MWHUCTEPCTBO 3[,paBOOXPAHEHUS 5210993
Poccuiickoii degepaumm

PEANEPA/IBHAA CAYXBA MO HAA3OPY
B C®EPE 3PABOOXPAHEHWA

(POC3PABHA/3OP) CybbekTam o6palleHus

MEeANLMHCKMUX N3aeNnii

CnaBssaHckaa nn. 4, ctp. 1, Mocksa, 109074
TenemoH; (495) 698 45 38; (495) 698 15 74 PyKOBOAI/ITeJ'IFIM
TEPPUTOPUNANbHbIX
opraHos Poc3apaBHaj3opa

Ha No nr /

MegNLUMHCKUM opraHmsaymnsam
O6 oT3bIBE MEQNLUMNHCKOIO 1U3aenna
OpraHam ynpasneHus
34paBooxXpaHeHneM CyObeKTOB
Poccuiickoin defepaynm

degepanbHasa cnyxxba no Hagsopy B c(J)epe 3apaBooxpaHeHMsA coobliaeT, 4YTO Ha
OCHOBaHuUW wMHpopmMmauun, noctynuewennr oT OO0 «3I660TT», YMNONHOMOYEHHOrO
npeacTaBuTeNs  MNPOU3BOAUTENSA  MEAULMHCKOro  U3fenns «YcTponcrea Ans
BHYTPUCOCYAUCTbLIX  MaHUNyAAUUMA U aHrMonaacTUKM»,  NpousBofcTBa  «3I0660TT
Backynsap», CLUA, pernctpaymnoHHoe ygoctosepeHune ot 10.05.2017 Ne P3H 2015/2925,
CPOK [eNCTBMA He OorpaHu4eH, NpPou3BogUTesieM MNPUHATO pelleHuMe 0 J06POBOSIbHOM
0T3bIBE HEKOTOPbIX MNAapTUN MeAULMHCKOIO n3genmsa (CM. NpPUIoXeHue).

MpuuynHa oT3bIBa: YCTPOWCTBA W3 YKasaHHOW nMapTUM He COOTBETCTBYIOT
WHpopMaLnn, cofepXkawenca B perucTpauMoHHOM AO0Cbe, Y HUX WMEKTCA pasnmuuns
MeXAy MapKUPOBKOW U3LeNNA U X ONUCAHUEM B [OCbeE.

B cnyyae Heo6X0A4MMOCTM NOMyYeHUS AONONHUTENbHOW UHMOpMaLnn obpawaTbcs
K YNO/THOMOYEHHOMY npeacTaBuTento npomssoamtens OO0 «2660TT» (125171, MockBa,
JleHnHrpaackoe w., a. 16A, ctp. 1, Ten. +7(495) 258-42-80, dakc +7(495) 285-42-81,
abbott-russia@abbott.com).

defepanbHana cnyxba no Hagsopy B cepe 34paBOOXpaHeHUs npegnaraeT
cybbekTaM o6palieHnsa MeguLUHCKUX W3Le/IMA NPOBECTU MEPONPUATUA N0 MNpoBepKe
HaIMYMA yKa3aHHOro MeAUUMHCKOro u3fgenvMsa u npefoTBpal,eHMI0 ero obpauieHus, o
pesynbTaTax  MNpPOMH(pOPMUPOBATb  COOTBETCTBYHOLWMIA  TeppuTOpuasnbHbIA  opraH
Poc3gpaBHajg3opa.

TeppuTopuanbHblM opraHam Poc3gpaBHag3opa Mo cybbekTam POCCUNCKON
defepaynn NPoOBeCTU MePONPUATUA B COOTBETCTBMM C MOPSALKOM, NpPefyCMOTPEHHbIM
AOMUHUCTPATUBHbIM pernameHTom dPeaepasnbHON CcAyX6bl N0 Haa3o0py B cdepe
34paBoOXpaHeHNUsA N0 WCNOMIHEHUIO TrOCYJapCTBEHHOMW (YHKUMM N0 KOHTPO/IO 3a
obpaweHnemM MegULUMHCKUX U3[eNui, YTBEPXAEHHbIM npukasom MwuH3gpasa Poccunm ot
05.04.2013 No 196H.

