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@e4epalrnar cnyx(6a no HaA3Opy B coepe 3ApaB_ooxpaEeHI,IrI l{HQopMrlpyer, qro

npol{3BoAlITeJIeM npltHtro peIueHI,Ie oTo3BaTb I'I3 o6patqexrat 3apen4cTpl'IpoBaHlloe

MeAr.Iqr.IHcKoe I43ASJII{9 <I,1M[raHTarbr I,I r4rIcrpyMeHTEI AJII ocreocl4HTe3a)), [ctIoJIHeHI4e:

<SynReam @pe:a unrpaMeAyJrJrrpEarr o 8,5 ulr>, KOA Aer€ul[ 352.085, HoMep naprl,Iu c

ZOi4l to 24510, npou3BoAcrBa (Synthes GmbH>, lllnefiqapur, pen{crpaql4oHHoe

yAocroBepeHI4e lt tDC3 2006/147 or 07.02.2006 so 07 -02.2016-' 
llpr,rvuua oT3brBa: BeporTgocT6 rroJroMKr4 Qpe:rr ro BpeMt onepaqfifi, KoToparl

MOXeT npI4BeCTI4 K yAepxaHI,IIO B OpraH 3Me naqueHTa HeLI3BJIeqeHH6IX lpparMeHToB I'I3

Her.rMnJIaHTI,IpyeMOrO MaTepI{aJIa.
oe4epalrnar cJryx6a ro HaA3opy r cQepe 3apaBooxpaHeHlrfi npeArlaraer

cy6lerrau o6pauleH[t MeAI,IIII4HcKoft [poAyKIII{[ [poBecTI4 MeponputTl'Irl IIo [poBepKe

HAJrUqrrA lr yHLIqTOXeHnIo yKa3aHHOrO MeAI'IqUHCKOTO LI3AenlIg' CO3AaIOUIeTO ylpo3y
flpuqr{HeHr.rr BpeAa 3AopoBbro rpaxAaH, LL o pe3ynbrarax IIpoI,IHQopMI4poBarb

coorBercrByloqzi reppuropliaJrbublfi opran Poce4paBHaA3opa.

Teppvrop1ranrnri1a bpranartr Pocs4pannageopa 11o cy6texrau Poccuftcxofi
(DeAepaqnrE npoBecTlr Mepoflpnsrut B cooTBeTcTBLIll c uoptAKoM' [peAycMoTpeHHhIM

Agvunuc'rpatraeH'Ir{ pernaM;HroM @eqepanrnoft cryx6bl ro HaA3opy u c$epe

3ApaBooxpaHeHl,tc rro IIcIIoJIHeHLIT rocyAapcTBeHnOfi SyHrqlu{ _ 
no KoHTpoJIIo 3a

o6paqeuqerta MeA[qI,IHcK[x usAeJIuiI, yrBepxAeHHbIM npLIKa3oM Mun:gpana Poccl'tt't

or 05.04.2013 Ns 196H.

[nn noryr{eHut Aonolnnrelruofi lru$oprurauur'r cJle.qyer o6pauatcr B

OOO <.[xoncon & ,{xoncon>: 121614, Poccilx, f. Mocxna,
yn. Kpurarcras, A. 17, Kopn. 3.

flpunoxenue: Ha I n. B l gK3.

Bprzo pyrono4a:rerx M.A.Mypauxo
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Ko4 4eralu OnxcagRe nera;tg IIoreD naDrxx
352.085 SynReam Opeaa r,rnrpaMegynnrpHzul

(Medullary Reamer Head) O 8,5 rrru
c20l4l to 24510

flo nnOopvawn, nory'{eHHoil or flpou:rogrrenfl, cy{ecrByer BeporrHocrb noJ]oMK}, Qpe3bl Bo
BpeMt onepaUlru' qTo MoxeT rar:xe npnaecra K yAep)KaHHIo B opraHH3Me [ar-(HeHTa He H3BJrer{eHHErx
$paruerroe H3 HeuMruraHTupyeMoro Marepualra.

C no.nouxofi ronoaxn Qpe:u cBr3:lgbl ABe [oreHqr.rar6H6rx yrpo36r alu narrHerra. flplcyrcrsae
cfloMaBurefrct Bo BpeMt Itcnonr3oBaHlrt Qpeeu uoxvr npHBecrr K 3Haqmen6Hoi 3aAepx(e xspypraqec1oro
BMelrlareJlbcrBa (6olee ueu Ha 15 :ranuyr). .IIp.n o6ecneueHur q noarBepxqeHr.rr u3BJreqeHrur H3aeJrHr Moxer
notpe60eatrc.r BbmoJrHeHHe BTOprrqH;x piBpeeoB H peHTreH-Korrpo:r. Kpoue roro, B cocraB Qpgbr BxoAHT
He||MluralrrapyeMblE Mareplran, y,qepxaHl,ie Koroporo, KaK cne.qcrBfie, Moxer npuBecrg K He3Haqr{TeJrBHoMy
noBpexAeHgro KocrHofr TKaHH, B cBJI3I,t, c qeM Moxer no,rpe6oaarrcr ,qonoJrHHTerEHoe aueurarenrcrro (Heo6r:arentnoe, uo $arynrrarnrnoe). B Hau6o.n"" t"*"nor crD^ae cyulecrByer pncK BS3HHKHoBSHH,
HexenarerbsoE peaKqHu co cropoHbl rxaHei. B srofi cnryaqlrH naqneH'ry .totp"6y"ti" cgM;1;oMargqecKoe
JreqeHne. Hexapyprnuecroe fleqeHne Moxer oKa3arbc, Heycrreurr{;rM, Bo3MoxHo nporpeccupoBaHuega6oresaHfi.r. EcreacrB,e ,rero norpe6yercs npo'eaeH,e perl:roHuofi -" urop"u"or';;"";;;".;;;
cBoeBpeMeHHoM Jrerrenut Heo6parHlrux HapyrueHnfi He oxHAasrcr.

flpou:aognreru u Kotvrnanru rrpuHocrr cBor,r Il3BnHeHlu 3a n
ueo6xogHltoctN, roroB6l npeAocraBHTb ao[oJlHr{TeJlbr]bre pa3B.{cHeHLIr.
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Ynaxaeuue focno-ua!

oOo <.{xoHcon & ,,{6oncon (aanee - <Kounannn>) cBurereJrbcrByer Bau csoe noqreHrre n
xrQoprrrupyer o ao6poBonbHoM or3blBe KoMnaHHefi - npoa:nogareneu Cr.rHri: fu6X (Synthes GmbH),
I{lrefiuapur, 4528 (yxnra.rrr, Ifioqepnmrpacce 2l (Luzernstrasse 21,4528 Zuchwil, Switzeiland) (aaree -
ltflponrnognre.n s))-Me.qHrurHcKFx-.llsgelufi -SynReam-Ope
Head) o 8,5 Mm (garee - <<Meqnqnncxre nr4e.nnx>>), HoMepa onbrBaeMbrx KoAoB n naprnfi nepeqgcneHbl
nuxe n Ta6lHqe Ne 1. PerncrpaqfloHHoe yAocroBepeHrre Megr.rqr.rxcxl.l'x usaerrafi @-C Ne 2006/147 or
7 Qeepa.nr 2006 roga.

121614, r. MocKBa, yn. Kpbtrrarcxaf 17, Kopn.3
Ter.: (495) 5aO-7711, OaKc: (495) 580-7878
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