP B XENUHbIX NPOTOKAX. o
Mpobnems, CBA3aHHLIE C PACKPLITUEM, BO3HUKAIOT C YacToToi 0,27 %. Mpu WCCneaoBaHnm. amx P
CreuMUECKHE YCNOBIA NPUMEHEHNA, KOTOPbIE MOTYT YBENMYMTL PUCK BOIHMKHOBEHWA NPOBHeEM
CTeHTA UNK YXYALMTL UCXOAbI B CNy4Yae YaCTUMHOTO packpeiTuR cTenTa. B cmaecuwm ié
HEBO3MOXHOGT NONHOT0 0CBOBOXAGHNA WM 3aXBATA CTEHTA NPUBOANT K XMPYPIHYECKOMY & .
AONOMHUTENBHOMY BMeLaTensCcTey. MoTeHunanbHbie NOCEACTBNA ANa NauMeHTa BKNIOYAI0T
pacceyenve/noBpexaeHne Tkanei, nonagaxne MHOPOAHOro Tena B opraHnam naumm 1 OKKNA B ogHom cnyvae
nocre. NpoUeaypsl Cepun kackana cobbiTnit, BRIIOYAR XUpYpruveckoe BMELIATENLCTED, Nm_ .mupm ' j
‘B cBAIM ¢ aTUM KomnaHus «36601T» onpenennna HeobXOAUMOCTL YBEAOMNEHNA b
MEZNLIMHCKOro uaenus,

Pexouenayeuble AEeWUCTBUA CO CTOPOHBLI nucrpuﬁbwtopa W nonbioBaTtens

Pexomeraaumy nonb3osarensm: A e
« [MpouuTaiTe AaHHoe yBesoMNeHue no 6e3onacHocTy i g Edi L
« flogenurecs aToi uHbOpMaLnen ¢ APYTUMM CNeuManucTamm, CBR3aHHbIMK © npoaagmem Qouemp ¢
npvumeHeHnem cuctemsl Absolute Pro LL B oprannaaumm. :
« Ecnu aaHHbIe uanenus AONONHUTENBHO. pacnpompaunmcblnepe.qaaanucb yeg.qunmo MEHTOS.
» ToanuuwmTe n BepHuTe NPEAOCTABNEHHYIO HOPMY NPOBEPKA SDDEKTUBHOCTH, | SRR
. Cooﬁmaih'e B «3660TT» 0 BCEX Cnyyanx aoauumoaeuun npoﬁneu ¢ axctmyaw H’A 15 W
- ABNEHNAX Y NALIMEHTOB, / /

padhuk peanusauumn pasnuuHbIx AeCTBUN

14 anpens 2023r. BHECEHbI NIMEHEHNA B MHCTPYKLMIO N0 NPUMEHeHWo, Bee uananuﬁ, npomemmuo 8 Eczet;ﬁ‘l_ A
MIOHS 2023!' err UMETH OGHOBNEHHYIO UHCTPYKLIMIO NO NPUMEHEHWIO. i, Yk
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B E33 u Weenuapun

ABCTPUA MEBENLIVA Osonrarusa EwsenLarPua
[0 3CTOHWA EWCNAHWA BournaHaus  BOPAHLIWMA

[0 WCNAHOMA EUTANWA Onuxrerwrean  ONMATBA
[0 HOPBETUR ®RNONLLLA EnopTyranua  EPYMbIHWA

CTpaHbl-kaHanaaTe!
€ XOPBATUSA
[Bce ctpansi EDQ3, cTpanbi-kanauaatsel v LLsenyapus
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CM. NPUNOXKEHHBIN NEPeYeHb AONONHUTENbHBIX CTPAH, FAe B 0BpalueHuM HaXOAMNOck YKASaHHOS Wanerve, | | |




o e g e b

4

[Modava daHnoeo omyema cama o cebe He npedcmaesngem 3akmodeHue npou3sodumens u (Unu) ynonHOMOYeHHO20
npedcmasumens unu HayUoHaNbHG20 KOMAEMEHMHO20 OP2aHa O MOM, YMo codepxaHue 0aHHO20 omyema
ABNSEMCA MOMHLIM UM MOYHLIM, YMO YKA3aHHoe (-ble) 8 HEM MeJuyuHCKoe uadenue (-8) umeem kakue-nubo
Henonaoku u (unu) 4mo makoe (-ue) uzdenue (-8) cmano (-u) NPUYUHOU unu KakuM-nubo obpaiom ceslaHo (-bl) ¢
npednonazaemoli cMepMbI LUNU yxyGuweHUueM cocmoaHus 300poeba Kako2o-nubo nuua

Noanuce "ng P T

A noarsepwan, 4TO Ha OCHOBAHUM UMEIOLLMXCA
CBE[IeHUN yKa3aHHas Boille uHhopMaLvs ABNseTca
BEPHOW.




Report Form

Field Safety Corrective Action

Medical Devices Vigilance System
(MEDDEV 2.12/1 rev 7}

new case, keep base data

Version 2.7en
2012-12-03

1 Administrative information

To which NCA(s) is this report being sent?

