MWHWCTEPCTBO 3 paBOOXPaAHEHUSI

Poccwuiickoit degeparun 2402910
PEAEPAJIbHAA C/1Y>XXBA MO HAA3OPY
B COEPE 34PABOOXPAHEHWA Cy6beKTaM 06paLLI,eHVIFI
(POC3APABHAL3OP) o
MEOAULUWHCKUX N3genmni
PYKOBOAWMTE/Ib
CnaBsHckas nn. 4, cTp. 1, Mocksa, 109074 PyKOBO,CI,I/ITefIHM

TenedoH: (495) 698 45 38; (495) 698 15 74
TeppuTopuanbHbl X

opraHos Poc3gpaBHapj3opa

Ha Ne oT

MeaWUMHCKUM OpraHn3aymnsam

O HOBbIX [JaHHbIX M0 6E30MACHOCTY

MEAVILMHCKVIX V30emT, OpraHam ynpasneHus
PervICTPaLMOHHbIE Y/I0CTOBEPeHMS 34PaBOOXPAHEHNEM Cy6beKTOB
Ne®C3 2012/12614, Poccuiickoit ®egepauun
NeP3H 2018/7782,
NeP3H 2019/8376

bepepanbHaa cnyxba no Hag3opy B cepe 34paBoOXpaHeHUs B pamkax
MCNONHEHNA TOCYLapCTBEHHON (PYHKLWM NO MOHWUTOPUHTY 6e30MacHOCTU MEeULUHCKNX
n3nennii, HaxoaslWMxcsa B obpaleHnn Ha Tepputopumn Poccuiickoinh ®egepaunn, oOoBOAKUT
[0 cBefleHWa cybbekTOoB o6paweHua MeguuuHckoro wusgenua nucbmMo 000 «3660TT
NabopaTtopmn3», YNONHOMOYEHHOrO0 nNpeacTaBuTeNs MNPOW3BOAUTENA MELULWUHCKOTO
W3genns, 0 HOBbIX AaHHbIX MO 6€30MaCHOCTU MPWN NPUMEHEHUN MELULUHCKUX U3LENUN:

«QNeKTPOKAPANOCTUMYNATOP  UMNNAHTUPYEMbIA € MNPUHALNEXHOCTAMUY,
npoussoactea «CeHT Axyn Megukan Kapguak Putm MeHegxmeHT AuBuxH», CLW A,
pernctpauumoHHoe ypgoctoBepeHue ot 23.09.2016 Ne ®C3 2012/12614, cpok peldcTBua
He OrpaHuyeH;

«QNeKTPOKAPAUOCTUMYNATOP WMNAAHTUPYeMblA OAHOKaAaMepHbIi B BapuaHTax
ncnonHeHns Endurity MR1; Assurity MRI», npousBoactBa «CeHT [Oxya Mepgwukan,
Kapagmnak Putm MeHegxmeHT [AuBuxH», CLWI A, perucrtpaymoHHoe YyLOCTOBEpPeEHUe
071 01.11.2018 Ne P3H 2018/7782, cpOK AeACTBUSA HEe OTPaHUYEH;

«9NEeKTPOKAPANOCTUMYNATOP WMNNAHTUPYEMblA ABYyXKaMepHbli B BapuaHTax
mcnonHeHnsa Endurity MRI; Assurity MRI c npuHagnexHocTaMu», npon3soactea «CeHT
Axyn Mepukan, Kapgunak Putm MeHegxmeHT [AuBuxH», USA, perucrpauumoHHoOe
yaocTtoBepeHune o1 21.05.2019 Ne P3H 2019/8376, CpoK Le/AiCTBUA HE OTPaHUYEH.

B cnyyae Heob6XxoAMMOCTW MONYYEHNS AONONHUTENbHOW MHGpOPMaLUK obpalaTbecs
BOOO «3660TT /1abopaTtopun3» N0 KOHTAKTHbIM AaHHbIM, YKa3aHHbIM B MPUNOXEHUN.

MpunoxeHune: Ha 14 n. B 1 3k3.

A.B. CamoliinoBa



or

Cpo4HOe 06HOBNEHNE KYBEeAOMMIEHUIO O
6e30MacHOCTM Ha mecTax

a Ans YACTU KAPOMOCTUMYNATOPOB CEPUM ASSURITYA* U
ENDURITYA**
Abbott MOJENM PM1152. PM1160, PM1172. PM1240. PM1272, PM2152,

PM2160, PM2172. PM2240, PM2260, PM2272
OkTa6pb 2021 T.
YBaxkaeMblii Bpay Wav MeguLMHCKUIA paboTHMK!

