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Russian text
1 HAWMEHOBAHWE MEOVWLUWHCKOIO U3AENUA (MW)
1.1. HanmeHoBaHue MW, mogenu nnm BapuaHTbl ncnonHeHna MU
VHCTpYMeHTbI ans yCTaHOBKU opToneAnYecKnx WMMIaHTaTOB

ApTUKYN HanmeHoBaHue n3genus

03.401.083 WN3mepuTesnb AAKHBI, ANnHA WKabl 250 MM

V3mepuTenb rnybuHbl 0TBEpCTUSA, AN BUHTOB AnaMeTpom 5,0 Mm,

323.040
CO cTonopom, Wwkana go 110 mm

319.100 N3mepuTens rnyomuHbl 0TBEPCTUA, A4/19 BUHTOB AnameTpom 4,5 —6.5
' MM, LWKana Ao 110 mm

395.001 N3mepuTenb WMpWHbI Wenm octeoTomun, TomoFix

395.162 Hanpasutens gns cnuy, KupwHepa, TomoFix, ¢ pukcatopom

Hanpasutens ana cnuy, KuplHepa gnametpom 2,0 Mm, gnmHa 110
MM

323.044

395.163 HanpasuTenb agna ne3suii, TomoFix, nesbli
395.164 Hanpasutenb ans ne3suin, TomoFix, npasblii

323.500 HanpaBuTenb ansa ceepna, yHuBepcanbHbiii, ans LCP 4,5/5,0
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English text

1 MEDICAL DEVICE (MD) NAME
1.1. MD name, models or variations of MD

Code

Device description

03.401.083 Measuring Device for length, scale length 250 mm

323.040

319.100

395.001

395.162

323.044

395.163

395.164

323.500

Measuring Device for hole depth, for screws diameter 5.0
mm, with a stopper, scale up to 110 mm

Measuring Device for hole depth, for screws diameter 4.5
m6.5 mm, scale up to 110 mm

Measuring Device for osteotomy gap width, TomoFix

Guide for Kirschner wires, TomoFix, with wing nut

Guide for Kirschner wires diameter 2.0 mm, length 110
mm

Guide for saw, TomoFix, left
Guide for saw, TomoFix, right

Guide for drill, universal, for LCP 45/5.0



323.042

310.430

310.290

03.108.030

03.108.031

03.108.032

395.165

397.992

397.993

397.994

397.995

312.928

312.929

Hanpasutens gnsa ceepna gnametpom 4,3 mm, ansa LCP 5,0

Csepno, gnametp 4,3 MM, AnnHa 221 MM, 2 KaHaBKK, ObICTpoe
coefiuHeHne

Csepno, gnameTp 3,2 MM, AnnHa 195/170 MM, 2 KaHaBKK, GbICTPOE
coefiiHeHne

CTep>KeHb BblpaBHMBaOLL M

[epxatenb Ans cTep>KHS BblPaBHUBAKLIETO O0/bLLIOWA
[epxatenb 48 CTEPXXHSA BbIPaBHUBAIOLLETO Maslblid
LLIabnoH TomoFix gnsa nessus

[onoto TomoFix gns octeoToMum, WwWnpmnHa 10 Mm
Jonoto TomoFix gns octeotoMuu, WwWrpuHa 15 mm
Jonoto TomoFix gns octeoTomuu, wWmpuHa 20 Mm
Jonoto TomoFix gns octeoToOMUK, WMPUHA 25 MM

Bnok Hanpasnstowmii TomoFix gna 60nbLe6epLoBbiX NAACTUH,
aHaTOMWUYEeCKWIA, MenanbHbllA, NEBbIi

Bnok HanpaBnatowmini TomoFix ans 60nbLe6epLoBbIX MAACTWH,
aHaTOMWYECKUIA, MeananbHbIiA, NpaBblii
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323.042

310.430

310.290

03.108.030

03.108.031

03.108.032

395.165

397.992

397.993

397.994

397.995

312.928

312.929

Guide for drill bits diameter 4.3 mm, for LCP 5.0

Drill bit, diameter 4.3 mm, length 221 mm, 2 flute, quick
coupling

Drill bit, diameter 3.2 mm, length 195/170 mm, 2 flute,
quick coupling

Alignment rod

Stand for alignmentrod large

Stand for alignment rod small

TomoFix template for blade

TomoFix osteotomy chisel, width 10 mm
TomoFix osteotomy chisel, width 15 mm
TomoFix osteotomy chisel, width 20 mm
TomoFix osteotomy chisel, width 25 mm

TomoFix guiding block for tibial plates, anatomical,
medial, left

TomoFix guiding block for tibial plates, anatomical,
medial, right



Bnok Hanpasnstowmii TomoFix Ans 6o/bLIe6epLoBbIX NNaCTUH, 312.926  TomoFix guiding block for tibial plates, proximal, medial

312.926 N o
MPOKCUMasbHbIA, MeananbHbIl
TomoFix guiding block for tibial plates, proximal, small,
312.024 Bnok Hanpasnatowmii TomoFix 4ns 601bwe6epLoBbIX MNAaCTUH, 312.924 medial
MPOKCUMasbHbIN, MasbliA, MefnanbHbIiA
TomoFix guiding block for tibial plates, proximal, lateral,
312.930 Bnok Hanpasnaowmin TomoFix ans 60nbwebepLoBbIX NAACTUH, 312.930 right
' NPOKCMMasbHbI, naTepanbHbIiA, NPaBbll
TomoFix guiding block for tibial plates, proximal, lateral,
212931 Bnok HanpaBnstowmin TomoFix ans 60nbwe6epLoBbIX NAACTUH, 312.931 left
' NPOKCMMasbHbIA, NaTepanbHbliA, NeBbll
TomoFix guiding block for femoral plates, distal, lateral,
319,939 Bnok HanpaBnstowmii TomoFix ans 6eapeHHbIX MIaCTUH, 312.932 right
' ANCTaNbHbIW, NatepasnbHbIi, NpaBbli
TomoFix guiding block for femoral plates, distal, lateral,
312,033 Bnok Hanpasnawowmii TomoFix gna 6e4peHHbIX MIaCTVH, 312.933 left
' ANCTaNbHbIN, NaTepanbHbI, NEBbIiA
TomoFix guiding block for femoral plates, distal, medial,
03.120.068 Bnok HanpaBnstowmii TomoFix ans 6eApeHHbIX NNaCTUH, 03.120.068 right

AVCTanbHbIM, MeAnanbHbIiA, NpaBblii
TomoFix guiding block for femoral plates, distal, medial,

Bnok Hanpasnswowmii TomoFix ans 6eapeHHbIX NAACTUH, 03.120.069

03.120.069 y 5 s left
,EI,VICTafIbH bl, Me,Cl,VIafIbeIVI, J1eBbiN

395.000 Spreader for bone TomoFix
395.000 PaclumpuTenb KOCTHbI TomoFix

395.166 TomoFix Retractor
395.166 PeTtpakTtop TomoFix

11774 Torque limiter, 4 Nm, for AO/ASIF quick coupling for
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511.774

03.900.042

314.150

314.270

314.164

324.052

314.163

395.161

03.010.516

OrpaHuunTenb yemnus, 4 Hwv, ¢ 6bicTpbiM coegmHeHnem AO/ASIF,
ona PUMeEpPOB

OTBepTKa, paboyas yacTb, Stardrive, T25, ganHa 100 mm

OTBepTKa, paboyast yacTb, rekcaroHanbHas, guameTp wnuua 3,5
MM, 60MbLLas

OTBepTKa rekcaroHanbHas, guaMeTp wnuua 3,5 MM, 6onbLuas, ¢
KaHaBKOW, AnnHa 245 MM

OTBepTKa Stardrive, T25, Ans BUHTOB gnameTpom 4,5/5,0 MM, €
KaHaBKOW, ANnHa 252 MM

OTBepTKa rekcaroHanbHas, gnameTp waunua 3,5 mw, ¢
orpaHnmynTeneM ycunus, camoyfepxusarowasacs, onq
6/10KMPOBaAHHbIX BUHTOB AMameTpom 5,0 MM

OTBepTKa Stardrive, T25, C orpaHUYNTENEM YCUNUS,
camoygepXuaroLaacs, Ans 6/I0KMPOBaHHbIX BUHTOB AMaMeTpoM
5,0 mm

PykosiTKa npuuensHas TomoFix

PykosiTKa 60/1bLLUast, C 6bICTPbIM COEANHEHWEM
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03.900.042

314.150

314.270

314.164

324.052

314.163

395.161

reamers

Screwdriver, working part, Stardrive, T25, length 100 mm

Screwdriver, working part, hexagonal, slot diameter 3.5
mm, large

Screwdriver hexagonal, slot diameter 3.5 mm, large, with
flute, length 245 mm

Screwdriver Stardrive, T25, for screws diameter 4.5/ 5.0
mm, with groove, length 252 mm

Screwdriver hexagonal, slot diameter 3.5 mm, with torque
limiter, self-holding, for locking screws with a diameter of
5.0 mm

Screwdriver Stardrive, T25, with torque limiter, self-
holding, for locking screws with a diameter of 5.0 mm

Handle aiming TomoFix

03.010.516 Handle large, with quick coupling



MpUHaLNEXHOCTN:

68.120.474 KoHTeiHep, MOAYbHbINA, Ana nHCTpymeHToB LCP 4,5/5,0, pasvep
1/2, 6e3 KpbILWKM

684.060 KpbilwKa, AN8 KOHTeliHepoB MOAY/bHbIX, pasmep 1/2

68.120.070 KoHTeiHep, MOAY/bHbINA, A1 MHCTPYMeHTOB TomoFix, pasmep 1/1

682.630 KoHTeiiHep, Vario Case, 419 0CTeOTOMUYECKUX UHCTPYMEHTOB
' TomoFiX, ¢ KpbILWKOIA
[anee no Tekcty Moiyr unCNonb30BaTbCAa Clefylolwme HaviMeHOBaHWS

MELMUMHCKOrO U3AeNns: UHCTPYMEHTbI, n3genue, meanumHckoe nsgenve (M),

HanMeHOBaHUA MeAVULUHCKUX W3Aennii MOryT ObiTb YNOMSIHYTbl B TEKCTE B
COKpaLLleHHOW thopme a5 yao6CcTBa BOCAPUATUS MHhopMaL K.
2. HASHAUYEHVME MEAVNUWNHCKOIO U3AENUNA N MPUHLUWNbI

NEACTBUS
VHCTPYMEHTLI npeagHa3Ha4eHbl AN XUPYPrUYecknx  orepauuii B
TpaBmartosnormm, B TOM 4UCNE COBMECTHO C ApPYrMMU  UHCTPYMEHTaMU

npoussoacTea Synthes GmbH, npu NOAroTOBKE, YCTAHOBKE W W3BNEUYEHUU
opTONeaMYecKUX MMNNaHTaToB NpousBoAcTBa Synthes GmbH.

N3meputenb 4NWHLI, ANMHA WKanbl 250 MMm;

V3meputenn [OAvHbI UMEIOT wWar wusmepeHns 1 MM W WUCNOMbL3YKOTCA AN
N3MEPEHUS KOCTW BO BpPemsa onepauun. 3TU U3Lenna ABNA0TCA MHOrOpPa3oBbIMU
1 NMOCTaBNATCA HECTEPUSIbHBIMN.

W3mepuTtens rnybuHbl OTBepcTWA, ANS BUHTOB AuameTpoMm 5,0 MM, co
CTONOpPOM, WKana go 110 mm.
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Accessories:

Tray, modular, for LCP instruments 4.5/5.0, size 1/2,

68.120.474 without lid

684.060 Lid, for modular tray, size 1/2

68.120.070 Tray, modular, for TomoFix instruments, size 1/1

682.630 Tr_ay, _Varlo Case, for TomoFix osteotomy instruments,
with lid

‘urther in tle text the following names of the medical device can t

used: instruments, device, medical device (MD).

The names of medical devices can be mentioned in the text in

abbreviated form for the convenience of perceiving information.

2. INTENDED USE AND PRINCIPLE OF OPERATION

The instruments are intended for surgeries in traumatology, including in
conjunction with other instruments manufactured by Synthes GmbH, in
the preparation, implantation and removal of orthopedic implants
manufactured by Synthes GmbH.

Measuring Device for length, scale length 250 mm;

Rulers have 1mm increments and are used to measure the bone
intraoperatively. These devices are reusable and provided non-sterile.
Measuring Device for hole depth, for screws diameter 5.0 mm, with
a stopper, scale up to 110 mm.

Measuring Device for hole depth, for screws diameter 4.5 - 6.5 mm,



N3meputenb rny6uHbl 0TBEPCTUSA, 4NA BUHTOB AnameTpom 4,5 - 6,5 MM,
wkana go rNO mm.

N3meputenb rny6uHbl OTBEPCTUS - 3TO  XUPYPTUYECKUA  MHCTPYMEHT,
npegHasHa4yeHHbI  ANsa  U3MepeHus rNy6uHbl  yray6neHus, 06blYHO  Ans
N3MepeHnst rny6uHbl OTBEPCTUI, MPOCBEP/IEHHbLIX B KOCTWU, YTOObI XUPYpr Mor
onpeaennTb  OJMHY  UCNOMIb3YEMOr0  KOCTHOTO  BMHTA. 3JTO  U3fenue
MHOTIOKPaTHOro NCNonb30BaHns, KOTOpoe Heo6xoanmo nogseprartb
CTEpPUM3ALUN MEepPeL NCMO/b30BaHUEM.

N3mepuTenb WNPUHLI Wenu octeoToMun, TomoFix;

N3genusa ond KoppekuuMu OCTEOTOMUM M3MEPAKOT MOSIOXKEHME OCTEOTOMUM WU
BaXHbl A4 o06ecrnevyeHUs MNPaBWU/IbHOrO BbIPaBHUBAHMSA KOCTW. ITU U3denus
ABNAOTCA MHOIOPa3oBbIMU 1 MOCTABMAKTCA HECTEPUBHBIMN.

PacwunpuTenb KOCTHbIA TomoFix.

Paclwumputenn npegHasHauvyeHbl A8 pas3fiBUraHns MArKMX TKaHel BO Bpems

OpTOMEeANYECKO XMPYpPruu.

I/I3|\/|epv|Ten|/| npegHasHayeHbl A1A KONNYECTBEHHOIO U3MEPEHUA aHAaTOMNUYECKNX
napamMeTpoB TeJla Ye/I0BEKA.

CTepXXeHb BblpaBHMBAO L WIA.

[epxaTenb ANs CTEPXHSA BblpaBHMUBAOLLETO 6ONbLION.

[epxaTenb AN CTEPXHS BblPaBHMBAOLLETO Masblii.

MpUHUMNBLI QYHKLUUOHUPOBAHNS: U3AENNS —3TO OPTONEANYECKNE UHCTPYMEHTHI,
COCTOSALLNE M3 U3MEepUTENeld rNyGuHbI U A/INHBI.

N3penus, npeAcTaBneHHble B TeXHMYeCKOM (aiine, npeAHasHaueHbl
MHOFOKPATHOFO MCMO/b30BaHUS U MOCTaBAAIOTCS B HECTEPUIBHOMN YNaKoBKe.
MpuHUMNBI PaGoTbl: M3aenus Mcnonb3yloT Ha XMPYPryecknx atanax B Xofe
opToneAMYecKnx onepauuii, ecnu Tpebyetcs onpefeneHne rnyGuHbI BBeAEHWS
MHCTPYMEeHTa/uMnnaHTaTa nnm onpegeneHune pasmMepa
MHCTPYMeHTa/vMnnaHTaTa.

WN3aenvs npefHasHauyeHbl A1 onpeaeneHns rny6uHbl yCTaHOBKM MHCTPYMeHTa /

Ans
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scale up to MO mm.

The Depth Gauge is a surgical instrument designed to measure the depth
of a recess, usually to measure the depth of holes being drilled in bone
so that the surgeon can determine the length of the bone screw to be
used. This is a reusable device intended to be sterilized prior to use.
Measuring Device for osteotomy gap width, TomoFix

The osteotomy correction devices measure osteotomy position and are
important for ensuring proper alignment of the bone. These devices are
reusable and provided non-sterile.

Speader bone TomoFix.

Retractors are intended for drawing back soft tissue during orthopaedic
surgery.

Measuring Devices are intended to measure quantitatively an anatomical
parameter of the human body.

Alignment rod.

Stand for alignment rod large.

Stand for alignment rod small.

Principles  of function: Length Assessing Devices are orthopaedic
instruments consiting of depth gauges and rulers.

Length Assessing Devices as part of this Technical File are reusable and
offered non-sterile packed.

Principles of operation: Lenght Assessing Devices are used at the
surgical steps during orthopaedic surgery where determining of
instrument/implant insertion depth or determining of instrument/ implant
size is required.



UMNAnaHTaTa WAM OnpefeneHus pasmMepoB U / WAWM MNONMOXEHUS WHCTPyMeHTa /
MMnNnaHTaTa BO BPeMs 0pPTONeAMUYECKOW onepauuu.

HanpasHTenb gna cnuy KnpwHepa, TomoFix, ¢ puKcaTtopom.
HanpaBuTenb agns nessuit, TomoFix, neBblii.

HanpaBuTenb gns nessuii, TomoFix, npaBblii.

LW a6noH TomoFix ans ne3sus.

Bnok HanpasnswWwmnin TomoFix gns 60nbwe6epLOBbIX MNAACTUH,
aHAaTOMWYECKN, MegnanbHblii, NeBbINA.

Bnok HanpaBna Wwmnii TomoFix ana 6onbwebepLoBbIX NAACTUH,
aHaTOMWYeCKWUiA, MeananbHbIA, NpaBblii.

PykoATKa npuuenbHasa TomoFix.

W3genns npefgHasHaveHbl ANS HanpaBfieHWs [eicTBMIA Xupypra BO Bpems
npoueaypbl BbICOKOW ocTeoTOMUN 60nbluebepLoBoii Koctn (HTO).

3penns npeacTaBnaloT coboi XUpYypruyeckune WHCTPYMEHTHI,
npefHasHayeHHble [ BPEMEHHOrO WCNO/MIb30BaHWA. 3JTO XUPYpPruyeckue
WHCTPYMEHTbI MHOrOpasoBOro MCro/b30BaHUA, NMOCTaB/SEMbIE B HECTEPUSILHOM
BUAe.

Hanpasutens gna cnuy KnpwHepa gnametpom 2,0 MM, gamHa 110 mm.
HanpaBuTenb gNs ceepna, yHuBepcanbHblii, gna LCP 4,5/5,0.
Hanpasutenb gns csepna gnametpom 4,3 mm, gna LCP 5,0.

PyyHble XWpPYpruyeckme WHCTPYMEHTbI, CMOCO6HbIe 3awumiiaTh WHCTPYMEHT,
nonb3oeatens uW/MnuM nNauuMeHTa OT TpaBM, HanpaeiAaTb BpaljatoLieecs
XUPYPruyecKkoe CBepsio, MNO3BOMNTL XUPYPry MPOBECTM MaHUNynauum C
WHCTPYMEHTOM, 06ecneynTb MOCTYMAEeHWEe U OTCOC UPPUTraLMOHHON XWUAKOCTK,
a TakXe nepefaTb ycunve Ha NPOKCMMasbHO BBEAEHHbIA GNOKMPYHOLWNIA BUHT
KOCTHOro wtugta. MeanuMHCKOe  K3denve  ABNSeTCA  MHOIOpPasoBbiM
NHCTPYMEHTOM.

Hanpasutenu pna cnuy W CBepn nNpefHasHayeHbl AN YAEPXMBaHUS U
HanpaBfeHNs WMNAAHTaTOB W WHCTPYMEHTOB BO Bpems OPTOMeAMYecKoi
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Length assessing devices are intended for determining of
instrument/implant insertion depth or determining of instrument /
implant dimensions and/or position during orthopaedic surgery.

Guide for Kirschner wires, TomoFix, with wing nut.

Guide for saw, TomoFix, left.

Guide for saw, TomoFix, right.

TomoFix template for blade.

TomoFix guiding block for tibial plates, anatomical, medial, left.
TomoFix guiding block for tibial plates, anatomical, medial, right.
Handle aiming TomoFix.

The Osteotomy Guide is designed to give surgeon guidance during the
High Tibia Osteotomy (HTO) procedure.

The products are surgically invasive devices intended for transient use.
They are reusable surgical instruments provided in non-sterile state.

Guide for Kirschner wires diameter 2.0 mm, length 110 mm.

Guide for drill, universal, for LCP 4.5/5.0.

Guide for drill bits diameter 4.3 mm, for LCP 5.0.

A collection of hand-held surgical instruments that are able to protect
the instrument and/or its operator and/or the patient from injury, guide a
rotating surgical drill, allow the surgeon to perform manipulations with
the instrument, provide irrigation fluid and suction and impart a force
upon a proximally inserted bone nail locking screw. The device is a
reusable instrument.

Drill/Protection Guide/Sleeves are intended for holding and guiding
implants and instruments during orthopaedic surgery.




onepaymu.
Csepno, gnametp 4,3 MM, AnnHa 221 MM, 2 KaHaBKMW, BbICTPOe COeANHEHME.
Csepno, guameTp 3,2 MM, gnnHa 195/170 mm, 2 KaHaBKM, ObICTpoe
coefiuHeHNe.

Mcnonb3oBaHme cBepn [ANA CBepJieHUs KOCTW: CBepna npefHasHayeHbl A1
CBEP/IEHNS LMANHAPUYECKUX OTBEPCTUIA B KOCTU B XOAe OPTONEeAUYEecKMX
onepaunii. cnonb3oBaHne CBEPN AN W3BNEYEHUS BMHTA: ObICTPOpexyLime u
KapbuaHble cBepna npefHas3HayeHbl NS CBep/eHWs MeTanna Ana yaaneHus
6NOKMPYHOLLNX BUHTOB.

N3genna B [aHHOW TeXHWUYECKOW [OKYMEeHTauun SBAAKTCA XUPYPruyecku
WHBA3MBHbLIMW  WHCTPYMEHTamu,  MpefHa3HayeHHbIMU A1 BPEMEHHOrO
NCMNO/b30BaHNA.

Jonoto TomoFix gns octeotomMun, wunpmnHa 10 mm/15 mm/ 20 mm/ 25 mm.
PyuYHble WM HACTONbHbIE XUPYPTrUYecKMe WHCTPYMEHTbl, WCMOoMb3yeMble B

opToneauyeckux onepauusx. [laHHble WHCTPYMEHTbI CMOCOGHbI  pe3aTh,
OTAENATb, 3aKWMaTb, YAEPXKWBaTb, MNepefaBaTb YAApHYK CUy, a Takxke
npugaBatb  (OpMy  KOCTU.  VIHCTPYMeHTbI  Takke MOFyT  paspesaTb

MeTanInyeckme NNacTuHbl. JJaHHoe n3genve ABNSeTCS MHOropasoBbIM.
MpUHUMNBLI paboTbl: pexywme UHCTPYMEHTbI U UHCTPYMEHTbl AN MUCCeYEHUS
KOCTW MWCNOMb3YKT ANS yAaNeHUs WA npuaaHns (Qopmbl KOCTU B XOf4e
opToneaMYecKol onepayuun.

Bnok Hanpasnstowmnii TomoFix gna 60nbwebepLoBbIX NAACTUH,
NPOKCMMaNbHbIA, MeananbHbIN.

Bnok Hanpasnstowmnii TomoFix gng 60nbwebepLOBbIX NAACTUH,
NMPOKCUMaNnbHbIN, Manblii, MegnanbHbIi.

Bnok HanpaBnawowmnii TomoFix gns 60nbwebepLoBbIX NAACTUH,
NMPOKCUManbHbIN, naTepanbHbli, NPaBbliA.

Bnok HanpaenfwWwmini TomoFix gna 60nbwebepuoBbIX NAACTUH,
NMPOKCMManbHbI, NnaTepanbHbIil, NEBbIN.

Bnok Hanpasnstowmnii TomoFix gna 6eapeHHbIX NAacTUH, AUCTaNbHbINR,
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Drill bit, diameter 4.3 mm, length 221 mm, 2 flute, quick coupling.
Drill bit, diameter 3.2 mm, length 195/170 mm, 2 flute, quick
coupling.

Drill Bits — Bone Drilling: Drill bits are intended for drilling of
cylindrical holes into bone during orthopedic surgery. Drill Bits - Screw
Extraction: High speed and carbide drill bits are intended to drill into
metal for the removal of locking screws.

The products of this technical file documentation are surgically invasive
devices intended for transient use.

TomoFix osteotomy chisel, width 10 mm/ 15 mm/ 20 mm/ 25 mm.
Hand-held or table mounted, manual surgical instruments used in an
orthoapedic operation. The instruments could cut, seperate, grasp, hold,
impart an impacting force and also shape bone. The instruments could
also cut metal plates. This is a reusable device.

Principles of operation: Cutting and Bone Removal Instruments are used
during surgery to remove or shape bone during orthopaedic surgery.

TomoFix guiding block for tibial plates, proximal, medial.

TomoFix guiding block for tibial plates, proximal, small, medial.
TomoFix guiding block for tibial plates, proximal, lateral, right.
TomoFix guiding block for tibial plates, proximal, lateral, left.
TomoFix guiding block for femoral plates, distal, lateral, right.
TomoFix guiding block for femoral plates, distal, lateral, left.
TomoFix guiding block for femoral plates, distal, medial, right.
TomoFix guiding block for femoral plates, distal, medial, left.

A collection of manual surgical instruments that stabilize fractured



natepanbHbIil, NpPaBbliA.

Bnok HanpaBnsawwmiin TomoFix ana 6eapeHHbIX NAaCTUH, AUCTaNbHbIN,
naTepanbHbIiA, NeBbINA.

Bnok HanpasnawWwmin TomoFix 4na 6efpeHHbIX NAacTUH, AUCTaNIbHbIN,
MeAnanbHbIA, NpaBblil.

Bnok HanpasnaWmMin TomoFix gns 6efApeHHbIX NNACTUH, AUCTaNbHbIN,
MeaunanbHbIA, NEBbINA.

PyuHble XWPYPruyeckne WHCTPYMEHTbI, KOTOpble CTabUAU3MPYOT CNOMaHHbIe
KOCTW, YBEIMUMBAIOT ANAMETP KOCTU M 3alMLLatoT OKPYXKatoLine MArKUe TKaHU.
[aHHble MefUUMHCKNE N3aeNns SBNAOTCS MHOrOPa3oBbIMU.

Bnoku HanpaBnsitowme - npefHasHauveHbl A8 HanpaBNeHUSt UHCTPYMEHTOB AN
LLeHTPUPOBaHNA C COOTBETCTBYHOLLMMMN MUMMNAHTATaMWN B XOL4e OPTONeAnYecKon
onepauuu.

PeTpakTop TomoFix.

PeTpakTtop TomoFix npegHasHayeH AN MPUMEHEHUS Ha 3afHeli MOBEPXHOCTU
60nbL1e6epLoBOi KOCTK npu NpoOBEAEHNN  BbICOKOW  OCTEOTOMUW
60nbLebepyoBOi  KOCTU C  WCMNO/MIb30BAHMEM WHCTPYMEHTOB TomoFix Aans
3alNTbl MATKMUX TKaHel BO BPeMS XMPYPruyecKoin npouesypsbi.

N3penns npeAcTaBnsaoT coboi XUpYypruyeckme WHCTPYMEHTHI,
npefHasHayeHHble 415 BPEMEHHOro WCNONb30BaHMSA. ITO  XMPYpPruyeckue
WHCTPYMEHTbI MHOFOPa30BOro MCMO/b30BaHWS, NOCTaBNSiEMble B HECTEPU/ILHOM
COCTOSIHUW.

OrpaHunumnTens ycunus, 4 Hm, ¢ 6bicTpbiM coegnHeHnem AO/ASIF, gna
pPMMepOB.

