TOBAPHCTBO 3 OBMEJKEHOIO BUITTOBIJAJIBHICTIO «AMAPKOPI»
(TOB «AMAPKOPII»)

Byi1. UepBoHoapmiiicska, OymuHok 72, nirepa A, M. Kuis, 03150,
el (044) 502 65 10, e-mail: info@amarcord kiev.ua
Kon €/IPTIOY 21626927

Ne 24/07-22 Big 11.07.2022

JepxkaBHa ci1y’k0a Yxpainn 3 JikapchbKAX
3ac00iB Ta KOHTPOJIIO 332 HAPKOTHKAMH
03115, m. KniB, npocu. Ilepemorn, 120-A

Ilono 6e3meynoro Ta e¢peKTHBHOr0 BUKOPHCTAHHA MeHYHHX BHPOOGiB

ToBapucTBO 3 OOMEXEHOI BIIOBIHANBHICTIO «AMapkopa» (imeHTHdikamiiHuii Kox
opuandHoi  ocobu: 21626927, wmicuesnaxo/pkeHHs lopuamuHoi ocobu: 03150, M. Kuis,
TonociiBebkmii paiioH, ByI1. YepBoHOapMilChKa, Oy AMHOK 72A) K Y HOBHOBaXKEHH# NPEACTaBHUK
BupoOHuKa bocton Caitentidik KopropedmH (Micrie3HaxomkeHHS OpuaugHoi ocobu: 300
bocton Caitentidik Beit Mapnbopoy, MA 01752-1234, CIJIA), noBizoMise HacTyIHE.

Hamu, sk YHOBHOBaXXGHWM IPEACTaBHUKOM BHpPOOHHKA, OTpMMaHa iHdopMmamis Bij
BUpOOHHKA IO KOPHUIyBaJlbHI Jiil 3 Oes3mekH Ha MiCHsX, IHOAO MEIUYHHX BHUPOOIB
Kapaioctumynaropu 3 mozensHoro psaay INGENIO DR EL ta CRT-P, 3aBepmieni.

Inpopmantis HaBenena y IloBimomnenHi npo 6esnexy Ha Mmicusax Ne 92705305-FA (mrormii
2022).

Jonarok:
1. ITosinomuenns mpo 6e3mexy Ne 92705305-FA - Ha 6 apk.

3 1moBaroio,

” X0
S \\\\\m Hl/n
4 \\\\ -& \JKD Ha
Sy G NANS

Ounekcangp MOPO3

M2 [epxnikcnyxba
Ne6777/0/08-22 Big 13.07.2022

LR

001.3



dopma 3BiTy

KopuryBsanbHi gii 3 6e3aneku
Cuctema cnocrepeXeHHA 3a meagnHHUMHU

NPUCTPOAMM
(MEDDEV 2.12/1 pep. 7)

Bepcia 2.7en
2012-12-03

,ll akoro HKO HaACWUNAETLCA LEen 3BiT?
N/A
Tun 38iTy

C  Nouatkoswii 38iT
C Nopanswui 38iT
@ MiacymkoBuit 3BiT

Aara yboro 3Biry

2022-02-09

KOHTpOANbHMIA HOMep, NPUCBOEHNI BUPOGHMKOM
92705305-FA

KoHTponbHuit Homep FSCA, npucsoeHuii NCA
N/A
KoHTponbHuit Homep noaii, npucsoernit NCA

N/A

Hassa KoopauHauiitHoro KomneteHtHoro opraHy NCA (3a HasBHOCTI)

FAGG / AFMPS / FAMHP

CraTyc 3anBHUKa

' BupobHuk
(*  YnosHosaxeHui npeacTasHuk B EE3 ta LWseliuapii
C  IHwi: (Bu3HauTe ponb)

Im'a
Cardiac Pacemaker Inc — gouipHa KOMNaHisA, WO NOBHICTIO HanexuTs Guidant Corporation — Ao4ipHA KOMNAHIA,
LLLO NOBHICTIO HaNeXuTb Boston Scientific Cor.

KonrtakTHa Ocoba

N/A

Appeca

4100 Hamline Avenue North

NowToBKii iHgEeKC Micro

MN 55112-5796 Cen-MNonb
TenedoH dakKc

N/A N/A
EneKTpoHHa nowTa Kpaina
N/A CLUA - CLUA




Guidant NV / SA — pouipHs komnaHis Boston Scientific Corporation, Wwo NOBHICTIO HAaNEXKUTL il

KownraktHa Ocoba

KapeH Kenco

Appeca
3eneHa naowa — Lambroekstraat 5 D

NowToBuii iHgeKc Micro

1831 pik Diegem
TenedoH dakc
+3224167711 +3224167702
EnekTpoHHa nowrTa Kpaina
Karen.Kelso@bsci.com BE - benbria

i

HasBa HaUiOHAaNbHOTO KOHTAKTHOrO MYHKTY

Im'sa KOHTaKTHOI 0cO6uU

Appeca

Noturosuii iHaeKc Micro

TenedoH dakc

EnexrpoHHa nowrTa Kpaina ,

DE - HimeyunHa

6 IHdpopmayis NPo meaNUHKIA NPUCTPINA
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IVD Qopnatok il Cnucok B

Mpuctpoi VD ana camoTtecTyBaHHA
IVD General

SEORORS

Cucrema HomeHrnarypm (6akano GMDN)