KomnaHua Abbott o6palaeTca kK Bam B npogomkeHne Halwero YsefomMaeHnss o 6e30nacHOCTM AN 3aKa3unKos,
BbIMyLeHHOro B mapTe 2021 r., KacaTesibHO YacTu KapANOCTUMYNATOPOB cepumn Assurity”™ n Endurity™” , kKauecTBo
KOTOPbIX MOI/10 NOCTpPaAaTb OT YACTUYHO HEMOJIHOTO NepemMeLllBaHNA 3NOKCUAHOIo Knes B NpoLecce nponssoAcTaa.
3Ta npobnema MOXET MPUBECTUN K MPOHUKHOBEHWIO Bfiaryn B rofIoBKY UMMY/LCHOIO reHeparopa, YTo co3gaeT puck
npepbiBaHUs paboTbl ycTpolicTBa. Kak onmucaHo B coo6leHUn, BbinylweHHOM B MapTe 2021 r. (CM, CCbINIKY HIDKE),
KOHKPETHO 3TOT MPOU3BOACTBEHHbIV MeToA 60/blie He NCMONb3YeTCA U AN UMNAaHTauun 6onblue He npegnaralnTcs
yCTPOIiCTBA C TAKMM MOTEHLMaNbHbIM AedeKTOM

Cny4yaeB NpuUYMHEHNA cCepbe3HOro Bpea nayneHrtam ms-3a aTom np06ne|v|b| He 6bIN0 3aperncTtpmnpoBaHo.

B mapTe 2021 r. komnaHusa Abbott yBegomuna Bpaveit 0 ToM. 4To Npnban3ntTensHo 95 000 ycTpoOACTB, M3rOTOBEHHbIX
Ha KOHKPETHOM TEXHO/0rMYecKoM 060py0BaHMM, NOTEHUNANBHO YA3BUMbI K 3TO npobneme. K 3aperncTpupoBaHHbIM
KNMHUYecKnM ahhekTaMm OTHOCUINCH MPepbiBaHWe AUCTAHLMOHHbLIX U3MEPEeHUit / CBA3W, CHUXKEHUE CPOKa CyXXObl
aKKyMynsiTopa, 0CTaHOBKa KapAWOCTUMYNAUUU W/VAN COKpalleHne nHTepsana Mexay MHAMKaTOpOM MIaHOBOW
3aMeHbl (Elective Replacement Indicator, ERI) n okoHuyaHueM cpoka cnyx6bl (End of Service, EOS).

C mapTa 2021 r. B pe3ynbTaTe NOCTMapKETMHIOBOro HabnwaeHns komnaHus Abbott BeisBuna 29 ycTpoiicTts ¢
npr3HakaMyu NPOHUKHOBEHWSA Bfaru, KOTOpble He BXOAUAW B AMana3oH U3fennil, Ha KOTopble pacnpocTpaHanoch
yBeJoMmeHune, BbinylweHHoe B mapTe 2021 r. Mo pe3ynbTaTam fanbHellWwero n3ydeHnss 3aperncTprpoBaHHbIX
cnyyaeB komnaHus Abbott pacwmpseT gnanasoH n3genuin, 0XBavyeHHbIX AaHHbIM YBeAOMIEHNEM, NPUOAN3NTENbHO
euwe Ha 240 000 ycTpoliicTe, B aToli paclumpeHHo BbIBOpKe YacToTa nosiBneHns npobnembl coctasnseT 0,01%

Mo faHHbIM KoMnaHuy Abbott Bbl BefeTe HabMlOAeHNe HE MEHEE YeM 3a OAHMM MauWeHTOM, KOTOPOMY
MMMNIaHTUPOBaN NOTEHLMANBHO NPOG6IEMHOE YCTPOWCTBO U3 NMPUIaraeMoro Crnmucka ycTpoiicTB XoTs 06Luii
npodusb prcka HU3KWIA, NoXanyicTa, 03HAKOMbTEChH C MPeACTaB/EHHbIMU HUXE PEKOMEHJALMSMU NOMNEYEHNI0
naLyeHTOB.

KomnaHusa Abbott Hauana NPUMEHSITb HOBbIA UHCTPYMEHT — «UHAMKATOP KayecTBa paboTbl 3/1€KTPOHMKM»
(Electronics Performance Indicator, EPI) ona nomMmolwun B ne4yeHUn naumeHToB, HabnwLeHne 3a KOTOPbIMA
Befetcsa B ceTu Merlin.net. HcTpyMmeHT EPI fononHaeTt nokasatenb ERI gaHHbIMU, focTynHbIMK B ceTu Merlin,net,
Ana onpejeneHns OTKNOHeHW B paboTe 3/1eKTPUYECKOl CUCTEMbI M3-3a MOTEPU repMeTMYHOCTU. PacyeTHas
YyBCTBUTENBHOCTb MHCTPYMeHTa EPI cocTaBnseT 87% (cnocobHOCTb K 06HAPYXXEHWIO OTKNOHEHWI Takoro poja B
paboTe 3NIeKTPUYECKON CUCTEMbBI), a pacyeTHas cneyn@uyHocTb >99,9%. NHcTpymeHT EPI npegHasHayeH ans
paHHero obHapy>xeHus, B cpefHeM 3a 6 Hegenb, c60eB B paboTe ycTpoiicTBa (Hanpumep, npepbiBaHWA
OVNCTaHUMOHHBIX M3MepeHuniin / cBa3n 1 T. n.). CBON MHCTPymMeHT EPI kak meTof HabnogeHms komnaHusa Abbott
Mcnonb3yeT AN aHanmsa AaHHbIX, NoyYaemMblX OT BCEX YCTPOWCTB M3 AnanasoHa nocTpajaslunX, KOTOpble
noaaep>xusaroT cBA3b ¢ ceTblo Merlin.net. Mpu noctynneHnn curHana ot EPI komnaHnsa Abbott HanpasnseT
yBeAOM/IEHME B K/IMHWUKY MO 3/IEKTPOHHON Mo4Te, ykasaHHon B Merlin net lMoxanyicta, nogaepxusainTte
aKTyanlbHOCTb KOHTaKTHOI nHcopmauun Baweit knnHuky B ceTn Merlin net