MpyvHUMN paboTbl: OrpaHUYMTeNIn YCUNUA MpPeLCcTaBnsaloT coboi Hebosblume
n3genunsa, npefHasHayeHHble AN COEAVHEHUSA C PYYHbIMU XUPYPruyecKnmu
WHCTPYMEHTamu (Hanpumep, OTBEPTKOM) ANS OrpaHNYeHNs KpyTALWwero MoMeHTa
MCMONb3yeMOro  WHCTPYMEHTa, 4TO  MO3BOASET  XMpypry  nogbéupatb
HeoOXO4MMbIA KPYTALWMIA MOMEHT NS 3aTArMBaHMS OPTOMEeANYECKUX BUHTOB
npu npoBefeHuMn onepauuun. W3genne ykasblBaeT XWUPYpry Ha [LOCTUMXEHME
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bones, enlarge the diameter of bone and protect the surrounding soft
tissue. These are reusable devices.

Guiding blocks/Aiming instruments are
instruments for alignment with corresponding
orthopaedic surgery.

intended for guiding of
implants during

TomoFix Retractor.

The TomoFix retractor is intented for use at the posterior side of tibia
during the High Tibia Osteotomy (HTO) TomoFix surgery to protect the
soft tissue during the surgical procedure.

The products are surgically invasive devices intended for transient use.
They are reusable surgical instruments provided in non-sterile state.

Torque limiter, 4 Nm, for AO/ASIF quick coupling for reamers.

Principles of function: Torque Limiters are small devices to attach to a
manual surgical instrument (eg. screwdriver) to define the torque off that
tool allowing the surgeon to apply the correct torque, when tightening an
orthopeadic screw during surgery. The devices provide an indication to
the surgeons when the pre-set torque level is reached with an audible
chlick and release rotational traction. Torque Limiting Instruments are
reusable devices and are offered non-sterile packed.
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3alaHHOT0 YPOBHA KPYTALWEro MOMeHTa NOCPeAcCTBOM CAbILLUMMOIO LWieNYka U
BblCBOﬁO)K,U,eHVIH BpallaloLerocda afieMeHTa.

OrpaHuunTenn  ycunua  SBAAKOTCA  MHCTPYMEHTamMM  MHOFOpasoBOro
MCNOMb30BaHMS, NOCTABASEMbIMUA B HECTEPU/IbHOM BUJE.
MpuHUMN  AelCTBMS:  OrpaHWMYMTENM YCUIUS  UCMONb3YHTCS BO  Bpems

opToneAnYecKnx onepaunii Ha aTanax, Korga He06XoAMMO 3aTsArvBaHWe BMHTOB
C OnpefefieHHbIM KPYTALWMUM MOMEHTOM.

OrpaHununTenn ycunusa npefHasHayeHbl 415 orpaHUYeHns KpAyTALLEro MOMeHTa
3aTArnBaHMA BMHTOB / raek BO Bpems OpTOMNeAMYecKOor onepauun.

OT1BepTKa, paboyas yacTb, Stardrivc, T25, gnvHa 100 mMm.

OTBepTKa, pabouyasd uyacTb, rekcaroHanbHas, guameTp wnuua 3,5 MM,
6onblwas.

OTBepTKa rekcaroHanbHas,
KaHaBKOW, AgnnHa 245 mm.
OTBepTKa Stardrive, T25, ans BUHTOB AnameTpom 4,5/5,0 MM, C KaHaBKOW,
ONvHA 252 MMm.

MpUHUMMBLI  (YHKLWOHMPOBAHWUA: OTBEPTKA - 3TO TOYHbIA MexaHU4YecKui
WHCTPYMEHT, KOTOPbIA nepefaeT ycunve € NPOAOJbHON OCK BpalleHMs Ha
MEHbLUYIK0 BbIXOLHYHO OCb, KOTOpas HeCceT WHCTPYMeHT (CBep/io WM nessue
OTBEPTKMN).

MpuHUMNbl paboTbl: OTBEPTKM MpefHasHauyeHbl AN18 3aTArMBaHus, ocnadneHus
WNW yaaneHns BUHTOB B XOZ€e OPTONEAMYECKON onepauun.
OTBepTKa rekcaroHanbHas, gnameTp wnuua 3,5 MM, ¢ orpaHuunuTENEM
ycunua, camoyjepxupatowasncs, s 610KUPOBaAHHbIX BUHTOB AUAMETPOM
5,0 mMm.

OTBepTKa Stardrive, T25, c orpaHuMymnTEenem ycunus,
camoyfepxuBatolasacs, 4N 610KMPOBaHHbIX BUHTOB AnaMeTpom 5,0 mm.
N3genvsa ¢ orpaHuumTenem ycunus npeactaBnstoT co60i HebonbLIne U3Aenus,
npefHasHayeHHble 01 COeMHEHUS C PYUYHbIM XUPYPrUYECKUM WHCTPYMEHTaM
(Hanpumep, OTBEPTKON) ANS OrpaHNYeHUs KpPyTALLero MOMeHTa UCMo/b3yemMoro

AvameTp wauda 3,5 MM, 6onbwad, ¢
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Principles of operation: Torque Limiters are used during orothopaedic
surgery at the steps where tightening of screw implants with a defined
torque is required.

Torque Limiters are intended to limit the tightening torque of the
screws/nuts during orthopedic surgery.

Screwdriver, working part, Stardrive, T25, length 100 mm.
Screwdriver, working part, hexagonal, slot diameter 3.5 mm, large.
Screwdriver hexagonal, slot diameter 3.5 mm, large, with flute,
length 245 mm.

Screwdriver Stardrive, T25, for screws diameter 4.5/5.0 mm, with
groove, length 252 mm.

Principles of function: The screwdriver is a precision-built mechanical
instrument that transmits the force of a longitudinal input rotation axis
into a smaller output axis which carries the tool (drill bit or a screw
driver blade). Principles of operation: Screwdrivers are intended for
tightening, loosening or removing of screw implants during orthopaedic
surgery.

Screwdriver hexagonal, slot diameter 3.5 mm, with torque limiter,
self-holding, for locking screws with a diameter of 5.0 mm.
Screwdriver Stardrive, T25, with torque limiter, self-holding, for
locking screws with a diameter of 5.0 mm.

Torque Limiting Instruments are small devices to attach to a manual
surgical instrument (eg. screwdriver) to define the torque off that tool
allowing the surgeon to apply the correct torque, when tightening an
orthopeadic screw during surgery. The devices provide an indication to



WHCTPYMEHTa, 4YTO MO3BOMAET XWUPYpry MoA6upaTb HEOOXOAUMBIA KpyTALMA
MOMEHT NS 3aTArMBaHMA OPTOMEeAMYECKNX BUHTOB MPU NPOBEAEHWMU OnepaLyu.
WN3penve ykasblBaeT XWPYpry Ha [OCTMXKEHME 3aflaHHOr0 YPOBHS KPYTALLEro
MOMEHTA NMOCPEACTBOM C/bILIMMOTO LeNYKa W BbICBOOOXAEHMS BpaLLaroLLerocs
anemeHTa.

WHCTPYMEHTbI C OrpaHMuYMTeNeM  YCUAWUS  SBAAKOTCS  UHCTPYMeHTamu
MHOropa3oBOro MCMo/b30BaHWs, NMOCTaBNSEMbIMU B HECTEPUIBHOM BUJE.
WHCTPYMEHTbI  C  OrpaHuuMTeNeM  YyCWAMA  UCNOMb3YKOTCA  BO  Bpems
OpPTOMeANYECKNX Onepaumii Ha 3Tanax, Korja Heo6Xo4MMO 3aTArMBaHUE BUHTOB
C OMpeAeneHHbIM KpYTALLMM MOMEHTOM.

NHCTPYMEHTbI C OrpaHWuYMTENEM YCUNUS NpeAHasHauyeHbl AN OrpaHUYeHUs
KPYTALLEr0O MOMEHTa 3aTATMBaHMA BWHTOB / raek BO BPeEMSi OpPTOMeAMYecKoii
onepaumu.

PykosATKa 60/blwas, ¢ 6bICTPbIM COEANHEHUEM.
MpuHUUNGI PYHKLNOHUPOBAHNA: PYKOATKA MHCTPYMEHTOB - 3TO YAepXXNBaemble
B PYKE XUPYPrMYECKME WHCTPYMEHTHI, MNpefHa3HayeHHble AN COeAUHEHUA C
MPOKCMMaNbHbIM  KOHLIOM  XUPYPruyeckoro  WHCTpyMeHTa  (Hanpumep,
OTBEPTKOW), 4TOGbI MO3BOMUTb  XMPYPry BbINOAHATL  MaHUNynsumMm ¢
WNHCTPYMEHTOM, 06bIY4HO —PYUHYIO POTaLMI0 KOCTHOrO BMHTA WY 3aTArvBaHue
LLanbbl BO BpeMs XMPYpPruvyecKoro BMeLLaTenbCTBa.

MpuHUMNbl  paboTbl: PYKOATKW WHCTPYMEHTOB WCMOMb3YKOTCA BO  Bpems
OpPTOMNeLMYECKMX Onepauuin Ans yAepXaHus XUPYPruyeckoro MHCTPYMEHTa,
Mo3BOJIAA XMPYPTY BbINOMHATL MAHUNYNALUUN.

W3gennsa, npeacTtaBneHHble B [aHHOW  TEXHWYECKOW  [OKYMeHTauuu,
NPeLCTaBNSAOT CO60A HEMHBA3VBHbIE U3AENNSA, HECTEPU/IbHbLIE U MHOIOPa3oBOro
NCNoJb30BaHUA.

PYKOATKU npegHasHaueHsbl ons yaepXaHus
MaHMNyMPOBaHMIN BO BPeMs OPTOMeAMYECKO onepauum.

WHCTPYMEHTOB  Mpu
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the surgeons when the pre-set torque level is reached with an audible
chlick and release rotational traction.

Torgue Limiting Instruments are reusable devices and are offered non-
sterile packed.

Torque Limiting Instruments are used during orothopaedic surgery at the
steps where tightening of screw implants with a defined torque is
required.

Torque Limiters are intended to limit the tightening torque of the
screws/nuts during orthopedic surgery.

Handle lai®e, with quick coupling.

Principles of function: Instrument Handles are hand-held manual
surgical instruments designed to attach to the proximal end of a surgical
instrument (e.g., a screwdriver shaft) to allow the surgeon to perform
manipulations with the instrument, typically manual rotation of a bone
screw or tensioning of a nut during a surgical procedure. Principles of
operation: Instrument Handles are used during orthopaedic surgery to
hold a surgical instrument, allowing the surgeon to perform
manipulation.

The products in scope of this technical file documentation are non-
invasive devices, non-sterile and multiple use.
Instrument Handles are intended for
manipulation during orthopaedic surgery.

holding instruments for



3. MOKA3AHWA N TIPOTUBOMOKA3AHA KMPUMEHEHWIO MW
M BO3IMOXHbBIE MOBOYHbBIE DO OEKTHI

3.1. Moka3aHus

WNHCTpyMeHTbI  MOKasaHbl A/19 XMPYPruyeckux ornepauuii B TpaBMaTonoruun, B

TOM 4uMcne COBMECTHO C [ApPYrMMW WHCTPYMeHTamu npon3soacTBa Synthes

GmbH, npu noAroToBkKe, YCTAHOBKE W  W3B/IEYEHUN OPTOMEAUYECKUX

UMNIaHTaToOB NponseoacTea Synthes GmbH.

3.2. TpoTuBOMNOKa3aHWA, BO3MOXHbIe HeXenaTefibHble ABNEHUS,
No60ouYHble WD EKTHI U PUCKHU

HeT cneumtmyeckvx npOTMBOMOKA3aHWA K MPUMEHEHUKO  WHCTPYMEHTOB B

opTorneanyeckor Xmpyprn. MpoTMBOMNOKAa3aHWA K XUPYPruyeckoMy BMeELLATe/bCTBY

ONPEeeNaTCA XVPYProM B KaXKIOM KOHKPETHOM C/lyvae Ha OCHOBaHWW 3a60/eBaHuA

nauueHTa W OMNpefeNeHHOro TWna WMNIaHTaTa, BbIOPaHHOrO [A1f YCTaHOBKW, W

YUMTHIBAKOTCA B COOTBETCTBMM C MWH(OPMaLMeEli B XMPYPrUYeCKMX TeXHUKaX Ha

BblOpaHHbIA TN MMNNaHTaToB  npou3BofcTBa Synthes GmbH.  Bo3moxHble

HeXXenarte/ibHble AB/IeHNs, NOOOUHbIE SPEKTLI U PUCKK;

- VHhekupia

- MoBpexaeHne MATKUX TKaHel

- Anniepruyeckme peakLmm n3-3a HeCOBMECTUMOCTY MaTeprasioB

- OTCpoYKa 3a>KVBNEHUS 13-3a COCYANCTbIX HapyLLEHWIA.

4. NHPOPMALUMA O NOTEHUMNANBHbBIX MOTPEBUNTENAX MU U
YKA3AHWA MO NCMNONMB3OBAHWIO

MoTeHumanbHble noTpedbuTenn MU

[aHHble n3genus npefHasHayeHbl A0S UCMOMb30BAHUA KBaMPULMPOBAHHBIMM

MeANLUHCKUMN paboTHMKaMMU, Hanpumep,  Xupypramu, nepcoHanom

orepaLyMoHHOM ¥ cneynanncTammn, y4acTByowmMMm B NOAroToBke mUsgenvii. Becb

nepcoHan, paboTalowmnini ¢ n3gennem, LO/MHKEH UMETb MOMHOE MpeAcTaBneHne o

npeanonaraeMoM MCNofb30BaHMN U3AENUs, COOTBETCTBYIOWEN WUHCTPYKUMM NO

aKcnnyaTauuu nsgenuns.
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3. INDICATIONS AND CONTRAINDICATIONS FOR MD USE
AND POSSIBLE ADVERSE EFFECTS

3.1. Indications

The instruments are indicated for surgeries in traumatology, including in

conjunction with other instruments manufactured by Synthes GmbH, in

the preparation, implantation and removal of orthopedic implants

manufactured by Synthes GmbH.

3.2. Contraindications, possible adverse events, side effects and
potential risks

There are no specific contraindications for using instruments in

Orthopaedic surgery. Contraindications to surgical intervention are

determined by the surgeon in each case on the basis of the patient’s

disease and the specific type of implant selected for implantation, and

are taken into account in accordance with the information in the surgical

techniques for the selected type of implant manufactured by Synthes

GmbH. Possible adverse events, side effects and risks:

- Infection

- Soft tissue damage

- Allergic reactions from material incompatibility

- Delayed healing from vascular disturbances.

4. INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

Intended User

This device is intended to be used by qualifed health care professionals

e.g. surgeons, operating room staff, and professionals involved in

preparation of the device. All personnel handling the device should be

fully aware of the intended use of the products, the applicable the

instruction for use.




PaboOTHMKKN cepbl 34paBOOXpaHeHNs AO/MKHbI MMETb NonHoe npefcTtaBneHme o Health Care Professionals should be fully aware of the intended use of

npeanonaraeMoM MCNoAb30BaHUM MPOAYKUUN W MPUMEHSEMbBIX XUPYPrUYECKMX
TEXHMKaX, a TakKke AO0/MKHblI OblTb KBaIMMULMPOBAHbI MyTeM MPOXOXAEHUS
COOTBETCTBYHOLLEr0 00yYeHUs.
Ycnosusa npumeHeHua/akcnayataynm MU

WN3genna npefHasHayeHbl A0S UCMOMb30BaHUA B YUPEXAEHUAX 34paBOXPaHEHUS.
W3genna pekoMeHAyeTCs  MCMOoMb30BaTb MNpW  YCMOBUSIX  3KCMayatauuu,
YKa3aHHbIX B Tabnumue 1

Tabnuua 1

Ycnoeusa skconyaTayuH
BnaxHocTb OT130% po 85%

TemnepaTypa Ot -29°C po +60°C

5. ONMNCAHNE OCHOBHbIX ®YHKUWMOHAJIbHbIX 3TIEMEHTOB
MW

5.1. O6uwee onncaHne PYHKLMOHANbHbLIX 31eMeHToB MU

MpumeyaHne: NPUBEAEHHbIE HUXE W300paKeHUs HOCAT WHMOPMALMOHHbIN
XapakTep W Npu3BaHbl MPOLEMOHCTPUPOBATbL OOLWMIA BUA U KOHCTPYKLMIO

MeMLMHCKNX n3gennii 6e3 macuTabrpoBaHus.
N3meputens ANWHBL, AAnHa WwKansl 250 Mm.

M3meputenn [AAWHbI UMEKT LWar usMepeHns 1 MM W UCMOMb3YHOTCA ANA

M3MePEHNs KOCTU BO BpPeMs onepauum.
N3meputenn cnpoekTMpoBaHbl Kak MOMOCKU C FNafKUMK KpasMy, pasMeyeHHble

B eAVHULAX U3MEPEHMS [/INHbI.
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the products and the applicable surgical techniques, and they should be
qualifed by appropriate training.

Use/operation conditions of MD
Devices are intended for use in healthcare facilities.
Devices are recommended for use under operation conditions indicated
in Table 1
Table 1
OperatioA conditions
Humidity 30% to 85 %

Temperature -29°C to +60°C

5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
5.1. General description of functional elements of MD

Note: The following images are for informational purposes only and
intended to demonstrate the General appearance and design of the MD,
and are not to scale.

Measuring Device for length, scale length 250 mm.

Rulers have 1mm increments and are used to measure the bone

intraoperatively.
Rulers are designed as smooth-edged strips marked in units of length.
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N3mepuTenb rnybuHbl OTBEpCTMA, LS BUHTOB guameTpom 50 MM, co
cTonopom, Wwkana go 110 mMm.

N3meputens rnybuHbl  OTBEPCTUS - 3TO  XUPYPTrUYECKUA  MHCTPYMEHT,
npefHasHauyeHHbIi  ANS  U3MepeHWUs  rNyouHbl  yrny6neHus, 06blYHO A1
N3MepeHns rnyouHbl OTBEPCTUIA, MPOCBEPNIEHHbIX B KOCTW, YTOObLI XMpypr Mor
onpefennTb AJINHY UCMNOMb3YEMOro KOCTHOrO BMHTA.

W3penve cocTouT 13 NOABMKHON (CKONb3ALLEN) LeHTpanbHON getanu (WTngTa),
KOHYMK KOTOpPOro BBOAWUTCA B YrnybneHue pnns onpejeneHns pasvepa B
COOTBETCTBUWN CO LLIKAJION.

N3mepuTenb rny6uHbl OTBEpPCTUA, ANS BUHTOB guameTpom 4,5 - 6,5 mm,
wkana go 110 mm.

N3mepuTenb rny6uHbl OTBEPCTUA - 3TO  XUPYPrUYECKUIA  MHCTPYMEHT,
npeAHasHaYeHHbI AN M3MepeHus  [NyOuHbl  Yyray6neHus, o06bIYHO  Ans
n3MepeHns rny6uHbl OTBEPCTMWIA, MPOCBEPNEHHbIX B KOCTU, YTOGLI XUPYpr Mor
onpeaennTb AANHY UCNONb3YEMOr0 KOCTHOMO BUHTA.

W3pnenve cocTonT u3 NOABMKHOW (CKONb3SALLER) LeHTpanbHon aetanu (WTngTa),
KOHYMK KOTOpPOro BBOAMTCA B YyrnybneHne [ns onpegeneHns pasmepa B
COOTBETCTBMM CO LUKASION.
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Measuring Device for hole depth, for screws diameter 5.0 mm, with
a stopper, scale up to 110 mm.

The Depth Gauge is a surgical instrument designed to measure the depth
of a recess, usually to measure the depth of holes being drilled in bone
so that the surgeon can determine the length of the bone screw to be
used.

The device with a moveable (sliding) centrepiece (a prong), the tip of
which is inserted into the recess to read from a scale.

Measuring Device for hole depth, for screws diameter 4.5 - 6.5 mm,
scale up to 110 mm.

The Depth Gauge is a surgical instrument designed to measure the depth
of a recess, usually to measure the depth of holes being drilled in bone
so that the surgeon can determine the length of the bone screw to be
used.

The device with a moveable (sliding) centrepiece (a prong), the tip of
which is inserted into the recess to read from a scale.



M3mepuTenb WMPKUHBI LWEeNn octeoToMum, TomoFix. Measuring Device for osteotomy gap width, TomoFix.

Via1enns IS KODDeKUMM OCTEOTOMUA MBMEDSIOT MONOKEHHE OCTEOTOMUN 1 The osteotomy correction devices measure osteotomy position and are
A A PPEKL P important for ensuring proper alignment of the bone.
BaXXHbl 4719 06ecnevyeHns NpasuibHOro BbipaBHWBaHUA KOCTU.

HanpaBHTenb gna cnuy KupwHepa, TomoFix, c gpukcaTtopom. Guide for Kirschner wires, TomoFix, with wing nut.

MpefHasHayeH A1 HanpasfeHWs AecTBUIA Xupypra BO Bpems npouedypbl TO give surgeon guidance during the High Tibia Osteotomy (HTO)
BbICOKOW 0CTeoTOMMUM 6onbLiebeproBoit koctn (HTO). procedure.

16

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



HanpaBuTenb gna cHum KupwHepa guametpom 2,0 Mm, gnuHa 110 mm. Guide for Kirschner wires diameter 2.0 mm, length 110 mm.

MNpegHasHayeH  And  YAepXMBaHWS M HanpaBneHus  MmnnaHTatoB U Holding and guiding implants and instruments during orthopaedic
WHCTPYMEHTOB B X0O/ie OPTOMEANYECKMX OMNepaLii. surgery.

HanpaBuTenb ans nessuit, TomoFix, neBblii. Guide for saw, TomoFix, left.

MpefHa3HayeH A8 HanpaefeHWs [AelCTBUIA xupypra BO BpeMs npouedypbl To give surgeon guidance during the High Tibia Osteotomy (HTO)
BbICOKOI 0cTeoTOMMM GonbliebepuoBoi koctn (HTO). procedure.

HanpaBuTenb ans nessuit, TomoFix, npasblii. Guide for saw, TomoFix, right.

To give surgeon guidance during the High Tibia Osteotomy (HTO)
17
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MpefHa3HayeH [N HanpaBfeHUs AeWCTBUIA Xupypra BO Bpems Mpoueaypsl
BbICOKOI ocTeoToMUM 60nbLIebepuoBoit Koctn (HTO).
HanpaButenb gna ceepna, yHusepcanbHbiin, gnsg LCP 4,5/5,0.

MpefHa3HayeH [ANS  YAEPXMBAHUA U HamnpaBneHUs  UMMAAHTaToB U
MHCTPYMEHTOB B XOZle OPTOMNEANYECKUX OMNepaLnii.

HanpaBuTens gns ceepna guametpom 4,3 mm, gna LCP 5,0.

MpegHasHayeH AN YOEPXWMBAHUSA W HanpasfieHWs  UMNIAHTAToB U
WHCTPYMEHTOB B X0/€e OpPTONeANYeCcKMX onepawmii.
Csepno, gnameTp 4,3 MM, 4inHA 221 MM, 2 KaHaBKW, BbICTPOE COeAUHEHME.

MpefHa3HaYeHO ANA CBEPNEHUS LUAIMHAPUYECKMX OTBEPCTUIA B KOCTM B XOfe
OpTONeaMYeCKUX onepaLuii.
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procedure.

Guide for drill, universal, for LCP 4.5/5.0.

Holding and guiding implants and instruments during orthopaedic
surgery.
Guide for drill bits diameter 4.3 mm, for LCP 5.0.

Holding and guiding implants and instruments during orthopaedic
surgery.
Drill bit, diameter 4.3 mm, length 221 mm, 2 flute, quick coupling.

Drilling of cylindrical holes into bone during orthopedic surgery.
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Csepno, guametp 3,2 MM, AnuHa 195/170 mm, 2 KaHaBKW, ObICTpoe
COeflHeHwe.

MpeAHa3HaYeHO AN CBEPNEHUS LWANHAPUYECKUX OTBEPCTUIA B KOCTU B XOfe
OpTONeAMYECKINX OnepaLuii.
CTepXXeHb BblpaBHMBAK L WA,

MpeAHa3HauyeH ans onpefeneHns rny6uHbl BBEAEHWUS UHCTPYMeHTa/MMnnaHTaTa
WAn ONs onpeAeneHns rabapuToB WM/MAM NOMOXKEHUS WHCTPYMeHTa/MMNnaHTaTa

B X0/e OpPTONeAMYECKOi onepauum.
[lepxaTenb ANs CTePXXHS BblPaBHMBAOLLETO 6O/bLLOA.

y

MpefcTaBnseT co60i UHCTPYMEHT AN yaepXKaHUs CTEPXKHS BbIPaBHMBAIOLLLETO.
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Drill bit, diameter 3.2 mm, length 195/170 mm, 2 flute, quick
coupling.

Drilling of cylindrical holes into bone during orthopedic surgery.

Alignment rod.
Device is intended for determining of instrument/implant insertion depth
or determining of instrument / implant dimensions and/or position

during orthopaedic surgery.
Stand for alignment rod large.

Instrument is intended for holding the alignment rod.
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[epxatenb 418 CTEPXXHSA BblpaBHUBAKOLLLETO MasbliA. Stand for alignment rod small.

1 1
] X _ -
MpeacTaBnseT coboi MHCTPYMEHT ANS YAepXKaHus CTePXKHS BblpaBHMBatowlero.  Instrument is intended for holding the alignment rod.
LWa6noH ToTOEIXansa nessus. TomoFix template for blade.

MpeaHasHaden Ans HanpasneHns AEWCTBUA Xupypra BO BPeMS MPOUEAYPbI T, give surgeon guidance during the High Tibia Osteotomy (HTO)
BbICOKOW 0cTeoTOMUKN 60/bLUebepLoBoii KocTn (HTO).

procedure.
LJonoto TomoFix gns ocTeoTOMUM: TomoFix osteotomy chisel:
- wupuHa 10 mm; - width 10 mm;
............ A ~ R R R RS
fW M uaar e e, LLI N> 1# J« 2o *r¥i 1

MpefHasllaueHo 419 yAaneHws wnv  npuaaHdus  GopMbl  KOCTM B XoAe Removing or shaping bone during orthopaedic surgery.
OpTONeaNMYeCKNX onepaLuii.

20
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- wunpuHa 15 Mm; - width 15 mm;

annTn

MpegHasHauyeHO AN8  ypaneHus wWAM  npugadvs  ¢opmbl  Koctu B xoge Removing or shaping bone during orthopaedic surgery.
OpTOMeANYECKNX onepaui.

- wuprHa 20 mm; - width 20 mm;

m| A 7TT

MpeAHasHayeHoO [ANA  yAaneHus wav  npugadns Qopmbl  KOCTUM B XOfe Removing or shaping bone during orthopaedic surgery.
opTONeaMYecKnX onepawui.
- wupunHa 25 MM - width 25 mm.

i *

ijj

H=

MpeaHasHayeHO AN yAaneHus waum  npugaHus  Qopmbl  KocTM B xoge Removing or shaping bone during orthopaedic surgery.
opTONeAMYeCcKMX onepawmii.

Bnok HanpaBnswwmii  TomoFix pagna 6GonbliebepuoBbix nnactuH, TomoFix guiding block for tibial plates, anatomical, medial, left.
aHaTOMWYECKWNIA, MeananbHbIN, NeBbI.

To give surgeon guidance during the High Tibia Osteotomy (HTO)
2
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MpefHa3HaueH [Ns HanpaBneHus AeNCTBMIA Xupypra BO Bpems npolefypbl procedure.

BbICOKOW ocTeoTOMUN 60onbLIebepuoBoin Koctu (HTO).
Bnok Hanpasnaowuii  TomoFix Aana 6onbwebepuoBbix nnactuH, TomoFix guiding block for tibial plates, anatomical, medial, right.

aHaTOMWUYECKN, MefnanbHbIi, NpaBblii.

N o To give surgeon guidance during the High Tibia Osteotomy (HTO)
MpegHasHavyeH ANna HanpaefieHUs [eNCTBUIA Xupypra BO Bpems MNpoLueaypbl procedure

BbICOKOW ocTeoTOMUN 60MbLLEGEPLIOBOI KOCTK (HTO).

Bnok Hanpaenswwmii  TomoFix ana 6GonbwebepluoBbix nnacTuH, TomoFix guiding block for tibial plates, proximal, medial.
NMPOKCUManbHbIA, MeANANbHBINA.

Guiding of instruments for alignment with corresponding implants

MpeaHasHayeH [Ans  HanpaBfieHWs WHCTPYMEHTOB [ANs  LEHTPUPOBaHWUS C during orthopaedic surgery.