GMDN

Koa HomeHxnatypu
47265, 47263

TeKCcr HoMeHKNaTypu

3BepHiTbea o NoBigoOMAEHHA NPO TeXHIKY Beanekn

KomepuiiiHa Ha3Ba / Toprosa mapka / mapka

3BepHiTbCA 0 MOBIAOMNEHHA NPO TeXHIKy 6esnekn

Homep mopeni

KaTtanomHui Homep

3BepHiThcA A0 M0BIAOMNEHHSA NPO TEXHIKY Be3nekn N/A
CepiiiHmnii Homep(u) Homep (u) noty/naprii
MNepernaHbTe HAAAHWMA CMUCOK KNIEHTIB N/A

ABO
BBepiTb Moaenb/cepitHuii Homep Ha caiTi
www .BostonScientific.com/lookup

Aarta supobHuLTBa NPUCTPOIO
2011-09-01

TepmiH npuaaTHoCT

2020-12-31




laeHTndikauiitHuin Homep HOTMIKOBaHOTO opraHy (NB).
BSI -2797

Axcecyapu/cynyTHi npucTpoi (aKkuwo €)
N/A

Homep Bepcii nporpamHoro 3abesneveHHs (3a HaABHOCT)
N/A

7 Onuc FSCA

Aosiakosa iHpopmauia Ta npuunnHa FSCA

Boston Scientific {BSC) Hagae BakamBy iHGOpMaLilO Npo ABOKamepHi KapaiocTumynatopu cimeirctea INGENIO™ Extended Life (EL)
| KapLIOCTUMYIATOPY ANA PECUHXPOHI3aLiiHoT Tepanii (CRT-P). Us iHpopmauia ctocyeTbcs NpubansHo 48 000 aKTUBHMX
NpUCTpOi8, BUX0AAYM 3 aKTOPIB, ONUCAHUX HWXKYe Ta B AoAaHOMY (osiaomneHHi npo He3neky 3 ekcnayatauii (FSN). CimeiicTBo
kapgioctumynatopis INGENIO DR EL skntovae: kapaioctumynatopu VITALIO™ DR EL, INGENIO™ DR EL i ADVANTIO™ DR EL, a
Takox INLIVEN™, INTUA™ i INVIVE™ CRT-P.

BSC BU3HAUMAA, WO Ui NPUCTPOT MOXYTb iHiLiOBaTU He3neuHUiA pexum nisHiwe NPOTArom Tepminy cayxbu npuctporio (TobTo ao
JocAarHeHHs iHanKaTopa 6arapel ekcnnaHTarty), konu barapes NPUCTPOID AEMOHCTPYE BUCOKMUIA BHYTPILWLHIK imneaaHc. Liel cTaH
npuxoBaHoi 6aTapei cTaBUTL NPUCTPIN Nig, 3arpPo3y CKUAAHHA CUCTEMU Yepes TUMUYACOBE BUCOKE @HePrOCMOMXUBAHHA, NOB'A3aHe 3i
cnpobamu TenemeTpii Ta NOA2NLIIMM NOBEPHEHHAM A0 Be3NeYHOTo pexumy ana NiATPUMKK pe3epBHOT cTUmyaLil. Xoua Tepania
Bce we 3abe3neuyeTbea, KOAKU NPUCTpil nepebysace B HeaneuHOMY pexumi, NOTpibHa 3amiHa.

- JNlnwe aBoKamepHi KapaiocTUMyNATOpK cimencTea INGENIO ta CRT-P, BUroToB/IEHI 3 HATapeEio NOAOBKEHOTO TEPMIHY
cnybu (EL), BknioueHi a0 uiei KOHCYAbTaTUBHOI rpynu ([logatok A FSN). Xogari iHwi npoaykTy BSC He nignagaioTe nig Ao uiel
MNonboBOI Aji.

- Y 2018 poui KomnaHia BSC npunuHuna snpobHULTBO ABOKamepHUX Kapaioctumyaatopis INGENIO EL ta CRT-P. Hemae
[OCTYNHMX ANA IMNAaHTaLil NPUCTPOIB.

- Boston Scientific oTpumaB 65 nosigomneHbs npo NOAIT, NOB’s3aHi 3 4BOKaMePHUMU KapaiocTumMynsaTopamm cimeiictea INGENIO EL
Ta CRT-P, y AKMX NpUCTPOT Nepexoanan B be3neuHuit pexkum Ao BOCArHeHHs iHaMKaTopa 3apagy 6atapei Explant nig vyac cnpob
ONUTYBaHHA NporpamaTopom abo KomyHikaTopom LATITUDE™.

- HainowwupeHilwum KniHiuHUMm Bnansom Byna paHHa 3aMiHa npucTpolo.

- Y [eAKWX NALLEHTI8 A0 3aMiHK NPUCTPOIO NOBIAOMARNOCA NPO MPUrHIYEHHS CTUMYAALLT, NOB’A33He 3 HAAMIPHAM
CEHCOPOM MIOTIOTEHLLiaNy, @ TaKOXK NPO CTUMYAALIIO AiadparmManbHOro HepBa Yepes HenporpamoBaHi NnapameTpu CTUMyAAUT 8
6e3neuHoOMy pexumi.

- Mpo cmepTb NAUiEHTIB HE NOBIAOMNAETLCA.

- 33 oujHKkamu, TpeTuHa abo Binblue ypaxkeHUX NPUCTPOIB NepeitayTb y 6e3nevHUi PeKm A0 TOro, AK AOCATHE IHAWUKaTOP
3apagy 6atapei Explant.