PekomeHgauum no neyeHUo NaymMeHToB.

Oco3HaBas, 4YTO c/ly4yail Kaxgoro naumeHTa TpebyeT O0TAe/MbHOr0 PacCMOTPEHMS €ro fieyaluMm BpayoM, KOMNaHus
Abbott nocne coselaHuns ¢ KoHcynbTatuBHbIM MeauumnHckum copetom (KMC) Abbott CRM, npegnaraet
HmKecnegyowme 06HOBNEHHbIE pEKOMeHAaLUnn



e T[pothunakTnyeckas 3ameHa reHepaTopa He peKoOMeHAoBaHa. 3TO 06bACHAETCSA OYeHb HU3KOI YacTol
NPo6eMHbIX Cly4aeB, a TakkKe HU3KOW BEPOSITHOCTLIO IPUUMHEHNE Bpeda NauWeHTy npu 3ameHe
KapAnocTumMmynsaTopa nocne nonyvyeHunsa ysegomneHnsa EPl nnn npegynpexgaeHnsa ERI/EOS

e T[naHoBoe HabnwAeHWe LO/MKHO NMPOAOMKATLCSA N0 CTAHAAPTY /IeYEHUSA U KJIMHUYECKOMY NPOTOKOy.
MpoBepsiiTe hyHKLMOHUPOBAHMWE YCTPOWCTBA, B TOM YKC/Ie U3MEPSIEMOE HAaNpPshKeHWe akKymynsTopa uiu
Nto6ble HeOXUJAaHHbIe U3MEeHeHUs B MOTPEGIeHNN NUTaHKS OT akKymynsiTopa. Kpome Toro, oLeHuTe
BO3MOXHbIi PUCK Yy MaLMEHTOB, KOTOPble 3aBUCAT OT KapAMOCTUMY/ATOpa M 38 KOTOPbIMW HEBO3MOXHO BECTU
HafexHoe HabnAeHre cpeAcTBaMuU yY4aNeHHOr0 MOHUTOPWHTA.

e bbicTpasA 3ameHa ycTpoiCcTB, NONy4YMBWUX yBegoMneHne EPI, gocturwnx npegena ER1/EOS wnm
NCNbITbIBAKOLWUX OAUH U3 BbILLIEMEPEYNC/IEHHbIX KINMHUYECKUX 3PhEKTOB, B 3aBUCUMOCTN OT
nepBOMNPUYUHHOIO 3a60n1eBaHNA NauueHTa

e [lo Mepe BO3MOXHOCTMU, BeanTe HabnwgeHne 3a nayneHTamMmm ¢ nomouwbio cetn Merlin.net, 4To6bI
BOCMO/1b30BaTbCA MPeUMyLLecTBaM MOHUTOPUHIa NpeaynpexaeHnii B Nepnuos Mexay naaHoBbIMK
npoBepkamu ycTpoiicTea. MNauneHTam, y>xe 3apermcTpupoBaHHbiM B ceTu Merlin.net, HanomunHainTe o
Ba>KHOCTM MCMNO/b30BaHUA yaaneHHoro HabngeHuns, Kotopoe obecneymBaeT eXXefHEBHbIA MOHUTOPUHT
npegynpexaexHnii no nuankatopam ERI n EOS, a Tenepb M MOHUTOPUHT 6€30NacHOCTM NONyNsAUUN,
BK/IIOYEHHOI B yBeAOMIeHNE 0 6e30NacHOCTM, C MOMOLLbI MHCTPyMeHTa EPI

B kauecTBe AOMOMHMTENLHOIO pecypca NpefocTaBnsaeTca UHCTPYMEHT Moucka YCTPOICTB Mo agpecy
www.cardiovascular.abbott/pacemaker-lookup. OH MoXeT nomoyb Bam nnu Balwemy yupexzaeHuto onpegenuntb
nocneAcTBmA AN NauneHTOB, KOTOPbIX Bbl BegeTe.

