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Official Certification;
The undersigned Notary certifies, that the preceding signature of

Robertson Philippe, 09.04.1977, von Belgien, in Neuchatel

is authentic and that the signature currently act in the position of Regulatory Affairs
Manager, Synthes GmbH, a company currently existing an organized under the laws of
Switzerland, that the adress Is Eimattstrasse 3, 4436 Oberdorf.

The Notary Public is aware and attests to thejabove facts upon examination of the
corresponding documents.

Given and signed in 4500 Solothurn, Switzerland

November 22, 2021

anspeter Kolly, Notar
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Russian text
1 HAWMEHOBAHWE MEAUWLUWHCKOIO U3AENUWA (MW)
1.1. HanmeHoBaHue MW, mogean nnm BapuaHTbl MCNONHEHUF MU
VHCTpYMeHTbI ans yCTaHOBKM opToneAnYecKnx WMRJGHTATOB

ApTUKYN HanmeHoBaHue n3genus

03.401.083 WN3mepuTenb AAUHBI, ANUHA WKabl 250 MM

V3mepuTenb FAyOuHbI OTBEPCTUSA, AN BUHTOB.AMAMETPOM 5,0 Mm,

323.040
CO cTonopowm;tkana go 110 mm

319.100 N3mepuTens rnyomuHbl 0TBEPCTUA, 419 BUHTOB AnameTpom 4,5 —6.5
' MM, LWKafa Ao 110 mm

395.001 V3mepnTenb LWMPYHbI LWenn ocTeoToMUK, TomoFix

395.162 Hanpasutens gns cnuy, KupwHepa, FomoFix, ¢ ukcatopom

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

323.044

395.163 HanpasuTenb agna nessuii, TomaoFix, nesblii
395.164 Hanpasutenb ans ne3suin, TomoFix, npasblii

323.500 HanpaBuTenb ansa ceepna, yHMBepcanbHbiii, 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 gns ceepna gnametrpom 4,3 mm, ana 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 KaHaBKM, GbICTPOE
coefiiHeHne

CTepxXeHb BblpaBHMBAKOLLNIA

[epxatens ANgCTePXKHSA BblpaBHUBAKOLLErO 60AbLLION
[epxatenb s CTEPXXHSA BbIPaBHUBAIOLLETQ Mablin
LLIabnoH TomoFix gna nessus

[onoto TomoFix gns ocTeoToMuMK, WnphHa“ 10 Mm
Jonoto=TomoFix gns octeoToMuu, WypuHa 15 mm
Jonoro TomoFix gns octeoTomuu, WwmpnHa 20 mv
[onoto TomoFix gns octeoTOMUK/ LLIMPUHA 25 MM

Briok Hanpasnstowmnii TomoFix(@na 6onbliebepLoBbIX NNaCTUH,
aHaTOMWUYECKWIA, MenanbHblli, JIEBbIi

Bnok HanpaBnstowmini TomoFix ansa 60nbLIe6epLOBbIX MIACTHH,
aHaTOMWUYECKUIA, MeananbHbliA, 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 Hanpasnaowwmin TomoFix A1 60bLIe6epLoBbIX NNaCTuH, 312.926  TomoFix guiding block for tibial plates, proximal, medial

312.926 N o
MPOKCUMasbHbIA, MeavanbHbIl
TomoFix guiding block for tibial plates, proximal, small,
312.024 Bnok Hanpasnatowmii TomoFix gns 601bwe6epUoBbIX NaCTUH, 312.924 medial
MPOKCUMasbHbIN, Manbiid, MeLnanbHbIiA
TomoFix guiding block for tibial plates, proximal, lateral,
a1p030 PO HanpaBAstoL Uit TomoFix Ans 60/bLLe6epLOBEIX NACTHH, 312.930 ight
' NPOKCMMasbHbI, AaTepanbHbIiA, NPaBbll
TomoFix guiding block for tibial plates, proximal, lateral,
212931 Bnok HanpaBnatoWwmnin TomoFix ans 60nbwe6epLoBbIX NAACTUH, 312.931 left
' NPOKCMMasbHbIA, NaTepanbHbliA, NeBbll
TomoFix guiding block for femoral plates, distal, lateral,
319,939 Bnok HanpaBagowmii TomoFix ans 6eapeHHBbIX MIaCTUH, 312.932 right
' ANCTaNbHbIRA; NatepasbHbIi, NpaBbli
TomoFix guiding block for femoral plates, distal, lateral,
312,033 Bnok Harpanatowmii TomoFix gna 6e4peHHbIX M1acTvH, 312.933 left
' ANCTaNbHLIN, NnaTepanbHbI, NEBbIi
TomoFix guiding block for femoral plates, distal, medial,
03.120.068 Bnok HanpaBnstowmii TomoFix ans 6eApeHHbIX NNaCTUH, 03.120.068 right

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

03.120.069 B0k HanpaBnstoWwmii TomoFix gas-6efpeHHbIX NNacTUH, 03.120.069 left
R ANCTaNbHbI, MenanbHbIiA, NeBblii

395.000 Spreader for bone TomoFix
395.000 PaclumpunTenb KOCTHbIA TomoFix

395.166 TomoFix Retractor
395.166 PeTtpakTop 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

OrpaHuunTenb yeunus, 4 Hv, ¢ 6bicTpbiM coegmHeHnem AOLASIF,
ona PUMeEpPOB

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

OTBepTKa, paboyast YacTb, rekcaroHanbHas, gnameTp/mua 3,5
MM, 60MbLLas

OTBepTKa rekcaroHanbHas, guaMeTp wnuua 3,5 MM, bonbLuas, ¢
KaHaBKOW, AnnHa 245 mMm

OTBepTKa Stardrive, T25, Ans BUHTOB gnameTpom 4,5/5,0 Mm, C
KaHaBKOW, AUHa 252 MM

OTBepTKa FekcaroHaibHasa, gnameTp wanua 3,5 mw, ¢
orpaHnymnTeNIeM yCUNNA, caMoyepXKunBatowancs, anq
6NOKMPOBAHHbLIX BUHTOB AnamMeTpom 5,0 Mm

OTBepTKa Stardrive, T25, ¢ orpaHUYNTENEM YCUNUS,
camoygepXxuBatowasncs, s 610KMpOBaHHbIX BUHTOB ANaMETPOM
5,0=MM

PyKoaTKa npuuensHasg TomoFix

03.010.516-PykoaTka 60/nbLas, ¢ 6bICTPbIM -€0eANHEHNEM
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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

Serewdriver 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 KoHTeiiHep, MOAYbHbIN, AN MHCTPYMeHTOB LCP 4,5/5,0;-pa3mep
1/2, 6e3 KpbILWKK

684.060 KpbilwKa, ANs KOHTeAHepoB MOAY/bHbIX, pasmep 1/2

68.120.070 KoHTeiHep, MOAY/IBHbINA, 419 MHCTPYMeHTOB TomoFix, pasmep 1/1

682.630 KoHTeliHep, Vario Case, 4ns 0CTEOTOMUYECKUX UHCTPYMEHTOB
' TomoFiXx, ¢ KpbILWKOiA
[anee no Tekcty Malyr uncnonb3oBaTbCa Ccrefylolime HavMeHOoBaHWS

MELMUMHCKOTO U34eNNs: MHCTPYMEHTbI, n3genue, meaubuHckoe nsgenve (M),

HanMeHOBaHUA MeAWULUHCKUX W3Aennidi MOryT OblTb-YNOMSHYTbl B TEKCTE B
COKpaLLeHHoN opme a/ia yaobcTBa BOCNPUATUS UHDOPMALNN.
2. HASHAUEHME-MEANWLUWNHCKOIO U3AEAUA N MPUHLUWNbI

NEACTBUS
VHCTPYMEHTLI fnpefHa3HayeHbl AN XUPYPTUYecKUx  orepauuii B
TpaBmartonormm,B TOM 4UCNE COBMECTHO “C, APYTMMU WHCTPYMEHTaMU

npomsBogcTBa ‘Synthes GmbH, npy nNoAroToBKe, YCTaHOBKE W W3B/EYUEHUN
OpTONeANYecKUX UMNIaHTATOB Npon3BoacTBa/Synthes GmbH.

W3mepuTenb gNuHbl, 4ANHA WKanbl 250 MM;

VsmepuTenn) AIMHLI UMerT war u3MepeHns 1 MM ¥ ucnonb3yotcs And
M3MepPEeHUs KOCTN BO BpPeMs onepauuun. SFM N3aenusa aBnsaioTcd MHOropasesbiMu
1 NOCTaBAAOTCA HECTEPU/IbHBIMM.

N3veputeno rny6uHbl OTBEPCTUA, A9 BUHTOB fuameTpom 5,05MmMm, co
CTONOPOM, 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“t le text the following names of the medical device can t

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

The sinames 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, AR BUHTOB AnameTpom 4,5 - 6,5 MM,
wkana go rNO mm.

N3meputenb rny6uHbl OTBEPCTUS (- 3TO  XUPYPrUYECKUA  UHCTPYMEHT,
npegHasHa4yeHHbI  ANsa  U3MepeHusi rny6uHsbl  yray6neHus, 06bIMHO  And
N3MepeHnst rny6uHbl OTBEPCTUN, APOCBEP/IEHHbIX B KOCTWU, YTOOLL-XMPYpPr MOr
onpeaennTb  OJMHY  UCNOMIb3YEMOro  KOCTHOTO  BMHTA. /3T0  M3fenue
MHOTIOKPaTHOro Ncnonb3oBalus, KOTOpoe Heo6xoanmo nogseprartb
CTEpPUM3aLMN Mepes NCMO/b30BaHNEM.

N3mepuTens WNPUHLI Wenu octeoToMun, TomoFix;

N3genusa ond KoppekuuMu OCTEROTOMUM M3MEPAKOT MOSOXKEHVE OCTEOTOMUM WU
BaXHbl A8 06ecneyvyeHns 1PaBU/IbHOrO BblPaBHUBAHMSA KOCTW. ITU U3denus
ABNAOTCA MHOIOPa30oBbIMU- 1A TIOCTABNATCA HECTEPUBHBIMM.

PacwunpuTenb KOCTHbIR-TomoFix.

Paclwumpntenn npegHasHadeHbl Ans pasfgBuraHns MSAFKAX TKaHel BO Bpems

OpTOMEeANYECKO XMPYPENU.

I/I3|\/|epv|Ten|/| npegHasHayeHbl A1A KONNYECTBEHHOT O MU3MEPEHUA aHAaTOMNYECKNX
napamMmeTpoB Tejla YeA0BEKa.

CTepXXeHb BblpaBHUBAO L NIA.

[epxaTenb Ans CTEPXKHSA BblpaBHMUBAOLLETO GOMbLION.

[epxaTenb ANS-CTePXHSA BblPaBHMBAOLLETO Mafblii.

MpUHUMMBLI QYHKUNOHUPOBAHNS: U3AENNS —3TO OPTONEANUYECKNE UHCTPYMEHTHI,
cocTosLLne U3 usMepuTeneid rnyGuHbl 1 AANHBb

N3penus, TmpeAcTaBneHHble B TEXHUYeCKOM» (aiine, npeAHasHaueHbl
MHOFOKPATHORO MCMO/Mb30BaHUs U MOCTaBSKTCS B HECTEPUIBHOMN YNaKOBKe.
MpUHUMNLIPA6OTLI: N3aenus Mcnob3yrT=Ha XMPYPryecknx atanax B Xopge
OpTONeAUYeCcKNX onepauuii, ecnu TpebyeTes onpefeneHne rnyGuHbI BBEAEHWS
MHCTPYMEHTa/MMnnaHTaTa nnm onpegeneHune pasmvepa
MHCTPYMeHTa/vMnnaHTaTa.

WN3neans 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.



UMNnaHTaTa WAM OnpefeneHus pasmepoB U / WA MNONOXEHUs WHCTPYMeHTa /
MMnNnaHTaTa BO BPeMs 0pTONeAMUeCcKosonepawnmum.

HanpasHTenb gna cnuy KnpwHepa, TomoFix, ¢ (puKcaTtopom.
HanpaBuTenb agns nessuii, Tomokix, neBblii.

HanpaBuTenb gns nessuii, TomoFix, npaBblii.

LW a6noH TomoFix ans ne3sus.

Bnok HanpasnswWmMn TomoFiX ans 60nbwe6epLOBbIX NAACTNH,
aHAaTOMWYECKN, MegnanbHblif, NeBbliA.

Bnok HanpaBna wmnii TomoFix ana 6onbwebepLoBbiX NAACTUH,
aHaTOMWYECKWUiA, MeananbHbIin, NpaBbli.

PykoaTka npuuenbHas TomoFix.

W3genns npefgHasHauveHpl A0S HanpaBfeHWs [eicTBMiAL Xupypra BO Bpems
npoueaypbl BbICOKOW OCTEOTOMUN 60nblUebepLoBoii Koctu/ (HTO).

3penns npeacTaBAgalOT coboi XUPYpruyeckmne WHCTPYMEHTHI,
npefHasHayeHHble A5, “BPEMEHHOrO WCNO/MIb30BaHUS: JTO XUPYpPruyeckue
WHCTPYMEHTbI MHOrQpPasoBOro UCro/b30BaHUA, NOCTaBNSAEMbIE B HECTEPUSILHOM
BUAe.

Hanpasutenb gnga cnuy KnpwHepa gnametpoms2,0 MM, gavHa 110 mm.
HanpaBuTens gAs . ceepna, yHuBepcanbHsblii, gasg LCP 4,5/5,0.
Hanpasutenb gasg csepna gnametpom 4,3 mmygna LCP 5,0.

PyyHble XWPYPEUYECKME WHCTPYMEHTbI, CMOCO6HbIe 3awmiiaTb WHCTPYMEHT,
nonb3osatensa’/ m/vnn nauuMeHtTa OT TpaBM, HanpaenAaTb BpaljaroLieecs
XUPYPrnyecKoe' CBepnio, MNO3BOMNTL XUPYPFY MPOBECTM MaHUNyNAuumu- ¢
WHCTPYMEHTOM, 06ecneynTb MOCTYMAEHME M. O0TCOC UPPUTraLMOHHON XNAKOCTH,
a TakXke nepefaTb ycunve Ha NPOKCMMasbHO. BBEAEHHbI GNOKMPYHOLWNIA BUHT
KOCTHOro( wrugta. MeanumMHCKoe U3fenve  ABNSeTCA  MHOIOpPasoBbIM
NHCTPYMEHTOM.

Hanpasutenun pgna cnuy W CBepn -NpefHasHayeHbl [A18  YAEepXUBaHUS U
HanpaBfieHNs WMMNAaHTaTOB W WHCTPYMEHTOB BO Bpems OPTOMNeAUYecKoin
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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, gnameTtp 4,3 MM, AnnHa 221-MM, 2 KaHaBKMW, BbICTPOE COEANHEHME.
Csepno, gnametp 3,2 MM, gnrHa 195/170 mMm, 2 kaHaBKK, ObICTPOE
coefiuHeHNe.

Mcnonb3oBaHme cBepn [ANA CBePAEHUSA KOCTU: CBepna npefHasHayeHbl A1
CBEPNIEHNS LMANHAPUYECKUX OTBEPCTUIA B KOCTU B XOAe OPTONEeAUYEecKMX
onepauuii. cnonb3oBaHne CBEPA)ANIA W3BNEYEHUA BMHTA: ObICTPOPeXyLime u
KapbuaHble cBepna npefHasHa4yeHbl NS CBep/eHWs MeTanna. Ana yaaneHus
6NOKMPYHOLLNX BUHTOB.

N3genna B [aHHOW TeXHWUYECKOW [OKYMEeHTauuMn SBAAOTCA XUPYPruyecku
WHBA3WBHbIMW  WUHCTPYMEHTaMKM,  npefHasHauYeHHbIMW L ONS  BPEMEHHOro
NCMNO/b30BaHNA.

Jonoto TomoFix gns octeotomuu, wnpuHa 10 M m/15:Mm/ 20 mm/ 25 mm.
PyuYHble WM HACTONbHBLIE XWUPYPrUYeckue WHCTPYMEHTbI, WCMOMb3yeMble B

opToneauyeckux onepauusx. [laHHble WHCTPYMEHTbl CMOCOGHbI  pe3aTh,
OTAENATb, 3aKUMaTb; ~yAepXuBaTb, MNepefaBaTb YAApPHYI CUay, a Takxke
npugaBatb  (OPMY/~ 'KOCTU. VIHCTPYMeHTbl ~ TaKke MOryT  paspesaTb

MeTannyeckme NNaetHbl. JJaHHoe nsgenve ABNSeTCS MHOropasoBbIM.
MpUHUMNBLI paboThl: pexyLwme UHCTPYMEHTbI W IUHCTPYMEHTbI AN UCCEYEHMS
KOCTU MCNOMb3YIT ANS yAaNeHus Wnnm npuaadns Qopmbl KOCTU B XOfe
opTonegnyecko-onepaymn.

Bnok HanpaBastOWmnii TomoFix gna 601bWeBepLOBbIX NAACTUH,
NPOKCMManbHbIN, MeananbHbIN.

Bnok HanpaBAstowmnii TomoFix gng 601bwe6epLOBbIX MNAACTUH,
NMPOKCUMAa/bHbIN, Manblil, MeAnanbHbli.

Bnok HanpaBhatowmnii TomoFix gns 60abilebepL0BbIX NNACTUH,
NMPOKCUMANbHbIN, naTepanbHbli, NPaBbliA.

Bnok HarpasnAwWmMii TomoFix gna 60nbwebepuoBbIX NAACTUH,
NPOKCUMANbHbIV, NnaTepanbHbIil, NEBLINA.

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 thestemoval of locking screws.

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

TomoFix'asteotomy 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 HanpaBnsowmnin TomoFix gng-6eapeHHbIX NAacTUH, AUCTaNbHbIN,
naTepanbHbIiA, NeBbINA.

Bnok HanpasnawWwmin TomoFix gasg 6efpeHHbIX NAacTUH, AUCTABHbIN,
MeAnanbHbIA, NpaBblil.

Bnok HanpasnaWmMin TomoFix gnsa 6eApeHHbIX NNACTUH, ANETANbHbIN,
MeaunanbHbIA, NEBbINA.

PyuHble XWPYPruyeckne WHCTPYMEHTbI, KOTOpble CTabUAU3MPYIOT CNOMaHHbIe
KOCTW, YBEIMUMBAIOT ANAMETP KOCTU U 3alMLLatoT OKpY>XKatoLine MArKMe TKaHu.
[aHHble MefMUMHCKME N3aenins SBNATCS MHOrOpa3oBbIMU.

Bnoku HanpaBnsitowme - npefHasHauveHbl A8 HanpaBNeHUS WHCTPYMEHTOB AN
LLeHTPUPOBaHNA C COOTBETCTBYHOLLMMMN MUMMNAHTATaMN B XOAe OpPTOneAnYecKon
onepauuu.

PeTpaktop TomoFix.

PeTpaktop TomoFix npefHa3HavyeH 418 NPUMEHEeHWs “Ha 3afiHei MoBepXHOCTU
60nbLLebepL,0BOi KOCTM npu NPOBefEHNN _BbICOKOM  OCTEOTOMMUU
60nbLIe6epLOBOl  KOCTU C  WCMOMb30BaHWEM WHCTPYMEHTOB TomoFix ans
3alUNTbl MATKMX TKGHEW BO BPEMS XMPYPruyecKoi npoLesypsbi.

N3penns npeacTaBnsaoT coboi XUPYPLUYecKme WHCTPYMEHTHI,
npefHasHayeHHble | 11  BPEMEHHOr0 WCMONb30BaHWUA. 3TO  XUpypruyeckue
WHCTPYMEHTbI MHOTOPa30BOro MCMO0/b30BaHWS, A10CTaBNSEMble B HECTEPU/ILHOM
COCTOSIHUW.

OrpaHunumnTenb ycunus, 4 Hm, c 6bicTpbiM coeanHeHnem AO/ASIF, gna
pPMMepOB.

MpyvHUUN paboTbl: OrpaHUYMTeNn YCUNUS.- APeLCcTaBNaloT coboi Hebosnblumne
n3genvs, MpefHasHayeHHble ANF COefUHEHUA C PYYHbLIMU XUPYPrUYECKUMU
WHCTPYMEHTamMu (Hanpumep, 0TBEPTKON) AN OrpaHNYeHNs KPYTALLEro MoMeHTa
MCMONb3yeMOro  WHCTPYMEHTa,  4TO. /MO03BONSET  Xupypry  nofbupatb
HEOOXOAUMbBIVA KPYTALMIA MOMEHT [/18 3aTArMBaHNA OpPTOMeANYeCcKX-BUHTOB
npu -ApoBefeHMN onepauun. W3genue: ykasbliBaeT XUpPYpry Ha [LOCTMXeHue
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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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3a[laHHOr0 YPOBHS KPYTALLEro MOMeHTa MocpPeAcTBOM C/bILUMMOrO IIENYKa 1
BbICBOOOXAEHNS BpaLLatoLL,erocs afemMmeHTa.

OrpaHuunTenn  ycunua  SBAAKOTCA  MHCTPYMeEHTamMM  MHOFOPa30BOro
MCNOMb30BaHMS, NOCTABASEMbIMU B-HECTEPU/IbHOM BUJE.
MpuHUMN  AeACTBMS:  OrPaHUYUTIENN  YCUNIUS  MCMONb3YHTCS " BO  Bpems

opToneAnYecKnx onepaunii Ha atarax, Korga He06XoAnMO 3aTArMBAHWNE BMHTOB
C OMpefefieHHbIM KPYTALWUM MOMEHTOM.

