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H4eHrnQnxaqna FSCA

Tun 4eftcrnux

Vls4enun c Henora4xoft:

Ouucanne uzAerlrlfl.

YsaxaeN,Inrfi xrueHr!

O'rsrrs roBapa R42020 - 224695I

Koppexrnpyrcqne geircrvun Ha Mecrax, cBs3aHHbre c
6esonacHocrrru

Cu. npu.rararcqufi cn cnncoK

Mounrop-4 e$u6punnarop LI FEPAKo 1 5

Kounanus Stryker [poBoAHT go6ponorluoe ycrpaHeHr4e HenoJraAoK B HeKoropbrx
MoHrrropax-geQn6pn"nnrrropax LIFEPAK15 (aprnr<y.rr V15-2-XXXXXX), BKoropbrx npH
Hannartz.H KHorrKr,r [oAar{H pa3psAa pa3pflA Mo)Ker orcyrcrBoBarr, K ycrpoficreau c 4aHuofi
ueuoragxofi orHocrrrcfl T€, npu npou3BoAcrBe vrv MoAepHn3arluu Koropbrx 6u"na
HcnoJIb3oBaHa 4e$erruaA KraBnarypa. [Ioxanyficra, nepeAafire gauuoe yBeAoMJreHHe Bo Bce

cBor.r noApasryerreHns., BceM HHcrpyKTopaM, o6yvarcqnu pa6ore cycrpoficrroM, n BceM

n o"rr b 3o B ar eaau ycrpofi cr ra,

Onucanue uenola.arn

Hauefi KoMnaHnH craJlo H3BecrHo, qro B HeKoropbrx MoHHTopax-4eQn6pH"nnqropax
LIFEPAK 15 rlpri Ha)KarHH KHorrKH rroAaqu pa3prrAa pa3pcA Moxer orcyrcrBoBarb
B pe3yJlbrare oKHcJIeHHfl KoHTaKToB KHonKn, Koropoe [poucxoAr4T c rer{eHueM npeueHn. 3ra
HeIIOJIaAKa He OTHOCTITCTI K KHOnKaM nOAar{H pa3pffAa, paCrrOJrO}r(eHHbrM Ha CTaHAapTHbrX

pa3psAHbrx saelffpoAax. [Iocrynuro ABa orqera no He)KeJrarerbHbrM rrB"rreHnqM, cBr{3aHHbrM

c 4aunofi upo6.neuofi, KorAa rrpu HilKaruH yKa3aHHofi rcnonxu se 6rrr noAaH IAlaH vs ceplr.la
geQw6pulnsrlnoHHbrx pa3pcAoB; TaKlanvt HHaqe, [aqueHTbr B HTore cKoHqaJrucb.

H,nenrn0nmaunq lraaeruft c uenora.trKoft

Aprurcyn 29952 MoHnropoB-ge$u6punaeropoB LIFEPAK15 cyraaaHuofi nenola4xofi
HaquHaercc c npeSnrcca V75-2. Aprnxyn ycrpoficrna yKa3aH Ha srnKerKe c cepufiuuu
HoMepoM, Koropaq uso6paxeHa Ha pr,rcyHKe Hr.r)Ke.
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3TilKerlgr c apruKyno[r
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B 6arapefiHoM orceKe 1.
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Vcrpoficrra LIFEPAK 15 c apraxyJraMu, Har{HHatclrqnMHcrr c npeQuxcoe V15-5 uVlS-7,se
rIoABeplr(eHbr 4auHofi HerroraAKe.

llranossre Meponpuqrnq KoMnaHnn Stryker

KoN,rnaHaq o6parurcr,, K K"rrHeHTaM, LrMenrr{HM yc-rpoilcrra c yrcasauuofi Heno"ragrofi, v.ro6u
Ha3HaqHTb BpeMfl AJrrr npoBeAeHua pa6or [o ee ycrpaHeHHro. KoprnaHr,rc Stryker nJlaHnpyer,
r{To sce ycrpoficrna, noABepxeHHue yxasannofi Herro.rraAKe, npofi4yr ueo6xogr-rr,,rrre

rpor{eAypbr o6cryxueaunn 4o 30 unun202L roga.