MpunoxeHune: Ha 4 n. B 13Ks.

PykoBoauTenb M.A. MypallKo
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CPOYHOE YBEAOMJ/IEHWE O BE3OMACHOCTW B MECTAX
MPOOAX/OT3bIB U3AENNN C PbIHKA#

TOPIFOBOE HAMMEHOBAHWE: CTeHT BHyTpucocyaucTblii Multi-Lirtk Mini Visjonw
[ata peiicteusa: 30 okTabpsa 2017 r.
Tun felicTBNA: 0T3bIB U3AENNI C PbIHKA

BHVMMaHNIO: MEHEAXEPOB N0 YNPaBAEHUIO pUCKammn UM MeaUUNHCKNX paboTHMKOB
YBaXkaeMblii KNMEeHT KoMnaHum «3660TT!:

KomnaHua «3660TT» HanpasnseT BaM HacToswee YsefgomseHue O 6e30MacHOCTU B MecTax
NpoAaXX OTHOCUTENbHO ABafuaTv Tpex BHYTPUCOCYAMCTbIX cTeHTop Multi-Link Mini Vision™,
KoTOpble' obpaljalnTcs Ha Tepputopumn Poccun. MO HawWWM faHHbIM, Takue usgenuns 6binv, B
YacTHOCTW, OTMpaB/ieHbl B Ball agpec (KaTa/lloxXHbIi Homep 1007828-28, Homep naptuu
7041341).

Mo pe3ynbTtatam npoBepkn POc3apaBHaf30pOM ObiN0 BbISIB/IEHO, YTO YCTPOWCTBA’ U3 yKa3aHHOM
napTmm He COOTBE7CTBYHT MH(OpMaUuUnU, cofep>kaleica B PerucTpauyMoHHOM [0Cbe, Y HUX
VIMEKTCSA pasnuusa Mexay MapKMpOBKOM M3genuii m nx onucaHuem B focbe. Poc3gpaBHaz3op
y>XXe ony6aukoBas NMMCbMO C ONMUCAHWEM pPe3y/ibTaToB MPOBEPKM U MoTpe6oBan npekpaweHus
MNcnonb3oBaHua unsgenuii 13 ykasaHHoi naptum. KomnaHusa «3660TT» HanpaBnseT HacToslee
YBepomneHme O 6e30MacHOCTM B MecTax Npofax B Lensax O0T3blBa U3LENNA C pblHKA B
COOTEETCTBUM C TpeboBaHUAMU pAaHHOro niickMa. C nucbMom PocagpaBHag3opa MOXHO
o3HakomuTbes no cewinke: ht(D://roszdravnadzor.ru/services/uhreQ.

Mo pe3ynbTaTaMm BCECTOPOHHEro aHanuM3a WHgopMauuyM MocNenpoaaXHOro  KOHTPOSs,
NpoBeAEHHOr0 KOMMaHueil «3660TT», He 6blIO BbISIBIEHO HUKAKUX HEeraTUBHbIX MOCAEACTBUiA
ANA NauMeHToB B CBA3W C MapKMPOBKOIA.