AKWO NPUCTPIN NepexoauTs y besneuHnit pexmum, 3annaHynTe 3aminy. Y cuTyalinx, KOau HenporpamoBaHi NapameTpu
crumynauii 6esnevroro pexunmy (tabamnusa 1 FSN) MmoxyTb He 3abe3neuygaTty ONTUMANbHY NiATPUMKY CEPLEBOro CTaHy NauieHTa
(Hanpuknaa, agexksarTHiCTb 6a30BOro pUTMy BUXoAy, HeOBXiaHICTL AV/VV cTumynauii Ana cepuesoi CMHXPOHITi Ta/abo moxanBicTb
NPUrHIYEHHA CTUMYNALLT Yepes NepeBuLLLEHHA MIONOTEHLIaNY), PO3rAAHLTE MOKAMBICTL PAHHBLOT 3aMiHK NPUCTPOIO BIANOBIAHO A0
HaBeAEHWUX HUKYE BKA3iBOK:

- Dna pBokamepHux EL-kapaiocTumynaTopis 3amiHiTe 3a 4 poku (abo meHiue).
- Ona CRT-P 3amiHiTs 32 3 poku (abo meHiwe).




[Onuc va o6rpyHTyBaHHa Aii (kopuryBanbHa/3anobixHa)

| Boston Scientific oTpumas 38iT, NoB’A3aHi 3 ABOKamepHMMM KapaiocTUMynATopamu cimeitcTea INGENIO Ta CRT-P,

! nobynosanumu 3 Gatapeeio EL {flopaaTok A}, y akux NpUCTPOT Nepexoaunu B 6e3neunnii pexum nig vac cnpob onuTyBaHHA
nporpamatopom abo komyHikatopom LATITUDE™. [lochigeHHs NOKa3ano, Wo imneaaHc enekTpuuHoi batapei 36inbluyerbcs 3
4YACOM 33/18XHO Bifl TPMBANOCTI iIMNNAHTaLIT Ta CNOKUBAHHA eNeKTpoeHepril. Lien niasuuieHuit onip 6aTapei moske cnpuunHUTH
nepexiaHe 3HUKEHHA Hanpyru NPUCTPOIO Nif 4ac nepiofis BUCOKOrO EHEProcNOXKUBAHHA, NOB A3aHOTO 3 TENEMETPUHUM
38’A3KOM Yepe3 nporpamatop abo komyHikatop LATITUDE. fikwio nia Yac cnpob 38°A3Ky Hanpyra batapei Bnage Huxye
MiHIM3NbHOrO NOPOTY, NPUCTPI TMMYACOBO NPU3YNNHUTL TenemeTpilo Ta Byae BUKOHAHO CKUABHHA cucTemu. Hanpyra baTapei
BiAHOBMOETLCA, | GYHKLA CTUMYNALIT BIAHOBAIOETHCA NPOTSirom oaHiel (1) CeKyHAM; OR/HAK HACTYNHI CNPo6K TenemMeTpii MOXyTb
nNpY3BeCcTU 0 AO0AATKOBUX NEPE3aBaHTaXKEeHb CUCTEMYM YePE3 BUCOKUI ONip aKyMyAAaTOpa. AKWO Tpu (3) CKMAaHHA cucTemu
8iA6yBalOTLCA NpoTATOM 48 roauH, NPUCTPIN po3pobieHO ANs HeraitHOro nepexoay 8 6e3nedHUi pexmm, wob niaTprmyBaTw
pesepeHy CTUMYNALLIIO i3 NONepeaHbO BU3HAYEHUMM, HenporpamoBaHumu napamerpamu (Tabaunua 1 FSN). Hemae 3aTpumkm
BiAHOBNEHHA CTMMYAALT, KOAKM NPUCTPIN NepexoanTb y Besneunnin pexkum. Ko npuctpii nepebysae B 6e3nevHOMY peXxumi,
noTpibHa 3amiHa.

leHepaTopu TPaHCBEHO3HUX imMyAbCiB Boston Scientific micTatb cneuianbHe o6nafaHaHHA [NA NIATPUMKM 3aranbHOT apxiTekTypu
6e3nekn. Y kapaioctumynstopax i CRT-P ue o6nagHaHHs npusHaueHe pas 3abesneyeHns pesepsHOT cTumynauii y pasi
BUHMWKHEHHSA NeBHUX HeBUNPaBHMX 360 NOBTOPHWUX HECNPaBHOCTEN. Be3neyHunit pPeXXxUm He NPU3HAYEHUI ANA 3aMiHW XPOHIYHOT
Tepanii cTUMynALi€to. ICHYE BUCOKUI CTYMiHb BUABNGHHS, KONM NPUCTPIN NPaLoe B 6e3neuHoMy pexxumi. Micna 3anuTy NnpucTpoo
Ha nporpamaropi BigobpaxaeTbca ekpaH nonepeakerHHs (ManoHok 1 FSN). [1ns TUX NpuCTpOiB, AKI BIACTEKYHOTLCA yepes
LATITUDE, Takox Byae sunyLLeHo YepBOHe CNOBILLEHHS, LLO BKA3YE Ha Te, WO NPUCTPil nepeiwos y 6e3nedHnin pexvm. AKwo
NPUCTPIN He BiaCTEXYETHCA NPOTArom 14 AHIB, BiH Bifo6paaTUMeThCA Ha CTOPIHLI cTaTycy "He BiACTeXYeTbCA" Ha LATITUDE.
tlopasy, Koim NpUCTPii NepexoanTb y 6e3neyHnin pexum, KopucTyBadam NPONOHYETLCA 38'A3aTncA 3 Boston Scientific, i TexHiuxa
cnyxba nopapuTb 3aMiHUTU NPUCTPINA.