OrpaHununTenn ycunusa npefHasHayeHol 415 orpaHUYeHns KpAyTalero MoMeHTa
3aTArnBaHMA BMHTOB / raek BO Bpems OpTOMNeAMYecKOor onepawu.

OT1BepTKa, paboyas yacTb, Stardrivc, T25, gnnHa 100 mmi

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

OTBepTKa rekcaroHajnbHas,
KaHaBKOW, AnnHa 245 MM.
OTBepTKa Stardrive, T25, ons BuHTOB AnameTpom 4,5/5,0 MM, C KaHaBKOW,
ONvHA 252 MMm.

MpUHUMNBLI  (YHKLWOHWPOBAHMNA: OTBEPTKA - 3TO. TOYHbIA MeXaHU4YecKuii
WHCTPYMEHT, KOTOPbIA nepefaeT ycunve € NPOAOAbLHON OCK BpalleHMs Ha
MEHbLUYIK BbIXOLHYIO OCb, KOTOpas HeCceT WHCTPYMEHT (CBep/iio WM nessue
OTBEPTKMN).

MpuHUMNbl pabeTbl: OTBEPTKU MpeAHasHaueHbl=AN1A 3aTarnBaHus, ocnabneHus
WNn yaaneHns BUHTOB B XOZ€e OPTONEAMYECKON onepaunn.
OTBepTKa rekcaroHanobHas, gnameTp Wwnuuya-3,5 MM, C orpaHnuuTENEM
ycunua, camoyjepxupatowasncs, s 610KUPoOBaHHbIX BUHTOB AUaMeTpOM
5,0 mMm.

OT1BepTKaA Stardrive, T25, c orpaHuyunTeNnem ycunus,
camoyfepxuBatolasacsa, 4N 610KMpoBaHHbIX BUHTOB AUaMeTpoM 5,0=MMm.
N3penus ¢ orpaHnunTeneM ycunus npegcraBnatoT coboil Hebonblume U3genus,
npefHa3HavyeHHble 015 COeMHEHUS C-PYUHbIM XUPYPrUYECKUM WHCTPYMeHTaM
(Hanpumep, OTBEPTKON) ANS OrpaHNUYeHNs KPyTALLero MOMeHTa UCMoab3yemoro

AvameTp wnauya 3,54/mm, 6o0nbwad, c

Perucrpanus MU 8 Pocsgpasramsope
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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- NoAbupaTb HEOOXOAUMbIA KPYTALLMA
MOMEHT NS 3aTArMBaHMA OPTOMEeAMYECKNX BUHTOB MPU NPOBEAEHWM QnepaLyu.
N3penve ykasblBaeT XWpYpry Ha [JOCTMXXKEHWe 3aflaHHOTrO YPOBHS ~KPYTALLEro
MOMEHTA MOCPEACTBOM C/bILIMMOTO-ILeNyKa W BbICBOOOXAEHNS BpatlatoLLerocs
anemeHTa.

WHCTPYMEHTbI C OrpaHWYMTEAéM  YCUAWUS  SBAAKOTCS  UHETPYMeHTamu
MHOropa3oBOro MCMo/b30BaHNS; OCTaBNSEMbIMU B HECTEPUILHOM BUJE.
WHCTPYMEHTbI  C  OrpaHuuuTeNleM  yCWAMA  UCNOMb3YKTCH BO  Bpems
OpTOMeAMYECKNX Onepaumii Ha 3Tanax, Korga Heo6Xo4MMO 3aTAFMBAHUE BUHTOB
C OMpeAeneHHbIM KpyTALLUM MOMEHTOM.

NHCTPYMEHTbI C OrpaHWYUTENEeM YCUNUS NpeAHasHauyeHbl ANS OrpaHUYeHus
KPYTSALLEr0O MOMEHTa 3aTSFMBaHMA BWHTOB / raek BO BPeMSi OpPTOMeAMYecKoii
onepaumu.

PykosATKa 60Mblas, ¢ 6bICTPbIM COEANHEHUEM.
MpuHUUNGI PYHKLNOHUPOBAHNA: PYKOATKA MHCTPYMEHTOB - 3TO YepXX1Baemble
B PYKE XUPYPrUYECKMe. NHCTPYMEHTHI, MnpefHa3HavyeHHble A1 COeAUHEHUA C
NMPOKCUMaNbHbIM  KOHLIOM  XUPYPruyeckoro  WUHCTpymeHTa  (Hanpumep,
OTBEPTKOW), 4TOObI- MO3BOMUTb  XWUPYPry BbIAOAHATL MaHWUNynsumMm ¢
WNHCTPYMEHTOM, 06bIYHO —PYUHYIO POTaLMI0 KOCTHOro BMHTA WY 3aTArnBaHue
LLanbbl BO BpeMs XMPYpruyecKoro BMeLlaTebCTBa.

MpuHUMNbl  paboTbl: PYKOATKUM WHCTPYMEHTOB™ MCMOMb3YKOTCA BO  Bpems
OpTONeLMYECKMX Onepauuin Ans yAepXaHus XMpPYpruyeckoro MHCTPYMEHTA,
Mo3BOAA XMPYPIY BbINOMHATL MAHUNYNALUUN.

W3gennsa, OpeacTtaBneHHble B AaHHOW.- "TEXHWYECKOW  [OKYMeHTauumn,
NpeLCTaBNSAIOT CO60A HEMHBA3VBHbIE U3AENUS; HECTEPU/IbHbIE U MHOIOPa3oBOoro
NCNOJIb30BAHKA.

PYKOATKU npegHasHaueHsbl ons yaepXaHus
MaHMNyaupoOBaHMN BO BpemMsa OPTOMeAMYECKON 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/nutscduring 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 TTPOTUBOMOKA3AHNA KIMPUMEHEHWIO M
M BO3IMOXXHbBIE MOBOYHbBIESOP OEKTHI

3.1. Moka3aHus

WNHCTpyMeHTbI MoOKasaHbl A4/ XMPYPrMyecKUX onepauuii B TpaBMaTonoruun, B

TOM 4uMcne COBMECTHO C [ApYrMMU MHCTPYMeHTamu npou3sogctBa Synthes

GmbH, npu noAroToBKe, YCTAHOBKE W  W3B/IEYEHUN OPTONEANYECKUX

UMNaHTaToB npoussoacTea Synthes GmbH.

3.2. TpoTuBOMNOKa3aHWA, BO3MOXHbIe HeXenaTe/lbHble ABAEHUA,
No6ouUHble 3D EKTHI U PUCKHK

HeT cneumtmyeckvx nNpOTUBOMOKa3aHWA K MPUMEHEHMIO | _MHCTPYMEHTOB B

OpTOrneanyeckor Xmpyprn. FIpOTMBOMOKAa3aHWA K XUPYPruyeckomy BMeLLaTe/bCTBY

ONPEeeNATCA XVPYProM B KEXKIOM KOHKPETHOM C/lyvae Ha OCHOBaHVW 3a60/eBaHuA

nauueHTa W OMNpefeNneHHOro- TUna WMNIaHTaTa, BblOPaHHOIO A1f YCTaHOBKW, W

YUMTHIBAKOTCH B COOTBETCTBUM C MWH(OPMaLMeli B XMPYPIMYECKMX TEXHUKaX Ha

BblOpaHHbIA TN MMNAAHTATOB  Mnpou3BoAcTBa  Synthes— GmbH.  Bo3moxHble

HeXenarte/ibHble AB/IeHNs, TOO0UHbIE S(MEKTLI U PUCKK;

- VHhekupia

- [NoBpexaeHne MArKMX TKaHel

- Annepryuyeckume peakLnm 13-3a HECOBMECTMOCTY MaTeprasioB

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

4. NHPOPMAHMA O MOTEHUMNANBHBIX-TTOTPEBUTENAX M U
YKA3AHUATIO NCMNONMB3OBAHWIO

MoTeHumnanbHble noTpedbuTenn MU

[aHHble n3geAns npefHasHayeHbl AN UCMOMIL30BAHUA KBaMPULMPOBAHHLIMM

MeANLUHCKUMMN paboTHMKaMMU, Hanpumep,  Xupypramu, nepcoHanom

onepayyoHHON 1 cneynanncTaMm, y4acTBytOWMMIN B NOArOTOBKe 13genwnii, Becb

nepcoHasn,.paboTalowmnin ¢ n3gennem, LOMKEH VMETb MOMHOE NMpeAcTaBNeHne 0

npegnonaraeMoM WCMosb30BaHUN WU3LeANs; COOTBETCTBYIOLLE MHCTPYKLUM 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 ares_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

technigues 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.




PaboOTHMKK cepbl 34paBOOXpaHeHNs AOMKHbI MMETb NonHoe npefcTtaBneHme o Health Care Professionals should be fully aware of the intended use of

npeanonaraeMoM MCNonb30BaHUM MPOAYKLUUN M MPUMEHSEMbBIX XUPYPrUYECKMX
TEXHMKaX, a TakXke AO0/MKHbl ObiTh' (KBAIM(ULMPOBAHbI MyTeM MNPOXOXKAEHUS
COOTBETCTBYHOLLEr0 00yYeHUs.
Ycnosusa npumeHeHua/akcnayaraymmn MU

WN3penna npefHasHayeHbl AN UCAOIb30BaHUA B YUPEXAEHUAX 34PaBOXPaHEHUS.
N3genna pekoMeHAyeTcs  MEROSb30BaTb  NpU  YCNOBUSIX ~3KChayatauuu,
YKa3aHHbIX B Tabnumue 1

Tabnuua 1

YcnoBua akeconyaTtaumH
BnaxHocTb OT130% po 85%

Temneparypa Ot -29°C po +60°C

5. ONMNCAHNE OCHOBHbIX ®YHKUWMOHAJIbHBIX 3TIEMEHTOB
MW

5.1. O6Lwee onucaHue PYHKLUOHANBbHbIX 31eMEHTOB MU

MpumeyaHne: NPUBEAEHHbIE HUXE W3006paKeHUS. HOCAT WHMOPMALMOHHbIN
Xapaktep W Npu3BaHbl MPOLEMOHCTPUPOBATbL OOLWIMA BUA U KOHCTPYKLUIO

MeMLMHCKNX n3aennii 6e3 macuTabrupoBaHus.
W3meputens AauHbl, gnnHa wkansl 250 M.

N3mepnTenu=paavHbl UMerT LWar usMepeHus 1 MM W MCMNOMAb3YHOTCA ANA

“3MepeHns (KOCTU BO BpeMs onepawum.
N3mepuTefiv) CNpoeKTUPOBaHbl Kak MOMOCKW € FMafKUMK KpasMi, pasMeyeHHble

B e4VHILAX) 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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N3meputens rny6uHbl 0TBepCTUA, <4NA BUHTOB JuameTpoMm 5,07mm, co
cTonopom, Wwkana go 110 mMm.

N3meputens rnybuHbl  OTBEPCTUS - 3TO  XUPYPrUYECKU (FUHCTPYMEHT,
npefHasHayeHHbIi  ANS  U3MepeHus  rnyouHbl  yrny6neHus,. 06blYHO A1
N3MepeHns rnyouHbl OTBEPCTUIA,  IPOCBEPNIEHHbIX B KOCTW, UTOBBI XMpypr Mor
onpefennTb AJINHY UCMNOMb3YEMOro KOCTHOrO BMHTA.

W3genve cocTonT 13 NOABMKHON (CKONb3ALLEN) LeHTpanbHOR geTanu (WtngTa),
KOHYMK KOTOPOro BBOAUTCH= B YrnybneHue [na onpejgfeHns pasmepa B
COOTBETCTBUWN CO LLIKAJION.

N3mepuTenb rny6uHbl OTBEpCTUA, ANS BUHTOB AuaMeTpom 4,5 - 6,5 mm,
wkana go 110 mm.

N3mepuTtenb rnybuRbl OTBEPCTUA - 3TO  XUPYPTUYECKUIA  MHCTPYMEHT,
npeAHasHaYeHHbIN /~ANS  M3MepeHus rNyouHbl  YrAy6neHus, o06bIYHO AnA
n3MepeHns rnyouHbI OTBEPCTMIA, MPOCBEPNEHHbIX:B, KOCTU, YTOGLI XUPYpPr Mor
onpegennTb AANHY MCNONb3YEMOr0 KOCTHOMO BUHTa.

3pnenve cocTouT 13 NOABMKHOW (CKONb3ALLeR)-UeHTpanbHON aetanu (LWTngTa),
KOHUYMK KOTOPOLO BBOAMTCA B YrnybneHue -Ans onpegeneHuns pasmepa (B
COOTBETCTBMU'CO LLUKASION.

Perucrpamua MU 8 Pocagpasransope
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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 deviceswith 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
ofa 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 WMPUHBI LWENN ocTeoToMUM, TomoFix. Measuring Device for osteotomy gap width, TomoFix.

V30enns 1S KoDDekUMM ocTBEAMUM MAMEDSIOT MONOKEHHEIBTEOTOMAM 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 NpasuaAbHOIO BbipaBHWBAHUA KOCTU.

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

MpefHasHaveH (NS HanpasfeHWs AedcTBUI=XUpypra BO Bpems npouedypbkl/ To give surgeon guidance during the High Tibia Osteotomy (HTO)
BbICOKOI 0CTeoToMUM 60bLebepLioBoin kocTu (HTO). procedure.

16
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HanpaBuTenb gna cHum KupwHepa gnametpom 2,0 Mm, gnuHa 110/mm. Guide for Kirschner wires diameter 2.0 mm, length 110 mm.

MNpegHasHayeH  And  YAepXMBaHWs M HanpaBneHus  MMMJaHTaTtoB M Holding and guiding implants and instruments during orthopaedic
WHCTPYMEHTOB B X0/ie OPTOMEeANY4eCKMX OnepaLii. surgery.

HanpaBuTenb ans nessuit, TomoFix, neBbiii. Guide for saw; TomoFix, left.

MpefHa3HayeH And-.HanpaefeHUs [AelCTBUIA Xupypra BO Bpems npouedypbl To~give surgeon guidance during the High Tibia Osteotomy (HTO)
BbICOKOW ocTeoToMu 6onbLiebepuoBoit koctn (HTO). procedure.

HanpaBuTenb gns nessuit, TomoFix, npasblii: Guide for saw, TomoFix, right.

To give surgeon guidance during the High Tibia Osteotomy (HTO)
17
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MpefHa3HayeH A1 HanpaBfeHUs AeWCTBUIA Xupypra BO Bpems Mpouesypsl
BbICOKOI 0cTeoToMUM 60/MbLIe6epLoBOid, KocTn (HTO).
HanpaButenb gna ceepna, yHusepcanoHbiin, gns LCP 4,5/5,0.

MpefHasHayeH ANs  yAepXuBaHUs

n HanpaBneHnA

WHCTPYMEHTOB B XOZle OPTOMNEANYECKUX OnepaLuii.

MMNNaHTaToB

HanpaButens gns ceepaaguametrpom 4,3 mm, gna LCP5,0.

MpegHasHaueH AAs  yAepXXKUBaHUs

N HarpaB/IEHUA

MHCTPYMEHTOB BXO/ie OPTOMNEANYECKMX OnepaLjnii.

Csepno, gnametp.4,3 MM, 4iMHA 221 MM, 2 KaHaBKW, BbICTPOE COeAUHEHME:

MMNIaHTaToB

"

n

MpeaHasHayeHo ANS CBEPNEeHMS LWIMHAPUYECKUX OTBEPCTWMIA B KOCTW BIXOME

opTonean4ecknx onepawuii.

Perucrparma MU & Pocagpasranzope
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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 fordrill 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.

18



Csepno, guametp 3,2 MM, AnnHa=“195/170 mm, 2 KaHaBKW, [BbICTpoe
COeflHeHwe.

MpeAHa3HaYeHo ANt CBEPNEHUS LUANNHAPUYECKUX OTBEPCTUIA B-KOCTU B XOfe
OpTONeAMYECKINX OnepaLuii.
CTepXXeHb BblpaBHWBAK L WA,

MpeAHa3HayeH Ans onpefeneHns rny6uHbl BBeAEHWUS UHCTPYMeHTa/MMnnaHTaTa
WAn ONs onpeAeneHns rabapuToB WU/MAM NOMOXKEHUS WHCTPYMeHTa/MMNnaHTaTa

B X0/e OpPTONeAMYECKOi ongpaLum.
[lepxaTenb ANs CTePXXHS BblpaBHMNBAOLLET0 6O/bLL Q.

y

MpeacTaBAseTco60M UHCTPYMEHT AN yAeMKaHNS CTEPXKHS BbIPaBHMBAIOLLIEFO.

Perucrpanus MU B Poc3npaBHansope
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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_ faor<alignment rod large.

Instrument is intended for holding the alignment rod.

19



[epxaTtenb 415 CTEPXXHSA BblpaBHUBAKILLENO MasbliA. Stand for alignment rod small.

1 1
] X _ -
MpeacTaBnseT cOO0 MHCTPYMEHT ANA yAepXXaHus CTePXXHS BblpaBHmBatowero.  Instrument is intended for holding the alignment rod.
LWa6noH ToTOEIXansa nessus: TomoFix template for blade.

MpeaHasHaven Ans HanpasneHns AEWCTBUA Xupypra B0 BPpems MPOUEAYPbl T give surgeon guidance during the High Tibia Osteotomy (HTO)
BbICOKOW ocTeoTOMUW 6osbluebeprosoit kKocTn (HTO):

procedure.
Jonoto TomoFix g/is ocTeoTOMUMN: TomoFix osteotomy chisel:
- wupuHa 10 mm; ~width 10 mm;
............ A ~ R R R RS
fW M uaar TR S LLI N> 1# J« 2o *r¥i 1

MpefHasllaueHo 419 yAaneHws wnv  nNpugaHus  GopMbl  KOCTM B XOA€ Removing or shaping bone during orthopaedic surgery.
oOpTONeaMYecKnX onepawuii.

20
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- wunpuHa 15 Mm; - width 15 mm;

annTn

MpegHasHayeHO ANS  yAaneHus~ WM npuaaHvs  ¢opmbl  KOCTM B xogae Removing or shaping bone during orthopaedic surgery.
OpTOMeANYECKNX onepaui.

- wuprHa 20 mm; - width 20 mm;

m| A 7TT

MpeaHasHayeHoO [ANA  yAaneHuas wuav  npupaHdns QopMbr KOCTUM B XOofe Removing_.or shaping bone during orthopaedic surgery.
OpTONEeAMYECKNX ONepaLLid.
- wupunHa 25 MM - width.25 mm.

i *

i

H=

MpeaHasHayeHO ARs  yAaneHuMs waum  npugaHus Qopmbl  KocTM B xoge Removing or shaping bone during orthopaedic surgery.
opTONeAMYeCcKMX onepaLmii.

Bnok HanpaBAsiowmini  TomoFix pana <GonbliebepuoBbix nnacTuH,. TomoFix guiding block for tibial plates, anatomical, medial, left.
aHaTOMWYEeCKWA) MeananbHbIi, NeBbli.

To give surgeon guidance during the High Tibia Osteotomy (HTO)
2
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MpefHasHaueH [ANs HanpaBneHus AeWCTBMIA Xxupypra BO Bpems npoliesypbl procedure.

BbICOKOW 0CTEOTOMUN 60NbLIE6epL0BOiA KocTh (HTO).
Bnok Hanpasnaowuii  TomoFix) ana  6onbwebepuoBbiX /~nnacTuH, TomoFix guiding block for tibial plates, anatomical, medial, right.

aHaTOMWUYECKN, MefnanbHbli, NPaBblii.

N o To give surgeon guidance during the High Tibia Osteotomy (HTO)
MpegHasHavyeH ANa HaApaBfeHUs [eNCTBUIA XUpypra-Bo Bpems npoueaypbl progetre

BbICOKOI ocTeoTOMUKN, GOAbLLIE6epLoBOi KocTh (HTO).

Bnok HanpaBnawwmii  TomoFix ana GombuleGeplLoBbiXx nnacTuH, TomoFix guiding block for tibial plates, proximal, medial.
NMPOKCUManbHbIA, MeEANANbHBINA.

Guiding of instruments for alignment with corresponding implants

MpeaHa3HayeH [Ans  HanpaefeHWs UHCTPYMEHTOB [ANs  LEHTPUpOBaHWsS C during orthopaedic surgery.

COOTBETCTBYHOW MU NMNNaHTaTaMW B-X0[e OpTOI'Ie,U,l/ILIECKOM onepauyni.

22
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Bnok Hanpaenstowmin - TomoFiX:~'ana  6onblwebepuoBbix MmAacTvH, TomoFix guiding block for tibial plates, proximal, small, medial.
NPOKCUManbHbIA, Manbii, MeanansHblN.

Guiding--of instruments for alignment with corresponding implants

during orthopaedic surgery.
MpefHasHayeH [AN9 HanpaBNeHUss WHCTPYMEHTOB A4 LEeHTPUpOBaHWA C

COOTBETCTBYIOL MMM MMAIAHTaTaMW B X04e OPTONeANYECKOIA onepaumn.
Bnok HanpaBnsowwidi TomoFix ansa 6onbllebepuoBbix nnactuH, TomoFix guiding block for tibial plates, proximal, lateral, right.

NPOKCUManbHbIN, naTepanbHblii, MpaBblii.

Guiding of instruments for alignment with corresponding implants

MpefHasHaueH ANs HanpaBfeHWst WHCTPYMEHTOB ANs  LeHTpupoBaHus™, ¢  during orthopaedic surgery.
COOTBETCTBYIOLMMI UMNIAHTaTaMU B XO[€-0pTONeANYECKOin onepaLmu.

23
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Bnok HanpaBnswwmii - TomoFix=~ans  6onbluebepLoBblXx AfacTuH, TomoFix guiding block for tibial plates, proximal, lateral, left.

NPOKCUManbHbIA, NaTepanbHblii, NEBBINA.

