MWHUCTEPCTBO 3[paBO0XPaHEHMS
Poccuiickoin degepaymn 2175135

PEAEPA/IBHAA CNYXBA MNO HAA3OPY r
B CPEPE 3APABOOXPAHEHWA

(POC3APABHA/3OP) CybbekTam obpalyeHus

MeANLNHCKNUX N3aennii

CnassaHckada nn, 4, ctp. 1, Mocksa, 109074

TenedoH: (495) 698 45 38; (495) 698 15 74
PykoBoanTenam

O'/Vl _ TEPPUTOPUNaNbHbIX
opraHoB Pocs,qpaBHa,u,aopa
Ha Ne oT

MeauLUHCKUM OpraHm3aumam
O6 oT3bIBE MEQNLIMHCKOI o mn3penna
OpraHam ynpaBneHus
3paBoOXpaHeHeM CyOBLEKTOB
Poccuiickon depepaumm

depnepanbHaa cny)ba no Haa3opy B cdepe 34paBOOXpPaHEHWUs cOO0OLlaeT, YTO Ha
OCHOBaHMM  WHMopmauuu, noctynumewen or OO0 «2660T JlabopaTopus»,
YNO/IHOMOYEHHOro0 MpeAcTaBuUTeNa MPOM3BOAUTENA MeAUUUHCKOro u3genns «CTeHT
nepugepmuyecknini - HATUHONOBLIA  camopackpbiBatowmninca SUPERA ¢ cuctemoit
AOCTaBKM», Npon3BoAacTBa «3660TT Backynsp», CLLUA, pernctpauynoHHoe ya0CTOBEPEHNE
oT 29.09.2016 Ne P3H 2013/411, cpoK AelCTBUA He OrpaHWUYeH, MPOU3BOAUTENEM
MPUHATO pelleHne 0 4O6POBONLHOM OT3blBE HEKOTOPbLIX MapTUii MeAULMHCKOro n3aenus
(cm. MpunoxeHue).

B cnyyae HE0O6XOAMMOCTM MOMYYEHUA AOMOMHUTENBHON MH(popMauum obpallaTbea
B OO0 «3660T J1abopaTopun3» (125171, MockBa, JIeHUHrpagckoe wocce, a. 16A, cTp.1,
BLL «MeTpononuc», Ten. (495) 258-42-80, dakc (495) 258-42-81).

depepancHas cnyxba no Hag3opy B cepe 34paBoOOXpaHeHMs npegnaraet
cybbekTaM ob6paweHns MeauLUHCKUX W34eNniA NPOBECTU MEPONPUATUA MO MNPOBEPKe
Ha/IMYMA YKa3aHHOro MeAUUUHCKOro W3genus v npefoTBpalleHuto ero obpauieHus, o
pesynbtatax  MPOUH(OPMUPOBaTL  COOTBETCTBYHOWMIA  TEppUTOpPUaNbHbIN  opraH
Poc3gpaBHagsopa.

TeppuTopnanbHbiM opraHam Poc3gpaBHag3opa no cy6bekTtam PoccuiicKol
defepaunn npoBecTM MePONPUATUA B COOTBETCTBMM C MNOPSAKOM, MNpeayCMOTPEeHHbIM
ALMUHUCTPATUBHbLIM pernameHTom ®eaepancHoil  cnyx6bl N0 Hag3opy B cepe
3[paBOOXPaHEeHNs MO WCMONHEHUKD TrOCYJapCTBEHHON (YHKUUM MO KOHTPOM 3a
obpalweHneM MeAULUHCKUX W3LeNNin, YyTBEPXAEHHbIM npukazom MuH3gpasa Poccun ot
05.04.2013 Ne 196H.

M.A. Mypaluko



MpunoxxeHve K NucbMy PocsgpaBHaz3opa

O/U'JJJUt 07.09

CPOYHOE YBEAOM/MEHWE O BE3OMACHOCTU B MECTAX NMPOAAXWN /
OT3blB U3SAENNA C PbIHKA

TOPITOBOE HAMMEHOBAHWE: CTeHT nepucepunyeckuin camopackpsisatoLmiica Supera c
CMCTEMOWA [OCTaBKM

[HaTta geictBus: 18 nionsa 2017 r.