KniHivHuA BRAus:

LocnipKeHHA NOKa3ano, WO CIPUAHATANBICTb YpaXkeHUX NPUCTPOiB 36iNbLIYETBCA, KOJIM 3apAS, aKYMYNATOPA NPUCTPOLD AOCATAE
npubansHo Tpsox (3) A0 YoTHPLOX (4) pokis. Ha niacTasi HasiBHOT iHGOPMALLiT Ta NOAANLLIOTO MOAEMNOBAHHA BCi ABOKaMEPHI
kapaioctumynstopu INGENIO EL i CRT-P noTeHUiHO 4yTAMBI A0 UbOFO CTaHy NPMXOBaHOI 6aTapei Ta NoAabWOro 3anycKy
6e3neYHOro peXxumy A0 AOCATHEHHA IHOWKATOPa 3apaay 6atapei ekcnaaHTaty. OAHAK, OCKI/ibKK TPUMBAICTL iMNAaHTaujl Ta
€HEepProcnoXMBaHHA PI3HATLCA Ta BNIMBaTUMYTb Ha WIBMAKICTL | CTYNiHb 36inbleHHA onopy 6aTapei NpOTArOM TepMiHy CAyX6m
NPUCTPOIO, HE BCi YPaXKeHi NPUCTPOT NPOABAATUMYTLCA TaKUM YMHOM. 3@ oLiHKamu, TpeTuHa abo binblie ypaxxeHWx NpUCTpois
nepenayTb y 6esaneyHnin pexum A0 TOro, AK A0CATHe iHAMKaTop 3apagy 6atapei Explant.

HoaHUX CMEPTEIbHUX BUMAAKIB YEPEe3 LieH CTaH NpUXoBaHoro 3apaay 6artapei, wo 3Mywye npucTpoi 3anyckaTtv 6esneuHunii pexmm
00 AOCATHEHHA

IHgukaTop baTapei ekcnaaHTaTy. TeOpeTUUHWIA NOTeHuian Hebe3neuHo! ANR KUTTA WKOAKM Yepes TpUBENe rabMyBaHHA abo BTpaTy
pUTMY NPOTATOM

TepmiH cny6u NpUCTPOIO OLLHIOETLCA MeHLWe Hixk 1 3 15 000; uboro He cnocTepiranoca. Xo4a HAMNOLIMPEHILMM KATHIYHUM
pe3ynbTatom Byna paHHA 3amiHa NPUCTPOIO, NapameTpu He3NeYHOro PeXMMy MOXYTb NPU3BECTU A0 HEHABMUCHOTO KNIHIYHOIO
BNAMBY (HANPUKNAL, raNbMyBaHHsa CTUMYAALIT, NOB’A3aHE 3 NepeBMLLEHHAM MIONOTeHuiany, BTpaTa AV/VV CUHXPOHHOCTI,
CTUMYAALIA AiadparmanbHOro HepBa) ANA AeAKMX NAUJEHTIB A0 3amiHK NPUCTPOID. MU crocTepirany Tpy BUNaAKK, KOAW NALIEHTK
OTPUMYBANM 30BHIWHIO CTUMYAALIIO NiCAA 3arnycKy 6e@3NeYHOro pexvmy.

HaseleHi HUX4e pekomeHdauii MOXYTb LWe binblie 3MEeHIWUTH LEH PU3MK.

PekomeHgauii (ak onucaHo 8 FSN)

1. iHAMBIAYabHA OUiHKA NauieHTa. fIK 3a3Havanocs Buwe, 6e3neuHuit pexxum 3abesnevye pesepsHy CTUMYAALIIO 33
KPUTUUHUX OBCTaBUH; BiH HE NPU3HAYEHUW AN 3aMiHW XPOHIMHOT Tepanii cTuMyauien. OLiHIOIYN NOTEHLIMHWUA PU3KK A
NauieHTa, AKUL0 MOro NPUCTPIN 3anycKae 6e3neuHuin pexmnm Ao iHAMKATOPa eKCnaaHTauii, BpaxosyiTe disionoriyHi paxropm,
XapakTepHi 418 nauieHTa (AKi MOXKYTb 3MIHIOBaTUCS 3 4AaCOM), 30Kpema:

afaekBaTHICTb 6asoBoro pufmy Buxoay Ta/abo notpeba B cTumynauii AV/VV ans cepLieBoT CUHXPOHIT Ta MOXK/UBICTb MPUTHIYEHHS
CTUMYNALIT Yepes HagmipHe BiAYYTTA MionoTeHuiany.

2. 3amiHa. AKLWO NPUCTPIN NepexoauTh y Be3nedHunil pexxum, 3annaHyiTe 3amiHy. Boston Scientific He pekomenaye
3aranbHy NpodinakTUYHY 3aMiHy yparKeHUX NPMCTpoiB. OAHaK ANR OKpeMMX NAUIEHTIB TakKi daKTopu, Ak nepeniyeHi Buwie, i
CRiNbHE NPUAHATTA pilleHb MOXYTL CNIPUATY PO3MAAY NUTAHHA NPO PaHHIO 3aMiHy NPUCTPOIO, WO NOM AKWNTI HEHABMUCHI
KAIHIMHI HacAiaKK Yepes MoXAMBMIA nepexig y 6esneyHnit pexmm A0 iHAMKaTOpa eKcnaaHTauii. ¥ umx sunagxax cnig,
BPaX0OBYBaTV HACTYMHI BKasiBKK: - ANs KapgiocTumynsTopis EL, AKWO 3annaHoBaHa JOCTPOKOBA 3amiHa, 3annaHyiTe 3amiHy,
KO/M 3aNULLIOK pecypcy CTaHOBUTL 4 poku (abo meHwe, AKIWLO NPUCTPIi Hapasi BKasye Ha TepMmiH cayxbu meHwe 4 pokis). .

