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opraHoB Pocsgparna.q:opa
Ha lS

t- 06 orsb,"e Me,[uutHcl(oro u3Aen;

@egepamnar cnyx6a rro HaA3opy B c$epe 3ApaBooxpaHeHr'It I'IHQopMxpyer, qro

flpe,qcraenrelbcTBoM KoMlaHuu (CTpafiKep Ocreruxc CA> npunxro peIueHI'Ie oTo3BaTb

r43 o6paulegr.rr 3aperucTpllpoBagHoe MeArlulr,rHcKoe q3AeJrHe (I4HCTpyMeHTbI Arq Apen6-

rrr.rJrbrD, [por,r3BoAcrBa Stryker Osteonics S.A.; Stryker Instruments; Stryker

Orthopeadics, lflneftqapur, CllIA, perr.rcrpaqrloHHoe yAocroBepeulte <DC Jtll 200511916

or 21.12.2005, cpoK AeicrBus lo 21.12.2015:-

Pexyr{ue nptrHaAJrexHocrn Stryker, ficnoJlt 3yeMble BMecTe c HaCaAKaMI'I EliterM,

npor.r3BoA;rBa Stryker Instruments, CILIA, nepevucJleHbl B ra6Irqe (llpr'rloxenue).

Ilpzuuna oT3brBa: flepequcreHHbre B Ta6nI4IIe pexyufie npl{Ha,qnexHocTll

npou3BoAqTcr c Bblpe3KaMrr B o6racTl,r [poKcLIMaJILHOfO KOHIIa, KOTOpbIe Io3BOJI'IOT

xryypry peryJrlrpoBarb cTeneHb Bo3AeficTBr,rr 6opov ua rKaHI,I. I{ItcJIo BbIpe3oK y

v3/Lexl]'ig HaAJrexaulero KaqecTBa MOXeT BapbupoBaTb oT 2 AO 5 S gagucuN4ocTl{ oT ero

KOHKpeTHOTO HOMepa. Bo nperraa npolr3BoACTBa npoqecc co3AaHltt BbIp$oK Ha o'[HoM

a[flapaTe Mor Haqr,rHaTbcr cJrr,rrrrKoM 6rusro K KOHIIy ^te A v3Aexll1lfl. v nexoropr,Ix

r43AeJII.rft (npr,rrr.repno I zr 1000) q1acno BLIpe3oK MoxeT 6utr ne4ocrarollHLlM' BbIpe3KI4

MOryT 6hIT6 HelOJrHbIMrr nJrr,I oTCyTCTBOBaTE BOBCe. IIOA HeAOCrarorIHbIM qItcJIoM

BbIPE3OK IOHVMAETC' TO' IITO I'IX MEHbIIIE' qEM NOJIOXCHO' IIOA HENOJIHOfi BbIPE3KOfr

uOuunaaerc.a BbIpe3Ka, cOopM[pOBaHHarI He noIHoCTbIo BciIeACTBue cJIl'IIuKoM 6Itsroro
pac[onoxeHl,Ir K KOHqy cTepxHt, qTo He TIo3BOJII,IJIO O6eC[eqI.ITL ee AocTaTorIHyIo

ilupr.rHy. Llzaetue 6es Bbrpe3oK r,rMeeT fJIaAKI,Ifi CTepXeHI" BbIpe3KI',I Ha HeM

oTcyrcTByIOT.
Pr.rcr Als 3AopoBbr: yBeluireHue ,qJrr,rTeJIbHOCTI4 aHeCTe3[I{ (rvlenee 30 ut',tuyr)'

orlacHoe rroBpexAeHr,re MCrI(IIX TKaHefi, 6olr ltlra Heo6xoAl4 MocTb peBI'I3I'IOHHOTO

xl4pypr[qe6K6ro BMeIIIaTeJI6CTBa. IICI5ITaHI'Iq [OKa3atII4, IITO HeHaAJIeXaUIee qHCJIO

Bhrpe3oK y 6opa MoxeT [puBecTu K ero AucTaJrbHOMy CMeUIeHUIO npfi cBepneHI{I',I Ha

o6paruou xoAy, rrTo MoxeT cTaTL flplFrr.IHofi (noAnpblrprBaH4fl>> u3henva (r.e. 6op

orcKaKI,IBaer Bo BpeMt oBepJreHllt na o6parnou xoay)'
co6nroAenrae r.rHcTpyKrlni IIo BBeAeHLIIO AaHHbIX ru'BAeJI:,1.ir. B HacaAK[ Elite

TIO3B9JIIIT BbItBIITb Bce U31eqlufr HeHaAIexaUIefo KaqeCTBa. O6palareCr K I4HCTpyKIIITI4

no c6opKe, yAeJII4B oco6oe BHI,IMaHLIe gTa[aM 5 ra 6. <3ran 5. Bcraerre 6op n naca4xy