COOTBETCTBYHOWUMN NMNNaHTaTaMK B X04e OpTOI'Ie,U,l/ILIECKOM onepaunin.

22
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Baox mnanpaaamiomuii TomoFix ans Goanmebepunosuix naacvan, | TomoFix guiding block for tibial plates, proximal, small, medial.
npoxcRMANbHLIH, ManLill, MeaHaANLHLIN. -_—

Guiding of instruments for alignment with comesponding implants

MpenHasHateH AN HANPABNCHHA HHCTPYMCHTOB JfiA LEHTPHPOBAHMSA ¢ during orthopaedic surgery.

COOTBETCTBYIOIWMH HMILIAHTATAMH B X0/1¢ OPTONEIHYECKOH OnepaLH.

Baox manpasasiomuii TomoFix agnm GoanmeSepuosnix wnaactay, | TomoFix guiding block for tibial plates, proximal, Iateral, right.
NPOKCRMANLHLIN, JaTepanbHblii, NPABL.

Guiding of instruments for alignment with corresponding implants
[lpeanasHaueH NS HaNpaBACHWA HMHCTPYMEHTOB UM UeHTpupoBanus ¢ | during orthopaedic surgery.
COOTBETCTBYIOUIWMH HMILIAHTATAMH B XOfie OpToneaniecKoi onepaLyu.
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Baox wanpasasiomuii  TomoFix ans Gonuwebepuosrix mnacrun, | TomoFix guiding block for tibial plates, proximal, lateral, left.
npoxcaManbHniii, naTepannubiil, nesnilt.

Guiding of instruments for alignment with comresponding implants
[peanasHaueH Id  HAMPABNCHMA WHCTPYMEHTOB A uUeHTpuposanus ¢ | during orthopaedic surgery.

COOTBETCTBYIOLIMMH MMILIAHTATAMH B XOE OPTONECAMYECKON ONECPALHH.
Baok nanpasastommii TomoFix ans Geapennbix maacTul, amcrasbubsil, | TomoFix guiding block for femoral plates, distal, lateral, right.
aarepaasusiil, npasniii.

Guiding of instruments for alignment with corresponding implants
TpeanasHaueH JNK HanpaBleHHs HHCTPYMEHTOB A  LeHTpuposanur ¢ | during orthopaedic surgery.
COOTBETCTBYIOIMMH HMILIAHTATAMH B XOAC OPTONCAHYCCKOH OnepaMy.
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Bnok Hanpasnstowmin TomoFix ana 6edpeHHbIX NNacTUH, AucTanbHbll, TomoFix guiding block for femoral plates, distal, lateral, left.
natepanbHbli, NEBbINA.

Guiding of instruments for alignment with corresponding implants
MpefHa3HayeH [ANA  HanpasneHWs WHCTPYMEHTOB AN LEHTPUPOBaHUA C during orthopaedic surgery.

COOTBETCTBYIOLLMMM MMMIaHTaTaMM B XOZe OPTONeAUYeCcKO onepaLum.
Bnok HanpaBnstouwmnii TomoFix agns 6eapeHHbIX MNAacTWUH, AucTanbHbIii, TomoFix guiding block for femoral plates, distal, medial, right.
MeauanbHbI, NpaBbliA.

Guiding of instruments for alignment with corresponding implants
MpeaHasHayeH ANa  HanpaBfMeHUs WHCTPYMEHTOB [Ans  UeHTpupoBaHua ¢ during orthopaedic surgery.
COOTBETCTBYHOLMMN MMNIAHTATaMW B XOZ€e OPTONEANYECKOR onepawmu.
Bnok HanpaBnawuwmin TomoFix ana 6eApeHHbIX NNacTUH, aucTanbHbili, TomoFix guiding block for femoral plates, distal, medial, left.
MeANanbHbIA, NeBbINA.

Guiding of instruments for alignment with corresponding implants
25
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MpegHasHavyeH A9  HanpaBfiEHUS WMHCTPYMEHTOB A8  LEeHTPUpoBaHuA during orthopaedic surgery.
COOTBETCTBYIOLMMM UMMNIAHTaTaMK B XOLe OPTONeAnYecKoi onepayun.
Pacwuputenb KOCTHbIA TomoFix. Spreader bone TomoFix.

MpegHa3HaueH AN OTBEAEHWUS MSATKUX TKaHeld B XOfe OpToneAuyecKoi
onepauum.

PeTpakTop TomoFix. TomoFix Retractor.

Drawing back soft tissue during orthopaedic surgery.

PeTpaktop TomoFix npefHa3HayeH N8 NMPUMEHEHUA Ha 3a[Hei MoBepXHOCTU The_ TomOFi_x retractor is intented for use at tht_e posterior side of tibia
60NblIe6EpLOBO  KOCTM  Npu  NpoBefeHWM  Bbicokoit  ocTeotTomuw during the High Tibia Osteotomy (HTO) TomoFix surgery to protect the

60NbLIE6EPLOBO  KOCTU C WCMOMb30BaHWEM WHCTPYyMeHTOB TomoFix pgns Soft tissue during the surgical procedure.

3alMTbl MATKUX TKaHel BO BPEMS XVMPYPryecKoii npoLeaypbi. The retractor consists of 2 paddles, connected by a handle bar. The
PeTpakTOp COCTOMT W3 2 fomacTell, COeAMHEHHbIX pPyKosTKoi. Jlomactu Peddals allow use during osteotomies of the left or right tibia and are
MO3BONSOT WMCMOMb30BATh W3AEAMe MpU MpoBeAeHUM ocTeoTomun nesoit u Marked Land R, respectively.

npaBoil 60/bLebepLOBOi KOCTM, OHM nomedeHbl 6ykBammn L (J1) n R (M),

COOTBETCTBEH HO.

26
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OrpaHununTens ycunusa, 4 Hm, ¢ 6bicTpbiM coeauHeHunem AO/ASIF, gna
PUMEpPOB.

MpefHa3HayeH [N OrpaHUYeHUs KPYTALWEro MOMEHTa Mpu  3aTArMBaHMM
BMHTOB/60/TOB B XO/le OPTOMNEANYECKON OMepaLun.

OTBepTKa, pabouas yacTb, Stardrive, T25, ganHa 100 mm.

MpefHa3HavyeHa ANnA 3aTArMBaHWA, O0CnabfieHns WM yaaneHus BUHTOBbIX
MMNaHTaTOB B XO4€e OPTONEeANYECKO onepauun.
OTBepTKa, pabouyasd 4acTb, rekcaroHanbHasd, guameTp wauua 3,5 MM,
6onbwas.

MpefHasHaueHa AN 3aTArMBaHMSA, OCMA6MeHWUs WKW yAaNeHUs BUHTOBbIX
MMMNNaHTATOB B X0/i€ OPTOMEANYECKOI onepauun.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Torque limiter, 4 Nm, for AO/ASIF quick coupling for reamers.

To limit the tightening torque of the screws/nuts during orthopedic
surgery

Screwdriver, working part, Stardrive, T25, length 100 mm.

Tightening, loosening or removing of screw implants during orthopaedic
surgery.

Screwdriver, working part, hexagonal, slot diameter 3.5 mm, large.

Tightening, loosening or removing of screw implants during orthopaedic
surgery.
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OTBepTKa TrekcaroHanoHas, pAguameTrp wnauya 3,5 MM, 6onbwas, ¢
KaHaBKOW, ANnMHa 245 mM.

MpeaHasHaveHa [ANA  3aTArMBaHWSA, 0CNAabNeHUS WKW yAaneHUs BUHTOBbIX
MMMNIaHTaTOB B XO/e OPTOMEeAMYECKO onepaLum.

OTBepTKa Stardrive, T25, gna BuHTOB AnameTpom 4,5/5,0 MM, C KaHaBKOM,
ANnHa 252 MM.

MpeaHasHayeHa [ANs  3aTArMBaHWS, OCNabneHUs WAW  yAaneHUs BUHTOBbIX
MMMNIaHTaTOB B XOZle OPTOMEeANYECKOl onepaLum.

OTBepTKa rekcaroHanbHas, gvameTp wnuua 3,5 MM, C OrpaHUYUTENEM
yCcunusa, camoygepxupatowascs, Ans 610KMPOBaHHbIX BUHTOB AMaMeTPOM

5,0 MM.

MpeAHasHayeHa AN OrpaHUYEeHMst KPYTALWEro MOMEHTa Mpu 3aTAaruBaHWu
BUHTOB/60/TOB NPV MPOBEAEHNN OPTONEANYECKIX OnepaLuii.
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Screwdriver hexagonal, slot diameter 3.5 mm, large, with flute,
length 245 mm.

Tightening, loosening or removing of screw implants during orthopaedic
surgery.

Screwdriver Stardrive, T25, for screws diameter 4.5/ 5.0 mm, with
groove, length 252 mm.

Tightening, loosening or removing of screw implants during orthopaedic
surgery.

Screwdriver hexagonal, slot diameter 3.5 mm, with torque limiter,
self-holding, for locking screws with a diameter of 5.0 mm.

Torque Limiting instruments are intended to limit the tightening torque
of the screws/nuts during orthopedic surgery.
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OTBepTKa Stardrive, T25, c orpaHmynTenem ycunua, Screwdriver Stardrive, T25, with torque limiter, self-holding, for
camoyfaepxxupatowasncs, 4ns 6/J0KMpoOBaHHbIX BUHTOB gnameTpoM 5,0 MMm. locking screws with a diameter of 5.0 mm.

MpegHasHaueHa ANS OFpaHUYEHUs KPYTALLEro MOMEHTa Mpu  3aTArMBaHMK

BMHTOB/60ONITOB MPY NPOBEAEHM OPTOMEAMUECKIX OnepaLuii. Torque Limiting instruments are intended to limit the tightening torque

ofthe screws/nuts during orthopedic surgery.
PykodTKa npuuenbHasa TomoFix. Handle aiming TomoFix.

MpeAHasHaueHa AN HanpaBneHws AelicTBUii Xxupypra Bo Bpems npouesypbl 10 give surgeon guidance during the High Tibia Osteotomy (HTO)
BbICOKOW ocTeoTOMUN 6osbluebepuoBoit Koctn (HTO). procedure.
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PYKOATKa 60/bLIas, C ObICTPbIM COEAUHEHUEM. Handle large, with quick coupling

MpeaHasHayeHa ANS YAEPXaHUS WHCTPYMEHTOB C Lenbto MaHunynauuii Bo Holding instruments for manipulation during orthopaedic surgery.
BpeMs OpTONeANYeCcKNX ornepawuii.

5.2. BO3MOXHOCTb U MeTOAbl MHTErpayuun ¢ 4pyruMm meauLuHCKUMM 5.2. The possibility and ways of integrating with other medical
n3gennsamm devices

Mpoun3BoAMTENb FapaHTNPYET COBMECTUMOCTb CBOMX pas/IMyHbIX OpUrMHanbHbIXx The manufacturer ensures the compatibility of its different original
MMNNaHTaTOB W/UNM UHCTPYMeHTOB nponssogcTea Synthes GmbH. Heobxogumo implants and/or instruments manufactured by Synthes GmbH. The
co6MoAaTh  MHCTPYKLUMM MO WCMOMb30BaHWKO  KOHKpeTHOW  npoaykuum, product-specife instructions for use as described by Manufacturer must
onucaHHble npoussoauTenem. [pousBoguTens He nposepsn coBMectumocTb be followed. Manufacturer has not tested compatibility of devices
nsaenuii npoussoactea Synthes GmbH ¢ nsgenusmu gpyrmux npounssoamteneit, 8 manufactured by Synthes GmbH with devices provided by other
CBSI3W C 3TUM HE PEKOMEHAYEeTCs WUCMOoMb3oBaTb M3genus npoussogutens ¢ manufacturers. In this regard, it is not recommended to use the Synthes
n3pennamMn  Apyrux npousBoauTeneid, TaKk KaK WX [Au3aiiH, Mmatepuanbl, GmbH devices with devices of other manufacturers, as their design,
MexaHW4ecKme CBOWMCTBa U KOHCTPYKLMA He rapMoHM3npoBaHbl. MNponssoagnTtens materials, mechanical properties and structure are not harmonized. The
He HeceT OTBETCTBEHHOCTU 3a /O6blE OCMOXHEHWS, BO3HMKILME B pe3ynbtate Mmanufacturer is not responsible for any complications arising from the
Mcrnonb3oBaHMs n3gennin npomssogctea Synthes GmbH coBmecTHO ¢ n3gennamm  use of devices manufactured by Synthes GmbH in conjunction with
ApYrx Npou3BoaUTENe. devices from other manufacturers.
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5.3. OCHOBHbIe TeXHMYeCcKne XxapakTepuctukn MN* / Main technical characteristics of MD*

*B Tabnuue TeXHWYECKMX XapakTepuCTUK yKasaHbl (pakTuyeckue napametpbl M. YkasaHHble B HaumeHoBaHUW MW napameTpbl ABMAKOTCA 4YacCTbiO
HauMeHOBaHWA 1 NpeAcTaBneHbl 418 YA06CTBa BbI60Pa NONb30BATENIEM KOHKPETHOMO U3AeNns.

*The table of technical characteristics contains the actual parameters of the MD. The parameters specified in the MD name are part of the name and
presented for the convenience of the user's choice of a particular product.

ViamepuTenb anvHbl, AnvHa wkansl 25( Mm: / Measuring Device for length, scale length 250 mm:

XapakTtepucTtuku / Specifications 3HauyeHue / Value
OnunHa, MM/ Length, mm 270 £0,5
LWnpnHa, MM/ Width, mm 13 +0,2

BbicoTa, MM/ Height, mm 0,5 0,1
[unana3oH n3amepeHunin, Mm / Measuring range, mm 0-250

OnuHa wkansl, MM/ Scale length, mm 250

CTteneHb TOYHOCTM LWKanbl, Mm [/ Degree of 0,1
Accuracy, mm
LleHa geneHunsi, mm / Scale division, mm 1

N3mepuTens rny6uHbl 0TBEPCTUSA, 419 BUHTOB AnaMeTpom 5,0 MM, co cTtonopom, wkana o 110 mm: / Measuring Device for hole depth, for screws diameter

XapakTtepucTtunku / Speciflcations 3HauyeHue / Value
OnvHa, MM/ Length, mm 232 1,7
Han6onblunini Hapy>XHblil guameTp, Mm / Max OD, mm 13+0,5
[nana3oH n3mepeHuii, MM / Measuring range, mm 18-114
CteneHb TouHoCcTH, MM / Degree of Accuracy, mm +0,8
LleHa geneHus, mm / Scale division, mm 2
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M3mepuTenb rnybuHbl 0TBEPCTUA, ANA BUHTOB gnameTpom 4,5 - 6,5 MM, wkana go 110 mm: / Measuring Device for hole depth, for screws diameter 4.5 - 6.5
mm, scale up to 110 mm:

XapakTtepucTtuku / Speciflcations 3HaueHune / Value
Onuna, MM/ Length, mm 258,4 +1,2
Hanbonblunii HapyXHbiii gnameTp, Mm / Max OD, mm 14 +0,5/-0,2
[nana3oH nsmepeHunin, mm / Measuring range, mm 14-110

CreneHb ToyHoCcTH, MM / Degree of Accuracy, mm +0,7

W3mepuTens WnpuHbl Wwenn octeotomun, TomoFix: / Measuring Device for osteotomy gap width, TomoFix:

XapakTtepucTtuku / Specifications 3HauyeHue / Value
OnuHa, MM/ Length, mm 117,44 £0,025
LWLnpnHa, MM/ Width, mm 6,9 £0,3/0
BbicoTa, MM/ Height, mm 25,2 £0,5

[dunana3oH nsmepeHunin, Mmm / Measuring range, mm 5-16
CreneHb TouHocTH, mm / Degree of Accuracy, mm  +0,9
LleHa geneHus, mm / Scale division, mm 0,5

Hanpasutens gns cnuy, KupwHepa, TomoFix, ¢ gpukcatopom: / Guide for Kirschner wires, TomoFix, with wing nut:

XapakTtepuctuku / Specifications 3HauyeHune / Value
OnuHa, MM/ Length, mm 61,7 +0,9
LWnpnHa, MM/ Width, mm 39,5 0,9
Bobicota, MM/ Height, mm 69,8 +1,65
Hanpasutens gna cnuy, KupwHepa guametpom 2,0 mm, gnuHa 110 mm: / Guide for Kirschner wires diameter 2.0 mm, length 110 mm
XapakTepuctukn / Specifications 3HauveHue / Value
OnuHa, MM/ Length, mm 110+0,2/-0,4
[nvHa guctanbHoii yactu, mm / Length of distal part, mm 100 0/-0,2
32
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Hanbonblumini Hapy>XHblin guameTtp, mMm / Max OD, mm 1 +0,3
BHyTpeHHUiA gnameTp, Mm / 1D, mm 2,1+0,2

Hanpasutenb ans ne3suii, TomoFix, nesbliii: / Guide for saw, TomoFix, left:

XapakTtepucTtuku / Specifications 3HayeHune / Value
[OnvHa, mm / Length, mm 40,2 £0,5
LWnpuHa, mm / Width, mm 17 +0,5
BobicoTa, Mm / Height, mm 26,3 £0,5
HanpasuTtens ans ne3suii, TomoFix, npasblii: / Guide for saw, TomoFix, right
XapakTtepucTtuku / Specifications 3HaueHue / Value
OnvHa, mm / Length, mm 40,2 £0,5
LnpuHa, mm / Width, mm 17 0,5
BbicoTa, Mmm / Height, mm 26,3 £0,5
Hanpasutens ans ceepna, yHueepcanbHblid, ana LCP 4,5/5,0: / Guide for drill, universal, for LCP 4,5/ 5.0:
XapakTtepucTtuku / Specifications 3HaueHune / Value
OnvHa, mm / Length, mm 1475 £1,2
LWupuHa, mm / Width, mm 12,3 +0,1
BbicoTa, mm / Height, mm 50 +0,8
Xapaktepuctuku / Speciflcations 3HauveHune / Value
OnuHa, MM/ Length, mm 100 +0,3
Hapy>XHbIin fnameTp guctanbHoi yactv, mm / Distal part OD, mm 7,3 10,2
Hanbonblwnii Hapy>XHbli gnameTtp, mMm / Max OD, mm 10 £0,2
BHyTpeHHUiA gnameTp, Mm / 1D, mm 4,5 +0,05
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Csepno, guameTp 4,3 MM, AnnHa 221 MM, 2 KaHaBkK, 6bicTpoe coeguHeHue: / Drill bit, diameter 4.3 mm, length 221 mm, 2 flute, quick coupling:

XapakTtepucTtukm / Specifications 3HaueHue / Value
OnuHa, MM/ Length, mm 221 £1
Hapy>Hblii gnameTp paboueit vactu, mm / Working part OD, mm 4,3 0,3
[nana3oH n3mepeHuid, Mm / Measuring range, mm 8-90

LleHa feneHns ananasoHa nsmepeHuii ot 8 go 14, mm / Scale division from 8 to 14, mm 2

LleHa feneHnsa gmanasoHa nsmepenHuii ot 14 go 30, mm / Scale division from 14 to 30, mm 4
LleHa geneHnsa gmnanasoHa usmepeHuin ot 30 go 90, mm / Scale division from 30 to 90, mm 5

Csepno, gnameTp 3,2 MM, AnMHa 195/170 mm, 2 KaHaBKK, 6bicTpoe coeanHenue: / Drill bit, diameter 3.2 mm, length 195/170 mm, 2 f ute, quick coupling:

XapakTtepuctuku / Specifications 3HaueHune / Value
OnuHa, mm / Length, mm 197+ 1
Hapy>Hbli1 guameTtp paboyein yactn, mm / OD, mm 3,2 0/-0,3

Pabouyaa gnuHa, mm / Work length, mm 170+ 1

[NnHa 0o KpOMKKM KOHYMKa ceepna, mm/ Length to drill tip, mm 195+ 1

CTepxeHb BblpaBHMBaroLWmin / Alignment rod:

XapakTtepuctuku / Specifications 3HaueHue / Value
OnuHa, mm / Length, mm 1090 +6
Hapy>Hblii gnametp, mm / OD, mm 50,1

[Jepxatenb N5 CTepXXHS BbipaBHMBatoLWero 6onblwoit: / Stand for alignment rod large:

XapakTtepucTtuku / Specifications 3HaueHue / Value
OnuHa, mm / Length, mm 402 £2
LWnpuHa, mm / Width, mm 10 £0,5
BbicoTta, mm / Height, mm 149 +1
34

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



[Jepxatenb Ans cTepXXHs BblpaBHMBatoLLero Manbiii: / Stand for alignment rod small:
XapakTtepuctuku / Specifications 3HauyeHue / Value

OnuHa, mm / Length, mm 72 £0,3
LWwnpuHa, mm / Width, mm 10 £0,2
BbicoTa, mm / Height, mm 34,5 +0,3
LLla6noH TomoFix ana ne3susa / TomoFix template for blade:
XapakTtepucTtuku / Specifications 3HauveHue / Value
OnunHa, mm / Length, mm 90 +0,5
TonwwmHa, MM/ Thickness, mm 0,9 0/-0,05
WnpuHa, MM/ Width, mm 25 +0,2

Jonoto TomoFix gnsa octeotomun: / TomoFix osteotomy chisel:
- wuprHa 10 m m ; / - width 10 mm;

XapakTtepuctuku / Specifications 3HaueHune / Value
OnuHa, vm / Length, mm 240+ 25
LWLnpuHa, mm / Width, mm 20t 1
BoicoTa, mm / Height, m m 10+ 1
LWnprHa paboyelt yactu, mm / Width of working part, mm 10+ 1
[wnana3oH namepeHuin, mm / Measuring range, mm 10-110
LleHa geneHmnsa, mm / Scale division, mm 5

-wupuHa 15 mm: /[ -width 15 mm:
XapakTepuctukm / Specifications 3HaueHue / Value
OnuHa, mm / Length, mm 240+ 25
LWnpuHa, mm / Width, mm 20+ 1
BbicoTa, mm / Height, mm 10+ 1
LWnpuHa pabouein yactu, mm / Width of working part, mm 15+1
[vnana3oH n3mepeHuin, mm / Measuring range, mm 10-110
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LleHa geneHnsa, mm / Scale division, mm
- wupmnHa 20 mv; / - width 20 mm;

XapakTepucTtuku / Specifications 3HaueHue / Value
[OnunHa, MM / Length, mm 240 +2,5
LWnpnHa, MM/ Width, mm 20+ 1

Bbicota, MM/ Height, mm 10+ 1

LLnprHa pabouei yactn, mm / Width of working part, mm 20+ 1

[unanasoH namepeHuin, mm / Measuring range, mm 10-110

LleHa geneHus, mm / Scale division, mm 5

- WwupuHa 25 mMMm. / - width 25 mm.

XapakTepucTtuku / Specifications 3HaueHune / Value
OnuHa, mm / Length, mm 240+ 25
LLnpuHa, mm / Width, mm 25+ 1

BbicoTa, mm / Height, mm 10+ 1

LLnpuHa paboueii yactn, mm / Width of working part, mm 25+ 1

[vnana3oH n3vepeHuin, Mm/ Measuring range, mm 10-110

LleHa geneHunst, mm / Scale division, mm 5

Bnok Hanpasnawowmii TomoFix ana 6onbwebepuoBbiX NAACTUH, aHATOMUYECKWUA, MefuanbHbIA, neBblit: / TomoFix guiding block for tibial plates,
anatomical, medial, left:

Xapaktepuctukn / Speciflcations  3HauyeHwue / Value

OnvHa, MM/ Length, mm 23 0,2
LWnpuHa, MM / Width, mm 32 +0,2
BbicoTa, mm / Height, mm 20,6 £0,5

Brok Hanpasnswowmin TomoFix ana 6onbliebepLoBbliX NIaCTUH, aHaTOMWUYeCKWU, MeauanbHbli, npasblid: / TomoFix guiding block for tibial plates,
anatomical, medial, right:

XapakTtepuctuku / Specifications 3HayeHue / Value
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OnuHa, MM/ Length, mm 23 0,2

LWnpuHa, MM/ Width, mm 32 £0,2

BbicoTta, MM/ Height, mm 20,6 £0,5
Brnok Hanpasnsowmii TomoFix gna 60nbliebeploBbIX MAaCTUH, NPOKCUMasbHbIA, MeauanbHbli: / TomoFix guiding block for tibial plates, proximal,
medial:

XapakTtepuctukm / Specifications 3HayeHune / Value

OnvHa. mm / Length, mm 37,5 +0,3

LWwnpwuHa, mm / Width, mm 38,3 +0,3

BbicoTa, mm / Height, mm 23,5 +0,2

Bnok Hanpasnswowuii TomoFix 418 60MblUe6epLoBbIX MIaCTUH, NPOKCUMa/IbHLIA, Masblid, MeanansHblid: / TomoFix guiding block for tibial plates,
proximal, small, medial:

XapakTepuctukn / Speciflcations 3HauveHue / Value
OnunHa, mm / Length, mm 23 £0,2

LWnpuHa, mm / Width, mm 31,7 0,3

Bbicota, MM/ Height, mm 20,5 £0,2

Bnok HanpaBnswowmii TomoFix ana 60nbwebepuoBbIX NAaCTMH, NPOKCUMabHbIA, natepanbHbli, npasblit: / TomoFix guiding block for tibial plates,
proximal, lateral, right:

XapakTepucTtuku / Specifications 3HauyeHue / Value
LWnpuHa, mm / Width, mm 49 +0,3
Hapy>Hblin gnameTtp, mm / OD, mm 13 40,2
OnunHa, mm / Length, mm 76 0,3

Bnok HanpasnAwowmin TomoFix ana 60nblwe6epuoBbIX MAaCTUH, NPOKCMMaNbHbIA, naTepanbHblil, neBbili: / TomoFix guiding block for tibial plates,
proximal, lateral, left:

XapakTepucTtukm / Specifications 3HauyeHune / Value

LWnpnHa, mm / Width, mm 49,3 +0,3
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HapyxHblit guametp, mm / OD, mm 13 +0,2
OnvHa, mm / Length, mm 76 +0,3

Bnok Hanpasnawowmii TomoFix gna 6efpeHHbIX NNacTWH, AUCTaNbHbIA, natepanbHblil, npasbli: / TomoFix guiding block for femoral plates, distal, lateral,

right:
XapakTtepucTtuku / Specifications 3HaudeHue / Value
WwvpuHa, mm / Width, mm 40,2 £0,3
Hapy>Hblin gnameTtp, mm / OD, mm 13 0,2
OnunHa, mm / Length, mm 78,9 0,3
Bnok Hanpasnsowmnin TomoFix gna 6eApeHHbIX NNacTUH, AUCTaNbHbIA, naTepanbHblid, nesblit: / TomoFix guiding block for femoral plates, distal, lateral,
left:
XapakTtepucTtuku / Specifications 3HauveHune / Value
LLnpuHa, mm / Width, mm 40,3 £0,3
Hapy>Hbli gnameTtp, mm / OD, mm 13 0,2
OnuHa, mm / Length, mm 78,9 £0,3
Bnok Hanpasnstowmnii TomoFix gna 6eApeHHbIX MNacTUH, AUCTaNbHbIA, MeananbHbli, npasblil: / TomoFix guiding block for femoral plates, distal, medial,
right:
XapaKTepucTuku [ 3HayeHue / Value
Specifications
OnunHa, mm / Length, mm 38 £1,5
LWnpuHa, mm / Width, mm 16+1
BeicoTa, Mmm / Height, mm 179 +1
Bnok Hanpasnstowmii TomoFix gns 6eapeHHbIX NNACTUH, AUCTanbHbIA, MeananbHbliA, neBblit: / TomoFix guiding block for femoral plates, distal, medial,
left:
XapaktepucTtukn / Specifications 3HayeHune / Value
OnuHa, mm / Length, mm 3815
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LWwnpuHa, MM / Width, mm 16+l
BbicoTa, MM / Height, mm 179 +1

Pacwuputens KocTHbI TomoFix: / Spreader bone TomoFix:

XapakTepuctuku / Specifications 3HayeHue / Value
OnvHa, MM / Length, mm 130 £0,6
LWnpuHa, MM / Width, mm 17 +0,2