Guiding of “instruments for alignment with corresponding implants

MpegHa3HauyeH [ HanpaBneHUs MHCTPYMEHTOB [N1s leHTpupoBaHus ¢ during orthopaedic surgery.

COOTBETCTBYIOLMMMN MMNIGHTaTaMN B X0/e OPTOMeAnYecKoii onepawmm.
Bnok HanpaBnswowuii (TomoFix gnsa 6eapeHHbIX NAACTUH, AucTanbHbiii, TomoFix guiding block for femoral plates, distal, lateral, right.

naTepanbHbliA, NpaBblil.

Guiding of instruments for alignment with corresponding implants

MpeAHasHayeH | j4ns  HanpaBleHUs WHCTPYMEHTOB ANs  LeHTpupoBaHus /ic/ during orthopaedic surgery.

COOTBETCTBYHOLWINMN NMNIaHTaTaMh B Xoe OpTOI'Ie,D,I/I'-JECKOI‘/JI onepauunn.

24
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Bnok Hanpasnstowmnin TomoFix aAs- 6edpeHHbIX NNacTuH, AuctanbHbin, TomoFix guiding block for femoral plates, distal, lateral, left.
natepanbHbli, NEBbINA.

Guiding of.instruments for alignment with corresponding implants
MpefHa3HayeH AN HanpaBJeHUS WHCTPYMEHTOB ANs (L@HTPUpOBaHUA C during orthopaedic surgery.

COOTBETCTBYIOLLMMM MMMIaHTaTaMy B X0Ze OpPTONeAUYecKOoii onepawmm.
Bnok HanpaBnstouwmnii FomoFix agns 6eapeHHbIX MNacTWUH, AucTanbHbIi, TomoFix-guiding block for femoral plates, distal, medial, right.
MeauanbHbI, NpaBbliA.

Guiding of instruments for alignment with corresponding implants
MpeaHasHayeH @18 HanpaBMeHUs WHCTPYMEHTOB [Ans  LeHTpupoBaHusa c( during orthopaedic surgery.
COOTBETCTBYHOLMUMN MMNIaHTATaMW B X0 OPTOMeANYECKO onepawmu.
Bnok HanpasAgtownin TomoFix gns 6eApe€HHbIX NNacTUH, AucTanbHbIA- TomoFix guiding block for femoral plates, distal, medial, left.
MeAnanbHblii, [1EBbINA.

Guiding of instruments for alignment with corresponding implants
25
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MNMpegHasHayeH [Ans  HanpasneHUs WHCTPYMEHTOB [N LIeHTPMpPOBaHMsA
COOTBETCTBYIOLMMM UMMNIAHTaTaMK BX0/fe OPTONeAnYecKoi onepayuu.
Pacwuputenb KOCTHbIA TomoFix,

MpegHa3HaueH AN OTBEAEHWS MSATKUX TKaHeld B Xode OpToneAuyecKoi
onepauum.

PeTtpakTop TomoFix.

PeTpaktop TomoFix npegHasHayeH AN MPUMEHEHWS Ha 3afHeil MOBEPXHOCTU
6onbwebepyoBOW  KOCTU  MpW  MNPOBEAEHWMM  BbICOKOM  OCTEOTOMUU
60nbLIebepLeBO  KOCTU C  WMCMNONb30BAHUEM™ MHCTPYMEHTOB TomoFix Ans
3alUTbl MAFKKAX TKaHel BO BPEMS XUPYPrUYECKor npouenypsi.

PeTpakTop <.COCTOMT ©3 2 JonacTeil, COEAMHEHHbIX PYKOATKOW. JlomaeTtu
MO3BONAT._MCNOMb30BaTb W3L4eNne Npu /NIPOBeLeHNN OCTEOTOMUM NIeBOU W
npaBoi “60NbLIebepLOBOi KOCTW, OHM /AOMedeHbl G6ykBamu L (J1) un R (M),
COOTBETCTBEH HO.

Peructpanug MU B PocagpaBHansope
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during orthopaedic surgery.

Spreader bone TomoFix.

Drawing back soft tissue during orthopaedic surgery.

Tomekix 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 retractor consists of 2 paddles, connected by a handle bar. The
peddals allow use during osteotomies of the left or right tibia and are
marked L and R, respectively.
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OrpaHuuutens ycunua, 4 Hm, ¢ GslcTpbiMm coeguHeHnem AO/ASIF, ans
PUMEpPOB.

MpefHa3HayeH [N OrpaHUYEHUs KPYTALWEro MOMEHTa Mpu  3aTArMBaHMM
BMHTOB/60/ITOB B XOZ€ OPTOMEANYECKON onepaLymn.

OTBepTKa, pabouas yacth, Stardrive, T25, gnnHa 100 mm.

MpefHa3HavyeHa [Nd,-3aTArMBaHna, ocnabneHns uAW yaaneHus BUHTOBbIX
MMNaHTaTOB B XO4€e.-OPTONEeANYECKO onepauun.
OTBepTKa, paboyasg” yacTb, rekcaroHanbHas, (AuameTp wauua 3,5 MM,
6onbwas.

MpefHasHaueHa AN 3aTArMBaHMSA, OCMAGAEHWS WM yAaNeHUs BUHTOBBIX
VMMNNaHTATOB, B X0€ OPTOMNEANYECKOl onepalum.

Perucrpanus MU B PocsapaBransope
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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 rekcaroHanbHas, AuaMeTrp wnuua 3,5 MM, 6Gonbluas, C

KaHaBKOW, ANnMHa 245 mM.

MpeaHasHayeHa [ANA 3aTArMBaHWs, 0CNAabNeHWs WU yaaneHMs BUHTOBbIX
MMNNaHTATOB B XOAe OPTONeANYECKO onepauum.

OTBepTKa Stardrive, T25{ ana BUHTOB AnameTpom 4,5/5;0. MM, C KaHaBKOM,
ANnHa 252 MM.

MpegHa3HavyeHa AN  3aTArMBaHWS, OCNAbNEHWUS:, WM YAaNeHUs BUHTOBbIX
MMMNNAHTaTOB B.XOfe OPTONeANYecKOW onepalmm;

OTBepTKa rekcaroHanbHas, gvametp wnuya 3,5 MM, C orpaHuyuUTenem
ycunus, camoyfiepxmneatrouwanacs, gngd 6N10KUMPOBaHHbIX BUHTOB gMamMeTpOM
5,0 MM.

MpegHasHaveHa A9 OrpaHWYeHUs KPYTALLEro MOMeHTa Mpu  3aTarMBaHWK
BUHTOB/B0NTOB NpY NPOBEAEHUN OPTOMEANYECKNX OMepaLyii.

Peructpauns MU B PocanpaBramzope
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Screwdriver hexagonal, slot diameter 3.5 mm, large, with flute,
length 245 mm.

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

Screwdriver Stardrive, T25, for screws diameter 4.5/ 5.0 mm, with
groove;tength 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 yewnua, Screwdriver Stardrive, T25, with torque limiter, self-holding, for
camoyfaepxxupatowiancs, 4ng 6/10KMPeBaHHbIX BUHTOB gnaMeTpoM:5,0 MM. locking screws with a diameter of 5.0 mm.

MpegHasHaueHa ANS OFPaHUYEHUs KPYTALLEro MOMEHTas Mpu 3aTArMBaHuu

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

ofthe serews/nuts during orthopedic surgery.
PykodTKa npuuenbHas.TomoFix. Handle aiming TomoFix.

MpeaHasHaueHa AN HanpaBneHws AelicTBUii_Xupypra Bo Bpems npouesypbl 10 give surgeon guidance during the High Tibia Osteotomy (HTO)
BbICOKOI 0CTEOTOMMM 6onbLUebepLoBoii KocTU (HTO). procedure.

29
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PYyKOATKa 60/bLIas, ¢ 6bICTPbIM COELUHEHVEM.

MpegHasHadeHa ANS YAEPXKaHUS MHCTPYMEHTOB C LENbl MaHunynsauuii Bo
BPeMs OpTONeANYEeCKX onepaLuii.

5.2. BO3MOXHOCTb U MeTOAbIFMHTErpaLmn ¢ JpyruMmm MeguuuHCKUMm
n3gennamm

MpounssoauTesib rapaHTUPYET COBMECTUMOCTb CBOUX PasNYHbIX OPUTMHASIbHbIX
MMMNNAHTaToB U/UNM UHCTPYMEHTOB npou3sogcTea Synthes GmbH. Heobxogumo
cobnofatb  MHCTPYKUMW- MO  WCMOMb30BaHUIO  KOHKPETHOM  NpoAyKuuw,
onucaHHble npou3sBoguTenem. [pom3BoauTeNb He NPOBEpPAs COBMECTUMOCTb
nsgenuii npomssoacTea Synthes GmbH ¢ n3genvsamu gpysux nponssoguTenen, B
CBA3M C 3TMM He PEKOMEHAYeTCs WCMOo/b30BaTb W3LeNnsa Npou3BOAMTENA C
n3pennaMn  Apyrux - npousBoauTeNed, TakK KaK =MX [u3aiiH, MaTepuasbl,
MexaHW4ecKme CBOICTBA U KOHCTPYKLUMA He rapMOHM3MpPOBaHbl. [pon3BoanTens
He HeceT OTBETCTBEHHOCTM 3a /i06ble OC/IOXKHEAWNSA, BO3HWKLUME B pe3ysbTare
“CNonb3oBaHUA U3gennii nponssogcTea Synthes GmbH coBMecTHO ¢ n3genmamu
APYrnX Npon3BOANTENENA.
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Handle large, with quick coupling

Holding instruments for manipulation during orthopaedic surgery.

5.2. The possibility and ways of integrating with other medical
devices

The manufacturer ensures the compatibility of its different original
implants. and/or instruments manufactured by Synthes GmbH. The
product-specife instructions for use as described by Manufacturer must
be followed. Manufacturer has not tested compatibility of devices
manufactured by Synthes GmbH with devices provided by other
manufacturers. In this regard, it is not recommended to use the Synthes
GmbH devices with devices of other manufacturers, as their design,
materials, mechanical properties and structure are not harmonized. The
manufacturer is not responsible for any complications arising from the
use of devices manufactured by Synthes GmbH in conjunction with
devices from other manufacturers.
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5.3. OCHOBHbIe TeXHMYecKne XxapakTepuctukn MN* /| Main technical characteristics of MD*

*B Tabnuue TeXHWYECKMX XapakTepuCTUK yKasaHbl (PakTuyeckue -napametpbl M. YkasaHHble B HaumeHoBaHUM MW napameTpbl ABMAKOTCA 4acCTbiO
HauMeHOBaHWA ¥ NpeAcTaBneHbl 418 yYA06CTBa BbI60Pa NONb30BATEAEM-KOHKPETHOIO 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 ofthe user's choice of a particular preduct.

ViamepuTenb AnvHbl, AnvHa Wwkaabl 25( Mm: / Measuring Device for length, scale length 250 mm:

XapakTtepucTtukn / Specifications 3HauyeHue / Value
OnunHa, MM/ Length{.mm 270 +£0,5
WwvpunHa, MM/ Width, mm 13 +0,2

BbicoTa, MM/ Height, mm 0,5 0,1
[nana3oH navepeHmnii, Mm / Measuring range, mm 0-250

OnuHa wkansl,.mm/ Scale length, mm 250

CrteneHb TOYHOCTM LWKanbl, Mm [/ Degree of 0,1
Accuracy, mm
LleHa geneHnsi, mm / Scale division, mm 1

W3mepuTens rny6uHbl 0TBEPCTUSA, 419 BUHTOB AuameTpom 5,0 MM, co cTtonopom, wkana 4o 110 mm: / Measuring Device for hole depth, for screws diameter

Xapaktepucruku / Speciflcations 3HauyeHue / Value
OnvHa, MM//Length, mm 232 1,7
Han6onbLwiin Hapy>XHblil guameTp, Mm / Max OD, mm 13+0,5

[nana3of w3mepeHnii, MM / Measuring range, mm 18-114

CreneHb TouHocTH, MM / Degree of Accuracy, mm +0,8

LleHa geneHus, mm / Scale division, mm 2

a
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M3mepuTenb rnybuHbl 0TBEPCTUA, ANFBUHTOB AnameTpom 4,5 - 6,5 MM, Wwkana 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
OnuHa, MM/ Length, mm 258,4 +1,2
Hanbonblunii HapyXHbili 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

W3mepuTtens WwnpuHbl wenmocteotomun, TomoFix: / Measuring Device for osteotomy gap mvidth, TomoFix:

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

[unana3oH nsmMepeHunin, mm / Measuring range, mm 5-16
CreneHb TouHoCcTH, MM / Degree of Accuracy, mm  +0,9
LleHa geneHus, mm / Scale division, mm 0,5

Hanpasutens gna-cnuy KnpwHepa, TomoFix, ¢ goukcatopom: / Guide for Kirschner'wires, TomoFix, with wing nut:

XapakrepucTtukn / Specifications 3HaueHune / Value
OnuHaMM/ Length, mm 61,7 +£0,9
LWnpuua, MM/ Width, mm 39,5 0,9
BbicoTd, MM/ Height, mm 69,8 £1,65
Hanpasurenb ana cnuy, KupwHepa guamerpom 2,0 mm, gnuHa 110 mm: / Guide for Kirschner wires diameter 2.0 mm, length 110 mm
XapakTepucTtukn / Specifications 3HauveHue / Value
OnuHa, ‘MM/ Length, mm 110+0,2/-0,4
OnvHa-guctanbHoi yactu, mm / Length-of distal part, mm 100 0/-0,2
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Han60oabilinii HapyXHblil gnameTp, MM/ Max OD, mm 11 £0,3
BHyTpeHHuiA gnameTp, Mm / 1D, mm 2,1+0,2

Hanpasutenb ans ne3suii, TomoFix, nesblii: / Guide for saw, TomaFix; left:

Xapaktepuctuku / 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
Hanpasutens ans ne3suii, TomoFix, npasblii: / Guide for saw;=TomoFix, right
XapakTtepucTtuku /~Specifications 3HaueHue / Value
OnvHa, mm / Length;y mm 40,2 £0,5
WwrpnHa, mm / Width, mm 17 +0,5
BbicoTa, mm / Height, mm 26,3 £0,5
Hanpasutens ans ceepaa, yHueepcanbHblid, ana LCP4,5/5,0: / Guide for drill, universal, for LCP 4,5/ 5.0:
XapakTtepuctukn./ Specifications 3HaueHune / Value
OnvHa, mm / Length, mm 1475 £1,2
LWwnpuHa, 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>XHblit guameTp guctanbHoi yactm, mm/ Distal part OD, mm 7,3 10,2
HanbonbLiun Hapy>XHbI guametp, mm / Max OD, mm 10 £0,2
BHyTpeHRuin gnameTp, Mm / 1D, mm 4,5 +0,05
33
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Csepno, guameTp 4,3 MM, AnnHa 221 MM, 2 KaHaBKK, 6bicTpoe coeguHeHdue: / Drill bit, diameter 4.3 mm, length 221 mm, 2 flute, quick coupling:

XapakTepuctukm / Specifications 3HaueHue / Value
OnuHa, MM/ Length, mm 221 £1
Hapy>HbIi gnameTp paboueli yactu, mm / Working part OD, mm 4,3 0,3
[nana3oH u3mepeHuid, Mm / Measuring range, mm 8-90

LleHa fenenus ananasoHa nsmepeHuii ot 8 4o 14, mm / Scale division from 8 to 14, mm 2

LleHa fefeHna gnanasoHa nsmepenHuii ot. 14 po 30, mm / Scale division fromy14 to 30, mm 4
LleHa aeneHusa gmanasoHa usmepeHuin 01.30 go 90, mm / Scale division from 30 to 90, mm 5

Csepno, gnametp 3,2 MM, AlHa 195/170 mm, 2 KaHaBKK, 6bleTpoe coeanHeHue: / Drill bit, diameter 3.2 mm, length 195/170 mm, 2 f ute, quick coupling:

XapakTtepuctuku / Specifications 3HaueHune / Value
OannHa, mm / Length, mm 197+ 1
HapyxHbili gnametp paboyein yactn, mm / OD, mm 3,2 0/-0,3

Pabouas gnvHa, mm / Work length, mm 170+ 1

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

CTep)eHb BblpaBHMBaroLwmin / Alignment rod:

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

[Jepxatenb. Ans CTepXXHS BblpaBHMBaKOLWLer000bLwoit: / Stand for alignment rod large:

XapakTtepucTtuku / Specifications 3HaueHue / Value
LnvHa, mv / Length, mm 402 £2
LWnpuHa, mm / Width, mm 10 £0,5
BbicoTta, mm / Height, mm 149 +1
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[Jepxatenb Ans cTepXXHs BblpaBHMBatOLLero manbiii: / Stand for alignment rod small:
XapakTtepuctuku / Specifications 3HauveHue / Value

OnuHa, mm / Length, mm 72 £0,3
LWnpuHa, mm / Width,(mm 10 £0,2
BbicoTa, mm / Heightmm 34,5 +0,3
LLla6noH TomoFix ansa ne3susa [ TomoFix template for blade:
XapakTtepucTtukn L Specifications 3HaueHwue-/ Value
OnunHa, mm / Length; mm 90 +0,5
TonwmHa, MM/ Thickness, mm 0,9 0/40,05
WwnpuHa, MM/ Width, mm 25 +0,2

Jonoto TomoFix gnsa ocreotomun: / TomoFix osteotomy:.chisel:
- wuprHa 10 m m ; / - widthy, 10 mm;

XapakTtepuctuku-,LSpecifications 3HaueHune / Value
OnuHa, vm / Length, mm 240+ 25
LWnpwnHa, mm [ Width, mm 20t 1
BoicoTa, mm / Height, m m 10+ 1
LWwnprHa paboyeli yactu, mm / Width of working'part, mm 10+ 1
[unana3oH nsmepeHunin, mm / Measuring range,-mm 10-110
LleHa genennd, mm / Scale division, mm 5

-wupuHa 15 mm* [ -wWidth 15 mm;
XapakTtepucTtunkm / Specifications 3HaueHue / Value
Onuna, mwm./ Length, mm 240+ 25
LLnpnua; mm / Width, mm 20+ 1
BbicoTa; mm / Height, mm 10+ 1
LnpnHa pabouein yactu, mm / Width-of working part, mm 15+1
[vana3oH n3mepeHuin, mm / Measuring range, mm 10-110
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LleHa-neneHus, mm / Scale division,/mm
- wupmnHa 20 mv; / - width 20 mm;

XapakTepucTtukm / Specifications 3HaueHue / Value
[avHa, MM / Length, mm 240 +2,5
WpnHa, MM/ Width, mm 20+ 1

Bbicota, MM/ Height, mm 10+ 1

L nprHa pabouei yactun, mm / Width of working part, mm 20+ 1

[vnana3oH namepeHunin, mm / Measuring range, mm 10-110

LleHa geneHus, mm / Scale division, mm 5

- WwupuHa 25 mMMm. / - width 25" mm.