Kpome Toro, no cnegytouwemy agpecy Bobl HaligeTe coobuieHne, HanpaBieHHoe B MapTe 2021 r.:
https://www.cardiovascular.abbott/int/en/hcp/product-advisories.html

KomnaHus Abbott yBegoMuT BCce NpuyacTHble perynvpytoLive opraHbl no aToMmy Bonpocy. MepegaiiTe, noxanyiicTa,
3T0 yBEAOMJIeHNs ApYyrMM nuuam B Balueid opraHu3aumu, ecim aTo HEO6XOAMMO,

O HexenaTeflbHbIX IBIEHUSIX UM 06HAPYXEHHbIX NPO6/eMax ¢ Ka4eCTBOM MOXHO 06pallaTbcs HEMOCPEACTBEHHO B
KomnaHuto Abbott. Ecnu y Bac nosiBsiTcsi BONpochl 06 3TOM yBeAOM/IeHUM, Noxanyiicta, o6palwiaiiTecb K MECTHOMY
npeacTaBuTeNto KomnaHum Abbott: MomMuMo 3TOro, NPocUM Npu coaeiicTBUM NpeAcTaBuTeNs KomnaHuy Abbott
BO3BpallaTh B KOMNaHuto Abbott akcnnaHTUpoOBaHHbIE YCTPOACTBA A1 OLLEHKM W aHann3a UX CoCTOSIHNSA

Mbl MPUHOCUM CBOU WCKPEHHWE U3BMHEHUS 3a NPUUYMHEHHbIE C/IOXHOCTU UM Heyno6CTBa. YBepsieM Bac B TOM, UTO
KomnaHus Abbott HeycTaHHO cTpeMuTcst 06ecneYrBaTh HaUBLICLLEE KAYECTBO NPOAYKLMM W NOLAEPKKA, U
6narofapum Bac 3a noMollb B 3TOM fefe

C yBaxkeHuewm,

Po6epTt bnaHT (Robert Blunt)
Buue-npe3ngeHT no kavyecTBy
MogpasfenexHve No ynpasfieHUo puTMOM cepaua komnanmm Abbott


http://WWW.cardiovascular.abbott/pacemaker-lookup
https://www.cardiovascular.abbott/int/en/hcp/product-advisories.html

Report Form
Field Safety Corrective Action

Medical Devices Vigilance System
(MEDDEV2.12/1 rev 7)

r\ew case, keep base data Version 2Jen
2012-12-03

import XML fix + save

fill vifith test data#!

1 Administrative information

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

All countries within the EEAand Switzerland who have received affected medical devices.
Type of report

C Initial report

C Follow-up report

(+ Final report

Date of this report

2021-09-22

Reference number assigned by the manufacturer
f A-Q121-CRM-1 Assurity tndurity Pacemaker Header
FSCA reference number assigned by NCA

N/A

Incidence reference number assigned by NCA

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

2 Information on submitter of the report

Status of subminer

C Manufacturer

(s Authorised Representative within EEAand Switzerland
C Others: (identify the role)

3 Manufacturer information new

Name
Abbott
Contact Name

Robert Blunt

Address

15900 Valley View Court

Postcode City

CA 91342 Sylmar
Phone FaK
+1818493 2573

E-mail Country

robert,blunt(»abbott.com US-USA



4 Authorised Reprtsentativt information

Name

St. Jude Medical Coordination Center BVBA
Contact Name

Dr. Michael Thiel

Address

The Corporate Village, Avenue Da Vincilaan 11, Box T1

Postcode

B-1935

Phone
+4961967711150
E-mail

EMEA_CN_Regulatory_Compliance@abbott.com

5 National contact point information

National contact point name
Abbott Medical Greece

Name of the contact person
Michail Astras

Address

Iroos Mats! snd Archaeou Theatrou
Postcode

17456

Phone

+30698463/119

E-mail

michail.astras@abbott.com

City

Zavenfem

Fax
+4961967711157

Country

BE - Belgium

City
Alimos, Athens
Fax

Country
GR- Greece

new

new


mailto:EMEA_CN_Regulatory_Compliance@abbott.com
mailto:michail.astras@abbott.com

6 Medical device information

Class

(» AIMD Active implants
[ MOD Class Il

" MOD Class lib
TMDD dass lla

" MOD Class 1

Nomenclature system (preferable GMDN)

GVDN

Nomenclature text

Dual (single)-chamber impi, pm, rate-responsive
Commercial name/ brand name /make

Assurity, Endtirity

Model number

PM1152, PM1160, PM 1172, PM 1240, PM 1272, PM2152,
Serial number(s)

Subset of Assurity and Endurity serialnumbers.