Bbicota, MM / Height, mm 52,9 £0,8
[unana3oH nsmepeHuii (Mm) 0-70/4%-20°
CreneHb TOYHOCTU (MM) 0,41 /o=

LleHa aeneHns gucTanbHOM WKanbl, MM / Distal scale division, mm 5

LleHa geneHna npokcmMMansHoW Wkanel, °/ Proximal scale division, ° 1

PeTtpakTtop TomoFix / TomoFix Retractor:

XapakTtepucTtunkn / Specifications 3HayeHune / Value
OnunHa, mm / 1.ength, mm 297,22 £1,2
WwnpuHa, mm / Width, mm 104,89 +0,8
BbicoTa, Mm / Height, mm 94,5 +2

OrpaHnuunTens yeunus, 4 Hwm, ¢ 6bicTpbiM coegmnHeHnem AO/ASLF, ans pumepos / Torque limiter, 4 Nm, for AO/ASIF quick coupling for reamers

XapakTepuctuku / Specifications 3HaueHue / Value
OnuHa, mm / Length, mm 96,4 +0,8
Hanbonblwinii HapyHbili gnameTp, MM / Max OD, mm 30 0,5

MakcuManbHbIA KpyTAWwmii MoMeHT, HM/ Maximum torque, Nm 4
OTBepTKa, paboyas yacTb, Stardrive, T25, gnnHa 100 mm: / Screwdriver, working part, Stardrive, T25, length 100 mm:
XapakTtepuctukm / Specifications 3HaueHue / Value

OnunHa, mm / Length, mm 100 +0,3
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Hanb6onbwuii Hapy>XHblit guameTtp, mm / Max QD, mm 7 0/-0,2

XapakTtepucTtuku / Specifications 3HauveHue [ Value
[OnunHa, mv / Length, mm 100 £0,3
HanbonbLinii HapyXXHblii guameTp, Mm / Max OD, mm 70,2

OTBepTKa rekcaroHanbHas, guameTp wavya 3,5 MM, 60bLas, ¢ KaHaBKoW, agnvHa 245 mm: / Screwdriver hexagonal, slot diameter 3.5 mm, large, with flute,
length 245 mm:

XapaicrepHCTHKH / Specifications 3HauveHune / Value
OnunHa, MM/ Length, mm 245+ 0,5

[OnunHa pykoaTtku, mm / Length of handle, mm 106,5+0,8
LunpwuHa pykoatku, mm / Width of handle, mm 40+ 0,7

BbicoTta pykoatku, mm / Height of handle, mm 20+ 0,5

OTBepTKa Stardrive, T25, gna BuHTOB Anametpom 4,5/5,0 MM, ¢ KaHaBKoI, agnvHa 252 mm: / Screwdriver Stardrive, T25, for screws diameter 4.5/ 5.0 mm,
with groove, length 252 mm:

XapakTtepuctuku / Specifications 3HayeHune / Value

OnuHa, mm / Length, mm 252,5+0,3

OnvHa pykoatku, mm / Length of handle, mm 106,5 +0,8

LWnpuHa pykoatku, mm / Width of handle, mm 40 £0,7

BbicoTa pykoatku, mm / Height of handle, mm 20+ 0,5

OTBepTKa rekcaroHanbHas, AgnameTp wauua 3,5 MM, ¢ OrpaHMUNTENIEM YCUINA, CaMOYAepXXnBaroLWasncs, Ans 6/10KMPOBaHHbIX BUHTOB AnameTpomM 5,0 mm: /
Screwdriver hexagonal, slot diameter 3.5 mm, with torque limiter, self-holding, for locking screws with a diameter of 5.0 mm:

XapakTepuctuku / Specifications 3HauyeHune / Value
OnuHa, MM/ Length, mm 275 +1,2
OnuHa pykosaTtku, mm / Length of handle, mm no 0,8
OvameTtp pykosaTku, mm / Handle OD, mm 34 +0,3
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OTBepTKa Stardrive, T25, ¢ orpaHnuMTeNEM YCUINSA, CaMOYyAepXUBaroLWascs, Ans 610KMPOBaHHbIX BMHTOB AnameTpoM 5,0 mm: / Screwdriver Stardrive,

XapakTtepuctuku / Specifications 3HauveHue / Value
OnunnHa, mm / Length, mm 275 £1,2
OnuHa pykoatku, mm / Length of handle, mm 110 +0,8
OvameTtp pykosaTku, mm / Handle OD, mm 34 +0,3
PykosaTKa npuuensHas TomoFix: / Handle aiming TomoFix:
XapakTtepucTtuku / Speciflcations 3HaueHune / Value
[OnunHa, mwm / Length, mm 218+1,3
LWnpuHa. mm / Width, mm 12 +0,1
BbicoTta, mm / Height, mm 99,1 #1,1/-1,3
PykosTka 6onbLuas, ¢ 6bicTpbiM coeanHeHvem: / Handle large, with quick coupling:
XapakTtepuctuku / Speciflcations 3HaueHune / Value
OnunHa, mm / Length, mm 1435 +0,5
LWnpuHa, mm / Width, mm 40 +0,3
BbicoTa, mm / Height, mm 20 £0,2

MpuHagnexHocTu: / Accessories:

XapakTtepucTtuku / Speciflcations  3HauveHue / Value

OnvHa, mm / Length, mm 245 +0,5
LWnpuHa, mm / Width, mm 218 +0,5
Bbicota, MM/ Height, mm 36 £0,1

KpblwkKa, Ans KOHTENHEpPOB MOAYNbHbIX, pasmep 1/2. / Lid, for modular tray, size 1/2.
XapakTtepuctuku / Specifications 3HauyeHune / Value
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OnunHa, MM/ Length, mm 225 0/-0,3

LWnpurHa, mMm / Width, mm 216+0,1
BbicoTta, MM / Height, mm 14,5 +0,5
KoHTeiiHep, MOAYNbHBINA, AN MHCTPYMeHTOB TomoFix, pasmep 1/1. /Tray, modular, forTomoFix instruments, size 1/1.
XapakTepuctukm / Specifications 3HaueHue / Value
OnuHa, MM / Length, mm 477 £0,8
LLnpurHa, MM / Width, mm 251 +0,1
BbicoTa, MM / Height, mm 45 +0,5
KoHTeliHep, Vario Case, 419 OCTEOTOMUYECKMX MHCTPYMeHTOB TomoFix, ¢ KpblwKoii. / Tray, Vario Case, for TomoFix osteotomy instruments, with lid
XapakTtepucTtuku / Speciflcations 3HayeHue / Value
OnunHa, Mmm / Length, mm 252 +1
LWwnpuHa, MM / Width, mm 477 |
BbicoTa, MM / Height, mm 88+0,8
42
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6. OMMNCAHNE npnnapgnexHocTeli 6. DESCRIPTION OF ACCESSORIES

MpuHagnexxHocTu: Accessories:
1. KoHTeliHep, MOAYNbHbINA, anst MHCTpyMeHTOB LCP 4,5/5,0, paamep 1/2, 6e3 1. Tray, modular, for LCP instruments 4.5/5.0, size 1/2, without lid
KPbI LKW,

MpegHa3HayeH AN 6e30MacHOr0 XpaHeHus, 00PabOTKM W TPaHCMOPTUPOBKU Safe storage, handling, and transportation of reusable surgical
pea A P ' P P pTp instruments and/ or implants between the operating, storage and central
XUPYPruyeckux WHCTPYMEHTOB U / WAM  WMMNIAHTATOB  MHOMOKPAaTHOro sterilization rooms

ncrnonbL3oBaHnA mexay onepawvoHHOMN, MecToM XpaHeHus M 5 Lid for modular tray, size 1/2
CTEPUIN3ALMOHHbBIM MOMELLEHNEM. ' ’ '
2. Kpblwka, Ans KOHTeNHepoB MOAY/bHbIX, pasmep 1/2.

Safe storage, handling, and transportation of reusable surgical
43
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MpenHa3HavyeHa Ana 6€30MacHOr0 XpaHeHWsi, 06paboTKM WM TPaHCMOPTUPOBKM
XUPYPrUYeCcKNX WHCTPYMEHTOB W / WIM  WMNMAHTaTOB  MHOIOKPATHOro
MCNONb30BaHMS mMexay onepawoHHOW, MeCTOM XpaHeHus
CTEPUIN3aLNOHHbIM MOMELLEHUEM.

3. KoHTellHep, MOAYNbHbINA, ANA UHCTPYMeHTOB TomoFix, pasmep 1/1.

MpegHa3HayeH AN 6e30MacHOro XpaHeHus, 06paboTKM M TPaHCMOPTUPOBKM
XVUPYPTrUYECKUX WHCTPYMEHTOB W / WAM  UMNIAHTaTOB  MHOTFOKPAaTHOroO
MCNONb30BaHMA MeX Ay onepayyoHHO, MeCTOM XpaHeHws "

CTEPUNN3ALMNOHHBIM MOMELLEHNEM.
4. KoHTelHep, Vario Case, 415 0CTEOTOMUYECKUX UHCTPYMEHTOB TomoFix,

C KPbILWKOMN.

MpegHasHaveH fAns 6e30MacHOro XpaHeHws, 06paboTKM U TPaHCMOPTUPOBKM
XUPYPrUYECKNX WMHCTPYMEHTOB M / WAM  UMNNAHTATOB  MHOFOKPaTHOro
1CNob30BaHNS Mexay onepawvioHHOM, MecTOM XpaHeHus "

CTepUNnN3alMOHHbLIM MOMELLEHNEM.
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instruments and/ or implants between the operating, storage and central
sterilization rooms.

n 3. Tray, modular, for TomoFix instruments, size 1/1

Safe storage, handling, and transportation of reusable surgical
instruments and/ or implants between the operating, storage and central
sterilization rooms.

4. Tray, Vario Case, for TomoFix osteotomy instruments, with lid.
Safe storage, handling, and transportation of reusable surgical
instruments and/ or implants between the operating, storage and central
sterilization rooms.
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N3penna BbINOMHeHbl B BMAE HEOOMbLIONO KOHTelHepa, 06bIYHO C OTKWUAHOM
KPbILLKOWA, KOTOpas MOXeT OblTb 3aKpbiTa 18 3aluTbl  COLEPXUMOro
(Hanpumep, XWUPYPruyecKUX WHCTPYMEHTOB W/WMM MMMIAHTATOB, TaKUX Kak
MNacTUHbI WKW BUHTLI), C OMOpPaMun C nasaMu WIn BblEMKaMy Ha BEPXHEM Kpae,
4yTOGbl COAEPXKMMOE MOr/I0  6biTb  HALEXHO pasMeLLleHO, 3aLMLLEHO W
ynopsgoyeHo. Kpbllka uam onopa MoryT ObiTb YCTaHOB/IEHbI MOA YI/IOM NS
obnieryeHns foctyna K WMHCTPYMEHTY/MMMNiaHTaTy BO BPeMS XUPYPruyeckux
onepauuin - unn  ctepunusauun.  3genve  06bIYHO  U3rOTaBMMBAETCH U3
Hep>KaBeroLLen cTanm WM NoAXOoLALLEro niacTuka, TakM 06pa3oM ero MOXHO
CTepunn3oBatb. OTO MHOropa3oBoe M3fenue.

MpuHUMNBI  PYHKLMOHUPOBAHNSA; TexHosormsa (o6LLee OnucaHue K/YeBbIX
(PYHKLMOHANbHbIX 3/IEMEHTOB U34eNus):

KoHTeiiHepbl  Ans  MeAMLMHCKUX — U3Lenunid 9T0  u3fenus,  KoTopble
MCNONL3YITCA ANA XPaHEeHWs, TPAaHCNOPTUPOBKMN U CTEPUAN3ALMN U3LENNIA; HeT
KOHTaKTa MeXfy nauMeHTOM W KOHTeiHepamu, a TakKXe WX KOMMOHEHTaMW.
KoHTeliHepom cumTaeTcs 1060 KOHTeHEpP MHOropasoBOro MCMosb30BaHus,
NOTOK, MOAYNb, WA LITATMB, @ TaKXe UX KOMMNeKTyLWme (TO ecTb KOBPUKMU,
OTAe/NbHbIE eMKOCTU, KPbIWKA W T. [.), UCMOMb3yeMble ANA YAepXXaHna usfenuns
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A devices designed as a small case, typically with a hinged lid that can
be closed to protect the contents (i.e., surgical instruments and/or
implantable devices such as plates or screws), and an integral rest(s)
with grooves or notches in the upper edge so that the contents can be
securely placed, protected, and organized. The lid or rest may be set at
an angle to facilitate instrument/implant access during surgical
procedures or sterilization. The device is typically made of stainless
steel or a suitable plastic material so that it can be sterilized. This is a
reusable device.

Principles of function; technology (general description of the key
functional elements of the device):

The cases for Trauma/ CMF devices are devices that are used to store,
carry and sterilize the hardware; there is no contact between the patient
and the cases and their components. A case is defined as any reusable
case, tray, module, or rack and their accessories (i.e. mat brackets,
removable bins, lids, etc.) that will be used to hold a device during
sterilization. The design includes ventilation for the purpose of air
removal and sterilant penetration. The device may be enclosed in a
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BO Bpems cTepunmnsaumn. KOHCTPYKUMS BK/HOYaeT CUCTEMY BEHTUAALUK C
Lenblo yhaneHus Bo3fyxa W MPOHUKHOBEHWUS CTEPUIM3YIOLLEro BeLyecTBa.
N3genve MoXeT 6biTb 3aK/IlOYEHO B CTEPW/bHBIA 6apbep (TO eCcTb B 06epTKy),
ecnyn HeobXo04MMO COXPaHUTb CTEPUIBHOCTb.
7. MEPEYEHb N ONNCAHWE MATEPVAJTOB MU

HanmeHoBaHue MaTepuansl
M3mepuTtenb ANWHLI, ANNHA WKanbl  Hepxaselolwwaa cTanb
250 mm
N3mepuTenb rnybuHbl 0TBEPCTMA, HepxaBetoLwasa cTab

ANA BUHTOB AnameTpom 5,0 MM, co MonunagumpadpupketoH (PEEK)
cTonopom, wkana go 110 mm

M3mepnTenb rnyouHbl 0TBEPCTHUS, HepykaseloLaa cTtanb
ANd BUHTOB AnameTtpom 4,5—6,5

MM, WKana go 110 mm

M3mepuTenb WNPUHLI LWenu HepxaBsetoLasa ctanb
ocTeoToMuUn, TomoFix

Hanpasutenb gna cnuy, KupwHepa, Hepxasetowlas cTaib
TomoFix, ¢ pukcatopom

Hanpasutenb ang cnuy, KnpwHepa HepxasetoLaa cTab
AnameTpom 2,0 MM, AnvHa 110 mm

HanpasuTenb gns nessuil, Hep>kaBeloLaa cTtanb
TomoFix, neBbli,

HanpaBuTenb Ans nessui,

TomoFix, npaBblii

HanpaBuTenb anga ceepna, Hepxasetowas ctanb
yHuBepcanbHblii, ana LCP 4,5/5,0
HanpasuTenb ana ceepna HepykaBeloLaa cTanb

anameTpom 4,3 mm, gna LCP 5,0
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sterile barrier (i.e. wrap) if sterility is to be maintained.

7. LIST AND DESCRIPTION OF MD MATERIALS
Name Materials

Measuring Device for length, scale  Stainless steel

length 250 mm

Measuring Device for hole depth, for Stainless Steel

screws diameter 5.0 mm, with a PEEK

stopper, scale up to 110 mm

Measuring Device for hole depth, for Stainless steel

screws diameter 4.5 - 6.5 mm, scale

up to 110 mm

Measuring Device for osteotomy gap Stainless Steel

width, TomoFix

Guide for Kirschner wires, Stainless steel

TomoFix, with wing nut

Guide for Kirschner wires diameter Stainless steel

2.0 mm, length 110 mm

Guide for saw, TomoFix, left. Stainless steel

Guide for saw, TomoFix, right

Guide for drill, universal, for LCP  Stainless steel
4.5/5.0

Guide for drill bits diameter 4.3 mm, Stainless steel
for LCP 5.0

Drill bit, diameter 4.3 mm, length Stainless Steel
221 mm, 2 flute, quick coupling
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Csepno, gnametp 4,3 MM, ginHa 221
MM, 2 KaHaBKM, 6bICcTpoe
COeflHeHue;

Ceepno, gnameTp 3,2 MM, AIMHA
195/170 MM, 2 KaHaBKu, 6bICTpOe
coefiiHeHue

CTepXXeHb BblpaBHUBALO L WA
[Jepxartenb Ans CTEPXKHA
BblpaBHMBAOLLEr0 60/bLUOIA;
Jepxxatenb 4Na CTepXKHA
BblpaBHMBAOLLEr0 Mabli

LWa6noH TomoFix gna ne3sus
Lonoto TomoFix gnsa octeoToMunm,
wupunHa 10 mm/15 mm/ 20 mm/ 25
MM.

Bnok HanpaBnawwWwmii TomoFix gns
60nbLebepyoBbIX NNACTUH,
aHAaTOMWYECKMNIA, MefnanbHbIN,
NeBbl i,

Bnok Hanpasnaowmnin TomoFix gns
60nbLIEe6EpLOBbLIX MNNACTUH,
aHaTOMMWUYeCKU, MegnanbHbli,
npasbl i

Bnok HanpaBnstowmnin TomoFix gns
60blLIE6EPLOBbLIX MNACTUH,
NMPOKCMMaNbHbIN, MeANanbHbINR.
Bnok HanpaBnatowwmnin TomoFix agns
60blLIE6EPLOBbLIX MNACTUH,
NMPOKCMManbHbIA, Manblii,
MeananbHbIN
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HepxaBsetollas cTab

Hep>xxaseroLLasa cranb
MonnokcumeTuneH (POM)

HepxxaBetowwas ctasib
Hepykasetowaa ctab

MonuagupadupkeToH (PEEK)

Cnnas atoMUHUS

Drill bit, diameter 3.2 mm, length
195/170 mm, 2 flute, quick coupling

Alignment rod

Stand for alignment rod large;

Stand for alignment rod small
TomoFix template for blade
TomoFix osteotomy chisel, width 10
mm/15 mm/ 20 mm/ 25 mm
TomoFix guiding block for tibial
plates, anatomical, medial, left
TomoFix guiding block for tibial
plates, anatomical, medial, right
TomoFix guiding block for tibial
plates, proximal, medial,

TomoFix guiding block for tibial
plates, proximal, small, medial
TomoFix guiding block for tibial
plates, proximal, lateral, right,
TomoFix guiding block for tibial
plates, proximal, lateral, left
TomoFix guiding block for femoral
plates, distal, lateral, right
TomoFix guiding block for femoral
plates, distal, lateral, left

TomoFix guiding block for femoral
plates, distal, medial, right
TomoFix guiding block for femoral
plates, distal, medial, left

Spreader bone TomoFix
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Stainless Steel
POM

Stainless steel
Stainless steel

PEEK

Aluminum alloy

Aluminum alloy

Aluminum alloy

Aluminum alloy

Stainless steel



Bnok Hanpasnsawowmnii TomoFix ana
60NbLIE6EpPLOBbLIX MNNACTUH,
NPOKCMManbHbIN, naTepanbHbIiA,
npasblii,

bnok HanpaBnatowunii TomoFix ana
60nbLebepyoBbIX NNACTUH,
NPOKCMMabHbIN, naTepanbHbIN,
NeBbIN

Bnok Hanpasnawwmnii TomoFix gna
6efipeHHbIX NIaCcTUH ANUCTaNbHbIN,
natepanbHbIl, NpaBblii;

Bnok Hanpasnatownin TomoFix gna
6efipeHHbIX NNacTUH ANCTaNbHbIN,
natepanbHbIi, NeBbIn

Bnok Hanpasnsawwmuii TomoFix gnsa
6efpeHHbIX NNAaCTUH ANCTaNbHbIN,
MeAnanbHbIl, NpaBblii;

Bnok Hanpasnawowmii TomoFix gna
6efpeHHbIX NNACTUH ANCTaNbHbIN,
MeAunanbHbIA, NEBbIN

PaclwmpnTenb KOCTHbIA TomoFix

PeTpakTop TomoFix
OrpaHuumnTens ycunug, 4 Hm, c
ObicTpbiM coefuHeHnem AO/ASIF,
ANA pUMepoB

OTBepTKa, paboyas 4acTb,
Stardrive, T25, ganHa 100 mm

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Cnnas antoMUHNSA

CnnaB antoMUHNS

CnnaB antoMUHUSA

Hepykasetowaa ctanb

HepxaBetolas cTanb
HepxaBetolas cTanb

HepykaBsetoLaa ctanb

TomoFix Retractor

Torque limiter, 4 Nm, for AO/ASIF
quick coupling for reamers
Screwdriver, working part,
Stardrive, T25, length 100 mm
Screwdriver, working part,
hexagonal, slot diameter 3.5 mm,
large

Screwdriver hexagonal, slot
diameter 3.5 mm, large, with flute,
length 245 mm

Screwdriver Stardrive, T25, for
screws diameter 4.5/ 5.0 mm, with
groove, length 252 mm
Screwdriver hexagonal, slot
diameter 3.5 mm, with torque
limiter, self-holding, for locking
screws with a diameter of 5.0 mm
Screwdriver Stardrive, T25, with
torque limiter, self-holding, for
locking screws with a diameter of 5.0
mm

Handle aiming TomoFix

Handle large, with quick coupling

Tray, modular, for LCP instruments
4.5/5.0, size 1/2, without lid

Tray, modular, for TomoFix
instruments, size /1
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Stainless steel
Stainless steel

Stainless steel
Stainless steel
Stainless steel/
silicone

Stainless steel/
silicone

Stainless steel
I Aluminum alloy

Stainless Steel/ Aluminum alloy

Stainless Steel

Stainless Steel/
Silicone
Stainless steel



OTBepTKa, paboyas yacTb, Hepxagetowwan ctanib Lid, for modular tray, size 1/2 Stainless steel

rekcaroHanbHas, guameTp wnuua . . .
A P 4 Fray, Vario Case, for TomoFix Stainless steel

3,5 MM, bonbLuas osteotomy instruments, with lid
OTBepTKa rekcaroHanbHas, Hep>kasetoLas ctanb

gvameTp wnuua 3,5 mm, 6onbwag, ¢ /CUINKOH

KaHaBKOW, AnnHa 245 MM

OTBepTKa Stardrive, T25, ans HepykaBseloLaa cTtanb
BUHTOB gnametpom 4,5/5,0 MM, C / CUNMKOH
KaHaBKOW, AnnHa 252 Mm

OTBepTKa rekcaroHanbHas, HepykaBeloLaa ctanb
AvameTtp wnuua 3,5 MM, ¢ / CnnaB aNtoMUHNS
orpaHuyuTenemM ycunus,

camoygepxuvsarowascs, ans

6/10KUPOBAHHbIX BUHTOB

Anametpom 5,0 Mm

OTBepTKa Stardrive, T25, ¢ HepxxaBetowas cranb/crnas
OrpaHuYunTenem ycunus, antoMuUHUA
camoyfepxusatolasca, gns

6/10KMPOBAHHbIX BUHTOB

AnameTtpom 5,0 Mm

PykoaTka npuuenbHas TomoFix HepxxaBsetoLLas cTaib
PykoaTka 6onblwas, ¢ 6bICTPbIM Hep>kasetoLasa CTasb/CUINKOH
COeANHEHNEM

KoHTeliHep, MOAYNbHbIN, AN Hep>xxaBetowas ctasb
nucTpymeHtoB LCP 4,5/5,0, pasmep

1/2, 6e3 KpblWKKN; KoHTellHep,

MOAY/bHbIWA, 4NA UHCTPYMEHTOB

TomoFix, pasmep 1/1

KpblwKa Ans KOHTeliHepOB Hep>xasetoLias ctanb
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MOAYNbHbIX, pasmep 1/2
KoHTeliHep, Vario Case, ans Hep>kaBetowaa ctanb
WHCTPYMeHTOB TomoFix, ¢
KPbILLIKO#
8. BHAUEHWA CMMBO/M0OB, KOTO PblE MOT'YT BblTb YKA3AHbI
HA MAPKWPOBK
REF Homep no kartanory

He cTepunbHO

3HaK cooTBeTCcTBMS B EBponelickom Cotose

C £
0123
. M3roToeuTens/para npon3BoAcCTBa
Hlirr-aw-00 - rrrr_vm-gL)
Konnuectso
COKTAVE KonnuecTtso
IPART
O6paTnTeCh K MHCTPYKLMMN MO NPUMEHEHUIO
m
Kopg naptum
|LOT|
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8. INTERPRETATION OF SYMBOLS USED ON THE

PACKAGE.

REF

/mon\

/rremun\

0

L'!-IYYYY-MIMX)

3

GONTAINS
IPART

A

lot]
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Catalogue number

Non-sterile

European Conformity

Manufacturer
(YYYY-MM-DD)

Number of Units

Number of Units

Consult instructions for use

Batch code



CepuiiHbliA HOMep Serial Number

SN SN

n OcTopoXHO! n Caution!

Martepuan usrotosneHns Hepxasetowas craib MATERIAL Material Stainless Steel(in accordance with

MATERIALI )
(B COOTBETCTBMM C TUMOM W3JeNNA) the type of devices)

Stainless Steel Stainless Steel

MeanumMHCKoe n3aenwve 1 1 Medical Devices
MD T
CoZepKMT MOTEHLNANLHO ONacHble BelecTsa W Contains Hazardous Substance

MepeBog aononHUTENbHOW MHMopmaumn / Translation of additional information

contains 1 part cogepXut 1T,

wv~fw.depuysynthes.com/ifu www.depuysynthes.com/ifu (Cait
komnaHum/Company website)

www.e-ifu.com ANeKTPOHHasA BepCUs OPUTMHANIbLHOW MHCTPYKLMM
US/Canada 800-255-2500 Nnpov3BOAUTENS LOCTYMHA MO 3/1EKTPOHHOMY
EU +800-88882020 agpecy/tenetoHy
EU +32 2 4037222 www.e-ifu.com

US/Canada 800-255-2500
EU +800-88882020
EU +32 2 4037222

9. CPOK C/NIYXBbl N3LENUSA 9. SHELF LIFE, USE BY DATE
[aHHble n3aenusi NOCTaBNsOTCA B HECTEPUNIbHOW ynakoBke, He cosgatoweii These products are provided in non-sterile packaging do not create a
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crepunbHEIi Gapbep, KOTOPLI ¢ TCYCHHEM BPEMCHY MOXKCT YXYUUHTHCA, sterile barrier which could degrade over time.