Heo6xoaHtvrsIe aeftc.rsflq co cropoHrl IcrIneHrog

[Ioarouy MbI npocuM Bac eHHr,,rareJrbHo [por{HTarb AaHHoe yBeAoM/reHHe H BbrnoJlHnrb
yKa3aHHbre uuxe 4eficrena.

1. Bu Mo)Kere rrpoAoJrxarb noJrb3oBarbcs HMercrqnMcfl y Bac MoHHTopoM-
geSu6pullflTopoM LIFEPAK 15 B coorBercrBlrl,t c IrHstpyKIIrIflMI{ no
aKcn.flyararlnra Ao MoMeHTa ycrpaHeHufl HerroJraAxu. Bce ocraJlbHble Qynnqnn
ycrpofi crna He 3arpoHyrbr yKa3aHHofi Henora4xoft.

Eorrlnaq qacrb )Karo6, cBr3aHHbrx c arofi npo6reuofi, Bo3HHKJIa Ao oKaBaHHR

rroMorrln narlueHTy. flaHHan HerroraAKa Mo)Ker 6srrr nnrssJreHa rrpu cran4aprnoft
rrpoBepKe Barrrero ycrpoficrna. Heo6xo4nruo no-npe)KHeMy rrpoBoAr{Tb
e)KeAHeBHbre rrpoBepKu ycrpoftcrBa, Koropbre yKa3aHbr B KoHTpoJIbHoM cnucKe
orreparopa, n oco6euuocrn npoBepKy repaneBTlrqecKoro rca6ets. QUIK-COMBO,
orrucaHHyrc B pa3AeJre <O6qee rexHnqecKoe o6c.nyxlrBaHne r{ TecrHpoBaHHe}
(crp.10-4), a rax)Ke B KoHTpoJrbHoM crrucKe o[eparopa MoHHTopa-

1eQu6puttflTopa LIFEPAK 15 (Ne 7). Ecnn rpoBepKa ycrpoftcrea ue 6y4er
yc[errrHo upoft4ena, Ha aKpaHe rroflBnTcr coo6qeHne <C6poc 3apflAa> v
3aropnTcfl cserosoft r{HAriKarop o6clyxunanus. HesaMeAJr[rreJrbHo coo6qnre
o6 erou n cryx6yrexHHqecxofr no44epxKrr KoMtraHun Stryker.

Ec.nu 4anuafl He[oraAKa Bo3HHKHer rrpn oKa3aHnr{ rroMoIrlH naIlHeHTy, Ha aKpaHe

noflBr{Tcfl coo6utreuue <C6poc 3apflAa)> H 3aropuTcfl cserosoft HHAI.rKarop
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stnyken
o6cryxnnaHnn. Cpaey xe rroBToprre q[rK/I ua6opa 3aptAa tl noAarrn pa3pflAa

B coorBercrBltu c uHcrpyrrlrrflMn rro gKcnJlyarallun. Ecnu coo6I4eHue <C6poc

3apflAa> rroflBuTcfl cHoBa, ucno"nreyfiTe craHAaprHble paapflAHble greKTpoAbl

tl^nlr pesepBuoe ycrpoficrno. [Ipn orcyrcrBlrl{ craHAaprHblx pa3prAHblx
aJrerTpoAoB ttlru pesepBHoro ycrpoficrna npo4o.nxafiTe TIHKJT Ha6opa 3apflAa I{
noAarrn pa3pflAa B coorBercrBrlt c HHcrpyKrIHflMr{ no gKcnryarallnn. Iloc.ne
3aBeprrreHnr pa6o'ru c [aqrreHToM H3bIMLrre yctpoficrno LIFEPAK 15 I{3

sKcnJryararlkrtt v cpasy xe coo6UI{Te o6 nHqn4eHTe B cnyxdy rexnuqecnofi
noAAep)r(KH KoMrlaHnrl Stryker.