Device Mfr Date

Notified Body (NB) ID-number
0123
Accessories /associated devices (if applicable)

N/A

Software version number (if applicable)

N/A

r IVOAnnex Il List A

" IVDAnnex Il List B

P IVD Devices for seif-testing
P IVD General

Nomenclature code

47265,47267

Catalogue number

Lot/batch number(s)

Expiry date

new



Background information and reason for the FSCA

Abbott isinforming customers of an issue which may affect a subset of Assurity and Endurity pacemakers. Through Abbott's
post market surveillance processes, a low observed rate (0.049%) of malfunctiorrs has been detected among devices
manufactured on specific manufacturing equipment between 201Sand 2018. These units wetefrom a manufacturing process
which is no longer in use. No affected devices remain available for implant.

Description and justification of the action (corrective /preventive)

The issue is caused by intermittent incomplete mixing of epoxy during manufacture, which may allow moisture ingress into the
pulse generator header As aresult, the potential for affected devices is inconsistently dispersed throughout the above time
period. To date, one hundred thirty-five (135) devices have been observed with this issue. The repotted clinical impact has
included loss of telemetry / communication, reduced battery longevity, loss of pacing, and/or shortened duration between
Elective Replacement Indicator (ERI) and End of Service (EOS). Forty-eight (48) devices were returned with an associated report
suggesting loss of pacing. Additionally, twenty-one (21) returned devices reached FRI earlier than expected with an average of
17 days from ER to ECS, n
Advice on actions to be taken by the distributor and the user

« Prophylactic generator replacement is not recommended

« Routine follow-up should remain as per standard of care and clinical protocol
1 Prompt replacement for devices that reach ERl or EOS unexpectedly

*«When possible, monitor patients using Merlin.net

For more details please refer to the FSN

Progress of FSCA, together with reconciliation data (Mandatory for a Final FSCA)

Abbott has notified all customers who have implanted affected devices with the FSNand a proof of delivery. Abbott determined
that Assurity™ and Endurity™ pacemakers built using specific manufacturing equipment between 201Sand 2018 have
experienced alow rate of malfunction caused by moisture ingress through the device header and feedthrough. The risk has
been assessed through our Health Hazard Evaluation process for the entire population built within this timeframe (278,100).
Evaluation of the data, including date of manufacture, duration from implant to failure, and other indicators, has shown the
empirical data to itself be the best predictor of performance. The stratified nature of the defect does not allow typical inferential
statistical prediction (such as a K-M curve). Rather, there is significant correlation between defective devices by date of
manufacture. Data indicate that units manufactured on impacted equipment within the two-days prior to and following a
complaint unit are more likely to be associated with adefect Therefore, Abbott has taken steps to perform Field Safety
Corrective Action on an at-risk subset of units manufactured on the impacted equipment within the two-days prior to and
following of acomplaint unit. These units were from a manufacturing process which is no longer in use. No affected devices
remain available for implant.

Abbott will continue to monitor reported events associated with the issue artd may expand the subset accordingly with
additional customer mailings performed as required. Any such changes will be reported to Competent Authorities concerned.
Time schedule for the implementation of the different actions

The FSCAis considered closed.

Attached please find FSN Status
O Field Safety Notice (FSN) in English " Draft FSN
O FSNin national language (i- Final FSN

O Others (please specify)

FSNin English and local language already provided with the initial report



The medical device has been distributed to the following countries:

within the EEA and Switzerland

nAT B BE BBG BCH nCy Bcz BDE
BEE B es BEI BFB BOB BOR BHU
ois BIT ou BLT BLU oL oMT
B NO B PL BPT B BO BSE B S BSK

Candidate Countries
®HR
MAWN EEA candidate countries and Switzerland

Others:

This FSCA will be initiated in all countries worldwide with affected devices.

BDK

B IE
BNL

BTR



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

. &&"S "
Signature print check

(affirm that the information given above is correct
to the best of my knowledge



MMMOPTUPOBaTh NPUHATL + dopma oTyeTa
XML COXpaHnTb o
KoppekTupytoLiee gecteme no 6e3onacHocTun
BHECTU flaHHble UcnbiTaHna Nel MegunumHckoro ngenus (FSCA)
CucTtemMma Haa3opa 3a KayecTBOM MeOULUHCKUX N3aenni

HOBbII1 Cyyaii, COXpaHUTb 6a3oBble (MEDDEV2.12/1 pep, 7)
[laHHble Bepcua 2 7en

03 12.2012 T.

1 AaMuHucTpaTnBHasa Hgopmaumsa

B Kakoih HauMoHaNnbHbIM KOMNEeTeHTHbIW opraH (HKO) HanpaB/ieH AaHHbIA OTYET?
Bce cTpaHbl B npegenax E33 u WWBeiiuapusa, B KOTopble 6bI/IM NOCTaBNeHbl GpakoBaHHbIe
MeauLUHCKNe n3genus.
Tnn coobLeHuns

O MepBOHayvyanbHbIN OTYET

O OTtyer 0 MocnefylolWEM KOHTPONE

® 3akn4uTeNbHbIR OTYET

JaTta otyeTa:

22.09.2021 r.