XapakTepucTtuku / Speeifications 3HaueHune / Value
OnuHa, mm / Lengthy mm 240+ 25
LWnpunHa, mm / Width,-m m 25+ 1

BbicoTa, mm / Heighty mm 10+ 1

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

[vnana3oH n3vepeduii, MM/ Measuring range, mm 10-110

LleHa geneHuns, mm / Scale division, mm 5

Bnok Hanpasnsowmnii TomoFix ans 60nbllie6epuoBbIX MNIAaCTUH, aHAaTOMWUYECKWUA, MeauanbHbli, nesblit: / TomoFix guiding block for tibial plates,
anatomical, medial;-left:

Xapaktepuctukn / Speciflcations 5 3HauyeHune / Value

OnnHa, MM / Length, mm 23 0,2
LLivipuHa, MM / Width, mm 32 +0,2
BoicoTa, mm / Height, mm 20,6 £0,5

Brok Hanpasnawowmin TomoFix ana 6ofblluebepLoBbIiX NIaCTUH, aHaTOMUYeCKWUi, MeauanbHbli, npasbliid: / TomoFix guiding block for tibial plates,
anatomieal, medial, right:

Xapaktepuctuku / Specifications 3HayeHue / Value
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AnanHa, MM/ Length, mm 23 0,2
LLUnpnHa, MM/ Width, mm 32 £0,2
BbicoTa, MM/ Height, mm 20,6 £0,5

Brnok Hanpasnsowmii TomoFix gag 6onbliebeploBbIX MAaCTUH,~APOKCUMANbHBIA, MeamanbHbli: / TomoFix guiding block for tibial plates, proximal,
medial:

XapakTtepuctukm / Speeifications 3HayeHune / Value
OnvHa. mm / Length, mm 37,5 +0,3
LWnpwuHa, mm / Width, mm 38,3 +0,3
BbicoTa, mm / Height,'mm 23,5 +0,2

Bnok Hanpasnawowmii TomoFix Ans 60nblwebepLoBbIX MAACTUH, MPOKCUMa/bHBIA, Masbid, MeauansHblit: / TomoFix guiding block for tibial plates,
proximal, small, medial:

XapakTepuctuku / Speciflcations 3HayeHue / Value
LOnunHa, mm / Leength, mm 23 10,2

LWnpuHa, mv=/Width, mm 31,7 £0,3

BbicoTa, MM/sHeight, mm 20,5 +0,2

Bnok HanpaBnswowmii TomoFix ana 60nbwebepLUOBbIX NAaCTUH, NPOKCUMabHbIA, natepanbHbli, npasblit: / TomoFix guiding block for tibial plates,
proximal, lateral,sright:

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

Bnok Hanpasnawowmin TomoFix ana 60/bLlie6epLoBbIX MaCTUH, NPOKCUMAaNbHbIA, naTepanbHblil, neBbili: / TomoFix guiding block for tibial plates,
proximal; lateral, left:

XapakrepucTtuku / Specifications 3HauyeHune / Value

LLnpuHa, mm / Width, mm 49,3 +0,3
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HapyXHblin guametp, mm / OD, mm 13 +0,2
OnvHa, mm / Length, mm 76 +0,3

Bnok Hanpasnawowmii TomoFix gng-6efpeHHbIX NNacTUH, 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 TomoRix 4na 6eApeHHbIX NNacTUH, AUCTaNbHbINA, naTepanbHblid, nesblid: / TomoFix guiding block for femoral plates, distal, lateral,
left:

XapakTepucTukn / Specifications 3HaueHune / Value
LWnpnHa, mv/ Width, mm 40,3 £0,3
HapyxHsid gunametp, mm / OD, mm 13,+0,2

OnuHa, MM/ Length, mm 78,9 £0,3

Bnok Hanpasnstowmii TomoFix gna 6eApeHHbIX NNACTUH, AUCTaNbHbIA, MeananbHeli; npasblii: / TomoFix guiding block for femoral plates, distal, medial,
right:

XapakKTepucTuku / (BRa4veHune / Value
Specifications

OnuHa, mm / Length, mm 38 £1,5

LWnpuHa, mm / Width, mm 16+1

BeicoTa, Mmm / Height, mm 179 +1

Bnok Hanpagnatowmii TomoFix gns 6eapeHHbIX NNaCcTUH, AUCTanbHbIA, MednanbHbIA, neBblit: / TomoFix guiding block for femoral plates, distal, medial,
left:

XapaktepucTtukn / Specifications 3HayeHune / Value
OnuHa, mm / Length, mm 3815
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WwnpuHa, MM / Width, mm 16+l
BbicoTa, MM / Height, mm 179 +1

Pacwuputens KoCcTHbI TomoFix: /-Spreader bone TomoFix:

Xapaktepuctuku / Specifications 3HayeHue / Value

Onnua, MM / Length, mm 130 £0,6
LWnpuHa, MM / Width, mm 17 +0,2
Bbicota, MM / Height, mm 52,9 £0,8
Avnana3oH nsmepeHuii (Mm) 0-70/4%-20°
CTeneHb TOYHOCTK (MM) 0,41 /o=
LleHa geneHuns guctanbHoli wKanbl, MM / Distal scale division,/mm 5

LleHa aeneHnsa npokcMMmanbHoW Wwkanbl, °/ Proximal scale division, ° 1

PeTtpakTtop TomoFix / TomoFix Retractor:

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

OrpaHnuunTens yeuaus, 4 Hwm, ¢ 6bIcTpbiM coeguHeHmnem 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
HanbonbLinii HapyxHbiii gnameTp, MM / Max OD, mm 30 0,5

MaKkcuManbHbiA KpyTAwmii MoMeHT, HM/ Maximum torque, Nm 4

OTBepTKa, paboyas yacTb, Stardrive, T25,sgnnHa 100 mm: / Screwdriver, working part, Stardrive, T25, length 100 mm:
XapakTtepuctukm / Specifications 3HaueHue / Value
OnunnHa, mm / Length, mm 100 +0,3
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Havbonbwunin Hapy>Hblid guametp,mm / Max QD, mm 7 0/-0,2

XapakTtepucTtuku / Specifications 3HauveHue [ Value
AnunHa, mm / Length, mm 100 £0,3
HanbonbLunii HapyXXHblii guamerp, Mm / Max OD, mm 70,2

OTBepTKa rekcaroHanbHas, guaMeTp wavuya 3,5 MM, 60bLas, c/KaHaBKolW, agnvHa 245 mm: / Screwdriver hexagonal, slot diameter 3.5 mm, large, with flute,
length 245 mm:

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

[OnunHa pykoaTtku, mm / Length of handle, mm 106,5+0,8
LWnpuHa pykoaTkn, mm /- Width of handle, mm 40 £0,7

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

OTBepTKa Stardrive, T25;419 BUHTOB gnameTpom 4,5/5,0. MM, ¢ KaHaBKoOR, agnvHa 252 mm: / Screwdriver Stardrive, T25, for screws diameter 4.5/ 5.0 mm,
with groove, length 252, mm:

XapakTtepuctukip/ Specifications 3HayeHune / Value

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

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

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

BbicoTa pykosTku, Mmm / Height of handle, mm 20+ 0,5

OTBepTKa rekcaroHanbHas, agnameTp wnuua 3;5 MM, C OrpaHNUNTENIEM YCUNA-CaMOyAepXXNBarOLWAAcs, AN 610OKMPOBaHHbLIX 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:

XapakTtepuctuku / Specifications 3HauyeHune / Value
Onuna; MM/ Length, mm 275 +1,2
Onnna pykosTtku, mm / Length of handle, mm no 0,8
OvnawmeTp pykoatku, mm / Handle OD; mm 34 +0,3
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OTtBepTka Stardrive, T25, ¢ orpaHuuYUTeNemM ycunus, camoygepXxusarLiascs, Ansa 6710KMpoBaHHbIX BUHTOB AvameTpoM 5,0 mm: / Screwdriver Stardrive,

XapakTtepuctuku / Specifications 3HauveHue / Value
OnunnHa, mm / Length, mm 275 £1,2
OnvHa pykoatku, mm / Length of handle, mm 110 +0,8
OvameTtp pykosaTku, mm //Handle OD, mm 34 +0,3
PykosaTka npuuensHas TomoEix: / Handle aiming TomoFix:
XapakTtepucTtuku / Speciflcations 3HaueHunel Value
OnunHa, v / Length;=mm 218+1,3
WnpuHa. mm / Width, mm 12 +0,1
BbicoTta, mm / Height, mm 99,1 #1,1/-1,3
PykosTka 6onbLuas, ¢ 6eicTpbiM coeanHeHvem: / Handle large, with quick coupling:
Xapaktepuctuku./ Speciflcations 3HaveHune / Value
OnunHa, mm / Length, mm 143,5:+0,5
LWnpuHa, mm / Width, mm 40 +0,3
BbicoTa, mm /'Height, mm 20:+0,2

MpuHagnexxHocTw;-/ Accessories:

XapakTepucTtukn / Speciflcations  3HauyeHue / Value

OnvHa, mm/ Length, mm 245%0,5
WnpuHa,mm / Width, mm 218 +0,5
BbicoTa, .MM/ Height, mm 36+0,1

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

tinprHa, MM / Width, mm 216+0,1
BbicoTa, MM / Height, mm 14,5 +0,5
KoHTelHep, MOAYNbHbINA, An8 UHCTPYMeHTOB TomoFix, pasmep U/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, /17 0CTEOTOMUYECKMX 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. OMMNCAHWMNE npnHnaagnex HoCTel

MpuHagnexxHocTu:

1. KoHTeliHep, MOAYNbHbINA, ans MHCTpyMmeHTOB LCP 4,5/5,0, pasmep: 1/2, 6e3
KPbILWKN.

MpefHasHayeH AN 6e30MacHOro XpaHeHWs, 06paboTKM W TPaHCMOPTUPOBKMU
XUPYPTUYECKUX UHETPYMEHTOB W [/ WAW  UMMIGHTATOB  MHOFOKPaTHOro
ncrnonbL3oBaHnA Mexay onepawvoHHOMN, MECTOM XpaHeHus
CTEPUNN3ALMOHHBLIM TIOMELLIEHVEM.

2. Kpblwka, Ans(KOHTeHepoB MOAY/bHbIX, padmep 1/2.
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6. DESCRIPTION OF ACCESSORIES

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

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

2-Lid, for modular tray, size 1/2

Safe storage, handling, and transportation of reusable surgical
43



MpenHa3HavyeHa Ana 6e30MacHOro0 XpaHeHus, 06paboTKM WM TPaHCMOPTUPOBKM
XUPYPrUYECKUX WHCTPYMEHTOB W H WIM  WUMNMAHTaTOB  MHOIOKPATHOro
MCNONb30BaHMS mMexay onepayMoHHOW, MeCTOM XpaHeHns
CTEPUIN3aLNOHHbIM MOMELLEHUEM.

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

MpegHa3HayeH A1 6E30MacHOr0 XpaHeHus, 06paGOTKM M TPaHCMOPTUPOBKU
XVUPYPrMYECKUX WHCTPYMEHTOB W/ WAM  UMAMAHTATOB  MHOTFOKPAaTHOro
MCNONb30BaHMA MeX Ay onepayyoHHO, MEeCTOM XpaHeHws "

CTEPUIN3ALMOHHBIM TIOMELLEHMEM.
4. KoHTeiiHep, Vario Case, 419 OCTEOTOMUYECKUX UHCTPYMEHTOB TomoFiX,

C KPbILWKOMN.

MpegHasHaveH | gna 6e30MacHOro XpaHeHus,-06paboTKM U TPaHCMOPTUPOBKY
XUPYPrUYeCKNX® WHCTPYMEHTOB W /WU UMNNAHTATOB  MHOMOKPaTHOFoQ
1CNonb30BaHNs Mexay onepawvioOHHOW, MecTOM XpaHeHus "

CTepUNN3adnOHHbLIM 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. TFray, 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(BWAE HEOOMbLIONO KOHTelHepa, 06bIYHO C OTKWUAHOM
KPbILLKOWA, KOTOpas MOXeT OblTb 3aKpbiTa 18 3aliuTbl COLEPXUMOro
(Hanpumep, XUPYPrUYECKUX WHCTPYMEHTOB W/WWM WMMMIAHTATOB, TakKUX Kak
MNacTUHbI WX BUHTLI), C OMopaMun C nasaMu Win BbleMKamyl Ha BEPXHEM Kpae,
4yTOGbl COAEPXKMMOE ) MOT/I0  6bITb  HALEXHO pasMeLLeHO, 3aLMLLEHO W
ynopsgoyeHo. Kpbllika 1uiv onopa MoryT ObiTb YCFAHOB/IEHbI NOA YI/IOM NS
obneryeHns foctyna K WHCTPYMEHTY/MMMNAaHTaTy- BO BPeMs XUPYPruyeckmx
onepauuin - unun.ctepunusaunn. 3genve  06bIYHO  U3rOTaBMMBAETCH U3
Hep>KaBeroLLei .CTanm UM NOoAXOLALLEro NiacTnka, TakM 06pa3oM ero MOXHO
CTepUNN30BaTh.~3ATO MHOropa3oBoe M3fenue.

MpuHUMNBI  PYHKLMOHNPOBAHUSA; TEXHOJOTMA- (0OLLEe OMucaHne KNHYeBbIX
(PYHKLMOHaALHbIX 3/IEMEHTOB U34eNus):

KoHTeliHepbL) Ans  MeAWLMHCKUX  U3Lenuii 9T0  u3fenns,  KOTOpble
MCNONL3YKTECA ANA XpaHEHWSs, TPAaHCNOPTUPOBKN N CTEPUAN3ALMN U3LENNIA; HeT
KOHTaKTad .MeXJy nauMeHTOM W KOHTeAHEpaMu, a TakKXe WX KOMMOHEHTaMu.
KoHTeiiHepom cumTaeTca Nt060W KOHTeliHep MHOropasoBOro MCMo/b30BaHMS,
NOTOK;=MOAYNb, WA LITATMB, a TaKXe-NX KOMMNeKTyLWme (To ecTb ‘KOBPUKMU,
OTAEeNbHbIE eMKOCTU, KPbIWKA WU T. [.);"NCNOMb3yemble ANA yaepXXaHus nsnenuns
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A devices“designed as a small case, typically with a hinged lid that can
be cloesed 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 Bpemsa cTepunusaumn. KOHCTPYKLUA BKOYAET CUCTEMY BEHTUAFUUU C
Lenbio yaaneHns BO3fyXa W NPOHUKHOBEHWA CTepUIM3YIOLLEro ‘BeLecTsa.
N3genve MoXeT 6biTb 3aK/IlOUEHO B CTepu/bHbI 6apbep (TO ecTb (B-06epTKy),
ec/i Heo6X0AMMO COXPaHUTb CTEPUABHOCT.
7.MEPEUEHb N ONMNCAHNEMATEPNANOB MU
HanmeHoBaHue MaTepuansl

N3meputenb gnnHbl, gAnHa Wkansl  Hep)Kasetolllas cTaib

250 mm

N3meputens rny6uHbl OTBEPCTHUSA, HepxaBetoLwasa cTajib

ANA BUHTOB AnameTpom 5,0-mm, co MonunagumpapupkeroH (PEEK)
cTonopom, wkana go 110 mm

M3mepuTens rnybuHbl 6TBEpCTHS, HepykaseloLaa Cranb

ANA BUHTOB AnameTpom 4,5 —6,5

MM, WKana go 110 mm

N3mepuTenb WNpUHbELWen HepxaBsetowas, cranb
ocTeoToMUM, TomoFix

Hanpasutenb gnga.cnuy, KupwHepa, Hepxasewollas cTaib
TomoFix, ¢ pukcatopom

Hanpasutenb gng.cnuy KnpwHepa HepxaBerwllyaa cTanb
AnameTpom 2,00mm, gnvHa 110 mm

HanpasuTens gas nessui, HepykaBeloLaa cTtanb
TomoFix, neBkiit,

HanpaBuTens. ANs ne3sui,

TomoFix, ApaBblii

HanpaBurens ang csepna, Hepxasetowasa ctanb
yHuBepcambHblii, ana LCP 4,5/5,0
Hanpasurenb Ana ceepna HepxxaseloLaa ctanb

anameTrpom 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 to110 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, anametp 4,3 MM, AinHa 221
MM, 2 KaHaBKM, 6bICcTpoe
COeflHeHue;

Ceepno, gnameTp 3,2 MM, A/IMHA
195/170 MM, 2 KaHaBKU, 6bICTpOE
coefiiHeHue

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

LWa6noH TomoFix gna ne3sua
Jonoto TomoFix gna ocTeoToMuMM,
wupmnHa 10 mm/15 mmf 20 mm/ 25
MM.

Bnok HanpaBnsaw Wi TomoFix gnsa
60nbLIe6epLOBbIX AACTUH,
aHATOMWYECKMNIA, MefnanbHbIN,
NeBbl i,

Bnok Hanpasngowmnin TomoFix gns
60nblIe6epLOBbLIX MNNACTUH,
aHaTOMMUYeCKUd, MeananbHbli,
npasbl i

Bnok HanpaBastowmnin TomoFix gns
60/bLe6epLOBbIX NNACTUH,
NMPOKCMManbHbIN, MeAnanbHbINR.
Bnok Hanpasnatowmnin TomoFix gns
60/1bLE6EPLOBbIX NNACTUH,
NPOKCUManbHbIN, Manblii,
MeuanbHbl i

HepxaBsetolLas cTasb

Hep>xxaseroLLasa cranb
MonnokcumeTuneH (POM)

HepxaBetowwas ctasib
HepykasetoLan ‘€tanb

MonuagupagupketoH (PEEK)

CnaaB atloMUHUS
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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
TomokFix guiding block for tibial
plates,_proximal, medial,

TomaoFix 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 HanpaBnstowunii TomoFix ans
60NbLIE6EpPLOBbLIX MNNACTUH,
NPOKCMManbHbIN, naTepanbHbIiA,
npasblii,

Bnok HanpaBnatowunii TomoFix-gnsa
60nbLebepyoBbIX NNACTUH,
MPOKCUMaNbHbINA, natepanbHbliA,
NeBbIN

Bnok Hanpasnawwmnii TomoFix gna
6efipeHHbIX MNIaCcTUH AUCTaAbHbIN,
natepanbHbIl, NpaBblii;

Bnok Hanpasnaownin TomoFix gna
6efipeHHbIX NNacTUH AWCTaNbHbIN,
natepanbHbIN, NeBbli

Bnok HanpaBnstowuii-TomoFix ans
6eflpeHHbIX NNACTUH AUCTaNbHbIN,
MeAnanbHbll, NpaBbIii;

Bnok HanpasnatWmii TomoFix gna
6efpeHHbIX NNACTUH ANCTaNbHbIN,
MeAunanbHbIiA, AEBLIN

PaclwmpnTens=KOCTHbIA TomoFix

PeTpakTop TomoFix
OrpaHuymnzens ycunung, 4 Hm, ¢
obicTpbiMm CoefnHeHnem AO/ASIF,
AN pUMEPOB

OTBepTKa; paboyas 4acTb,
Stardrive; T25, gnvHa 100 mm

CnnaB antoMUHNSA

CnnaB antoMUHNS

CnnaB antoMnHns

Hep>kaBserlowaa ctanb

HepxkaBetolas cTanb
HepykaBetollas cTanb

Hepykaselowas cranb

Perucrpanus MU B Poc3npaBHansope
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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, Hepxagetowan ctanib Lid, for modular tray, size 1/2 Stainless steel

rekcaroHanbHas, guaMmeTp wnauuya . ) .

3.5 MM. 60/Tb LU AS A P . Fray, Vario Case, for TomoFix Stainless steel
’ ' osteotomy instruments, with lid

OTBepTKa rekcaroHanbHas, HepxxaBetowas ctaib

avameTp wnuua 3,5 Mm, 6onbliasg, ¢ /CUANKOH
KaHaBKOM, AnnHa 245 mm

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

OTBepTKa rekcaroHasnbHas, HepykaBeloLaa cTtanb
AvameTtp wnuua 3,5 MM, € / CnnaB aNtoMUHUS

orpaHuyuTenemM ycunus,
camoyjep)xusarouiaacg; ans

6/10KUPOBAHHbIX BUHTOB

Anametpom 5,0 Mm

OTBepTkKa Stardrive, T25, ¢ Hep>kaBetowas, ctanb/crnnas
orpaHuYunTenem yeunums, ANOMUHMKA
camoyfepxusatollanca, ans

6/10KMPOBAHHbIX BUHTOB

AnameTpom 5,0.MM

PykoaTka nputenbHas TomoFix HepxxaeetoLas cTanib
PykosiTka 60Jibilast, ¢ 6bICTPbIM HepxxageroLas cTanb/CUNNKOH
COEANHEHNEM

KoHTeliHep, Moy NbHbI, AN Hepxasetowas ctasib

NHcTpyMentoB LCP 4,5/5,0, pasmep
1/2, 6e3 KpblWKKN; KoHTellHep,
MOAYNbHbLIA, 4NA UHCTPYMEHTOB
TomoFix, pasmep 1/1

KpbhlKa Ans KOHTeliHepoB Hep>xaBetoLas 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 ¥KA3AHbI
HA MAPKWPOBK
REF Homep no katanory

He cTepnabHO

3Hak-cooTBeTCTBMS B EBponelickom Cotose

cC £
0123
. 3roToBMTeNb/AaTa NPON3BOACTBA
Hlirr-aw-00 - (errr_mm-aL)
Konnuectso
QCKTAVB Konnuectso
1PART
O6paTNTeCh K MHCTPYKKMNA MO NPUMEHEHNIO
m

Kopg naptum

|LOT]
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8. INTERPRETATION OF SYMBOLS USED ON THE

PACKAGE.

REF

/mon\

/rremmn\

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



CepwiiHbliA HOMep Serial Number

SN SN

n OcTopoXHO! n Caution!

Martepuanu3rotosneHns Hepxasetowas crafb MATERIAL Material Stainless Steel(in accordance with

MATERIALI )
(B COOTBETCTBMM C TUMOM W34eNNs) the type of devices)

Stainless Steel Stainless.Steel

MeanuumHCcKoe naenve 1 1 Medical Devices
MD L
COAEPXUT NOTEHLMANbHO OMAaCHbIE BeLLeCTBa W Contains Hazardous Substance

Mepesof fononHuTeasHon nHopmaymu / Translation of additional information

contains 1 part cofepxut ‘L.

wv Mfwedepuysynthes.com/ifu www.depuysynthes.com/ifu (Cait
KomnaHum/Company website)

www.e-ifu.com ANeKTPOHHAasA BEPCUSOPUTMHANIbHOW UHCTPYKLMM
WS/Canada 800-255-2500 npov3BOANTENS 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. CNYXBbl N3LENUSA 9. SHELF LIFE, USE BY DATE
[aHHble "n3aenusi NocTaBNslOTCA B HECTEPUNbHOW ynakoBke, He cospatowleii These products are provided in non-sterile packaging do not create a
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CTepW/bHbI 6apbep, KOTOPbIA C TEYEHEM BPEMEHN MOXET YXYALINTHCS. sterile barrier which could degrade over time.