2. [Iepe4afire 4aHHoe yBeAoM/reHHe no 6esonacHocrn rr3AeJrHc BceM 3aHHTepecoBaHHbrM

"TIHI{AM B BAIIICM YI{PEXACHHH.

3. Heo6xo4nuo o6ecne.{HTb o3HaKoMreHLre c HacroflrquM yBeAoMJreHHeM corpyAHHKoB
Baurefi opraHn3arluu Ao rex [op, noKa ne 6y4yr Bbrno.rrHeHbr ece Heo6xoArIMbIe

Aeitcrsus.

4. Vre4ounre KoM[aHr,rru Stryker B c"[yqae, ecJru AaHHbre H31ervs. 6rInn nepe4axu
ApyrraM opraH u3ar{r4sM ;

a) rrpeAocraBbre KoHTaKTHyT unQoptuaqurc 3Tnx opranuaaqnfi, qro6sl
KoM[aHHrr Stryker cMor.rra AoJrxH brM o6paaou yB eAoMl.rrb n o"ryvare.nefi ;

bl ec.nn Bu flB"lqerecb gucrpu6rtoropoM, To TIpHMI,ITe K cBeAeHun, vro Bu
orBer{aere 3a orroBerqesne Baurux noxynare"refi, K KoropbrM orHocl,rrcc AaHHoe
yBeAoMaeHue,

5, Yae4ouure KoMrraHHIo Stryker o6o ecex Helr(e"rrareJrbHbrx nB.rIeHI,Iflx, cBn3aHHbIX c

Hcnorb3oBaHHeM H3Aerzfi, rc xoropbrM orHocHTcl AaHHoe yBeAoMJIeHHe:

6. cre4yfire BceM MecrHbrM HopMarvrBaM v 3aKoHaM, KacarcquMcq yBeAoM.[eHVfl o

HC)KEJIATE"TIbHbIX SB"TICHH'IX YNO"TIHOMOI{EHHOIO OPTAHA IOCYAAPCTBCHHOIO KOHTPOT'I

Bauefi crpaHbr.

7. 3anoruure [pn.no)I(eHHufi 6raHx orBera KJIIIeHTa. Boauoxuo, y Bac yxe uer r
Harv:.vv AaHHbrx usgenuit.3anonnenue srofi Qoprrru rro3BoJrHT naM o6noenrb cBoH

perucrparlHoHHbre AoKyMeHTbr, a raKlKe us6asur Hac or ueo6xo4lturocru ornpaBrnrb
xarne-rn6o AonoJrHHTeJrbHbre HeHy)Kuue coo6rqeHurr no 3ToMy Borrpocy. [IoeronIy
[pocuM Bac sanornurr 4auuufi 6nanx Aaxe B ToM c"{yqae,ecnvr y Bac 6orlure Her
u=genui't, K KoropbrM orHoclrrcc AaHHoe yBeAoM/IeHI,Ie.

8. Ornparrre 3anoJrHeHHyro Qopr,ry ynorHoMor{eHHoMy npeAcraBr,ITe"rln KoMnaHfiH

Stryker (yrasau Hnxe) A.rrr AaHHoFo 4eficrnnn KacareJlbHo npo6neult 6egonacsocrn
v3Aeilvli

a) no no.nyqeHHu Qopurr [peAcraBHTeJrb KoMnaHuu Stryker cBs]Kercn c Baun gnn
cor"rlacoBaHun n rc6ux 4aa rnefi ruux [pueMreMbx 4efi creufi .

llpocnu orBernTb Ha AaHHoe yBeAoMJreHHe B Ter{eHHe 7 raneu4apuux 4Hefi c Aarbl ero
no.nyqeHuq. 3an.nanuporaHHbre Meponpnrrrrrfl AoJr)KHbr 6url BbrroJIHeHbI 4o 30 nnun
2021 roga, n Baru cBoeBpeMeHHrrfi oreer rro3BoJnrr HaM y.[oxrrrbcrr B ycraHoBJreHHbIe cpoltH.