Cpok cnyxOM MHCTPYMEHTOB OTPaHWMHBACTCA H3HOCOM W nospexackuamu B | End of life of a device is normally determined by wear and damage due
PC3YNLTATE HX WCRONL3OBAHHA. [lpulHaku mospexaenus M M3Hoca H3menms | to use. Evidence of damage and wear on a device may include but is not
MOryT BKJIOYETH XOPPO3MIO (TO €CTb PXaBUMHY, TOYeuHYIO Koppo3mio), | limited to corrosion (i.e. rust, pitting), discoloration, excessive scratches,
obecupeynBante, Upe3MepHble LAPATHHL, PACCIOCHHE, H3HOC K TpewnHbl, Ho | flaking, wear and cracks. Improperly functioning devices, devices with
He orpannumBalorcs MMH. He creayer ncnone3osath Henaanexawmm ofpasom | unrecognizable markings, missing or removed (buffed off) part numbers,
$yHKUMOHMpYIOWKE H3ZEAHA, WIACAHA ¢ hepasGopunsoli  mapxuposxoil, | damaged and excessively worn devices should not be used.
OTCYTCTBYIOIMMH HMAM  YAANCHHBIMHM  (CTepThiMH) HOMepamu  acranedi, | Examples of evidence of damage and wear on a device:

AOBPEXAEHHBIE W YPEIMEPHO H3HOWCHHLIC H3ICAKA. - Corrosion, Rusting, Pitting

Huxe BammaHo npHBCACHIt  NIPH3HAKH  MOBPOKACHHMA W H3HOCA,
OrpaHHuHBaloWME CPOK CY X0 H3aenHii:

- Kopposua, pxapusHa, TOUCYHAN KOPPO3INA
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O6ecLBeunBaHNe/BbILBETAHNE Discoloration/Fading

Upe3mepHble LapanuHbl, BMATUHbI Excessive Scratches, Dents
JEI K _ _
PaccnoeHue/oTcnanBaHue Flaking/Peeling
53
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N3pennsa ¢ Hep3bopuMBOM MapKMPOBKOW, rpaBUPOBKOR/CTEPTHIMU WK Devices With Unrecognizable Markings, Etches/Buffed off or
OTCYTCTBYIOLLMMW HOMEpaMW aeTanei Missing Part Numbers

TpewyHbI Cracks

Monomka Ha aBe M 60nee YacTei
Broken (2+ Pieces)
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M3rn6/agedopmayma/mckpmeneHme Bent/Deformed/Twisted

10. MEPEYEHb MATEPUANOB XXNBOTHOIO N (MNIN) 10. LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN
YENOBEYECKOIO MPONCXOXAEHWA ORIGIN
HenpumeHumo. [laHHOe MeAMLMHCKOe wu3fenve He cogepXxuT Matepmanbl  Not applicable. This medical device does not contain materials of animal
YXMBOTHOIO W (UNK) YE€NOBEYECKOTrO NPOUCXOXAEHUS. and / or human origin.
11. OCHOBHbIE NPUMEHAEMBbBIE MPOV3BOAVNTENEM 11. MALW STANDARDS USED BY MANUFACTURER
CTAHOAPTHDI The medical devices meet the requirements of the following main
N3aenvs coOOTBETCTBYIOT CNeAytoLMM OCHOBHbIM cTaHAapTam. MonHblii cnucok  standards. Complete list of applicable standards is available upon
CraHpapT Ha3sBaHue Standard Title
EN ISO 13485 WN3genusa megnunHckme. CUcTemsl ENISO 13485 Medical device —Quality management system
MeHeI)KMeHTa kayecTBa. TpeboBaHusA 4ns Lenei —Requirements for regulatory purposes
perynupoBaHus ENISO 14971 Medical devices - Application of risk
EN ISO 14971 M3gennsa meguunHckme. MNMpuMmeHeHne management to medical devices
MeHeKMEHTA pUCKa K MESULUHCKUM U3LENNAM EN ISO 10993-1 Biological evaluation of medical devices —
EN 1SO 10993-1 N3penna megmumHcekme. OueHka Part 1: Evaluation and testing within a risk
61010rNYecKoro AenNcTBUA MeLULUHCKNX management system
n3pennii. Yacto 1. OueHKa 1 nccnesoBaHms
12. TPEBOBAHWA BE3OMNMACHOCTU N 3P PEKTUBHOCTUN MW 12. MD SAFETY AND EFFECTIVENESS REQUIREMENTS
12.1. Mepbl NPefOCTOPOXHOCTH 12.1. Cautions
55
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Bce wu3genva [JO/MKHbI OblTb  TLLATENBHO OYMLLEHbl W MPOBEPEHbl Mepes
cTepunuzauneit. JanHHbIe y3KMe MPOCBETbI, FyXue OTBEPCTUSA, ABVKYLLMECA 1
CNOXHble AeTann TpebyrT 0c060ro BHUMAHUA MpU OYMCTKE U MHCMekuun. Bo
BPEMS OYUCTKM WCMOMb3YyWTE TOMbKO Te YUCTAWME CPeAcTsa, KoTopble
npefHasHayeHol 419  WCMOMb30BAHWUA C  MeAWLUMHCKUMW  U3Lenusmu, B
COOTBETCTBUM C MWHCTPYKUMAMU npousBoauTens (Hanpumep, Temnepatypa,
BPEMSA KOHTAaKTa W BpeMs OrosiacKuBaHus). PEKOMEHAYOTCS YMCTALWME CpescTBa
C UCNonb3yemol KoHueHTpauuein pH B npegenax 7-9,5. CunbHOLLENOYHbIE
ycnosusa (pH> 11) MoryT noBpeAuTb KOMIMOHEHTbl / W3f4enus, Takume Kak
a/loOMUHMEBble MaTepuanbl. He uMcnonb3yinTe (U3NONOrMYECKUA  pacTBop,
Ae3nHMEKTaHTbl A9 OKpYXXalolleli cpefdbl (BKAKOYas pacTBOpPbl X/0pa) Wn
XUPYPruyeckme aHTMcenTuKM (TakMe Kak MpOAyKTbl, cofepxkawjue iog wau
XNoprekcuanH). He unCnonb3yinte umucTAWwMe CPeacTBa, KOTOpble  MOTYT
MoBpefMTb NOBEPXHOCTb MHCTPYMEHTOB, Takue KakK MeTanIMyeckue MOYasKw,
abpasviBHble YMCTALLME CPeACTBA UM NMPOBOMOYHbIE LLETKN.

B ynbTpasByKOBOM OYMCTUTENE W3LeNNs NPOU3BOAMTENSA pas3MellainTe
TONbKO COBMECTHO C M3AENUAMMW, VIMEHOLWMMWU aHANOTUYHbIA MeTanMyeckuii
COCTaB.

[Ns OYNCTKM B MEXAHWNYECKOW MOEYHOW MallMHE He CneflyeT 3arpyxatb
3arpsi3HeHHble MM UCMO/Mb30BaHHbIE W3NS NPOU3BOATENS B KOHTelHepe.
3arpsisHeHHble U3aenns NPOV3BOAUTENS AOMKHbI 06pabaTbiBaTbCA OTAENbHO OT
NOTKOB U KOHTeliHepoB. KOHTeiHepbl Npou3BoAuTeNs pa3paboTaHbl B KauecTBe
OpraHM3aLMOHHOIo NpPKUCNOCO6eHNs AN Npolecca MNapoBOi CTepUAM3aLmi,
XpaHeHUs: BCEX MEeAWLMHCKUX M34ennid M ANns MCnonb3oBaHMS B Mpolecce

onepawumu.
— MapameTpbl CTepUAM3aLMN  AeACTBUTENbHbI TOMbKO AN WU3AeNuid,
KOTOpble ObINM Hag/ieXaliM 06pa3oM OUULLEHBI.

— MepeyncneHHble napameTpbl AeACTBUTENbHbI  TONMbKO Ans

CTEPUNM3aLMOHHOT0 060pY/A0BaHNS, Hadnexalim 06pa3oM YCTaHOBNEHHOTO,
06CNY)XMBaeMOro, 0TKannGpoBaHHOTO W COOTBETCTBYHOLLEFO TPEGOBaHUAM MO

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Al devices must be thoroughly cleaned and inspected prior to
sterilization. Long, narrow lumens, blind holes, moving and intricate
parts require particular attention during cleaning and inspection. During
cleaning, only use detergents that are labelled for use on medical devices
and in accordance with the manufacturer’s instructions (e.g.
temperature, contact time, and rinse time). Cleaning agents with a used
dilution pH of within 7-8.5 are recommended. Highly alkaline
conditions (pH >11) can damage components/devices, such as aluminum
materials. Do not use saline, environmental disinfection (including
chlorine solutions) or surgical antiseptics (such as iodine- or
chlorhexidine-containing products). Do not use a cleaning aid that can
damage the surface of instruments such as steel wool, abrasive cleaners
or wire brushes.

- Only place Manufacturer’s devices with items of similar metallic
composition together in an ultrasonic cleaner.

- Soiled or used Manufacturer’s devices should not be loaded into a case
for cleaning in a mechanical washer. Soiled Manufacturer’s devices
must be processed separate from trays and cases. Manufacturer’s cases
are designed to be an organizational tool for the steam sterilization
process, a storage tool for all medical devices and an organizational tool
for surgery.

- The sterilization parameters are only valid for devices that are
adequately cleaned.

- The parameters listed are only valid for properly installed, maintained,
calibrated and compliant reprocessing equipment in accordance with
standards such as the 1SO 15883 and ISO 17665 series.

- Surgical patients identifed as at-risk for Creutzfeldt-Jakob disease
(CJD) and related infections should be treated with single-use
instruments. Dispose of instruments used or suspected of use on a
patient with CJD after surgery and/or follow current national
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MOBTOPHOW 06paboTke B COOTBETCTBUM CO cTaHgaptamu cepum 1SO 15883 un
ISO 17665.

XUpypruyeckM naumeHTam, HaxXo4AWMMCS B rpynne pucka no 60s1e3Hu
KpenTudensga-Akodba (CIJD) u conyTCTBYHOLWNM WUHPEKUUAM, Heo6X0oaAnMOo
NPOBOAMTL  JleYeHWe  OJHOPa30BbIMW  WHCTPYMEHTaMW.  VIHCTPYMEHTHI,
NCNOoMb30BaBLUMECA UAN C MOLO3PEHNEM Ha MCMofb3oBaHWe y nauueHta ¢ CJD,
nocne onepauyun yTUAN3UPYOT W/UAN CneaytoT AeNCTBYIOWMM HaLMOHa/IbHbIM
PeKOMeHaLunaMm.

Onsa  nonyyeHns  LONOMHWUTENBbHOW  WH(popmauuu  obpatutecb K
HaLWOHaNbHbIM HOPMAaTWBHLIM [OKYMeHTamM W pykKosoAcTBaM. Kpome Toro
TpebyeTca COOTBETCTBME BHYTPEHHUM 6O/IbHUYHBIM MOUTMKAM W NpoLesypam,
a TaKXe pekoMeHAauusM NPOU3BOAUTENER UUCTALMX, AEe3NHPULMPYHOLLNX
cpeAcTB v Nto6oro 060pyAo0BaHMS ANS KNMHUYECKO 06paboTKM.

NTokanusayuns MHCTPYMEHTOB UKW AeTaneidl MHCTPYMEHTOB

WHCTpyMeHTbl npoun3soanTens pa3paboTaHbl M Mpov3BefAeHbl A1 6e30MacHoi
paboThbl B paMKax MX NpeanosiaraeMoro Ncrosib3oBaHus.

TemM He MeHee, eCnM MeTa//IMYECKU WHCTPYMEHT (Hanpumep, M3 cTau,
alOMUHNA, TUTAHA W ero cnnasa W T.4.) IOMAeTcqd BO BPEMSA WCMOJb30BaHUSA,
YCTPOICTBO ANS MeAUUMHCKOW Bu3yanusaumm (Hanpumep, KT, peHTreHoBCKue
YCTPOICTBA U T.4.) MOXeT NOMOYb B 0OHapY>XeHUW (parMeHTOB u/unu getanein
NHCTPYMEHTA.

Mepbl NPefoCTOPOXHOCTA ANA CefyrLWwnX MHCTPYMEHTOB:

(U3meputenb ANWHBLI, ANMHA WKanbl 250 MM; W3meputenb rnyoOuHbI
oTBEpPCTUA, ANA BUHTOB agmametpom 5,0 mm, co ctonopom, wkana go 110
MM; UN3meputens rnyo6uHbl OTBEpCTUS, ANS BUHTOB Anametpom 4,5 —6,5
MM, Wwkana go 110 mm; 3MepuTenb WUPUHLI Wenu octeoToMun, TomoFix;
Pacuwmputenb KOCTHbIA TomoFix)

M3mepuTenibHble M34ennsa MOTYT WCMOMb30BaThCA AN U3MEPEHUS PasINYHbIX
aHaTOMMYECKUX MapaMeTpoB B Tejle YefloBeKa, a Takxe MNpu U3MepeHuu
Pa3NNYHbIX WMNAAHTUPYEMbIX MEeAUUMHCKMUX un3genviti. KOHKpeTHble Mepbl
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recommendations.

—Consult national regulations and guidelines for additional information.
Compliance is additionally required with internal hospital policies and
procedures and recommendations of manufacturers of detergents,
disinfectants, and any clinical processing equipment.

Locating of the instrument or fragments of instruments
Manufacturer’s Instruments are designed and manufactured to perform
safely within the scope of their intended use.

However, if a metallic instrument (e.g. steel, aluminum, titanium and its
alloy etc.) breaks during use, a medical imaging device (e.g. CT,
Radiation Devices etc.) can aid in locating fragments and/or components
of the instrument.

Precautions for the following Instruments:

(Measuring Device for length, scale length 250 mm; Measuring
Device for hole depth, for screws diameter 5.0 mm, with a stopper,
scale up to 110 mm; Measuring Device for hole depth, for screws
diameter 4.5 - 6.5 mm, scale up to 110 mm; Measuring Device for
osteotomy gap width, TomoFix; Spreader bone TomoFix)

Measuring devices may be used to measure various anatomical
parameters in the human body and in the measurement of various
implantable medical devices. Device specife precautions and warnings
related to measuring devices are described in the corresponding
Instructions for Use for those specife implantable devices.

Health care professionals should be qualifed by appropriate training in
the use of measuring devices. Measurement error can potentially result
in implant failure from selecting the wrong size of implant.

Measured parameters are only valid where measuring devices are
processed and maintained per Manufacturer’s “Important Information”.
Take care to avoid damaging the nerve and vessel bundles, soft tissue
and organs present in the human body where measuring devices are
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NPefoCTOPOXHOCTM  ANA  WU3AENMUM U NPeAOCTEPEXEHNs, CBS3aHHble C
N3MEPUTENbHLIMU WU34ENUAMM, OMMCaHbl B COOTBETCTBYIOLLMX MHCTPYKLUMSAX MO
MPYMEHEHUNIO AN AaHHbBIX KOHKPETHbIX UMMIaHTUPYEMbIX U3AENA.

MeauuMHCKMe pPaboTHUKKU [AOMKHbI MPOXOAUTL COOTBETCTBYHOLEe 06yuYeHue
MCNOMb30BaHNIO M3MEPUTENbHbIX W3Aennii. Owmnbka Npu WM3MEpPeHUU MOXET
MPVBECTU K HEMCMPABHOCTU MMMaHTaTa M3-3a BbiGopa HEMPaBWILHOTO pa3mepa

“MMNaHTaTa.
N3MepeHHble napameTpbl AeACTBUTENbHbI TOMBKO B TOM C/lyyae, ec/u

n3mepuTeNbHble M3aenua obpabaTbiBalOT U 06CNYXKMBaOT B COOTBETCTBUM C
NH(opMaL el NPOM3BOAMNTENS NO MOBTOPHON 06paboTKe.

ByabTe OCTOPOXHbI, 4TOGbI He MOBPEAWUTb HEPBHbIE W COCYAWUCTbIE MYYKH,
MATKWE TKaHW W OpraHbl YesioBeKa, MNpu WUCMO0/Mb30BaHUN N3MEPUTENbHBIX
n3nenvin 4na n3MepeHns aHaTOMUYECKMX NnapaMeTpoB.

[aHHble n3fennsa MoryT CnoMaTbCs BO BPEMSA MCMOMb30BaHWA (MPU NPUMEHEHUN
4Ype3MepHON CUMbl UM NPU BbIXOAE 3a PaMKM PEKOMEHAYEMOW XMPYPruyecKom
TeEXHUKKM). HecMmoTpsas Ha TO, UYTO OKOHYaTeNbHOE pelleHne 06 yAaneHun
C/IOMaHHOW 4YacTu [O/MKEH TMPUHATb XUPYPr, OCHOBLIBAACb HA OLEHKe
CONYTCTBYIOLLErO PUCKA, PEKOMEHAYETCA, eC/iv 3TO BO3MOXHO W LieN1ecoo6pasHo
[/19 KOHKPETHOro MauueHTa, yaauTb CIOMaHHYH0 YacTb.
13. TH®OPMAULUWA O TEKAPCTBEHHbBIX MPEMAPATAX U (UNTN)
®APMALEBTUNYECKUMX CYBCTAHLUWNAX B COCTABE MU
HenpumeHnumo. [laHHoe M He cofepXXUT B COCTaBe IeKapCTBEHHbIE Mpenaparsbl
1 He UCMO/b3YEeTCA B COYETAHUN C HUMW.

14. OMNWCAHWE METOAOB TMOBTOPHOW OBPAEOTKW W
CTEPUNN3ALNN
N3penms  npom3BoauTens, NoCTaB/sieMble B HECTEPUIbHOM  COCTOSHWMW,

HEo6XOAMMO OYMUCTUTb W MPOCTEPUNINZ0BATL MApoOM Mepes XMUPYPruyeckum
ncrnonb3oBaHuem. epef  OYMCTKO  yAansaoT U YyTUAMSUPYIOT  BCHO
OPUTMHaNbHYI 0[HOPAa30BYH YMaKOBKY (Hampumep, CUIMKOHOBblE (YTNSPbI,
3alMTHble HAKOHEYHMKM, 3alMTHble KOMMauku, 6GAUCTEepbl, calle, MaKeTbl.
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being used to measure an anatomical parameter.

These devices can break during use (when subjected to excessive forces
or outside the recommended surgical technique). While the surgeon
must make the final decision on removal of the broken part based on
associated risk in doing so, we recommend that whenever possible and
practical for the individual patient, the broken part should be removed.

13. INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MI)

Not applicable. The devices do not contain medicinal substances and are
not used in combination with medicinal substances.

14. DESCRIPTION OF REPROCESSING AND STERILIZATION
METHODS

Manufacturer’s products supplied in a non-sterile condition must be
cleaned and steam sterilized prior to surgical use. Prior to cleaning,
remove and dispose all original disposable packaging (e.g. silicone
rubber guards, tip guards, protection caps, blisters, pouches, bags,
packaging foam, card board etc.). Clean products before frst and every
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MeHonnacT, KapToH u T.4.). OuunwaroT u3genusa mnepes nepsbiM U KaXAbIM
nocnegyowmnm 1Crnonb3oBaHWEM, a TaKkxXe nepes BO3BPAaTOM A4 TEXHNYECKOro
06CNny>KMBaHUA 1 peMoHTa. epep cTepunn3auueld NapoM M3Lenvs NoMeLaoT B
paspeLleHHY0 CTepuInN3aLMOHHYIO YNakKoBKY W/ KOHTeHep.

MepBbiIM W Haubonee BaXHbIM LIaroM Mpu MOBTOPHO 06paboTke BCeX
MHOropasoBbIX  WHCTPYMEHTOB  SB/AETCA  TwiatenbHas  (pyyHasd  w/wvnu
MexaHu4yeckas) O4YMCTKA W MPOMbIBKA. TLiaTeNbHas OYUCTKA — CIOXKHbIN
npovecc, ycrnex KOTOPOro 3aBUCUT OT Pas/iMyHbIX B3aMMOCBA3aHHbIX (PaKTOpPOB:
KayecTBa BOAbl, KO/IMYECTBA W TuMa YUCTALEro CPefcTBa, METO4a OYUCTKU
(BpyuyHyto,  ynbTpa3BykKoBasg  UWCTKa, MOeYHas  MalluHa/Ae3nHpeKTop),
TWATeNIbHOrO MPOMbIBAHUA W CYLUKMW, Hag/exalleld MNoAroTOBKU W3Jenus,
BPEMEHU, TEMMEPATYPbI N aKKYPaTHOCTY /UL, OTBETCTBEHHbLIX 38 OYMCTKY.
OcTaTo4Hble OpraHNYeckne BellecTea U/vamn 60/bLLIOE YMCIO0 MUKPOOPraHW3MOoB
MOTYT CHU3UTb 3(h(EKTUBHOCTL MpoLecca CTepuan3aLnu.
MoBTOpHaA obpaboTka  wu3genui MHOTOKpPaTHOTO
NHCTPpYyMEHTOB, KOHTEHEPOB 1 IOTKOB ANA UHCTPYMEHTOB
[aHHble peKkomeHJauunm OTHOCATCA K 06paboTke W3Le/IMA  MHOrOKpaTHOro
npumeHeHus. V30enns MHOTOKPaTHOTO NMPUMMEHEHWUS BK/IHOYAKOT OMpefesieHHble
XVUPYPruyeckme WHCTPYMEHTbI, KOHTeiHepbl W NIOTKU [NS  WHCTPYMEHTOB.
MpeacTaBneHHas WHGoOpMaLUAa HenNpuMeHUMa K umnnaHtatam. Heob6xoavmmo
cnefosaTb  fAaHHbIM  PEKOMEHJauuMaM, eciM  WHOe  He  YKasaHo B
COMpPOBOAMTENIbHOW AOKYMEHTALUN Ha KOHKPETHOE n3fenue.

Mepbl NPefoOCTOPOXHOCTH

Bce wusgenus [OMXKHbI ObITb TLIATE/IbHO OYMLLEHbI W MPOBEPEHbI MNepeq
crepunmsaunein. AIMHHbIE Y3KUe NPOCBETHI, FNyXuUe 0TBEpPCTUS, ABUXYLLMECS U
CNOXHble AeTann TpebytoT 0c060ro BHUMaHUA NMPU OYUCTKe M UHCNeKuuu. Bo
BpeMs OYUCTKM WCNONb3YWTE TONbKO Te UUCTALLME CPefcTBa, KOTOpble
npefHasHayeHbl 419  WUCMOMb30BaHUA C  MEAUUMHCKAMK  U3LenvamMun, B
COOTBETCTBMM C WHCTPYKUMAMU NPOU3BOAUTENA (Hampumep, Temrepartypa,
BPEMS KOHTaKTa U BPpems OrosiaCKmMBaHus). PEKOMEHAYHOTCS YACTALLME CPeACcTBa

NMPUMEHEHUNA -
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use, and before returning for maintenance and repair. Prior to steam
sterilization, place the product in an approved sterilization wrap or
container.

The frst and most important step in reprocessing all re-usable
instruments is thorough (manual and/or mechanical) cleaning and
rinsing. Thorough cleaning is a complex process whose success depends
on various interrelated factors; Water quality, quantity and type of
cleaning agent, cleaning method (manual, ultrasonic bath,
washer/disinfector), thorough rinsing and drying, proper product
preparation, time, temperature, and thoroughness of the individual
responsible for cleaning.

Residual organic matter and/or a large number of microorganisms may
reduce the effectiveness of the sterilization process.

Reprocessing Reusable Devices —Instruments, Instrument Trays
and Cases

These recommendations are for processing Manufacturer’s reusable
devices. Manufacturer’s reusable devices include certain surgical
instruments, instrument trays and cases. The information provided does
not apply to Synthes implants. These recommendations are to be
followed unless otherwise noted on specifc product inserts.

Cautions

All devices must be thoroughly cleaned and inspected prior to
sterilization. Long, narrow lumens, blind holes, moving and intricate
parts require particular attention during cleaning and inspection. During
cleaning, only use detergents that are labelled for use on medical devices
and in accordance with the manufacturer’s instructions (e.g.
temperature, contact time, and rinse time). Cleaning agents with a used
dilution pH of within 7-9.5 are recommended. Highly alkaline
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¢ ucnonssyemoil konuewtpaureit pH B npeaenax 7-9,5. Cunsxoutenounsie
ycnosus (pH> 11) Moryr noBpeauts KOMNOHEHTH / M3AENHA, TAKHE Kak
amoMuHMecBbie Matepuanss. He ucnosssyiite ¢usnonoruyeckuii pacrsop,
Ae3MHPEKTAHTH ANA OKpyXatollleil cpeant (BKMOYas pPacTBOPH XJ0pa) HAH
XMPYpPruvueckne aHTHCENTTHKH (TakHe Kak MpOAYKTH, COACpxaiue HOA HIM
xnoprexcuanH). He wucnonesyitre YHCTAIIME CPEACTBA, KOTOpHIE MOTYT
NOBPECANTL NOBCPXHOCTh MHCTPYMCHTOB, TaKHC KAK MCTANNHYCCKHC MOYANKH,
aGpasHBHbIe YHCTALIHE CPEACTBA JWIN MPOBONOYHbBIE LICTKH.

- B yasTpasByKOBOM OHHCTHTCRE H3ACAHA NPOU3BOAMTENS pasmewaiite
TONBKO COBMCECTHO € H3ACAHAMM, HMCIOUINMH AHANOTHYHEIA MCTAMNKYCCKHH
COCTas.

- JUis OMHCTKK B MEXAHMHECKOH MOCUHOH MatlHHE HE CNCAYCT 3arpyXarh
3aMPAZHEHHLIC HWIH HCMONbL3OBAHHEE HIACHHA MPOH3BOATENA B KOHTeiiHepe.
3arpA3HeHHEE H3ACNHA NPOH3BOAHTERR JOKHE 00pabaThiBaTLCA OTACHBHO OT
notxos u KoHTeHHepos. Konreiinepnl npoussoauTens paspaboTanil B KavuecTse
OpraHH3aUHOHHONO MPHCNOCOONEHHS U NPOLCCCa NAPOBOH CTEPHIIH3ALMK,
XPAHEHHA BCEX MCAMLMHCKMX MW3XelHii M A8 MCNOAL3OBAHHMA B mnpouecce
OMepauln.

- [MapamMeTpnl CTepHAM3aUMM ACHCTBHTCNBHB TOALKO ANA  H3ACAMIA,
KOTOpaie GLNKM HaaneXalMM 00PasOoM OUULIICHEL.

- [lepeuncnentisic  napaMeTptl  AeHCTBHMTENEHH  TOABKO AN
CTEPHN3AUHOHHOrO OGOpYAOBAHHA, HAANCKALNHMM OOPAIOM YCTAHOBACHHOrO,
o6cnyxnsaemoro, oTKanuGpOBAHHOrO M COOTBETCTBYIONIETO TpeGosanuAM no
noaTOpHOH 06paGoTke B COOTBETCTBHH co cTaHaaptaMK cepun 1SO 15883 u
ISO 17665.

- XHpYpruyecknM NaumeHTaM, HAXOAAWKWMCA B rpynne pucka no Gonesuu
Kpeirrudensaa-fko6a (CID) n comyrcrsylomum Hrdexumam, HeoGxoanmo
NPOBOAKTE  JiCYcHHE  OAHOPa3OBHIMH  HHCTpyMEHTamH.  HHCTpyMenTH,
MCTIONB30BABIINECA HIH ¢ TIOI03PEHHEM KA HConb3oBakke y naunenra ¢ CID,
NoC/ie ONCPAUMH YTHAHSHPYIOT WK CACRYIOT ACHCTBYIOIMM HAUHOHANLHKM

conditions (pH >11) can damage components/devices, such as aluminum
materials. Do not use saline, environmental disinfection (including
chlorine solutions) or surgical antiseptics (such as iodine- or
chlorhexidine-containing products). Do not use a cleaning aid that can
damage the surface of instruments such as steel wool, abrasive cleaners
or wire brushes.

— Only place Manufacturer’s devices with items of similar metallic
composition together in an ultrasonic cleaner.

— Soiled or used Manufacturer’s devices should not be loaded into a case
for cleaning in a mechanical washer. Soiled Manufacturer’s devices
must be processed separate from trays and cases. Manufacturer’s cases
are designed to be an organizational tool for the steam sterilization
process, a storage tool for all medical devices and an organizational tool
for surgery.

— The sterilization parameters are only valid for devices that are
adequately cleaned.

— The parameters listed are only valid for properly installed, maintained,
calibrated and compliant reprocessing equipment in accordance with
standards such as the ISO 15883 and ISO 17665 series.

— Surgical patients identifed as at-risk for Creutzfeldt-Jakob disease
(CJD) and related infections should be treated with single-use
instruments. Dispose of instruments used or suspected of use on a
patient with CJD after surgery and/or follow current national
recommendations.

— Consult national regulations and guidelines for additional information.
Compliance is additionally required with internal hospital policies and
procedures and recommendations of manufacturers of detergents,
disinfectants, and any clinical processing equipment.

Limits oa reprocessing

— Repeated processing cycles that include ultrasonic, mechanical
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PEeXOMCHAALMAM.
- Hna  nomyuenus gonoauurensHodl uHdopmawmm obpatarecs K

HALMOHANGHHIM HOPMATHBHEIM JOKYMEHTAM H pykoBoacTBaM. Kpome Ttoro
TpebyeTca COOTBETCTBHE BHYTPSHHHM OONBHUIHBLIM MOJIMTHKAM H MPOLICAYPaM,
a TaKKe PEKOMEHIALMAM NpPOW3BOAMTENeH uHCTAIMX, AC3HHOHUMPYIOLIHX
CpeACTB B MoGoro obopynosanus 214 KIHHH4ECKOHA oOpaboTKH.