Vicx. HOMep, MPUCBOEHHbIN MponsBogUTENIEM

FA-Q121-CRM-1 [lepxatenb Kapauoctumynatopa Assurity Endurity
Mcx. Homep FSCA, npucBoeHHbIn HKO

H/M

Mcx. Homep npouvcuwecTBud, NpnucBoeHHbln HKO

Ha3BaHune koopaunHupytouiero HKO (ecsiv npyvmMeHMMO)

2 CBepneHust 06 aBTope oT4veTa

Crtartyc aBTOpa oT4yeTa

O Mpoussoautenb

® YnonHOMOYEHHbIN npeactaButenb B E93 u lBeiyapun
O Mpouyee (ykasaTtb posib)

3 VIHchopmauus o npousBoanTene HOBbI A

Ha3sBaHue

«9660TT»

PO KOHTAKTHOrO nnua:
Pobept bnaHt

Appec

15900 Beiinu Bblo Kopt

Mo4TOBbI UHAEKC fopop
CA91342 Cunmap
TenedoH dakc
+1 818 493 2573

3n. nouTa CTpaHa

robert.blunt@abbott.com CWA


mailto:robert.blunt@abbott.com

4 NHpopmauma o6 ynosTHOMOYEHHOM npeacTaBuTene HOBbI

Ha3saHune

«CeHT Kyn Meguikas», KoopauHauMoHHbIA UeHTp EBBA
PO KOHTAKTHOro finya:

JokTop Maiikn Tnanb

Appec

KopnopenTt Bunnamk, Ja BuHknnnvad 11 a/a F1

MouToBbLIV MHAEKC fopog

B-1935 3aBeHTEM
TenedoH dakc
+44961967711150 +4961967711157
On. noyrta CTtpaHa

EMEA CN Regulatory Compliance@abbott.com Benbrusi

5 CBeaeHusi 0 KOHTAKTHOM /InLEe B cTpaHe HOBbI

HanmeHOBaHVe KOHTAKTHOrO fiuga B CTpaHe
«9660TT Meaumkan» (Ipeuust)

PO KOHTaAKTHOro /mua

Mwuxawnn AcTpac

Appec

Mpooc MaTtcu Apxasy TeaTpoy

Mo4yTOBbIN UHAEKC fopop

17456 Anunmoc, AduHbI
TenedoH dakc
+306984637119

Q1. noyTa CTtpaHa

michail.astras@abbott-Com peuus


mailto:Compliance@abbott.com

16 IHdpbopMaums 0 MegULMHCKOM Mn3aenumn HOBbI i

Knacc O IVD MpunoxeHue Il Cnucok A

0 AkTuBHble umnnaHtel AUMU O IVD MpunoxeHwue Il Cnnucok B

O MDD knacc Il O IVD Ws3pennsa gna camoTecTUpOBaHuA
O MDD «knacc lib O IVD O6uwue gaHHble

O MDD knacc 1lla
O MDD knacc 1

HomeHKknaTypHas Knaccungpunkayuns HomeHKnaTypHbIN Kop
(npegnoyutntesibHo GMDN)
GMDN 47265,47267

TeKCT HOMeHKNaTypbl

ABYyX-/0ogHOKAMEPHbIA MMNIAHT, C OTBETOM Ha 4acToTy

Toprosoe HanmMmeHoBaHue /Ha3BaHue 6peHaa /Mapka

Assurity, Endurity

Homep mopenu Homep no katanory

PM 1152, PM 1160, PM 1172, PM 1240,

PM 1272, PM2152,

CepwuiiHblii(-e) Homep(-a) Homep(-a) naptuu/cepun:
JononHNTeNbHbIW KOMMIAEKT Assurity u

Endurity, cepuitHble HOMepa.

JdaTta npousBoacTBa unsgenuvsa JaTta ncreyeHumsa cpoka rogHocCTm

Mag. Homep ynosiHoMmo4deHHOro opraHa (YO)

0123

MpuHagne>xHocTn /cBA3aHHble n3genusa (ecnm NpUMeHMMO)
H/M

Homep Bepcuu MO (ecnm NpUMeHNMO)

H/N



7 OnncaHune FSCA

McxogHble faHHble v npydnHa FSCA

«3660TT» yBEAOMNSAET KIMEHTOB O Npob/eme, KOTOpas MOXET CKa3aTbCs Ha KayecTBe LONOSHUTE/IbHOro
KOMMIEKTa KapAnmocTumMynsaTopoB Assurity n Endurity B xoe mocTperucrpaumoHHOro Hag3opa KomnaHuer
«3660TT» OblN1 BbISAB/EH HU3KMIA HabNgaeMblii ypoBeHb Henonagok (0,049%) cpean v3genwii,
Npon3BefeHHbIX HA KOHKPETHOM NPOM3BOACTBEHHOM 060pyaoBaHUKM B nepuog ¢ 2015 no 2018 rr. B
HacTOALWMIA MOMEHT 3TOT MPON3BOACTBEHHLIM Npouecc 60/blle He NpUMeHseTcs. bpakoBaHHble n3aenuns B
HaCTOSALUNIA MOMEHT He MMMIaHTUPYIOTCS.