- Ona CRT-P, AKuwo 3ani1aHoBaHa AOCTPOKOBA 3amiHa, 3an/1aHyiiTe 3aMiHy, KON 3aAUWLMBCA TEPMIH CAYX6K 3 poku (abo meHwe,
AKLLO NPUCTPiit Hapa3i BKa3ye, WO 3a/1UWNBCA TePMiH cayxbu meHule 3 pokis).

3. IHTepBan crocrepexeHHs. MepesipaiTe cMcTEMy 33 LOMOMOTOIO BiAAANEHOTO YW BHYTPIWIHLOIO ONUTYBAHHA NPUHANMHI
KOXHi 12 micauie. [lna NauUi€HTIB, AKMM MOXE He 3HaA0BUTUCA paHHA 3aMiHa NPUCTPOIO, NPOAOBKYITE 3riLHO 3 ICHYIOYMMM
NPOTOKO/1aMK CNIOCTEPEKEHHR, BOKM TOUBAMICTb XKUTTA HE aocarHe One-YearRemaining, a noTim Ko Hi Tpu (3) micaui nicas
ubOro, AOKK He Byae NOKasaHa 3amiHa (BigNOBIAHO A0 IHCTPYKLIM i3 BUKOPUCTAHHA NPUCTPOID). .

4, MegauuHi 3anucK. [N KOKHOTO NALIEHTa 3 YPaXKeHUM NPUCTPOEM J0AANTE Lielt IUCT 10 NOTO MeMYHOI KapTy, wob
NiATPUMYBaTK 06i3HaHICTb Y Ui TeMi NPOTATOM TEPMIHY CAYKEM NPUCTPOIO, WO 3aULWINBCA.




Nopagn woao Aid, AKi noBuHHI Gyt BxuTi AncTpnb’iotopom i
KopucTyBauem Byfb nacka, 38epHiTbCa A0 MOBIAOMAEHHA NPO TEXHIKY
6e3neku.

Nepe6ir FSCA pa3om i3 AaHum#n 3Bipku (0608’a3KOBUIA Ana ocratouHoro FSCA)

[Netani yaropsenHn €C/EE3/kpaiHn-kanamnpara:

MouaTKoBe CNiNKYBaHHA:
1. KinbkicTb nosigomneHunx ob6aikoBUX 3anucie: 5555 06aikoBuUx 3anucis
2. KinbKicTb 3aKpUTUX 06.1iK08MX 3aNUCiB: OTpMMaHo 4140 dopm sianosiai Ha 061iKoBI 3anucK + 1415 06nikoBuUx 3anuUCiB 3aKkpuTO

sianosiaHo Ao npouecy aobpocosicHocTi (GFE).
Tpadik BUKOHAHHA Pi3HMX 3axoais

Yci gii BUKOHAHO

Cratyc FSN popaetbea

MosigomneHHA npo 6e3aneky 8 noni (FSN) aHrnikcbko C mosoio MpoekT FSN
X ocH HauioHanbHow mosoto ligcymkosuin CH ¢

L] i (BKaXiTh)

MeauuHuii npuctpiit 6yno nowmnpeHo B Taki KpaiHu:

B mexax €E3 Ta Wsenuapit
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I_—_] Yci €E3, KpaiHn-kaHamaatu Ta LLisekuapii
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TeKct HomeHknatypu GMDN:
[lBoKamepHi KapAioCTUMYNATOPK (4acTOTHO aganTosaHi) — 47265
KapAiocTUMYAATOPW PECUMHXPOHI3aLiMHOI Tepanii — 47263

MOKA3AHHA TA 3ACTOCYBAHHA KkapaiocTumyasaTopa DR. Lii reHepaTopu imnynbcis 3abesnedyots ctumynauiio 6paamkapaji ta
34anTUBHY CTUMYALIIO YacTOTU ANA BUABNEHHSA Ta NiKyBaHHA HGpaaiapuTmii.

. CumnTomaTMUHa NapoKcusmanbHa abo noctitHa AV-6nokaaa apyroro abo TpeTboro CTyneHs
. CumnTOMaTUYHa ABOCTOPOHHA H10Kaga HixKuK nyuka lMca
. CUMNTOMATUYHA NapOKCU3MasibHa abo TpaH3uTopHa aucdyHKUIA CMHYCOBOrO By3sna 3 abo be3 cynyTHix posnapis

aTPiOBEHTPUKYNAAPHOT NPOBIAHOCTI (HAaNPUKNaa, cMHycoBa BpaanKapais, 3yniuHKa CMHYCOBOTO By3/a, CUHOaTpianbHa [SA]
6nokaga)

. Cunapom 6pagmkapgii-Taxikapaii, wob 3anobirtu cumntomaTnuHii Bpaamkapaii abo aeakum Gopmam CMMNTOMETUHHUX
Taxiaputmii
. HelpoBacKyAapHi (Ba3o-BaranbHi) cuHapomm abo CMHAPOMM FiNepUyTANBOCTI KAPOTUAHOIO CUHYCA.

CTUMynALiA 3 343NTUBHOIO YaCTOTOO NOKa3aHa NaLieHTam i3 XPOHOTPOMNHOK HEKOMMETEHTHICTIO, AKUM MOXKe 6yTu KOPUCHO
36i/1bLWEHHA 4acTOTU CTUMYNALT O4HOUACHO 3i 36i1bLIEHHAM XBUANMHHOT BEHTUNALT Ta/abo piBHA (i3uyHOT akTUBHOCTI.
Pexxnmun ABOKaMEPHOrO Ta NePeACePAHOrO BiACTEKEHHA TAKOXK NOKa3aHi NauieHTaM, AKMM MoxKe 6yTy KOPUCHO NigTpumysaTu
AV-CUHXPOHI3aLIt0.