Orpanuyenns no nosroptolt o6paGorke

- [osTopaiomuecs uuKAL 06paborky, BKIICYAIOMME YALTPA3BYKOBYIO,
MEXAHHYECKYI0O MOHKY H CTepHAM3AUMIO, OKa3HBalOT MHHUMAJILHOE
BO3ACHCTBHE HA XUPYPry4CCKHE HHCTPYMEHTH MPOH3BOAHTENA.

- OxoH4yaHue cpoka cyXOH H3geNna OOHYHO ONPEACIAIOT NO HIHOCY H
NOBPEKACHHAM, CBA32HHEIX C ero ucnonsloBaHueM. Jlokasarenscrna
NOBPEXACHNA ¥ W3HOCA H3ACHHA MOTYT BKAIOHATH, HO HE OTPaHHYHBAIOTCA
KOppo3Hel (T.e. pkaBuHHOM, ToueuHoH Kopposmeil), ofecupeunBaHHeM,
H3OHTOYHEMH LIAPAMIHHAMHA, OTC/IAMBAHHEM, H3HOCOM ¥ TpelHHaMu. Msnenns,
¢yHKUMOHHpYIOIUE HEeHAZNEKAMM 00pazoM, WACMHA ¢ HEpacnosHapacMoH
MAapKHPOBKOH, OTCYTCTBYIOWIMMM HAH YJANCHHHMH (CTEPTEHIMH) HOMEPAMH
JAerancif, MOOBPEXKACHHBC M  YPE3MEPHO H3HOIICHHHE HE  JODKHEHI
HCTIOJIb30BATHCA.

- Bonee noppoGHylo uHdopMmawmio o6 onpeAencHMH Cpoka CiyxOu
MOXHO MOMY4YHTh Y TOPIrOBOrO TPSACTABMTENA HIH 3arpysuTh ¢ Beb-caiira:
http://www.depuysynthes.com/ifu.

OGpaboTa Ha MeCTe HCNG/NIL30BAHNS

Vaansitre KpoBr WHIH OCTATKH TKaHeH ¢ U3ACAUS B XOAC XHPYPruyeckoro
BMCIIATENBCTRA, YTOOEI IPEAOTBPATHTL HX HPHUCKIXAHHE K NTOBEPXHOCTH.

- [NpomoiiTe KAHIONMPOBAHHEIC H3ACHHS CTEPHALHOH MAH OuHIIEHHOMN
80O, 4TO0H NPEAOTBPATHTHL BHCHIXAHHE 3arpA3HEHMH H/HIH OCTATKOB TKaHEHR
BHYTPH.

- 3arpsIHCHHBIC H3JCNHA HEOOXOMMMO OTASNHUTL OT HE3ArpASHEHHMX BO
H30eKAHNE KOHTAMMHALMH TICPCOHANA M OKpYRatome# cpeasl.

washing and sterilization have minimal effects on Manufacturer’s
surgical instrumentation.

— End of life of a device is normally determined by wear and damage
due to use. Evidence of damage and wear on a device may include but is
not limited to corrosion (e.g. rust, pitting), discoloration, excessive
scratches, flaking, wear and cracks. Improperly functioning devices,
devices with unrecognizable markings, missing or removed (buffed off)
part numbers, damaged and excessively wom devices should not be
used.

— Further details regarding end of life indicators are available from your

sales representative or for download from the website:
http://www depuysynthes.com/ifu.

Point of Use Care

Wipe blood and/or debris from device throughout surgical procedure to
prevent it from drying onto the surface.

~ Flush cannulated devices with sterile or purifed water to prevent the
drying of soil and/or debris to the inside.

— Soiled devices should be separated from non-contaminated devices to
avoid contamination of personnel or surroundings.

— Devices should be covered with a towel dampened with sterile or
purifed water to prevent blood and/or debris from drying.

Preparation for Cleaning (for all cleaning methods)

— It is recommended that devices should be reprocessed as soon as
reasonably practical following use.

— Disassemble device, if device is able to be disassembled, prior to
reprocessing. Further detailed instrument dismantling instructions are
available from your local sales representative or for download from the

website: http://www.depuysynthes.com/ifu.
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N3penna HeobXo4MMO HaKpbITb MOMOTEHLEM, CMOYEHHbIM CTEPWUIbHON
AW  OYMLLEHHON BOJOW, 4TOObI NPeAOTBPaTUTL BbICbIXaHWE KPOBU WU/MK
0CTaTKOB TKaHel.

MoaroToBKa K 04YMUCTKe (AN BCEX METOA0B OYMCTKM)

PekomeHayeTca, 4TO6bl n3genna 6bi1m 06paboTaHbl Kak MOXHO BbicTpee
noc/ie UCnosib30BaHMs.

Ecnu nsgenve moxet 6bITb pa3obpaHo, pasbepuTe ero nepes noBTOPHON
06paboTKoil. MoapO6HbIE WMHCTPYKUUM MO pa3bopKe MHCTPYMEHTOB MOXHO
NOYyYNTb Yy MECTHOrO TOProBOro MpeAcTaBUTeNs WM 3arpysuTb Ha canTte
http://www.dcpuvsvnthes.com/ifu.

OTKpoWiTe n3genuns ¢ pukcatopamu, 3aMKaMm UK NETASAMMN.

Cnefyetr cobnofaTb OCTOPOXHOCTb Npu  0ob6palleHun € OCTPbIMMI
npegmeTaMm M MX O4YUCTKE. NX peKkomeHAyeTcs oumwatb OTAENIbHO, 4TOObI
CHU3UTb PUCK NOSTYYEHUS TPaBM.

MpocBeTbl/KaHONAUUM U3AeNNiA AOMKHbI 6biTb 06paboTaHbl BPY4YHYIO
nepes O4MCTKOM. CHayana MPOCBETbI/KaHINAUUM HEOOXOANMMO OYUCTUTL OT
OCTaTKOB TKaHel. [pocBeTbl/KaHINALMN HEeOOXOAMMO TLLATEe/IbHO OYUCTUTb
BpallaTe/lbHbIM  [ABVXKEHWEM, WCNOJMb3yA MNOAXOAALME MO pasMepy LUETKM C
MATKOW LUETUHOW. LLLeTKN AO/MKHbI NAOTHO npuneratb. Pasmep LLETKW JO/MKEH
OblTb MPAKTUYECKM paBeH AvameTpy NpocBeTa/KaHNAUUWU And ouncTku. Mpu
MCMOMb30BaHUN CAULWKOM OONbLUIOA WAW  CAULLIKOM MalNeHbKOW LUeTKM Mo
CpPaBHEHUIO C [MaMeTpOM MPOCBETA/KaHINAUMN  HEBO3MOXHO  [0OMTbCA
3PPEKTUBHOW OYNCTKM NOBEPXHOCTU NPOCBETA/KAHIONALNN.

3amounte u /  wuAM NpPOMOWTE  CWUAbHO  3arpsisHeHHble UK
KaHIONMPOBaHHblE  W3LeNWiA  nepef OYUCTKOM AN pasMmsaryeHuns  No6bIX
MPUCOXLINX 3arpsisHEHW WM OCTATKOB TKaHeil. Vcrnonb3yiiTe HeWTpasibHbIiA
NN cnabblii LLeI0YHOM PacTBOP YMCTALWErO cpeacTea. CneayiiTe MHCTPYKUMAM
NPOV3BOAMTENA UNUCTALLEro CpeAcTBa ANs COOMIOAEHUS BPEMEHU BbILEPXKKM,
TemnepaTypbl, KayecTBa BOAbl W KOHUEHTpauuu. [ns npomblBaHWS W3aenui
MCMonb3yiTe X0N0AHY BOAONPOBOAHYHO BOLY.
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—Open devices with ratchets, box locks or hinges.

—Care should be taken in the handling and cleaning of sharp devices.
These are recommended to be cleaned separately to reduce risks of
injury.

—Lumens/cannula of devices should be manually processed prior to
cleaning. Lumens/cannula should frst be cleared of debris.
Lumens/cannula should be brushed thoroughly using appropriately sized
soft-bristled brushes and twisting action. Brushes should be tight-ftting.
Brush size should be approximately the same diameter of the
lumen/cannulation to be cleaned. Using a brush that is too big or too
small for the diameter of the lumen/cannulation may not effectively
clean the surface ofa lumen/cannulation.

—Soak and/or rinse heavily soiled devices or cannulated devices prior to
cleaning to loosen any dried soil or debris. Use a neutral or mild alkaline
detergent solution. Follow the detergent manufacturer’s instructions for
use for correct exposure time, temperature, water quality and
concentration. Use cold tap water to rinse devices.

— Manufacturer’s devices must be cleaned separately from Synthes
instrument trays and Manufacturer’s cases. Lids should be removed
from cases for the cleaning process, if applicable.

Cleaning —Manual Method

1. Rinse soiled device under running cold tap water for a minimum of
two minutes. Use a soft-bristled brush to assist in the removal of gross
soil and debris.

2. Soak device in a neutral or mild alkaline detergent solution for a
minimum of ten minutes. Follow the detergent manufacturer’s
instructions for use for correct exposure time, temperature, water quality
and concentration.
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N3genns npousBoanTenst HeoOXoAMMO UYUCTUTL OTAENbHO OT JIOTKOB M
KOHTENHepoB [N WHCTPYMEHTOB npousBoguTens. Ecnm  npumeHumo, Ans
npouecca O4YMCTKA HEOOX0AUMO YAaINTb KPbILIKN C KOHTENHEPOB.
OuncTKa —py4HON mMeToA
1 MpomoliTe  3arps3HeHHOe  u3genMe  Noj  CTpyel  XONIOAHON
BOJOMNPOBOAHON BOAbl B TEYEHNE He MeHee ABYX MUHYT. Vcnonb3yiTe LETKY C
MATKOW LWEeTUHON ANA yAaNeHUs KPYNHbIX 3arpsa3HEHN 1 0CTaTKOB TKaHeN.
2. 3amounTe wu3genne B HENTpasbHOM WAM CNaboLleloYHOM  pacTBope
YMCTALLEro CpeacTBa MUHUMYM Ha fecaTb MUHYT. Cnegyinte UHCTPYKUWSM NO
NPUMEHEHWIO, NPefoCTaBNeHHbIM MPOM3BOAUTENEM (EPMEHTHOrO OYUCTUTENS
WM YUCTALWLEro CPeacTBa, A8 Co6MOAEHNSA BPEMEHW BbIAEPXKKKN, TemnepaTypbl,
KayecTBa BOAbl M KOHLEHTpaLun.
3. MpomoiiTe n3genve XoNnoLHOW BOLOWA B TeYEHME He MeHee ABYX MUHYT.
Vicnonb3yiiTe wWwnpuubl, NUNETKN WUAW BOASHbIE (DOPCYHKU ANSi MPOMbIBaHUSA
MPOCBETOB, KaHaN0B 1 APYTrUX TPYAHOLOCTYMHbIX YYaCTKOB.
4. OunctuTe un3feNMe BPYYHYIO B TEYEHME He MeHee MATU MUHYT B
CBEXENPUroTOB/IEHHOM  HEMTpasibHOM WM cnaboLLesioyHoM  pacTBope
YynCTALLero cpeactea. [ns  ypaneHWs 3arpsA3HeHWn UM OCTATKOB  TKaHel
MCNOMb3ylTe LWETKY C MAFKOW LWETUHON. ECnnm npumeHumo, npuBeauTe B
ABWXEHMe BCe MeCTa COefAVMHEHUSs, PYKOATKM W Apyrue NOABWKHble AeTanu
n3genns, 4tobbl NOABEPrHYTL BCe 06/1aCTU BO3AENCTBUIO YACTALLErO pacTBoOpa.
Ounwainte wu3genve noj BOAOWM ANs  NPeAoTBPaLleHUs  aspo30/m3almm
3arpssHuTeneid. NpumeyaHune: CBEXWUIA pacTBOP —3TO 3aHOBO MPUrOTOB/IEHHbIN
YMCTbIV pPacTBop.
5. TwaTtenbHO NPOMONTE U3[eNNSA, WUCNOMb3YyS XONOAHYHD WAM Tennyto
BOJOMPOBOAHYIO BOAY, B TEYEHMe He MeHee ABYX MUHYT. Vcnonb3yiTe wnpuu,
NUNeTKY WM CTPYK BOAbl A8 NPOMbLIBKA NPOCBETOB W KaHanoB. Ecim
NMPUMEHVMO, NpUBeLUTE B [ABUXEHWE MecTa COeLUHEHWA, PYKOATKU U Apyrve
MOABWXHbIE AeTann U3fgenvsa Ana TwaTe/lbHOro NpoMbIBaHMA MOA CTPYel BOAbI.
____ BwusyanbHo ocmotpute wusgenue. [loBTopsaiTe warnm 2-6, noka Ha
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3. Rinse device with cold water for a minimum of two minutes. Use a
syringe, pipette, or water jet to flush lumens, channels and other hard to
reach areas.

4. Manually clean device for a minimum of fve minutes in a freshly
prepared neutral or mild alkaline detergent solution. Use a soft-bristled
brush to remove soil and debris. Actuate Joints, handles and other
moveable device features to expose all areas to the detergent solution, if
applicable. Clean device under water to prevent aerosolization of
contaminants. Note: fresh solution is a newly-made, clean solution.

5. Rinse device thoroughly using cold or warm tap water for a minimum
of two minutes. Use a syringe, pipette or water jet to flush lumens and
channels. Actuate joints, handles and other moveable device features in
order to rinse thoroughly under running water, if applicable.

6. Visually inspect device. Repeat steps 2-6 until no visible soil remains
on device.

Ultrasonic process: Pre-cleaning steps 1-6 should occur prior to this step
7. Prepare a fresh detergent solution for the ultrasonic bath using a
neutral or mild alkaline detergent solution. Follow the detergent
manufacturer’s instructions for wuse for correct exposure time,
temperature, water quality and concentration. Note: fresh solution is a
newly-made, clean solution.

8. Clean manufacturer’s device ultrasonically for a minimum of 15
minutes, using a minimum frequency of 38 kHz.

9. Rinse device thoroughly with deionized (DI) or purifed (PURW)
water for a minimum of two minutes. Use a syringe, pipette or water jet
to flush lumens and channels. Actuate joints, handles and other
moveable device features in order to rinse thoroughly under running
water, if applicable.

10. Visually inspect device. Repeat steps 2-10 until no visible soil
remains on device.
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N30€eNMN He OCTAHETCA HUKaKMX BUAVMBIX 3arps3HeHnMN.
Y nbTpa3ByKoBOI npouecc: (3Tanbl NpeABapuTeNbHOM O4YUCTKM 1-6 HeobxoAMMO
NpoBeCTU [0 AaHHOro aTana).

7. MoAroToBbTe CBEXWIA PACTBOP YNCTALLErO CPeACTBa 41 YNbTPa3ByKOBOM
BaHHbI, UCMOMb3YyA HEeNTpasbHbIA UM Cnabblii LENOYHON pacTBOP YMCTALLErO
cpeactBa.  CnepyinTe  MHCTPYKUMAM N0 MPUMEHEHWIO, NpPefoCTaBNeHHbIM
npon3BoAnTeNIeM (EePMEHTHOrO OYUCTUTENS WM YMCTALLEro CpeAcTBa, Ans
COONIOLEHNS  BpEMEHW  BbIAEPXKKW, TemrnepaTypbl, KayecTBa BOAbl U
KOHLUeHTpauun. MprMeyaHune: CBEXMIA pacTBOP —A3TO 3aHOBO MPUIOTOB/EHHbIN
YMCTbIA pacTBop.

8. OuvwiainTe nsgenne NpPoM3BOAUTENS C NOMOLLBIO Y/IbTPa3ByKa He MeHee
15 MUHYT, UCMONb3YA YaCcTOTy He MeHee 38 KI'U,
9. TwarenbHo  npomoiite  u3genve  AenoHusmMposaHHoi  (DI)  wm

ounuieHHon (PURW) BOAOl B TeYeHMe He MeHee ABYX MUHYT. Mcnonb3yiite
Lnpu1L, NUNeTKy WUau CTPYyHo BOAbl A4/1 NPOMbIBKM MPOCBETOB U KaHanos. Ecnu
NPMMEHNMO, MPUBELAUTE B [ABUXEHWE MecTa COeAWHeHWs, PYKOATKM W apyrue
MOABWXXHbIE AeTanu U3fenus ANns TWwaTebHOro NPOMbIBaHWUA MoJ CTPYei BOAbI.
10. BusyanbHo ocmoTpuTe u3genue. [loBTopsartTe warn 2-10, noka Ha
M3L4eNMN He OCTAHETCS HUKaKNUX BUAMMbIX 3arpA3HEHMWIA.

n. lMpoBeanTe OKOHYaTeNbHOE MPOMbIBaHWME W3denud, ucnonb3ysa DI unm
PURW Bogy, B TeueHue He MeHee 15 cekyHA.

12, BbicywuTe un34enne, WUCNONb3YS  UYUCTYKD Cyxyt 6e3BOpPCOBYHO
OLHOPa30BYI TKaHb WAN CXaTbll BO3AYX AN MeAWULMHCKOro MNPUMEHEHUS.
Yb6enuTtecb, 4TO BCe MPOCBETbI U ABMXYLLMECA YYACTKM BbICYLUEHbI CXaTbiM
BO34YXOM.

OuncTtka - ge3nHgpekumns

ABTOMATUYECKUIA METOA

1 MpomoinTe  3arpA3HeHHOe  u3genne  Noj — CTpyel  XOMOLHOM
BOAOMNPOBOAHON BOAbl B TeYeHWe He MeHee OfHOM MUHyTbl. KpynHble
3arpAsHeHns ypanuTe, WCMOMb3ysA LETKY C MAFKOM LWETUHON WM MSTKYH
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11. Perform a fnal rinse on device using DI or PURW water for a
minimum of 15 seconds.

12. Dry devices using a clean, soft, lint-free single-use cloth or medical
grade compressed air. Ensure that all lumens and articulated areas are
dried using compressed air.

Cleaning-Disinfection

Automated Method

1 Rinse soiled device under running cold tap water for a minimum of
one minute. Remove gross soil using a soft-bristled brush or soft, lint-
free cloth.

2. Manually clean device for a minimum of two minutes in a freshly
prepared neutral or mild alkaline detergent solution. Follow the
detergent manufacturer’s instructions for the correct dilution,
temperature, water quality and exposure time. Use a softbristled brush to
remove soil and debris. Actuate joints, handles and other moveable
device features to expose all areas to detergent solution, if applicable.
Clean device under water to prevent aerosolization of contaminants,
Note: fresh solution is a newly-made, clean solution.

3. Rinse device using cold to lukewarm running tap water for a
minimum of one minute. Use a syringe, pipette or water jet to flush
lumens and channels. Actuate joints, handles and other moveable device
features in order to rinse thoroughly under running water, if applicable.
4. Prepare a fresh detergent solution for the ultrasonic bath using a
neutral or mild alkaline detergent. Follow the detergent manufacturer’s
instructions for the correct dilution, temperature, water quality and
exposure time. Note: fresh solution is a newly-made, clean solution.

5. Clean manufacturer’s devices ultrasonically for a minimum of 15
minutes, using a minimum frequency of 38 kHz.

6. Rinse device using DI or PURW water for a minimum of two
minutes. Use a syringe, pipette or water jet to flush lumens and channels.
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6e3BOPCOBYIO TKaHb.

2. OumncTnTe wu3genne BPYYHYH) B TEUYEHWE He MeHee ABYX MUHYT B
CBEXENPUTOTOBNEHHOM  HEelTpanbHOM  WAM  C€naboLiesoyHoOM  pacTBope
yncTawero cpeactsa. CneayinTe WHCTPYKUMAM MNPOM3BOAMTENS  UYUCTALLENO
cpeacTBa Ans COGMOAEHUS KOHLEHTpauuwW, TemnepaTypbl, KayecTBa BOAbl W
BPEMEHU BbIAEPXKKN. VICNonb3yiiTe LWETKY C MSATKOW LWETUHOM, 4ToObl yaanuTb
3arps3HeHns M ocTaTKuM TKaHeW. Ecnm npuMeHMMO, npuBeauTe B [ABVKEHWe
MeCTa COeAVHEHUSA, PYKOATKM W Apyrue NOABWXKHbIE AeTann u3genvs, ytobsbl
MOABEPrHYTb BCe 00671acTM BO3AENCTBUIO YMCTALLEro pacTteBopa. Ouumwainte
n3genve noj BOZOW AN NpPeAoTBpaLleHMs aspo30nu3aumy  3arpssHUTenei.
MprMeyaHue: CBEXWIA PacTBOpP - 3TO 3aHOBO MPUIOTOB/IEHHbIA YMCTbIA PacTBoOp.
3. MpomoliTe u3genne, WCMNOMb3YA XOMOAHY WM TENyH MPOTOYHYHO
BOAONPOBOAHYIO BOLY, B TeYeHMe He MeHee OfHON MUHYTbl. VIcnonb3yiiTe
WNpUL, NUNETKY WAN CTPYH BOAbl 415 NPOMbIBKM MPOCBETOB M KaHaioB. Ecnu
NPUMEHUMO, NPUBEANTE B ABWKEHWE MecTa COeAUHEHUS, PYKOATKM W Apyrve
NOABVKHbIE AeTann n3genvs Ans TwaTeNbHOro NPoMbIBaHWS MO4 CTPYel BOAbl.
4. MoAroTOBbTE CBEXMIA PACTBOP YMCTALLEr0 CPeAcTBa ANS YbTPa3BYKOBOW
BaHHbI, MCMOMb3ys HeWTPanbHbIA MAN Cnabblii LWeNoYHOMW pPacTBOP YUCTALLEro
cpeactBa. CnefyiiTe  MHCTPYKUMSM MO MPUMEHEHWUO, MNPeAoCTaB/EHHbIM
Npon3BoAnTeNIeM (EPMEHTHOrO OYMCTUTENS WM YUCTALLEro CPeacTBa, AnA
COOMIOAEHNS  BPEMEHW  BbIAEPXKKM, TemnepaTypbl, KayecTBa BOAbl MW
KOHLeHTpaymn. MNprMeyaHne: CBEXMUIA pacTBOP —3TO 3aHOBO MPUIOTOB/IEHHBIN
YMCTbIA pacTBop.

5. OuuwiaiiTe usgenne NpPoM3BOAUTENS C MOMOLLbIO ybTPa3Byka He MeHee
15 MUHYT, UCNOJb3YS YaCTOTy He MeHee 38 KIL.
6. MpomoiiTe m3genve AenoHu3MpoBaHHOM (DI) wnn o4mlieHHON BOAONA

(PURW) B TeyeHMe He MeHee ABYX MUHYT. Vcnonb3yiTe Wwnpuw, NUNeTky wiv
CTPYl0 BOAbl [N MPOMbIBKM MNPOCBETOB W KaHanoB. [INA OKOHYaTenbHoro
NPOMbIBaHUS N3Aenust Heo6xoanMmo mncnonb3osaTe DI unn PURW Boay.

7. BusyanbHo ocmoTpute wusgenue. [loBTopsinTe warn 2-7, noka Ha
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DI or PURW water must be used for fnal rinse.

7. Visually inspect device. Repeat steps 2-7 until no visible soil remains
on device.

8. Automated washing shall be conducted in a validated washer-
disinfector in compliance to 1SO 15883-1 and -2, or to an equivalent
standard. Load the device components in the washer-disinfector in
accordance with manufacturer’s instructions, ensuring that the devices
and lumens can drain freely. Automated washing can be included as part
of a validated washing, disinfection, and/or drying cycle in accordance
to manufacturer’s instructions. An example of a validated cycle used for

Cycle Minimum Minimum Type of Detergent
Time Temperature/ \Water
(minutes)

Pre-wash 2 Cold tan water N/A

Wash 1 2 Cold tan water (<40 °C)  Cleaning agent*
Wash I 5 Warm tap water (> 40 °C)  Cleaning agent*
Rinse 2 Warm DI or PURW {>40 N/A

“0

Thermal 5 >93"C N/A
Disinfection

Drv 40 >90°C N/A

* see section Additional Information

Thermal disinfection

For automated cleaning-disinfection, thermally disinfect at a minimum
of 93 °C for a minimum of 5 minutes (see Cleaning-Disinfection
Automated Method). For devices with cannulations or lumens, orient the
parts such that the lumen or cannulation are in a vertical position. If this
is not possible due to space limitations within the automated/mechanical
washer, use an irrigating rack/load carrier with connections designed to
ensure an adequate flow of process fluids to the lumen or cannulation of
the device if necessary.

Drying
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U34eNMN HE OCTAHEeTCA HUKaKUX BUAUMbIX 3arpA3HEHWIA.

8. ABTOMaTU4YeCKas MOWNKa [O/MKHA MNPOBOAUTLCH B YTBEPXAEHHOM
MoOtoLLLe-Ae3nHpmLmpytoLLemMm o06opyaoBaHuK B cooTBeTcTBUM € ISO 15883-1 u -2
W 3KBMBANIEHTHLIM  CTaHAApPTOM. 3arpy3ute KOMMOHEHTbl W3jennsa B
0E3VHOUUMPYIOLWYD  MallMHy B COOTBETCTBUM C  WMHCTPYKUMAMKU  ee
npounsBoauTens, y6eiMBLUINCb, YTO >KWMAKOCTb MOXET CBOOOAHO CTeKaTb Mo
n3genuam n npocsetam. ABTOMAaTMyeckask MOMKa MOXET OblTb BKIHOYEHA Kak
yacTb Ba/MAMPOBAHHOIO LMKNA MOWKW, Ae3UH(eKuMn u / uam Cylwku B
COOTBETCTBUN C WHCTPYKUMAMW npoussoguTens. lpumep BannavMpoBaHHOro

Liykn MwuHuman MwuHnManbHaa TeMnepaTypa Twn uncTALLero cpeacTea
bHOE BO/IbI
Bpems
(MUHYTHI)
MpeasapkrensHas 2 XonogHasa BOAONPOBOAHasA BOAA HenpymeHumo
04MCTKa
Ounctka | 2 XonogHas BOLOMNPOBOAHasA Boja YucTallee cpencteo*
(<40"C)
Ouuctka Il 5 Tennas BogonpoBojHas BOAa YucTalee cpeacTso*
(>40@C)
OnonackviBaHvie 2 Tennas DI wm PURW Boga HenpvmeHvumo
(>40"C)
Tepmunyeckas 5 >93 HenpumeHumo
fesnHdekymsa
CyLuka 40 >90°C HenonmeHnumo
*cM. pasgen OononHuTeNnbHas MHGopmaums
Tepmuyeckas gesnHpekuma
[Ona  aBTOMaTMYecKolW  OUUCTKM-Ae3MHMDEKL MM npoBoaAT  TEPMUYECKYHO

Le3nHpeKUno npu Temnepatype He Hke 93 °C B TeUeHUe He MeHee 5 MUHYT
(cm. OuuncTKa-ge3nHpeKkLms, aBToMmaTuyeckmnii MetToa). M3genms ¢ npoceetamu
WM KaHINAUMAMKW - pacrofiaraloT TakMM 06pa3oM, 4TOObl MPOCBETHI WM
KaHIOALMN HAXOAWINCL B BEPTMKaNbHOM MOMIOXKEHUN. ECnv 3TO HEBO3MOXHO
N3-32 OrpaHUYEHHOro MPOCTPAHCTBA BHYTPM aBTOMATUYECKON/MexaHWYeCKO
MOEYHOM  MalUWHbl, NpU  HEOOXOAMMOCTM  UCMOMbL3YIOT  OPOCUTENIbHYIO
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Ifadry cycle is not included in the mechanical washer:

—Dry each device thoroughly inside and out to prevent rusting and
malfunction.

—Use a clean, soft, lint-free single-use cloth to avoid damage to the
surface.

Pay special attention to threads, ratchets and hinges or areas where fluid
can accumulate. Open and close devices so that all areas

are reached. Dry hollow parts (lumens, cannulations) using the air jet
with medical grade compressed air.

Inspection

Manufacturer’s instruments should be inspected after processing, prior
to sterilization, for end of life indicators such as:

—Cleanliness, if any residual soil is discovered during inspection, repeat
the cleaning steps on those devices until all visible soil is removed from
the device.