OnucaHve 1 060CHOBaHME AENCTBUS (KOPPEKTUPYHOLLIErO/NpeaynpeskaatoLLEero)

[JaHHaa npobnema obycnosneHa NepmoanyeckMM HemnosHbIM CMeLIVBaHNEM 3MOKCUAHOW CMObl B Xofe
NPOU3BOACTBA, YTO MOXET MPUBECTU K MPOHWKHOBEHWUIO BMarn B fepxxartesb Kapamoctumynsatopa, B
pe3ynbTate NoTeHUManbHble 6pakoBaHHbIe U34enns MOryT 6biTb BbisIB/IEHbI B 11060/ MOMEHT B pamKax
BbllLleyKa3aHHOro neproga. Ha cerogHAWHMA aeHb BbiiBNeHo 135 (CTo Tpuauath NATb) M3Aenuii ¢ AgaHHOM
npo6semMoil. 3aperncTpupoBaHHoOe K/MHMYECKOoe BO3AeNCTBME BK/IKOYA/I0 NOTEPI0 curHana
TenemeTpun/KOMMYHUKALMOHHOIO CUrHana, yMeHbLUEeHUe CpoKa CnyX6bl 6aTtapeun, NoTepro perynauum
puT™ma 1 (W) coKpalleHme cpoka Mexay cpabatbiBaHMEM MHAMKATOpa njaHoBoW 3aMeHbl (ERI) n
OKOHYaHueMm cnyxo6bl n3genusa (EOS). 48 (copok BOCEMb) YCTPOWMCTB OGbl/I0 BO3BPALLEHO C YKazaHWeEM Ha
BO3MOXHYIO MOTEPIO perynaumm putma. Kpome Toro, Ha 21 (aBafuaTb O4HOM) BO3BpAaLLEHHOM YCTPONCTBE
ERI cpaboTan paHblle, YeM 0XWAAN0Chb, NpU 3TOM cpefHuii nepuog oT ERI go EOS coctaBun 17 gHeii.
PekomeHayeMble AeCTBUSA CO CTOPOHbI ANCTPUOLIOTOPa U NOMb30BaTe s

e He pekomeHayeTcs Npon3BOANTbL NPOUNAKTUYECKYIO 3aMeEHY reHepaTopa

e PerynsipHblii nocneayowmnii KOHTPO/Ib AO/KEH MO-MPEXHEMY OCYLLECTBAATLCA B COOTBETCTBUM C
YCTAHOBJ/IEHHbIM CTaHAAPTOM O6CNY>XMBAHUSA U KIIMHUYECKMM NPOTOKO/IOM

e HesamegnurtenbHas 3amMeHa 13genvs, KOTopble HEOXMUAAHHO gocTurnu ctagun ERI nam EOS

10 BO3MOXHOCTW, MOHUTOPUHI MNauUMeHToB, ucnonb3yrowmx Merlin.net YTob6bl y3HaTh 60MbLUE, CM
yBeAOM/IEHNE O NpaKTuyeckoi 6esonacHocTu (FSN)