CpoK cny>0bl MHCTPYMEHTOB OrpaHM4MBaeTCcs M3HOCOM W noBpexaeHusimm B End of life of a device is normally determined by wear and damage due
pesynbTate WX WUCMNONb30BaHWUS. TPU3HaKM MOBPEXAeHMS WM U3HOeca U3fenmsa to use. Evidence of damage and wear on a device may include but is not
MOFYT BK/OYaTb KOPPO3UIO (TO-eCTb pPXKaBUMHY, TOUYeUYHYI0 ~Koppo3unto), limited to corrosion (i.e. rust, pitting), discoloration, excessive scratches,
obecLiBeunBaHme, Ype3MepHble LapanuHbl, paccnoeHune, n3Hoc W TpewmHbl, Ho flaking, wear and cracks. Improperly functioning devices, devices with
He OorpaHM4YMBalOTCS MMKW. He cnegyeT MCNonb3oBaTh HeHaanexaujum obpasom unrecognizable markings, missing or removed (buffed off) part numbers,
(hYHKUMOHMpYIOWME  U3Lenns; - u3genus ¢ Hepa3bopymBoii--MapkupoBkoi, damaged and excessively worn devices should not be used.
OTCYTCTBYHOWMMN UM yAaAEHHbIMKM  (CTepTbiMM) HoMepamu  aetaneir, Examples ofevidence of damage and wear on a device:

NMOBPEXAEeHHbIE N YPe3MEPHO U3HOLLEHHbIE N3AeNus. Corrosion, Rusting, Pitting

Hwke  HarnsigHoO  MpuBeAeMbl  MPU3HAKM  MOBPEXAEeHWs U M3HOCa,

OrpaHnymnBaloLLMe CPOK CNYXObl 13fenuii:

Kopposwsi, paBunHa, ToUeYHas Kopposws
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N3pgenusa ¢ Hep3bopuMBOM MapKMPOBKOW, rpaBUPOBKOR/CTEPTHIMU WK Devices With Unrecognizable Markings, Etches/Buffed off or
OTCYTCTBYIOLLMMW HOMEpamu aeTanen Missing Part Numbers

TpewmHe! Cracks

Monomka.Ha aBe 1 60nee YacTei
Broken (2+ Pieces)
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M3rn6/agedopmayna/mckpmeneHme Bent/Deformed/Twisted

10. MEPEYEHb MATEPVANOB XXNBOTHOIO U (N1IN) 10. LIST-OF MATERIALS OF ANIMAL AND (OR) HUMAN
YENOBEYECKOIO MPONCXOXAEHWA ORIGIN
HenpumeHumo. [aHHOe “MeauuuHcKoe wu3genve He'lcogepxuT Matepmanbl  Not applicable. This medical device does not contain materials of animal
YXMBOTHOTO U (UNK) YeNOBEUYECKOTr0 NPOUCXOXAEHUS. and /‘or’human origin.
11. OCHOBHbIE NPUMEHAEMbBIE MPOV3BOAUTENEM 11. MALI STANDARDS USED BY MANUFACTURER
CTAHOAPTHDI The-medical devices meet the requirements of the following main
N3penns cooTBETCTBYIOT CNeAyHoLLIMM OCHOBHbIM cTaHgapTam. MonHblii cnucok  standards. Complete list of applicable standards is available upon
CraHpapT Ha3sBaHue Standard Title
EN ISO 13485 N3genusa megnunHckme -Cncremsl ENISO 13485 Medical device —Quality management system
MeHe)KMeHTa kayecTsa. TpeboBaHusA 4ns Lenei —Requirements for regulatory purposes
perynupoBaHus ENISO 14971 Medical devices - Application of risk
EN I1SO 14971 M3gennsa meguunHckue. MNMpumeHeHne management to medical devices
MeHeKMEHTA pUCKa K MESULNHCKUM U3LENNAM EN ISO 10993-1 Biological evaluation of medical devices —
EN I1SO 10993-1 N3penna meamumHcekue. OueHka Part 1: Evaluation and testing within a risk
610N10rNYecKoro, AencTBnsA MeLULUHCKNX management system
n3pennii. Yactb_1,/OLeHKa 1 nccnesoBaHms
12. TREBOBAHWA BE3SOMNACHOCTU N 3P PEKTUBHOCTWN MA 12. MD SAFETY AND EFFECTIVENESS REQUIREMENTS
12.1.-Mepbl NpefoCTOPOXHOCTHU 12.1. Cautions
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Bce wu3genva [JO/MKHbI OblTb TLATEABHO OYMLLEHbl W MPOBepPeHbL) nepes
cTepunuzauneit. JanHHble y3Kne MPOCBETLI, FyXue OTBEPCTUSA, ABVKYLLMECA 1
CNOXHble AeTann TpebyrT 0cO060ro. BHMUMaHUA MpY OYMCTKE U MHCREKuUN. Bo
BPEMS OYUCTKM WCMOMb3YyNTE TOMABKO Te YUCTAWME CPeAcTBa; “KOTopble
npefHasHayeHol 419  WCMOMb30BaHWA C  MeAULUMHCKUMW  U3AENUSMU, B
COOTBETCTBUU C MWHCTPYKLMAMU-\NPON3BOANTENSA (Hanpumep,/~Temneparypa,
BPEMSA KOHTAaKTa W BpeMs OrnosiackuBaHus). PEKOMEHAYOTCSA YNCTALLMe cpecTBa
C UCNonb3yemol KoHueHTpaumen pH B npegenax 7-9,5. CwuAbHOLLENOYHbIE
ycnosusa (pH> 11) moryT MOBpeAuTb KOMIMOHEHTbl / W34enus, Takume Kak
a/toOMUHMEBble MaTepuasnbl.'..He wncnonb3yinte (U3NONOrUYECKNIA pacTBop,
Ae3nHMEKTaHTbl A9 OKpyXKatolleli cpefdbl (BKAKOYas pacTBoOpbl X/0pa) Wn
XUPYPruyeckmne aHTMcenTMkM (TakMe Kak MpOAyKTbl, cogepaliue iog wau
XnoprekcuanH). He MENONb3yinTe umuCTAWMe CpeacTtBa, KOTOpble MOTyT
MoBpefMTb NOBEPXHOCTL -MHCTPYMEHTOB, Takue KakK METaNMYecKne MOYasKw,
abpasviBHble YMCTALLME CPeACTBa UN NMPOBOMOYHbIE LLETKN.

B ynbTpa3ByKOBOM O4YMCTUTENE W3LeNWNA NPOU3BOAMTENSA pasMellainTe
TONbKO COBMECTHO C-M3AENNAMMW, VMEHOWMMIN aHafO0TUYHbIA MeTanMyeckuii
COCTaB.

[Ns OYNCTKM B MEXAHWYECKOI MOEYHOW MatuMHe He CneflyeT 3arpyxatb
3arpsi3HeHHble WAX, UCMO/Mb30BaHHbIE W3MEeNNs APOU3BOATENS B KOHTelHepe.
3arpsisHeHHble U3AENNS NPOW3BOAUTENS AO/MKHBLI 06pabaTbiBaTbCA OTAENbHO OT
NOTKOB U KOHTEMHEPOB. KOHTeliHepbl NMPOM3BOAUTENS pa3paboTaHbl B KaueCTBE
OpraHM3aLuMoHHOIO NpucnocobneHns Ans npoLiecca NapoBO CTepUNM3aLLUn,
XpaHeHUs: BCEX MEAWLMHCKUX M3Lennid W-4ns MCNonb3oBaHMS B NpoLecce

onepawumu.
— MapameTpbl CTepuAM3aLMn  AeCTBUTENbHbI TONMbKO AN WU3AENNIA,
KOTOpble.6blIM Hag/ieXaliM 06pa3oM OUMULLLEHDI.

— lepeuncneHHble napameTpbl AeACTBUTENbHbI  TONMbKO Ans

CTePUAR3aLIMOHHOT0 060pY/A0BaHNS, HAaANexXalm 06pa3oM YCTaHOBAEHHOTO,
06CNY>KMBAEMOr0, 0TKanMGpoBaHHOTQ_ 1 COOTBETCTBYHOLLErO TPEGOBaHUAM MO
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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 COOTBETCTBUMU-CO cTaHzapTamu cepum 1SO-15883 n
ISO 17665.

XUpypruyecknM naumeHTam, HaxXo4AWMMCS B rpynne pucka no 60s1e3Hu
KpenTudensga-Akodba (CIJD) v COMYTCTBYHOLWNM WUHPEKUUAM, ~HEOOXOANMO
NPOBOAMTL  JleYeHWe  OfHOPa3oBbIMU  WHCTPYMEHTaMWu.  WHCTPYMEHTHI,
ncnonb3oBasLINecs AN C NOJO3PEHMEM Ha UCNoMb3oBaHMe Y napueHTa ¢ CID,
nocne onepauun yTUAn3MpyT uMnm cnegytoTt LeiCTBYOLMM HaLNOHAIbHbIM
PeKOMeHaLunaMm.

Ana  nonyyeHns  LOMOMHWUTENBHOW  WMH(opmauuy obpatutecb K
HaLWOHaNbHbIM HOPMAaTWBHBIM [OKYMeHTaM W pyKoBoAcTBam. Kpome Toro
TpebyeTca COOTBETCTBME BHYTPEHHUM 6OMIbHUYHLIM MOUTUKAM W NpoLesypam,
a TaKXe peKoMeHAauWsAM:-NPON3BOANTENEN UNCTALLUMX~LEe3NHPULMPYOLLNX
CpeAcTB v Nto6oro 060pyAOBaHMS ANS KNMHUYECKO 06paboTKM.

NTokanunsauns MHCTPYMEHTOB UKW LeTaneid MHCTPYMEHTOB

WHCTpyMeHTbI Mpon3BoanTens paspaboTaHbl M Npov3BefeHsbl A1 6e30nacHoi
paboThbl B paMKax MX MPeAnosiaraeMoro Ncrosib3oBaHus.

Tem He MeHee, ec/iM’ MeTa/IMYECKU WHCTPYMEHT (Hanpumep, M3 cTau,
aIOMUHNA, TUTAHA W, ero cnnasa M T.4.) OMaeTCA._BO BpPeMS WCMOJb30BaHUA,
YCTPOWCTBO ANS MeANUMHCKOW Bu3yanusaumm (Hampumep, KT, peHTreHoBCKue
YCTPOMCTBA U T.4.) MOXeT NOMOYb B 0GHaPYXXeHW (hparMeHTOB U/unu aetanein
NHCTPYMEHTA.

Mepbl NPefoCTOPOXHOCTA ANA CNeayrLwWwnX MHETPYMEHTOB:

(U3mepuTtens (ANWHBI, AnnHa wWKanbl 2500 Mm; W3mepuTtenb rny6uHbl
0TBepcTud, AAA BUHTOB AuameTpom 5,0 MM, co cTonopom, wkana go 410
MM; UN3mepurens rny6uHbl OTBEpCTUS, A0S BUHTOB AnameTpom 4,5 —6.,5
MM, WKanago 110 mm; 3Meputens WUPWHLI Wenu octeoToMun, TomoFix;
Pacuwmputenb KOCTHbIA TomoFix)

N3mepuTesbHble M3Lennsa MOryT WCMOAb30BaThCA AN WU3MEpPeHUs pa3fuyHbIX
aHaTOMMUECKMX MapaMeTpoB B Teje- 4YefioBeKa, a Takxe MNpu  U3MepeHuu
Pa3NUYHbIX MMNAAHTUPYEMbIX MeAUUMHCKUX un3aenuiti. KOHKpPeTHbIE 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 withinsthe 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 ipstrument.

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,
scaleup 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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MPejoCTOPOXHOCTM  ANA  M3AeNUN ~‘U  NpefoCcTepeXKeHWs, CBA3AHHblE C
N3MepPUTENbHBIMU N3JEeNUAMU, ONUCEHbI B COOTBETCTBYHOLLUX WMHCTPYKUMAX MO
MPYMEHEHWNIO AN AaHHbIX KOHKPETHBIX UMMIaHTUPYEMbIX U3LENNA.
MeanunHCKME PaboTHUKM [0/DKHbL, MPOXOAUTL COOTBETCTBYHOLLEE ~00yUYeHNe
MCNOMb30BAHUIO W3MEPUTENbHbIX=U3AeNnA. OwmnbkKa Npu M3MepeHUN MOXEeT
NPUBECTU K HEMCNPABHOCTM MMMAAHTaTa 13-3a BbI6Opa HENpaBuibHOro pasmepa
MMMNaHTaTa.

M3mepeHHble napaMeTpbl [edCTBUTE/IbHbI TO/MBKO B TOM.“Cilydvae, ecnu
n3mepuTenbHble u3fenns obpabaTbiBalOT M 06CNYXMUBAIOT B €COOTBETCTBUU C
NH(opMaL el NPOM3BOAMNTENS)NO MOBTOPHON 06paboTKe.

ByabTe OCTOPOXHbI, 4YTOObL HE MOBPEAWUTb HEPBHbIE U (COCYAWUCTbIE MYYKH,
MATKWE TKaHW W OpraHbl “YesioBeKa, MNPU WCMO0Mb30BaHUN N3MEPUTENbHBIX
n3nenvin 4na n3aMepeHns aHaToMUYeCKMX napaMeTpoB.

[aHHble n3fennsa MoryT-CroMaTbCs BO BPEMSA MCMOMb30BaHWA (MPY NPUMEHEHUN
4pe3MepHON Cubl UAK-TIPU BbIXOAE 3a PaMKM PEKOMEHAYEMOM XMPYPruyecKom
TeEXHUKKN). HecMmoTpg—Ha TO, YTO OKOHYaTeNbHOE. pelleHne 06 yAaneHun
C/IOMaHHOW YacTu ~A0/MKEH TMPUHATb XUPYPr, (OCHOBLIBAACb HA OLEHKe
CONYTCTBYHIOLLErO pUCKa, PEKOMEHYEeTCS, eCin 3TO(BO3MOXHO U1 LienecoobpasHo
[/19 KOHKPETHOro MauueHTa, yaauTb CIOMaHHYH) HaCTb.
13. TH®OPMAUWA O NTEKAPCTBEHHbBIX-FIPEMAPATAX U (UJTN)
®APMALEBTUYECKUMX CYBCTAHLUNAX B COCTABE MU
HenpumeHumMos=daHHoe M/ He cofepXXUT B COCTaBe /IEKApCTBEHHbIE Mpenaparsl
1 He UCMONb3YETCA B COYETAHUN C HUMW.

14. OMNWCAHWE METOAOB TMOBTOPHOW OBPABOTKU M
CTEPUNU3ALINN
N3penms (APOM3BOAMTENS, MOCTaB/siEMble~. B  HECTEPUIbHOM  COCTOSHUMW,

HEeo6XOAUMO OYMUCTUTb W MPOCTEPUNINZOBATL MApoOM Mepes XMUPYPruYecKum
ncrnonb3osarvem. epef  OYMCTKON. WydansawT U YyTUAMSNPYKOT. BCHO
OpUrUHanbHY0 0[HOPAa30BYH YMaKoBKY: (Hanmpumep, CUIMKOHOBbIE GYTNSAPbI,
3alWTHble HAKOHEYHMKM, 3alMTHbIE  KOMMauky, 6GIUCTepbl, 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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NneHonnacT, KapTtoH W T.4.). OuuwaloT usgenua nepes nepsbiM NAKKAbIM
nocnegyowmmM MCronb30BaHMEM, a TaKKe Mepej BO3BPaTOM ANA TEXHUYECKOro
06CNny>KMBaHUA 1 peMoHTa. epep cTepununsauueld NapoM M3Lenvs NoMeLaT B
paspeLleHHY0 CTepuIn3aLMOHHYIO YRAKOBKY WM KOHTeHep.

MepBbIM ¥ Hanbosiee BaKHbLIM =LWAroM nNpu MNOBTOPHON 06paboTke BCeX
MHOrOpa3oBbIX  WHCTPYMEHTOB=\ ABMAETCA  TwlarenbHad (pyyHasa uw/mnm
MexaHunyeckas) OYMCTKA W NPOMbIBKA. TLllaTe/lbHas OYUCTKA ‘— CI0XKHbIN
npovecc, ycrnex KOTOPOro 3aBUEUT OT pas3/inyHbIX B3aMMOCBA3aHHbIX (PaKTOpPOB:
KayecTBa BOAbl, KO/IMYECTBA W TWUMa YUCTALEro CpefcTBa, METO4a OYUCTKU
(BpyuyHyto,  ynbTpa3ByKOBad. ' 4YWCTKA, MOeyHas  MalluHa/Ae3nHpeKTop),
TWATENIbHOTO MPOMbIBAHUS M CYLUKMW, Haa/iexalleld no4AroToBKA W3Jenus,
BPEMEHU, TEMMEPATYPbI N aKKYPaTHOCTY /UL, OTBETCTBEHHbLIX 38 OUMCTKY.
OcTaTo4Hble OpraHnYecKue BeLlecTsa U/mnmn 601bLI0e YUENO MUKPOOPraHN3MOB
MOTYT CHU3UTb 3PEKTUBHOCTL MpoLecca CTepum3aunit.
MoBTOpHaA obpabotka  u3genui MHOTOKparHoro
WHCTPpYyMEHTOB, KOHTEWHEPOB U IOTKOB AN UHCTPYMEHTOB
[aHHble peKkoMmeHJauun OTHOCATCA K 06paboTKe  M3Le/IMiA  MHOrOKpaTHOro
npumeHeHus. V3gemus MHOTOKPaTHOTO NMPUYMEHEHWA. BK/HOYAKOT OMpefesieHHble
XUPYPruyeckne WHCTPYMEHTbI, KOHTEAHepbl W «A0TKN [N WHCTPYMEHTOB.
MpeacTaBneHHas ‘UHGpOpMaLMA HENPUMEHUMA K-MMmnnaHTatam. HeobxoavMmo
cnefosaTb  AaHHbIM  PEKOMEHJauuaMm,  eCAl- WHOe He  YKasaHo B
COMpPOBOANTENBHOW AOKYMEHTALMN Ha KOHKPETHO® M3gdenve.

Mepbl NPefoCTOPOXHOCTH

Bce wun3genvs [OMKHbI OblTb TLATENbHO - OMULLEHbI W NPOBEPeHbl Nepeq
cTepunusauyen. NuHHble y3Kne NPOCBETbl-FAyXne OTBEPCTUSA, ABUKYLLNECS
CNOXHble geTann TpebytoT 0co60ro BHUMaHUSA NPU OUYUCTKE M MHCNeKuun.~Bo
BpeMs QUWCTKM WCNONb3YWTE TONbKO, TE€ UUCTALLME CPeAcTBa, KOTopble
npefHasHavyeHbl AN  MCNOMb30BaHWA_C  MeAULUMHCKUMUN  U3LeNUsiMU, B
COOTBETCTBMM C WHCTPYKUMAMU NPOU3BOAMTENA (Hampumep, Temmnepartypa,
BPEMSA.KOHTaKTa 1 Bpems OrosiaCKMBaHuUs). PEKOMEHAYOTCS YACTALLME CpeAcTBa

NMPUMEHEHUNA -

Perncrpanus MU B Pocanpasragzope
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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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C WCnonb3yemMon KoHueHTpauuneid pH=B npegenax 7-9,5. CWbHOLENOYHbIE
ycnosus (pH> 11) MOryTt noBpefuTs, KOMMOHEHTbI / W3fenus, Takue Kak
aloMUHUEBbIE  MaTepuanbl. He WCAONb3yhTe (U3MONOrUYECKUiA-, PacTBop,
Ae3VH(eKTaHTbl AN OKpyXaloLlelh-Cpedbl (BKIKYas pacTBOpbI X[iopa) uau
XUPYPruyeckme aHTUCEeNTUKM (Takue Kak NPOAYKTbl, COLepXKalue inog unu
XNnoprekcuanH). He uMCnonb3yidTe unUCTALWLME CPeACTBa, KOTOpble  MOryT
MOBPeAuTb MOBEPXHOCTb WMHCTPYMEHTOB, TaKMe KakK MeTan/IMyeckue MOoYasku,
abpasnBHble YNCTALLME CPeCTBa M/IN MPOBOMOYHbIE LLETKM.

B ynbTpa3BykoBOM OYMCTUTENE W3LeNUA NPOW3BOAWUTERS pasmeLLanTe
TONIbKO COBMECTHO C W3LeNUAMW, UMEIOWMMN aHanorMyHbln) MeTanmyeckuii
COCTaB.

[N 0UMCTKM B MexaHW4yecKo MOEYHOW MalluHe He CrefyeT 3arpy>atb
3arpsisHeHHbIe WM UCMO/Ab30BaHHbIE W3/eNns MPOW3BOATENA B KOHTElHepe.
3arpssHeHHble M3genus APOM3BOAMTENS AOMKHbI 06pabaTbiBaTbCs OTAENbHO OT
NOTKOB W KOHTeiHepoB: . KoHTellHepbl Npon3BoAMTeNs pa3paboTaHbl B KayecTse
OpraHn3aLnoHHOro npucnocobneHns ans npouecca..NapoBoi CTepuin3auum,
XpaHeHWs BCeX MeLWUVHCKUX W3[envuin n AN WCMONb30BaHMA B MpoLecce

onepayuu.
— MapameTpbl CTepunu3ayum LeACTBUTE/IbHbI TONbKO ANA  W3AENui,
KOTOpble ObIIM HAAMIEXALLNUM 06Pa30M OUULLEHbI.

— MepeyncneHHble napameTpbl [encTBUTENbHbI TO/IbKO Ans

CTEepUNN3aLMOHHOI0 060pyf0BaHNA, Hagnexalim 06pasoM YCTaHOB/IEHHOTO,
06CNY>KMBaEMOr0, OTKaMbpOBAHHOrO U COOFBETCTBYHOLLEro Tpe6oBaHMAM MQ
NMOBTOPHOW 06pPaboTKe B COOTBETCTBMM CO cTaHaptamu cepumn ISO 1588371
ISO 17665.

XUpypruyecknm naymeHTam, Haxogsuimcs B rpynne pucka no 60/esHu
KpeiTugenbaa-Akoba (CJD) u conyTCIBYHOWMM WHGEKUMAM, HE06XQAMMO
NPOBOAUTL- = NleYeHWe  OLHOPA30BbIMU Y WMHCTPyMeHTamMu.  UIHCTPYMEHTSI,
NCNo/Mb30BaBLUMECA UKW C NOLO3PEHMEM ‘Ha MCMNOJb30BaHKe y naumeHTa-¢ CJD,
nocne-onepayuMn yTuansnpyroT Wunu _cneayoT LeACTBYHOWMM HauMOHANbHbIM
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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, ‘@’storage tool for all medical devices and an organizational tool
for surgery.