- Lack of moisture, carefully inspect device lumens and moving parts. If
moisture is detected, manual drying should be performed.

- Damage, including but not limited to corrosion (e.g. rust, pitting),
discoloration, excessive scratches, flaking, cracks and wear.

- Proper function, including but not limited to sharpness of cutting tools,
bending of flexible devices, movement of hinges/joints/box locks and
moveable features such as handles, ratcheting and couplings. Damaged
or worn devices should not be used.

Further detailed function control instructions and end of life indicators
are available from your local sales representative or for download from
the website at http://www.depuvsvnthes.com/ifu.

Lubricate instruments with moving parts, such as hinges and joints,
spring-loaded ball bearings, and threaded parts. It is recommended to
lubricate and maintain manufacturer’s instruments with manufacturer’s
Special Qil only.
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CTOMKY/3arpy304Hblii  gepxaTeflb C COeAUHeHMsMMU, pa3paboTaHHbIMK  ANs

obecneuveHnss Haf/exallero MoTOKa J>KMAKOCTel uepes MNPOCBETbI UM
KaHINAUUM n3genus.
Cyuwka

Ecnm uuKn CyLKKN He BK/IOYEH B MEXAHMYECKYHO MOEYHYHO MALLUHY:
TWatenbHO MPOCYLINTE KaX40e W3L4enne BHYTPU U CHapYXu Ans
NpeLoTBPALLEHNA NOABNEHUS PXKABUMHbI Y HEUCNPABHOCTEN.

Vcnonb3yinTe 4nCTyl0 MArKyt0 6e3BOPCOBYH0 0A4HOPa30oBYH TKaHb BO
n36exxaHne NOBPEXAEHNS NMOBEPXHOCTY.

O6patnte 0C000€ BHUMaHMe Ha pe3bby, (MKCATOPbl M METIM, a TaKKe Ha
06nacTu, rae MOXET CKanmBaTbCA XMAKOCTb. OTKPOWTE M 3aKpoiTe M3genue,
4yTo6bl BCE 06M1aCTV OblNM [OCTYNHbI. lMpocywuTe nonble YacT (NPOCBETHI,

KaHNAUMM). UCMOMb3ys BO3AYLUHYK CTPYK CO CXaTbiM BO34YXOM A/
MeANLMHCKOr0 NPUMEHEHUS.

MHcnekumnsa

WHCTpyMEHTbl NpoM3BOAUTENS MNOCNe 06paboTKM W nepen CTepuansaumen

H606XOAMMO NPOBEPUTL Ha Ha/Mymnme MHOWKaTOpPOB OKOHYaHUA CPOKa CﬂYM6bL

TaKMX Kak:
4MCTOTa; €CM BO BpPEMS OCMOTpa O06GHapYyXXMBAKOTCA OCTATOYHbIE
3arps3HeHuns, NOBTOPANTE 3Tanbl OYUCTKU NS 3TUX M3LENWIA, NOKa C HUX He
OyaeT yfaneHbl BCe BUAMMbIE 3arpPA3HEHUS;

ocTaToyHas Bnara; TWaTelbHO OCMOTPUTE MNPOCBETbI M3LeNUs U
ABVXYLLMeCs yacTu. Ecnm obHapy)xeHa Bnara, CnefyeT BbINOMHUTL PYYHYHO
CYLLKY.

MOBPEXAEHUA, BK/KOYasA, HO He OrpaHM4MBascb, KOppo3ueld (Harnpumep,
PXaBYMHOM, TOYeyHOW  Koppo3uen), obecLBeyrBaHMEM,  U36bITOYHLIMM
LapanuHamm, oTcnanBaHueM, TpeLLMHaAMK Y U3HOCOM;

Hafnexawlee (YHKUMOHMPOBaHWe, BK/KOYas, HO He OrpaHUYuBasChb,
OCTPOTOMN PEXYLUUX UWHCTPYMEHTOB, U3rMO60M rMOKMUX U3LENNiA, NOABUKHOCTLIO
neTenb/CoeJUHEHNIA/3aMKOB 1 NOABWXKHBIX [eTaneli TakuxX Kak PYKOATKW.
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Disassembled devices should be reassembled prior to sterilization unless
otherwise noted or the case is not confgured for the assembled device.
Further detailed instrument dismantling instructions are available from
your  local sales  representative  or  for download @ at
http://www.depuvsvnthes.com/ifu.

Packaging

Put cleaned, dry devices into the proper location in the manufacturer’s
case. Additionally, use an appropriate sterilization wrap or re-usable
rigid container system for sterilization, such as a sterile barrier system
according to ISO 11607. Care should be taken to protect implants and
pointed and sharp instruments from contact with other objects that may
damage the surface.

Sterilization

Steam (moist heat) sterilization shall be performed in a locally approved,
pre-vacuum (forced air removal) cycle. The steam sterilizer should be
validated to the requirements of any local standards and guidance such
as EN 285 or AAMI/ANSI STS. The steam sterilizer should be installed
and maintained in compliance to manufacturer’s instructions and local
requirements. Ensure that a steam sterilizer cycle is chosen that is
designed to remove air from porous or lumened device loads in
accordance to manufacturer’s instructions and does not exceed the
maximal sterilizer load.

The following steam sterilization cycles are examples of validated

Cycle Type Minimum Minimum Sterilization ~ Minimum
Sterilization Exposure Temperature ~ Diy Time*
Exposure  Time
(minutes)

Prevacuum 4 132 °C 20 minutes

Saturated

steamforced air
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dukcaropu U MydTal. [TOBpPEKACHHBIC BAH HIHOWCHHBIC H3ACAUA HE JOMKHH | | removal (pre- 3 134°C 20 minutes
HCNONLIOBATRCA. vacuum,
Bosee noapoGHBIE HHCTPYKUWH N0 KOHTPOMIO (YHKUHOHANIBHOCTH H ;‘l‘g‘}"""‘“"

HHAUKATOPAM OKOHMAHHA CpOKa CRAYxObl MOXHO TNOJNYYUTL Y MECTHOrO
TOProBoro NPCACTaBHTENA HIH 3arpysurh c Beb-caltra
http:// i

CMmaxpTe HUHCTPYMEHTH ¢ [MNOABHXKHLIMH HaCTAMH, TaKHMH XakK TCTIH H
WAPHHPH, NPYXKHHCHHBIC IIAPHKONOAUIMMHHKA W JAeTann ¢  pe3nboid.
Pexomenpyerca cMasnBaTb W NPOBOAHTE TexHHueckoe obcmyxusalne
HHCTPYMCHTOB NPOH3BOAHTENA TONLKO CICLHANBHEIM MACIOM NPOU3BOANTES.
Pazobpannbie m3genus HeoOxoaumo cobpath nepen CTEPUAM3ALNCH, eCH HE
YKa3aHO HHOC HIH €CNH KOHTEHHep He NpHENocobneH AnA coOpaHHOTO HAAENHA.
Bonee noapoGHsle HHCTPYKUHHK 1O ACMOHTAXY HHCTPYMEHTa MOXHO NOXYYHTS
Y MCCTHOMO TOProBOr0 NPEACTABHTENA MAM  3arpy3uTh Ha  cafve
Ynakoska

[NomecTHTEe OYHIIEHHBIE CYXHE H3ICAHA HA COOTBETCTBYIOWICE MECTO B
Kowteliepe npoussoanrTens. B pononneHue ucnonwzyHTe NOAXOAANLYIO
YNakoBKy ANA CTEPHAM3AUNM MAH CHCTEMY JKECTKMX KOHTeHHepoB
MHOTOKPaTHOTO NMPHMEHEHHA VIR CTEPHJIH3AUHH, TAKME KAK CHCTEMa 3altHTH
crepunpnoct cornacHo ISO 11607. Heobxogumo cremnrs 33 Tem, urobn
HMNIZHTATH, OCTPOKOHEYHbIE M OCTPHIC HHCTPYMCHTH HE KOHTAXTHpPOBaNM ¢
APYrHMH 00BEKTAMH, TAK KaK OHH MOTYT TIOBPEANTS NOBEPXHOCTS.
Crepuanzannus

Crepunnzauna NapoM  (BAaXHLIM  XKapoM)  ROMKHA
HCRONb3OBAHHEM  JIOKANLHO  paspemicHHOM  LMKAE  MPCABAPHTENLHOrO
BAKYYMHPOBaHMA  (NpHHyAMTENIbHOC  yAanenue  sosayxa).  [Ilaposoi
CTEPUAM3ATOP AOMKEH OHITH YTBEPXKIEH B COOTBETCTBMM ¢ TpeGoBanuamy
MECTHBIX CTAHZAPTOB M PYKOBOACTB, Takux kak EN 285 wnu AAMI / ANSI ST8.
Taposoii crepuansatop AomxeH OHTL ycTaHOBACH H OOCAYXKHBATHCA B

NPOBOAHTECA €

* When applying dry times to manufacturer’s cases and their
accessories, dry times outside the standard healthcare prevacuum
parameters may be required. This is especially important for polymer-
based (plastic) cases/trays used in conjunction with heavy duty
nonwoven sterilization wraps. The current recommended dry times for
manufacturer’s cases can range from a standard 20 minutes to an
extended time of 60 minutes. The dry time is most often influenced by
the presence of polymer based (plastic) materials; therefore changes
such as elimination of silicone mats and/or change in sterile barrier
system (i.e. heavy grade to light grade wrap) can reduce the necessary
dry time. The user should employ verifable methods (e.g. visual
inspections) to confrm adequate drying. Dry times generaily range from
20 to 60 minutes due to differences in packaging materials (Sterile
Barrier System, e.g. wraps or re-usable rigid container systems), steam
quality, device materials, total mass, sterilizer performance, and varying
cool-down time.

Additional Information

Further information regarding the use of specifc cleaning agents,
ultrasonic washers, washer-disinfector, packaging materials or sterilizers
during validation studies are available on request. Manufacturer used the
following during validation of these reprocessing recommendations:

— Manual cleaning: Manual Pre-Cleaning with Enzol Enzymatic
Detergent 8 mL/L at 16-17 °C and Ultrasonic Cleaning with Enzol
Enzymatic Detergent 8 mL/L at 18-25 °C,

— Automated Cleaning: Manual Pre-Cleaning with Enzol Enzymatic
Detergent 8 mL/L at 16-17 °C and Ultrasonic Cleaning with Enzol
Enzymatic Detergent 8 mL/L at 18-25 °C. Water-disinfector cleaning |
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COOTBETCTBUM C  MHCTPYKUMAMU  €ro  MNpOU3BOAWUTENS W JIOKAIbHbIMM
TpeboBaHUAMU. Y6eauTecb, 4YTO BbibpaH LUK MapoBOro CTepuamMsaropa,
KOTOpbI nNpeAHa3HayeH AN yfaneHus BO3LyXa U3 3arpy3oK MOPUCTbIX WK
n3genuini ¢ NpocBeTaMn B COOTBETCTBMM C UHCTPYKLMAMMW MPOU3BOAMTENSA U He
npesbllaeT MaKCUManbHYH0 3arpy3Ky CTepuimM3aTopa.

Cnegyrouwme LIUKnbI cTepunnsaynn napom ABNAKOTCA npmumepamu
Twvn unkna MwuHnManbHoe Bpems MuHumansHas MwuHumansHoe
BO3/eNCTBMA Npu Temneparypa BPEMSA CYLLUKN*
cTepununsauny (MUHYTbI) BO3feicTBuA npu
cTepuamnsauunn
MpegBapuTensHoe 4 132 °C 20 MUHYT
BaKyyMuMpoBaHue
MPUHYANT eNnbHOe
yAasneHune so3gyxa
HACBILLERHBIM 3 134 °C 20 MUHYT
napom
(thopBakyym)
(He meHee Tpex
UMMY/bCOB)
*Mpn NPUMEHEHWN BPEMEHWU CYLLKW A5 KOHTeliHepOB NPOW3BOAWUTENS W KX
BCNOMOraTe/lbHbIX KOMMOHEHTOB, MOXET I'IOTpe6OBaTbCFI BpeMA  CYLUKH,
BbIXOfAllee 33  Mpefenbl  CTaHAAPTHbIX  MapaMeTpoB  MeAMLMHCKOro

npeaBapuTeNbHOTO BaKyyMUPOBaHWS. 3TO OCOGEHHO BaXKHO AN MOMUMEPHbIX
(NNacTUKOBLIX)  KOHTEAHEPOB/NOTKOB,  MCMO/Ib3YEMbIX ~ COBMECTHO  C
BbICOKOMPOYHbIMY HETKAaHbIMM  YMaKOBOYHbLIMW  MaTepuanamu  Ans
cTepunusauun. [eiicTBytolLee PEKOMEHAYEMOe BPeMSs CYLLUKW [ KOHTeHepoB
NpPoOVM3BOAUTENS MOXET BapbMpoOBaTbCs OT CTaHAAPTHbIX 20 MUHYT [0
YBE/IMYEHHOT0 BpeMeHW B 60 MUHYT. Bpems CyLUKM uvalle BCEro 3aBUCUT OT
HaNMuMs  MONUMEPHbIX (MNACTMKOBbIX) MaTepuasnoB; CNefoBaTeNbHO TaKue
W3MEHEHWS, KaK yaaneHne CUMMKOHOBLIX KOBPUKOB W/MNN U3MEHEHWUE CUCTEMbI
3alUThbl CTEPU/ILHOCTY (T.€. 3aMeHa YNaKoBOYHOTO MaTepuana rpy6oii Mapku Ha
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with (Wash 1) Prolystica 2X Concentrate Enzymatic Cleaner | mL/L at
23-26 °C and (Wash 2) Prolystica 2X Neutral Detergent 1 mL/L at 44-
46 °C.

—Lint-Free Cloth: Berkshire Durx 670.

The cleaning and sterilization information is provided in accordance
with 1SO 17664.

The recommendations provided above have been validated by the
medical device manufacturer as being capable of preparing a non-sterile
manufacturer’s medical device. It remains the responsibility of the
processor to ensure that the processing is performed using equipment,
materials and personnel in the reprocessing facility, and achieves the
desired result. This requires validation and routine monitoring of the
process. Likewise, any deviation by the processor from the
recommendations provided should be properly evaluated for
effectiveness and potential adverse consequences.

The chemical quality of the water used during reprocessing can impact
device safety. Facilities should use the recommended water quality
requirements for device reprocessing in accordance with local guidance
(such as AAMI TIR 34, Water for the reprocessing of medical devices)
and these instructions for use.

Material Compatibility of manufacturer’s
Implants in Clinical Processing

Knowledge of the materials used and their properties is essential for
ensuring that instruments are profciently processed and maintained.
Stainless steels

Manufacturer’s instruments are made predominantly from corrosion-
resistant steels, recognizable by their shiny or dull metallic color. As a
result of their high chromium and nickel content, corrosion-resistant
steels form a protective chromium oxide layer, known as a passive layer,
on the metal surface. This passive layer protects the instrument against
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NErxy10) MOXer CHH3UTH Heobxoaumoe Bpems cywku. [lonesosarens aAomkeH
HCTIONB3OBATH METOMAB, NOAJAIOWIMECS NPOBEPKE (HANPHMEP, BHIYANBHEIR
KOHTPOAb) ANR NMOATBEPKACHHA Haanexaueid cywku. Bpema cymkn obbiuno
Bapbupyerca oT 20 20 60 MHHYT u3-33 pa3fiM4ui B YNaxoBOYHLIX MaTepHanax
(cHcTeMa 33MHTHE CTEPHABHOCTH, HANPHMED YNAKOBKE N/18 CTEPHAHIAUNH MAN
CHCTEMB JKECTKHX KOHTEHAHEPOB MHOMOKPATHOTO NPUMECHEHHA), XAYECTBE Napa,
MaTepHanax Hiacaus, obuteh Macce, MPOH3BOAUTENLHOCTH CTCPHAHIATOPS K H3-
38 PAIHYHONO BPEMCHH OXNKACHHA.

JlonoaaurensHan Hnpopmaurs

JononunrenbHas HHPOPMAUMA, KACAIOUIANCA HCTIONL3OBAHHA BO  BpEMA
BANMAAUMH CNCUMANBLHBIX YMCTAIMX CPEACTB, YALTPA3BYKOBLIX MOCHHBIX
MALHH, YHCTALIHX H ACIHHPHIMHPYIOMMX CPEACTE, YNAKOBOYHLIX MAaTepHANOB
HIH CTEpHIH3ATOPOB, NpeiocTaBiiercs no sanpocy. [Ipn sannaauun aaHHBIX
HHCTpYKUBII N0 nNOBTOPHOH 00paGoTke WIPOH3BOAMTENL  HCNOAL3OBAN
caepyiouee:

- Pyunas ouMcTXa: pyuyHas NPCABAPHTENLHAA OHMCTKA C IHIUMHEIM
yncTsuiMm cpeacrsom Enzol 8 Ma / n npu 16—17 °C 1 ynnTpassykopas ouncrxa
C 3H3UMHBIM YHCTALUM cpeacTeoM Enzol 8 M/ nnpn 18-25 °C.

- ABTOMATHYCCKAA OYNCTKAa: PpyuYHas [IPEABAPHTEILHAA  OMMCTKA
SH3MMHBIM yncTIIMM cpeactsom Enzol 8 mn / n npu 16-17 °C n
Y/ILTPA3BYKOBAR OYHCTKA C FHIUMHLIM YHCTALHM cpeacTsom Enzol 8 ma / a npu
18-25 °C. HesnndexumonHan ounctka sogo#i (Oumctka 1) ¢ nomompio
3H3HMHOro ouncTrrens Prolystica 2X koHueuTpauuu | mn / n npu 23-26 °C »
(Ounctka 2) ¢ nomousic HeHTpansHOro uHetsuiero cpeacrea Prolystica 2X 1
M / n npu 4446 °C.

- Bessopconan Tkank: Berkshire Durx 670.

HudopMauua no OHHCTKE U CTEPHAHIALKM NPEACTABACHA B COOTBETCTBHH ¢ ISO
17664.

PekOMEHZAUMK, TNPCACTABREHHHE BHIIC, BAMWIHPOBAHE MMPOH3IBOJAMTENCM
MCAMLIKHCKOIO H3ACAHA Kak RossojmowHe  oOpaborath HECTEpHABLHOE

corrosion and rust. Incorrect or carcless handling (e.g. damage to the
surface) and attacks of a chemical, clectrochemical or physical nature,
can adversely affect the corrosion resistance.

Two types of stainless steels are used, differentiated based on their
composition and properties:

— Martensitic steels, which are corrosion resistant and whose high
hardness can be influenced and adjusted by heat treatment, possess high
wear resistance and high cutting edge retention. These steels are used for
cutting and sharp-pointed instruments, e.g. drill bits, reamer heads, awl,
burrs or cutting edges of pliers.

- Austenitic steels, which cannot be hardened by heat treatment, possess
high corrosion resistance, elasticity and toughness, and are generally
non-magnetic. These steels are used for non-cutting instruments, e.g.
drill guides, gauges and aiming devices.

— Manufacturer recommends disinfectants, cleaners or detergents with
pH 7-11 for all stainless steels.

Aluminum, titanium and its alloys

Since aluminum is a lightweight material it is used, for example, for the
graphic cases, instrument handles and certain other instrument parts. An
electrochemical surface treatment (anodizing, “Ematal” or hard
anodizing) produces a resistant oxide layer on the aluminum, which can
be dyed.

Titanium and titanium alloys are widely used as implant materials. On
instruments titanium is used for only a few applications, mainly color
coding of instruments. The surface of titanium alloys is also treated
electrochemically (anodizing), producing a resistant oxide layer. Various
color shades can be applied using this layer.

Although anodized aluminum, titanium and its alloys have good
corrosion _resistance, contact with strong alkaline detergents or
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MeAMLMHCKOe n3fenve npovsBoanTens. Ha onepatope NeXWUT OTBETCTBEHHOCTb
no BbIOOPY MaTepuanos, 060pyAOBaHUS W MepcoHana Ans obecrneyeHus TOro,
4yTo6bl 06paboTKa AOCTUraNa XenaeMoro pesynbtata. 310 TpebyeT Bamgaumm un
eXe[JHEBHOr0 KOHTPONA npotecca. AHaNOorMYyHbIM 06pa3om, N1t060e OTK/IOHEHWE
B paboTe omnepatopa, OCYLIECTBASKOWEr0 06pab0TKy, OT NpeAcTaBAeHHbIX
PEKOMEHAALMIA [OMKHO ObITb TLLAaTE/IbHO OLLEHEHO Ha npeameT aPdPeKTUBHOCTU
1 BO3MOXXHbIX HEOMaronpuATHbLIX NOCNEACTBUIA.

XMMMYeCKoe KayecTBO BOfAbl, MCMO/b3yeMOl BO Bpems 06paboTKM, MOXeT
NMOBNMATL Ha 6e30MacHOCTb W3AeNus. YUpexaeHWs [O/MKHbI UCMO0/b30BaTb
PeKOMeH0BaHHble TpeboBaHWA K KayeCTBYy BOAbl 418 MOBTOPHOM 06paboTKM
N3[enna B COOTBETCTBUW C NIOKa/IbHbIMK pyKoBogcTBamu (Takmmum kak A1RI TIR

34, Bopga pana nepepabOTKM  MEAUUMHCKUX  W3LENWMIA) U HACTOALLMMM
WNHCTPYKUUAMU MO NPUMEHEHMIO.
COBMECTMMOCTb mMaTepuanos WHCTPYMEHTOB n UMMNNaHTaTOB

MPON3BOANTENA NPU KINHUYeCKON 06paboTke

3HaHMe UCMOoNb3yeMblX MaTEpManoB M WX CBOWCTB BaXHO AN obecrneyeHus
Haznexatlen 06paboTkn 1 06CNYXKMBAHWUSA NHCTPYMEHTOB.

Hep>xaBetowasa ctanb

WHCTpyMeHTbl  nNpov3BOAUTENs  MPEMMYLLECTBEHHO  W3roTaBivBalOT U3
KOPPO3MOHHOUNIX)IKUX CTasnel, y3HaBaeMblX M0 6NecTAWeMy WM TYCKIOMY
MeTanMyeckomy LBeTy. Bnarogaps BbICOKOMY COAepXaHWK Xpoma W HUKens
KOPPO3MOHHO-CTOWKME CTanu 06pasyloT 3alUTHLIA CMOM  OKCufa Xpoma,
M3BECTHBIA KaK WHePTHbIA CNOIA, Ha NOBEPXHOCTU MeTasna. [aHHbIi MHEPTHbII
C/IOW 3aliMLaeT MHCTPYMEHTbI OT KOPPO3UW U pXXaBUMHbIL. HenpasuabHOe waun
HebpexHoe obpalleHne (Hanpumep, MOBPEXAEHWE MOBEPXHOCTM), a Takxke
XUMUYECKME,  3INIEKTPOXMMUYECKME U (PU3NYECKMe  BO3AENCTBUA  MOTYT
HebNaronpuaTHO BANATb HA KOPPO3MOHHYHO CTOMKOCTb.

Mcnonb3ytoT fBa TWNa HepXaBeloLlen cTanu, OTAMYaloLWMXCs Mo COCTaBy U
CBOMCTBaM:

MapTeHCUTHbIE CTan — KOPPO3MOHHO-CTOWKME CTain, Ha BbICOKYHO
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disinfectants and solutions containing iodine or certain metal salts can
lead to chemical attack and dissolution of the surface depending on the
specifc composition of the detergent.

Consequently, manufacturer recommends disinfectants, cleaners or
detergents with pH 6-9.5. Products with a higher pH value, especially
higher than pH 11, should only be used subject to the material
compatibility requirements stated on the data sheet and other
information from the manufacturer of the detergent.

Plastics

Various plastics are used for certain instrument parts, e.g. handles,
radiolucent parts. In addition to pure plastics composite materials are
also used in some cases, e.g. wood-looking phenolic resin reinforced
with fabric for handles of screwdrivers, raspatories, chisels, etc, or
carbon-fber reinforced plastics for aiming arms.

All used plastics are able to withstand correct processing. Some of the
plastics can become soft during steam sterilization, but do not undergo
permanent deformation at normal sterilization temperatures below 140
°C. The material can, however, be damaged, for example by repeated
immersion in disinfectants outside the pH range of 4-9.5 and by
overstressing. Also, some rinsing aids can lead to discoloration or
embrittlement of plastics and composites by repeated use.

Recommended Temperatures and pH levels

Material Temperature* pH

Stainless steel up to 149°C 7-11
Aluminum up to 150°C 6-9.5
Titanium alloys up to 150°C 6-9.5
Plastics up to 140°C 4-9.5
Nitinol up to 149°C 6-9.5
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MPOYHOCTb  KOTOPbIX MOXHO B/AWUATbL W PErynMpoBatb C  MOMOLLbIO
TepmMoo6paboTKM, 06nafat0T  BbICOKOW  M3HOCOCTOMKOCTbIO U BbICOKOM
CTOMNKOCTbIO pexyLleid KPOMKWU. [aHHble CTann MUCNob3ylT 419 NPOM3BOACTBA
PEXYLLMX N 320CTPEHHbIX WHCTPYMEHTOB, Hanpumep, cBepi, ros0BOK pUMEpOB,
WK, 60POB WM PEXYLLNX KPOMOK LLMMLIOB.

AYCTEHUTHbIE CTa/, KOTOPble HeMb3s 3aKanuTb Mpu TepMoobpaboTke,
00nafatdT  BbICOKOM  KOPPO3WOHHOW  CTOMKOCTbI,  31aCTUYHOCTbIO U
MPOYHOCTbLIO, KaK NpaBuio, ABAAKOTCA HEMArHUTHbIMW. OTW CTaiM UCNOMb3YIOT

AN NPOM3BOACTBA HEPEXYLUUX WHCTPYMEHTOB, Hanpumep, HanpaBuUTenei
cBepna, N3MepuTenein 1 NPULENbHbIX NPUCNOCOBEHNIA.
— Mpon3BoaUTENb  PEKOMEHAYET  MCNoMb30BaTb  AE3MHMULMPYHOLLVE,

4MCTALLME UK MOKOLLME CpeacTBa ¢ ypoBHeM pH 7—11 ans BCex HepyKaBeroLmnx
cranei.

ANOMWHWRA, TUTAH W €ro cnaa.bl

Tak Kak antoMUHWIA ABNSETCA NIETKUM MaTepuanom, ero UCnonb3yoT, Hanpumvep,
ANs  rpaMyecKnx KOHTEMHEPOB, PYKOSTOK W HEKOTOPbIX APYrux [eTanei
WHCTPYMEHTOB. B pesynbTaTe 3M1EKTPOXMMUYECKOW 06paboTKM MOBEPXHOCTM
(aHogupoBaHue, «Ematal» wunu TBepaoe aHOAMPOBaHME) Ha  aNKOMUHUK
06pasyeTcsi CTOWKNIA OKCUAHbIV CNOM, KOTOPbIA MOXET OblTb OKpaLLEeH.

TwuTaH 1 TUTaHOBbIE CNaBbl LUMPOKO WCMNONL3YKOT B KayecTBe MaTepuanoB A/is
nMnnaHTatoB. Mpy NPOM3BOACTBE MHCTPYMEHTOB TUTaH UCMO/b3YHT TONLKO B
HECKONbKMX CMyyasix, B OCHOBHOM, A/l LiIBETOBOrO KOAVMPOBaHNA UHCTPYMEHTOB.
MoBEpXHOCTb TUTAHOBbLIX CM/aBOB TaKXe 00pabaTbiBAOT 31eKTPOXUMUYECKM
(aHoaupoBaHue), nofyyas CTOMKWIA OKCUAHBIV cnoid. C MOMOLLbI 4aHHOTO C/los
MOXHO NpuAaBaTh pas/iNyHble LBETOBbIE OTTEHKMN.

XO0TA aHOAUPOBaHHbLIV aNlOMUHWUIA, TUTaH W ero cnnaebl 06/1a4al0T XOpOLLei
KOPPO3MOHHON CTOMKOCTbH, KOHTAKT C CWUAbHOLLENOYHBIMW YUCTALWMMU WK
AEe3UHPUUMPYIOLWNMY CpeACcTBaMK, a TakXKe C pacTBOpami, COAepXalinumun nog
WK CONMN HEKOTOPbIX META/INIOB, MOXET MPUBECTU K XMMUYECKOMY BO3AE/CTBUIO
M PacTBOPEHMIO MOBEPXHOCTM B 3aBMCMMOCTM OT COCTaBa KOHKPETHOrO
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* The recommended processing temperatures take into account material
properties and internally validated parameters for processing.