BparrlaTeirbHblM ABr,DKeHrieM Ao noJlyqeHr4r HyxHofi .qJILIHbI. o naAlexaIrlefi ycTaHoBKe



z

6opa crugerenbcrByer urerqoK. Sran 6. llorepnure 3alopHoe KoJlbrro Haca,qKrr B
pa6ovee noJro)KeHrre. Ilorsur,Ire c ycLrJrueM 6op, rrrnomrrt BpaurareJrLHrle ABI,IXeHrrt,
.rro6rt y.4ocroBepl{Tbct B ero HaAexHoM 3aKpellJlenzv>. llplr BcraBKe v3I.eflus
rreHaAJrexarqero KaqecrBa lenqKa cJrbrrrlHo ue 6yAer, rI [pI{ npI,IJIoxeHI,II4 TtHylrlero
ycunvfl. ono grrfiAer lr HacaAKI,r.

Pocs4panna,qsop npeAnaraer llpe,qcrarutenrcrry KoMnaHI,IIl <Crpaftxep
Octenurc CA> upe4ocraB[rb cBeAeuus, o6 uzrsruu z: o6paqenn yKa3aHHLIX naprufr
MeALrqr,rHcKoro l,r3AeJrr4r.

(De4epanrnar cnyx6a rro HaA3opy a c$epe 3ApaBooxpaueHl'It fipeAJlaraer

cy6rexrau oOpaulexr.ra rueAnquncrofi npoAyKIIIr[ flpoBecrl{ Meponplltrl{t rro npoBepKe

Ilalrvrqv'i lt yHLIqTox(eH[Io yKa3aHHoro MeAI,IqI,IHCKOTO I'I3AeIU.S' CO3AaIOUIeTO yrpo3y

flpuq]rHenrrr BpeAa 3AopoB6Io fpaxAaH, H o pe3ynrTarax nponrQopn'ruponaru

coorBercrByroqraft reppnropuaarurtfi oprau Poc:4paBHaA3opa.

Teppraropualrnuv opraHaM Pocr4paura4ropa no cy6lertau Poccuficrofi
(Degepaqnu npoBecrr4 MepouplulTllt B coorBercrBl'Iu c [optAKoM, npeAycMorpeHHblM

Aguuuucrpatl4BubtM perJIaMeHroM (De4epanrnofi clyx6u Iro HaA3opy a cQepe

3ApaBooxpaHeHut r1o I4c[oJIHeHLIIo rocyAapcTBeHnofi QyHrquu IIo KoHTpoJIIo 3a

o6parqenueu MSAI{III4H9KI,I1 uzge;1ui1, yTBepXAeHHbIM IIpI{Ka3oM Muu:4pana Poccuu

or 05.04.2013 Nl 196s (perncrpauur Mnntocra Poccrlz or 07.08.2013 Ne29290).

,{gx noryvexllt Ao[oJlHl4Telrnofi zx$opuaqnr'r I'I 3aMeHbI usIieruir cJleAyer

o$paulaTbcr r flpegcranureJlbcTBo K9MIIaHI{I4 <Ctpafirep Ocreonrrc CA>, no aApecy:

123242, Poccl.tr, r. MocKBa, yn. EappLIKaAHarI, A. 8, crp. 6, no rel. 8 (499) 254-87-44,

S (499) 254-78-72, KoHraKrHoe rI4IIo: A.A.ycaqeB.

flpunoxenue: Ha2 n. B I 3K3.

Bpuo pyronoglErelr M.A.Mypautxo
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99tCnO

Bbrpe3oK

5820-10-s Eop c uapq8nAxoi
He,no60BaToi roroBXoi 0,5 MM

13354017 15.01.2014 r. - 13.02.2014 r 5

5820-10-10 60p c urapoBHAHoi
xer06oBaroi rorosxoi 1,0 MM

14005017 06.02.20t4 r. - L4 02.2014 . 5

5820-10-20 6op c urapoar4xoi
x(elo60Saroi roao8xoi 2,0 MM

13347017, 14010017 07.01.2014 r. - 1.4.02.2014 r 5

s820.10-40 60p c uiapoBr4AHoi

xer06oBaroi ro.noskoi 4,0 MM
13344017 17.01.2014 r. - 13.02.2014 r 5

5820-10-60 50p c uapobhAHoi
xeno6oaaroi roaos(oi 6,0 MM

13343017 02.01.2014 r. - 14.02.2014.