- The-sterilization parameters are only valid for devices that are
adeqguately 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 on reprocessing

- Repeated processing cycles that include ultrasonic, mechanical
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pekoMeHaLmnsAM.
- Ons  nonyyeHus  [ONOMHWUTEAbHOW  WMHGoOpMaumMm obpaTutecb K
HaLuMOHa/IbHbIM HOPMAaTUBHbIM [JOKYMeHTaM W pykKoBoAcTBaMm. Kpome Toro
TpebyeTCcs COOTBETCTBME BHYTPEHHUM GOMBbHUYHBLIM NOMMTUKAM W APOLeaypam,
a TaKXe peKoMeHAauuam Mpou3BOANTENEA YUCTALWMX, LAE3VHBULMPYIOLLNX
CPeAcTB 1 Nt060ro 060pyA0BaHNA-AIA KIMHNYECKON 06paboTKN.
OrpaHunyeHuWs No NOBTOPHOW o6GpaboTKe

MoBTOpstOWMECS UUKABL 06paboTKM, BK/KOYalOWMe YAbTPA3BYKOBYIHO,
MeXaHWYECKYD  MONKY W CTepuausauuio,  OKasblBalOT  MUHUMAa/bHOE
BO3[eiCTBME HA XUPYPrUYeckue NHCTPYMEHTbI NPOU3BOANTENS.

OKOHYaHuMe cpoka ¢iy»KObl M3aenus 06bIYHO onpeAelsAloT Mo U3HOCY U

NOBPEXAEHUAM, CBSA3AHHbLIX C ero ucnonb3oBaHMeM. [lokasaTe/sbCTBa
NOBPEXAEHNA WM W3HOCa M3AeNVs MOTyT BK/IOYaTb, HO“He OrpaHuyMBaloTCA
KOppo3men (T.e. pPXaBHMHON, TOYEYHOW KOppO3uen), obecLBevmBaHUEM,

N30bITOYHLIMM LiapanuHamu, oTciavBaHWEM, WU3HOCOM M TpewmHamu. 3genns,
(hYHKUMOHMPYIOLW e HeHaanexaliMm o6pas3oM, U3Leans C Hepacro3HaBaeMoii
MapKUPOBKOW, OTCYTCTBYHOLWMUMN WA YAaNeHHbIMIA,  (CTEPTbIMK) HOMepamm
feTanein, NOBPeXAeHHble U 4YpPe3MEepHO  W3HOLLEHHbIE He  [O/DKHbI
CNOMb30BaThCS.

bonee noApobHYHO WHGoOpMaUnMo 06 ©FApeaeneHNn cpoka CnyX6bl
MOXHO MNONYYUTb,y TOProBOro NpPeACTaBUTENS-MAN 3arpy3nTb C BebG-caliTa:
http:/A\vwvv.depuysvnthes.com/ifu.
O6paboTKa Ha'MecTe UCMO/Ib30BaHMA
Ypansaiite KpoBb W/MAM OCTATKN TKaHeW C-MU3L4eMA B XO4e XUPYPruyeckoro
BMeLlaTeIbETBa, YTOObI NPefoTBPaTUTL UX APUCbIXaHWe K MOBEPXHOCTMW.
- MpoOMONiTe KaHKIMPOBaHHble W3AEANA CTEPUNbHOW WAN OUYULLEHHON
BOJOM, 4T0Bbl NPeaoTBPaTUTL BbIChbIXaHWe 3arpsA3HeHNA N/MNn 0CTaTKOB TKaHeMN
BHYTPW.
- 3arpsAsHeHHble n3aenns Heo6XoAMMO OTAeNNTb OT He3arps3HEHHbIX BO
n3dexkaHne KOHTaMUHALUK NepcoHana-u oKpyXXatoLlel cpefbl.
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www.nevacert.ru | info@nevacert.ru

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 worn 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.depuvsvnthes.com/ifu.

Point-of Use Care

Wipeblood 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.deDuvsvnthes.com/ifu.
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N3penna HeobXo4MMO HaKpbITh “MOMOTEHLEM, CMOYEHHbIM CTEPWN/IbHON
AW  OYMLLEHHON BOJOW, 4TOObI NPEAOTBPaTUTL BbICbIXaHWE KPOBU WU/Mn
0CTaTKOB TKaHel.

MoaroToBKa K 04YMUCTKeE (AN BCEX"METO/A0B OYMCTKM)

PekomMeHayeTca, 4TO6bl n3genna 6bi1m 06paboTaHbl Kak MOXHO ObicTpee
noc/ie UCnosib30BaHMs.

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

OTKpoWiTe n3genus g pukcaTopamu, 3aMKaMm Uan NETIAMMN.

Cnefyetr cobnofafb OCTOPOXHOCTb MNpu  0obpatleHMn C  OCTPbIMK
npeameTaMm M MX O4YUCTKE. NX pekomeHAyeTcs ouunuiarb OTAE/IbHO, YTOObI
CHU3UTb PUCK NOJSTYYEHUS-TPaBM.

MpocBeTbl/KaHIOAALUNM N3NNI AOMKHbI ObiTh -00pab0oTaHbl BPY4YHYIO
nepes OYUCTKOM. CHawana MPOCBETbI/KaHINAUUM HEOOXOANMMO OUYUCTUTL OT
OCTaTKOB TKaHel. [pOcCBeTbI/KaHINALMN HEeOOX0AUMO TLLATE/IbHO OYUCTUTb
BpallaTe/ibHbIM [AB/KEHMEM, WCNOJMb3yA MNOAXOAAWME MO pasMepy LUETKM C
MATKOW LLeTUHOW, LLLeTKn AO/MKHbI NAOTHO NpuAeraTb. Pasmep LUETKW JO/MKEH
OblTb MPAKTUYECKN, paBeH AvamMeTpy NpocsBeTa/kaHiNAUUM Ana ouncTku. Mpu
NCMOMb30BaHNMN “C/IMLLKOM OONbLUIOA WAN  CAUIIKOM MaeHbKOW LIeTKM 1o
CPaBHEHUIO C=.JIMaMeTpOM MpPOCBETA/KaHIIALMN  HEBO3MOXHO  [0OMTbLCH
3PPEKTUBHOW QUNCTKN NOBEPXHOCTU NPOCBETa/KaHIONALNN.

3amouute M/ wuAM NPOMOWTE.’ CUNbHO  3arpsisHeHHble  WUAN
KaHIONMPOBaHHblEe  M3LeNWiA  nepef OYWETKOM AN pasMmsaryeHus  NHObIX
MPUCOXLIMX )3arps3HEHU WM OCTATKOB TKaHeld. Vcrnonb3yiiTe HeWTpasibHbIiA
WA cnabblid LWEeNoYHOM pacTBOP YMCTALLErO cpefcTBa. Cnefyiite MHCTPYKBUAM
NPOV3BOAUTENA UNUCTALLEro CpeacTBa AJs COOMIOAEHUS BPEMEHU BbIAEPXKKM,
TemnepaTypbl, KayecTBa BOAbl W KOHUEHTpauuu. [ns npomblBaHWASW3aenui

MCMOAbL3YTE XONOAHYIO BOAONPOBOAHYHO BOAY.
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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 HeoBXOAMMO UYUCTUTb OTAENbHO OT/IOTKOB M
KOHTENHepoB [N WHCTPYMEHTOB _MpousBoguTens. Ecnm  npumenumo, Ans
npouecca O4YMCTKA HEOOX0AUMO YAaNUuTb KPbILUKN C KOHTENHEPOB.
OuncTKa —py4HON mMeToA
1 MpomoliTe  3arps3HeHHOe-. u3genne  Noj  CTpyels- XONOAHON
BOAONPOBOAHOM BOAbl B TeUEHME-HE MeHee ABYX MUHYT. VcnonpsyiiTe LUETKY C
MATKOW LEeTUHON ANA yAaneHUs KPYnHbIX 3arpsa3HEeHN 1 0CTaTKOB TKaHel.
2. 3amounTe wu3genne B ~HENTpasbHOM WM CNaboLlelo4HOM pacTBope
YMCTALLEro CpeacTBa MUHUMYM Ha fecaTb MUHYT. Cnegyinte UHCTPYKUWSM NO
NPUMEHEHWIO, NpPefocTaBNeHHbIM MPOM3BOANUTENEM (EPMEHTHOrO OUYUCTUTENS
WM YUCTALLEro CPeacTBa, Afg CO6MOAEHNSA BPEMEHMN BblAepXKKKM, TemnepaTypbl,
KayecTBa BOAbl M KOHLEHTPaL K.
3. MpomoiTe n3genne XonoLHOW BOLOWA B TeYEHME HE MeHee ABYX MUHYT.
Vicnonb3yiitTe wWNpuLbl;=ANNETKN WM BOASHbIE (DOPCYHKM ANS NPOMbIBaHUSA
MPOCBETOB, KaHaN0B N APYTUX TPYAHOLOCTYMHbIX Y4aCTKOB.
4. OunctuTe un3feAne BPYYHYID B TEYEHME He MeHee MATU MUHYT B
CBEXENPUroTOB/IEHHOM  HeMTpasibHOM WM cAaboLLesoyHoM  pacTBope
ynCTALWero cpeacrea. [ns  ypaneHWs 3arpA3HEHWn W OCTATKOB  TKaHel
NUCMNONb3yihTe LWETKY C MArKOW LWeTWHOW. Ecan--npumeHMMo, npueeante B
ABWXEHMe BCe MeCTa COefVMHEHUSs, PYKOATKM M- Apyrue NOABWKHblE AeTanu
n3genns, Ytobb-NoABEPrHYTL BCe 061aCTN BO3AENCTBUIO YACTALLErO pacTBOpa
OunwainTe wusgenve noj BOAON ANs  NPEAOTBPaLEHUs  aspo30/m3aLmu
3arpssHuTeneid._NpumeyaHune: CBEXWUIA pacTBOP.—3TO 3aHOBO MPUrOTOB/EHHbIN
YMCTbIV PacTBop.
5. TwaTtensHO NPOMONTe U3[eNUs, WEMONb3YS XONOAHYHD WAM Tenayto
BOJOMPOBOAHYO BOAY, B TeYEHME He MeHee fiByX MUHYT. Vcnonb3yinTe wnpuu,
NUNETKY.. WM CTPYK BOAbl A8 NPOMbLIBKA NPOCBETOB W KaHanoB:Ecu
NMPUMEHUMO, NpUBeLUTE B ABWXKEHWE MECTa COELUHEHWA, PYKOATKU W g4pyrve
NOABWKHbIE AeTann U3Lennsa ANa TWaTefAbHOro NpoMbIBaHMA NOA CTPYe BOAbI.
___=.BwusyanbHo ocmoTpuTe wu3peare. [losTopsaitTe warn 2-6,. f0Ka 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. ‘€lean 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 torinse thoroughly under running water, ifapplicable.

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
peutral 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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N30eNMN He OCTAHETCA HUKaKMX BUAVMBIX 3arps3HeHunu.
Y nbTpa3ByKoBOI npouecc: (3Tanbl NpeaapuTeNbHOM 04YUCTKM 1-6 HeobxoAMMO
NpoBeCTU [0 AaHHOro aTana).

7. MoAroToBbTe CBEXWIA PACTBOP, YACTALLErO CPeACcTBa 415 YbTPasByKOBOM
BaHHbl, MUCMOJb3ys HENTpasibHbIA <UAN Ccnabblid LWEeOYHON pacTBOP: UMCTALLErO
cpeactBa.  CneflyiiTe  WMHCTPYKWUSAM MO NPUMEHEHWUIO, MPeAOCTaBNeHHbIM
npon3BoanTeNieM (MepMEeHTHOrQ. OUUCTUTENS WU YMCTALLEero-CpeacTBa, Ans
COONIOfEHNS  BpeMEHW  BbIAEPXKW, TemnepaTypbl, KayecTBa BOAbl U
KOHLUeHTpauun. MprMeyaHune: CBEXMWIA pacTBOP —A3TO 3aHOBO MPUrOTOB/EHHbIN
YMCTbIA pacTBop.

8. OunwiainTe n3genne APOMU3BOAUTENS C NOMOLLbIO Y/IbTPa3Byka He MeHee
15 MUHYT, UCMONb3YA YaCTOTY He MeHee 38 KU,
9. TwaTtenbHO  MpoMoOWTE  M3genve  AenmoHu3upeBaHHoi  (DI)  wnn

ounuieHHon (PURW) BOAOV B Te4YeHMe He MeHee ABYX _MWHYT. Mcnonb3ylite
LNpu1L, NUNeTKy WUau CTPyro BOAbl A4/1 NPOMbIBKM MPOCBETOB M KaHanos. Ecnu
NPMMEHUMO, MPUBELUTE, B ABUXEHUE MecTa COeAWHEHUs, PYKOATKM W apyrue
MOABWXXHbIE AeTanu usfenvs ANns TaTebHOro NPoMbIBaHWA Mog CTPyei BOAbl.
10. BusyanbHo jocmoTpuTe u3genue. [losTopsArite warn 2-10, noka Ha
M3L4eNMN He OCTAHETCH HUKAaKNUX BUAMMbIX 3arpA3HEHUiA.

n. lMpoBeanTe/(OKOHYaTE/IbHOE MPOMbIBaHWE-W3aennd, ucnonb3ysa DI unm
PURW Bogy, B Te4eHune He MmeHee 15 cekyHa,.

12.  Bbicywwute ~ u3genuve, WUCNOMb3ys  YUCTYIO CyXyl  6e3BOPCOBYH)
OLHOpPa30BY0 (TKaHb WM CXKaTbll BO3AYX AAS MeAWULMHCKOro MNPUMEHEHUS,
Yb6enuTtecb, UTO BCe MNPOCBETbI U ABMXYLUMECH YYACTKM BbICYLUEHbI CXaTbiV
BO34YXOM.

OuncTtka #ae3nHpeKLmns

ABTOMATMYECKUIA METOA

1 [lpoMoliTe  3arpsasHeHHoe  U3AenMe  Noj  CTPyel  XOAOLHOM
BOAOMNPOBOAHON BOAbl B TeyeHWe _HE” MeHee OfHOM MUHYTbl. KpynHble
3arpasHeHns ypanuTe, WUCMOMb3ysd LWETKY C MSAFKOM LWETUHON WM MArKYH

Perucrpanus MU B Pocagpaeragzope
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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 minutes 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. OunctuTe wu3genne BPYYHYH. B TeYeHMe He MeHee [BYX “MUHYT B
CBEXENPUTOTOBNEHHOM  HEATpanbHOM  WAM  €naboLesouHOM (pacTBope
yncTawero cpeactsa. CneayinTe -MHCTPYKUUAM MNPOM3BOANTENS ~HUCTALLENO
cpeacTBa Ans CO6MOAEHMA KOHUEHTpauuu, TemnepaTtypbl, KayectBa BOAbl M
BPEMEHU BbIAEPXKN. VCNoNb3ynTe WeEeTKY C MATKON WEeTUHON, YTebbl yaanuTb
3arps3HeHns M oCTaTKuM TKaHel:Ecnm npuMeHMMO, NpVBEAUTE B [ABVKEHWe
MeCTa COeAVHEHUSA, PYKOATKM (M, Apyrue NOABWXKHbIE AeTanun ‘u3fenvs, ytobsbl
MOABEPrHYTb BCe 06/11acTM BO3AENCTBUIO YMCTALLEro pacTtBopa. Ouumwainte
n3genve noj BOZOW AN NPEAOTBPAaLLEHMS a3p030/M3aLnK.’ 3arpsasHUTENei.
MpumeyaHune: CBEXNIA pacTBOP - 3TO 3aHOBO MPUTOTOB/IEHHBIA YNACTbIV PacTBop.
3. MpomoliTe M3A4eNNe;~UCNOMb3ya XOMNOAHYI WAN “FEN/YH MPOTOYHYHO
BOAONPOBOAHYIO BOLY, By TeYeHMe He MeHee OfHON )MUHYTbl. VIcnonb3yiiTe
WNpUL, NUNETKY WKW CTRYIO BOAbl 415 NPOMbIBKM MPOCBETOB M KaHaioB. Ecnu
NPUMEHUMO, NPUBEANTE.B ABWKEHWE MecTa COeAUHEHWUSA, PYKOATKM W Apyrve
NOABVKHbIE AeTann n3fenusa Ans TwaTeNbHOro NPoMbiBaHWS Mo4 CTpyel Boabl.
4. MoAroToBbTE CBEXMIA PACTBOP YMCTALLErO CPEACTBA 415 YbTPa3ByKOBOWA
BaHHbI, MCMOMb3ys HeTPanbHbIA MK cnabblii LWeAOYHOM pPacTBOP YUCTALLEro
cpeactBa.  Crefydte  MHCTPYKUMSM MO MPUMEHEHWIO, MpPeLoCTaB/eHHbIM
npon3BoanTenemM,. hepMEHTHOrO OYUCTUTENS WAW, YUCTALLErO CPeacTBa, AnA
co6MofeHNs  BPEMEHU  BbILEPXKKW, Temnepatypbl, KayecTBa BOAbl WU
KOHLeHTpaumn.~FlpuMeyaHne: CBEXMUIA pacTBOP ~-3TO 3aHOBO MPUIrOTOB/IEHHBI
YMCTbIA pacTBOp.

5. Ounwaiite nsgenne NpPoM3BOAUTENS C;IOMOLLbIO YbTPa3ByKa He MeHee
15 MUHYT, UCNOJb3YS YacTOTy He MeHee 38 kL.
6. MpomMoiTe m3genve AenoHusMpoBaHHon (DI) wnm oumlieHHON BOAON

(PURW)-B TeyeHne He MeHee ABYX MUHYT. Vicnonb3yiTe Wwnpuw, NUNeTky niv
CTpyl0 BOfAbl AN MPOMbIBKM MNPOCBETOB. M KaHanoB. [INa OKOHYaTEeAbHOro
NPOMBIBaHUA M3aens HeobxoLMMo ucroab3osatb DI unm PURW Bogy.

7. BusyanbHo ocmoTpute wu3genue. [losTopsinTe warn 2-7, ~NOKa Ha

Perucrpanua MU B PocapgpaBrapzope
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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'li 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 3arps3HEHMWIA.

8. ABTOMaTU4YeCKas MOWKa [O/DKHA MNPOBOAUTLCS B YTBEPXKAEHHOM
MoOtoLLLe-Ae3nHpmLMpytoLLemMm 060pyaoBaHUK B cooTBeTCTBUM € ISO 15883-1 u -2
W 3KBMBANIEHTHLIM  CTaHAApTOM., 3arpy3ute KOMMOHEHTbl ~U3Jennsa B
0E3VHOUUMPYIOLWYD  MaluWHY B/ COOTBETCTBUM C  WHCTPYKLMAMKU  ee
npounsBoauTens, y6eiMBLUNCb, 4TO >KMAKOCTb MOXET CBOOOAHO--CTeKaTb MO
n3genuam n npocsetam. ABTOMaTMYecKas MOMKa MOXET OblTb BK/IHOUYEHA Kak
yacTb Ba/MAMPOBAHHOIO LMKAA MOWKW, Ae3UH(eKuMn u /MM CylWKu B
COOTBETCTBUN C WHCTPYKUMAMW npoussoguTens. lNpumep BannavMpoBaHHOro

Liykn MwuHuman MwuHnManbHaa TeMnepaTypa TwnuneTALLero cpeacTea
bHOE BO/IbI
Bpems
(MuHYTH)
MpeasapkrensHas 2 XonogHasa BOAONPOBOAHasA BOAA HenpumeHumo
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
*CcM. pasgen AoAoNHUTENbHAA MHGopMaums
Tepmuyeckas gesnHpekuma
[Ona  aBTOMATMYecKol  OUUCTKM-Ae3MHMDEKL MM npoBoaAT  TEPMUYECKYIO

Ae3VHpeKUUo-npyu TemnepaTtype He HWKe 93 °C B TeyeHWe He MeHee 5 MUHYT
(cm. OuncTka-fe3nHpeKLmMs, aBToMaTuyeCkuin metog). M3genns ¢ npocseramm
WM KaHIOZImUMAMKW  pacrofiaraloT TakuM ~ 06pa3oM, 4TOObl MPOCBETHI™ UK
KaHOALMN HAXOAWINCb B BEPTMKaNbHOM MOMIOXKEHUN. ECnv 3TO HEBO3MOXXHO
13-33_OrpaHUYEHHOro MPOCTPAHCTBA -BHYTPM aBTOMATUUYECKON/MexaHnUeCcKoi
MOEYHOM  MalUWHbl, NpY  HEOOXOAMMOCTM  UCMOMbL3YIOT  OPOCUTENIbHYIO

Perncrpanus MU B Pocanpasragsope
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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.=Bry hollow parts (lumens, cannulations) using the air jet
with medical_grade compressed air.

Inspection

Manufacturer’s instruments should be inspected after processing, prior
to steriljzation, 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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CTOIKY/3arpy30uHblii  fepxxarteslb € ~COeAUHEHUAMW, pa3paboTaHHBIMU A/1s

obecneuveHnss Haffnexallero MoTOKa, XWAKOCTel uepe3s MNPOCBETbI UM
KaHINAUUM n3genus.
Cyuwka

EcCnu UuMKN CYLIKKN He BK/IIOYEH B MEXaHNYECKYH0 MOEYHYIO MalLNHY:
TwarteNbHO MNPOCYLINTE ~KaXKA0e W3Jenne BHYTPU W/ CHapyXxu Ans
NpefoTBPAaLLEHNA NOABNEHUS PXKaBUVHbI Y HEUCNPABHOCTEN.

Mcnonb3yitTe 4WCTYIO ~MATKYI0 6e3BOPCOBYI0 OA4HOPasOBYK TKaHb BO
n36exxaHne NOBPEXAEHNS NMOBEPXHOCTK.