JlBOKamepHi pexxumu cneuianbHo NoKasaHi A/1A NiKYBAHHA TAKUX 3aXBOPIOBaHb:

. MopyweHHs NPoBIgHOCTI, WO NOTPebyIoTL BiAHOBAEHHA aTPIOBEHTPUKYNAPHOT CUHXPOHII, BKNIOYAOUK Pi3HOTO CTYNeHA
aTpioBEHTPUKYNAPHOT 6A0OKagH

. HenepeHocumicTb VVI (To6T0 cMHAPOM BOAA PUTMY) 38 HARBHOCTI CTIMKOFO CUHYCOBOTO PUTMY

. Husbkuit cepuesuit BUKuA abo 3acTiitHa cepueBa HeAOCTaTHICTL BHACNIAOK BpaaukapAii

MOKA3AHHSA TA 3ACTOCYBAHHA pna CRT-P. Lii reHepaTopu imnynbcis 3ab6e3neuyioTb pisSHOMaHITHY Tepaniio, 30kpema:

. CepugeBa pecuHxpoHisauiiHa Tepania (CRT), Aka fikye cepuesy HeAOCTaTHICTb W/ISIXOM PECUHXPOHI3aL|i CKOpOueHb
WAYHOUKIB 33 AOMOMOrOl0 6iBEHTPURYNAPHOT ENEKTPUUHOT CTUMYAALLI.
. Crumyansuis npu 6paauKkapaii, BKAKYAUU CTUMYNALIIO 3 AAANTUBHOM YACTOTOIO, ANA BUABNEHHA Ta NiKyBaHHA

6paajaputmin.

MoKazaHuit NALEHTaM i3 CepLEeBoI0 HelOCTaTHICTIO CepeaHbLOro Ta TAXKOro cTyneHa (Knac 111/1V 3a NYHA), skatouatoun
AMCPYHKLIIO NiBOro wayHouka (PB<= 35%) i Tpusanictb QRS >=120 mc, i 36epirae CMMNTOMaTUKY, He3BaXXaiouu Ha CTabifbHy
onTMManbHy papmakonoriyHy Tepanito (ONT) cepLeBoi HeAOCTaTHOCTI. PeXuMM BiACTEXEHHA Nepeacepab TaKOXK NoKasaHi
naujieHTam, AKMM MOKe ByTU KOPUCHO NIZTPUMYBATH AV-CUHXPOHHICTD.

CTMyAALIA 3 3A3NTUBHOK YaCTOTO0 NOKa3aHa NaLieHTam, AKi BUABAAIOTb XPOHOTPONHY HEKOMMETEHTHICTL | Akum Gyno 6
KOPMCHO 3B6iNbIINTHU YACTOTY CTUMYAALT 0AHONACHO 3i 36iNbIWEHHAM XBUANHHOT BEHTUAALT Ta/ab0 $i3NUHOT aKTUBHOCTI.
[ModanHs uboz2o 38imy came no cobi He o3Havyae 8UCHOBOK 8UPObHUKa ma/abo ynoeHo8axeHo20
npedcmasHuKa YU HauioHallbHO20 KOMNeMEHMHO20 opaaHy Nnpo me, Wo 3Micm Uboe2o 3eimy € nogHum abo
moyHUM, wo mMedudHull npucmpiil (supobu), ekasaHull y CrUCKy, AKUMOChL YUHOM euliwoe 3 nady ma /abo
w0 MeduyHi npucmpoi cnpuyuHunu abo cnpusnu nepedbavysaril cmMepmi Yu nosipweHH cmady 30opos's
bydb-sK0i 0CcObU.

nianuc

A NigTBEpPAKYIO, WO HaBeAeHa BULLE iIHPOpMALLIA € NPAaBUABLHOIO, HACKIZIbKU MEHI BIAOMO




Report Form

Field Safety Corrective Action
Medical Devices Vigilance System

1 (MEDDEV 2.12/1rev 7)
new case, keep base data Version 2.7en
| l 2012-12-03

N/A

Type of report

(" Initial report

( Follow-up report

(¢ Final report

Date of this report

2022-02-09

Reference number assigned by the manufacturer
92705305-FA

FSCA reference number assigned by NCA

N/A

Incidence reference number assigned by NCA
N/A

Name of the co-ordinating NCACompetent Authority (if applicable)
FAGG / AFMPS / FAMHP

Status of submitter

(" Manufacturer

(¢ Authorised Representative within EEA and Switzerland
( Others: (identify the role)

3 Manufacturer information new
Name

Cardiac Pacemaker Inc - A wholly owned subsidiary of Guidant Corporation - A wholly owned subsidiary of Boston ScientiﬁLC“
Contact Name

N/A

Address

4100 Hamline Avenue North

Postcode City

MN 55112-5796 Saint-Paul

Phone Fax

N/A N/A

E-mail Country

N/A US - USA




sl

Name

Guidant NV / SA - A wholly owned subsidiary of Boston Scientific Corporation

Contact Name

Karen Kelso

Address

Green Square - Lambroekstraat 5 D

Postcode City

1831 Diegem

Phone Fax
+32241677 11 +3224167702
E-mail Country
Karen.Kelso@bsci.com BE - Belgium

National contact point name

Name of the contact person

Address

Postcode City
Phone Fax
E-mail Country

DE - Germany




6 Medical device information new
[Gass

(¢ AIMD Active implants

¢ MDD Class Il " IVD Annex Il List A

¢ MDD Class llb (" IVD Annex |l List B

¢ MDD Class lla (" IVD Devices for self-testing

" MDD Class | (" IVD General

Nomenclature system (preferable GMDN) Nomenclature code

GMDN 47265,47263

Nomenclature text

Refer to the Field Safety Notice
Commercial name/ brand name / make
Refer to the Field Safety Notice