Bug feicteuii; 0T3bIB M3AENMA C PblHKA

BHUMaHMe cneymnanmcToB Mo yNpaBneHUto puckamm nnm MmeguunHCKnx paboTHMKOB
YBaXKaeMblii K/IMEHT KOMMaHUn S660TT!

Komnanua 32660TT wuHUUMMpYeT [06pPOBO/bHBLIA OT3bIB C pPblHKA CEMU €AWHUL, CTEHTOB
nepugeprmyecknx camopackpbiBaloWMXCsa Supera € CUCTEMOW [0CTaBKW, peasin30BaHHbIX B
Poccun. CornacHo Hawum OoTYeTHbIM AOKyMeHTaMMm, B Balwl agpec 6bliv oTnpas/ieHbl u3genus
C KatasioXHbiM HOoMepom SE-04-150-120-6F, not Ne 6110161, Ha KOTOpble pacrnpocTpaHsaeTcs
OencTBMe yKka3aHHON BbllLE aKuyK.

KomnaHun Abbott ctano w3BectHo, 4TO NO pe3ynbTataM He3aBUCUMbIX  WCMbITaHWiA,
opraHM30oBaHHbIX «Poc3apaBHaA30pOM», 3TU CeMb Nepudepuyecknx CTEHTOB, MNPOAAHHbLIX B
Poccumn, Moram He cooTBeTCTBOBaTb TpeboBaHMAM ucnbitaHWii B Poccn. HecMoTps Ha TO, 4TO
pe3ynbTaTbl MNPOBEAEHHbIX KOMMAHWEN BbICOKOKAYECTBEHHbIX WCMbITAHWA, MOATBEPXAAT
COOTBECTBME  yKa3aHHOro nota TpeboBaHMAM, COrNacHO BHYTPEHHUM  npouenypam
NoATBEPXAEHUS COOTBETCTBMS KOMMaHuM 3660TT, 3aTU U3Aenns nogfexar OT3biBY C pbiHKa B
Poccuu.

BCECTOpOHHSIA npoBepka WHGopMaLuM NOCNENpoAaXKHOr0 KOHTPO/St MPOAYKLMU  KOMMaHUK
3660TT He BbIABUMA KAKUX-TMGO HexenaTeflbHbIX SBMEHWA y MauuMeHTOB, HO B KayecTse
NPEeBeHTVBHOW Mepbl 3T U3Aenus GyayT U3bATbl U3 Npodaxu B Poccuu.

Kakux gelictBuii oT Bac oxumgaeTt komnaHus 3660TT?
e Heob6xoaMMo HemMeA/IEHHO MpeKpaTUTb UCMOMb30BaHWe 3TUX n3genuwini B Poccun.
e T[lpocMM npoBepWTb CBOW CKMaACKWe 3anacbl W 3anofiHWTb npunaraemyro  dopmy
NpoBepKY 3(PPEKTUBHOCTU PEryIATOPHbLIX MEPOMNPUSATUIA.
e T[lpocum BepHYTb BCE HEWUCMOMb30BaHHbIE WAEHTU(ULMPOBAHHLIE MNPOAYKTbI CBOEMY
ONCTpPUBbLIOTOPY.
e T[lpocum nopenuTbcs 3TUM  yBEAOMJIEHMEM C APYrMMK  COTpYAHUKamu  Bauweit
opraHu3auuu.
Kakue geiictBus npeanpvHUMaeT komnaHust 3660TT?
D660TT TeCHO coTpyaHu4daeT ¢ «Poc3gpaBHan30poM» B LENsX BbIACHEHUS BO3MOXHbIX MPUYMH
OTAE/IbHO B3ATbIX pe3y/nbTaToB /abopaTopHbiX WCNbiTaHWA B Poccun.  Bblna npoBefeHa
BCECTOPOHHSIA MpoBepka mnpoueayp KomnaHuu 3660TT Backynsp, HO NPU3HAKOB KaKUX-nnbo
npo6siemMm BbIsIB/IEHO He 6bl10.  Komnauua 3660TT rotoBa paboTaTtb COBMECTHO C Bawum
yUupeXxaeHueM Mo 3aMeHe BO3BpaLLeHHbIX U3AeNnii Ha aHasIoTUYHbIe.
Mbl coxaneem 0 N06bIX BO3HMKLIMX HeypobcTBax w 6narogapum Bac 3a Bawe TepneHue.
KomnaHua 3660TT CTpeMUTCA MOCTaBAATb MPOAYKUMIO HaUBLICLLEr0 KayecTBa, B MOJHON Mepe