Xop, ocyulectBneHus FSCA, BKIOYasa AaHHble CBepKX (0653aTesibHO A1 3aKk/tounTeibHoro FSCA)
«3660TT» yBEAOMMUA BCEX KIMEHTOB, KOTOPbLIM Obl/IM MMMNIAHTUPOBaHbI GpakoBaHHbIe N3aenus,
npegoctasme FSN v noaTBepXaeHWe AOCTaBKU. «3660TT» yCTaHOBW/A, YTO Cpeau KapauocTUMYNsSTOPOB
«Assurity™ n Endurity™, npon3BegeHHbIX Ha KOHKPETHOM MPOM3BOACTBEHHOM 060pPyAOBaHMM B NEPUOS C
2015 no 2018 rr., 6611 BbISABNEH HU3KUIA HabNO4aEMbIA YPOBEHb HEMONAAO0K, BbI3BaHHbLIX NMPOHWKHOBEHMEM
Bnarv B gepXkaTtenb U3fenunsa 1 cKBO3Hoe coefnHeHue. MpoBefeHa oLeHKa pucka ¢ y4eTom 6e30MnacHoCTH
ANS 300Pp0BbSl B OTHOLLEHUW BCe napTvu, NPOM3BEeAEeHHON 3a yKasaHHbI nepuog (278 100) Mo
pesynbTaTtam OLUEHKU AaHHbIX, BKIOYaa gaty Npov3BOACTBa, Nepuog ¢ AaTbl MMNAaHTaumMm Ao
BO3HVMKHOBEHWNS Henonagkun, v npoyve nokasartesu, BbISIBNIEHO, YTO caMu Mo cebe amnupuyeckme gaHHble
flydlle BCero oTpaxaroT aKcnjyaTauMoHHble XapaKTepucTukn nsgenns. CTtpatnuumpoBaHHbili xapakTep
AedeKkTa He NO3BOMSAET NPEeACTaBUTb CTaHAAPTHLIA MHEPEHUNANbHbI CTAaTUCTMYECKNIA NPOrHO3 (Takoi Kak
kpuBas K-M) OpHako MMeeT MeCTO CyLleCTBEHHOE COOTHOLIEHME Mexay 6pakoBaHHbIMU U3LeNNsSMU 1
[aToil ux Nnpom3BoAcTBa. JlaHHble YKa3biBalOT Ha TO, YTO U3AeNus, Npon3BedeHHble Ha YKa3aHHOM
obopyfoBaHuM 3a ABa AHA 40 U NOoc/e TON eAnHNLBI NPOAYKLMK, Ha KOTOPYIo Oblsia nofjaHa xxanoba, valle
ApYrux accounmnpyrotesa ¢ gedekToM. Takum obpasoM, «3660TT» MpuHANa Mepbl B LEeNsx ocyLecTBleHUs
KoppekTtupytowero gelictema no 6e30nacHOCTY MeAMLMHCKOrO N34enunst B OTHOLWEHUM HaxodsLlerocs B
rpynne pvcka AOMOMHUTELHOTO KOMMeKTa U3gennii, NpomM3BeAeHHbIX Ha yKazaHHOM 060py0oBaHUN 3a ABa
OHA A0 1 nocne eguHULbBI NPOAYKLMKW, Ha KOTOpyto Oblna nogaHa Xanoba. B HacToAWwmMi MOMEHT 3TOT
NPOM3BOACTBEHHbBIN NpoLuecc 60/blle He NpUMeHseTcs bpakoBaHHble N34eNus B HACTOALWMA MOMEHT He
UMMNaHTUPYIOTCS.

«3660TT» NPOAO/HKUT OCYLLECTBATLCA MOHUTOPUHT 3aperucTprMpoBaHHbIX ABAEHUA, CBA3AHHbLIX C AaHHOW
npo6semMoii, 1 BNpaee pacliMpuUTb AOMNOMHUTENbHbIA KOMMNIEKT COOTBETCTBYIOWMM 06pa3om npu ycnoBsuu
CBOEBPEMEHHOI0 YBEAOM/IEHNA KIMeHTa 06 3ToM no noyte. CBeAeHUsA 0 BHECEHHbIX U3MEHEHUsX byayT
JoBefeHbl 0 CBefeHUA COOTBETCTBYIOLMX KOMNETEHTHbIX OPraHoB
MpadmK peanmsaumm pasinyHbIX OeACTBUIN

FSCA cuuTaeTtcs 3akpbiTbiM

Cwm, BNoxeHue Cratyc FSN

O YBefOM/IeHME O MpaKTU4ecKor 6e3onacHocTr O MpoekT FSN
(FSN) Ha aHrminckom

o FSN Ha HauMOHaIbHOM f3blKe ® Wtorosoe FSN

13 Apyroe (ykasaTtb)
FSN Ha aHrniACKOM M MECTHOM f3blKax Y>Xe NpefocTaB/ieHO BMecTe C NepBOHavaslbHbIM OTYETOM



Peanusaunsa MeanuMHCKOro U3AeNns OCYLLLECTB/ISIETCA B cleaytouwmx

CTpaHax:
B E3S3 u WBeiyapun
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CTpaHbl-kKaHAnAaThI
B HR

OBce cTpaHbl ES33 cTpaHbl-kaHanaaTbl u Weeiuapus

Apyrue:
faHHoe FSCA 6ypeT MHULMMPOBAHO BO BCEX CTpaHax Mupa B OTHOLEHUK

6pakoBaHHbIX U3AENNIA.




8 KommeHTapumn

H/N

Mogaya pfaHHOro oT4yeTa cama No cebe He npeacTaBnseT coboli  3akawyeHue
npoussoaMTeENdA, U (MAM) YNOJHOMOYEHHOro TnpeAcTaBUTENd, WIN HaAUUOHANIbHOIO
KOMMEeTEHTHOro opraHa o TOM, 4YTO coflepXaHue AJaHHOIO oTYeTa ABNSeT CA MOSHbIM UK
TOUHbIM, YTO yKasaHHOe B HEM MEAMUWHCKOEe M3genne umeeT Kakue-nnbo Hemonagku wu
(M) 4TO Takoe u3Aenue CcTano MNPUUYMHOIR WAN KaKMM-Tn60 o06pa3om CBSI3aHO C
npegnosaraemMoli CMepThbiO UK YXYALIEHNEM COCT OSSHUSA 340P0BbA Kakoro-nn6o nuua.
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1 noAaTBepyKaato, UTO ykazaHHasa BblLLe
VHhopMaums ABASIeTCS BEPHOM Ha
OCHOBaHUM NMEIOLLIXCS CBeAeHWNIA.

no ane KTpOHHOVI noyrte