Model number Catalogue number
Refer to the Field Safety Notice N/A

Serial number(s) Lot/batch number(s)
Review the customer list provided N/A

OR

Enter the model/serial number at www.BostonScientific.com/

lookup

Device Mfr Date Expiry date
2011-09-01 2020-12-31

Notified Body (NB) ID-number

BSI1-2797

Accessories / associated devices (if applicable)
N/A

Software version number (if applicable)
N/A




7 Description of the FSCA

=

Boston Scientific (BSC) is providing important information about dual chamber INGENIO™ family Extended Life (EL) pacemakers
and Cardiac Resynchronization Therapy pacemakers (CRT-Ps). This information applies to approximately 48,000 active devices,
based on the factors described below and in the attached Field Safety Notice (FSN). The INGENIO family of DR EL pacemaker
includes: VITALIO™ DR EL, INGENIO™ DR EL, and ADVANTIO™ DR EL pacemakers and INLIVEN™, INTUA™, and INVIVE™ CRT-Ps.

Background information and reason for the FSCA

BSC has determined that these devices may initiate Safety Mode later in device life (i.e., prior to reaching the Explant battery
indicator) when the device’s battery exhibits high internal impedance. This latent battery condition puts a device at risk for
system resets to occur due to temporary high-power consumption related to telemetry attempts and subsequent reversion to
Safety Mode to maintain back-up pacing. Although therapy is still provided when a device is in Safety Mode, replacement is
required.

- Only dual chamber INGENIO family pacemakers and CRT-Ps built with the Extended Life (EL) battery are included within this
advisory population (Appendix A of FSN). No other BSC products are in scope of this Field Action.

- BSC discontinued manufacturing dual chamber INGENIO EL pacemakers and CRT-Ps in 2018. No affected devices remain
available for implant.

- Boston Scientific has received 65 reports of events associated with dual chamber INGENIO family EL pacemakers and CRT-Ps, in
which devices transitioned to Safety Mode prior to reaching the Explant battery indicator during interrogation attempts by
either a programmer or a LATITUDE™ communicator.

- The most common clinical impact has been early device replacement.

- Myopotential oversensing-associated pacing inhibition, as well as phrenic nerve stimulation have been reported in some
patients prior to device replacement due to non-programmable Safety Mode pacing parameters.

- No patient deaths have been reported.

- It is estimated that one third or more of affected devices will experience Safety Mode prior to reaching Explant battery
indicator.

-« If a device enters Safety Mode, schedule replacement. In situations where non-programmable Safety Mode pacing parameters
(Table 1 of FSN) may not provide optimal support of a patient’s cardiac condition (e.g., adequacy of underlying escape rhythm,
the need for AV/VV pacing for cardiac synchrony, and/or the potential for pacing inhibition due to myopotential oversensing),
consider early device replacement per the following guidelines: ’

- For dual chamber EL pacemakers, replace with a longevity remaining of 4 years (or less).
- For CRT-Ps, replace with a longevity remaining of 3 years (or less).

Description and justification of the action (corrective / preventive)

Boston Scientific has received reports associated with dual chamber INGENIO family pacemakers and CRT-Ps built with the EL
battery (Appendix A), in which the devices transitioned to Safety Mode during interrogation attempts by either a programmer
or a LATITUDE™ communicator. Investigation has shown that the EL battery impedance increases over time, based on implant
duration and power usage. This increased battery impedance may cause a device to exhibit transient voltage decreases during
periods of high-power consumption associated with telemetry communication via a programmer or a LATITUDE communicator.
If the battery voltage drops below a minimum threshold during communication attempts, the device will temporarily halt
telemetry, and a system reset will be performed. The battery voltage recovers and pacing function resumes within one (1)
second; however, subsequent telemetry attempts may result in additional system resets due to the high battery impedance. If
three (3) system resets occur within a 48-hour period, the device is designed to immediately enter Safety Mode to maintain
back-up pacing with pre-defined, non-programmable settings (Table 1 of FSN). There is no delay in resumption of pacing when
the device enters Safety Mode. When a device is in Safety Mode, replacement is required.

Boston Scientific transvenous pulse generators contain dedicated hardware to support overall safety architecture. In
pacemakers and CRT-Ps, this hardware is intended to provide back-up pacing if certain non-recoverable or repeat fault
conditions occur. Safety Mode is not intended to be a substitute for chronic pacing therapy. There is a high degree of
detectability when a device is operating in Safety Mode. A warning screen is displayed on the programmer upon device
interrogation (Figure 1 of FSN). For those devices monitored via LATITUDE, a red alert will also be issued, indicating the device
has entered Safety Mode. If a device is unmonitored for a period of 14 days, it will show up on the ‘not monitored’ status page
on LATITUDE. Whenever a device enters Safety Mode operation, users are instructed to contact Boston Scientific, and Technical
Services will advise device replacement.

Clinical impact:

Investigation has shown that susceptibility of affected devices is increased when the device reaches approximately three (3) to
four (4) years of remaining battery longevity. Based on the available information and subsequent modeling, all dual chamber
INGENIO EL pacemakers and CRT-Ps are potentially susceptible to this latent battery condition and subsequent initiation of
Safety Mode prior to reaching the Explant battery indicator. However, because implant duration and power usage vary and will
impact the rate and degree of battery impedance increase over the lifetime of a device, not all affected devices will manifest in
this manner. It is estimated that one third or more of affected devices will experience Safety Mode prior to reaching Explant
battery indicator.