Mepudpepnyecknii cTeHT Supera. YBegomseHne o 6esonacHocTn 18 mnons, 2017 T.
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CPOYHOE YBEAOMNEHWE O BE3OMNMACHOCTU B MECTAX MPOAAXW / OT3bIB
M3OETNA C PbIHKA

TOPIrOBOE HAMMEHOBAHWE: CTeHT nepudepnyecknii camopackpblBaloLmuincs Supera ¢
CMCTEMO fOCTaBKU

[Hara gelicteusa; 18 utona 2017 T.

Bug peiicteuii: n3bsATME npubopa 13 Npoaaxu ,

dopma npoBepkn 3PPEKTUBHOCTHU

Homep cueTa KnneHTa
HasBaHue cuyeTta
Appec

TenedyoH
(MHdhopmauumsa, Heobxoaymasn Ana NPoBepkn achHEeKTUBHOCTU PEryNATOPHbIX Mep)

lMocne npoBepku CKAaACKMX 3a/1acoB CTEHTOB Supera npocum Bac noctaBuTb
OTMETKY B OHOM W3 Nnonei Huxecnegyowein tabnuubl. Ecnu 3anacbl Taknx
n3nennin 6bl11n 0GHapPYXeHbl, NPocuM Bac cea3aTbCsl CO cayXb6oi no paboTe ¢
K/IMEHTaMU 1 NONYy4YnUTb HOMEpP pa3pelleHns Ha Bo3Bpart npoaykummn (RGA).
Mocne nognucaHua popmbl HEO6XO4MMO BEPHYTb €e BMeCTe C nojJsiexallei
0T3bIBY NpoAyKUMeE B KoMMaHuio 3660TT Backynsap.

|:| Bbin npoBegeH TwartenbHbIN OCMOTP NoAnexawei 0T3bIBYy NPOAyKUUK, U
B OCTaTKax TaKoi npoAyKuunm 06HapYy>XeHO He 6bIo.
Bos3Bpart nsgenuii nponsBognTbCA He dyaeTt

Mognexalwme Bo3Bparty nepudepmyeckme cCTeHTbl Supera 6biu
NAeHTUPMUMPOBaHbI, B HACTOSILLEe BpeMs UAET NpoLecc ux sBo3spara.
Mognexale Bo3BpaTty nepugeprnyeckme CTeHTbl Supera He Bbi3Basv
HUKaKNX HeXxenatebHbIX SAB/IEHUA.

Moanexalime Bo3BpaTy nepuepmnyeckne CTeHTbl Supera Bbi3Basiu
HeXenaTtefbHble ABNEHUSA (ONUcaTb HWXE).

L1 O O

Homep RGA:

MIMA KNMeHTa/A0/MKHOCT b Moanucek JaTa
(neyaTHbIMK ByKBamMu)

Mepudpepnyecknii cTeHT Supera YBegomieHme o 6esonacHoctu 18 mions, 2017
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21y hopmMy HEO6XO0ANMO BEPHYTb B KOMMNaHuto Abbott Vascular
O [Mpwu Bo3Bparte npoAykTa npocbba obpawiaTbca B CAyx6y no paboTe ¢ KNMeHTamu
KoMnaHum D660TT BacKynsp no s3NeKTPoHHOM noyTe daria.vatavu@ abbott.com,
4yTOobbI, NONy4nTb HOMEpP RGA. 3anuwnte Homep RGA Bbliwwe.