O6patute 0coboe BHMMaHWE 'Ha pe3bby, (hMKcaTtopbl M METIM, a TakKXe Ha
06nacTu, rae MOXET cKanjmBaTbCA XMAKOCTb. OTKPOWTE 1_3aKpoiTe n3genue,
4yTo6bl BCE 06/1aCTV OblNM-A0CTYNHbI. lMpocywnTe nonbie 4YacT (NPOCBETHI,

KaHINAUNMK).  UCMOMb3ys . BO3AYLUHYIO CTPYK CO CXatbiM BO34YXOM A1
MeANLMHCKOro NPUMEHEHUA.

MHcnekumnsa

WHCTpyMeHTbl npousdBeuTens nocne o06paboTKy M- nepes CTepunmnsauueit

H606XOAMMO NpoBEPNTH Ha Ha/Myme MHONKaTOpPOB ‘OKOHYaHUA CPOKa CﬂYM6bL

TaKUX Kak:
4nMCTOTa; €CAIM BO BpPeMs OCMOTpa QBGHApPYXXMBAKOTCA OCTATOYHbIE
3arps3HeHMs, NOBTOPsTE 3Tamnbl OYNCTKU ANA 3TUX U3AENUiA, NoKa C HUX He
OyaeT yaaneHbl BCE BUAMMbIE 3arpPA3HEHUS;

OcTaTO4YHas Bnara; TUlaTeslbHO OCMOTPWUTE MPOCBETbl W3AeNuUs M
ABVXyLMecs (yacT. Ecnm obHapy)eHa Bnard, cnefyeT BbINOMHWUTL PYYHYHO
CYLLKY.

MOBPEXAEHUA, BK/KOYasA, HO He OrpaHunynBascb, KOpposueld (Harnpumep,
PXaBYMHOM, ) 'TOYeYHOW  Koppo3wuen), -0b6ecLBeyrBaHMEM,  U36bITOYHBIMM
LapanuHamu, oTcnanBaHueM, TpeLLMHaMu. A N3HOCOM,;

Hagnexawlee (YHKUMOHMPOBAHME;. BK/OYas, HO He OrpaHM4uBaschb,
OCTPOTON. PEXYLLNUX UHCTPYMEHTOB, U3FMOOM TMOKMUX U3LENUiA, NOABMKHOCTLIO
neTeAb/COeJUHEHNIA/3aMKOB 1 NOABUXKHbIX [eTaneli Takux Kak PYKOATKW.

Perncrpanma MU B Pocagpaeranzope
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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. Additienally, use an appropriate sterilization wrap or re-usable
rigid container system for sterilization, such as a sterile barrier system
accordingstor 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

Steami (moist heat) sterilization shall be performed in a locally approved,
pre-yvacuum (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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(ukcaTopbl M MyThl. MOBPEXAEHHBIE UM U3HOLLIEHHbIE W3LENNS HE- JOMKHbI
MCMONb30BaTLCS.

Bonee nofpo6Hble  UHCTPYKUWUW,. ‘N0  KOHTPOMO  (DYHKLMOHAMBHOCTM 1
VHAMKATOPaM OKOHYaHUA CPOKa “CNny>KObl MOXHO MONYYUTb /Y, MECTHOrOo
TOProBoro npeacTaBuTens nnm 3arpysuTb c Beb-caiiTa

http://www .depiivsvnthes.com/ifu.

CMaXbTe WHCTPYMEHTbI C MOABVIKHBLIMU  YacTsaMMU,
WAPHMPbI,  NPY>XWHEHHble W@PUKOMOAWMNHUKA 1N [eTanu C  pe3bOoil.
PekomeHfyeTCA CMasblBaTb W MPOBOAUTbL  TEXHWUYECKOe ~ 06CNyXuBaHMe
WHCTPYMEHTOB NPOU3BOANTEAS TONBKO CreynanbHbIM Maci10M_NPON3BOANTENS.
Pa3obpaHHble M3g4enns HeobXoAMMO cobpaTb Mepef CTepuansauuein, ecnm He
yKazaHO MHOe WK eCcniv KOHTEeNHep He npucnocobseH Ans=co6paHHOro n3genus.
Bonee noApo6HbIE MHCTPYKLMM MO AEMOHTaXY MHCTPYMEHTA MOXHO MOMYYUTb
Yy  MECTHOro TOProBOFO NpeAcTaBUTeNs  WAM  3arpy3nTb  Ha  caliTe
http://www.dcpuvsvnthes.com/ifu.

YnakoBka

MomecTnTe oOuNW,EHHbIE CyXWe W3[eNns Ha COOTBETCTBYHOLLEE MeCcTO B
KOHTeHepe npowssBoauTens. B gononHeHue WUCMONb3yWTe MNOAXOAALLYHO
yNakoBKYy — ANs . CTepuaM3aumm  WAM  CUCTEMY. JKECTKUX  KOHTeiiHepoB
MHOFOKpPaTHOro MPVMEHEHUS O/1F CTepun3alum;-Takue Kak cUcTeMa 3aliuTbl
CTepunbHOCTM cornacHo 1SO 11607. Heo6xoaumo cneauTb 3a Tem, 4TOObI
NMMNaHTaTbl, OCTPOKOHEYHbIE W OCTPble WHCTPYMEHTbl HE KOHTaKTUPOBaM (C
APYTrMKN 06bEKTaMU, TakK Kak OHVM MOTYT NOBPeAnNTbL NOBEPXHOCTb.
Crepununsayus

TaKUMW =KaK MeTnm wu

Ctepunusains napom  (BNakHbIM  >KapoOM)  AOMKHA  MPOBOAMTbLCA. ) C
NCMONb30BAHWEM  NIOKaNbHO  paspeleHHoM  UuKfie  npeaBapuTesbHOro
BaKyyMUpOBaHUs  (NPUHYAUTENbHOE - yAaneHWe  Bo3ayxa).  [lapoBoit

CTEPUNN3ATOP LO/MKEH OblTb YTBEPXAEH. B COOTBETCTBMM C TpebOBaHUSAMM
MECTHbIX-CTaHJapTOB U PYKOBOACTB, Taknx Kak EN 285 nnn AAMI / ANSI STS.
MapoBoii CTepUAU3aTOpP [JO/MKEH ObiTb YCTaHOBMEH W 06CNYXWUBATbCA B

Perunctpanna MU B PocangpaBranzope
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removal (pre- 3 134 °C 20 minutes

vacuum.

minimum three

pulses)

* 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 fime. The user should employ verifable methods (e.g. visual
inspections) to confrm adequate drying. Dry times generally 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 €r0 NPOU3BOAUTENS W JIOKAIbHbLIMM
TpeboBaHMAMKN. Y6eauTecb, 4YTO BbIOpaH LUWMKN MapoBOro CTepuansarTopa,
KOTOpbI nNpeAHa3HayeH AN yfaneHus Bo3gyXa U3 3arpy3oK MOPWUCTLIX WK
n3genuini ¢ NpocBeTaMn B COOTBETCTBMM C UHCTPYKLMAMUW MPOU3BOAUTENA U He
MpeBbILLaeT MaKCMMaNbHYHO 3arpy3ky cTepuimsaropa.

Cnegyrouwme LIUKnbI cTepuansaynn napom ABNAKOTCA npmumepamu
Twvn unkna MwuHnManLHOE Bpems MuHumansHas MwuHumansHoe
BO3/eNcTBMA npu Temneparypa BPEMSA CYLLUKN*
cTepunusauny (MUHYTbI) BO3feicTBuA npu
cTepuamnsauunn
MpegBapuTensHoe 4 132 °C 20 MUHYT
BaKyyMuMpoBaHue
MPUHYANT eNnbHOe
yAasneHune so3gyxa
HACBILLERHBIM 3 134 °¢ 20 MUHYT
napom
(thopBakyym)
(He meHee Tpex
UMMY/bCOB)
*Mpn NPUMEHEHUN BPEMEHWU CYLLKW A5 KOHTEWHEpOB NPOW3BOAUTENS W KX
BCNOMOraTe/ibHbIX", KOMNOHEHTOB, MOXET I'IOTpe6OBaTbCFI BpeMA  CYLUKH,
BbIXOfAllee 3@, MNpefenbl  CTaHLAPTHbIX =-fapaMeTpoB  MeWLMHCKOro

npeaBapuTeNbHOLO BaKyyMUPOBaHWS. ATO OCOGEHHO BaXKHO AN MOMUMEPHbIX
(NNacTMKOBbLIX) | KOHTEAHEPOB/NIOTKOB,  WEMO/Mb3YEMbIX  COBMECTHO /'C
BbICOKOMPOYHbLIMU HETKaHbIMW  YNAaKOBOUMHbIMKM  MaTepuanamu  [fis
cTepunusauyin, [eiicTeytollee peKOMeHAyeMOe BPeMs CYLUKN AN KOHTeliHepos
NPOM3BOAMUTENS MOXET BapbMPOBATbCA -~ OF CTaHAAPTHbIX 20 MUHYT [0
YBENMYEHHOro BpeMeHV B 60 MUHYT. BPEMS CYLUKM ualle BCEro 3aBUEAT OT
HaMUMS ~NONMMEpPHbIX (NNACTUKOBbIX). YMaTepuanos; CfeaoBaTe/lbHO . TaKue
N3MEHEHWUs, KaK yaaneHne CUMMKOHOBbIX KOBPUKOB W/MNN U3MEHEHUE CUCTEMDI
3aLUTEl CTEPUILHOCTY (T.€. 3aMeHa YaKoBOYHOro MaTtepuana 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 deviee. 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 sresult. 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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NEerkyt) MOXeT CHU3UTb HeobXOoAMMOE-BpemMsa CYLIKW. [Monb3oBaTesb. JOMKeH
MCNONb30BaTb MeTOAbl, MOAJAlOLMECH NpoBepke (Hanpumep, BU3YyabHbIiA
KOHTPO/b) ANA NOATBEPXAEHWUA Hafnexalleid Ccylwkn. Bpems cyLliki '06bI4HO
BapbumpyeTcs oT 20 o 60 MUHYT M3=3a pa3Munii B YyNaKOBOUHbIX-MaTepmanax
(cucTema 3awmTbl CTEPUNLHOCTU, “HAMPUMEP YNakKoBKa 415 CTepuan3auuy um
CUCTEMbI XKECTKMX KOHTEHepOB -MHOIOKPaTHOr0 NMPUMEHEHNWS), KadecTBe napa,
martepuanax usgenus, obuieii Macce, NPOU3BOAUTENILHOCTI CTepuan3aTopa n ns-
3a Pas/INYHOrO BPEMEHU OXNTAXKAEHNA.

[ononHnTenbHasa nHhopmaumns

JononHutenbHas UWHGpopMauus, Kacalowascs WUCMNoNb30BaHMS BO  Bpems
Ba/MAaUMM  CneumanbHbIX - UNCTAWLNUX CPeLCTB, Y/bTPa3BYKOBbIX MOEYHbIX
MaLUnH, YUCTAWMX N Ae3nHPULMPYIOLWMX CPeACTB, YNaKoBOYHbIX MaTepuasnos
WM CTEPUNN3aTOPOB, MpedocTaBnseTcs no 3anpocy. [lpu.Banujauumn faHHbIX
WHCTPYKUMA N0 NOBTOPHOM  06paboTKe  MNpOM3BOAMTENb  MCMOMb30BaN
crepytoulee:

- PyyHasd ouucTKa:' pyyHas npeaBapuTeSibHag- “QuYUCTKA C  3H3UMHbIM
ynuctawmm cpeactsom=Enzol 8 mn / n npu 16-17 °Ci4 ynbTpa3ByKoBas 0UMCTKA
C 3H3MMHbIM YnUCTAWKUM cpegcTBom Enzol 8 mn/ n npw 18-25 °C.

- ABTOMATMYeCKas  O4YMCTKA:  pyyHasd ) «ApefBapuTesibHas  O4YMCTKa
3H3UMHBIM  yucTAWMM cpeactsom Enzol 8 mm / n npn 16-17 °C un
YNbTPa3BYKOBasA “OYNCTKA C IH3UMHbBIM YMCTALWMM CpeacTBOoM Enzol 8 mn/ n npn
1825 °C. [esuHpeKumMoHHaa ouucTka Boaoir (Oumctka 1) C nomoLybo
3H3UMHOro oynctutens Prolystica 2X KoHueHTpauum 1 wmn / n npu 23-26 °Cl'u
(Ounctka 2).C NOMOLLbI HeRTpanbHOro umeraulero cpeactea Prolystica 2X71
M/ n npn 4446 °C.

- BesgopcoBas TKaHb: Berkshire Durx-670.

MHopmaLa no ouncTke 1 cTepunmsalnuy fpeacraB/ieHa B COOTBETCTBUKE:ISO
17664.
PekomeHnaaLun,
MeLVNLUHCKOro

npeactaBneHHbIE
n3pgenna  Kak

Bbillie,
nosgonsaLime

Ba/IMAVNPOBAHbI
obpaboTatb

nponssaanTenem
HeCcITepuiabHoe
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corrosion and rust. Incorrect or careless handling (e.g. damage to the
surface) and attacks of a chemical, electrochemical 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 resistanee and high cutting edge retention. These steels are used for
cutting anddsharp-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=41 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 npousBoanTensg. “Ha onepatope NeXWUT OTBETCTBEHHOCTb
no BbIOOPY MaTepuanos, 060pyAOBaHWS W MepcoHana Ans obecrneyeHus Toro,
4yTo6bl 06paboTKa AOCTUraNa XenaeMoro pesynbTata. ATo TpebyeT BaAnAaLMmN 1
eXe[JHEBHOr0 KOHTPONA npotecca. AHanormyHbiM o6pas3om, nt060e-0TKIOHEHNE
B paboTe onepatopa, OCyLeCcTBAAKOLWEro 06paboTKy, OT MpefCcTaBNeHHbIX
PEKOMEHAALMIA [OMKHO ObITb TLLATENbHO OLLEHEHO Ha MpeaMeT APGPEKTUBHOCTU
1 BO3MOXHbIX HEOMaronpuATHLIX-A0CNEeACTBUIA.

XMMMYECKOe KayeCcTBO BOfbl,~MCNOMb3YyeMO BO Bpems 06paboTkM, MOXeT
NoBNMATL Ha 6e30MacHOCTb W3Aenus. YupexaeHus [O/MKHBF UCMO0/b30BaTb
PeKOMeH[oBaHHble TpeboBaHWUg K KayeCcTBy BOAbl 419 MNOBTOPHOM 06paboTKM
N3[enna B COOTBETCTBUW C IOKaNbHbIMK pyKoBoacTBamu (Taknmmm kak A1RI TIR

34, Bopga pana  nepepab0TkM  MEAUUMHCKUX  W3LENWIA) W HACTOALLMMM
NHCTPYKUUAMU MO NPUMEHEHMIO.
COBMECTMMOCTb MaTepnanos WHCTPYMEHTOB n UMMNNaHTaTOB

npou3BOAUTENS NPU KAUHWNYECKO 06paboTke

3HaHMe WCMNoNb3yeMbiX-MaTepnasoB U UX CBONCTB -BaXHO A11 06ecneyeHums
Hagnexallen o6paboTky 1 06CNY>XKMBAHUSA MHCTPYMEHTOB.

HepxaBetowas cTanb

WHCTpYMEHTbI  MpPOM3BOAMTENS  MPEUMYLLECTBEHHO  M3roTaBAMBalOT U3
KOPPO3MOHHOUNX)AKNX CTanei, y3HaBaemblX MO-BnecTawemMy WM TYCKIOMY
MeTanIMYecKoMy- LBeTy. bnarofaps BbICOKOMY ~COLEPXaHUIO XpoMa N HUKens
KOPPO3MOHHO-CTOMKMEe CTann 06pasytoT 3alUTHbIA CNOM  OKCcuAa Xpoma,
M3BECTHbIA KakK/ WHepPTHBbIA CNOIR, Ha NOBEPXHOCTN MeTanna. [aHHbliA NHEPTHBLIN
C/IOW 3aliMLABT MHCTPYMEHTbI OT KOPPO3WW-IpXXaBUMHbI. HenpasunbHOe W
HebpeXxxHoe (0bpalleHne (Hanpumep, MNOBPEXAEHMe MOBEPXHOCTH), a Takxe
XVMUYECKUE;) ~INEKTPOXMMUYECKME U _(PU3NYECKMe  BO3AENCTBUA  MOFYT
He61aronPUATHO BAUATb HAa KOPPO3MOHHYHO CTOMKOCTb.

Wcnonb3ytoT fABa Tuna HepXkaBerollel CTanu, OTIMYaloWMXCa Mo COCTaBy W
CBOMCTBAM:

MapTeHCUTHble CTanu — KOPPO3MOHHO-CTOWKME CTaiu, Ha . BbICOKYHO

Perucrpanua MU & Pocagpaeranzope
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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 BAWATe W PerynMposatb C  MAOMOLLbIO
TepMoo6paboTKK, 06NnafaldT  BbICOKOW  WM3HOCOCTOMKOCTHIO U+ BbICOKOM
CTOMNKOCTBIO pexyLleid KPOMKWU. [aHHble CTann MUCNob3yT 419 NPOU3BOACTBA
PEXYLUMX N 3a0CTPEHHbIX UHCTPYMEHTOB, Hanpumep, CBepA, ro/loBOK pUMeEpPOB,
WA, 6OPOB UM PEXYLLNX KPOMOK-LUMMLOB.

AYCTEHUTHbIE CTan, KOTOPble HEeMb3d 3aKauMTb NpU TepMoobpaboTke,
06n1afaloT  BbICOKOM  KOPPO3UOHHOW  CTOMKOCTbIO,  3NMaCTMYHOCTBIO U
MPOYHOCTbIO, KaK NpaBuio, ABASIOTCA HEMArHUTHbIMW. OTW CTain UCNOMb3YIOT
ANA NPOU3BOACTBA HEPEXYLIMX WHCTPYMEHTOB, HampuMep,= HanpaBuTenein
cBepna, nuameputeneit n NpuUeabHbIX NPUCNOCO6IEHNIA.

Mpon3BoanTeNb  PEeKOMeHAYeT  WMCMOoNb30BaTb  AE3VHPULMPYOLKE,
YMCTALLME UK MOKOLLME CPeAcTBa C ypoBHeM pH 7—11 ans.BCex HepXKaBeroLwmnx
cranei.

ANOMWUHWRA, TUTAH 1 eFO_CNaBbl

Tak Kak antoOMUHWIA ABASIETCA NIEFKUM MaTepuanom, ero-Menonb3yoT, Hanpumvep,
ANA rpaUyecKnX KOHTEMHEPOB, PYKOATOK W HEKOTOPbIX ApYrux fAeTanei
WHCTPYMEHTOB. B pesynbTaTe 3M1EKTPOXMMUYECKOW. 06pabOTKM MOBEPXHOCTM
(aHogupoBaHue, «Ematal» wunu TBepaoe aHOAUPOBaHME) Ha  aNKOMUHUK
06pasyeTcsi CTOWKNIA OKCUAHbIV CNOM, KOTOPbIA MOXET OblTb OKpaLLEeH.

TwuTaH M TUTAHOBLIE CNMaBbl LUMPOKO WCNONL3YIOT. B KayecTBe MatepuanioB A/
nMnnaHTaToB. MpY NPoM3BOACTBE MHCTPYMEHTOB TUTAH UCMO/Mb3YHT TONbKO B
HECKOJIbKMX CNyYyasx, B OCHOBHOM, A5 LIBETOBOLO KOAMPOBAaHWUS UHCTPYMEHTOB.
MoBepXHOCTb (TUTAHOBbLIX CM/aBOB TaKXe 00pabaTbiBAOT 31EKTPOXUMMUYECKU
(aHoaMpoBaHUE), Nony4Yas CTOMKWUIA OKCUAHbLIA €101, C NOMOLLbIO JaHHOTO CAlo%
MOXHO NpugasaTb pas/inyHble LBETOBbIE OTTEHKM.

XO0TA aHOAMPOBaHHbIVA aNtOMUHWUIA, TUTaH-W-ero cnnaebl 061a4al0T XOpOoLuen
KOPPO3UOHHON CTOMKOCTbHD, KOHTAKT C,CWNbHOLLENOYHBIMN YNCTALLMMUS NN
AEe3UHPULMPYIOLWNMY CpeAcTBaMK, a TakXKe C pacTBOpamu, COoAepXalnmMn nog
NN COMM-HEKOTOPbLIX META/INIOB, MOXET-NPUBECTU K XMMUYECKOMY BO3AEACTBUIO
N PacTBOPEHMIO MOBEPXHOCTM B BaBMCMMOCTM OT COCTaBa KOHKPETHOrO

Peructpanusa MU B Pocsapasransope
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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,isecretions 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 ‘vany contact with these ions to a minimum. Rinse instruments
thoreughly 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(pULMPYIOLLNE, ‘YUCTALLme
WM Morline cpeactea € ypoBHeM pH 6-9,5. Mpoaykums c 605ees BbICOKUM
ypoBHeM pH, ocobeHHO ¢ ypoBHeM-pH Bbille 11, MOXET MCMOo/b30BaThbCA Mpu

cobnogeHnn TpeboBaHWA K COBMECTMMOCTM MaTepuanoB, yKasaHHbIX B
TEXHMYECKOM  MacrnopTe W =ApYron  uHpopMauun,  npesocTaBieHHON
MPOV3BOANTENIEM YMCTALLErO CPEACTBA.

lMnacTmaccsl

Ana  onpefeneHHbIX — YacTeil  WHCTPYMEHTOB,  HanpuMep,  PYKOATOK,
PEHTreHONpo3payHbIX [AeTaneid, WCNOMb3yHT pas/IMyHblE. _nnacTmaccel. B
HEKOTOPbIX  C/lyyasX KpPOMEe YMCTbIX MaacTMacC TakXe  WUCNOoNb3ykT

KOMMO3WUTHbIe MaTepuasbl; Hanpumep, Noxoxas Ha AepeBo. (heHONbHas CMOna,
YCW/IEHHasA BOMOKHaMW, A5 PYKOATOK OTBEPTOK, pacnajopos, A40N0T U T.4., WK
MaacTMacchbl, YCWUIEHHbIE YINepOLHbIM BO/OKHOM AJ1F PYKOATOK MPULEbHBIX
NPUCNOCOBNEHNIA.