No deaths have been reported due to this latent battery condition causing devices to initiate Safety Mode prior to reaching the
Explant battery indicator. The theoretical potential for life-threatening harm due to prolonged inhibition or loss of pacing over a




device’s lifetime is estimated to be less than Tin 15,000; this has not been observed. Although the most common clinical
outcome has been early device replacement, Safety Mode parameters may result in unintended clinical impact (e.g.,
myopotential oversensing-associated pacing inhibition, loss of AV/VV synchrony, phrenic nerve stimulation) for certain patients
prior to device replacement. We have observed three instances where patients received external pacing after Safety Mode was
initiate.

The recommendations below can further reduce this risk.

Recommendations (as detailed in FSN)

1. Individual patient evaluation. As noted above, Safety Mode provides back-up pacing under critical circumstances; it is not
intended to be a substitute for chronic pacing therapy. When assessing potential risk for a patient if their device initiates Safety
Mode prior to the Explant indicator, consider patient-specific physiological factors (which may vary over time), including:
adequacy of underlying escape rhythm and/or the need for AV/VV pacing for cardiac synchrony and the potential for pacing
inhibition due to myopotential oversensing.

2. Replacement. If a device enters Safety Mode, schedule replacement. Boston Scientific does not recommend general
prophylactic replacement for affected devices. However, for individual patients, factors such as those listed above and shared
decision-making may support consideration of early device replacement to mitigate unintended clinical impact(s) due to
potential entry into Safety Mode prior to the Explant indicator. In these cases, the following guidance should be considered:

- For EL pacemakers, if early replacement is planned, schedule replacement when the with a longevity remaining of is 4 years
(or less, if the device currently indicates fewer than 4 years longevity remaining).

- For CRT-Ps, if early replacement is planned, schedule replacement when the with a longevity remaining of is 3 years (or less, if
the device currently indicates fewer than 3 years longevity remaining).

3. Follow-up interval. Perform a system follow-up via remote or in-office interrogation at least every 12 months. For patients
who may not require early device replacement, continue with existing follow-up protocols until the longevity reaches One-Year-
Remaining and then follow-up every three (3) months thereafter until replacement is indicated (in accordance with the device's
instructions for use).

4. Medical records. For each patient with an affected device, append their medical record with this letter to maintain awareness
of this topic for the remaining service life of the device.

Adyvice on actions to be taken by the distributor and the user
Please refer to Field Safety Notice.

Progress of FSCA , together with reconciliation data (Mandatory for a Final FSCA)
EU/EEA/Candidate Country reconciliation details are:

Initial communication:
1. Qty of accounts notified: 5555 accounts
2. Qty of accounts closed: 4140 accounts reply forms received + 1415 accounts closed on Good Faith Efforts (GFE) process

Time schedule for the implementation of the different actions
All actions complete

Attached please find FSN Status
XField Safety Notice (FSN) in English C Draft FSN
PXIFSN in national language (® Final FSN
[T]Others (please specify)




within the EEA and Switzerland

KIAT [X|BE [X|BG [RICH [CY

IX|EE XIES XFI [XIFR KiGB
s XiT XL KL LU

NO X|PL PT XrO [XISE
Candidate Countries

[XHR

[CJAll EEA, candidate countries and Switzerland

Others:

The medical device has been distributed to the following countries:

RCz
XIGR
XLV
XSl

[X]DE
[X]HU
[JMT
[ISK

[X]DK
RIE

[XINL
XITR




GMDN Nomenclature text:
Dual Chamber Pacemakers (rate responsive) — 47265
Cardiac Re-synchronization Therapy Pacemakers — 47263

INDICATIONS AND USAGE for DR pacemaker. These pulse generators provide bradycardia pacing and adaptive rate pacing to
detect and treat bradyarrhythmias.

- Symptomatic paroxysmal or permanent second- or third-degree AV block

- Symptomatic bilateral bundle branch block

- Symptomatic paroxysmal or transient sinus node dysfunction with or without associated AV conduction disorders (i.e., sinus
bradycardia, sinus arrest, sinoatrial [SA] block)

- Bradycardia-tachycardia syndrome, to prevent symptomatic bradycardia or some forms of symptomatic tachyarrhythmias

- Neurovascular {vaso-vagal) syndromes or hypersensitive carotid sinus syndromes.

Adaptive-rate pacing is indicated for patients exhibiting chronotropic incompetence and who may benefit from increased
pacing rates concurrent with increases in minute ventilation and/or level of physical activity.

Dual-chamber and atrial tracking modes are also indicated for patients who may benefit from maintenance of AV synchrony.
Dual chamber modes are specifically indicated for treatment of the following:

- Conduction disorders that require restoration of AV synchrony, including varying degrees of AV block

« Wi intolerance (i.e.,, pacemaker syndrome) in the presence of persistent sinus rhythm

« Low cardiac output or congestive heart failure secondary to bradycardia

INDICATIONS AND USAGE for CRT-P. These pulse generators provide a variety of therapies, including:

- Cardiac Resynchronization Therapy (CRT), which treats heart failure by resynchronizing ventricular contractions through
biventricular electrical stimulation.

- Bradycardia pacing, including adaptive rate pacing, to detect and treat bradyarrhythmias.

Indicated for patients with moderate to severe heart failure (NYHA Class lii/1V) including left ventricular dysfunction (EF<= 35%)
and QRS duration >=120 ms and remain symptomatic despite stable optimal pharmacological therapy (OPT) for heart failure.
Atrial tracking modes are also indicated for patients who may benefit from maintenance of

AV synchrony.

Adaptive-rate pacing is indicated for patients exhibiting chronotropic incompetence and who would benefit from

increased pacing rates concurrent with increases in minute ventilation and/or physical activity.

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 Rossana  BEeT
perego e print check send XML-data by E-Mail

1 affirm that the information given above is correct

to the best of my knowledge