Causes of Corrosion and Surface Change or Damage

The surface of the instruments can be attacked and damaged by incorrect
handling or contact with various substances. Awareness of the following
possible causes of corrosion and material damage can help to avoid their
occurrence.

Blood, pus, secretions etc.

Most human body fluids and residues contain chlorine ions, which can
lead to corrosion if left to adhere to, or dry on, the instrument for
prolonged periods. Instruments should therefore be cleaned and dried
immediately after every use.

Saline solutions, iodine tinctures, water

The chlorine and iodine ions in these solutions cause pitting corrosion.
Keep any contact with these ions to a minimum. Rinse instruments
thoroughly with distilled water* to remove all residues.

Norma! tap water often also contains chlorides, as well as high
concentrations of other minerals, which can form marks with sharply
defned edges on the instrument surface. These can usually be removed
with distilled water* and non-abrasive stainless steel cleaners. Never
leave instruments wet for long periods; always dry them immediately.
Condensation moisture produced during sterilization can be avoided by
prolonging the drying phase.

* A conductivity of < 0.5 pS is recommended for distilled water.
Detergents, disinfectants, rinsing aids and other additives

Excessive concentrations of these products or strongly acidic or alkaline
detergents can attack the protective oxide layer of stainless steel,
titanium and aluminum and lead to corrosion, discoloration or other
changes of the materials, properties and surface conditions. When using
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YMCTALLEro CPeACTBa.
B cBA3W C 3TM MPOM3BOAWTENb PEKOMEHAYET Ae3VH(ULMPYIOLLNEe, YUCTALLME
nan MorLMe cpefctsa ¢ ypoBHem pH 6-9,5. Mpogykums ¢ 60siee BbICOKUM
ypoBHeM pH, ocobeHHO ¢ ypoBHeEM pH Bbile 11, MOXET MCMOo/b30BaTbCA MpU

cobnogeHnn TpeboBaHW K COBMECTMMOCTM MaTepuanoB, YKa3aHHbIX B
TEXHMYECKOM  macrnopte W APYroin  uWHpopMauuu,  npesocTaBieHHON
MPOV3BOANTENIEM YMCTSALLENO CPeACTBa.

lMnacTmaccsl

Ana  onpefeneHHbIX — YacTeidl  WHCTPYMEHTOB,  Hanpumep,  PYKOATOK,
PEHTreHONpo3payHbIX [AeTaneid, WCNOMb3YHT pas/iMyHble nnacTmaccel. B
HEKOTOPbIX  C/lyyasX KPOMe YMCTbIX MAacTMacC TakXe  WUCNOoNb3yT

KOMMO3WUTHble MaTepuasnbl, Hanpumep, NOXoxas Ha [epeBO (heHO/bHas CMOna,
YCW/IEHHasA BOMOKHaMU, 415 PYKOATOK OTBEPTOK, pacnatopos, A40N0T U T.4., WK
MaacTMacchbl, YCWIEHHbIe YINepPOAHbIM BO/OKHOM A/ PYKOATOK MPULEbHBIX
NPUCNOCOBNEHNIA.

Bce wucnosb3yemble naacTMaccbl CMOCOOHbI  BblAepXXuBaTh  Hafnexallyto
06paboTKy. HekoTopble nnacTMaccbl MOTFYT pasmsaryatbCsi Mpyv  NapoBoOW
cTepunusauyun, HO He MOABepralTcA HeobpaTuMoW  detopmauuv  npu
HOpManbHbIX TemmnepaTtypax cTepuausaumm Hmwke 140°C. TeM He MeHee,
matepuran MOXeT ObITb NOBPEX/AEH, HanpuMep, Npu NOBTOPHOM MOTrPY>XEeHUMN B
Je3snHpuunpylowme cpeactsa € YpoBHeM pH, BbIXOZAWMUM 33 Npeaesibl
AnanasoHa 4-9,5, nam npu ypeamepHoOM HanpskeHun. Kpome TOro, HeKOTopble
cpefcTBa AN OMNOMACKMBaHWA MOTYT TMNPUMBECTM K 00ecuBeYMBaHUO WK
MOBbLILLEHNIO XPYNKOCTM MacTtMacc WAM KOMMO3UTHBLIX MaTepuanos npu

MHOTIOKPaTHOM MCNOJ/Ib30BaHNN.

MaTtepunan Temnepatypa* YposeHb pH
Hepxasetolijas [o 149X 7-11

cTanb

ANOMUHNINA [o 150°C 6-9,5
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such products, always follow the manufacturer’s recommendations in
respect of concentrations, contact times, temperatures and material
compatibility. Products with pH levels between 7 and 9.5 are
recommended. During repeated and prolonged use some rinsing aids can
attack certain plastics and lead to discoloration or embrittlement. If the
instruments are cleaned in an automated washer-disinfector, follow the
directions of the manufacturers of the washer-disinfector, detergents,
rinsing aids and other additives.

Steel wool, steel brushes, files and other abrasive cleaning tools
Never use extra fne or normal steel wool, steel brushes, fles or other
cleaning tools with abrasive effect on metals to clean surgical
instruments, as this will result in mechanical damage to the passive
layer, leading to corrosion and malfunction.

Contact between instruments made from different metals

If stainless steel instruments are left in contact for long periods with
surface-damaged instruments and are simultaneously moistened with an
electrolyte, rust can form at the points of contact. Steam, water,
ultrasonic cleaning solutions or other liquids and solutions can act as
electrolytes. Such phenomena are occasionally observed during
automated cleaning. Corrosion products that have already formed can
also be transferred to other instruments by electrolytes, thereby
producing surface rust. If possible, instruments made from differing
materials should be cleaned and sterilized separately. Consequently,
instruments with corrosion or rust spots must always be excluded and
exchanged for unblemished ones. Instruments should be cleaned in their
opened and dismantled state in order to avoid not only insuffcient
cleaning but also crevice and fretting corrosion. The passive layer in
crevices or joint gaps can be damaged by chemical or mechanical action,
leading to corrosion.

Inadequate lubrication
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TuTtaHoBble cnnasbl 1o \50°C 6-9,5
MnacTmacchl [o 140°C 4-95
HuTtunHon o 149°C 6-9,5

* PekoMeHAyeMble TeMnepaTypbl 06paboTKM YUMTbIBAKOT CBOMCTBA MaTepuaioB
1 napameTpbl 06paboTKM, NpOLLEeALLINe BHYTPEHHIOK BanugaLmio.

MPUYNHBI KOPPO3UU N U3MEHEHUS UM NOBPEXAEHNSA NOBEPXHOCTH
MoBEPXHOCTb MHCTPYMEHTOB MOXET NOABEpraTbCa arpecCMBHOMY BO3AENCTBUIO
AWK MOBPEXAEHUIO MpPW HEMpaBWAbHOM O06paleHnM WM Mpu  KOHTaKTe ¢
pasnuyHbIMKM  BewecTBaMun. [MOHMMaHWe CneayroWmMX BO3MOXHbLIX MPUYKH
KOppo3MM U MNOBPEXAEHMS MaTepuana MOXET MOMOYb M36exaTb KX
BO3HUKHOBEHWSI.

KpoBb, FHOW, BblAeNEeHUSA U T.4.

Bonbluas YacTb XXMAKOCTE M OCTATKOB TKaHeil opraHu3Ma 4YesioBeka COLepXuT
MOHbl X/I0pa, KOTOpble MOFYT MNPMBECTM K KOPPO3WMW, €CAM OCTaBUTb WX
NPUANMAWUMN MW NPUCOXLIMMU K WHCTPYMEHTY Ha A/JUTENIbHOE BpPEMS.
CnepoBaTeslbHO  MHCTPYMEHTbI  HEO6X0AMMO  ouuwaTb U BbICYLIMBATb
HeMeANeHHO MOoC/e KaXA0ro Mcnofb3oBaHus.

ConeBble pacTBOpPbI, NOAHbIE HACTOWKK, BOAA

NoHbl xnopa v iofja B [aHHbIX pacTBOpax MPUMBOAAT K TOYEUYHON KOPPO3MM.
Cseante N06OM KOHTAKT C [AaHHbIMW MOHaMU [0 MUHUMYMa. TuaTenbHO
MPOMOIiTe WHCTPYMEHTbl [AUCTUANMPOBAHHOW BOAOW* [ANA yAaneHWs BCex
0CTaTOYHbIX MaTEPVanos.

O6bl4yHas BOAONPOBOAHAs BOAA TaKXe 4acTO COAEPXMWT XNOpuAbl, a Takxe
BbICOKME KOHLEHTpauuu [Lpyrux MWHEpanoB, KOTOpble MOryT 06pa30BblBaTb
cnegbl C 4YeTKO 0603HAYEHHbIMW KpasMy Ha MOBEPXHOCTU WHCTPYMEHTOB.
OO6bIYHO WX MOXHO YyAanUTb AUCTUINMPOBAHHOW BOAON* W HeabpasUBHbIMU
YNCTAWMMN CpeacTBamMn ANA HepkaBerowleid ctanu. Hukorga He ocTaBnsinte
nexaTb BNaXHble NHCTPYMEHTbI, BCerga cpasy npocylusaiite nx. ObpasoBaHue
KOHAEHCALMOHHON Bnarn BO BPeMS CTEPUAM3ALMM MOXHO M36exaTb MnyTem
YBENMYEHUS (ha3bl CYLLUKN.
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Moving instrument parts, e.g. joints, sliding parts, dismantable threaded
connections etc. must be regularly lubricated. Constant metallic abrasion
increases the damage to the passive layer and thus greatly increases the
risk of corrosion. Manufacturer’s implants should not be lubricated.
Detergent residues in packing cloths

Cloths used to pack the devices for sterilization must be free of detergent
or other residues. Such residues can be transferred to the device surface
via steam and can interact with the surface.

Overstressing of instruments

Instruments are designed only for a specife purpose and must be used
accordingly. Inappropriate use can lead to mechanical overstressing,
malfunction and permanent instrument damage, and this in turn
increases their susceptibility to corrosion.

Note on latex

Because manufacturer’s instruments do not contain any latex, they can
safely used for patients with a latex allergy.

Note on Manufacturer’s Special Oil

Synthes Special Oil is a synthetic oil and non-toxic. It is recommended
to lubricate and maintain Manufacturer’s instruments only with
Manufacturer’s special oil.
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* Jina AMCTHANRPOBAHHONH BOAB PEKOMCHAOBAHA 3/EKTpOnposoaAuMocTs < 0,5
MKCMm.

Yucramue, A3HHGHINPYIOMHE CPLACTBR, CPEACTRa ANS ONOJACKHBAHRASR H
ApYrHe BCROMOTATEALRLIC CPEACTBA

M36LITOYHBIE KOHLCHTPAUKH NAHHEIX NPOAYKTOB, 38 TAIOKE CHABHOKHCAOTHLIX
MM CHABHOLICOYHBIX YHCTALHHUX CPEJCTB MOI'YT BO3AcHCTBOBATS HA 3AIMUTHLIH
okcuaHutA cnofi HepxaselomeH Crany, THTAHA X ANOMKHHA W NPHBOAMTL K
KOppOo3HH, 00CCUBCUMBAHMIO H APYIHM H3MCHCHHMAM MATEpHANOS, CBOHACTB M
COCTOSHMA NOBepXHOCTH. TIpn Henons3oBanWH noAoGHON NpoxyKuWK Beeraa
cobmozaitre peKOMEHAAUMH €€ MPOU3BOAUTENRR B OTHOLEHHWH KOHLICHTPALHH,
BPCMCHH  KOHTAKTA, TEMNEPaTYpH W  COBMECTHMOCTH  MATCpPHUANOS.
PexoMeHayeTcs HCMONb30BaTh MaTepHantl ¢ yposHem pH B ananasose ot 7 o
9,5. lpx MHOrOKpaTHOM ¥ JUIMTENLHOM HCMONB30BAHKKH HEKOTOPHIC CPEACTBA
ANA  ONMONACKHBAHHA MOTYT ArpecCHBHO BO3ACHCTBOBATL HA HEKOTOpLIE
NAACTMAacCH M MPHBOANTS K O0ECUBCUHBAHMIO H NOBLILICHUIO XPYNKOCTH. Ecan
HHCTPYMCHTH OYHILAIOT B aBTOMATHYECKOH MocuHo#H maummHe-fesunbexrope,
CReRYHTE yKasaHMAM NpPOU3BOAKTENcH MoeuHOH MalmmHui-fiesunpexTopa,
YHCTALHX CPEACTS, CPCACTB JVIA ONONACKKBAHHA B APYTHX BCIIOMOraTeNbHLIX
CPEACTSB.

CTanbunie MOYAJIKH, CTANbHLIE WETKH, NHIKH B Apyrae abpaiwsnuie
YHCTRINHE CPEACTBA

Huworza #He wMCnons3yHre ANA OYHCTKM XHPYPrHMECKMX HHCTPYMCHTOB
CBEPXTOHKHE MM HOPMAbHME CTAIBHBIE MOYANKHM, CTANBHLIC MICTKH, MHIKH
WM APYrHe YHCTALINE CPEACTBA ¢ abpasuBHBIM ACHCTBHEM Ha METANIL], TaK Kak
310 MPHBEICT K MCXAHHYECKOMY MOBPEKACHHIO HHEPTHOIO CIOA, BEAYLUCMY K
KOPPO3HH H HCHCTIPABHOCTH.

KouTaxkT Mexay HHCTPYMEHTAMH, HITOTORICHHLIMME H3 DATHBIX METALIOB
Ecnn  MHCTPYMEHTH M3 HepkaBelouie CTanH AOATO  KOHTAKTHPYIOT C
MHCTPYMEHTAMH C  ROBPOXKACHHOH MNOBEPXHOCTHIO U OAHOBPEMCHHO
CMAYHMBAIOTCA 3NCKTPOAMTOM, B MECTaX KOHTAKTa MOxeT obpasosarnca
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pxasuuHa. [Tap, Boaa, pacTBOpH BN YNLTPa3BYKOBOH OUHCTKH, a TAKOKE APYIHE
MHEKOCTH W PacTBOpH MOTYT BHICTYMAaTh B KAYeCTRE MEKTPORHTOB. Takwe
ABJICHHA HHOrZA HAGAKOAAIOTCA NpM  aBTOMaTHYeckoH ouHcTke. Ve
obpazosaBiunecs NPOAYKTH KOPPO3HH MOTYT NEPCHOCHTHCA YEPE3 HICKTPONTHTH
H8 APYIHE WHCTPYMEHTbI, NIPHBOAA K 00pa30BaHMIO PKABYHHE Ha MOBEPXHOCTH.
[To BOIMONKHOCTH HHCTPYMEHTHI, H3rOTOBICHHLIC W3 PA3NHYHEIX MaTepHanoB,
JONAHH MPOXOAMTL OYHCTKY W crepunmsaumio otacnbio. [Ipu  3TOM,
MHCTPYMEHTHI CO CACAAMH KOPPO3HH HAH PRABYHHBI ROKHE! OBITH HCKIIOMEHDBI
M 3AMCHEHBI HA YHCTBIC HHCTPYMEHTH. MHCTPYMEHTS J0IKHB! NMOABEPraThCA
OYHCTKE B OTKPHITOM H pa300paHHOM COCTOAHHH ANA NPEAOTBPALICHUS He
TONBKO HEHAZNCAKALICH OUHCTKH, HO H KOHTAKTHOH KOPPO3HH U KOPPO3IHK NpH
TpeHuu. HHepruuiii cnofi B wmENaX M CTHIKOBOMHHX (UBAX MOXKET ObITH
NOBPEXACH NPH XHMHYECKOM HIM MEXaHWYECKOM BO3ACHCTBHH, YTO NPHBOAMT K
KOPpPO3HH.

Henaanrexaman cMalxa

[MoasuxHbie ACTANM HHCTPYMEHTS, HANPHMEP, IIAPHHPHI, CKOALIALKE JIETANH,
CbeMHble pe3sboBuEe coeiMHeHHs H T.A., HEOOXOAMMO PeryaspHO CMa3biBaTk,
TlocroaHHOE METAANIMYECKOC TPCHHEC YBETHYMBACT MOBPEXKACHHC HHEPTHOIO
CAOA K, TaxuM 00Pa3OM, HAYHTENLHO NOBHILACT PHCK KOoppozHH. He caeayer
CMa3bIBaTh UMIAHTATH NPOH3BOANTENA.

OcTaTouRbIC YHCTANINE CPEACTBA HA YIAKOBOTHOM MaTepRaJie

Marepuan, scnoabzyeMmbiil Mt YNAKOBKH H3fiCAHH, HE AOMKEH COACPXATH
OCTATOYHHIC KONHYECTBA HMUCTAWMX CPEACT8 H ApYrux seiects. JlaHHule
OCTATOYHLIC KOJIHYECTBS MOrYT NEPEHECTHCh HA MOBEPXHOCTL H3NCHHA C
HCNapeHHEM H MOTYT B3aHMOACHCTBOBATL C NOBEPXHOCTHIO.

H3burounoe Hanpsxenne HHCTPYMEHTOB

UncTpymenTal paspaboTaisi TONBKO ANR ONPEACACHHOA UCAHW W AOMKHB
MCTIONB30BATHCR COOTBETCTRYIOWMM o0pasoM. Henaanexallee ucnonbsosaHue
MOXKCT TIPHBECTH K  H30DLITOYHOMY  MCXAHHWYCCKOMY  HANPMKCHHIO,
HEHCNPABHOCTH H HEOOPATHMOMY ROBDEXACHMIO HMHCTPYMEHT4, YTO, 8 CBOIO
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oyepefb, YBENNYMBAET UX MOLBEPXKEHHOCTb KOPPO3UN.
MpumeyaHne OTHOCUTENIbBHO NlaTeKca

Tak KaKk WHCTPYMEHTbl MPOM3BOAMTENS HEe COAepXaTr JfaTekc,
6e30nacHoO 1cnonb3oBaTh ANS NaLMeHTOB C annepruein Ha naTekc.
MpumeyaHune o cneynanbHOM Macse NPon3BoOANTENA
CneuunanbHoe macno Synthes SBNSeTCA CUHTETUYECKUM MAc/ioOM M HETOKCUYHO.
Ans cMas3km 1 TEXHUYECKOro 06CNyXWBaHWA WHCTPYMEHTOB MNPOW3BOAMTENS
PEKOMEHAYeTCS UCNONb30BaTh TONLKO CheLuaibHOe Mac/io NPov3BOAUTENS.

15. TPEBOBAHUWA K TEXHWYECKOMY OBCNAYXWBAHUWIO W«
PEMOHTY MU

MoBpex/eHHble NHCTPYMEHTbI MOXHO OTMNPaBWUTb B MECTHbIW CEPBUCHbLIN LEHTP
NPOV3BOAUTENSA [ONA PEMOHTA. B CepBUCHOM LEHTpe OLEHAT, BO3MOXEH in
PEMOHT MHCTPYMeHTa. Y 6eanTech, YTO BMECTE C NOBPEXAEHHbIM MHCTPYMEHTOM
NPUNoXeHa HaKnafHas, cofepxallas crefyroLyo NHPopMaLuio:

Appec JIMY, KOHTaKTHOE IML0 U HOMep TenethoHa

Homep apTukyna Bo3BpalLaeMoro rnoBpexgeHHOro MHCTPYMeHTa
OnwucaHune npo6nemsl.

Baly, MeCTHbIA CepBUCHbIA LEHTP MOXEeT [0CTaBWTb 3amnacHble 4actu Ans
MOBPEXAEHHbIX UM YTEPAHHbIX AeTane NPOCTbIX, COCTOALMX U3 HECKObKMX
yacTel WHCTPYMEHTOB (Hanpumep, W3MepuTenu rnybuHbl, HanpasuTenu s
ceepna). OO6paTuTecb B MECTHbIA CEPBUCHBIA  LEHTP 414  NOAyYeHus
MH(OPMALMN O HAIMYUK 3aMacHbIX YacTeil.

NX MOXXHO

16. YCNOBUA TPAHCNOPTUPOBKWN n XPAHEHWNA

HanmeHoBaHMe Awanaaos
Temnepatypa Ot -29°C po +60°C
BnaxxHoCTb 01 30% fo 85%
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15. REPAIR OF MANUFACTURER’S INSTRUMENTS AND
ORDERING OF SPARE PARTS

Defective instruments can be sent to your local manufacturer’s customer
service for repair.

Customer service will assess whether the instrument can be repaired.
Make sure that you enclose a delivery note with the defective instrument
containing the following information:

—Hospital address, contact person and telephone number

—Article number of the defective instrument being returned
—Description of the problem

Your local customer service can deliver spare parts for defective or
missing components of simple, multi-part instruments (e.g. depth
gauges, drill sleeves). Consult your local customer service for
information on the availability of spare parts.
16. CONDITIONS OF TRANSPORTATION AND STORAGE
Transportation conditions:

Pittigiiation

Temperature m2[C to +60°C

Humidity 30% to 85%
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ATMOC(epHoe faBneHne  HeT cneumnanbHbIX TpeboBaHMi

Ycnosusa XpaHeHus:

HanmeHoBaHue JwnanasoH
TemnepaTypa Ot -29°C po +60°C
BnaxHOCTb OT130% fo 85%

ATMOC(epHOe AaBrieHne HeT cneunanbHbiX TpeboBaHuUit

YnakoBaHHble W34enMs HEeOBXOAMMO XPaHWTb B CYXOM, YMCTOM MOMELLEHNM,
3alMULEHHOM OT NPAMbIX COMIHEYHbIX fyYeid, BpeauTenei, 3KCTpemMasibHbIX
TemnepaTyp v BNXHOCTHU.
17. NOPAAOK N YCNOBUNA YTUNTN3AUNN nnn YHNUTOXEHUA
MN

W3genne oTHoOCUTCA K Knaccy B B COOTBETCTBMM C  KiacCugmKauuei
MeVLMHCKUX OTX0AoB. [locne nocnefHero MCNoAb30BaHWA W3[enne U ero
yNaKoBKY Heobxo4MMO yTUIN3NpPOBaThb B COOTBETCTBUM c
LOKYMeHTMpoBaHHbIMK npouesypamun and OO0 «[XXOHCOH & [PKOHCOH» U
rocyAapCTBEHHbIMWN TPebOBaHMAMMN.

HesarpssHeHHas ynakoBka nepepabaTbiBaeTcs Kak ObITOBbIE OTXO/bI.

18. TAPAHTUNA N PEKNTAMALNA

MponsBoaMTeNb MOATBEPXAAET CO6MIOJEHME BCeX 0653aTebHbIX NOKaNbHbIX
Tpe6oBaHWIA K U3AENN0 1 rapaHTUiHbIM 0653aTeNIbCTBaM. STO BK/IHOYAET, HO He
OrpaHWMYMBaeTCs  YCTAHOB/IEHHOW  OTBETCTBEHHOCTbID U FapaHTUIAHBIMM
0653aTeNbCTBAMW B COOTBETCTBUM C 3aKOHOATENLCTBOM 06 OTBETCTBEHHOCTY 3a
KauyecTBO M3Aenuii, NPUMEHUMOM Ha NIOKaNbHOM YPOBHE.

lapaHTWiiHbIA cpoK cocTaBnseT 12 MecsiueB (MPUMEHUMO TONMbKO ANS
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Barometric pressure No special conditions

Storage conditions:

Designation
Temperature -29°C to +60°C
Humidity 30% to 85%

Barometric pressure No special conditions

Packaged products should be stored in a dry, clean environment,
protected from direct sunlight, pests, and extremes of temperature and
humidity.
17. MD DISPOSAL RULES AND CONDITIONS

The product belongs to class B of the classification of medical waste.
After last use the product and its package must be disposed of in
accordance with documented procedures for Johnson & Johnson LLC
and state requirements.

Uncontaminated packaging is recycled as household waste.

18. WARRANTY
Manufacturer confirms the compliance with all mandatory local product
liability and warranty obligations. This includes but is not limited to the
mandatory liability and warranty obligations under the product liability
act applicable at local level.

Warranty period is 12 months (applicable for Russian Federation only
according to the GOST R 50444-20).
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Poccuiicko# Penepauny 8 cootsercTern 'OCT P 50444-20).

19. HAUMEHOBARMWE H IOPUAMYECKMHA AJIPEC
NMPOA3BOAMUTEJA MH H YIIOJAHOMOUYEHHOT'O

HOPEACTABHMTEJIA MIPOU3IBOAHUTEJIA B POCCHH

NMPOH3IBOAHTEJID:
Synthes GmbH (Cunres 'M6X)
Eimattstrasse3, 4436 Oberdorf, Switzerland (IlIselinapuns)

YIOOJHOMOYEHHHHA NPEACTABHTEJIDL ITPOU3BOAUTEIA B
POCCHH:
000 «Ixoncon & Hxoncou», 121614, Poccus, r. Mockea, ya. Kpeisarckas, a.

19. NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

MANUFACTURER:
Synthes GmbH
Eimattstrasse3, 4436 Oberdorf, Switzerland

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
IN RUSSIA:

Johnson & Johnson LLC,

121614, Russia, Moscow, Krylatskaya str., 17/2.

17, xopn. 2. Tel. +7 (495) 580-7777
Ten. +7(495)580-7777 DL-INJRUMedicalQA@ITS.JNJ.com
DL-JNJRUMedical QA@ITS JNJ.com
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{Tepeaod ¢ ananuiicro20 A3LXa Ha PYCCKU RIKK

«Canares I'm6X»
Aitmarrirpacee 3, 4436 O6epnopd, Illpefinapus
PykosoauTens oTnena HOPMATHBHO-IPABOBOTO PETYINPOBAHNA

Pobeprcon Oumnn
<Haodnuce om pyxu: 09.11.2021 200a>

<NOANHCAHO>

HHCTPYKIHA MO NPHMEHEHHIO
MEIUIIMHCKOI'O M3AEJIHA
«HHCTPYMEHTHI! V1A YCTAHOBKH OPTOIIEAMYECKHX HMILIAHTATOB C
MPHHAJJIEXHOCTAMH»
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OdnunansLnoe yiocTosepenpe:
HixenoANHCaBMHAICA HOTAPHYC YAOCTOBEPAET, YTO NPEAIMECTBYIOIAN TTOANHKCH

PoGeprcona ®dumunna, 09.04.1977 r.p., poausmeroca B Bensrunm, npoxmsaioluiero B T,
Heswarene

ABJINCTCE MORANMHHON M YTO B HAcCTOSWICE BpeMA NOANMCAHT 3AHHMACT AOKHOCTD
Pyxososurens otaena HOpMaTHBRO-npaBoBoro perynupoBanus «Chures I'mGX» (Synthes
GmbH), xoMnanuu, yqpexxasHHON R B HACTOAICE BPEMS OCYINECTRAIOEH CBOIO ACATENBHOCTD
B COOTBETCTBHH C 3aKkoHozaTenbctsoMm lllpefinapur mo aapecy: AMmarrmrpacce 3, 4436
OGepnopd.

Horapryc ynmocrosepseT BHIICH3NOMEHHBE CBEACHHA HA OCHOBAHHH O3HAKOMJICHHA C
COOTBETCTBYIOIIMMH AOKYMCHTAMHM,

Brinano u noanucasno no azgpecy: 4500 3onotypn, Lllsefiuapus

22 nonbpsa 2021 roaa <Kpyrnas nevars:

AIMMBHCTpaIHA OKpYTa 30/10TYPH>

<NOANHCAHO>
Xancnerep Konanu, Hotrapuyc
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UeTblpHaaLaToro gekabpsa aBe ThicsuM ABaALAaTh NEPBOro roga

A, Mowuceesa Jlnnua BnagMmunpoBHa, HoTapuyc ropoga MOCKBbLI, CBUAETENLCTBYIO
NOA/IMHHOCTL MNOANUCK NepeBoAYnKa AnosH fasuaa Meopruesnya.

Mopgnuck caenaHa B MOeM NPUCYTCTBUMN.

JInyHocTb NoAnuncaBLLEro JOKYMEHT YCTaHOB/EHA.
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