Bce wucnosb3yemble /“As1acTMacCbl  CMOCOOHbI  BblAEPXMBaTbL  Hafnexallyto
06paboTKy. HekoTopble nnacTMaccbl MOTFyT pasmgryatbcsi Mpyv  NapoBoOW
cTepunnsauuun, HO--He MOABEpralTCcA HeobpaTumoi gdetopmauuv npu
HOpMas/ibHbIX Temneparypax crepunusauumn Hwke, 140°C. Tem He MeHee,
maTepuman MOXeT 6biTb NOBPEXAEH, HanpuMep, NPt NOBTOPHOM MOTrPY>XEHUMN B
Je3snHpuUMpylowe cpeactsa € YpoBHeM pH.  BbIXOZAWMM 33 Npeaesbl
Anana3oHa 4-9;5,/Unn npu 4ype3mepHOM Hanps>keHun. Kpome TOro, HEKOTOPbIE
cpencTBa  Ang (_ONONAcKMBaHWA MOTYT TMNPUBECTM K 00ecuBeYMBaHUIO WK
MOBbLILLEHNIO-XPYNKOCTU MNacTMacc WAN -~ KOMMO3UTHLIX MaTepuanos npu

MHOTIOKpPaTHOM MCNOJ/Ib30BaHNN.

MaTtepuan Temnepatypa* YposeHb pH
HepyagetoLijas [o 149X 7-11

cTa/b

ANOMUHNR [o 150°C 6-9,5

Perucrpanus MU B Pocappasransope
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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 usesextra 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 yUnTbIBAKOT CBOMCTBA MaTepuaios
1 napameTpbl 06paboTKM, NpoLLeALne BHYTPEHHIOK BanugaLmio.

MPUYNHBI KOPPO3UK N U3MEHEHWS NN NOBPEXAEHNSA NOBEPXHOCTU
MOBEPXHOCTb MHCTPYMEHTOB MOXET MOABEPraTbCs arpecCMBHOMY: BO3AeCTBUIO
AU MOBPEXAEHUIO MpPW HEMpaBWIbHOM 06paweHnM WM TIpU  KOHTaKTe ¢
pasnuyHbIMKM  BewecTBaMu. _[MOHMMaHWe Cneayrowmx BO3MOXKHbLIX MPUYKH
KOppo3uv 1 MOBPeXAEeHUS= MmaTepuana MOXeT MNOMQYb’ M36exaTb UX
BO3HUKHOBEHWSI.

KpoBb, FHOW, BblgeNeHUd W-T.4.

Bonbluas YacTb XXMAKOCTEN, N OCTATKOB TKaHeil opraHuaMa yesoBeka CoLepXuT
MNOHbI XN0pa, KOTOpbIE JMOryT TMpPUBECTM K KOPPO3WW;’ ecinm OCTaBUTb WX
NPUANMAWUMN  UAN  NPUCOXLLIMMN K UHCTPYMEHTY ~H& A/NUTENIbHOE BpPEMS.
CnepoBateslbHO  MHCTPYMEHTbl  HEO06XOAMMO — ouymillaTb M BbICyLUMBATb
HeMeANeHHO MOoC/e KaXKA0ro cnonb3oBaHus.

ConeBble pacTBOpAI,*MOAHbIE HACTOWKN, BOAA

WoHbl xnopa u Moja B AaHHbIX pacTBopax MPUBOAAT K TOYEYHON KOppO3MW.
Cseante N06OM. KOHTAKT C [aHHbIMW MOHAMU 40 MUHUMYMa. TuaTenbHO
MPOMOIiTe WHCTIPYMEHTbI [AUCTUNNMPOBAHHONM “JBOAOA* [ANA  yAaneHWs BCex
0CTaTOYHbIX MdTepVanos.

OO6blyHas BOJOMPOBOAHAA BOAA TaKXKE 4acTO-COLEPXMUT XM0pUabl, a TaKXKe
BbICOKME KOHLEHTpauuu [LpYyrux MWHEpanoB; KOTOpble MOryT 06pa30BblBaTh
cnegbl C 4YeTKO 0603HAYEHHbIMU KpasMu—Ha MOBEPXHOCTN WHCTPYMEHTOB.
OO6bIYHO WX IMOXHO YyAanuTb AWCTWUIMPOBAHHON BOAOW™* M Heabpa3vMBHLIMM
YNCTAWMMU) CpeAcTBaMN ANA HepKaBerlowlein crtanu. Hukorga He ocTaBasnTe
nexaTb BAAKHbIE NHCTPYMEHTLI, BCerga-cpasy npocylusaiite nx. ObpazoBaHue
KOHZEHCAUNOHHOW Bfary BO BPEMS_CTEPUAN3ALUN MOXHO K36eXaTe nyTem
YBENNYEHNA (hasbl CYLLUKN.

Peruncrpanns MU B Pocampasragzope
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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
increasestheir susceptibility to corrosion.

Note on-latex

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

Note'on Manufacturer’s Special Qil

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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* N AUCTUNNIMPOBAHHON BOAbl PEKOMEHAOBaHA 3/1eKTPONPoBOAMMOCTL < 0,5
MKCM.

Unctdawme, fe3sHULMPYIOLL e CPEACTBA, CPEACTBa AR ONONaCKUBaHNA 1
Apyrue BcnoMmoraTtefibHble cpeAcTBa

N36bITOYHbIE KOHLEHTpPaLMW [aHHbIX MPOAYKTOB, a TakXXe CUILHOKUCIOTHBIX
WAW CUTbHOLLENOYHbBIX YNCTALLMX-CPEACTB MOTYT BO3[eiiCTBOBATE Ha 3allUTHbIN
OKCWUIHbIWA C/OW HepXaBetowwed ~cTann, TuTaHa U alOMUHUA M- APUBOAUTL K
Koppo3uu, 06ecLBeYMBaAHNIO W-LPYTUM W3MEHEHUSM MaTepuadoB, CBOMCTB U
COCTOSIHWUSA NOBEPXHOCTU. [Mpn Ucnonb3oBaHUM MOJO6HOM NPOAYKUMU BCerja
cobnofaiTe peKoMeHAauMm ‘e NPoU3BOAUTENS B OTHOLUEHUW KOHLEHTpaLuu,
BpeMeHW  KOHTaKTa, TempepaTypbl UM COBMECTMMOCTW  maTepuasnos.
PekomeHayeTca MCMOMb30BaTh mMartepuansl C YpoBHeM pH<B.Ananas3oHe oT 7 [o
9,5. Mpu MHOroKpaTtHOM/ W AJIUTENbHOM WCMO/b30BaHUU ‘HEKOTOpble CpeacTBa
AN1f OMONackuBaHWs MOTYT arpeccMBHO BO3AENCTBOBATb Ha HEKOTOpble
nnacTMacchbl U NPUBOAUTL K 06eCLiBEYMBaHMIO M MOBbILLIEHNIO XPYNKOCTU. Ecnn
WHCTPYMEHTbI OYMLLalOT B aBTOMAaTMYECKON MOEYHOW-MallvHe-4e3nHDEKTOopE,
crefyinTe yKasaHusMy MPOW3BOAMTENE MOEYHOR-. MalluHbI-Ae3nH(eKTopa,
YNCTALLUUX CPEACTB, CPEACTB 471 OMONACKMBAHMA W.APYTrvX BCMNOMOrartesibHbIX
CPeAcCTB.

CTanbHble MOYAAKW, CTalbHble LWeETKW, MNUAKN W Apyrve abpasuBHble
yncTal e cpefecTaa

Hukorga He wcnonib3yinTe [ANns  OYUCTKM  XUPYPrUYECKUX WHCTPYMEHTOB
CBEPXTOHKME MAN HOPMasbHbIE CTa/lbHble MOHYaNKW, CTajlbHble LLETKW, MUKW
WK Jpyrue YUCTALLMe CpeCcTBa C abpasvBHbIM AeiiCTBMEM Ha MeTa/lbl, TaK Kak
3TO MPUBELET)K MEXaHNYEeCKOMY MOBPEXAEHUIO UHEPTHOro Cnos, Befyllemy.’ K
KOPPO3MK W HENCMPaBHOCTH.

KoHTakT/Mexay NHCTPYMEHTaMu, U3roFOBEHHbIMW U3 Pa3HblX MeTanioB
Ecnm  MHETPYMeHTbl U3 HepXaBelowel' CTann [ONro  KOHTaKTUPYHOT C
WHCTPYMEHTaMW  C  MOBPEX[JEHHOW- ~TOBEPXHOCTbIO U OLHOBPEMEHHO
CMaumMBalOTCA 3NIEKTPONIUTOM, B MeCTaX KOHTaKTa MOXEeT 06pasoBartbcs
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pxaBuunHa. MNap, BoAa, pacTBOpbI A/18 YABTPa3BYKOBOW OUYMUCTKU, a TaKXKe apyrue
XWULKOCTU W pacTBOPbl MOryT BbICTYRaTb B KauyecTBe 3/1EKTPONIUTOB. Takume
SBMEHWUA  UMHOrJa HabniojalTcs . ApY  aBTOMATUYeCKOM  OYUCTKe.  Yike
06pa3oBaBLUMECS NPOAYKTbl KOPPO3WA MOTyT NEPEHOCUTLCA Yepe3 3AEKTPONUTLI
Ha ApYyrue MHCTPYMEHTbI, NPUBOASA K 06pa30BaHNIO PXXaBUMHbI HAMOBEPXHOCTH.
Mo BO3MOXHOCTW WMHCTPYMEHTbI;~W3r0TOB/IEHHbIE W3 Pa3/IMYHbIX-MaTepuasnos,
[OO/MKHbI  MPOXOAUTb  OUYUCTKY =M CTepunin3aumio  OTAeNbHO ~Mpu  3ToMm,
WHCTPYMEHTbI CO ClieflaMn KOpPOo3UM UK PXKaBUMHbI LO/MKHbI 6bITh UCKNHOYEHbI
N 3aMeHeHbl Ha YUCTble UHCTPYMEHTbl. WHCTPYMEHTbI AO/MKHBI NofBeprarbes
OUYNCTKE B OTKPLITOM W pa3obpaHHOM COCTOSHUWM ANA NPeAoTBPALLEHNA He
TONbKO HeHaj/iexallleld OYUETKN, HO U KOHTaKTHOM KOppOo3uy 1 Koppos3un npu
TPEHWUW. WIHEpPTHbIA CNoW~B LWENsiX W CTbIKOBOYHbIX “WWBax MOXeT ObITb
MOBPEXAEH NPU XMMUYECKOM WM MEXaHUYECKOM BO3AeMCTBMU, YTO NPUBOANT K
KOppo3uu.

HeHaanexauias cmaska

MofABWXHblE feTann WHETPYMeHTa, Hanpumep, LIapHWUPbl, CKONb3ALMe AeTanu,
CbeMHble Pe3bO0Bble COeUHEHNA WU T.4., HEOOXOAWMO PErynspHO CmasblBaTb.
MOCTOAHHOE MeTa//M4ecKkoe TpPeHue YBennyMBaeT . _NOBPeXAEHNEe WHEPTHOro
CNos W, Takum 06pa3oM, 3HaYMTENbHO MOBbILIAET \PUCK Koppo3uun. He cnesyet
CMa3blBaTb UMMNAHTATbI NPOU3BOAUTENS.

OcCTaTOYHble YUETALLME CPEACTBA HA YNAKOBOYHOM MaTepuane

Matepvan, ucnoab3yeMblid AN YNakOBKW W3LENWIA, He [O/MKEH COAepXaTk
OCTaTOYHble KOAMYECTBa UUCTAWMX CPeACTB- M ApYruMx BellecTB. [JaHHble
OCTaTOYHble ~KONMNYECTBa MOTYT MEPeHeCTUCh Ha MOBEPXHOCTb W3LeNns- ¢
ncnapeHneMm MMoryT B3aMMO/EeNCTBOBaTb C AOBEPXHOCTHIO.

N36bITOUHOE HanpsXXeHNe NHCTPYMEHTOB

NHCTpyMeHTbI pa3paboTaHbl TONbKO [AS. ONpPefeneHHOW Lenn u  LOMKHbI
MCMonb3oBaThCs COOTBETCTBYHOWMM 06pa3oM. HeHafnexallee vcCrnosib3eBaHve
MOXEeT.“MpuBeCcTM K  WM3ObITOYHOMY  MEXaHWYEeCKOMY  HarpsKeHuto,
HEWCAPABHOCTU U HeobpaTUMOMY MOBPEXAEHWUIO WMHCTPYMEHTA, 4TO, B CBOM
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oyepefb, YBeNNYMBAET UX MOLBEPXKEHHACTb KOPPO3UN.
MpumeyaHne OTHOCUTENIbHO NlaTeKca

Tak KaKk WHCTPYMEHTbl MPOM3BOAUTENS HEe COAepXaT faTekc,
6e30nacHoO 1cnonb30BaTh A0S NaLUEHTOB C annepruein Ha naTekc.
MpumeyaHune o cneynanbHOM Macse Npon3BoANTENA
CneuunanbHoe Macno Synthes ABASETCA CUHTETUYECKMM Mac/iOM /W5 HETOKCUYHO.
Ans cMas3km 1 TEXHUYECKOro  00CNyX1BaHWA WHCTPYMEHTOB /RAPOV3BOAMTENS
PEKOMEHAYeTCS UCMNONb30BaTh TO/IbKO CreLuaibHOe Mac/io NPovsBOAUTENS.

15. TPEBOBAHUWA K TEXHWYECKOMY OBCNAYXWBAHUWIO W«
PEMOHTY MU

MoBpex/eHHble NHCTPYMEHTbI MOXHO OTMNPaBUTb B MECTHbHA, CEPBUCHbLIN LEHTP
NPon3BOAWUTENSA [ANA PeMOHTa. B CepBUCHOM LEHTpe OHeHAT, BO3MOXEH /in
PEMOHT MHCTPYMeHTa. Y 6eANTECh, YTO BMECTE C NOBPEXAEHHLIM MHCTPYMEHTOM
NpUNoXeHa HaknafHas, Cofepxallas crefyroLyo NHPOPMaLnio:

Agppec JIMY, KQHTaKTHOE NNL0 1 HOMEpP TefethoHa

Homep apTuky/na-Bo3BpaLLaeMoro noBpexneHHOrQ NHCTPYMEHTA
OnwucaHne npobiembl.

Baly, MeCTHbIA CepPBUCHbIA LEHTP MOXEeT [0CTaBWUTb 3amnacHble 4actu Ans
MOBPEXAEHHbIX UAN YTEPAHHbIX AeTane MPOCTbIX;~COCTOALMX U3 HECKOBbKUX
yacTell WHCTPYMEHTOB (Hanpumep, W3MepuUTenw—inybuHbl, HanpasuTenu ans
ceepna). OO6paTuTecb B MECTHbIA CEPBUCHBIN LEHTP And  MOAyyYeHus
MH(OPMALMKN O“HANTMYMK 3aMacHbIX YacTeil.

nx * MO>XHO

16. YCNOBUA'TPAHCNOPTUNPOBKWN n/XPAHEHWNA

HanmeHoBaHMe Awanaaos
Temnepatypa Ot -29°C' no +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

—Aurticle 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'cneumanbHbIX TpeboBaHMi

Ycnosusa XpaHeHus:

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

ATMOC(epHOe AaBrieHne HeT cneunanbHbix TpeboBaHuit

YnakoBaHHble W34ens HEDBXOAMMO XPaHWTb B CYXOM, “4UCTOM MOMELLEHNM,
3alMULEHHOM OT NPAMbIX, COMHEYHbIX /yYeid, BpeawuTENEeN, 3KCTpemMasbHbIX
TemnepaTyp v BNOXHOCTH;
17. NOPAAOK N YCHOBUA YTUNMN3AUNN nnu YHNUTOXEHUA
MN

W3penne oTHocuTcd K Knaccy B B COOTBETCTBMM C  KiacCuguKauuei
MeAUUUHCKUX OTXQAoB. [locne nocnefHero WCMNoOAb30BaHUSA WU3JenvMe U ero
YNakKoBKY Heo6xo4MMO YTUAN3NMpPOoBaTh B COOTBETCTBUM c
LOKYMeHTMpoBaHHbIMK npouesypamun and OOO=«[XXOHCOH & /[>KOHCOH» U
rocyAapCTBEeHHbIMU TpebOBaHNAMMN.

He3zarpsasHeHHas-ynakoBka nepepabartbiBaeTCs KakK 6bITOBbIE OTXO/bI.

18. TAPAHTWA N PEKNAMALNA

MpounssoanTelb NOATBEPXKAAeT COOMOAEHME BCeX 0653aTe/lbHbIX NOKa/IbHbIX
TpebOoBaHWI K U3AENNI0 U FapaHTUAHbIM 06A3aTeNbCTBaM. JTO BK/IHOYAET, HQ He
OrpaHM4nMBaeTCs  YCTAHOB/IEHHOW  OTBETCTBEHHOCTbIO W rapaHTUAHBIMU
0653aTeAbCTBAMUN B COOTBETCTBMUN C 3aKOHOAATE/IbCTBOM 06 OTBETCTBEHHOCTU 32
KayecTBQ M34eNnil, NPUMEHMMOM Ha 10KaflbHOM YPOBHE.

lapaATAliHbIA  CpOK cocTaBnseT 127" mecaueB (MPUMEHUMO TOABKO [A/1S
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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
aecordance with documented procedures for Johnson & Johnson LLC
and state requirements.

Wncontaminated 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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Poccuiickoin ®eaepaunn B cootseTcTBUU-T OCT P 50444-20).

19. HAMUMEHOBAHMUE N IOPUAWYECKUNIA ALPEC
MPOU3IBOAUTENA MN N YTTGAHOMOYEHHOTI O
NMPEACTABUTENA MPON3IBOAMNTENA BPOCCUN

MPON3BOAWNTEND;
Synthes GmbH (CuHTe3 M'm6X)
Eimattstrasse3, 4436 Oberdorf, Switzerland (LLBelinapus)

YMNO/JTHOMOUYEHHbIAMPEACTABUTENb MPOU3BOAUTENA B
POCCUMN:

00O «[IX0HCOH & [XoHCoH», 121614, Poccus, r. Mockga,'yn. Kpbinatckas, 4.
17, KopH. 2.

Ten. +7(495)580-7777

DL-JNJRUMedical OA(SHTS.JNJ.com
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www.nevacert.ru | info@nevacert.ru

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.

Tel. +7.(495) 580-7777

DL-JNJRUMedical OATfI)ITS.JNJ.com



MepeBoj C aHTMICKOTO 3bIKA Ha PYCCKUI A3bIK

«CuHTE3 TMOX»

AnmatTwTpacce 3, 4436 O6epgopd, LLBeliyapus
PykoBoauTeNb 0TAeNa HOPMATUBHO-MNPABOBOMO PEry/iMpoBaHms
Pob6eprcoH dunmnn

<Hagnuck oT pyku: 09.11.2021 roga>

<noAnnucaHo>

NMHCTPYKUWA MO MPUMEHEHNIO
MEOVNUNHCKOIO N3AENMTUA
«MNHCTPYMEHTbLI ANAYCTAHOBKWN OPTOMEAUYECKUX NMIMNNAHTATOB C
MPUHALNEXHOCTAMMW»

Pernctpanus MH B PocanpasHamzope
www.nevacert.ru | info@nevacert.ru



OdmumanbHoe yA0CTOBEPEHNE:
HwxenoanucasLWwmitcs HOTapuyc yA0CTOBEPSET, YTO MpeaLecTBytoLlas NoANUCL

PobepTcoHa ®ununna, 09.04.1977 r.p., poauslierocsd B benbruu, npoxusarowero B T.
HeBlwarene

ABNAETCA MNOL/JMHHOA W 4YTO B HacTosllee BpeMs MNOAMNWCAHT 3aHUMaeT AO/HKHOCTb
PykoBoauTens oTAena HOPMATMBHO-NPAaBOBOro perynuposaHns «CuHTe3 =FM6X» (Synthes
GmbH), KoMNaHnK, y4peXxx4EHHON 1N B HACTOSALLee BPeMA OCYLLECTB/AIOLLE CBOK AeATeNbHOCTb
B COOTBETCTBMM C 3aKOoHofaTenbcTBOM LLBeiuapum no agpecy: AlmarTwTpacce 3, 4436
O6eppopd.

HoTapnyc y[oCTOBepseT BbILWEN3NOXKEHHbIe CBeAeHMA Ha OCHOBaHWW O03HAaKOM/ieHua ¢
COOTBETCTBYHOLWLNMWN AOKYMEHTAMMN.

BbigaHo v nognucaHo no agpecy: 4500 3onoTypH, LLBeiuapua

22 HosA6ps 2021 roga <Kpyrnas neyatb:

ALMUHNCTPALMA OKpyra 30/10TYpH>

<nognucaHo>
XaHcneTep Konnn, Hotapuye
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HeTbIpHaALaToro gekabps Age TbiCsiun ABajLaTb NepBoONO ToAa

A, Mowuceesa Jlnnua BnagMmunpoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO
NOA/IMHHOCTb MOANMCK NepeBoaUnKa Hii Jasnpa Meopruesnya. :

Moanunce caenaHa B MOeM npmc§§ nn.

JInyHOCTbL noanucasLlero JoKy T yCTaHOB/1EHA.
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