@ BIOTRONIK

”S‘l ence rr,:! wl"‘

CpouHoOe yBeaoMsieHue o npobneme 6e30nacHOCTH

Ycrpoucrtia Ilivia, Inlexa, Intica, Intica Neo ICD u CRT-
V70 /9@0&)
BepnuH, 20 Hos6psa 2020 .

YBaxkaeMble Bpauu U MeauumHcKue paboTHUKY,

KomnaHua BIOTRONIK BbisiBUNa peakylo, HO MOTEHUMANbHO Cepbe3Hylo npobnemy y 24x yCTPOUCTB.
Cpean 3aTpoHyTbIX yCTpoWcTB ecTb Moaenu llivia, Inlexa, Intica, Intica Neo ICD u CRT-D. Bbl nonyunnu
3TO MUCbMO MOTOMY 4YTO Mbl CYUTAEM, YTO 3Ta CUTyauUs MOXET OTPa3uUTbCA Ha BalleM MNaLueHTe WUau

nauuneHTax.

Ha cerogHAWHWA AeHb He 6blN0 3adMKCUpoBaHO HU oaHOro c60s B paboTe YyCTPOWUCTB WM MPUYUHEHUS
TpaBM NauUMEHTY; OAHAKO, 3TO HECOOTBETCTBME MNOTEHUMANbHO MOXET NPUBECTM K 6bICTpoMYy paspsaay
aKKyMynatopa B /1060 MOMEHT Cpoka CnyX6bl yKa3aHHbIX YCTPOMCTB. BO3MOXHbIM NOCNEACTBMEM MOXET

6b1Tb HecnocobHocTb npubopa ICD unu CRT-D npoBoAUTb Tepanuio, He MHOPMUPYS 06 3TOM.

OedekT akkymynaTtopa 6bl1 BbiiBNeH B HEGO/bLLIOM KONUYECTBE, UCXOAHAA NPUYUHA 6bina yCTaHOBNEHa;

npo6nema orpaHuyeHa 24-Ms yCTPOWCTBaMMU.

K 3ToMy nuCbMy npunaraetcs ChNUCOK CEpUiiHbIX HOMEPOB 3aTPOHYTbIX YCTPOWCTB, KOTOpbie 6binu
peanu3oBaHbl B Bawen cTpaHe. Moxanyiicta, cBepbTe 3TOT CMUCOK C YCTPOWCTBAMU, KOTOPbIe €CTb Yy Bac

Ha cknaae, uau, Kotopble 6biin UMNNAHTUPOBAaHbLI.

PekoMeHaaLuumn no BeAeHMIO NaLlMeHTa

Komnanus BIOTRONIK cuutaeTt, uto cobniogate AaHHble pekOMeHAauuum - OuyeHb BaxHo. [locne
KOHCynbTauun C HaWUMKU MEAUUMHCKUMU KOHCyNnbTaHTamu komnawua BIOTRONIK pekomeHayeT
cnepyioulee:

e He uMnnaHTUpyiTe 3aTPOHYTble yCTPONUCTBA. MeCTHbIN npeacTaBuTens BIOTRONIK 3aMeHuT
nX.

e OTHOCUTENBHO YK€ MMMNNAHTUPOBAHHBIX YCTPOMCTB, B Cllyyae C KaxAblM OTAENbHbIM NaLUEHTOM
pewawliee 3Ha4yeHne nmeeT MHeHne Bpada. OCHOBbIBasCb Ha Halel KIUMHWYECKOW OLEHKe, Mbl
CYNTaEM, 4TO PUCK NpeXAeBPeMEeHHOW paspaAKM YCTPOWCTBaA NpeBbIaeT pUCK 3ameHbl npubopa.

MoaToMy MbI pekoMeHAYyeM 3aMeHUTL NPUGOPbLI, KOTOPbIE Y)ke 6bLIM MMNNAHTUPOBAHDI.

AononHutenbHaa nHgopMmauus
e Ecnu y Bac ectb kakme-nu6o Bonpochbl UauM NoBoa Ana 6ecnokoiicTBea, noxxanymcra, CBSXUTeCb C

BalIUM MECTHbIM npeacrasutenem BIOTRONIK unu TexHunyeckoi Cnyx6o



(technical.services@biotronik.de nnu +49 (0) 30 68905 2200).
e O3HaKOMbTECb CO CMUCKOM 3aTPOHYTbIX YCTPOMCTB, NpuiaraeMbiX K 3TOMY yYBEAOMIEHUIO.

e [pumuTe HeobxoauMble Mepbl ansa obecneyeHns Toro, 4Tobbl BCE NONbL30BATENN BbilleyKa3aHHbIX
u3genuit u Apyrue nuua B Ballel opraHusauum, Kotopbie 0683aHbl 6biTb MHHOPMUPOBaAHLI, 6biN

ocBeaoMieHbl 06 3TOI CpoYHOI uHpOopMaumn o Mepax obecnevyeHusa 6e30nNacHOCTU.