KoMnaHusi «3660TT» NOOCHT Bac npeanpuHaTb cnefylouwne aeiicTBus:

e HeobxogMmMo HemMea/NleHHO MNPeKpaTUTb WCNOMb30BaHWE YKa3aHHbIX U3denuii  Ha
Tepputopun Poccumn!

e HeobxognmMo npoBecTW nepeyyeT CKN3ACKMX 3anacoB CBOEro ToBapa, 3anofiHUTb
npunaraemyo opmy npoBepkn 3MMPEKTUBHOCTU PErYSATOPHBLIX Mep.

e Heob6xoAMMO BepHYTb CBOEMY AUCTPUGLIOTOPY BCeE WAEHTUPULMPOBAHHbIE W3AENUSA,
KOTOpblE€ He 6bl/IN UCMO/Ib30BaHbI.

e Heob6xoauMo HanpaBWTb JaHHOe yBeAOM/IEHME BCEM COTPyAHMKaM CBOel opraHusaumu,
KOTOPbIX OHO MOXXeT KacaTbCsl.

UTo npeanpvHMMaeT KOMMNaHnsa «3660TT»?

KomnaHus «3660TT» TeCcHO cOoTpyAHu4aeT ¢ Poc3gpaBHaA30ppM MO BOMNPOCY pelleHns AaHHOW
npo6nemMbl. KoMnaHusa «3660TT» NpoOAO/HKUT paboTtaTb ¢ Bamn, 4To6bI NpU HEo6XOAUMOCTU
3aMeHUTb BO3BpALLEHHbIE U3[ENNS Ha aHaNornyHble.

Mbl coxaneem 0 f06bIX AOCTaBNEHHbIX HeyA06CcTBaxX U LieHMM Balle TeprieHue: Llenb komnaHum
«3660TT» - NpoON3BOAUTL MNPOAYKLMIO HaMBLICWIErOo MPOAYKUMIO KayecTBa M YA0BNETBOPATb
NnoTPe6HOCTM KINEHTOB. NpM BO3HUKHOBEHWUM Kakmx-nn6o_lll ~coB, npocum Bac obpauiarbcs K
YMO/THOMOYEHHOMY NPeACTaBUTENI0 Halleld KomnaHii N A A A A A
C yBaxkeHuewm, " n

MakcumoBa Jliogmuna
OTBEeTCTBEHHbIN NpeacTasiiTens AE

CTeHT BHyTpucocyaucTbln Multi-Link Mini Vision'™» C Abbott

YBepnomneHue o 6e3onacHOCTN B MecTax npogax ot 30 okTtabps 2017 r. . -
CTtpaHuua! 1 A Rpomise for Life



CPOYHOE YBEAOMNEHWE O BE3OMACHOCTW B MECTAX NMPO4AX/ OT3bIB
W3LENUN C PbIHKA

TOPFOBOE HAUMEHOBAHWE: CTeHT BHyTpmucocyancTblii Multi-Link Mini VisionT”
[ata peicteusa; 30 okTA6psa 2017 r.
Tun peliicTBnA: 0T3bIB U3AENUNA C PbIHKA

dopma NPoBEPKM I EKTUBHOCTI PETYNATOPHBIX Mep

Homep cuyeTta kiveHTa’
HanmeHoBaHMe cuyeTta_
Afpec

TenedoH -
(vHbopmauumsa, HeobxoauMasa A1 NPOBepPKU INPEKTUBHOCTU PErynaTopHbIX Mep)

MNocne nNpoBEPKM 3anacoB M3AENWNiA CTEHT BHYTPUCOCYAUCTbIM Multi-Link Mini-
Vision npocMM Bac OTMETUTb OAMH M3 ABYX HWXecneaywLlliix KBagpaTuKoB. B
c/lydyae 06Hapy>KeHus 3anacoB yKa3aHHbIX M34eNniA, NoXanyincra, CBSXUTECH CO
Cny>k6oil Mo paboTe C KIMEHTaMW,. YTbObl NOAYYMTb HOMEpP paspeLleHns Ha
Bo3epaT npoaykumn (RGAHOMep). Mocne nognucaHms opmbl HEO6X0AUMO

BEPHYTb €€ BMECTe C Nog/iexalleit 0T3biBy NpPoayKUMeid B KOMNaHN «3660TT».