stnyken
Baue xonraKTHoe rv\o Anfl o6paqeuHa orHocHTeJrbHo AaHHoro neitcrr.un yKa3aHo ulrxe. B

cryqae Bo3HHKHoBeHilc nlo6rrx BonpocoB no erofi TeMe, nolxanyfic-ta, 6es coMHeHprfi
o6paqafi recb HenocpeAcrBeHHo r{ npeAcraBHTeJrn KoMnaHr.rH.

o, H. o.:

!o.rrxHocrl:

Te.neQou:
3r. noqra:

Oksana Svyrydenko
EEMEA Quality & Regulatory Affairs Specialist

+31 438 0B 03 17
Oks ana.Svyrydenko@ stryker, com

Coraacuo rpe6orauunM pyr(oBoAsrrlnx yKa3aHupr no cucreMe HaA3opa 3a MeAr,rqr,rHcKHML

Hs1envflMu Meddev 2.t2-I Mbr noATBep)KAaeM, qro o6 3ToM KoppercrupynuleM neitcrvuu
Kacare.rrbHo npo6"reuu 6eeonacHocrv usryerrvrfl [Field Safety Corrective Action, FSCA) 6un
AoJr)KHbrM o6pasou yBeAoMJreH yflorHoMor{esslrfi opraH Bauefi crpaHbr.

Or nuenn KoMrraHHu Stryker Mbr rrcKpeHHe 6naro4apnn Bac sa co4eficreue H noAAep)riKy npu
BbrnoJrHeHr,ru AaHHoro 1eitcrswn K cpoKy H rrpHHocHM vtsBlanelana* sa nrc6rre Hey4o6crea,
cBrr3aHHbre c HHM. Mu xoreln 6lr Bac 3aBepHTb, qro KoMnaHran Stryker npn"rraraer MaKcHMyM
ycunnfi Arc rofo, .{ro6rt Ha pbIHKe ocraBaJlucb roJIbKo re us,ryenvIfl, Koropble coorBercrByrcT
HarrrH M B brcoKHM BHyTpeHH r.rM cTa HAapTaM KaqecTBa.

C yeaxeuneu,
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I{4enrnSuraqnn FSCA

Tun 4eftcrnux

Orsrrg roBapa RA2020 - 224695L

Kopperrr.rpypque geitcryun Ha Mecra& cBn3aHHbIe c

6esonacHocrrrc

Vlz1etlun c Henora4xoft: Ctu. npunaratot4uficn cnucoK

OuncaHne ils4eilnn Mouurop-4eQlr6pu",ranrop LIFEPAK 15

f no4rrepxAaro noJryqeHueyBeAoMr,eHlafl no 6eeonacHoctvv31eilvtsRA2020 -224695L H Mory
rroATBepAHTb cJreAyrcrqee,

Mu se o6uapyxuru Hr,r oAHoro H3 TaKHx uzgenuit B HauIlax 3anacax
{yda.nume, ecrru smo x BaJ,r xe omuocumcn)

Mu o6Hapyxvntv yKa3aHHbre Hu)Ke H3AeilvA

Onncanue H3ryeilHfl Kogu=nenun CepufiHufi HoMep

Mlr nepe4ar u f npo paau AaHHbre vsAerufl cJreAyprqIrM opraHlr3aqnsM

HaseaHHe
oDraHn3auHu

A4pec opraHn3aqHn

lra uo4rnepxAeHuc no"[yr{eHufl Hacrosrrlero yBeAoM/reHus noAnHIIrHTe I,I BepHLrre 6.nanx
oTnpaBHTe,rIK)

HassaHne
6onlonu4atunu
opfaHu3arIHrr

0r4ereune

o. H. o.
KOHTaKTHOfO JtI:IUa

A4pec

flonxHocrr
KOHTaKTHOTO JIHLIa

llo4nucr
KOHTaKTHOTO JIuIda

A4pec
snexrponuofi
noqTbI
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3AIIO/IHHTE 3TY OOPMY 14 OTNPABbTE
3/r EKTp oH H o rl n oqro tZ rr o AApECv pErno HA/r bH o t0 II pEACTABHTEJIfl STRYKER