5820-10-130
5op c ulapoBrlAHo;
xero6oearoi roaoeroi (coor-
raqr 3,0 MM

13346017, 13346027 03.02.2014 r. - 14.O2.2o14 ( 5

5820- 10,155
5op c ulapoanABoi
xer06oaarof ro,noBr<oi rrcoQr,
TaqD 5,5 MM

x.3346017 23.12.2013 r. - 06.02.2014 r 4

5820-10-230
6op c uraposxAHoii
xero6oearoi roaoeroi
(arpeccHBHbri) 3,0 MM

13343017 28.01.2014 t. -'t 4.02.2014 t 5

5820-10-245
sop c uapoBrAHoi
x{e,no60Baloi ror06xoi
(aapec€xsHbrir 4,5 MM

13350017 27.01.2014 r. - 14.02.2014 r 5

5820-10-2s0
6op c uapoBI4AHoi
xeao6oeatoi rorosxoi
(arpeccrisHblin 5,0 MM

13336017,

13340017, 13344017
13.01.2014 r. - 14.02.2014 r 4

5820-10-255
5op c uapoBr.rAHoi
xer06o6aroi ronoBKoi
(arDecclraHbrir 5,.5 MM

13354017, 14013017 08.01.2014 r. * 14.02.2014 . 2

5820-r0.260
5op c uraposr4roi
xeao6oearoi ronoexoi
(arpeccri8Hbti, 6,0 MM

13345017 22-01.2074 t.- 74.02.2014 r. 2

s820-10-320
6op RoHycHbri c uapo8r.tAHoi
roro8Koi Elite 2,0 MM

14009017 10.02.2014 r. - 13.02.2014 r. 5

5820-10-535

5op c uJapoBxAHoi

xen060aaroi ro.noaxoi Zyphr'"
Elite 3,5 MM

13354017 30.12.2013 r. - 29.01,2014 r 5

5820-10-650

5op c urapoBhAHoi

xeao6oearoi ro.noBXoir Zyphr'"
Elite 5,0 MM

14005027 14.02.2014 r 5

5820"r0-660

5op c urapoah.qHoi

xeao6oaaroi roroexoi Zyphl"
Elite 6,0 MM

1335 2017 14.01.2014 r. - 14.O2.2Or4 r 4

5820,10,920

50p c ruapoaHAHor:

xeno6osaroi ronooxoi Zyphr'"
Elite yAn'lHeBHbr; 2,O MM

121440L7 17.12.2013 r. - 18.12.2013 r 3

5 82 0-15 - 50
6op c niqeer4xoi ro,rooxoi
5,0 MM

13343017 20.01.2014 r. - 11.02.2014 |

5S 20-15-60
6op c siLleBrAHo; ronoBXor:

6,0 MM
14002017 09.01.2014 r. - 13.02.2014 r 2



HoMep
n3Aenan HoMepa na prhi lara nocraaxn

HaAnexau{ee
qucro

ahrpe3oK

5820-17-50
5op c qh,nr.tnAphqecxo;

ro.noBXoi 5,0 MM
13345017 11.02.2014 r. - 14.02.2014 r

5820-30-50
5op c RenVAeBhA,ioii roros(oi
5,0 r"r,rr

13347017 04.02.2014 t- - 74.02.2014 r 4

5820-30,50
6op c x<eryAeBuAHoi ronoexoi
6,0 MM

13353017 05.02.2014 r. - 14.02.2014 , 2

5820-102-16
CBepro /l|,|HAeMaHa (oporkoe
1,6 MM

14006017 17.01.2014 r. - 03.02.2014 r 2

5820-103.13 CBep,no-npoBoAHhx 1,3 MNr 14004017 20.01.2014 r. - 14.02.2014 r 5

5820-103-15 Caepno.npoBo/Ifi |,H 1,5 MM 14004017 22.01.2OI4 , - 11.02.2014 r 5

5820-707 -2s
Csepro Anr Heirpoxrrpyprrr
(coor-raq) 2,5 MM x 3,5 MM

13346017 07.02.2014 t. - 74.02.2014 r 5

5820-107-30
C8epno Ani Heipox14pyprxx
(coor-raq) 3,0 MM x 3,8 MM

13351017, 14007017 05.02.20!4 t.- L4.O2.2014 | 5

s820-107-40
CPep.no AIn Heipoxxpyprur
(co6t.ra'{,,4,0 MM x 5,1 MM

13339017 30.01.2014 r. - 12.02.2014 r. 4

s820-107-430
C8ep^o Ann Heipoxxpyprnr
3.0 rram x 3,8 r'ar"r

13350017 20.01.2014 r. - 31.01.2014 r 5

5820-107-530
CBepno Anr Heipoxxpypfxx
roqHoe 3,0 MM x 3,8 MM

13332077,
t3332027,
L3332031,
13333017,
13333027,
13334017,

13334027,
13336017,
13335027,
13345017,
7t347017,
13347027,

13347037 ,740t7017

27 .OL.201,4 r.- 14.02.2014 |

5820-017-05051
6op c qulrn4;uvecloI
foroat(oi 5,0 MM

14015017 11.02.2014 r s

5820-107-430S1

cBepno Aan Heipoxrpyprrah
yMeHbureHHoi (arpecct4sHocr|4t

3,0 MM x 3,8 MM

14003017, 14005017 05.02.2014 r. - 14.02.2014 r 5