° MpocuM nNpuHATL K CBeAEHWUI0, YTO BalX MeCTHble oOpraHbl 3ApaBOOXpPaHEeHus 6biun

nponHdopMmnpoBaHbl 06 3TON CUTyauuu

Be3sonacHOCTb MauMeHTOB OCTaeTCs rNaBHbIM NpUOpUTETOM B AeATenbHocTu komnaHuu BIOTRONIK.
MpocMM NpUHATL HawMW MCKPEHHME U3BUMHEHUA 3a Jtobble AOMONHUTENbHbIE 3aTpyAHEHUsl, KOTOpble

noABUINUCHE Y BaC WA Balwnx NaunueHToOB B CBA3U C 3TOM cmyauueﬁ.

C yBaxeHuem,

CredaH LWBepuensb
Crapwui OupekTtop Cnyx6bl O6ecneueHuns Kauectsa
Cneunanuct no besonacHocty MeanunHckmnx Uspgenui

PomaH BopkoBckui

Crapwuii  Buue-NpesmaeHt no YnpasneHuio KauectBoM wn Bonpocam HopmatusHo-llpasoBoro
PerynupoBaHus CRM

Cnucok 3aTpoOHYTbIX YCTPOUCTB B KazaxcraHe

O6Luiee KONMMYECTBO YCTPOMCTB: 2 LUTYKHU

# CepuiiHbiii HOMep Mogenb
1 84749490 Inlexa 3 DR-T DF4
2 84750583 Inlexa 3 DR-T DF4
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BIOTRONIK SE & Co. KG - Postfach 470255 - 12311 Berlin

Urgent Field Safety Notice

Ilivia, Inlexa, Intica, Intica Neo ICD and CRT-D Devices

Berlin, 20. November 2020

Dear Physician or Healthcare Professional,

BIOTRONIK has identified a rare but potentially serious issue with the battery in 24 devices.
The affected models are Ilivia, Inlexa, Intica and Intica Neo ICD and CRT-D. If you are
receiving this letter it is because we believe your patient or patients may be impacted.

As of today, no device failure and no patient injury has been observed; however, this issue
could potentially lead to rapid battery depletion at any time over the service time of an
affected device. The possible clinical consequence could be sudden inability of the ICD or
CRT-D device to deliver therapies, without triggering an alert.

A defect in the battery’s inner assembly was identified in a small number of the total
manufactured devices. The underlying cause has been identified and the issue is limited to
24 devices recently distributed.

Attached to this letter, please find a list of the serial numbers of affected devices that were
distributed in your country. Please check this against devices that you have in stock or that

have been implanted.
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Patient management recommendations

BIOTRONIK takes this observation very seriously. Following a consultation with our medical

advisors, BIOTRONIK recommends the following:

Do not implant affected devices. Local BIOTRONIK representatives will replace
affected devices in your hospital inventory.

For those devices that are implanted, your medical judgement in the case of each
individual patient is crucial. Based on our clinical assessment, the risk of a device
malfunction outweighs the risk of an elective device replacement. Therefore, we
recommend replacing devices that have already been implanted.

Additional information

If you have any questions or concerns, please contact your local BIOTRONIK
representative or the Technical Service (technical.services@biotronik.de or
+49 (0) 30 68905 2200).

Please find a list of affected devices attached to this notification.

Please ensure that all users of the above products and other persons in your
organization who need to be informed are aware of this urgent safety information
Please be informed that your local health authority has been informed about this field

safety corrective action.

Patient safety remains our highest priority at BIOTRONIK. Please accept our sincere

apologies for any additional strain this puts on you or your patients.

Yours sincerely,

V%

Stephan Schwerzel
Senior Director Quality Assurance
Medical Device Safety Officer

R Yarl

Roman Borkowski
Senior Vice President Quality Management & Regulatory Affairs CRM
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List of affected devices in Kazakhstan

Total number of affected devices: 2
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# Serial Number Model
1 84749490 Inlexa 3 DR-T DF4
2 84750583 Inlexa 3 DR-T DF4
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