D B pesynbTaTe TwaTesIbHON NPOBEPKU NPOGAEMHbIX U3AENNA 06HapYXeHO

He 6b1N0.
N3penuii, nognexawmux Bo3Bparty, He 06HapYyXeHo.

D Bbinn oBHapy>XeHbl M34enus CTeHT BHyTpucocyaucTblii Multi-Link Mini

Vision™, KoTopble nognexkat Bo3Bpary.

Homep RGA:

HasBaHuve knneHTa/ 3aronoBok (NeyaTb) Moanuck JaTa

HacTosiwas popmMa NoANexuT BO3BPaTy B KOMNaHuto «3660TT Backynsp»

a B cnyuae Bo3BpaTa npoaykuum obpaTuTecb B CNyX6y no paboTe € KAMEHTamMu Mo
3M1EeKTPOHHO nouTte daria.vatavu@abbott.com. uTo6bl NonyunTs Homep RGA. 3anuwunTe

Homep RGA.

0O OTnpasBbTe 3anosiHeHHY ¢dopMy no dakcy +7 495 258 42 81 (nonydatenb: [apbs
BaTaBy) wnuM OTCKaHMpyiTe W OTnpaBbTe MO 3/EKTPOHHOW no4yTe no agpecy

daria.vatavu@abbott.com
0O BepHUTE KOMWIO 3anosIHEHHOM DOpMbl BMECTe C BO3BpaLlaeMbiM U3AE/TUEM.

CTeHT BHyTpucocyaucTblii Multi-Link Mini Vision™'”
YBegomneHue o 6e3onacHoCcTy Ha mecTtax oT 30 okTA6ps 2017 r.
CrtpaHuua! 2
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URGENT FIELD SAFETY NOTICE/ DEVICE RECALL

COMMERCIAL NAME: Multi-Link Mini Vision™* Coronary Stent Systems
Date of Action: October 30, 2017
Type of Action: Device Recall

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

Abbott is sending you this Field Safety Notice regarding twenty-three units of the Multi-Link Mini
Vision™ Coronary Stent System distributed in Russia, Our records indicate that affected units,
part number 1007828-28, lot number 7Q41341( have been shipped to your account.

The iot in question has been determined by Ros”~ravnadzor to be inconsistent with the content of
the dossier subnhission in that the labeling and description of contents do not match exactly.
Roszdravpadzor has already posted a letter describing their findings and requested that
customers cease the use of the lot. Abbott is providing this Field Safety Notice as a means for
customers to return the product in compliance with the letter. The letter from Rpszdravnadzor
can be found at http://roszdravnadzor.ru/services/unreg.

A comprehensive review of Abbott post market surveillance information reveals no related
adverse patient events due to the labeling.

What action is Abbott asking vou to take?:
e The use of these units should stop immediately in Russia
= Please review your inventory, complete the attached Effectiveness Check Form
 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 Roszdravnadzbr to remediate the issue. Abbott \MIl work with you
to replace returned units with similar product as appropriate.

We regret any inconvenience this may cause you and appreciate your patience. Abbott is
committed to providing high quality products and ensuring customer satisfaction, Ifyou have any
questions, please do not hesitate to contact your local representative.

Sincerely,

Maximova Liudmila
AE local responsible

| Abbott

Multi-Link Mini Vision"" Coronary Stent System Field Safety Notice October 30,2017 -
A FVomiso lot Ule
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URGENT FIELD SAFETY NOTICE/ DEVICE RECALL

COMMERCIAL NAME: Multi-Link Mini Vision™”~” Coronary Stent System
Date of Action; October 30,2017
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 Multi-Link Mini-Vision, 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.

1 A thorough search for ail affected products has been completed and no

affected units remain in inventory.
No devices will be returned.

| |  Affected Multi-Link Mini Vision™ Coronary Stent Systems have been
identified and are being returned.

RGA Number:

Customer Name/ Title (print) Signature Date

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

Multi-Link Mini Vision™ Coronary Stent System Field Safety Notice October ,30, 2017
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