Type of report
(" Initial report

(" Follow-up report
(e Final report

Date of this report
20230714

Absolute Pro LL May 23, 2022

Reference number h_-ssigned b_y_ the manufacturer

FSCA reference number assigned by NCA

Incidence reference number a;;igned by NCA

Name of the co-ordinating NCACompetent Authority (if applicable)

2 information on submitter of the report

Status of submitter

" Manufacturer

(e Others: (identify the role)

(" Authorised Representative within EEA and Switzerland

Local Abbott Regulatory Contact

3 Manufacturer information

Name

Abbott Vascular Santa Clara

Contact Name
Lindsey Bell

Address

3200 Lakeside Drive

Postcode City

95054 Santa Clara, CA
Phone Fax
+1951-914-5259 +1951-914-3995
E-mail | -C;)untry
gahotline@abbott.com US - USA




4 Authorised Representative Information

Name
Abbott Vascular International BVBA

Contact Name
Ani Karapetyan

Address
Park Lane, Culliganlaan 28

+ 3227141411

S e ke

Postcode City
1831 7 Diegem
Phone Fax

+3227141412

E-mail C;'ml;tlry

AVEMEARegulatoryCompliance@av.abbott.com | BE - Belgium

5 National contact point information I |__n_e; - ]
National contact point name S N -

Abbott Laboratories | LC (AR)

Name of the contact person

Evgeniia Sharapova

Address o - ‘ : - D
125!31. Russia, Mf)scow. Lelj{r1gra(}sknej£ilﬁA, b1 . . - ]
Postcode City

125171 B N Moscow . e
Phone Fax

+7 {965) 249-27-92 +7(495) 258-42-81

E-mail Country

evgeniia sharapova@abbott.com RU




[3 Medical device information

| [rew ]

Class

(" AIMD Active implants
(" MDD Class Il

(¢ MDD Class lIb

(" MDD Class lla

(" MDD Class |

Nomenclature sysl;r; (};refeublefnhiim _
GMDN

(" IVD Annex Il List A

(" IVD Annex Il List B

(" IVD Devices for self-testing
(" IVD General

o h-l-o-r-nelndature code
47932

Nomenclature text

Multiple peripheral artery stent, bare-metal

Commercial name/ brand name / make
Absolute Pro LL Peripheral Self-Expanding Stent Sy

Model number

All model numbers

Serial number(s)

Not Applicable

'Deviq:e Mfr Date

] E-a-tah;gue number

Lotlt;alt-(rlisirE;Ber( s_l .
All lots

E-xpiry date

Notified Body (NB) ID-number
2797

Accessories / ;;sociated devi'é;;wliifvn}ﬁlicalie_)—
Not Applicable

Software version number (if applicable)

Not Applicable




7 Description of the FSCA

Background information and reason for the FSCA

Abbott is initiating a Field Safety Action for all lots of Absolute Pro LL Peripheral Self Expanding Stent System (PSESS).

Abbott has confirmed reports of mechanical locking, stent deployment and partial stent deployment failures, resulting from
unintended excessive force used to deploy the stent. To reduce occurrences of deployment failures and associated outcomes,
Abbott is notifying all users of the potential causes and risks.

Description and justification of the action {-conoiiive / preve_ntive}

The Absolute Pro L PSESS includes a self-expanding stent that is pre-mounted on an over-the-wire Delivery System. The
Absolute Pro LL PSESS is intended for the stenting of peripheral arteries as an adjunct to percutaneous transluminal angioplasty
(PTA} and for the palliation of malignant strictures in the biliary tree,

Deployment related issues are occurring at a rate of 0.27%. Investigation of these events has identified particular use conditions
that can increase the likelihood of a stent deployment failure or potentially worsen the outcomes should a partial stent
deployment occur. In the event the stent is partially deployed, the inability to fully release or capture the stent has led to
surgery or additional intervention. Potential patient effects include dissection / tissue damage, foreign body in the patient, and
occlusion. In one case following a procedure, a series of cascading events that included surgery resulted in a patient’s death.
Therefore Abbott determined that field safety notice was required
Advice on actions to be taken by the distributor and the user

Customers are advised to:

« Read through the Safety Notice

- Share the information with other personnel associated with Absolute Pro LL procedures in the organization
- If these products have further been distributed/transferred, notify those customers

- Sign and return the provided Effectiveness Check fForm

- Report any occurrence of product performance issues or patient adverse events to Abbaott

Progress of FSCA, together with reconciliation data (Mandatory for a Final FSCA)
2023/07/14
All the effectiveness check forms were signed and returned by the concerned customers.

Time schedule for the implementation of the different actions -
2023/04/14The IFU has been updated. All EU product built on or after June 1, 2023, will contain the updated IFU.

Attached please find FSN Status
[T]Field Safety Notice (FSN) in English Draft FSN
[ ]FSNin national language e Final FSN

[_]Others (please specify)
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The medical device has been distributed to the following countries:

within the EEA and Switzerland

PJAT [<BE []BG BJCH pJey 4[4
[T]EE BEs el [FR BJGB []GR
s pan [ []ur [y [v
[(INO pgpPL 4l BIrRO B st Bdsi

Candidate Countries

[BHR
[ JAILEEA, candidate countries and Switzerland

Others:

See attached list of additional countries where the device has been distributed.
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[l Comments 1

Commercial name: Absolute Pro LI Peripheral Self-F xpanding Stent System

Submission of this report does not, in itself. represent a conclusion by the manufacturer and/or authorised
representative or the National Competent Authority that the content of this report is complete or accurate,
that the medical device(s) listed failed in any manner and/or that the medical device(s) caused or
contributed to the alleged death or deterioration in the state of the health of any person.

Signature E y ] ) "
S print check send XMl -data by E-Mail

I affirm that the information given above is correct

to the best of my knowledge