alena.silova@av.abbott.com
O OTnpaBbTe 3ano/IHEHHYIO hopmy no chakcy Ha Homep +7 495 258 42,81 (Ha nwvs

Japby BataBy) unv oTckaHupyiiTe aTy (oOpMy M OTrNpaBbTe ee Mo 3/1EKTPOHHOIA

noyTe no agpecy daria.vatavu@ abbott.com n
O BEépHUTE KOoNuto 3anosIHEHHOM hOpMbl BMECTE C BO3BpaLLaeMbIiM U34enem

MepudepunyeckuniicTeHT Supera Ysegomsnenune p 6esonacHoctn 18 vtons, 2017
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URGENT FIELD SAFETY NOTICE/ DEVICE RECALL

COMMERCIAL NAME: Supera Peripheral Stent System
Date of Action: July 18, 2017
Type of Action: Device Recall

Attention: Risk Manager or Healthcare Professional
Dear Valued Abbott Customer:

Abbott has initiated a voluntary field action regarding seven units of the Supera Peripheral Stent
System distributed in Russia. Our records indicate that affected units, part number SE-04-150- *
120-6F, lot number 6110161, have been shipped to your account.

Abbott has become aware, through external testing contracted by Roszdravnadzor, these seven
units of the Supera Peripheral Stent System, distributed in Russia, may not have met test
requirements in Russia. While Abbott’s validated processes present data that concludes
conformance of the lot, compliance procedures require removal of these units from distribution in
Russia.

A comprehensive review of Abbott post market surveillance information reveals no related
adverse patient events, but these units are being removed from the market in Russia as a
preventive measure.

What action is Abbott asking you to take?:
¢ The use of these units should cease immediately in Russia
» Please review your inventory, complete the attached Effectiveness Check Form
e Return all unused identified products to your distributor
» Share this notification with other relevant personnel in your organization

What is Abbott doing?:

Abbott is working closely with Roszdravnadzor to investigate the potential causes for the isolated
laboratory test results in Russia. A comprehensive review of the Abbott Vascular processes has
been conducted and has not revealed any indication of any issues. Abbott will work with you to
replace returned units with similar product.

We regret any inconvenience this may cause you and appreciate your patience. Abbott is

committed to providing high quality products and ensuring customer satisfaction. If you have'any
guestions, please do not h”tate,to contact your local representative.

Sincerely,

Maximova Liudmila
AE local responsible

Supera Peripheral Stent System Field Safety Notice July 18, 2017 E3 Abett
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URGENT FIELD SAFETY NOTICE/ DEVICE RECALL

COMMERCIAL NAME: Supera Peripheral Stent System
Date of Action: July 18, 2017
Type of Action: Device Recall

Effectiveness Check Form

Customer Account #_
Account Name
Address

Phone
(Information required for regulatory effectiveness check)

After reviewing your inventory of Supera, please check one box in the section
below. If affected inventory was identified, please contact Customer Services to
obtain a Returned Goods Authorization (RGA) number. After signing this form,
please return the form and any identified products to Abbott Vascular.

|1 A thorough search for all affected products has been completed and no
affected units remain in inventory.
No devices will be returned.

M Affected Supera Peripheral Stent Systems have been identified and are
being returned.

[v1  Affected Supera Peripheral Stent Systems didn’t cause any adverse
events

| | Affected Supera Peripheral Stent Systems have caused adverse events
(please describe below)

RGA Number;

Customer Name/ Title (print) Signature Date

This form is to be returned to Abbott Vascular
a If returning product, call Abbott Vascular Customer Service daria.vatavu@abbott.com
to receive RGA number. Record RGA number above alena.silova@av.abbott.com
O Fax this completed form to +7 495 258 42 81 (Attn, of Daria Vatavu) or scan an e-
mail to daria.vatavu@abbott.com
O Return a copy of this completed form with the returned product.

Supera Peripheral Stent Systems SE Field Safety Notice July 18, 2017
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